NMEPENIK

Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

NIKAPCBKNX 3ACOBIB, LLIO NPOMOHYIOTLCA A0 AEP)XABHOI PEECTPALII

Ne
n/n

Ha3ssa siikapcbKo20
3acoby

dopma surnycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina
3asiBHUKa

Bupo6HuUK

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs1

Homep
peecmpayiliHo2o
nocsio4eHHs

AJIMAKOP

Tabnetku no 10 wmr, no
10 TabneTok y 6nictepi,
no 3 6nictepu y
KapTOHHIA navui

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PyMmyHis

peecTpaList Ha 5 pokis

MepioAnYHICTb NofAHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

3a
peyenmom

He
nionsieae

UA/18534/01/02

AJTMAKOP

TabneTkn no 5 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepu y KapTOHHIi
nauui

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PyMyHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHs!

3a
peyenmom

He
nionseae

UA/18534/01/01




200 mr/500 wmr, no 10
Tabnetok y 6nictepi, no
1 6nicTepy B nauuj

thipma "apHmus”

dapmacboTikan
Mpogaktc C.A.

MepiognyHICTb NOgAHHS
perynsipHo
OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa OXOPOHU
3[10pOB’A YKpaiuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuuii

Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
dhapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLl
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[,0pOB'st YKpaiHu Big 26
BepecHsA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
3. AMIHOMAC/AHA MOPOLLIOK KpUCTauTivHMIA AT "KMIBCbKUIA YkpaiHa HOPTICT Kutaii peecTpauist Ha 5 pokis - He UA/18535/01/01
KWCNOTA abo kpuctanm BITAMIHHWIA SAPMAC'HOTIKAN nionsizae
(cybcTaHuis) y nakeTax 3ABO4" rPYM KO., NTA.
alOMIHIEBO-
NNacTVKOBUX A5
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
4, rAPOXNMOPOTIA3N MOPOLLIOK (Cy6CTaHLis) y TOB "®apma YkpaiHa INKA Nlabopatopic IHAis peecTpauisf Ha 5 pokis - He UA/18536/01/01
Jil noaBiliHMX Crapt” Nimitepq nionsieae
nonieTnIeHoBmX
nakeTtax Ans
chapmaLeBTUYHOro
3aCTOCyBaHHs
5. AAP®EH® JTIOHI TabneTku, BKpUTI MpAT Ykpaina PoHTic Xennac peuis peecTpauif Ha 5 pokis 6e3 niossieae UA/18537/01/01
NAiBKOBOK 060/IOHKOHO, "®GapmaueBTnyHa Megikan eHp, peyenma




Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
6. NAKO3AM® TabneTku, BKpUTI TOB "ACIHO Ykpaina Brpo6HMUTBO, peuis peecTpauist Ha 5 pokis 3a He UA/18538/01/01
NNiBKOBOK 060/10HKOIO, YKPATHA" nepeuHHe Ta peyenmom nidnsizae
no 50 mr; no 14 BTOPUHHE MepiognyHicTb NogaHHA
Tabnetok y 6nictepi; no nakyBaHHs, perynsipHo
4 6nicTepun y KapTOHHiIl KOHTpONb Ta OHOB/IOBAHOIO 3BITY 3
nauui BMMYCK cepil 6e3neku, BigNOBIAHO A0
NiKapcbkoro Mopsaaky 34iACHEeHHS
3acoby: thapmakoHarnagy,
[xeHecbapm CA, 3aTBEPKEHOr0 Haka3oMm
Mpeuis; MiHicTepcTBa OXOPOHU
KoHTponb cepii: 3[,0p0B’A YKpaiHu Bif, 27
KioEnCiEc N1ga., rpyaHs 2006 poky Ne
Ipeuis 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.
7. NAKO3AM® TabneTku, BKpUTI TOB "ACIHO Ykpaina Brpo6HMUTBO, pevis peecTpauis Ha 5 pokis 3a He UA/18538/01/02
NAiBKOBOK 060/IOHKOHO, YKPAIHA" nepBuHHE Ta peuyenmom niosnsieae
no 100 mr; no 14 BTOPVHHE MepiognyHicTb NogaHHA
Tabnetok y 6nictepi; no nakyBaHHs, perynsipHo
4 6nicTepun y KapTOHHiIl KOHTPONb Ta OHOB/IOBAHOIO 3BITY 3
nauuj BMMNYCK cepii 6e3neku, BigNoBigHO A0
nikapcbkoro Mopsaaky 34iiCHeHHS
3acoby: hapmakoHarnsaay,

3




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

xeHedhapm CA,
Ipevys;

KoHTposb cepii:

KwoECiEc Nra.,
Ipeuis

3aTBEPAKEHOr0 Hakasom
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavyeHnMu y
nepioguYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

NATAcCONT

Kpanni O4Hi, pO34nH,
0,05 mr/mano 2,5mny
chakoHi-kpanesbHuL,;
no 1 chnakoHy-
KpanesnbHuLi B
KapTOHHI/ Kopoo6Li

YOPN[,
MEANLIH
OPTA/IbMIKC
INAUNAPI NTL,
LUTI.

TypeuunHa

YOPAN[,

MEAMLIVH INAY

CAH. BE TIIX.
AL

TypeyunHa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTB: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18539/01/01

HONET

Tabnetkn no 5 mr, no 10
Tabnertok y 6nictepi, no

AHTUBIOTUKN
CA

PymyHis

AHTUBIOTUKN
CA

PymyHis

peecTpauis Ha 5 pokis

3a
peyenmom

He
niosisieae

UA/18540/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

3 6nicTepa y KapTOHHil
nauuj

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHnu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

10.

MIKOCEH®

kancynu, no 10 kancyny
6nictepi, no 1 a6o 3
6nictepn y navui

TOB "AKr
"dapmaLleBTnyYHa
thabpuka"

YKpaiHa

TOB "OKN
"papmaueBTnyHa
habpmka"

YKpaiHa

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOrO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,

6e3
peuyenma

nionsieae

UA/18541/01/01




Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
3a3HayYeHMun y

nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.

FeHepanbHUN gUpeKTop
AvpekTopaTty chapmaueBTUUHOro 3a6e3nevyeHHsA

0.0. Komapiga




NMEPENIK

Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

Ne

NIKAPCbKX 3ACOBIB, L0 MPOMOHYIOTHCSA A0 AEP)XABHOI NEPEPEECTPALLI

Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKA

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayjiliHo2o
nocsioyeHHs

AMINAK rPIHAEKC

TabneTky cyoniHrBasbHi
no 10 mr, no 25
TabneTok y 6nictepi; no
1 a6o 2 6nictepn y
nauuj 3 KapToHy

AT "T'piHgekc"

Nartsia

AT "T'piHaexc"

Natgis

MepepeecTpauis Ha
HeobMexeHuii TepMiH

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

6e3
peyenma

nionsieae

UA/4346/01/01

ALVIKNOBIP 200
CTAJA®

Tabnetku no 200 Mr no
25 Tabnetok y 6nictepi,
no 4 6nictepn y
KapTOHHIA Kopoo6Li; no 5
TabneTok y 6nictepi; no
5 6ricTepiB y KapTOHHIl
Kopobui

CTAOA
ApuHaiimiTTeNb
Al

HimeuunHa

CTAIA
ApuHaimiTTeNb
Al

HimeyunHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHsA

3a
peyenmom

He
nionsieae

UA/3840/01/01




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbKoro 3acoby y
po3ainax "B3aemopis 3
iHLWIMMK NiKapCbKMK
3acob6amMu Ta iHLWi BUau
B3aEMOgjin",
"Oco6nmBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"Mo6iyHi peakw"
BignoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyoi
PeyvoBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

ALVMKNOBIP 400
CTAJA®

Tabnetkv no 400 mr no 5
TabneTok y 6nictepi; no
5 abo 7 6nicTepiB y
KapTOHHI Kopobuj

CTAIA
ApuHaiimiTTens
Al

HimeuunHa

CTAIA
ApuHaiimiTTens
Al

HimeyunHa

MepepeecTpauin Ha
HEobMeXeHWi TEPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeWYHOro

3a
peyerimom

He
nionsieae

UA/3840/01/02




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax "Bsaemogis 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUAK
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"Mo6ivHI peakuii”
BignosigHo 0
OHOB/IEHOI iHdopMaLlii 3
6e3nekun gitouoi
pEeYOBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

ALVIKNOBIP 800
CTAJA®

Tabnetkv no 800 mr no 5
TabneTok y 6nictepi; no
7 6nicTepiB Y KAPTOHHIl
KOpOoO6Li

CTAIA
ApuHaiimiTTens
Al

HimeuunHa

CTAIA
ApuHaiimiTTens
Al

HimeuunHa

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOB/EHO iHhopMmaLito
B IHCTPYKUIT Ans

3a
peyenmom

He
nionsieae

UA/3840/01/03




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MeANYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby y
po3ainax "B3aemopis 3
HLUIMMKN NiKapCbKUMK
3acob6amu Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHs",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpygaro”,
"Mo6iuHi peakuyii”
BiANoBIgHO A0
OHOB/EHOI iHChopMmaLii 3
6e3neku gjroyoi
PEYOBUHM.

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 ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

BICOMNPONON-TEBA

Tabnetku no 5 mr no 10
TabneTok y 6nictepi; no
3 abo 5 6rictepis B
KOpooLi

TOB «TeBa
YkpaiHa»

YkpaiHa

Mepkne M'm6X
(BupobHuuTBO
Hepo3dacoBaHoro
NpoAyKTY, A03BiN

HimeyunHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHOB/EHO iHhopMmaLito
B IHCTPYKUIT Ans

3a
peyenmom

He
nionsieae

UA/1728/01/01

10




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ha BUMycK cepii;
[MepBuHHaA Ta
BTOPUHHA
ynakoBka,
KOHTpPO/b cepii)

MeanyHoro
3aCTOCYBaHHA y
po3ainax:
"®apMaKoorivHi
BracTmsocTi",
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHsA",
"3acTocyBaHHS y nepios
BariTHocTi abo
rogysaHHs rpygaro”,
"Cnocib 3acTtocyBaHHs
Ta nosun", "Mo6iyHi
peakuii" Wwopao 6e3nekn
Lit040T PeYOBUHN.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
thapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

BICOMPO/ION-TEBA

TabneTku no 10 mr, no
10 TabneTok y 6nicTepi;

TOB «TeBa
YKpaiHa»

Ykpaina

Mepkne M'm6X
(Bupo6HUUTBO

HimeuunHa

MepepeecTpauis Ha
HeobMeXeHWli TepMiH.

3a
peyenmom

He
niosnisieae

UA/1728/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
no 3 abo 5 6nictepis B Hepo3chacoBaHOro OHoB/IeHO iHhopMaLlito

Kopoo6Li

nNpoaykTy, A03BIN
Ha BUMYyCK cepii;
MepBuHHaA Ta
BTOPUHHA
ynakoBka,
KOHTPO/Ib cepil)

B IHCTPYKLU|i Ans
MeaNYHOro
3acTocyBaHHS Y
po3ainax:
"®apMaKosoriyHi
BNacTuBOCTi",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3aCTOCyBaHHSA",
3acTocyBaHHs y nepiog,
BariTHocTi abo
rogysaHHs rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun", "Mo6iuHi
peakuii" woao 6e3neku
Lit040T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
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 OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
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y 6nicTepi; no 2
6nicTepu y KapTOHHIN
KOpoo6Li

B IHCTPYKLUIT Ans
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax "Oco6anBoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta f03un”
(BHECEHI YTOUYHEHHS),
"Mob6iuHi peakuii’;
OHOBJIEHO iHGhopMaLLito B

Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
7. BEHOTOH® HacToiika, no 100 mny NAT YkpaiHa NAT YkpaiHa MepepeecTpauin Ha 6e3 niosnsieae UA/11668/01/01
6aHLi cknsHil; no 1 "Ximchapm3sasog "Ximcpapmsasos, Heo6MeXeHU i TepMiH. peyenma
6aHLi B MayL,i 3 KapTOHY; "UepBoHa 3ipka" "YepBoHa 3ipka"
no 100 mn y dpnakoHi MepioAnyHICTb NOAAHHSA
CKNsiHOMY a60 perynspHo
nonimMepHomy; no 1 OHOB/IIOBAHOTO 3BITY 3
hnakoHy B nauui 3 6e3neku, BigNoBigHO A0
KapTOHY Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
8. BIHKAMIH MOPOLLIOK (CybCTaHLis) y NiHHea CA LLiBeiiuapis NiHnea CA LLiBeiiuapis nepepeecTpawis Ha - He UA/11572/01/01
noABiiHNX HeobMexeHuii TepMiH nionsi2ae
nonieTnIeHoBNX
nakeTtax Ans
thapmaueBTUYHOro
3aCTOCYBaHHS
9. FENTPAN® TabneTtku AB6OTT HimeuuunHa A66BI C.p.N. ITania MepepeecTpauin Ha 3a He UA/6993/01/02
KMLLIKOBOPO3UMHHI MO Na6opaTopi3 HeobMeXeHWi TEPMIH. peyenmom nionsizae
500 wr; no 10 TabneTok M6X OHOBANEHO iHthopMmaLito

13




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KOPOTKili
XapaxkrepucTumLi
NiKapcbKoro 3acoby y
po3ginax 4.2. fo3u Ta
cnoci6 3acTocyBaHHs,
4.5. OcobnuBi
3acTepexeHHs Ta
3anobixHi 3axoam npu
3acTocyBaHHi; 4.9.
Mo6iuHi peakwi
BiAnNoBigHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpaLinHoOro Jochbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

10.

FNEHUET

TabneTku, BKpUTI
0060/10HKOI0, N0 5 Mr, No
10 TabneTok y 6nicTepi;
no 1 a6o no 3, a6o no
10 6nicTepis B
KapTOHHI ynakoBLi

neHmapk
dPapmacboTUkan3
nra.

IHais

FneHmapk
PapmacboTnkan3
nTa.

IHais

MepepeecTpauin Ha
HeobMeXeHW TepMiH

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeWYHOro

6e3
peyenma

nionsieae

UA/11243/01/01
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Ne

Hassa nlikapcbKo20

3asaBHUK

n/n

3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3aCTOCyBaHHS
nikapcbKoro 3acoby y
posginax
"®apMaKoorivHi
BracTmsocTi",
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco61MBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"Cnoci6 3acTocyBaHHs
Ta gosun", "Mo6iyHi
peakuii" BiAnosigHo A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHsA
pechepeHTHOro
nikapcbKoro 3acoby
(KCU3AN®).
MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayveHUMn y
nepiogNYHOCTI NoAAHHSA
perynsipHmx 3BiTiB 3
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6e3neku.

11.

AIANINOH® TYPBO

PO34KH ANns iHdysili 1,2
% no 50 mn 'y diakoHi 3i
ckna; no 1 a6o 10
dhnakoHiB y navu 3
KapTOHY

AT "®apmak”

YkpaiHa

AT "dapmak”

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.
OHoB/eHO iHhopMaLlito
y po3ginax:
"MpoTunokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nuBocCTi
3actocyBaHHs", "lNob6iuHi
peaxuii” iHCTpyKLUii Ana
MeNYHOro
3aCTOCyBaHHSA
nikapcbKkoro 3acoby
BiANOBIAHO A0 6e3nekun
3acTocyBaHHs Ajtoyol
PeYoBUHW.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepiognMYHOCTI NoAAaHHS
perynspHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/0794/01/02

12.

[OPAMILVH

TabneTkn, BKpUTI
NNiBKOBOK 060/I0HKOHO,

YOPA[,
MEAMLIVH LAY

TypeyunHa

YOPA[,
MEOMLVH I1AY

TypeuunHa

MepepeecTpauis Ha
HeobMeXeHWli TEPMIH.

3a
peyenmom

He
niosisieae

UA/14899/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

no 3 000 000 MO no 10
Tabnetok y 6nictepi; 1
6nicTep B KapTOHHIl
KOpoo6Li

CAH. BE TIAX.
ALl

CAH. BE TIAX.
A.LLl.

OHoB/EHO iHthopMmaLito
B IHCTPYKUiT Ans
MeANYHOro
3acTOCyBaHHSA
NiKapcbKoro 3acoby y
po3sginax "OcobnmBocTi
3acTtocyBaHHs", "Mo6iYHI
peakuii” BignoBigHo A0
iHchopMmauit
pedepeHTHOro
NiKapcbKoro 3acoby
POBAMILIVIH®
(TabneTku, BKpUTI
o60s10HKot0, No 3 000
000 MO).

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

13.

EHAO®ANBK

MOPOLLIOK AnSA
OpasIbHOro PO34MNHY NO
55,318 r nopoLuky y
nakeTi, No 6 nakeTiB y
KOpooLi

Op. ®anbk Papma

6X

HimeuunHa

BignosigansbHuii
3a BUNyCK cepiit
KIHL,EBOro
npoaykTy Ta
anbTepHaTBHe

HimeuunHa/
ITanis

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/EHO iHthopMmaLito
y po3ginax
"Ocob611BOCTi

6e3
peyenma

nionsieae

UA/4197/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BTOPUHHE 3aCTOCYBaHHSA",
nakyBaHHA: "3paTtHiCTb BNANBATU Ha
[p. ®anbk dapma LWIBMAKICTb peakuii npu
mM6X, HimevunHa; KepyBaHHi
Brpo6HMKm aBToTpaHcnopTom abo
[030BaHOi hopmu, iHLWMMKX MexaHi3mamm®,
nepBrHHE Ta "Mo6iuHi peakuyii”
BTOPUHHE IHCTPYKLiT Ans
nakyBaHHS: MeAnYHOro
JNlo3aH ®apma 3aCTOCyBaHHsA
M6X, HimeuuunHa,; niKapcbKoro 3acoby
Knoke ®apma- BignoBigHO Ao
Cepgic 'M6X, mMarepianis
HimeuuunHa, peecTpaLiiHoro Aoche.
C.LLT. c.p.n.
Cepsizsio MepioAnyHICTb NOAAHHSA
IHTepHauioHane, perynspHo
ITanis OHOB/1OBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPAKEHOIO HakasoMm
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
14. ENIPYBIUVH KOHUEeHTpaT ans EBEBE ®apma ABCTpist NOBHUIA LWKN ABcTpisi/ MepepeecTpauin Ha 3a He UA/4356/01/01
"EBEBE" PO34KHy Ans iHdysiid, 2 lec.m.6.X. Hdr. BMPOGHMLITBA: HimeuunHa HeobMexeHuii TepMiH peyenmom nionsi2ae
mr/mn, no 5 mn (10 mr) Kr EBEBE dapma
a6o 25 mn (50 mr), abo Fec.m.6.X. Hdr. MepioAnyHICTb NOAAHHSA
50 mn (100 mr), a6o 100 K, ABCTpisi; perynspHo
mn (200 mr) y donakoHi; KOHTPO/b/BUNPOBY OHOBJIHOBAHOrO 3BITY 3
no 1 dpyiakoHy B KOPOO6Li BaHHA cepil: 6e3neku, BigNOBIAHO A0
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
M Mopsaky 34iACHEeHHS
Mikpo6ionoriwec hapmakoHarnagy,
Mptochnadop 3aTBEPAKEHOIO HakasoM
M6X, ABCTpisi; MiHicTepcTBa OXOPOHU
KOHTPO/L/BUNPOOBY 370pOB’A YKpaiuu Big 27
BaHHS cepii: rpygHsa 2006 poky Ne
Na6op N1+ C AT, 898, 3apeecTpoBaHoro B
Himeuunna MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3nekun
15. 30/IMIFrPEH® cnpeii HasanbHNi AT «dapmak» YkpaiHa BignosiganbHuii YkpaiHa MepepeecTpauis Ha 3a He UA/15215/01/01
CMPEN [030BaHwWii, 2,5 mr/gosa 3a BUNycK cepil, HeobMeXeHWli TepPMiH. peuyenmom niosnsieae
no 2 mn (20 po3s) y BK/IHOUA0YM OHoBEHO iHthopMmaLito
dhnakoHi, no 1 diakoHy KOHTPO/b/BUNPOBY B IHCTPYKLU|ii gns
y nauLii 3 KapToHy BaHHA cepii: MeAnYHOro
AT "®apmak”, 3acTocyBaHHA
YkpaiHa; nikapcbKoro 3acoby y
BignosigansHuii po3ginax
3a BUPOBHNLTBO "®apmakonoriyHi
Ta BnacTmsocTi" (LWogo
KOHTPO/L/BUNPOBY 6e3nekun),
BaHHS cepii, He "MpoTunokasaHHa",
BK/IHOHA0UM "B3aemopis 3 iHWMMK
BMNYCK cepil: nikapcbknumy 3acobamu

TOB Haykoso-
BMPO6HMYa dhipma
"MIKPOXIM",
Ykpaina
(FOpugnuHa
afpeca,
naboparopis
hi3nKO-XiMiYHOTO
aHanisy i
KOHTPO/I10
BMPOOHMLITBA;
JlabopaTtopist

Ta iHWi BUan
B3aemMogijin",
"Oco6mBocCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyaanr”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
iHLWIMMKX MeXxaHi3Mamm",
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6ionoriyHoro
aHanisy;
TexHOMOriYHi
cragji
BMPOGHMLTBA)

"Cnocib 3acTtocyBaHHs
Ta gosun" (woao
6esnekn),
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BignoBigHO Ao
iHchopMmauiT
pedepeHTHOro
NiKapcbKoro 3acoby
(Zomig 5mg Nasal
Spray, B YKpaiHi He
3apeecTpoBaHuit).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
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 OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

16.

30/IMIF'PEH®
CNPEN

cnpeii HazanbHU
[030BaHwWit, 5 Mr/gosa
no 2 mn (20 po3s) y
dhnakoHi, no 1 chnakoHy
y nauui 3 KapToHy

AT «®apmak»

YkpaiHa

BignosiganbHwii
3a BUNyckK cepil,
BK/THOHAIOUM
KOHTPO/b/BUNPOBY
BaHHS cepii:
AT "dapmak”,
YKpaiHa,;
BignosigansbHuii
3a BUPOOHULITBO

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.
OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sginax
"®PapMakoorivHi

3a
peyerimom

He
nionsieae

UA/15215/01/02
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
Ta BnactTusBocTi" (LWoao
KOHTPO/1L/BUNPOGY 6esneku),
BaHHS cepii, He "MpoTnnokasaHHA",
BK/IIOHAK0UM "B3aemopis 3 iHWMMU
BUMYCK Cepil:

TOB HaykoBo-
BMPOGHMYa hipma
"MIKPOXIM",
YkpaiHa
(FOpuamnyna
afpeca,
nab6opartopis
Pi3nko-ximiyHoro
aHanisy i
KOHTPO/I0
BMPOGHULITBA;
Nab6opaTtopis
6ionoriyHoro
aHanisy;
TexHoMoriyHi
cTagji
BMPOGHMLTBA)

nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHs",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpygaro”,
"3paTHICTb BNAMBAaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta go3un" (wono
6e3nekn),
"MNepepno3yBaHHA",
"Mo6iyHi peakuyii"
BiAnNoBigHO A0
iHGopMmawii
pedhepeHTHOro
nikapcbKoro 3acoby
(Zomig 5mg Nasal
Spray, B YkpaiHi He
3apEECTPoBaHuif).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0

Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHMU
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
17. INIAAKPUHY nopoLuok (cybctaHuis) y | MAT "Fanuucapm” YkpaiHa MeHagioHa, C.J1. Icnanis MepepeecTpauis Ha - He UA/15171/01/01
rigpoxnoprup nonieTnIeHoBux HeobMeXeHWi TepMiH niossieae
MOHOTIAPAT naketax gns
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
18. KAMNEUMBEKC 150 TabneTku, BKpUTI Akkoppg, Xenckea Benuka Brpo6HMLUTBO IHpis/ MepepeecTpauis Ha 3a He UA/14799/01/01
MN/1iBKOBOK 060OJIOHKOMO, Niviten BpuTaHis roToBOro Benuka HeobMeXeHWi TEPMIH. peyenmom nionsizae
no 150 mr no 10 nikapcbKoro BpuTaHis/
TabneTok y 6nictepi; no 3acoby, nepBuHHe ITania/ OHOB/EHO iHhopMaLlito
3, 6 abo 12 6nicTepiB y nakyBaHHs, Icnarnis B IHCTpYKLU|ii Ans
KapTOHHI Kopo6Lyi BTOPUHHE MeauyHoro
nakyBaHHs1, 3aCcTOCyBaHHSA
KOHTPO/Ib SKOCTI nikapcbKoro 3acoby y
cepii: po3ginax
IHTac "®apmakonoriyHi
dapmacbloTikans BacTmBocCTi",
Nimitep, HAis; "Moka3aHHA" (YTOYHEHHS
Brpo6HMLUTBO iHchopmawuii),
roToBOro "lMpoTunokasaHHa",

nikapcbKoro
3acoby, nepBuHHe
Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib SKOCTI
cepii
(anbTepHaTUBHWIA
BMPOGHUK):
IHTac
dapmacbioTikans
Nimviten, HAajs;
MepBuHHE Ta
BTOPVHHE
naxkyBaHHs:
AKKopf Xesnckea
NimiTen, Benvka

"Oco6uBi 3axoau
6e3nekn”, "B3aemogis 3
HLUIMMKW NiKapCbKUMM
3acobamu Ta iHLWi BUAn
B3aeMogijin",
"Ocob6nvBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosn”,
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
BignoBigHO Ao
iHdhopmauii woao

BputaHis; MeAnYHoro
BTOPVIHHE 3aCcTOCyBaHHSA
nakyBaHHs: pecepeHTHOro
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep

n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o

yrnakoska) nocsio4YeHHs1
A4 Canni YeiiH, nikapcbKoro 3acoby
ITania CIMA, (Kcenopa).
ITanis; MepioAnyHICTb NOAAHHS
KOHTPO/b AKOCTI perynsipHo
cepii: OHOB/1HOBAHOrO 3BITY 3
AcTpoH Pe3bopu 6e3neku, BigNoBigHO 40
NimiTen, Benvka Mopsaky 34iACHEeHHS
BputaHis; hapmakoHarnagy,
KOHTPO/b AKOCTI 3aTBEPAKEHOIO HakasoM
cepii: MiHicTepcTBa OXOPOHU
AJIC Nabopartopic 370pOB’A YKpaiuu Bif 27
(KOKeih) NMimiteq, rpyaHs 2006 poky Ne
Benvka bputaHis; 898, 3apeecTpoBaHoro B
KOHTPO/Ib AKOCTI MinicTepcTBi tocTuLii
cepii: YKpainu 29 ciuna 2007
Na6opaTtopi poky 3a Ne 73/13340 (y
dyHpacio JAY, pepakuii Hakasy
Icnanis; MiHicTepcTBa OXOpPOHU
BignoBigansHuii 30,0p0B'A YKpaiHu Big, 26
3a BUNycK cepil: BepecHsa 2016 poky Ne
AKKop Xesnckea 996), CTaHOBUTb: 3rigHO
NimiTen, Benvka 3i cTpokamu,
BpuTaHis 3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

19. KAMEUMBEKC 500 TabneTkn, BKpUTI Akkoppg, Xenckea Benuka Brpo6HMUTBO IHpis/ MepepeecTpauis Ha 3a He UA/14799/01/02
NNiBKOBOK 060/IOHKOIO, NimiTen BpuTaHis roToBOro Benvka HeobMeXeHWli TepPMiH. peuyenmom niosnsieae
no 500 wmr, no 10 nikapcbKoro BpuTaHis/

TabneTtok y 6nictepi, no 3aco6y, NepBuHHE ITanis/ OHOB/EHO iHhopMmaLito
3, 6 abo 12 6nicTepiB y nakyBaHHs, IcnaHis B IHCTPYKUiT ANns
KapTOHHI Kopobuj BTOPUHHE MeAnyHoro
nakyBaHHS, 3aCcTOCyBaHHSA
KOHTPO/b AKOCTI nikapcbKoro 3acoby y
cepii: po3ginax
IHTac "®apmakonorivHi
dapmacbioTikans BNacTuBocCTi",
Nimviten, HAajs; "Moka3aHHA" (YTOUYHEHHSA
Brpo6HMUTBO iHdhopmawuii),
roToBOro "TMpoTunokasaHHa",

nikapcbKoro
3aco6y, NepBuHHE
nakyBaHHs1,
BTOPUHHE
nakyBaHHs1,
KOHTPO/Ib SKOCTI

"Ocob6nuBi 3axoam
6e3nekn”, "B3aemogisi 3
HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan
B3aemMogijin",
"Oco611BOCTI
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
cepii 3aCTOCYBaHHSA",
(anbTepHaTUBHUIA "3acTocyBaHHA y nepiof
BUPOBHUK): BariTHOCTi abo
IHTac rogysaHHsa rpyaar”,
dapmacbloTikans "Cnoci6 3acTtocyBaHHs
NimiTeq, IHAis; Ta gosun”,
MepBuHHE Ta "Mepepno3yBaHHA",
BTOPUHHE "Mo6iyHi peakw"
nakyBaHHs: BignoBigHO Ao
Akkoppg, Xersickea iHdhopmauii wono
Niviten, Benuka MeAnyHoro
BpuTaHis; 3aCTOCyBaHHSA
BignoBigansHuii pedhepeHTHOro
3a BUNYCK cepii: niKapcbKoro 3acoby
AKKOpA, Xesnickea (Kcenopga).
NimiTen, Benvka MepioAnyHICTb NOAAHHSA
BputaHis; perynspHo
BTopuHHe OHOB/IIOBAHOTO 3BITY 3
nakyBaHHS: 6e3neku, BiANOBIAHO A0
[4N Canni YeitH, Mopsaaky 34iiCHeHHs
ITania ClMA, thapmakoHarnagy,
ITanis; 3aTBEPAKEHOIO HakasoMm
KoHTponb skocTi MiHicTepcTBa 0XOpOHU
cepii: 34,0pOB’sl YKpaiHu Big 27
AcTpoH Pe3bopuy rpyaHsa 2006 poky Ne
NimiTen, Benvka 898, 3apeecTpoBaHoro B
BpuTaHis; MiHicTepcTBi ocTuuii
KOHTPO/Ib AKOCTI Ykpainu 29 ciuHs 2007
cepii: poky 3a Ne 73/13340 (y
Jlabopatopi pefakuii Hakasy
dyHpacio JAY, MiHicTepcTBa OXOPOHU
Icnanis; 310pOB'A YKpaiHu Bif 26
KOHTPO/Ib SKOCTi BepecHs 2016 poky Ne
cepii: 996), CTaHOBUTbL: 3rigHO
AJIC Nabopatopic 3i cTpokamu,
(KOKeih) NMimiteq, 3a3HavYeHMmn y
Benvka bputaHis nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
20. KUCNOTA Tabnetku, no 10 AT "KNIBCbKUN YkpaiHa AT "KMIBCbKUI YkpaiHa MepepeecTpauin Ha 6e3 niosnsieae UA/4572/01/01
ACKOPBIHOBA 3 TabneTtok y 6nictepax; BITAMIHHUIA BITAMIHHW HEobMeXeHWl TEPMIH. peyenma
rNHOKO3010 no 10 TabneTok y 3ABOA" 3ABOJ4" OHOB/EHO iHhopMmaLito

6nicTepi, no 3 6nictepu
B nauuj

B [HCTpYKUii gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby y
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

po3ainax "B3aemopis 3
HLUMMKN NiKapCbKUMK
3acob6amu Ta iHWi BUAn
B3aemogijin",
"Ocob6nuBocTi
3acTocyBaHHs",
"3acTocyBaHHSA y nepios
BariTHocTi abo
rofyBaHHs
rpyaao”(yToYHeHHs
iHchbopmawii), " 3paTHiCTb
BMN/IMBATY Ha LIBUAKICTb
peaxuii npy kepyBaHHi
aBTOTpaHCnopToM abo
HWMMK MexaHi3mamn'
BignosigHoO o0
OHOB/IEHOI iHdopMaLii 3
6e3nekn 3acTocyBaHHs
Lit04nX pevyoByH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopsaky 34iACHEeHHS
thapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

21.

KCUNOMETA3ONIHY
rAPOX/IOPUA,

MOPOLLIOK (CybCTaHLis) y
noaBiNHMX

AT "®apmak”

Ykpaina

YxaHb Y0
Papmac'roTnka

Kutaii

nepepeecTpauis Ha
HeobMeXeHWin TepMiH

He
niosnisieae

UA/15039/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

nonieTUIeHoBNX
naketax Ans
thapmaLeBTUYHOTO
3aCTOCYBaHHS!

Ko., 114

22.

NEBITPA® OA4T

TabneTku, Lo
avcneprytoTbes, no 10
Mr, N0 4 TabneTkn y
6nictepi, no 1 6nictepy
B KapTOHHI navu,i

Baviep Al

HimeuunHa

Baviep Al

HimeyunHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.
OHoB/eHO iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3sginax
"@apmakoTepanesTuyHa
rpyna" (pegarysaHHs
TeKCTy 6e3 3MiHu Koy
ATX), "dapmakonoriyHi
B/1ACTMBOCTI"
(peparyBaHHs TekcTy),
"Oco61mBOCTi
3acTtocyBaHHs", "Mo6iuYHi
peakuii*," BignosigHO fO
mMaTtepianis
peecTpavuiiHoro ochE.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/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 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepiognyYHoOCTi NoAAaHHSA

3a
peyerimom

He
nidnsieae

UA/0226/02/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.
23. NEBILUVTAM 250 TabneTkn, BKpUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa MepepeecTpauis Ha 3a He UA/11396/01/01
NNiBKOBOK 060/IOHKOIO, YKPAIHA" Crapt" HeobMeXeHWli TepPMiH. peuyenmom niosnsieae

no 250 mr no 10
TabneTok y 6nictepi; no
3 abo 6 6nicTepiB y
KapTOHHIN navui

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BN1ACTVBOCTI",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nvmBocCTi
3acTocyBaHHs", "Cnocio
3aCToCyBaHHsA Ta 403n",
"[iTn" (pegarysaHHs
iHchbopmawii), "MobiuHi
peaxuii” BignosigHo A0
iHdpopmauii
pedhepeHTHOro
nikapcbKkoro 3acoby
KEMMPA® (TabneTku,
BKpUTI 060/10HKOI0, NO
250 wmr, 500 wmr).

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big 26
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
24. NEBIUATAM 500 TabneTku, BKPUTI TOB "ACIHO YkpaiHa TOB "dapma YkpaiHa MepepeecTpauin Ha 3a He UA/11396/01/02
M/1iBKOBOK 06GOJIOHKOMO, YKPAIHA" Crapt" HeobMeXeHWi TEpPMIH. peyenmom nionsizae

no 500 mr no 10
TabneTok y 6nictepi; no
3 abo 6 6ricTepiB y
KapTOHHIN nayui

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"®apMaKonorivHi
BracTmBocTi",
"B3aemogis 3 iHWMMK
nikapcbknumu 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Oco611BOCTi
3acTocyBaHHs", "Cnoci6
3aCToCyBaHHA Ta f03n",
"Oitn" (pegaryBaHHs
iHdhopmawii), "MoGiyHi
peakujii" BiANOBIAHO A0
iHchopMmawi
pedepeHTHOro
nikapcbKoro 3acoby
KEMMNPA® (Tabnetku,
BKPUTI 060/10HKOIO, NO
250 wr, 500 mr).

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 ocTuuii
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

25.

NIHKOMILH-
JLAPHULA

PO34mnH ANs iH'ekuiii, 300
mr/mn, no 1 mn a6o no 2
M B amnysii; no 5
amnys y KOHTYPHiii
YapyHKOBIli ynakoBLi; No
2 KOHTYpPHI YapyHKOBI
yNakoBKM B nauLi

MpAT
"®apmMaueBTnYHa
thipma "AapHuus"

YkpaiHa

MpAT
"®apmMaLeBTnyHa
thipma "AapHuua”

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHOBAEHO iHthopMmaLito
B [HCTpYKUii gns
MeaNYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
posginax
"papmMakoTepanesTuyHa
rpyna" (yTOYHEHHs
iHdhopmauii),
"lMoka3zaHHA"
(peparyBaHHs),
"Ocob6nuBoCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHA Ta [03un”
(yTOUYHeHHs iHdhopmauii),
"Mo6iyHi peakwyii"
BignosigHo oo
OHOB/IEHOT iHdopMaLlii 3
6e3nekn 3acToCyBaHHs
Lit040T PeYOBUHN.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B

3a
peyenmom

He
nionsieae

UA/4582/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA

perynsipHux 3BiTiB 3

6e3neku.

26.

MET®OrAMA® 850

TabneTku, BKPUTI
M/1iBKOBOK 06GOJIOHKOHO,
no 850 mr no 10
TabneTok y 6nictepi; no
3 abo no 12 6nictepiB y
KapTOHHI Kopo6Lyi

Bbopsar ®apma
m6X i Ko. KI

HimeuunHa

[OpareHocapm
AnTekapb Mown
M6X

HimeyunHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.
3MiHu Il TUnY - 3MiHn
oo
6e3nekn/eheKTUBHOCTI
Ta thapmakoHarnsgy.
3MiHW y KOpPOTKili
XapakTepucTumui
nikapcbkoro 3acoby,
TEKCTi MapKyBaHHS Ta
IHCTpYKLii Ans
MeAnYHOro
3aCTOCYBaHHA Yy 3B’A3KY
i3 HOBMMW JaHUMK 3
AKOCTI, AOKMIHIYHUMM,
KMIHIYHUMW gaHMmn Ta
JaHuvu 3
chapmakoHarnsgy -
3MiHV BHECEHO A0
IHCTpYKLii Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKkoro 3acoby Ao
po3ainis
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"Cnoci6 3acTtocyBaHHs
Ta fo3n" (yTOUHEHHS
iHhopmawi),
"MpoTunokasaHHa",
"Mob6iuHi peaxuii”,
"3acTocyBaHHs y nepiog

3a
peyerimom

He
nidnsieae

UA/5247/01/03

30




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

BariTHocTi abo
roflysaHHs rpyaao”
(yTouHeHHs iHdopMmauii),
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMK MexaHi3mMammn®,
"B3aemogis 3 iHWMMK
nikapcbknmy 3acobamu
a6o iHwWi Buan
B3aEMOZji" BignoBiaHO
[0 MaTepianis
peecTpaLiiHoro 0ChE.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

27.

MIKOKC

Kpanni opasibHi, no 30
MN 'y chnakoHi-
KpanenbHuui; no 1
dhnakoHy-kpanenbHUL B
KapTOHHIN KopobLi

l'yHa C.n.a.

ITanis

l'yHa C.n.a.

ITanis

MepepeecTpauis Ha
Heo6MmeXeHwui
TepMiH.OHOB/IEHO
iHchopmawito y po3gini
"Ioka3zaHHsa"

6e3
peyenma

nionsieae

UA/3607/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

(peparyBaHHs)
IHCTPYKUiT Ans
MeAnYHOro
3acToCcyBaHHSA
nikapcbKoro 3acoby
BignoBigHO Ao
mMartepianis
peecTpauiiHoro Aochbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHYU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

28.

MIPEHAKC®

kancynu Teepgi no 250
Mmr: no 10 kancyn y
6nicTepi; no 3 a6o 10
6nicTepiB y kopobLi

Tesa
dapmaueBTikan
IHpacTpi3 /174,

13painb

AT
dapmaveBTUYHUI
3aBog TEBA

YropLmHa

MepepeecTpauis Ha
HeobMexeHuii TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"®apMaKonorivHi
BracTmsBocTi”,
"Ocob6nvBocCTi
3aCTOCYBaHHSA",

3a
peyenmom

He
nionsieae

UA/11519/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"3acTocyBaHHs y nepios
BariTHocTi abo
rogyBsaHHs rpygaro”,
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HWMKU MexaHi3mamn'
"Cnoci6 3acTocyBaHHs
Ta fo3n" (YTOYHEHHS),
"[iTn" (yTOYHEHHS),
"Mo6ivHI peakuii”
BignosigHo 0
iHdpopmauii
pecdhepeHTHOro
nikapcbKoro 3acoby
(Cenncent®, kancynu
no 250 wmr).

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

29.

OTPUBIH 3
MEHTO/IOM TA
EBKAJIMTOM

cnpeii HasaslbHUiA,
no3oBanuii 0,1 %; no 10
MJ1 Y nosliMepHoMy

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

'CK KoHcblomep
Xenckep C.A.

LBeliuapis

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.
OHOB/1EHO iHdhopMaLlito

6e3
peyenma

nionsieae

UA/5416/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

hNakoHi 3
po3nuaoBayem; no 1
(pN1aKoHY B KApPTOHHIM
KOpoo6Li

y po3ginax
"®apMaKonorivHi
B/acTmMBocCTi",
"MMpoTunokasaHHa",
"Oco6nmBOCTi
3acTocyBaHHs",
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
HLWMMKU MeXaHi3mamn®,
"Cnoci6 3acTocyBaHHs
Ta gosun", "Mo6iuHi
peakuii" iHCTpyKuii ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby
BigMnoBigHO Ao
mMartepianis
peecTpaLiiHoro Aoche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

30.

NMONAMPUN

Kkancynu Teepgi no 5,0

dapmauleBTUYHNI

MonbLua

dapmauleBTUYHNI

MonbLua

MepepeecTpallis Ha

3a

He

UA/4441/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

Mr; no 14 kancyny
6nictepi; no 1 a6o 2
6nicTepn y KapTOHHIN
KOpoo6Li

3aBof,
“Monbhapma”
C.A.

3aBof,
“Monbapma”
C.A.

HeobMeXeHWli TepMiH.
OHoB/EHO iHthopMmaLito
B [HCTpyKUji gns
MeANYHOro
3acTOCyBaHHSA
NiKapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3acTtocyBaHHs", "Mo6iYHi
peakuii” BignoBigHoO A0
OHOB/EHOT iHthopMaLii 3
6e3nekn 3acTocyBaHHs
Lit040T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

peyenmom

nionsieae

31.

nonAnPun

Kancynu TBepgi no 2,5
Mr; no 14 kancyn y
6nicTepi; no 1 abo 2

dapmMaLeBTUYHUIA
3aBog,
“Monbghapma”

MonbLwa

dapmaveBTUYHUIA
3aBog
“Monbapma”

MonbLwa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.
OHOB/1EHO iHdhopMaLlito

3a
peyerimom

He
nionsieae

UA/4441/01/02
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepy y KapTOHHil
Kopoo6Li

C.A.

C.A.

B [HCTpYKUii gns
MeaNYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemogijin",
"Ocob6nmBoCTi
3acTtocyBaHHs", "M0o6iuYHI
peaxuii” BignosigHo Ao
OHOB/IEHOI iHdopMaLlii 3
6e3nekn 3acTocyBaHHs
Lit040T PeYOBUHN.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

32,

nonAnPun

kancynu TBepgi no 10,0
Mr; no 14 kancyny
6nictepi; no 1 a6o 2
6nicTepy y KapTOHHIl
KOpooLi

dapmaleBTUYHNI
3aBog,
“Monbpapma”
C.A.

Monbwa

dapmaleBTUYHNI
3aBO[,
“Monbapma”
C.A.

Monba

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/EHO iHthopMmaLito
B IHCTpYKUii Ans
MeWYHOro

3a
peyenmom

He
nionsieae

UA/4441/01/04
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3acToCcyBaHHSA
nikapcbKoro 3acoby y
posginax
"MMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
niKkapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3actocyBaHHs", "lo6iuHi
peakuii" BiAnosigHo A0
OHOB/EHOT iHChopMmaLii 3
6e3nekn 3acTocyBaHHsA
Lit0Y0l PeYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

33.

NMPUCUNKA ANTAYA

nopowok no 50 ry 6aHuj
nnacTmacosiii; no 1
6aHLj B naylji 3 KapToHYy;
no 50 r y koHTeliHepax
nonimepHnx

AT "BITAMIHWN"

YkpaiHa

AT "BITAMIHN"

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHsA

6e3
peuyenma

nionsieae

UA/4889/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1

nikapcbkoro 3aco6y B
po3ainax "B3aemopis 3
iHLWIMMK NiKapCbKMK
3acob6amMu Ta iHLWi BUau
B3aEMOgjin",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaao”
(peparyBaHHs1 TEKCTY),
"Oitn" (pegaryBaHHs
TEKCTY),
"MNepepo3yBaHHsA",
"Mo6iyHi peakyii” Ta B
KOPOTKili
XapakTepucTuui
nikapcbkoro 3aco6y B
posginax "fitn",
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"3acTocyBaHHA nig yac
BariTHOCTI Ta rogyBaHHs
rpyaato”, "Mo6iyHi
peaxuii”,
"TNepeno3yBaHHA"
BignoBigHO Ao
mMartepianis
peecTpaLiiHoro Aoche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
3[,0pOB’sl YKpaiHu Big 27

rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy

MiHicTepcTBa OXOPOHMU
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
34. PEBIT apaxe, no 80 gpaxe B AT "KMIBCbKM YkpaiHa AT "KNIBCbKUW YkpaiHa MepepeecTpalis Ha 6e3 nionsizae UA/4680/01/01
KOHTelHepax BITAMIHHUIA BITAMIHHW HeobMeXeHuli TepPMiH. peyenma
(6aHoukax); no 80 3ABO/" 3ABOL4" OHoB/EHO iHhopMaLlito

Apaxe B KOHTelHepi
(6aHouui); no 1
KOHTelHepy (baHouu,) y
navui

B IHCTpYKUii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknumu 3acobamu
Ta iHWi BUAn
B3aemMogijin",
"Oco611BOCTi
3aCTOCyBaHHSA",
"Mepepno3yBaHHA",
"Mo6iyHI peakuir”
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekn 3acTocyBaHHs
LiI0UMX PEYOBUH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
35. PECTPYKTA NPO PO34MH NS iH'EKLA No Bionoriwe Himeuunna Bionoriwe HimeuunHa MepepeecTpauis Ha 3a He UA/4245/01/01
IH'EKLIOHE C 2,0 mn B amnyni; no 5 Xainbmitrens XaiinbMmiTTens HEobMeXeHWli TEPMIH. peuyenmom niossieae
amnyn y KOHTYpPHIiA Xeenb Mv6X Xeenb MTM6X

YapyHKOBIli yNakoBLii; No
1 a6o no 2, a6o no 10
KOHTYPHMX YapyHKOBMX
yMakoBOK Y KOpoo6Lii 3
KapTOHY

OHOBAEHO iHthopMmaLito
B IHCTPYKUiT ANns
MeNYHOro
3aCTOCyBaHHSA
niKapcbkoro 3acoby B
posginax
"MpoTunokasaHHA",
"Oco61mBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsa Ta fo3n"
(yTouHeHHs iHdopMaLii),
BiANoBIgHO A0
marepianis
peecTpauiiHoro AocCbe.
MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHumun y
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o

yrnakoska) nocsio4YeHHs1

nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
36. CUHYMNPET® Kpanni opanbHi no 100 BioHopuka CE HimeyuunHa BioHopvka CE HimeuunHa MepepeecTpauin Ha 6e3 niosnsieae UA/4373/02/01
M1 PO3YUHY Y (hNakoHi, HeobMexeHuii TepMiH peyenma

3 103yH04UM
KpanenbHUM NPUCTPOEM
3BEPXY, 3 KPULLIKOIO, LLIO
HarBUHYYETLCS | KiNlbLEM
KOHTPOJIIO BiAKpUTTSA, MO
1 hnakoHy y KapTOHHil
KOpOoO6Li

OHoB/eHO iHhopMaLlito
B IHCTPYKUiT Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3ginax “lNokasaHHa"
(yTouHeHHs iHdopMaLii),
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogyBaHHs
rpyaao” (yToYHeHHs
iHdhopmauii),
"MNepeno3yBaHHA"
BignosigHo oo
marepianis
peecTpauiiHoro JoCheE.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/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 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepiognyYHoOCTi NoAAaHHSA
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

perynsapHux 3BiTiB 3
6e3neku.

37.

COPBEHTOTENb

renb opasbHuii 0,7 rir,
no 135 ra6o no 270,
abono405ry
KOHTelHepi; no 1
KOHTeliHepy y kopobui 3
KapTOHY

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmMaueBTNYHa
hipma "BepTekc”

Ykpaina

ToBapucTBO 3
06MexeHot
BiANOBIA&NBHICTIO
"®apmMavueBTnyHa
thipma "BepTtekc"
(BMPOGHMLTBO 3
nakyBaHHs in bulk
TosapucTsa 3
obMexeHoto
BiANOBIAA/IbHICTIO
"®apmaueBTuyHa
KoMMaHis
"3popos'a’,
YkpaiHa)

YkpaiHa

MepepeecTpauis Ha
HEobMeXeHWli TEPMIH.

OHOB/EHO iHhopMmaLito
B [HCTpYKUji gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posaini
"papmakoTepanesTuyHa
rpyna " (pegaryBaHHs),
BiANoBIgHO A0
knacudpikatopa BOO3.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayveHumn y
nepiogNYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

6e3
peyenma

nionsieae

UA/14843/01/01

38.

COPLEE®®

TabneTkn, BKPUTI
MN/1iBKOBOK 060JIOHKOMO,
no 400 mr, no 5
TabneTtok y 6nictepi, no
1 a6o no 2 6nictepun y
KapTOHHI kopobuj; no 7

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

ANKANOIL AL
Ckon'e

Pecny6nika
MNiHiyHa
MakefioHist

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOIO 3BITY 3

3a
peyerimom

He
nionsieae

UA/11157/02/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

TabneTtok y 6nictepi, no
1 6nicTepy B KapTOHHIiA
KopoobUi

6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa 0XOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi ocTuuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMN y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

39.

TEPBI3UN

Kpem 1 % no 15 r y Ty6i,
no 1 Ty6i B KAPTOHHIiiA
ynakoBLi

BAT "TeneoH
PixTep"

YropumHa

BAT "TefeoH
Pixtep"

YropumHa

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/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 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepiognyYHoOCTi NoAAaHHSA

6e3
peuyenma

nionsieae

UA/4558/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
perynsapHux 3BiTiB 3
6e3neku.
40. TIAPA TPIO® TabneTkn, BKpUTI MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/15069/01/01
NNiBKOBOK 060/IOHKOIO, "®apmaueBTnyHa "®apmaueBTuyHa HEobMeXeHWli TEPMIH. peyenmom niosnsieae

no 10 mr/12,5 mr/160 wr,
no 14 tabnetok y
KOHTYpHIli YapyHKOBI
ynakosLi, no 1 a6o no 2
KOHTYPHi YapyHKOBI
yNakoBKM B nauLi

ipma "AapHuug"

dipma "fapHuua”

OHOB/EHO iHhopMmaLito
B IHCTPYKLUIT ANns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3ainax:
"®apmakonorivHi
B/1acTmMBoCTi",
"MpoTunokasaHHa",
"B3aemopis 3 iHWMMK
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"Cnoci6 3acTocyBaHHs
Ta nosun", "MobivHi
peakujii”, yToYHeHo
Ha3By
thapmakoTepaneBTUYHOI
rpynu BignosigHO 80
iHchopmauit
pedepeHTHOro
nikapcbKoro 3acoby
EKC®OPXX H,
TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOIO,
no 10 mr/160 mr/12,5 wr.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU

44




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3HavyeHuMmn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

41.

TIAPA TPIO®

TabneTku, BKPUTI
M/1iBKOBOK 06GOJIOHKOMO,
no 5 mr/12,5 mr/160 wr,
no 14 TabneTtok y
KOHTYPHIli YapyHKOBI
ynakosui; no 1 a6o no 2
KOHTYPHI YapyHKOBI
YNaKkoBOK Y naui

MpAT
"®apmMaueBTNYHa
hipma "OapHuus”

YkpaiHa

MpAT
"®apmMaueBTnyHa
ipma "dapHuus”

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby y
po3ainax:
"®apMaKoorivHi
BN1ACTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogysaHHs rpyaaro”,
"Cnoci6 3acTtocyBaHHs
Ta gosun”, "MooGiyHi
peaxuii”, yTo4HeHo
Ha3By
thapmakoTepaneBTUYHOT
rpynu BiANOBIAHO A0
iHdpopmauii
pedhepeHTHOro
nikapcbkoro 3acoby

3a
peyerimom

He
nionsieae

UA/15070/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

EKC®OPX H,
TabneTku, BKpUTI
NAiBKOBOK 0O0IOHKOHO,
no 5 mr/160 mr/12,5 mr.
MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

42,

TPIYMEK™

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 50 mr/600 mr/300 wmr;
no 30 Tabnetok y
dhnakoHi; no 1 dpiakoHy
B KapTOHHIi Kopo6Lyi

BiiB Xenckep HOK
NimiTen

Benvka
BpuTanis

B1po6HMK
Hepo3dacoBaHoro
NPOAYKTY:
"nakco
OnepeiiwHc FOK
NimiTen, Benvka
BpuTaHis;
MepBuHHa Ta
BTOPUHHA
ynakoBka, [j03BiN
Ha BUMYyCK cepii:
nakco Bennkom
C.A., IcnaHis

Benuka
Bputanis/
IcnaHis

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.

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
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy

3a
peyerimom

He
nionsieae

UA/14812/01/01
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

43.

DYPAMAI®

kancynu no 50 mr; no 10
kancyn y 6nictepi; no 3
6nicTepy B nayuj 3
KapTOHY

AT "OnaiiHcpapm”

Nartsia

AT "OnaiiHdhapm"

Nartsia

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/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 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/4301/01/01

LE®PA3O/IH-BXD3

MOPOLLIOK 4718 PO3YNHY
Ans iH'ekuii no 1000 mr
1 dhnakoH 3 NOPOLLKOM;
1 chnakoH 3 NOPOLLKOM Y
nauuj 3 KapToHy; 1
dpnakoH 3 NOPOLUKOM Yy
KOMNekTi 3 1 amnynoto
po3umnHHKKa (Boga ans
iH'ekujin) no 5 mn abo no
10 M1 B navuj 3

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUUNI

LieHTp
"BopLyariBcbKuii
XimiKO-
thapmaLeBTUYHWI
3asofa”

YkpaiHa

My6niuHe
aKuioHepHe
TOBapUCTBO

"HaykoBo-
BVPOGHWYNIA

LeHTp
"BopLyariBcbkuii
Ximiko-
hapmaneBTUUHNI
3asof4"

YKpaiHa

MepepeecTpauis Ha
HeobMeXeHWi TEPMIH.
OHOBANEHO iHthopMmaLito
y po3ginax "B3aemogis 3
IHLUMMKN NiKapCbKUMM
3acob6amu Ta iHWi Buan
B3aemogijin",
"Ocob6nvmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepioa

3a
peyenmom

He
nidnsieae

UA/4616/01/02

47




Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHOO
neperopoaKoto

BariTHocTi abo
rogyBaHHs
rpyaato" (yTOUHEHHS
iHchbopmawii), "MobiuHi
peakuii" iHCTpyKuii ans
MeaNYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
oo 6esneku
3acTOoCyBaHHS Aitoyoi
pEeYOBUHM.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

45,

LE®A3O/IH-BX®D3

MOPOLLOK /151 PO3UMHY
Ans iH'ekuii no 500 mr 1
chnakoH 3 nopotukom; 1
¢hnakoH 3 NOpPOLLKOM y
nauui 3 KapToHy; 1
h/1aKoH 3 NOPOLLKOM Y
KoMMAekTi 3 1 amny ot
po34unHHKKa (Boda ANns

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHUYUIA

LeHTp
"Bopuyariscbkuii
XiMiKO-

Ykpaina

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-
BVMPOGHWYNIA

LEeHTp
"BopLyarisBcbkuii
XiMiko-

YkpaiHa

MepepeecTpauis Ha

HeobMeXeHWli TepPMIH.
OHoB/EHO iHthopMmaLito
y po3ginax "B3aemogis 3

HLWIMMK NiKapCbKMU
3acob6amu Ta iHLWi BUan

B3aemMogijin",
"Ocob611BOCTi

3a
peyenmom

He
nionsieae

UA/4616/01/01
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
iH'ekuil) No 5 mn B nayui | chapMaueBTUYHWIA hapmaLeBTUYHNI 3acTocyBaHHA",
3 KAPTOHHOIO 3asopg" 3aBog" "3acTocyBaHHA y nepiof

NeperopoAaKoio

BariTHocTi abo
rofyBaHHs
rpyaar0" (YTouHeHHs
iHdhopmauii), "MoGiyHi
peaxuii” iHCTpyKLUii Ana
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby
BiAnNoBigHO A0
OHOBJIEHOT iHChopMaLi
Loao 6esnekn
3acTOCyBaHHSA Aitoyoil
PeyvoBUHM.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHuu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa 0XOpOHYU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU Y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
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FeHepanbHUN AUpPeEKTOp
AnpekToparty chapmaLeBTUYHOro 3a6e3nevyeHHs 0.0. Komapiga
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

NNiBKOBOK 060/10HKOO, NO
250 mr, no 6 TabneTok y
6nicTepi; no 1 6nictepy y

Nimiteq

[bkeHepikc NimiTen

mMartepianis: 3miHu | Tuny -
OHOBJ/IEHHA cepTudikaTy
Bi4NoBiAHOCTI €Bponeicbkil

Ne
NEPENIK
NIKAPCbKNX 3ACOBIB, LLOA40 AKX NPOMOHYETLCA BHECEHHA 3MIH 40O PEECTPAUIMHNX MATEPIA/IB
Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n NiKapcbKo20 (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
3acoby ynakosKa) nocsi0O4YeHHs1
1. 5- KOHUEHTpAaT A1 PO34nHYy EBEBE ®apma ABCTpIs NOBHUIA LWKN AscTpis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/6058/01/01
DTOPYPALUN Ans iHdysii, 50 mr/mn; no lFec.m.6.X. Hopr. KI". BMPOGHULTBA: HimeuunHa marepianis: 3MiHu | TURY -
"EBEBE" 5 mn (250 mr) a6o no 10 EBEBE ®apma AAMIHICTpaTVBHI 3MiHX. 3MiHa
mn (500 mr) B amnyni; no 5 lec.m.6.X. Hoor. KI'., HalilMeHyBaHHs Ta/abo agpecu
amnyn y KapTOHHiIl ABCTpiIst; MiCLA NPOBaKEHHS AiSNIbHOCTI
Kopo6bui; no 5 mn (250 mr), KOHTPO/b/BUNPOGYB BMPOGHMKa/iMnopTepa rotToBoro
a6o no 10 mn (500 wr), aHHsA cepii: nikapcbKoro 3acoby, BKIKYaK4n
a6o no 20 mn (1000 mr), MMAn AinbHULI BUNYCKY cepii abo micue
a6o no 100 mn (5000 mr) y Mikpo6ionoriwec NpoBeAEeHHS KOHTPOJIKO SKOCTI.
dhnakoHi; no 1 dpnakoHy B Mptochnabop Mm6X, ([isnbHICTb, 3a SAKy Bignosigae
Kopoo6Li ABCTpiIst; BMPOGHMK/IMNopTep, He
KOHTPO/1b/BUNPOGYB BK/1KOYAOUM BUMYCK Cepild) - 3MiHa
aHHA cepii: Ha3BW BXe 3apeecTpoBaHoro
Na6op NNC CE & Ko. BMPOGHUKA (KOHTPaKTHOT
KI, HimeuunHa nab6opaTopii), BigNoBigaNbHOI 3a
KOHTPO/1b/BMNPOGYBaHHSA cepii,
6e3 3MiHn Micua BUPOBHMLTBA.
2. 5- KOHLeHTpaT A7 PO34UHY EBEBE dapma ABCTpist NOBHUIA LMK AscTpisi/ BHECEHHS 3MiH 40 peecTpauliiiHux | 3a peyernmom UA/6058/01/01
DTOPYPALUN Ans iHdoysiii, 50 mr/mn; no [ec.m.6.X. Hdpr.KI BUpPOGHMLTBA: HimeyuunHa marepianis: 3MiHU | TUMY - 3MiHK
"EBEBE" 5 mn (250 mr) a6o no 10 EBEBE ®apma oo 6e3nekun/edpekTMBHOCTI Ta
mn (500 mr) B amnyni; no 5 lec.m.6.X. Haor. KI'., hapmakoHarnagy (iHwi 3MiHn) -
amnyn y KapTOHHil ABCTpIS; BHECEHHS 3MiH 0 po3ainy
Kopo6ui; no 5 mn (250 wr), KOHTPO/b/BUNPOGYB «MapkyBaHHs» MKA N13;
a6o no 10 mn (500 mr), aHHs cepii: MIMN 3anponoHoBaHo: MAPKYBAHHSA.
a60o rno 20 mn (1000 mr), Mikpo6ionoriwec 3rigHo 3aTBEpAXEHOro TEKCTY
a60o no 100 mn (5000 mr) y Mptochnabop M6X, MapKyBaHHs. OHOB/IEHHSI TEKCTY
chnakoHi; no 1 conakoHy B ABCTpist; MapKyBaHHS1 yNakoBKW J1ikapCbKOro
KopooLi KOHTPO/b/BUNPOGYB 3acoby 3 BHeCeHHsIM iHdhopMaii
aHHsA cepii: labop /1 LLI0A0 3a3HAYEHHS OANHULb
+ C Arl', HimeuunHa BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
3. A3SUTPOMILUUH | TabneTkun, BKPUTI [xy6inaHT [IxeHepikc IHais [bxy6inaHTt IHais BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/12966/01/01
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-ACTPA®APM

Kancyn y 6nictepi; no 1
6nicTepy B kOpo6L;i 3
KapToHy

MaTepianis: 3MiHU | TUNY - 3MiHKU 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
Me>X roTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHKW) - 3aNpoBaKyETLCA
nepiofuYHICTb KOHTPO/IIO
nokasHuka "MikpobionoriyHa
yyucToTa" (3anponoHoBaHo: * Tect
He € PYTUHHWM, BUKOHYETbCS ANs

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KapTOHHI KOopoo6Li thapmakonei Ne R1-CEP 2007-
119-Rev 05 gns Aitoyoi peyoBrHU
asnUTPOMILMHY Bif, BXe
3aTBEPKEHOr0 BUPOGHMKA
(Jubilant Generics Limited, IHgjs)
4, A3SUTPOMILUUH | TabneTkun, BKPUTI [xy6inaHT [pxeHepikc IHAaiA [bxy6inaHTt IHAis BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/12966/01/02
NiBKOBOK 060J10HKOLO, MO Nimiten [xeHepikc MimiTeq marepianis: 3MiHu | TURY -
500 mr, no 3 TabneTku B OHOBJIEHHSA cepTudikaty
6nicTepi; no 1 6nictepy y Bi4NOBIAHOCTI EBpONENCchbKil
KapTOHHIA KOopooLi thapmakonei Ne R1-CEP 2007-
119-Rev 05 gns Aitoyoi peyoBrHU
a3nUTPOMILMHY Bif, BXe
3aTBEPKEHOr0 BUPOGHUKA
(Jubilant Generics Limited, IHAjs)
5. A3SUTPOMILUUH | TabneTkun, BKPUTI [xy6inaHT [pxeHepikc IHAisA [bxy6inaHTt IHAis BHECEHHS 3MiH 40 peecTpalinHmx - UA/12967/01/01
NAiBKOBOK 060/10HKOD, MO NimiTen [bkeHepike NimiTeq martepianis: 3mMiHu | TUny -
250 wr, in bulk: no 5000 OHOBJIEHHSA cepTudikary
Tabnetok y BIANOBIAHOCTI EBpONechbkili
noslieTUNEeHoOBOMY NakeTi thapmakonei Ne R1-CEP 2007-
119-Rev 05 gns Aitoyoi peyoBrHU
as3nUTPOMILMHY Bif, BXe
3aTBEPKEHOr0 BUPOGHUKA
(Jubilant Generics Limited, IHAjs)
6. A3NTPOMIUVH | Tabnetku, BKpUTI Lbxy6inaHT [xeHepikc IHais Lxy6inaHt IHais BHECEHHS 3MiH [0 peecTpauiiHnX - UA/12967/01/02
NNiBKOBOK 060/10HKO, MO Nimiten [bxeHepikc NimiTes marepianis: 3miHu | Tuny -
500 wr, in bulk: no 5000 OHOBJ/IEHHS cepTudikaTty
Tabnetok y Bi4NOBIAHOCTI EBpONeNchbKil
noslieTuNeHoBOMY NakeTi thapmakonei Ne R1-CEP 2007-
119-Rev 05 ana fito4oi peyoBuHU
a3nTPOMILVHY Bif, BXe
3aTBEPAKEHOr0 BUPOGHUKA
(Jubilant Generics Limited, 1Hais)
7. A3SUTPOMIUMH | kancynum no 250 mr no 6 TOB "AcTpadapm” YkpaiHa TOB "AcTpachapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiHux | 3a peyenmom UA/2390/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOXHOI YeTBepPTOI cepii , ane He
piglwe ofHoro pasy B pik)

A3SUTPOMILUMH
-ACTPA®APM

Kancynu no 500 mr no 3
Kancysm y 6nictepi; no 1
6nicTepy B KOPO6L

TOB "AcTpadapm”

Ykpaina

TOB "AcTpadapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX FOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHW) - 3aNpOBamXYETLCA
nepioaNYHICTb KOHTPOSIO
nokasHuka "MikpobionoriyHa
ymcToTa" (3anponoHOBaHoO: * TecT
He € PyTUHHUM, BUKOHYETbCS AN1A
KOXHOI flecaToi cepii, ane He
pigwe ogHoro pasy B pik)

3a peyernmom

UA/2390/01/02

ANNEPTEK®

TabneTtku, BKPUTI
060/10HKoO0, Mo 10 mr, no
7 abo no 20 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI Kopoo6Li

BapLuaBcbkuii
hapmaLleBTUYHNI
3aBog, Monbha AT

MonbLa

dapmaLleBTUYHNI

3aBog, "MNonbthapma"

C.A.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBefeHHSA KOHTPOJTIO AKOCTI.
(AisnbHICTB, 3a SKy BignNoBifaE
BMPOGHUK/IMNOPTEp, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa agpecun
BMPOGHUWKa 13 dapMavLeBTUYHMIA
3asof “MONIbOAPMA”
C.A./Pharmaceutical Works
“POLPHARMA” S.A., 6€3 3MiHK
MiCLS BUPOOGHMLTBA. 3MiHN
BHECeHI B iHCTPYKLjto ANns
Me[MYHOro 3actocysaHHa /13 'y p.
"MicLe3HaxomkeHHs BUPOGHMKa
Ta iloro agpeca micugs
NPOBaKEHHS AiNIbHOCTI" 3
BiANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHs yrnakoBoK. BBefeHHA
3MiH NPOTAroM 6-Tu MicALIB 3 AaTu
3aTBEPKEHHS

6e3 peyenma

UA/6422/02/01

10.

AJOE
EKCTPAKT
PIAKNIA-
OAPHMLSA

EKCTpaKT piakvii Ans
iH'ekuiii no 1 mn B amnyni,
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLj, no 2

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT "
PapmaneBTUYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
chapmakoHarnsgy. BeegeHHa abo

3a peyenmom

UA/6565/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

KOHTYPHIi YapyHKOBI
YNakoBKMW Yy navj

3MiHU A0 y3araJ/ibHeHunX gaHux npo

cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

UA/8093/01/01

11.

ANbAYPA3M
®

Kopoo6ui

KOHL,EHTpaT 419 po3ynHy
Ans iHdoysini, 100 O4/mn;
Ne 1: no 5 mn y conakoHi;
no 1 donakoHy y KapTOHHil

[xeH3zalim tOpon B.B.

HigepnaHan

BetTep ®apma-
®epTiryHr F'M6X eHg
Ko.KI", HimeyunHa
(kiHueBe
HanoBHEHHS
b1akoHIB (NepBUHHE
nakyBaHHs),
NPOBELEHHS TecTy
Ha CTepWbHICTb);
[xeHzaiim fliviTen,
Benuka BpuTaHis
(mapkyBaHHS Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/Tb AKOCTI
N3 (3a
BUK/IIOYEHHAM TECTy
Ha CTepWbHICTb),

BUNyCK cepil);
Lxy6ineHt
XonnictepCriep
NNC, CWA (kiHueBe
HanoBHEHHS
h1akoHIB (NepBUHHE
nakyBaHHs),

Himeuunna/
Benuka
BpuTtaHis/
CWA

NpPoOBEfiEHHs TecTy

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBieHo
TEXHIYHY MOMW/IKY B TEKCTI
MapKyBaHHS ynakosku J13.
3AMPOMNOHOBAHO: 17. IHWE
HasiBHa iHhopmauist WoAo WTpUX-
Koy Jlorotvn koMnaHii
3a3HavarTbCs oanHUL
BMMIPIOBaHHS | CUMBO/IN BE/IMYNH
Ha naTuHWULi NiCNA HanMcaHHA Ha
YKpaiHCbKiil MOBI Y BiANOBIAHOCTI
0o Hakazy MEPT Ne 914 (U/ml; U,
mg; ml)

BHYTPILLHI TEXHIYHI NO3HAYKU
BMPOGHMKA (NaKyBasibHi koaw)
Ta/abo iHLWWi 3axX1CHI Koaw.
3a3HaueHe BUMpaBeHHs
BiANOBIga€e apxiBHMM MaTepianiam
peecTpaujiiiHoro Aocke

3a peyenmom
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

12.

AHATEPO

Ha CTePW/IbHICTb)

13.

AMNCOPBIH

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
1 wr; no 10 TabneTok y
6nictepi; no 1 abo no 3
6nicTepun B KOpobLi 3
KapToHy

NOPOLUOK A/15 OpasIbHOT

FETEPO JIAB3
NIMITES,

AT "®apmak”

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3:
3anponoHoBaHo: Mapkuposka B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpOTArom 6-Tu
MicSALIB NicNs 3aTBEpPAKEHHS

3a peyenmom

UA/14189/01/01

14.

APUTEPO

cycneHsiino3r,no 3,76 r
B calle, no 10 a6o 30
calle y navui

Tabnetku no 5 mr; no 30

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3

BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs 0AnHWLb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. BBeAeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicas
3aTBEPKEHHS

6e3 peyenma

UA/17825/01/01

TabneTok y KoHTeliHepi; no
1 KOHTENHepyY Y KapPTOHHIl
Kopobui

FETEPO JIAB3
NIMITEL

IHais

leTepo /1ab3
NimiTen

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarniagy (iHwi 3miHu) -
BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHA» MKA /13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBLIM
TEKCTOM MapKMpoBKU. OHOBMEHHS
TEeKCTYy MapKyBaHHS ynakoBK/
NiKapCcbKoro 3acoby 3 BHECEHHSM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeiEHHA 3MiH NPOTAroM 6-Tu

3a peyenmom

UA/17596/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiCALIB NicNs 3aTBEPAKEHHS

15.

APUTEPO

Tabnetkn no 10 mr, no 30
TabneTok y KoHTeliHepi; no
1 KOHTelHepy y KapTOHHIl
Kopobui

FETEPO JIAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -

BHECEHHS 3MiH 40 po34iny
«MapkyBaHHA» MKHA N13:

3anponoHosaHo: MAPKVIPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKMpoBKN. OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeeHHS 3MiH NpOTArom 6-Tu

MiCSLIB NicNs 3aTBEpPA)KEHHS

3a peyenmom

UA/17596/01/02

16.

APNDAM® 1,5
Mr/10 Mr

Tabnetkn 3
MoAandikoBaHUM
BMBINIbHEHHAM, No 1,5
Mr/10 mr no 15 Tabnetok y
6nicTepi; no 2 abo 6
6nictepiB y kopobui 3
KapToHY

e NTABOPATYAP
CEPB'E€

dpaHuis

Nab6opaTtopii Ceps'e
IHpacTpi, PpaHuis
(BUpOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs Ta
BUNYCK cepil);
Ceps'e (IpnaHgis)
IHgacTpic iTa,
IpnaHgisa (nakyBaHHSA
Ta BUNYCK cepil)

PpaHuia/
IpnaHgjs

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeZIMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco61MBOCTI 3aCTOCyBaHHS",
"Mo6iuHi peakuii" 3rigHoO
pekomeHgauii PRAC wogo
OHOBJIEHHS iH(hopMaLii 3 6e3neku
[Lito40i pevoBUHM iHganamia,.
BBeaeHHs 3MiH npoTsArom 6
MicALiB Nicna 3aTBepKeHHsA

3a peyenmom

UA/13798/01/01

17.

APNDAM® 1,5
Mr/5 Mr

Tabnetku 3
MoAandikoBaHUM
BMBINIbHEHHAM, NO 1,5 Mr/5
Mr no 15 Tabnetok y
6nicTepi; no 2 abo 6
6nictepiB y kopobui 3
KapTOHY

NE NABOPATYAP
CEPB'E€

PpaHLis

Nab6opaTtopii Ceps'e
IHOacTpi, PpaHuis
(BUpO6HMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHA Ta
BUNYCK cepil);
Ceps'e (IpnaHgis)
IHgacTpic Ta,
Ipnangisa (nakyBaHHSA
Ta BUNyck cepii)

PpaHuis/
Ipnangis

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeMNYHOro 3aCTOCyBaHHs
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6iuHi peakuii" 3rigHoO
pekomeHgauin PRAC wopao
OHOBJIEHHS iH(hopMaLii 3 6e3neku
Aio40oT peyoBrHY iHganamig,.
BBegeHHs 3MiH npoTsrom 6
MiCALiB Nicna 3aTBepAKeHHs

3a peyenmom

UA/13799/01/01

18.

ATA3ABIP

Kancynu Teepgi no 150 wr;
no 60 kancyny
KOHTeliHepi; no 1
KOHTelHepy y Kopo6Lii 3

FETEPO JIAB3
NIMITEL

IHais

letepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHnx
marepianis: 3MiHu | TUMY - 3MiHK

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -

3a peyenmom

UA/17665/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapToHy

OHOBJIEHHA TEKCTY MapKyBaHHs
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS

19.

ATA3ABIP

Kancynu Teepgi no 200 wr;
no 60 kancyny
KOHTeliHepi; no 1
KOHTEliHepy y Kopoo6Li 3
KapToHy

FETEPO JTAB3
NIMITES,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/17665/01/02

20.

ATA3ABIP

Kancynu teepai no 300 mr
no 30 kancyny
KOHTeliHepi; no 1
KOHTeliHepy y Kopoo6Li 3
KapToHy

FETEPO JIAB3
NIMITEL

IHAjA

leTepo /1a63
NimiTen

IHAjA

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHdhopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB nicnsa 3aTBepAKeHHs

3a peyernmom

UA/17665/01/03

21.

AYPOJNTAU3A

Tabnetku no 5 mr; no 10
Tabnetok y 6nictepi; no 3
6nicTepy B KAPTOHHIl
Kopobui

Aypob6iHgo dapma /174

IHais

Aypob6iHao dapma
Nimiten (FOHIT 111)

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
mMaTtepianis: 3miHu | Tny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (BNacHuka
peecTpauiiiHoro NocBigYeHHsT)
3MiHa agpecw 3asBHMKa
(BnacHwvka peecTpadiiHoro
nocsifyeHHs). BeefgeHHsA 3MiH
NpoTArom 6-x MicAuiB nicas
3aTBEPAKEHHS.

3a peyenmom

UA/11563/01/01

22,

AYPOJTIAN3A

Tabnetku no 10 mr; no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIA
Kopoo6ui

Aypobingo ®apma /114

IHais

AypobiHgo ®apma
Nimiten (FOHIT 111)

IHais

BHECEHHS 3MiH 1O peecTpaLiiiHnx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (B/1ACHMKA

3a peyenmom

UA/11563/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

peecTpauiiiHoro NocBig4YEeHHS)
3MiHa agpecu 3asaBHUKA
(BnacHuka peecTpadiiHoro
noceigyeHHs). BBegeHHs 3MiH
NpoTArom 6-X MicAiB nicas
3aTBEPAKEHHS.

23.

AYPONAUN3A

Tabnetku no 20 mr; no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIN
Kopoo6Ui

Aypobingo ®apma /114

IHais

Aypob6iHgo ®apma
NimiTen (FOHIT 1)

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
mMaTtepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro nNoceig4yeHHs)
3MiHa agpecu 3asaBHUKa
(BnacHwvka peecTpadiiHoro
nocsigyeHHs). BeegeHHs 3MiH
npoTArom 6-x MicAuiB nicas
3aTBEPAKEHHS.

3a peyenmom

UA/11563/01/03

24,

BAPBEOBAN®

Kancynu Teepai, no 10
kancyn y 6nictepi; no 1
ab6o 3 6nictepun y nayui 3
KapToHy

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po3ainy
«MapkyBaHHs» MKA /13;
3anponoHosaHo: MAPKYBAHHA
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKW
nikapcbKoro 3acoby oo
3a3HayYeHHsA MKHapOaHMX
no3HayYeHb OAVHWLb
BMMIipIOBaHHA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPIAKEHHS

6e3 peyenma

UA/1196/02/01

25.

BEH3WNBEH3
OAT-AAPHULA

Masb, 250 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nayw,i

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
ipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0CcO6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHol
0co6u 3 hapmakoHarnsgy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, YNOBHOBa)XEHOI

6e3 peyenma

UA/4488/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'avyecnasoBuy

26.

BEHTEPO

niodpinisar gnsa po3unHy
081 iH'exuii no 25 mr; no 1
a60 10 hnakoHiB 3
niogpinisatom B KAPTOHHIN
Kopoo6Ui

leTepo N1a63 JlimiTeq,

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: Mapkunposka B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKm
nikapcbKoro 3acoby BignoBigHO
BUMOT Hakaly MO3 YkpaiHu Big,

23.07.2015 p. Ne 460 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeeHHS 3MiH NpOTArom 6-Tu

MicAILiB nicna 3aTBepAKEHHs!

3a peyenmom

UA/15774/01/01

27.

BEHTEPO

niodpinizat Ans po3umHy
Ans iH'ekuii no 100 mr; no
1 a60 10 chnakoHis 3
niochinizatom B KAPTOHHIl
Kopoo6ui

leTepo /1a63 Nimiteq

IHais

letepo /1a63
Nimiteq

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3anponoHoBaHo: Mapknposka B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBKU. OHOB/EHHSA
TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby BiAnoBigHO
BUMOr Hakady MO3 YkpaiHu Big,

23.07.2015 p. Ne 460 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHs 3MiH NpPOTArom 6-Tn

MicsILiB Nicns 3aTBepAKEHHS

3a peyenmom

UA/15774/01/02

28.

BEPNINPUN®
NNoC 10/125

Tabnetku no 10 mr/25 mr
no 10 TabneTtok y
6nicTepi; no 2 abo no 3
6nicTepn B KAPTOHHIN

BEPNIH-XEMI Al

HimeyunHa

BEP/IIH-XEMI AT,
HimeyunHa
(BMPOGHMLTBO "in
bulk", KOHTpONb

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHIi [0 iIHCTPYKUji gns
MeMYHOr0 3aCTOCYBaHHS

3a peyenmom

UA/5853/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

cepiii); BEP/IH-
XEMI AT,
HimeuumnHa (KiHueBe
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)

nikapcbKoro 3acoby y po3ainu:
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco6MBOCTI 3aCTOCYBaHHA"
BiAANOBIAHO [0 OHOBMEHOI
iHchopmawii 3 6e3neku gjroyoi
peyoBUHM eHananpuy. BeegeHHs
3MiH NPOTAroM 6-X micsuis nicns
3aTBEPAKEHHS;
3MiHK | TUNY - 3MiHW BHECEHI [0
IHCTPYKLi 415 MeguyHOro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y po3ginu: "OcobnnBocCTi
3acTocyBaHHa" "MobiuHi peakwii”
BiAMNOBiAHO 4O OHOB/IEHOT
iHdhopmawii 3 6e3neku Aitoyoi
peyoBUHM rigpoxnopTiasngy.
BBefieHHs1 3MiH NpoTArom 6-x
MicALiB Nicia 3aTBepAKeHHs

29.

BEPOTEK®H

aepo30/1b 4o30BaHui, 100
Mkr/go3y, no 10 mn (200
[03) y MeTanieBoMy
6a/TI0HUMKY 3 [03YUUM
KnanaHom; no 1
6Gas/IOHUMKY Y KApTOHHiIl
Kopoo6ui

BepiHrep IHrenbxanm
IHTepHewHn M6X

HimeyunHa

BepiHrep
IHrenbxaivm ®apma
'M6X i Ko. KI'

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH 10 p. 3.2.P.7.
Cucrtema
KOHTeliHep/3aKynopoBanbHuii
3acib, a came BBeEHHS
anbTepHaTUBHOIO Marepiany
EPDM EF 327(ETuneH nponinex
AieHoBuiA nonimep) ans
[,03YH40ro knanaHy (KOMMOHEHTH
NPOKIafKN KPINJIeHHA Ta OCHOBM
KpinneHHs kianaHa cucTemm
KOHTeliHep-3aKynopBasIbHOTO
3acoby A/1a [030BaHOMO
aepo30/10 6ynun 3pobreHi i3
marepiany EPDM). Bci iHLwi
KOMMOHEHTW KnanaHy He
3MIHUANUCS; 3MiHW | TUNy -
BuAaneHHa 3 p. 3.2.P.7. Cucrema
KOHTeliHep/ 3aKynoproBasibHuWi
3aci6 iHhopmauii woao
noctavyasibH1Ka Myt 4O3yH4Oro
knanaHa «IHTerpeintes AnoMiHiym
KomnoHeHTc JiTg

3a peyernmom

UA/3123/01/01

30.

BIH®IH

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOD, MO
5 mr no 15 Tabnetok y
6nicTepi, no 2 6nictepn y
KOpOOLii 3 KApTOHY

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs

3a peyernmom

UA/17517/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

31.

BIONEKTPA
MATHE3IYM
DOPTICCIMYM

Tabnetku wunydi; no 10
Tabnetok y Ty6i; no 1 abo
2 Ty6u B nauLi 3 kKapTOHY

AnbneH ®apma Al

LLiBefiuapis

epmec
ApuHalimiTTens
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3MiHu Il Tuny - 3mMiHn
BHECEHO [10 IHCTPYKLi AN1A
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posgainy
"Cnoci6 3acTocyBaHHA Ta fo3mn"
BiANOBIAHO A0 MaTepiasniB
peecTpaLjiiHoro gockbe

6e3 peyenma

UA/13697/01/01

32.

BICOMPONON-
ACTPA®APM

Tabnetku no 5 mr, no 10
Tabnetok y 6aictepi; no 2,
3, 6 abo 9 6nicTepiB y
KOpo6Li 3 KapTOHY

TOB "AcTpachapm”

YKpaiHa

TOB "AcTpadhapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHs" MKA N3: fitova
pefaxuisi: MponoHoBaHa pegaku,is:
MapkyBaHHs. BignosigHo fo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MiXXHapOAHWX
no3Ha4yeHb OfMHULb BUMIpIOBaHHSA

3a peyernmom

UA/8959/01/02

33.

BICOMPONON-
ACTPA®APM

Tabnetku no 10 wmr, no 10
TabneTtok y 6ictepi; no 2,
3, 6 abo 9 6nicTepiB y
KopobLi 3 KapTOHY

TOB "AcTpadapm”

YkpaiHa

TOB "AcTpadapm"

YkpaiHa

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 4,0 po3ainy
“MapkyBaHHA" MKA N3: fitova
pepaxuis: MponoHoBaHa pefakLis:
MapkyBaHHs1. BignoBigHo fo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby oo
3a3HayYeHHsA MKHapOaHUX
no3HayeHb OAVHULIb BUMIPIOBAHHS

3a peyenmom

UA/8959/01/03

34.

BNIMON

po3uuH aNns iHgysiii, 10
mr/mn no 50 ma a6o 100

"FOHiK
dapmMacbloTUKa

IHais

"FOHiK
PapmMacbloTUKa

IHais

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3MiHu | TUNY - 3MiHK

3a peyenmom

UA/11931/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

My chnakoHi; no 1
(h/1aKOHY B KapTOHHii
ynakoBLi

Na6opaTopiz"
(BioaineHHs dipmu
"Ix. B. Kemikans eng
PapmacbloThKan3
nrp.")

Na6opatopiz"
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
PapmacboTrKan3
ntp)

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
NepBUHHOI Ta BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby. BHeceHHs
3MiH J0 po3giny «MapKyBaHHs»
MKS N13: 3anponoHoBaHo:
MapKyBaHHs.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
npoTArom 3-X Micauis nicas
3aTBEPIKEHHS

35.

BAINIM

MOPOLLOK A/ PO3UNHY
Ans iH'ekuii no 1000 wr; 1
a60 10 chnakoHiB 3
MOPOLLKOM Y navkax

AAP dapma ®3-J171C

O6'egHaHi
Apabebki
Emipatu

3elicc
dapmac’ioTikenc
MeT. N14.

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
mMaTtepianis: 3mMiHa 3asBHUKa
(BnacHvika peecTpaduiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Bifg 23.07.2015 Ne 460): 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHwn)
OHOB/EHHSA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3HauYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH fo po3giny MKA:
MAPK/POBKA [litoua pegakuisi:
MAPKNPOBKA B cooTBeTCTBUM C
YTBEPXAEHHBLIM TEKCTOM
MapKMPOBKN KOTOPBbIi
npunaraetcs. NponoHoBaHa
pepakuis: MAPK/IPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM apKMPOBKY.

3a peyernmom

UA/17133/01/01

36.

BJIOKMAKC
NS BITEN

cycneHsis opanibHa, 100
Mmr/5 mi; no 100 mny
donakoHi, no 1 dpiakoHy 3
MipHUM LUNPULIOM Y
KapTOHHI Kopoo6Li

ANKANOIQ AL Cxon'e

Pecny6nika
MiBHiuHa
MakepoHis

ANKANOIQ AL
Ckon'e

Pecny6nika
MiBHiYHa
MakepoHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECeHi [0 IHCTPYKUii ans
MeJUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Oco61MBOCTI 3aCTOCyBaHHS",
"Mo6iyHi peakuii” BigNoBigHO A0
OHOBJ/IEHOT IHdhopMaLiii Wwoa0
6e3neku Ajtoyoi pevoBUHN; 3MiHN |
TUNY - 3MiHW BHECEeHI A0 IHCTPYKLUil
0719 MeAUYHOT0 3acTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco6nmBOCTI 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBNEHOI

6e3 peyenma

UA/17749/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

iHhopmauii Lwopo 6esnekm gjtoyoi
PEYOBUHM

37.

B/TOKMAKC
POPTE

TabneTku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
400 wmr; no 10 TabneTtok y
6nicTepi; no 1 6nictepy y
KapTOHHIA KopooLi

ANKATIOIZ, AL Crom'e

Pecny6nika
MiBHiuHa
Makefi0Hist

ANKANOIA AL
Ckon'e

Pecny6nika
MiBHiuHa
MakefioHist

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHi 10 IHCTPYKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco611BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJIEHOT iHhopMaLii Wwoao
6e3nekun Ajt4oi pevyoBUHN; 3MiHN |
TUMY - 3MiHW BHECEHI 0 IHCTPYKLT
0719 MEeAUYHOIO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Oco61BOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta fo3mn”
BifNOBIAHO 1O OHOB/IEHOT
iHhopmauii wopo 6esnekmn gjroyoi
PeyoBNHM

6e3 peyenma

UA/17783/01/01

38.

BPU/IbAHTOB
1 SENEHNN

PO34MH A9 30BHILLHLOrO
3aCTOCyBaHHSA, CNNPTOBWIA
1% no20 mny
chnakoHax-kpanenbHULAX

My6niuHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3asog"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: MapkyBaHHS.
BignosigHo Ao 3aTBEpAXEHOro
TEKCTYy MapKyBaHHS ynakoBKu.
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB Nicna 3aTBepAKEeHHs

6e3 peyenma

UA/3274/01/01

39.

BA3OK/IH-
DAPHULA

TabneTkn, BKPUTI
060/10HKO0, No 10 Mmr; no
10 TabneToK Y KOHTYPHIiA
YapyHKOBIli ynakoBuj; no 3
KOHTYPHIi YapyHKOBI
ynakoBku y nadi; no 14
TabneTokK y KOHTYPHIl
YapyHKOBIli ynakoBLi; no 2
KOHTYPHIi YapyHKOBI
yNaKkoBKM y nauli

MpAT
"®apmavueBTnyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuua"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
oo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo
3MiHV [0 y3ara/iHEHUX AaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXeHOi 0cobu,
BiAMNOBiAa/IbHOI 3a 34iACHEHHSI
hapmakoHarnsgy; KOHTakTHol

3a peyenmom

UA/15437/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayuecnasoBuy

40.

BA3OK/IH-
OAPHULA

TabneTku, BKpUTI
060/10HKOI0, MO 20 Mr; Mo
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLi; no 3
KOHTYPHIi YapyHKOBI
ynakoBkM y nadi; no 14
TabeToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKuM y nauli

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/ILHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy

3a peyernmom

UA/15437/01/02

41.

BAKCIFPVIN®
TETPA |
VAXIGRIP
TETRA CNAIT-
BAKLMHA 4515
MPO®INAKTUK

cycneHsis ans iH'ekuin no
0,5 mn y nonepefHsL0
3anoBHEHOMY LIMPUL; Mo
1 nonepegHL0
3anoBHEHOMY LINpuLYy 3
NPUKPINIEHOIO TONKO Y

CaHodpi Nactep

PpaHuis

NOBHWI LMKN
BMPOGHMLITBA,
3anoBHeHHs,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,

PpaHuis/
YropwmHa/
Benebris

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHu Il Tuny - 3miHn
BHECEHO A0 iHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"IMyHOAOri4HiI i 6ioN0oriYHi

3a peyernmom

UA/16141/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nrevny KapTOHHI kopobui; no 0,5 KOHTPO/b SKOCTI, BractmeocTi", "Oco6mBocCTi
YOTUPbLOXBA MYy nonepeaHLo BUNYCK cepil: 3acTocyBaHHSA", "3acTocyBaHHs Y
NEHTHA, 3anoBHEHOMY LIMPUL; Mo CaHodpi MacTep, nepiog, BaritTHOCTi abo rofyBaHHs
IHAKTUBOBAH | 1 nonepefHbo ®paHLis; rpyaar”,
A 3anoBHeHoMy Lwnpuuy 6e3 BTOPVHHE "MepeposyBaHHA","TT06GIYHI
TOMIKN Y KAPTOHHIli KOpOOL nakyBaHHs, peakuii". TepMiH BBEAEHHS 3MiH -
KOHTPO/b SKOCTI, 6 micsuiB nicns 3aTBepKeHHS;
BUNYCK cepil: 3MiHU |l TUMY - HaAAHO OHOBJIEHWIA
CaHodpi MNactep, MYP, Bepcia 7.0, y 3B'A3Ky 3
®paHLis; 3aBEPLUEHHAM K/liHIYHOTO
3anoBHEHHS, pocnimpxkeHHs GQM14, wo
nepBuHHE Ta NpoBOAMNIOCA Cepes, BariTHNX
BTOPUHHE XKIHOK
nakyBaHHS,
KOHTPO/b AKOCTI:
CAHO®I BIHTPOI
IHOACTPIA,
PpaHLis; BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: CaHodi-
ABeHTic MpaiiBiT Ko.
Nta., Mnatdopma
NOTiCTUKN Ta
AncTpubyLii y m.
Bypanewr,
YropumHa;
BTOPUHHE
nakysaHHa: CPHA
CA, Benbrist
42, BA/ABIP® TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/5386/01/01
o60s10Hkoto, No 500 Mr no Marepianis: 3mMiHu | TMny - 3MiHN 3
6 Tabnetok y 6nictepi; no siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
7 6nicTepiB y nauui 3 KOHTPO/Ib FOTOBOrO NiKapcbKoro
KapToHy; no 10 TabneTok y 3acoby. 3miHa napameTpis
6nictepi, no 1 6nictepy B cneuudikauin Ta/abo gonycTummx
nauuj 3 KapToHy MEX roTOBOro NiKapCbKoro 3acoby
(BMNYYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapisioro NokasHUkKa, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBMX 106aBOK))
- BHECEHHS 3MiH Ao Creuundikau,ii /
MeTopiB KoHTposto skocTi /13, a
came: BUTyYeHHs N. «Aepocun»,
SIK 3acTapinoro
43. BANAUUK/OBI | Tabnetku, BKpUTI FETEPO NNAB3 IHAjA leTepo /1a63 IHAjA BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17017/01/01
P-TETEPO NNiBKOBOK 060/10HKOID, MO NIMITEL NimiTen marepianis: 3MiHu | TURY - 3MiHK

500 wmr; no 5 TabneTtok y

oo 6e3nekn/edeKTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nictepi; no 2 6nictepn y
KOpOO6Lji 3 KapPTOHY; No 6
Tabnetok y 6nictepi; no 5
6nicTepiB y kopobui 3
KapTOHY

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHoeaHo: MAPKVPOBKA B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKW. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

BANICAPTAH
H-TEBA

TabneTku, BKpUTI
N/iBKOBOK 060JI0HKOIO, MO
80 mr/12,5wmr, no 10
Tabnetok y 6nictepi; no 3
abo 9 6nictepiB y
KapTOHHI/ Kopoo6Li

TOB "TeBa YkpaiHa"

YKpaiHa

AkTaBic 1TA,
ManbTa;
BankaHndapma-
AynHnusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
nofaHHs OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2012-
338-Rev 00 ania A®| BasicapTaH
Bif] y)ke 3aTBepAXEHOro
BMpo6HuKa Divi's Laboratories
Limited — Unit Il, India; 3miHn |
TUNY - BBEAEHHS KOHTPO/IO ABOX
[0AaTKOBUX F€HOTOKCUYHUX
nomiwok N-HiTpo3ogubytnnamin
(NDBA) Ta N-
HiTpo3omeTundeHinamiH (NMPA)
B cneyndikauio Ad| 3
BiANOBIAHMMU MeXamn Ta
MeToAamun KOHTPOJILO, Ha niacTasi
pekomeHpauin EMA, ctocoBHO
AKOCTi Ta 6e3neKn BUKOPUCTaHHS
nikapcbKoro 3acoby

3a peyernmom

UA/5743/01/01

45,

BAJICAPTAH
H-TEBA

TabneTkn, BKPUTI
NAiBKOBOK 060/10HKOD, MO
160 mr/25 mr, no 10
TabneTtok y 6nictepi; no 3
abo 9 6nicTepiB y
KapTOHHIA KopooLi

TOB "TeBa YkpaiHa"

Ykpaina

AkTasic 1T/,
MaubTa,;
BankaHdapma-
OynHuus AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
NoJaHHsA OHOBJIEHOTO cepTudikara
BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2012-
338-Rev 00 gna APl BasicapTtaH
Bif y)Xe 3aTBEepXeHOro
BMpo6HMKa Divi's Laboratories
Limited — Unit II, India; 3miHu |
TUMY - BBEAEHHS KOHTPOJIO ABOX
[0AaTKOBUX reHOTOKCUYHUX
LOMILLIOK N-HITpo30anbyTnnamiH
(NDBA) Ta N-
HiTpo3omeTunderinamiH (NMPA)
B cneuudikauito Adl 3

3a peyernmom

UA/5743/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHMMU MeXamn Ta
MeToAamm KOHTPOJIO, Ha nigcTasi
pekomeHgauiii EMA, cTocoBHO
AKOCTi Ta 6e3nekn BUKOPUCTaHHS
nikapcbKoro 3acoby

46.

BAJ/ICAPTAH
H-TEBA

TabneTtku, BKPUTI
NNiBKOBOK 060J1I0HKOH, MO
160 mr/12,5 mr, no 10
TabneTtok y 6nictepi; no 3
abo 9 6nicTepiB y
KapTOHHIA KOopoo6Li

TOB "TeBa YkpaiHa"

Ykpaina

AkTasic 1T/,
MabTa,;
BankaHdapma-
OynHnusa AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2012-
338-Rev 00 gna AdIl BasicapTtaH
Bif y)Xe 3aTBEpKEHOro
BMpo6HMKa Divi's Laboratories
Limited — Unit II, India; 3miHu |
TUNY - BBEAEHHSI KOHTPO/IIO ABOX
[0AATKOBUX F€HOTOKCUYHUX
LOMILIOK N-HITpo3oanbyTnnamiH
(NDBA) Ta N-
HiTpo3omeTuIdeHinamiH (NMPA)
B cneuugikauito AdI 3
BiANOBIAHUMYK MEXamun Ta
MeToAamu KOHTPOJI0, Ha niacTasi
pekomeHaauiii EMA, cTocoBHO
AKOCTI Ta 6e3nekn BUKOPUCTaHHSA
nikapcbKoro 3acoby

3a peyenmom

UA/5744/01/01

47.

BA/NICAPTAH
H-TEBA

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
320 mr/25 wr, no 10
Tabnetok y 6nictepi; no 3
abo 9 6nictepis y
KapTOHHIA KopoobLi

TOB "TeBa YkpaiHa"

YKpaiHa

AkTasic 1T,
ManbTa;
BankaHdapma-
OynHnug AT,
Bonrapis

ManbTa/
Bonrapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiAANOBIAHOCTI EBpONechbkili
dhapmakonei Ne R1-CEP 2012-
338-Rev 00 ana Ad| BasicaptaH
Bifj y)Xe 3aTBEPIAXEHOr0
BMpo6HuKa Divi's Laboratories
Limited — Unit II, India; 3miHu |
TUNY - BBEAEHHS KOHTPOIO ABOX
[04,aTKOBUX FTeHOTOKCUYHUX
nomiwok N-HiTpo3oaubyTunamin
(NDBA) Ta N-
HiTpo3omeTundeHinamiH (NMPA)
B cneuugikauito AdPI 3
BIANOBIAHMMU MeXamn Ta
MeTOo4amMN KOHTPO/IO, Ha nigcTasi
pekomeHgauiii EMA, ctocoBHO
AKOCTI Ta 6e3nekn BUKOPUCTaHHSA
nikapcbKoro 3acoby

3a peyenmom

UA/5744/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
48. BAJICAPTAH TabneTku, BKpUTI TOB "TeBa YkpaiHa" YkpaiHa AxTtasic NTA, ManbTa/ BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/8900/01/01
H-TEBA NNiBKOBOK 060J10HKO, MO ManbTa; Bonrapis martepianis: 3miHu | TUny -
320 mr/12,5 mr; no 10 BankaHdapma OHOBJ/IEHWIA cepTUIKaT Bif yxe
TabneTtok y 6nictepi; no 3 OynHuus AT, 3aTBepmxeHoro BupobHuka(b.11l.1.
abo 9 6nicTepiB y Bonrapis (a)-2,IB), nogaHHA OHOB/IEHOTO
KapTOHHiiA KOpo6Li cepTtudpikaTa BignoBiAHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2012-338-Rev 00 gns A®l
Ba/iCapTaH BiJ yxe
3aTBEPAKEHOro BUpo6bHUKa Divi's
Laboratories Limited — Unit II,
India; 3miHu | TUNY - BBEAEHHSA
KOHTPOJTIO BOX A0LATKOBUX
reHOTOKCUYHMX AOMilOoK N-
HiTpo3oambyTunamiH (NDBA) Ta
N-HiTpO30METUNdEHINAMIH
(NMPA) B cneuudikauito APl 3
BiANOBIAHUMYK MEXamMKn Ta
MeToAamu KOHTPOJI0, Ha niacTasi
pekomeHgauiii EMA, cTocoBHO
AKOCTI Ta 6e3nekn BUKOPUCTaHHSA
nikapcbKoro 3acoby
49. BAJICAPTAH TabneTtku, BKPUTI CaHpo3 CnoseHisa Nex CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15619/01/01
CAHAO3® NAiBKOBOK 0B0MIOHKOI, MO | ®apmacbloTikans 4.4, dapmaueBTUYHA ITanis/ marepianis: 3mMiHu | TMny - 3MiHK Y
KOMMNO3UTYM 160 mr/12,5 mr no 14 KOMnNaHis 4.4, PymyHis cneuudikauii 418 cymiwi

Tabnetok y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHIA KopooLi

CnoBeHis (BunycK
cepili, TecTyBaHHs);
HoapTic ®apma
C.n.A,, ltania
(BUpOGHMLTBO "in
bulk", nakyBaHHs);
C. K. CaHgos C.P.J1.,
PymyHis (Bunyck
cepii, TeCTyBaHHs)

6apBHuKa PY-13/1 (pigment
suspension iron oxide red) Ta
cymiwi 6apBHuka PY-10/1
(pigment suspension white),
30Kpema: BUyYEHHS napameTpy
3anax; 3miHu | TuMy - BHECEHHS
He3Ha4yHuX 3MiH B po3gin 3.2.P.3.
Mpouec BMpobHMLUTBA NiKapCbKoro
3aco0y, 30KpeMa BHECEHHS
peAakuifiH1X NpaBokK y onunc
BMPOGHNYOro Mpouecy; 3miHu |
TUNY - BHECEHHA KOperyBaHHs Ao
cknagy cycneHsii 6apBHUKIB
(pigment suspension iron oxide
red, pigment suspension white),
LLIO0 BXOAATb Y CKNaj NoKpuTTA
TabneTtkn, 6e3 BN/MBY Ha AKICTb
roTOBOrO JlikapCbKoro 3acoby;
3MiHW | TUNY - BHECEHHSA 3MiH B
crneungikauito gns cymiii
6apBHKKa (pigment suspension
iron oxide red) 3a NOKa3HWKOM
"30BHiLWHI BUrNSAL", 30Kkpema:
3aMiHa "yepBOHa cycneHsis" Ha
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
"yepBOHO-KOpMYHEBa cycneHsisa”
50. BEJ/IAKCH® Karncynu nposoHrosaHoi 3AT dapmaLeBTUYHWIA YropumHa 3AT YropLmHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/3580/02/01
4ii no 37,5 mr; no 10 3asog ElIC dapmavleBTUYHNI marepianis: TEXHIYHA NOMW/IKa
kancyn y 6nictepi; no 3 3aBog ElC (3rigHo Hakasy MO3 Big
6nicTepn B KAPTOHHIlA 23.07.2015 Ne 460) - BunpaBieHo
Kopob6ui; no 14 kancyny TEXHIYHY NOMWUSIKY Y TEKCTI
6nictepi; no 2 6nictepn B MapKyBaHHs1 BTOPVHHOI YNakoBKU
KapTOHHIA KOopoo6Li niKkapcbKoro 3acoby:
3anponoHosaHo: 5.CMOCIb TA
WNAX BBEAEHHA
3acTocoByBaTV NepopasibHO 3a
npusHayYeHHAM rikapsi. 3asHaueHe
BMNpaB/IEHHS BiANOBifae
marepianam peecTpauiiiHoro
[0CbE
51. BE/TAKCUH® Kancynu nposioHroBaHoi 3AT dapmaueBTUUHNI YropwmHa 3AT YropwumHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/3580/02/02
4ii no 75 mr; no 10 kancyn 3aBof EliC dapmaLleBTUYHNI mMartepianis: TeXHIYHa NOMUSIKaA
y 6nicTepi; no 3 6nictepu 3asog ErIC (3rigHo Hakasy MO3 Big
B KapTOHHIlA kopo6uj; no 23.07.2015 Ne 460) - BunpasieHo
14 xancyn y 6nictepi; no 2 TEXHIYHY NOMWJIKY Y TEKCTI
6nicTepn B KAPTOHHIN MapKyBaHHS BTOPVHHOT YNakoBK/
Kopoo6Ui nikapcbKoro 3acooby:
3anponoHoBaHo: 5.CMNOCIb TA
LWNAX BBEAEHHA
3acTocoByBaTyi NepopasibHO 3a
npr3HaYeHHAM nikaps. 3asHadyeHe
BUMpPaB/IEHHS BignoBigae
martepianam peecTpauiiHoro
[0Cbe
52. BE/TAKCUH® Kancynn nNposIoHroBaHol 3AT dapmaueBTUYHNIA YropwmHa 3AT YropwumHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/3580/02/03
4ii no 150 mr; no 10 3aBop ElIC dapmayleBTUYHNI mMarepianis: TeXHIYHA NOMUSIKA
Kancyn y 6nictepi; no 3 3aBop, ElC (3rigHo Hakasy MO3 Big
6nicTepn B KAPTOHHIN 23.07.2015 Ne 460) - BunpaBfieHo
Kopo6ui; no 14 kancyny TEXHIYHY NOMWJIKY Y TEKCTI
6nictepi; no 2 6nictepu B MapKyBaHHsA BTOPUHHOI YNakoBKu
KapTOHHI KOpooLj NiKapcbKoro 3acooby:
3anponoHosaHo: 5.CMOCIB TA
WNAX BBEAEHHA
3acTocoByBaTyi NepopasibHoO 3a
npu3HaYeHHAM fikaps. 3asHadyeHe
BUNpaB/IEHHA BiANoBifae
mMartepianiam peecTpawiiHoro
[0CbE
53. BEPAMNAMIS- PO34UH A5 iH'EKUlA, 2,5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavjiinHmx 3a peyenmom UA/3582/02/01
AOAPHMUA Mr/MJ/T; O 2 M B ammy i "®apmaueBTuyHa "®apmaueBTuyHa marepianis: 3MiHu | TUMY - 3MiHK

no 5 amnyn y KOHTYpHil
YapyHKOBI ynakoBLi; no 2
KOHTYPHi YapyHKOBI
YNakoBKMW B NayLj; no 2 Mn

ipma "OapHuus”

hipma "JapHuus”

Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHVX AaHnX Npo

cuctemy dpapMakoHarnsgy
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B amnyni; no 10 amnyn 'y
KOHTYPHili YapyHKOBIi
yNakoBLii; N0 1 KOHTYPHIi
YapyHKOBIl1 ynakoBLji B
nauui

(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOBHOBaXeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy

54.

BI3VH®
KNACWYHWIA

Kpanni o4Hi, po3unH 0,05
%; no 15 mn y chnakoHi 3
nosnieTuneny 3
KpanenbHuueto; no 1
h/1aKoHy B KapTOHHii
ynakoBLii

MakHin Mpoaaktc
Nimiteq

AHrnis

AHcceH
dapmauesTuka HB

Benbris

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHN 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOOHULITBA /19 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCbKoro 3acoby
(minbHULSA, Ha SKIN NpoBOASATLCA
6yAb-AKi BUPO6HUYI cTagji, 3a
BMHATKOM BUWMYCKY cepil,
KOHTPOJI0 AKOCTi Ta BTOPUHHOIO
nakyBaHHS L1151 CTEPUSTBHNX
nikapcbkunx 3acobis (BKIHOHAKUN
BMpOO6IeHi acenTUYHUM METOL0M),
KpiM nikapcbkunx 3acobis
6ionoriyHoro/iMmyHoMoriYHOro
NOXO/DKEHHS) - BHECEHHSA 3MiH 10
p.3.2.P.3.1. Bupo6Huk (1),
30Kpema: BBeLeHHS AiNbHUL
Synergy Health Ede B.V.,
Netherlands, wo Bignosigae 3a
cTepunisadito raMma-
ONPOMIHEHHSIM NEPBUHHOT
yNaKkoBKM NiKapCbKoro 3acoby

6e3 peyenma

UA/11541/01/01

55.

BIKACON-
JAPHULA

pO34uH A1 iH'eKUiiA, 10
Mr/mn no 1 ma B amnyni;

MpAT
"®apmaueBTnyHa

YKpaiHa

MpAT
"®apmaueBTnyHa

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUny - 3MiHK

3a peyernmom

UA/6004/01/01
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HasBa

dopma sunycky

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)
no 5 amnyn y KOHTYpHIiA

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

56.

BITTNEL

YapyHKOBI ynakosLi; no 2
KOHTYpPHi YapyHKOBI
YNakoBK B nauuj

thipma "AapHuusa”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,

BiANOBIAA/IbHOI 3a 3AiICHEHHS

thapmakoHarnagy; KOHTakTHoOl

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

57.

BIHMNOLETUH

Tabnetku no 50 mr, no 10
Tabnetok y 6nictepi, no
10 6nicTepiB y KAPTOHHIl
Kopoo6ui

Tabnetkn no 5 mr, no 10

leTepo /1a63 JlimiTepq,

IHais

[eTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs

3a peyenmom

UA/18281/01/01

Tabnetok y 6nictepi, no 3
6nictepa B KOpoOLi

ToBapucTBO 3
06MexeHo
BiANOBiAA/IbHICTIO
"[locnigHwin 3aBof
"rHunc"

Ykpaina

TOB "®APMEKC
FPYN", YkpaiHa (BCi
cTagjii BUpobHUUTBa,

KOHTPO/b SIKOCTI,

BUNYCK cepil);
ToBapucTso 3
06MeXeHoto
BifNoOBiAaNbLHICTIO
"[locnigHwii 3aBog,
"r'HUNC", YkpaiHa
(Bci cTagji
BUPOOHMLTBA,
KOHTPO/b SIKOCTI,

BUNYCK cepii);

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
nofaHHa HOBOro cepTudikarty
BIANOBIAHOCTI EBpONechbkili
hapmakonei ans Aitoyoi peyoBUHU
BiHMOLLETUHY, Bif, 3aTBEPIKEHOr0
BMpO6HMKa Linnea S.A.,
Switzerland, Ta sk Hacnigok, 3MiHa
nokasHuka «TepMiH NpuaaTHOCTI»

Ha «[lepiof NepekoHTPOsI0»,
BUTYYEHHS NOKa3HWKa

«3aNLLKOBI Ki/TbKOCTi OpraHiuHmx

PO3UYUHHVKIB» (PO3UMHHUK

KOHTPOJIETLCA NMOKa3HNKOM

3a peyernmom

UA/1272/02/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
ToBapucTso 3 «BTpata B mMaci npu
06MeXeHo BUCYLLYBaHHI), y BIiANOBIAHOCTI A0
BiANOBIAA/LHICTIO Hosoro CEP Ne RO-CEP 2016-
"®apmMaueBTNYHa 251-Rev 00
KOMMaHis
"3popos'a”, YkpaiHa
(Bci cTagji
BUPOGHMLTBA,
KOHTPO/b SKOCTI,
BMNYyCK cepii)
58. BIHMOLIEETUH KOHLIEHTPpAT A5 PO3UNHY ToBapucTBO 3 YKpaiHa KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/1272/01/01
Ans iHdoysii, 5 mr/mn no 2 06MexeHo BWMNYCK Cepil: marepianis: 3MiHu | TURY -
M B amnysii; no 5 amnyn y BiANOBIAA/TbHICTIO ToBapucTBO 3 noAaHHA HOBOTO cepTudikaTty
naJui 3 KapToHy; No 2 MN B "[ocnigHnii 3aBof 06MeXeHo BiAANOBIAHOCTI EBpONechbkili
amnyni; no 5 amnyn'y "rHUIC! BiANOBIAA/LHICTIO hapmakonei 4nsa Aito4oi peyoBmHU
6nictepi; no 1 6nictepy B "[ocnigHnii 3aBog BiHMOLETUHY, BiJ 3aTBEPAKEHOrO
naui 3 KapToHy "THLIC", YkpaiHa; BMpOGHMKa Linnea S.A.,
BCi cTagii Switzerland, Ta sk Hacnigok, 3miHa
BMPOGHMLTBA, nokasHuka «TepMiH NpPMAATHOCTI»
KOHTPO/b SIKOCTI, Ha «[lepiog NepekoHTPOIO»,
BWMNYCK Cepil: BUTyYEHHA NOKa3HNKa
ToBapucTBoO 3 «3a/TMLLKOBI KifIbKOCTi OpraHivyHmnx
06MeXeHo PO3YMHHMKIB» (PO3UUHHVIK
BiANOBIAA/LHICTIO KOHTPOJTOETHLCA NOKA3HNKOM
"®apmaueBTnyHa «BTpaTta B maci npn
KOMnaHis BUCYLLYBaHHI), y BIANOBIAHOCTI A0
"3p0pos'a”, YkpaiHa Hosoro CEP Ne RO-CEP 2016-
251-Rev 00.
59. BIHNOLETUH- Tabnetku no 5 mr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/2576/02/01
AAPHUUA TabneToK y KOHTYPHii "®apmMaLeBTNYHa "®apmMaueBTnYHa marepianis: 3MiHu | TUMY - 3MiHW

YapyHKOBIli ynakoBLi; no 3
a60 no 5 KOHTYPHUX
YapyHKOBMX YMakoBOK B
navui

hipma "OapHuus”

chipma "OapHuus”

Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo

cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cuctemy chapmakoHarnsgy,

3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBIAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-caiia cuctemm
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy
60. BIHMOLIETUH- KOHLeHTpaT A/ PO34UHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/2576/01/01
OAPHULUA Ans iHdoy3ii, 5 mr/mn, no 2 "GapmMaueBTUYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
M B amnysi; no 5 amnyn B ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy. BeegeHHs abo
yNakoBLij; N0 2 KOHTYPHiI 3MiHU [0 y3ara/lbHEHNX AaHnX Npo
YapyHKOBi YakoBKN B cuctemy thapmakoHarnagy
nauui; mo 2 Mn B amnyni; (BBEAEHHSA y3araslbHEHNX AaHUX
no 10 aMmnyn B KOHTYPHiiA npo cucTemy dhapmakoHarnsgy,
YapyHKOBIli ynakoBuj; no 1 3MiHa YNOBHOBaXKEHOT 0CO6H,
KOHTYPHIli YapyHKOBIi BiAMOBIA&/IbHOI 32 34iICHEHHS
ynakoBLi B nayi hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CobM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy
61. BIPOAK 60 TabneTkn, BKPUTI FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17203/01/01
NAiBKOBOK 060/10HKOD, MO NIMITEL Nimiten marepianis: 3MiHU | TUMY - 3MiHK
60 Mr no 28 TabneTok y ofo 6esnekn/edpekTMBHOCTI Ta
KOHTeliHepi, no 1 thapmakoHarnagy (iHwi 3MiHn) -
KOHTelHepy y Kopoo6Li OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHthopMmalLlii Loao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-x
MicSUIB Nicns 3aTBEpPAKEHHS
62. BITANINIA ANA | KOHUEHTpAT A1 Po3UnHYy ®peseHiyc Kabi HimeuunHa ®peseHiyc Kabi Ab. Lsewis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/16591/01/01

DITEN

ONns iHdysiid; no 10 mny
CKNsHil amnyni; no 10
amnyn y KapTOHHiIl
Kopobui

[oliunang Mo X

MaTepianis: 3MiHu | TUNy - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNPOGYBaHb abo A0NYCTUMMX
MEX, BCTAHOBJIEHUX Y
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3MiHa JOMYCTMMUX MEX Y NMpoLeci
BMpo6HUUTBa /13, 30Kpema:
PO3LWMPEHHA AONYCTUMUX MEX 3a
nokasHukom "O6'eM HanoBHeHHA"
3"10,1-10,3 mn" go "10,1-10,6 mn"
63. BOAA ANA PO3UYNHHWK AN1A MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/3150/01/01
IH'EKLINA- NPUroTyBaHHA PO34UHY "®apmaveBTnyHa "®apmaueBTnyHa marepianis: 3MiHu | TUMY - 3MiHK
OAPHULUA ANs iH'eKUiii no 2 mn B ipma "OapHuus” hipma "OapHuus” ofo 6e3nekn/edekTMBHOCTI Ta
amnyni, no 5 amnyn y thapmakoHarnagy. BeegeHHs abo
KOHTYPHIli YapyHKOBIi 3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
yNakoBLii, MO 2 KOHTYPHI cuctemy hapmakoHarnagy
YapyHKOBi YNakoBKu B (BBEAEHHSA y3araslbHEHUX AaHNX
nauyui; no 5 mn B amnyni, npo cucTemy dpapmakoHarnsgy,
no 5 amnyn y KOHTYpHiiA 3MiHa YNOBHOBaXEHOT 0cobu,
YapyHKOBIli ynakoBuj, no 2 BiANOBiAa/IbHOI 3a 34iACHEHHSI
KOHTYPHi YapyHKOBI chapmakoHarnsgy; KOHTakTHOI
ynakoBKM B nadi; no 2 mn ocobu 3 hapmakoHarnsgy
a6o 5 mn B amnyni, no 10 3asBHUKA ANS 34IACHEHHSA
amnyn y kopobui; no 10 thapmakoHarnagy B YKpaiHi, AKLio
M/1 B amnynax BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy
64. BOJIbTAPEH emMy/ibrenb Ans "CK KoHcblomep LLiBeiiuapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/1811/01/01
EMYNbIrE/b 30BHILUHLOTO Xenckep C.A. Xenckep C.A. marepianis: 3MiHu | TURY -
3acTocyBaHHA 1 %; no 20 [ofaBaHHA aflbTepHATUBHOIO
r, abo no 50 r, a6o no 75 BMpobHuka Olon S.p.A Via della
r,a6o no 100 ry Ty6i, no 1 Vittoria, 89 26837 Cassino
Ty6i B KAPTOHHIiA KOpO6LLi d’Alberi, Mulazzano (LO), ITALY
NPOMDXHOrO NPOAYKTY HaTpito
HeouVLLLEeHOro A1 BUPO6HULITBA
A®I, Wwo BxoaunTb B rpyny
niANPUEMCTB, L0 i 3aTBEpAKEHN
BMPOGHUK
65. BOJIbTAPEH emMy/brenb Ans "CK KoHcblomep LLiBefiuapis "CK KoHcblomep LLiBefiuapis BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/1811/01/02
®OPTE 30BHILUHLOTO Xenckep C.A. Xenckep C.A. marepianis: 3MiHu | TURY -

3acTocyBaHHs 2,32 %; no

AodaBaHHA a/lbTEPHATUBHOIO
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
50 r a6o 100 r B Ty6i; no 1 BMpo6Huka Olon S.p.A Via della
Ty6i y KapTOHHIli KOpoo6Li Vittoria, 89 26837 Cassino
d’Alberi, Mulazzano (LO), ITALY
MPOMiXXHOrO NPOAYKTY HaTpIt0
HEeOUYMLLEHOro 4719 BUPOBHMLTBA
A®I, 1o BXOAUTL B rpyny
NiANPVMEMCTB, LU0 i 3aTBEpPAKEHNN
BUPOBHUK
66. FEKCAKCUM® | | cycneHsia gns iH'ekuiin no CaHodpi Nactep dpaHuis CaHodpi MNactep, DdpaHuia/ BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/13080/01/01
HEXAXIM 0,5wmn (1 gosa) B ®paHuia (MoBHWIA YropwuHa marepianis: 3MiHu | TURY -
BAKUUHA ANA | nonepeiHbO 3anoBHEHUX LMK BUPOBHULTBA, NpuBeAEHHS Y BiANOBIAHICTb
MPO®DINTAKTUK | wnpuyax 3 1-eto (abo 2- BUMYCK cepii); (3BY)XXEHHSI fONYCTUMUX MEX) A0
N BUDTEPII, Ma) OKpEMUMM Trosikamu, CaHodi-ABEHTIC OHOBJ/IEHOT BUPOGHMYOT
NPABLA, no 1 wnpuiy B KAPTOHHIN Mpaiisit Ko. N1T4,, [OOKyMeHTaUiT ABOX napameTpiB:
KALLUJTFIOKY ynakosui; no 0,5 mn (1 Mnardpopma - 3MiHa TpMBaNOCTI iHKyb6aLji
(ALENMONAPH [03a) B nonepeaHsL0 NOTICTVKN Ta nepLoi NpekynbTYpu nig, vac
nin 3anoBHEHMX LWnpuuax 3 1- anctpnbyuii 'y m. KynbTuByBaHHs Bordetella
KOMMOHEHT), €to (abo 2-ma) okpeMmmu Byaanewr, pertussis (Stage 1) y npoueci
FENATUTY B ronkamu, no 1 wnpuvuy B YropwmHa BMPOGHMLITBA OYNMLLIEHOrO TOKCOIAY
PEKOMBIHAHT | craHgapTHO-eKCnopTHii (BTOpPUHHE Kawwnoka (PTxd): 3anponoHoBaHo:
HA, yMakoBLii, fika MICTUTbCS y nakyBaHHs, BUMYCK Big 63 10 68 roguH. - 3miHa
MONIOMIENITY | kapTOHHIl Kopobui 3 cepii) TPWBAaOCTI iHKy6aLii Ha eTani

IHAKTUBOBAH
ATA
3AXBOPIOBAH
b!
CNPUYUHEHN
X
HAEMOPHILUS
My B
KOH''OrOBAH
A!
AJCOPBOBAH
A, PIOKA

IHCTpYKUieo ans
MELMNYHOro 3aCTOCYBaHHS;
no 0,5 mn (1 gosa) B
nonepeaHbO 3anoBHEHNX
wnpuuax 3 1-ero (abo 2-
Ma) OKPEMUMMU FosIKamu,
no 10 wnpwuuis B
KapTOHHI/ ynakosL,; no
0,5wmn (1 gosa) B
nonepeaHbO 3anoBHEHNX
wnpuuax 3 1-ero (abo 2-
Ma) OKPEMUMMU FosIKamu,
no 10 wnpwuuis B
CTaHAAPTHO-EKCMOPTHIl
yMakoBLi, ika MICTUTbCS y
KapTOHHI Kopo6uji 3
IHCTpYKLUiEt0 Ans
MeAMYHOro 3acTOCYBaHHS;
no 0,5 mn (1 gosa) y
nakoHax, no 10
(h/1aKOHIB y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y hnakoHax, no 10
h1aKkoHIiB B CTaHJapTHO-
€KCMOPTHIl ynakoBLi, ska
MICTUTBCS Y KQPTOHHI

netokcukauii Native Pertussis
Toxin (Stage 18a) y npoueci
BMPOGHMLITBA OUULLIEHOTO TOKCOIAY
Kawwnoka (PTxd): 3anponoHoBaHo:
Big 120 Ao 130 xBUAUH.
TepMmiH BBEZlEHHSI 3MiH — CiYeHb
2023 p; 3MiHK | TUNY - AOAaBaHHSA
cneumdikaLin Ha KiHeLb TepMiHy
npugatHocTi ans Native Purified
Pertussis Toxin Ta Native Purified
FHA, ki € npoMiXH1MK
npoaykramu npu BUPOGHULTBI
Ail0UNX PEYOBUH, @ TaKoX ANs
aitounx pevosnH Adsorbed Purified
PTxd Ta Adsorbed Purified FHA.
TepMiH BBEAEHHS 3MiH — CiYeHb
2023 p.; 3MiHW | TUMY - BUNYYEHHSA
cepTudikaTiB BiANOBIAHOCTI
€Bponelicbkiin hapmakonei gns
deTasibHOI Bryayoi cmpoBaTku
(Foetal Bovine Serum) R1-CEP
2000-384-Rev 00 Ta R1-CEP
2000-155-Rev 04 y 3B'A3Ky 3
NPUMUHEHHAM 1T BUKOPUCTaHHA
[0/151 BATOTOB/IEHHSA (PeTyiHy Ha
B/1ACHWX BUPOBHUYMX AinsiHKaxX
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Kopoo6ui CaHodi MacTep. TepmiH BBEAEHHSA

3MiH — ciyeHb 2023 p.; 3MiHu | TUNY
- 3BY)KEHHSA AOMNYCTUMMX MEX 3a
nokasHukom Optical density test
(OD), siKuiA BUKOHYETbLCS AN1A
KOHTPO/0 pOCTy H6akTepianbHOi
KynbTypu Ha Stages 2 -4y
npoueci KynbTByBaHHA Bordetella
pertussis; 3anpornoHosBaHo: Stage
2: 2nd pre-culture OD650: 0,55 —
0,9. Stage 3: 3nd pre-culture
OD650: 0,5 -1,0.

Stage 4: 4nd pre-culture OD650:
0,5 - 1,0. TepmiH BBEEHHSA 3MiH —
civeHb 2023 p.; 3MiHK | TUNy -
BW/TyYEHHS TecTy hapbyBaHHsA 3a
pamom Ha eTani nepLioi
npekynbTypu nig yac
KynbTuByBaHHS Bordetella
pertussis y npoueci BUpo6HuLTBa
aacopboBaHOro OUULLEHOTO
Tokcoigy Kawsoka (PTxd). TepmiH
BBeJEHHS 3MiH — civyeHb 2023 p.;
3MiHY | TUNy - oHoBNeHHA CTD
po3ginis focbe Ans Aitoyol
peyoBuHU 2-Component Acellular
Pertussis: - peopraHisauis
iHchopmawuii BignoBigHO A0
dopmaty CTD; - pegakuiiiHi 3MiHK
ON15 KpaLLoro po3yMiHHA Ta
Y3rOKEHHS 3 BUPOOHNYOIO
LOKyMeHTaLlieto 6e3 3MiH y
BMPOGHWYI NpakTu; -
BUMPaB/IEHHSI MOMUIIOK abo
iCTOPNYHUX PO36IKHOCTENA; -
BUAAIeHHS ab0 AofaBaHHSA
iHchbopmawii BignosigHo o Notice
to Applicants (Volume 2B on CTD-
Module 3). logasaHHs iHchopmavi
LLOA0 3aBEpLUEHHS NPOBEAEHHS
BMBYEHHS AaHUX CTabifibHOCTI AN
nepiogy 48 micsLiB. Y3romxeHHs
iHcpopmauii y posginax 3.2.S,
3.2.A.2, 3.2.R, a Takox
BIANOBIAHMX po3ginax moayns 2.
TepMmiH BBEZIEHHSI 3MiH — CiYeHb
2023 p.;
3MiHY Il TUNY - BUYYEeHHA
Histamine-Sensitizing Activity
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

tests, siki BUKOHYIOTbCS in-Vivo Ha
MuLax (TECT Ha 3a/IMLLKOBWIA
TOKCWH Kawoky npn +5° C ta
TecCT Ha BiACYTHICTb peBepcil
ToKcOoigy Kawnoky npu + 37 ° C) 3i
cneuudikauii Ha po3ymH Purified
Pertussis Toxoid, sknit €
NPOMDKHUM NPOAYKTOM npun
BMPOGHULTBI aacopboBaHoro
OYULLIEHOTO TOKCOTAY Kalusitoka
(PTxd). TepMiH BBEEHHS 3MiH —
civeHb 2023 p.

67.

FEMOAKTUB-
MB

po34uH A4 iH’ekuiin, 100
Mr/mn no 5 ma B amnyini,
no 5 amnyn y KapToHHii

Kopoo6Ui

M.BioTek flimiTeq

Benuka
BputaHis

_IMMAKY/T
NANGCAVIEHCH3
MPABIT NIMITEA

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCALiB Nicna 3aTBepAKeHHs

3a peyernmom

UA/18116/01/01

68.

FEMTEPO

niodpinisat gns po3unHy
Ans iHgysiino 1,0ry
donakoHax, no 1 donakoHy
Y KapTOHHIi kopobui

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3

BHECEHHAM iHthopMmalLlii Loao
3a3HavYeHHsa oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

3a peyernmom

UA/14626/01/01

69.

FEMTEPO

niogpinizar gns po3unHy
08 iHdysiii no 200 mry
donakoHax, no 1 donakoHy
Y KapTOHHi Kopobuj

FETEPO JIAB3
NIMITEL

IHais

letepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNaKkoBKM NikapCbKoro 3acoby 3

BHECEHHSAM iHhopmalLlii LLoao
3a3HayeHHs OAVHNLb
BUMIPIOBaHHA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu

3a peyenmom

UA/14626/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MiCALIB NicNs 3aTBEPAKEHHS
70. FEHTAMIUWHY | po3uvH ans iH'exuiii, 40 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6256/01/01
CYNb®AT- Mr/MA1 Mo 2 M B amnyfi; "®apmMavueBTnyHa "®apmMaueBTnYHa marepianis: 3MiHu | TURY -
AOAPHMUA no 5 amnyn y KOHTYpHIiA thipma "AapHuusa” thipma "AapHuus" BHECEHHS 3MiH Ao po3giny 3.2.P.3.
YapyHKOBIli ynakoBsLi; no 2 Mpouec BMpobHMLUTBA NiKapCbKoro
KOHTYPHi YapyHKOBI 3acoby, 3okpema: Ha Ctagii 5
YMakoBKM B mayLi "MapKyBaHHs , YnakoBka,
BifBaHTaXeHHs1 roToBOro
NPOAYKTY" - BHECEHHA HE3HAYHUX
pefakUiiHNX YTOYHEHb;
JeTanizauis TEXHOMOTYHNX CTagil
3MiHM | TUNY - BHECEHHS 3MiH A0
3.2.P.3.2. Cknap Ha cepito,
30Kpema: [JONOBHEHHS
3aTBEpPKEHNX PO3MmipiB cepilt 13
iHchopMmaLieto LL0A0 KisTbKOCTi
amnysn Ta NpUBEAEHHS PO3giny A0
HoBoro dhopmaty CTD; 3MmiHu |
TMny - fofaBaHHSA
albTEPHATUBHOIO BTOPYHHOIO
nakyBaHHs (3 2D-kogowm; 3 2D-
KOLOM Ta KOHTPO/IEM BiAKPUTTS)
[0 MaTepianiB peecTpadiiHoro
[OCbE, a came: A0 po3giny
3.2.P.3.3. Onuc BUpo6HUYOro
npoLecy Ta KOHTPOJIo npoLecy Ta
40 po3giny "Ynakoska" MKA /13
71. FEHTACENT MOPOLLIOK AJ151 30BHilIHLOrO | [y6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 6e3 peyenma UA/1279/01/01
3acTocyBaHHA no 2 r abo TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TURY - 3MiHK
no 5 ry cknssHomy BMPOGHUUUIA LLEHTP TOBapuCTBO LoAo 6e3nekn/edeKTMBHOCTI Ta
donakoHi-kpanensHuui, no "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
1 cknsiHoMy ch/1akoHy- XiMiKo- BUPOGHNUNIA LIEHTP OHOBJIEHHA TEKCTY MapKyBaHHS
KpanesnbHULi B nadi; no 2 hapmaLleBTUYHNI "BopLuariscbkuii yMakoBKM NikapcbKoro 3acoby 3
I'y CKISiHOMY (p/12KOHi, No 3aBof" XiMiKo- BHECEeHHAM iHchopMaui Wwoao
1 dhnakoHy B mauui; mo 2 r chapmaLeBTUYHMIA 3a3HaYeHHS OAUHULb
abono5ry 3asopg" BVMIiptOBaHHSA y cuctemi Sl.
NnaacTMKOBOMY O/1aKOHi; BHeceHHs 3MiH [0 po3giny
no 1 cpnakoHy B navui “MapkyBaHHs" MKA N3;
3anponoHoBaHo: MapKyBaHHs.
BignosigHo o 3aTBEpAXeHoro
TekcTy MapKyBaHHS. TepMiH
BBE/IEHHS 3MiH - NPOTArom 6
MiCALiB Nicna 3aTBepKeHHsA
72. FENAPWUH- renb, 600 MO/r; no 301y MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2577/01/02
AAPHUUA Ty6i; o 1 Ty6i B nayuj "hapMaueBTNYHA "hapMaueBTNYHa marepianis: 3MiHu | TUny - 3MiHK
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thipma "AapHuusa”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

73.

FEPBIOH®
cupon
NOoAOPOXHUK
A

cupon; no 150 mny
donakoHi; no 1 dpnakoHy
pa3om 3 N1acTUKOBO
MiPHOIO /TOXEYKOIO B
KapTOHHIA KOopoo6Li

KPKA, g.4., Hoeo
MecTo

CnoseHis

KeMilicbki IHCTUTYT,
LleHTp 3a
Banigaujncke
TEXHONOrI€E iH
aHanitiko (LIBTA),
CnoBeHis (KOHTPO/b
cepii); KPKA, a.4.,
HoBo mecTo,
CnoBeHis
(BpOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b cepil);
KPKA, a.4., Hoso
mecTo, CnoBeHis
(KOHTPO/b Ta BUNYCK
cepii)

CnoBeHisi

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBfeHo
TEXHIYHY NOMWJIKY B TEKCTI
MapKyBaHHs ynakosku J13.
3AMNPOMNOHOBAHO: 15. ANA
NIKAPCBKWX 3ACOBIB, AKI
MPU3HAYEHI 0114
CAMOCTINHOI O NIIKYBAHHS —
IHPOPMALIA WOAO
3ACTOCYBAHHHA
NpoTUKaLL/ILOBWiA 3aCi6 3
eKCTPaKTOM NOAOPOXHUKA
NaHueTonoAibHOro Ta MabBy i
ackop6iHOBOK KMCNOTO
[na piteid Ta gopocnux. Fep6ioH®
CMPON NOAOPOXHMKA
pPeKOMeHA0BaHO Mpu: Cyxomy
KaLLni npy iHpeKLiinHo-3ananbHmX
3aXBOPIOBaHHSAX BEPXHIX Bigainis
OVIXasIbHUX LWASAXIB; CyXOMY KaLli
Kypuis. Jo3yBaHHs: [Jopoc/imm Ta
AOiTAM BiKOM Bif, 14 pokiB 2 MipHi
NOXKM cmpony 3-5 pasiB Ha goby

6e3 peyenma

UA/3751/01/01

79




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[Aitam Bikom Big, 7 go 14 pokis 1-2
MipHi NOXKK cupony 3 pasn Ha
[o6y [itam Bikom Big 3 fo 7 pokis
1 mipHa noxka cvipony 3 pasu Ha
[06y 3a3HayeHe BUNpaBieHHs
BiAnoBigae marepianam
peecTpauiiiHoro Aocbe
74. NKAMTUAH™ niodpinizat Ana posumHy HosaprTic ®apma Al LLiBeiiuapis nakcoCmiTKnsiiH ITania/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/9121/01/01
Ans iHdoysin no 4 wr, 1 MaHyhakTypuHr Benvka marepianis: 3miHu |l TMRYy - 3MiHK
chnakoH 3 niodpinizatom y C.N.A., ITanisa BpuTaHis BHECEHO [0 iIHCTPYKLi AN
KapTOHHIA KOopoo6Li (BMPOGHMLTBO 3a MeAUYHOro 3acToCyBaHHS
NMOBHMM LMK/IOM); nikapcbKoro 3acoby o posginy
KaraneHt FOK "MobiuHi peakwyji.
MexkepkuHr Nimiten, BBeneHHs1 3MiH NpoTAroM 6-Tu
Benuka BpuTaHis MicSLiB NicNsA 3aTBEPAYKEHHS
(BTOPUHHE
nakyBaHHs)
75. FNMHKOP ®OPT kancynu; no 10 kancyn y TOHI®PAPM dpaHuis BO®YP INCEH dpaHuis BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/10317/01/01
6nictepi; no 3 6nictepn y IHAYCTPI martepianis: 3miHu | TUny -
KapTOHHIA KopooLi AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiiHoro NocBigYeHHs) -
3MiHa agpecy 3asiBHUKa
76. rNHOC® TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx Ne 10 — 6e3 UA/17957/01/01
060/10HKOI0, N0 15 Mr; no "®apmMaLeBTUYHa "®apmMaLeBTnYHa marepianis: 3MiHu | TUMY - 3MiHK peyenma,; Ne
10 TabneToK Y KOHTYpPHIl ipma "JapHuus” ipma "fapHuus” Lof0 6e3nekn/edekTMBHOCTI Ta 20 -3a
YapyHKOBI ynakosLi; no 1 thapmakoHarnsgy. BeegeHHs abo peyenmom

ab0 no 2 KOHTYpHiI
YapyHKOBI yNakoBK/ B
nauui

3MiHU [0 Y3araslbHEHUX AaHuX npo
cuctemy chapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0CcO6H,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHol
0co6u 3 hapmakoHarnsgy
3asBHUKA ANS 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
ocobu, BiANOBIAa/IbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/THOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnisgy) - smiHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiAnoBifaNbHOT 3a
hapMakoHarnsg.
MponoHoBaHa pegakLis: Typok
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B'auyecnae B'auecnasoBuy

717.

rNIOPAN®

Tabnetku no 80 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepun y KapTOHHIl
Kopobui

FANEHIKA AT
Benrpag

Cepbisa

FaneHika AT
Benrpag

Cepbis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Mauropuy
[anka / Gligoric Danka. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
ocobw, BiANoBiAasIbHOT 3a
hapmakoHarnifg. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuis:
LWknapesuy Irop OnekcaHaposuy.
3MiHa KOHTaKTHUX AaHnX
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a hapmakoHarnag B Ykpaini

3a peyenmom

UA/1141/01/01

78.

rAILVH

Tabnetku cy6niHrBasbHi
no 100 mr, no 50 TabneTok
y 6nicTepi; no 1 6nictepy
B KapTOHHI kopo6Li

nn“rnegekct

YKpaiHa

TOB "Apnivepg"

Pecny6nika
BipmeHin

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13:
3anponoHoBaHo: MapkupoBka

CornacHo yTBepXAeHHOMY TeKCTy

6e3 peyenma

UA/14604/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKMpPOBKW. 3MiHWN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefeHHs 3MiH npoTarom 6
MicAILiB Nic/a 3aTBepAKEHHSs!

79.

IMHOKO3A

po3uuH ans iHgysiii, 50
mr/mn, no 200 mn B
nAsLWKax

MAT "Tanuuchapm”

YKpaiHa

TOB dhipma
"HoBodpapm-
BiocnHTes", YkpaiHa;
MAT "Tanuuchapm",
YkpaiHa

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiHV y peecTpaviiiHe
pocbe N3, a came OHOBNEHHA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHi
3ac006M y 3B'A3KY 3 BHECEHHAM
YTOYHEHHS PO3MIpiB (3arasibHa
BMCOTa KOBNayka) Ta po3Lwvpms
JianasoH gonycTUMMX BigXueHb
pO3MipiB (BHYTPIHIN fiameTp Ta
30BHILLHIN AiaMeTp koBnavka) Ans
KOBNayKiB asIloMiHIEBUX 3
NAacTVKOBOK HaKNaAKo Mapkm
K-3-28 NH BupobHuka "Craryc".
Ockinbku gianasoH AonycTUMmnx
BiIXMN1EHb OCHOBHMX PO3MIpiB
KOBMaYKiB a/TIOMIHIEBUX 3
NAacTUKOBOK HaKaAKOK Mapku
K-3-28 NH 6yB po3LumpeHunin Ha
MaKkCcumasibHy BE/IMUMHY NvLie Ha
0,6 MM (BHYTPpILLHIi giameTp
KoBnayka) a /15 iHWux po3mipis,
Ha 0,2-0,4 MM, Uj 3MiHV XXOAHUM
YMHOM He BNIMBAIOTb Ha SKICTb
3aKyMnopOBaHHS MN/IALWOK, L0
BUKOPVCTOBYIOTbCS 4715
BMPOGHMLTBA iHy3iliHOro
pO34nHy

3a peyenmom

UA/12539/01/01

80.

TPAHY®IHK®
NMPOCTA

Kancynu teepai no 10
Kancyn y 6nictepi; no 3
abo 15 6nictepiB y
KapTOHHI ynakosLi; no 20
Kancyn y 6nictepi; no 3
abo 6, abo 10 6nictepis y
KapTOHHI ynakoBL,i

TOB "MEPPITO
YKPAIHA"

YKpaiHa

Owmera dapma
MeHblodhekuepiHr
6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asBHUKa A1 3MiCHEHHS

6e3 peyenma

UA/16190/01/01

82




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 32
thapmakoHarnsag.
MponoHoBaHa pepakuis:
dapuHelb OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6U,
BiANOBIAA/IbHOT 32
thapmakoHarnag,

81.

TPAHY®IHK®
YPO

Kancynu Teepai no 10
Kancyn y 6nictepi; no 5
6nicTepiB y KAPTOHHIi
ynakosLi; no 20 kancyn y
6nictepi; no 5 abo 8
6nicTepiB y KAPTOHHIi
ynakoBLi

TOB "MEPPITO
YKPAIHA"

Ykpaina

Owmera ®apma
MeHbtochekyepiHr
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3snekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuis:
dapuHelb OkcaHa MakcumiBHa.
3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0co6U,
BiANOBiAA/IbHOT 32
hapmakoHarniag,

6e3 peyenma

UA/16225/01/01

82.

rPONIBIPIH

Tabnetkn no 500 mr no 10

AT "®apmak”

Ykpaina

AT "®apmak”

YKpaiHa

BHECEHHS 3MiH 10 peecTpauinHmx

3a peyenmom

UA/15404/01/01

83




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no 2 marepianis: 3MiHu | TUAY - 3MiHK
abo 5 6nicTepiB y nauui Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHhopmalLlii LLoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS
83. AAHABIP TabneTku, BKpUTI FETEPO /1AB3 IHais [eTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/17519/01/01
NNiBKOBOK 060/10HKOID, MO NIMITEL NimiTen marepianis: 3MiHu | TUMY - 3MiHK
400 wmr, Ne 60 y ofo 6e3nekn/edekTMBHOCTI Ta
KOHTeliHepi; no 1 hapmakoHarnsgy (iHwi 3miHn) -
KOHTelHepy y Kopoo6Li OHOB/IEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBefieHHs 3MiH NpoTArom 6-x
MicALB Nicnsa 3aTBepAKeHHs
84. AOAHABIP TabneTku, BKPUTI FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/17519/01/02
NAiBKOBOK 060/10HKOD, MO NIMITEL Nimiten marepianis: 3MiHU | TUMY - 3MiHK
600 Mr Ne 60 y ofo 6e3snekn/edpekTMBHOCTI Ta
KOHTeliHepi; no 1 thapmakoHarnagy (iHwi 3MiHn) -
KOHTelHepy y Kopo6Li OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-x
MicSUIB Nicnsa 3aTBEpPAKEHHS
85. AAPCIN® TabneTku, BKPUTI MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 1O peecTpaviiHnx 6e3 peyenma UA/2473/01/01
060/10HKOH, MO 22,5 Mr no "hapMaueBTNYHaA "hapMaueBTUYHA marepianis: 3MiHK | TUMy - 3MiHK

10 TabNeToK y KOHTYpHIl
YapyHKOBI ynakoBL,i; no
3, 5, a60 10 KOHTYPHMX
YapyHKOBUX YNakoBOK B
nauuj

hipma "OapHuus”

hipma "OapHuus”

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo

cuctemy thapmakoHarnsgy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cucTemy dhapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0co6H,
BiANOBiAANLHOT 3a 34iiCHEHHS
dhapMakoHarnisay; KOHTaKTHoI

84




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

86.

AEKCAMETAS3
OH B®3

Kpanni o4Hi, cycneHsis, 1
Mr/mMn no 5 Mn 'y donakoHi-
KpanesbHULi 3 KOHTpoNeM
nepLUoro po3kpuTTS; no 1
donakoHy-kpanenbHuL 3
KOHTPO/IEM MEepPLLOro
PO3KPUTTA B NauLli
KapTOHHIi

BapLuaBcbkuii
hapmaLeBTUYHNI
3aBof Monbha AT

MonbLa

BapLuaBcbkuii
hapmaLeBTUYHNI
3asog Monbha AT

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) -
BUMNPaB/IEHHS TEXHIYHMX MOMUIIOK,
3rigHo nn.1 ta nn. 4 n. 2.4. po3giny
VI Hakazy MO3 Ykpainu Big,
26.08.2005 p. Ne 426 (y pepakuii
Hakady MO3 YkpaiHu Big
23.07.2015p. Ne 460) - noMWIKM y
3aTBepXeHNX 3MiHax 4o MeTtopis
KOHTPOO sKOCTI J13 'y po3gini
"OnpegeneHne cogepxaHusa
OVHTapus agetara
(TuTprmeTpuyecknini meTog)", ki
6Gynu gonyLleHi npu npoueaypi
BHECEeHHS 3MiH (Haka3 Ne 2283 Big,
14.11.2019 p.). Momwunku, ski
NoB'A3aHi 3 NepeHeceHHAM
iHbopmawii, a came: -npu
NpuUroTyBaHHi BUNPO60BYBaHOro
3paska Oyn10 NOMUIKOBO
3a3HayvYeHo «konba» 3aMicTb
«KOHMYeckas Konba»; -B
NOSICHEHHI A0 pO3paxyHKOBOT
chopmynn [0 MHOXHWMKA «0.5»
6y/10 3a3HaYeHO: «3asBIEHHOEe
cofepxaHue gnHaTpusa ageTtarta B
1 mn npenapara» 3amicTb
«3asiBIEHHOE cofepxaHne
AvHaTpus ageTara
(C10H14N2Na208x%2H20) B 1 mn
npenapara, B MuaaMrpammax.» -
iHdbopMmalito, Lo 6y/10 3a3Ha4YEHO

3a peyernmom

UA/2543/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ABivi «C To4yHOCTbIO A0 0,1 mr
oTeelumsatoT 10 Mr nHavkarTopa
MAH [1-(2-nupnannaso)-2-
HadpTona) B MepHyto konby Ha 100
M. PacteBopstoT B 96%-HoMm
3TaHone. [loBoaAaT 06beM A0
METKW TeM e pacTBOpUTENEM U
TWAaTeNbHO NepemMeLLBatoT.»,
6yno suganeHo. OpcporpadiyHi
NOMUIIKK: BY/10 3a3Ha4YeHO
«KO3ChMLMEHT pa3baBneHns»
3aMicTb «KO3(hprLUneHT
pasb6asnenunsn»; «Metog,
KO/IMYECTBEHHOTO OnpeeHns»
3amicTb «MeTof KO/IMY4eCTBEHHOIO
onpegenexHns». 3asHaqeHi
BUNPaB/IEHHS, SKi NOB’A3aHi 3
nepeHeceHHsM iHhopmadu;i,
BiANOBIAAaOTL MaTepiasiam
peecTpauiiiHoro Aocke, ki
npeacTaBneHi B apxisi

87.

JDEKCAMON

Kpanni o4Hi, cycneHsis (1
mr + 3500 MO + 6000
MO)/1 mnno 5 mny MNET
chnakoHi-kpanenbHuLi 3
KPYLLKOIO 3 rapaHTiliHUMm
Kinbuem; no 1 donakoHy B
nauuj 3 KapToHy

BapLuaBcbkuii
hapmaLeBTUYHNI
3aBof Monbtha AT

MonbLwa

BapLuaBcbkuii
hapmavLeBTUYHNI
3asog Monbha AT

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 1998-062-
Rev 06 Big, 3aTBEpPAKEHOIO
BMpO6HMKa XELLIA
PHARMACEUTICALS APS gitouoi
peyosuHn Polymyxini B
(3anponoHoBaHo: R1-CEP 1998-
062-Rev 06)

3a peyenmom

UA/15434/01/01

88.

JDEKCNPO

pO3unH ANs iH ek, 50
Mr/2 M7, N0 2 M1 B amny/ii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B nayui

MpAT
"®apmavueBTnyHa
tipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHV [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a

3a peyernmom

UA/17373/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHEeHHs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'auecnaBoBuy

89.

AEHIMNIM

NOPOLLIOK A/151 PO3UNHY
Ans iH'ekuivi no 1000 wr, 1
ch/1akoH 3 NOPOLLKOM Y
KopobLi 3 KapTOHY

BITA CAH T/,

Benvkobput
aHis

Csicc MNapeHTepasic
nrp.

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3arasibHEHUX AaHnX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: MyLkap
Hagis B'auecnagiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
ocobw, BiANoBiAasIbHOT 3a
hapmakoHarnsg. 3miHa Micus
3[iiCHEHHS1 OCHOBHOI [isiNIbHOCTI 3
thapmakoHarnagy. 3miHa agpecu
mMacTep-haiina cuctemm
chapmakoHarnsgy

3a peyenmom

UA/15339/01/01

90.

AEHIMIM

MOPOLLIOK A/191 PO3UNHY
Ans iH'ekuii no 1000 wr, 1
ch/1akoH 3 NOPOLLKOM Y
KOpo6Li 3 KApTOHY

BITA CAH T/,

Benvkobput
aHis

Csicc MNapeHTepasic
nrg.

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
dhapmakoHarnagy (iHwi 3miHu) -

3a peyenmom

UA/15339/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

91.

NEPMAJPIH

OHOBJ/IEHHSI TEKCTY MapKyBaHHsA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LWoao
3a3Ha4yeHHs ouHULb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH f0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
npoTArom 3-X Micauis nicas
3aTBEPIKEHHS

ma3sb, 20 mr/r no 20 r abo
no50r,abono 100 ry
Ty6i; Mo 1 Ty6i B KAPTOHHIN
ynakoBLi

dapmaueyrTile
dabpik MoHTaBIT
vM6X

ABCTpIs

dapmaueyTiwe
habpik MoHTaBiT
6X

ABCTpis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BMMIpOBaHHSA y cuctemi Sl

6e3 peyenma

UA/8996/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

92,

DNBA30N-
JAPHMLA

Tabnetku no 20 mr, no 10
Tab/1eToOK Y KOHTYPHiii
YapyHKOBI ynakoBLi, no 1
KOHTYPHIli YapyHKOBIi
ynakoBui y naydi; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

6e3 peyenma

UA/A780/02/01

93.

JOVNKNO®EHAK-
JAPHULIA

po3unH A4Ns iH'ekuin, 25
Mr/M no 3 mn B amnysii;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 1
ab60 2 KOHTYpHI YapyHKOBI
ynakoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMNOBHOB&XEHOT 0COOM 3as1BHMKA,

3a peyernmom

UA/4060/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'auecnas B'auecnasosuy

94.

OVNKNODEHAK-
JOAPHULA

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI, N0 25
Mmr; no 10 TabneTok y
KOHTYPHIli YapyHKOBIi
YMaKoBLii; N0 3 KOHTYpHI
YapyHKOBI YNakoBKK y
navu

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOT
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiaNoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
hapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

3a peyenmom

UA/4060/02/01

95.

OVNKNO®EH-
renb

renb no 25y Ty6i; no 1
Ty6i y nauuji 3 kapToHy

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-
BMPOGHUUUIA LLEHTP
"BopLuariBcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofg”

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

BUPOGHNUNIA LIEeHTP
"BopLuariscbkuii
Ximiko-
hapmaueBTUYHNIA
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
BignosigHo f0 3aTBEpAXEHOro
TekcTy mapkyBaHHS. OHOBJIEHHSA
TEKCTy MapKyBaHHs ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii Lwoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeieHHs 3MiH NpPOTArom 6-Tu

MicsLiB NicnsA 3aTBEpAYKEHHS

6e3 peyenma

UA/1384/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

96.

OVNMEAPON-
JAPHULIA

Tabnetku no 50 mr; no 10
Tab/1eToOK Y KOHTYPHiii
YapyHKOBI ynakoBLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui; no 10
TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnasoBuy

3a peyernmom

UA/4851/02/03

97.

ANDTIO30N1®

pO3unH ANs iHdysii, 2
mr/Mn no 100 My naswi
CKNsAHIl; No 1 naswyi B
ECI]

MAT "Fanuudpapm”

Ykpaina

MAT "Tannucapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiHW Yy peecTpauiliHe
pocbe M3, a came OHOBNEHHSA
po3giny 3.2.P.7. Cuctema
KOHTeliHep/ 3aKynoproBasibHi
3ac06M y 3B'A3Ky 3 BHECEHHAM
YTOYHEHHS pO3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3Lmpms
AianasoH JoMyCTUMMX BiXW/EHb
pO3MipiB (BHYTPIHIl fiameTp Ta
30BHILUHIl AiaMeTp koBnauka) ans
KOBNaykKiB asIlOMIHIEBMX 3
NAacTUKOBOK HAKaAKOH Mapku
K-3-28 NH BunpobHuKa "CTaryc".
Ockinbku gianasoH JonycTuMmx
BiIXMJIEHb OCHOBHMX PO3MipiB
KOBMaykKiB asIloMiHIEBUX 3
NAacTVKOBOK HaKNaAKow Mapkm
K-3-28 NH 6yB po3LumpeHnii Ha
MakcumasibHy BEUUMHY NvLle Ha
0,6 MM (BHYTPpILLHI giameTp
KOBMauka) a 715 iHWK1X Po3MipiB,

3a peyernmom

UA/11674/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ha 0,2-0,4 MM, Ui 3MiHV XXOAHUM
YMHOM He BNMBAIOTb Ha SKICTb
3aKyNnoproBaHHS MNJISALLOK, L0
BUKOPWCTOBYIOTbCS 4715
BMPOGHMLTBA iHy3iliHOro
pO34MHY

98.

ANDTIOKAH®

Kancynu no 50 mr; no 7
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIl
ynakoBLi

MPANIEP IHK.

CLUA

®dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis: 3MiHu Il Tuny - 3mMiHn
BHECEHO B IHCTPYKLito Ans
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posgainy
"B3aemogis 3 iHWMMU flikapCbKuMu
3acob6amu Ta iHWi Buan
B3aEMOfjit" Ta pegaroBaHo po3gin
"Mo6iuHi peakyji" (LWo[0 YacToTn
noBiZOMIEHb MPO NOGIYHI peakuir).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/5970/02/01

99.

ANDTIOKAH®

Kancynu no 100 mr; no 10
Kancyn y 6nictepi; no 1
6nicTepy B KAPTOHHIl
ynakoBLii

MPANIEP IHK.

CLUA

®dapeBa Ambyas

®paHuin

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MmiHu Il Tuny - 3miHn
BHECEHO B IHCTPYKLito Ans
MeJIMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby ao posgainy
"B3aemogis 3 iHWMMU flikapCbKumu
3acob6amu Ta iHWi Buan
B3a€EMOfji" Ta pegaroBaHo po3gin
"Mo6iuHi peakyji" (LWo[0 YacToTn
noBiOM/IEHb MPO NOGIYHI peakuir).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBepAKEHHS

3a peyernmom

UA/5970/02/02

100.

ANOTIOKAH®

kancynu no 150 mr; no 1
Kancyni B 6nictepi; no 1
6nicTepy B KAPTOHHIl
ynakoBLi

M®ANIEP IHK.

CWA

®dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu |l TMNYy - 3MiHK
BHECEHO B IHCTPYKLito Ans
MeJMNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby ao posgainy
"B3aemMogis 3 iHWMMM NiKapCbKUMmn
3acobamu Ta iHWi BUau
B3a€EMOfji" Ta pegaroBaHo po3gin
"MoGiyHI peakujii (LLOA0 YacToTn
noBiOMIEHb MPO NOGIYHI peakuii).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCAILiB Nic/1A 3aTBepAKEHHS

6e3 peyenma

UA/5970/02/03

101.

ANOTIOKAH®

pO34uH ANs iHQysild, 2
mr/mn, no 50 mn a6o 100
My chnakoHi; no 1
(h/1aKOHY B KapTOHHii
ynakoBLi

MPANIEP IHK.

CWA

dapeBa Ambyas

®paHuis

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3miHu |l TMNY - 3MiHK
BHECEHO B |HCTPyKLUitlo Ans
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy
"B3aemogist 3 iHWMMMU SliKkapCbKuMun
3acobamMu Ta iHWi B1uan

3a peyenmom

UA/5970/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B3a€EMOfji" Ta pegaroBaHo po3gin
"Mo6iyHi peakyji" (LWoA0 YacToTK
noBifOMIEHb NP0 NOGIYHI peakuir).
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepKeHHs

102.

JOVLIMHOH

PO34nH A4 iH'ekuii, 250
Mr/2 M1, N0 2 M B amnyri;
no 50 aMnyn y KapTOHHiiA
Kopoo6ui

CaHpo3

dapmacbloTikans 4.4,

CnoBeHisa

Nex
thapmavneBTUYHa
KOMnNaHia 4.4.

CnoBeHis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAKEHVIM TEKCTOM

MapKyBaHHs1. OHOBMIEHHS TEKCTY

MapKyBaHHs YNakoBK/ NiKapcbKoro
3ac06y 3 BHECEHHSM iHchopMmalii

LLIOA0 3a3HAYEHHST OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB Nicasa 3aTBepAKeHHs

3a peyenmom

UA/8466/01/01

103.

JIA3O/IH-
JAPHULIA

Tabnetku no 100 mr, no 10
Tab/1eToK y KOHTYPHii
YapyHKoBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayui

MpAT
"®apmavueBTnyHa
hipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX npo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 32 34iICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy) - 3amiHa
YMNOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy

6e3 peyenma

UA/0278/01/01

104.

AIANPA3O0N

niogpinizar s po3unHy
008 iH'ekuin no 40 mr, 1

M.BioTek flimiteq

Benuka
BputaHis

HAMPOL NAND
CAEHCEC NBT.

IHais

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUny - 3MiHK

3a peyenmom

UA/12181/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
h/1akoH 3 MOPOLLKOM Y nTa LoAo 6e3nekn/edeKTMBHOCTI Ta
nauui 3 KapToHy thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMauii Wwoao
3a3HavYeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. BBeieHHS 3MiH
npoTArom 6-x MicAuiB micns
3aTBEPAKEHHSA
105. | AIA®OPMIH® TabneTku, BKpUTI AT "dapmak" Ykpaina tOCB Mpaiisit IHAis BHECEHHS 3MiH 0 peecTpalinHmx - UA/11856/02/01
NiBKOBOK 060J10HKOLO, MO Nimiten marepianis: 3MiHu | TURY -
1000 mr in bulk: no 10 AAMIHICTpaTMBHI 3MiHW. 3MiHa
TabneTtok y 6nictepi; no HalilmeHyBaHHs Ta/abo agpecu
100 6nicTepiB y Kopobui 3asBHMKa (BNacHvka
peecTpaviiiHOro NOCBigYEHHST).
3MiHa HaiMeHyBaHHA Ta agpecu
3anBHUKa (B1acHMKa
peecTpaLiiiHoro NocBigYeHHs )
106. | AY/TIOKCUH® Kancynn KULLKOBOPO3UNHHI TOB "ACIHO YkpaiHa Na6opaTopioc IcnaHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17667/01/01
TBepAi no 30 mr; no 7 YKPATHA" HopmoH, C.A. martepianis: 3mMiHu | TUny -
Kancyn y 6nictepi; no 1 nofaHHs oHossieHoro CEP Ne R1-
abo 4 6nictepu B CEP 2012-118-Rev 00 gna Al
KapTOHHIM navui [ynokceTuHy rigpoxnopug Big Bxe
3aTBEPXXEHOT0 BUPOGHMKA
«Alembic Pharmaceuticals
Limited», IHgjs
107. | AYIOKCUH® Kancy/im KULKOBOPO3UYUHHI TOB "ACIHO YkpaiHa Na6opaTopioc Icnanis BHECEHHS 3MiH 1O peecTpaviiHnx 3a peyenmom UA/17667/01/02
TBepAi no 60 mr; no 7 YKPAIHA" HopwmoH, C.A. martepianis: 3mMiHu | Tuny -
Kancyn y 6nictepi; no 4 nogaHHsa oHosneHoro CEP Ne R1-
6nicTepn B KAPTOHHI CEP 2012-118-Rev 00 ans A®I
naui [lyNnokceTuHy Tigpoxnopua Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
«Alembic Pharmaceuticals
Limited», IHgjs
108. | AYOOAPT Kancynu Teepai no 0,5 nakcoCmiTKnsiAH Benuka KataneHT JxepMeHi HimeyuunHa BHECEHHS 3MiH [0 peecTpaviinHmx 3a peyenmom UA/13330/01/01
mr/0,4 mr; no 30 a6o no 90 Ekcnopt Nimiteq BpuTanis LopHaopd M6X marepianis: 3MiHu | TURY -

Kancyn y cpnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

peecTpaLisi 40AATKOBOro
BMPOGHMKa HaniBNpPoAayKTy AN
N3 - AytacTtepuay -
nakcoCmiTKnsinH
PapmMacboTVKan3
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

(GlaxoSmithKline
Pharmaceuticals), MonbLua; 3miHu
| TUNy - fofasaHHsa AiNbHULI, Ha
SIKi 34iACHI0ETBCSA
KOHTPO/b/BUNPOGYBaHHSA cepil
Hanisnpoaykty ans M3 -
[Oytactepugy - MakcoCmiTKnsinH
PapmacbioTrkans, MonbLa
(GlaxoSmithKline Pharmaceuticals
S.A., UL.Grunwaldzka 189, 60-322
Poznan, Poland); 3miHu | Tuny -
3anponoHOBaHi He3HaYHi 3MiHU Y
BMPOGHMLTBI HANIBNPOAYKTY 4115
N3 - Aytactepuay: - Ana
NPUroTYBaHHS XenaTuHy canT y
Mo3HaHi BUKOPUCTOBYE OKCU,
3aniza B rnivepuHi 100% (1: 2); -
Mig, yac NpUroTyBaHHA 3a/IMBHOMO
PO34unHy Ha caiiTi y MNo3HaHi
Oeaepalia nig BakyymoM He
noTpibHa; NPONoHYeTLCA AoAaTH
3HOCKY [10 3apeECTPOBaHOro B
JaHuii yac onucy npouecy Ans
NOSICHEHHS LbOro. - Komnaris
Xo4e AoAaTv HacTynHe [0
3apeecTpoBaHoi iHpopmal,i Lwoao
npoLecy CyLWiHHS: «Haaamwku
MacTuna MoxyTb ByTu BUAAUIEHI i3
30BHILIHbLOI NOBEPXHi
Hanisnpoaykty ansa M3 —
[Oytactepugy»; 3minu | Tuny -
3MiHa po3mipy napTii 4ns
BMPOGHULITBA M'AKOT XXeNaTuHOBOI
Kancynu, Lo BUKOPUCTOBYETHCS
NS BUrOTOB/IEHHSA NPOMiXHOrO
NPOAYKTY roTOBOro NPOAYKTY; -
Komnarisi nponoHye
3apeecTpyBaTu NapTilo PO3MipoMm
300 kr Ta 600 Kr (3aCTOCOBYETLCSA
y MNo3HaHi) pasom i3
3apPeECcTPOBaHOI0 Ha CbOrofHi
napTielo po3mipom 243 kr
(3actocoByeTbesa y KataneHTi) agns
NPUroTyBaHHS M'AKUX
XenaTnHoBmx Kancyn. Po3mipn
napTii Baroto 300 i 600 kr
BiJO6paXKatoTb TEXHIUHI
MOX/NMBOCTI 06/1aiHaHHSA, ke € B
[Mo3HaHi Ha MicLi BUpobHMuTBa. Ll
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

PO3Mipy NapTii 3HaX0AATbCA B
Mexax 10-kpaTHOro AianasoHy
3apEECTPOBAHOIO0 B aHWii Yac
po3mipy naprii. - OHoBrieHa
Tabnuusa opmynu napTii, Aka
MICTUTb geTauli WoAo KiNbKOCTI
300 kr Ta 600 kr, Ta nonpaskun A0
NpPYMITOK ONncy BUPOGHULTBA Y
Mo3HaHi. - logaHo NpumMiTKy Ans
YTOYHEHHS, LWO NMo3HaHb, MNonbLa
6yae BUPOGNSATH NiuLle po3mip
napTii Baroto 600 kr gns
XenaTMHOBOro po3uunHy; KataneHt
MOXe BUrOTOBASATU NapTii
po3mipom 201 kr i 600 Kr; 3miHu |
TUMY - 3aMiHa TECTY OfHOPIAHICTb
BMICTY Ha OAHOpPIAHICTb
[030BaHVX oanHnLb (Ph.Eur
2.9.40) y cneuwndpikauii ans
Hanisnpoaykty ans M3 -
fdytactepugy;
3MiHN | TUNY - HE3HaYHe
OHOB/IEHHSA 10 aHANITUYHOI
npoueaypuv 415 HaniBnpoayKTy
ona M3 - Aytactepugy. Komnaxis
X0ue 3anpoBafMTi MeTaHoN AK
albTEPHATUBHUI PO3UMHHMK, LLIO
BUKOPVCTOBYETLCA Ha NepLUOMY
eTani NpMroTyBaHHA CTaHAapTHUX
PEeYOBUH AN HACTYMHUX
npoueayp: - laeHTudikayis, Bmict
Ta OAHOPIAHICTb BMICTY
aytactepuay B HaniBNpoAayKTi Ans
N3 - Aytactepnay MeToLom
BEPX. - BMicT i iaeHTudikauis
BYTUArAPOKCUTONYONY Y
HaniBnpoaykTi ansa M3 -
AdytacTtepnay metogom BEPX;
3MiHM | TUNY - 3aABHUK 6axae
3apeeEcTpyBaTN OHOBJIEHHS
3apEeECcTpoBaHuX geTtasnei, o6
BiANOBIAATN OHOB/IEHUM
Auvpektnsam Pagu wono
thapbyBasibHOro Matepiasty Ta
KpUTEpIiB YACTOTU [OMNOMDKHOI
PEeYOBMHM OKCUAY 3ani3a, SKuii
BUKOPVCTOBYETLCA Y BUPOOHULITBI
Hanisnpoaykty ans M3 -
[JyTactepugly Ta oKCugy TutaHy,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

okcuay 3anisa yepBoHoro, FD & C
Yellow 6, L0 BUKOPUCTOBYIOTLCSA
npy BUPOBHULTBI FINPOMENO3HUX
060/10HOK Kancys. Takox
Bif6yBaETLCA OHOBJIEHHA PO34iny
LLIOA0 KOHTPO/IHO AOMOMIKHUX
PEYoBUH, W06 YTOYHNTH, WO
crneuudikaLis Ha okcug, 3anisa B
rniLepuHi 85% 3acTOCOBYETLCSA
nviwe Ao npuabaHoro matepiany,
a He AN BHYTPILUHbOrO
NpuUroToBaHoro marepiany, ae
BVIKOPVICTOBYETLCS CYMICHWIA
piBeHb rnigepuHy 100%; 3MiHu |
TUMY - 3a8BHUK 6axae
3apeecTpyBatu CepTudikatu
npugatHocTi (CEP) ans
xenatunHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHK |
MYy - 3a8BHUK Bakae
3apeecTtpyBaTtn Ceptudikarun
npugatHocti (CEP) ans
xenaTtuHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHu |
TMNYy - 3a8BHUK Bakae
3apeectpyBaTtn CepTtudikatun
npugatHocTi (CEP) ans
xenatuHy: R1-CEP 2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00; 3miHu |
TUMY - 3a8BHUK 6axae
3apeecTpyBatu CepTudikatu
npugatHocTi (CEP) gns
xenatuHy: R1-CEP2002-021-Rev
03; R1-CEP 2003-178-Rev 02;
R1-CEP 2002-150-Rev 01; R1-
CEP 2008-039-Rev 00

109.

E3OMAINC

Tabnetku
racTpopesncTeHTHi, no 20
Mr 10 7 TabneToK y
6nictepi; no 2 6nictepn y
KapTOHHIA KOopoo6Li

FETEPO JIAB3
NIMITEL

IHais

[eTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3anponoHoBaHo: MAPKVPOBKA B

3a peyernmom

UA/15735/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

COOTBETCTBUW C YTBEPKAEHHBIM
TEKCTOM MapKMpoBKN. OHOB/IEHHS
TEKCTYy MapKyBaHHS ynakoBKu/
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicsa 3aTBepAKeHHs

110.

E3OMAINC

Tabnetkun
racTpopesncTeHTHi, no 40
Mr 110 7 TabneTok y
6nicTepi; no 2 6nictepn y
KapTOHHIA KopooLi

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH J0 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHbIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmaLii Woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu

MicALiB Nicasa 3aTBepAKeHHs

3a peyernmom

UA/15735/01/02

111.

EMOTOH

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
50 wr; no 10 TabneTok y
6nicTepi, no 3 6nictepn y
KapTOHHIM navui

TOB "Epcenb dapma
Ykpaiva"

Ykpaina

ATnaHTik Papma —
MpogaycoeLu
dapmaceyTikall,
C.A.

MopTyranis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH A0 po3giny MKA:

MapkupoBka
HoBa pegakuisi MapkupoBka

CornacHo yTBepXAeHHOMY TeKCTy

MapKkupoBKW. OHOBNEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3aco6y 3 BHECEHHSIM iHchopMmalyii
LLI0A0 3a3HAYEHHST OAVHNLb
BMMiptOBaHHS y cuctemi Sl

3a peyernmom

UA/15643/01/01

112.

EMOTOH

TabneTku, BKPUTI
NMiBKOBOK 06G0/MOHKOM0, MO
100 wmr; no 10 TabneTok y
6nictepi, no 3 6nictepn y
KapTOHHI nauui

TOB "Epcenb dPapma
YkpaiHa"

YKpaiHa

ATnaHTik ®apma —
MpogaycoeLw
dapmaceyTikall,
C.A.

Moptyranis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH [0 po3ainy MKSA:

MapknpoBka
Hosa pepgakuis Mapkuposka

CornacHo yTeepXaeHHOMY TEKCTY

MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OANHNLL
BUMIipHOBaHHSA y cuctemi Sl

3a peyenmom

UA/15643/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

113.

EMTPIUNTABI
H TEHO®OBIP

TabneTku, BKpUTI
o6onoHKoto, no 30
TabneTokK y KOHTeliHepi; no
1 KOHTelHepy B KapTOHHIiA
KopooLi

FETEPO JIAB3
NIMITEL

IHais

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHthopMalLlii Loao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.

OHOBJIEHHS BXE 3aTBEPKEHOrO
TEKCTY MapKyBaHHS, BHECEHHS
3MiH [0 po3giny “MapkyBaHHS"

MKSA N13: 3anpornoHoBaHo:
MapkvpoBka. B cooTBeTcTBMK C
YTBEPXAEHHBLIM TEKCTOM
MapKvpoBK1. BeefeHHsA 3MiH
NpOTArom 6-X MicaiB nicas
3aTBEPAXKEHHS

3a peyernmom

UA/13859/01/01

114.

EMTPIUNTABI
H TEHO®OBIP

TabneTku, BKpUTI
060/10HKOH, in bulk: no
1000 TabneTok y
KOHTeliHepi

FETEPO JIAB3
NIMITEL

IHais

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOBJ/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPKEHOrO
TEKCTY MapKyBaHHA no 1000

Tab/1eToK Y KOHTEiHepi (BHECEHHSA

no3HaYeHb OAMHNLbB

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM

niTep natuHcbKoro andasity,

TOLL0); BHECEHHS 3MiH 0 po34iny

“MapkyBaHHA" MKA N13:

3anpornoHOBaHO: MapkMpoBka. B

COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKVpOBKK.
MapkupoBka A1s NpoayKumm in
bulk B cootBeTcTBUK C
YTBEPXAEHHbLIM TEKCTOM
MapKMpPOBKW, KOTOPbIA
npunaraetcs. BeefeHHA 3MiH
NpOTArom 6-X Micauis nicas
3aTBEPAXKEHHS

UA/13858/01/01

115.

EHANAMPUN-
JAPHULA

Tabnetku no 10 mr, no 10
Tab/1eTOK Y KOHTYPHiit

MpAT
"®apmaueBTnyHa

YKpaiHa

MpAT
"®apmaueBTnyHa

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TUny - 3MiHK

3a peyernmom

UA/9020/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YapyHKOBIli ynakoBLij; no 2
KOHTYPHI YapyHKOBI
ynakoBkM y navui

thipma "AapHuusa”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

116.

EHANO3NA®
12,5

Tabnetku no 10 TabneTok
y 6nicTepi; no 2 abo no 3
6nicTepu B nauui 3
KapToHYy

AT "dapmak"

YKpaiHa

MAT "dapmak”

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
3MiHu Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/to4aoun
[LjanasoH po3Mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPMKEHUM PO3MIPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepil roToBOro Nikapcbkoro
3acoby; 3anponoHoBaHo: 159,00 kr
(1060 Tuc. Tabnetok); 300,00 kr
(2000 Tuc. Tabnetok); 477,00 kr
(3180,0 Tnc. TabneTok)

3a peyenmom

UA/0702/01/01

117.

EHANO3NA®
25

Tabnetkn no 10 Tabnetok
y 6nicTepi; no 2 abo 3
6nicTepn y nauui 3
KapToHYy

AT "®dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3MiHU | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/Ito4aoun
LianasoH po3Mipy cepii) roToBoro
nikapcbKoro 3aco6y (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPKEHUM PO3MIpPOM) -

3a peyernmom

UA/5568/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BBEJleHHS [0AaTKOBOro po3mipy
cepii roToBOro nikapcbkoro
3acoby; 3anponoHoBaHo: 159,00 kr
(560 Tuc. Tabnetok); 300,00 kr
(1000 Tuc. Tabnetok); 477,00 kr
(1590,0 Tnc. TabneTok)
118. | EHAODA/BbK MOPOLLIOK A1 OpasIbHOro [p. danbk dapma HimeuunHa BignosigansHuii 3a HimeuunHa/ BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/4197/01/01
po3umHy no 55,318 r 6X BUMNYCK Cepiit ITania mMartepianis: 3MiHu | TNy - 3MiHK 3

MOPOLLKY Y nakeTi; no 6
nakeTiB y kopobu,j 3
KapToHy

KIHLLEBOrO NPOAYKTY
Ta anlbTepHaTUBHE
BTOPUHHE
nakyBaHHs:

Ap. danbk dapma
M6X, HimeuuunHa,;
Brpo6HuKn
[030BaHoi chopmu,
nepBuHHe Ta
BTOPUHHE
naKyBaHHs:
No3aH ®apma Mv6X,
HimeuumnHa;
Knoke ®apma-
Cepsic 'mb6X,
HimeuumnHa;
C.LLT. c.p.n.
Cepsizio
IHTepHaujioHane,
ITania

akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmaxkonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[L,0MOMIXHOT peYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeicbkin hapmakonei) -
OHoBReHwWit cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
MNogaHHA OHOBNEHOr0
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2004-252-Rev 01
(3atBepmxeHo: R1-CEP 2004-252-
Rev 00) ans aio4oi peyoBrHU
Sodium hydrogen carbonate Big
BXe 3aTBEepPKEHOro BUPO6HNKa,
SIKUIA 3MiHMB Ha3By Ha SOLVAY
OPERATIONS FRANCE, ®paHuis
(3aTBepaxeHo: Solvay Carbonate
France, ®paHuig); 3miHn | TUny -
3MiHn 3 akocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiAANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
Martepiany/peareHTy/npomMiKHOro
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
MofaHHA OHOBEHOrO
cepTudpikaTa BignoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2001-435-Rev 01
(3atBepmxeHo: R1-CEP 2001-435-
Rev 00) ans aito4oi peyoBmHU
Potassium chloride Big Bxe
3aTBepxeHoro supobHuka Klinge
Chemicals Ltd., BenukobpuTaHis;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOrO
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ana
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
NogaHHA OHOBNEHOr0
cepTuddikaTa BignoBiAHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2002-180-Rev 03
(3atBepmxeHo: R1-CEP 2002-180-
Rev 02) ans aio4oi peyoBrHU
Macrogols Type 3350 Big BxXe
3aTBEPKEHOr0 BUPOGHUKA
CLARIANT PRODUKTE
(DEUTSCHLAND) GMBH,
HimeuuunHa; 3miHu | Tuny -
AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOOGHWYOI finbHNL
(BkAOYaum ginbHuui ans Adl,
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

MPOMIXKHOIO NpoAyKTy abo
rOTOBOro Nikapcbkoro 3acoby,

YKpaiHa

AT "KMIBCbKUI

YkpaiHa

BiANOBIAA/ILHOrO 3a BUNYCK Cepii,

AiNbHUL 418 NPOBeAEHHSA
nakyBaHHS, BUPOOHMKa,

MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3HayeHo y AOCbE) - BunyyeHHs
BUPOBHUYOT AinbHULI ADP| HaTpito
xnopug Merk KG, HimeuunHa;
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu 3asBHUKA
(BnacHwvka peecTpadujiiHoro
NnocBiJYeHHs) - 3MiHa agpecu
3asABHUKa; 3MiHW | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKY cepii abo micue
NpOBeAEHHS KOHTPOJIIO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BKKOYAKOUM
BUMYCK Cepiii) - MNpuBeaeHHs
afpecu BUpobHuKa,
BiZJNOBIAAILHOMO 3a BUMYCK cepil
«[ip.®anbk dapma MMEX»,
HimeuuuHa, y BIgNOBIAHICTb A0
marepianis BUPO6HMKa
BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -

6e3 peyenma

UA/17457/01/01

119. | EPIFOLETAN

TabneTku, BKpUTI
NNiBKOBOK 060/I0HKOIO MO
5 mr no 10 Tabnetok y
6nictepi, no 1 a6o 3
6nicTtepun y nayui

AT "KWTBCBKUI
BITAMIHHWA
3ABOS"

BITAMIHHWIA
3ABOJ"

He3HauHi 3MiHM Yy MeTogax
BMNpoGyBaHHSA AD| 3a NOKa3HUKOM
«CynpoBigHi AOMILLKM», a came
BBE/IEHHS B PO3YMHUN MOPIBHAHHSA
(,c) ®C3 APY leBOLETUPUIUHY
avrigpoxnopuay, Lo He BNAnBae
Ha 3MiHN METOZB KOHTPO/IO Ta Ha
iHTepnpeTaLito OTPUMaHNX AaHuX;
3MiHU | TUNY - HE3HaYHI 3MiHN Y
mMeTofax BunpobysaHHs 13 3a
nokasHukom «CynpoBigHi
[OOMILLKM», a caMe B PO3UWHN
NOpiBHAHHSA (a) BBEAEHO

aIbTepHATMBHWI CTaHAAPTHWIA
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3pas3ok ¢C3 DY
JleBoLeTVPW3NHY Anriapoxnopuay,
LLLO A,03BO/ISIE ONTUMI3yBaTH
NPOBeAEHHS KOHTPOIO.
HopmyBaHHS NoKa3HWKIB AKOCTI
3a/mwmnaocs 6e3s 3MiH
120. | EPONIH® Tabnetku no 10 mr; no 5 3AT dapmaueBTUUHNI YropuHa 3AT YropwuHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/6527/02/01
a6o 10 Tabnetok y 3aBop ElIC dapmaLleBTUYHNI mMartepianis: TeXHIYHa NOMUSIKaA
6nictepi; no 1 6nictepy B 3asog ElIC (3rigHo Hakasy MO3 Big,
KapTOHHI kopobui; no 10 23.07.2015 Ne 460) - BunpaBfeHo
Tabnetok y 6nictepi; no 3 TEXHIYHY NOMWJIKY Y TEKCTI
6nicTepn B KAPTOHHIN MapKyBaHHS BTOPVHHOI YNaKoBK/
nauui nikapcbKoro 3acoby:
3anponoHosaHo: 14. KATEITOPIA
BIANYCKY Bes pevuenTa.
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpauiiiHoro 4ocbe
121. | ECNA- NOPOLLOK A1 OP&/IbHOIO Ecnapma Mm6X HimeuyunHa ecnapma dapma HimeyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/14782/01/01
DOLNH® po3unHy no 3000 Cepsices 'M6X, martepianis: 3miHu | Tuny -
Mr/nakeT; no 8 r NopOLLKY HimeuunHa nogaHHs HoBoro CepTudikaty
(3000 wmr pgirouoi (BTOpUHHE BiANOBIAHOCTI EBpONeiichbkili
peyoBuHM) y nakeTi; no 1 nakyBaHHs); thapmakonei Ne RO-CEP 2015-
nakeTy B KapTOHHIi Ninpgodhapm MvbX, 289-Rev 02 ans Aitoyoi pevoBuHN
ynakoBLii HimeyunHa hochomiLuHy TpOMeTamorny Bif,
(BUPOBHMLTBO HOBOro BMpo6Huka F.1.S. Fabbrica
Hepo3dhacoBaHoro Italiana Sintetici S.p.A. 4o Bxe
NPOAYKTY, NepBUHHE 3aTBep/axeHoro Interquim, S.A.,
nakyBaHHs, de C.V., Mekcuka
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BWMNYCK cepii)
122. | E®PCTAT TabneTku, BKPUTI MpAT Ykpaina xeHedchapm CA peuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/17530/01/01
NAiBKOBOK 060JI0HKOIO, MO "®apmMaLeBTUYHa marepianis: 3miHu |l TMNY - 3MiHK
80 wmr; no 14 TabneTok y ipma "JapHuus” Lof0 6e3nekn/edekTMBHOCTI Ta
6nictepi; no 2 6nictepn B thapmakoHarnagy. IHwi 3miHu, ski
KapTOHHI nauui He BBILWAN Y Leli po3ain, Aki
BK/IH0YAI0Tb MOJAHHA pe3y bTaTiB
JocnimKeHb [0 KOMNETEHTHOrO
opraHy - NogaHHsa 3BiTy Npo
OOKNiHIYHI gocnigpkeHHs (JoaaTok
29) Ta 3BITY NPO KiHIYHI
pocnigxenHsa (Jopatok 30) ans
noganbluoi ny6ikauii ix Ha
odpiyitHomy cainti MO3 YkpaiHu
123. | E®CTAT TabneTtku, BKPUTI MpAT Ykpaina DxeHedhapm CA Ipeuis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/17530/01/02
NNiBKOBOK 060/10HKOK, MO "hapMaueBTNYHA mMartepianis; 3MiHu Il Tuny - 3miHn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

120 wr; no 14 TabneTtok y
6nictepi; no 2 6nictepn B
KapTOHHI navui

thipma "AapHuusa”

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. Hwi 3miHu, ki
He BBILWAN Y Leli po3ain, ki
BK/1I0UAIOTb NOAAHHSA pe3ysibTaTiB
JocnigpkeHb 10 KOMNETEHTHOTO
opraHy - NofaHHA 3BiTy Npo
[OKTiHIYHI gocnigpkeHHs (JoaaTtok
29) Ta 3BITY NPO KAIHIYHI
pocnigxenHs (Jopatok 30) ans
nogasibLoi ny6ikauii ix Ha
ocpiyitHomy cainti MO3 YkpaiHu

124.

SNPOMUH

TabneTtku, BKPUTI
NAiBKOBOK 060/10HKOLO, MO
500 mMr no 3 Tabnetkn y
6nictepi, no 1 6nictepy B
KapTOHHIA KopooLi

YOP A, MEAVLAH
NIMITEL,

Benuvka
BpuTaHis

Bioghapma lnay CaH.

Be Timk. A.LL.,
TypeyuunHa; YOP/],
MEANLWH INAY
CAH. BE TIAX.
A.U., TypeuumHa

TypeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

3MiHV BHECEHI Y 3B'A3KY 3
BUJTYYEHHS 3 TEKCTY MapKyBaHHSA
NnepBUHHOT ynakosku /13
iHchopmawuii Wwopo norotuny
3asBHUKA Ta BHECEHHA [0
BTOPUWHHOI yNakoBku iHchopmavii
LoA0 AaTh BUPOOHMLUTBA 415
MapKyBaHHS Bif, BUPOOGHMKA
YOPN4 MEOVLINH INAY CAH.
BE TIAXK. A.LL., TypeuunHa.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/12748/01/01

125.

30MALMA

KOHLieHTparT Ans
NPUroTyBaHHS PO3YNHY
Ans iHdysii, 4 mr/5 mn, no
5 mn y dpnakoHi; no 1 abo
no 4, a6o no 10 ¢hnakoHis
y naJui 3 kKapToHy

ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
"POKET-®APM"

YKpaiHa

TOB "®apmigesn”

Nartsia

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsa roTOBOrO J1iKapCbKOro
3ac006y (36ibLUEHHS TEPMIHY
NpUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 1 ToproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU
peasnibHOro Yacy) - 36iNbLUeHHs
TepMiHy NpMAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX A0CAIAXEHD
CTabisIbHOCTi y peasibHOMY Yaci:
3aTBepmkeHo: TepMmiH
npuaaTHOCTI. 2 POKK.
3anponoHoBaHo: TepMiH
npuaaTHoOCTI 3 poku

3a peyernmom

UA/13408/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
126. | 30/IOMNEHT® TabneTku, BKpUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/9814/01/01
060/10HKOH, PAPM" marepianis: 3MiHU | TUMY - 3MiHK
KMLLKOBOPO34MHHI no 40 Lofo 6e3nekun/edpekTMBHOCTI Ta
mr, no 14 tTabnetok y hapmakoHarnagy (iHwi 3MiHn) -
6nictepi, no 1 6nictepy y BHECEHHS 3MiH 0 po3ainy
KapTOHHiiA ynakosu,i, no 10 “MapkyBaHHA" MKA N13:
Tabnetok y 6nictepi; no 3 3anponoHoBaHo: MAPKYBAHHA
6nicTepun y KapTOHHiIl 3riiHo i3 3aTBEPKEHNM TEKCTOM
ynakoBLi MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
127. | 3O0/IOMNEHT® TabneTku, BKpUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/9814/01/02
060/10HKOH0, PAPM" marepianis: 3MiHu | TUMY - 3MiHK
KMLLKOBOPO34MHHI no 20 ofo 6e3nekn/edekTMBHOCTI Ta
Mr no 14 TabneTtok y hapmakoHarnsgy (iHwi 3miHn) -
6nictepi, no 1 6nictepy y BHECEHHS 3MiH 0 po3ainy
KapTOHHI ynakosL,i “MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
3riiHO i3 3aTBEPKEHM TEKCTOM
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHSIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
128. | IBPAHC Kancynu no 75 mr, no 7 MOAN3EP EVNY.CLML. CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/15747/01/01
Kancyn y 6nictepi; no 3 KOPTMOPENLUH MeHtohekyypuHr mMartepianis: 3MmiHu Il Tuny - 3miHn

6nicTepn Y KapPTOHHIN
Kopoo6Ui

[onuneng Mm6X

BHECEHO [0 IHCTPYKLi AN
MeJIMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Cnocib 3acTocyBaHHs Ta fo3un",
"Mo6ivHi peakui™ Ta A0 KOPOTKOI
XapaKTepuCTUKN NikapcbKoro
3acoby go posginis 4.2, 4.5, 4.9
BiANOBIAHO 4O OHOBNEHOI Bepcil
MYP (1.6). BBegeHHs 3MiH
npoTsarom 3 micsuis nicns
3aTBEPKEHHS;
3MiHu Il TMny - 3aBHUKOM HagaHo
OHOBJIEHUIA NNaH ynpasiHHA
pu3mkamu, Bepcist 1.6. BHeceHi
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHM go «Cneundikaui 3
6e3nekn» Ta B3aEMOMOB'A3aHNX
YyacTuH. [leTanbHuii onvc cucTemm
ynpas/liHHA pU3nKamu y BUrIaai
nnaHy ynpaeniHHA pu3vikamu, Lo
HafaHuii 3asIBHUKOM, MICTUTb
pY3KK NPOMNOpLiliHi 3axoam 3
MiHimi3aLii pu3unKiB Ta 34jiiCHEHHS
thapmakoHarnagy; 3miHu Il Tuny -
3MiHV BHECEHO [0 IHCTPYKLi Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy
"apmakonoriyHi BracTmBocTi" Ta
[,0 KOPOTKOT XapakTepucTnkm
nikapcbKoro 3acoby o posginy
5.1 BignosigHo fo iHdhopmauii
00 [BOX 3aBEpLUEHNX
OOKMIHIYHNX JocniXeHb: 6-
MicsiuHe OOoCAioKEHHS
KaHL,eporeHHoCTi y muLuei
(20094764), Ta ABOpIYHE
[OCNiHKEHHS KaHLLepOreHHoCTi y
wypis (20066483);
3MiHu Il TUNY - 3MiHM BHECEHO A0
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA MiKkapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BractmeocTi", "lMo6ivHi peakuii" Ta
[,0 KOPOTKOT XapakTepucTnkm
nikapcbkoro 3acoby BiANoBiAHO A0
marepianis peecTpaujinHoro
[ocbe. BBegeHHs 3MiH npoTaroMm 3
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHu |l TMny - 3MiHM BHECEHO A0
KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby o posginy
5.3 cTocoBHoO iHdhopmaLii no
pesynbTaTam JOKNIHIYHOro
pocnipkeHHs 20084675.
BeegeHHs 3MiH npoTtsirom 3
MiCAILiB Nicns 3aTBepKEHHS;
3MiHu Il TUNY - 3MiHM BHECEHO A0
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA MiKkapcbKoro 3acoby
[0 po3ainis "®apmakonoriyHi
BnacTusocTi", Cnoci6
3acTocyBaHHs Ta go3n” Ta
peparyBaHHA TEKCTY Y po3gini
"[iTK" Ta aHa/10TiYHi 3MiHK A0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby o po3ainis
5.1, 4.2, 4.3 cTOCOBHO iHhopmaLlii
no pesynbTaram KniHiYHOro
pocnigpkeHHs PALOMA-2.
BeefeHHs 3miH npoTtarom 3
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO A0
IHCTPYKLi 415 MeguyHOro
3aCTOCYyBaHHS /iKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BnacTusocTi", Cnoci6
3aCcToCyBaHHA Ta fo3n" Ta 0
KOPOTKOI XapakTepucThKu
nikapcbKoro 3acoby o posginy
5.1, 4.2, cTOCOBHO iHdhopmaL,i no
pesynbTaTaM KniHiyHoro
pocnipkeHHs PALOMA-2

129.

IBPAHC

Kancynu no 100 wmr, no 7
Kancyn y énictepi; no 3
6nicTepn y KapTOHHIN
Kopoo6Ui

MeAV3EP ENY.CL.MI.
KOPIMOPEWLUH

CLUA

Mdpaiizep
MeHtodhekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu Il Tuny - 3mMiHn
BHECEHO [10 IHCTPYKLi AN1A
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Cnocib 3acTtocyBaHHs Ta fo3un",
"Mo6ivHi peakui™ Ta A0 KOPOTKOI
XapaKTepuCTUKN NikapcbKoro
3acoby go posginis 4.2, 4.5, 4.9
BiANOBIAHO 4O OHOBNEHOI Bepcil
MYP (1.6). BBegeHHs 3MiH
npotsarom 3 micsAuiB nicns
3aTBEPAKEHHS;
3MiHW Il TMny - 3a5BHUKOM HagaHo
OHOBJ/IEHWIA N1aH ynpas/iHHA
pusmkamu, Bepcis 1.6. BHeceHi
3MiHM go «Cneuundikaui 3
6e3nekn» Ta B3aEMOMOB'A3aHNX
YyacTuH. letTanbHuii onvc cucTemm
ynpas/liHHA pu3nKamu y BUrnagi
nnaaxy ynpaeniHHA pu3vikamu, LWo
HafaHuii 3aBHVKOM, MICTUTb
PY3KK NPOMNOPLiiHi 3axoam 3
MiHimi3aLii pu3unKiB Ta 34jiACHEHHS
thapmakoHarnsagy; 3amiau Il tuny -
3MiHV BHECEHO [0 IHCTPYKLi ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ao posgainy
"PapMakoorivyHi B1acTnBoCTi” Ta

3a peyenmom

UA/15747/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

[,0 KOPOTKOT XapakTepucTnkn
nikapcbKoro 3acoby Ao posgainy
5.1 BignosigHo fo iHchopmadlii
OO0 [iBOX 3aBEpLLEHNX
[LOKNIHIYHUX JOCNIMKEHb: 6-
MiCAiYHE AOCNIAKEHHS
KaHLepOoreHHoCTi Y MuLLei
(20094764), Ta ABOpPiYHE
[OCNIHKEHHSA KaHLLepPOreHHoCTi y
wypis (20066483);
3MiHu || TUNy - 3MiHK BHECEHO A0
IHCTPYKLi 415 MeguyHOro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BrnactmsocTi", "Mo6iuHi peakuii" Ta
[,0 KOPOTKOT XapakTepucTnkn
nikapcbKoro 3acoby BiAnoBiAHO A0
maTepianiB peectpauiiHoro
focbe. BBefeHHsA 3miH npotsarom 3
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHu Il TUNY - 3MiHX BHECEHO A0
KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby o posgainy
5.3 cTocoBHO iHdhopmaLii no
pe3ynbTatam AOKIiHIYHOro
pocnimpkeHHs 20084675.
BeefeHHs 3miH npoTtarom 3
MiCALIB MIiCNSA 3aTBEPPKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO A0
IHCTPYKLi 415 MeuyHOro
3aCTOCYyBaHHS iKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BnacTtusocTi", Cnoci6
3acTocyBaHHA Ta [o3un” Ta
pefaryBaHHsi TEKCTY Yy po3gini
"[iTn" Ta aHaNorivHi 3mMiHK A0
KOPOTKOI XapakTepucTuKu
nikapcbkoro 3acoby o po3ainis
5.1, 4.2, 4.3 cTOCOBHO iHhopmaLlii
no pesynbTaram KniHiYHOro
pocnigpkeHHs PALOMA-2.
BeefeHHs 3miH npoTtarom 3
MiCALIB MIiCNA 3aTBEPPKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO A0
IHCTPYKLi 415 MeuyHOro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BnactusocTi", Cnoci6

3acToCcyBaHHA Ta fo3u” 1a Ao
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby Ao posgainy
5.1, 4.2, cTOoCOBHO iHhopmaL,i no
pe3ynbTaram K/iHiYHOro
pocnipkeHHs PALOMA-2
130. | IBPAHC Kancynu no 125 mr, no 7 MN®AN3EP ENY.CI.MI. CLWA Mdpaiizep HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/15747/01/03
kancyn y 6nictepi; no 3 KOPMOPENLLH MeHtochekuypuHr marepianis: 3miHu |l TURY - 3MiHK

6nicTepn y KapTOHHiIl
Kopoo6ui

[Loiuneng Tm6X

BHECEHO [0 iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco61BOCTI 3aCTOCYBaHHA",
"Cnoci6b 3acTocyBaHHA Ta fo3sun",
"Mo6iyHi peakyii” Ta O KOPOTKOT
XapakTepucTVKM NikapCbKoro
3acoby o po3sginis 4.2, 4.5, 4.9
BiANOBIAHO [0 OHOB/EHOT BepCii
MYP (1.6). BBefeHHA 3MiH
npotarom 3 micsAuiB nicns
3aTBEPAKEHHS;
3MiHu Il TUNYy - 3a8BHNKOM HafaHo
OHOBJ/IEHWIA NaH ynpasiHHA
pv3vkamu, Bepcis 1.6. BHeceHi
3MiHM o0 «Cneuunadikau)i 3
6e3nekn» Ta B3aEMOMOB'A3aHNX
4yacTuH. letanbHuWii onvc cucTemm
ynpaBliHHA pU3nKamun y BUrnsgi
nnaHy ynpasniHHSA py3ukamu, Wwo
HafaHuii 3aBHVKOM, MICTUTb
pY3KK NponopLiiiHi 3axoam 3
MiHimi3aLii pu3unkiB Ta 34jiCHEHHS
thapmakoHarnagy; 3miHu Il Tuny -
3MiHM BHECEHO A0 IHCTPYKLT Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3giny
"apmMakonoriyHi BnacTusocTi' Ta
[0 KOPOTKOI XapakTepUCTUKN
nikapcbKoro 3acoby Ao po3giny
5.1 BignosigHo Ao iHhopmadii
LLIOAO ABOX 3aBEPLUEHUX
LOKNIHIYHMX fOCAioKEHb: 6-
MicsiuHe OOCNiMKEHHS
KaHL,EepOoreHHOCTi y MuLLei
(20094764), Ta ABOpI4HE
LOCNIMKEHHS KaHLLeporeHHOCTi Y
Lwypis (20066483);
3MiHu |l TMNy - 3MiHM BHECEHO A0
IHCTPYKLT ANa MeguyHoro
3acTOCyBaHHSA NikapcbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0 po3ainis "®apmakosioriyHi
BnactusocTi", "Mo6ivHi peakuii Ta
[0 KOPOTKOI XapakTepUCTUKN
nikapcbKoro 3acoby BignoBigHO Ao
mMarepianis peecTpaujiiiHoro
Aocbe. BBefeHHs 3MiH npoTsarom 3
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO A0
KOPOTKOI XapakTepucThKu
nikapcbKoro 3acoby Ao po3giny
5.3 cToCcOBHO iHhopmaii no
pesynbTaTam JOKAIHIYHOro
nocnigpkeHHs 20084675.
BBefeHHA 3MiH NpoTsarom 3
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHu |l TMny - 3MiHM BHECEHO A0
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakosoriyHi
BnacTtmsocTi", Cnoci6
3acToCyBaHHA Ta [o3un” Ta
pefaryBaHHs TEKCTY Y po3gaini
"[iTn" Ta aHanorivyHi 3MiHK A0
KOPOTKOI XapakTepucThKu
nikapcbKoro 3acoby fo po3ainis
5.1, 4.2, 4.3 cTOCOBHO iHhopMmaLiT
no pesynbTaram KNiHiYHOro
npocnigpkeHHss PALOMA-2.
BBefeHHA 3MiH NnpoTsarom 3
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHu |l TMny - 3MiHN BHECEHO A0
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3ainis "®apmakosoriyHi
BnacTtmsocTi", Cnoci6
3acToCcyBaHHsA Ta f03K" Ta 0
KOPOTKOI XapakTepucTuKu
nikapcbKoro 3acoby Ao posgainy
5.1, 4.2, cTOoCOBHO iHhopmaL,i no
pe3ynbTaram K/iHiYHOro
pocnipkeHHs PALOMA-2

131.

IBYMPO®EH-
JAPHULIA

Tabnetku no 200 mr, no 10
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakoBLj; no
1,no2a6onob
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHVX AaHUX

6e3 peyenma

UA/2350/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.

[itoua pepakuisn: Cipaxos Irop
OnekcaHaposuy. MNponoHoBaHa
pefakuis: Typok B'auecnas
B'ayecnasoBuy

132.

IMATEPO®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
400 wmr, no 10 TabneTok y
6nictepi, no 1 a6o 10
6nicTepiB y kopobLi 3
KapToHy

leTepo /1a63 JlimiTepq,

IHais

[eTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHuK | TUNy - 3MiHN
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHs" MKA N3:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BiAnoBiAHO A0

BMMOr Hakasy MO3 Ykpainu Big,

23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu

MiCALiB Nicna 3aTBepAKeHHs

3a peyenmom

UA/15837/01/02

133.

IMATEPO®

TabneTkn, BKPUTI
NMiBKOBOK 060M0HKOM0, MO
100 wmr, no 10 TabneTok y
6nictepi, no 1 a6o 10
6nictepiB y kopobui 3
KapToHy

leTepo /1a63 JlimiTeq,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3MiHK | TUNYy - 3MiHK
ofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHsi. OHOB/IEHHS

3a peyernmom

UA/15837/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby BiAnoBigHO A0
BMMOr Hakasy MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB nicna 3aTBepAKeHHs

134.

IMYHO-TOH®

cupon in bulk: no 100 mny
6aHLui; no 48 6aHOK y
KOpoO6i KapTOHHOMY; in
bulk: no 200 mn y
chnakoHi; no 30 chnakoHiB
Y KOPO6i KAPTOHHOMY

NAT "Tannadapm”

Ykpaina

AT "Tannacpapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH [0 po3gainy 3.2.S.2.
Mpouec BrpobHMLTBa ADI
3Bipoboto HacTolika, 30KpemMa:
3anpornoHoBaHO NPOBEAEHHS
[ABOXCTagiliHOi hinbTpauii 3
BUKOPWUCTAHHAM KapTOHHOIO Ta
MilleyHoro goinbTpiB. BuknageHHs
TEKCTY KOPOTKOro onucy
TEXHO/0MYHOro npouecy Ta
TEXHOMNOTIYHOI cXeMmn
BMPOGHMLTBA AD| B HOBIl
pepakuii

UA/9511/01/01

135.

IMYHO-TOH®

cupon no 100 mn y 6aHL;

no 1 6aHui y nayui; no 100
M abo 200 MmNy ¢hriakoHi;
no 1 cpnakoHy y nauwi

MAT "Tanuucpapm”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH [0 po3giny 3.2.S.2.
Mpouec BnpobHuyTBa AdI
3Bipo6oto HacTolika, 30KkpemMa:
3anporoHoBaHo NPoBeEeHHs
[ABOXCTagiliHol chinbTpauii 3
BVKOPVCTAHHAM KapTOHHOrO Ta
MileyHoro goinbTpiB. BuknageHHs
TEKCTY KOPOTKOro onucy
TEXHOJIOrMYHOro npouecy Ta
TEXHO/OTIYHOI CXeMun
BMPOGHULTBA AD| B HOBIl

pegakuii

6e3 peyenma

UA/2179/01/01

136.

IHAAN®

kancynu no 2,5 mr no 10
Kancyn y 6nictepi; no 3
6nicTepn B KAPTOHHIN
Kopoo6Li

MPO.MEZA.LC Mpara
a.c.

Yecbka
Pecny6nika

BMPOGHULITBO 3a
MOBHUM LIK/TOM,
BUNYCK cepil:
MPO.MEA.LIC
MNpara a.c., Yecbka
Pecny6nika
nepBuHHE i
BTOPWHHE
nakyBsaHHsi: CBYC

Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
dhapmaxkonei Ne R1-CEP 2012-
182-Rev 00 gns 4itoyoi peyoBmHU
Indapamide Big Bxe
3aTBEPKEHOrO BUPOGHMKA
SUZHOU LIXIN

3a peyenmom

UA/4237/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

$apma a.c., Yecbka
Pecnyb6nika;
NepBUHHE i
BTOPUHHE
nakyBaHHS:
KOO®APMA c.p.o.,
Yecbka Pecnybnika

PHARMACEUTICAL CO., LTD;
3MiHu | TUNY - BUNy4YeHHs MNE-
CeprtuchikaTi BifnoBigHOCTI
€Bponelicbkoi Papmakonei gns
[LOMOMDKHOT PEYOBUMHM XeNnaTuH:
RO-CEP 2000-050-Rev 04 RO-
CEP 2000-085-Rev 03 RO-CEP
2002-110-Rev 01 RO-CEP 2002-
126-Rev 01 RO-CEP 2003-028-
Rev 01 RO-CEP 2004-121-Rev 01,
3MiHM | TUNY - NoAaHHs
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2000-
027-Rev 02 gns Gelatin Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
ROUSSELOT; 3MmiHu | Tvny -
nofaHHsA OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2000-
029-Rev 05 gns Gelatin Big Bxe
3aTBEPKEHOr0 BUPOGHMKA
ROUSSELOT; 3MmiHu | Tvny -
nogaHHsa Hosoro ME-CepTtudikaty
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2010-
043-Rev 00 gns Gelatin Big
BMpo6HMKa ROUSSELOT; 3miHu |
TNy - nogaHHA Hosoro IME-
CeprtuchikaTy BignoBifHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
Gelatin Big, BUpobHuKa
TESSENDERLO GROUP N.V;
3MiHuM | TUNY - NnogaHHA HoBoro ME-
CepTuchikaTy BignoBifHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2001-424-Rev 03 gns
Gelatin Big BMpo6Huka GELITA
Group; 3MiHW | TNy - NoAaHHA
HoBoro ME-CepTudikaty
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2001-
211-Rev 01 gna Gelatin Big
BMpo6Huka STERLING BIOTECH
LIMITED; 3miHu | Tvny - nogaHHs
HoBoro ME-CepTudikaty
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei Ne R1-CEP 2000-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

067-Rev 03 ansa Gelatin Big
BUpo6HMKa ROUSSELOT; 3MiHu |
Tuny - CEP nogaHHAa Hosoro ME-
CepTucpikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
Gelatin Big Bupo6bHuka NITTA
GELATIN INDIA LTD; 3miHn | Trny
- nogaHHs Hosoro ME-
CeprtuchikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2008-137-Rev 01 gns
Gelatin Big BMpo6Huka GELITA
AG; 3MiHM | TUNY - NoAaHHsA
HoBoro E-CepTtudikaty
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-
217-Rev 02 ana Gelatin Big
Bupo6HuKa Nitta Gelatin Inc;
3MiHuM | TUNY - NnogaHHA HoBoro ME-
cepTucpikaTy BignosigHocTi €P
R1-CEP 2001-028-Rev 01 ansa
Gelatin Big, Bupo6Huka GELTECH
CO., LTD; 3miHu | TUNY - nogaHHs
HoBoro E-cepTudikaty
BignosigHocTi €E® R1-CEP 2003-
261-Rev 01 ana Gelatin Big
BMpo6HMKa M/S India Gelatine and
Chemicals Ltd

137.

IHOAHPUKC™
KOMBIHOBAH
A BAKLIMHA
ansa
MPO®INAKTUK
N BUDTEPII,
MPABLS,
KALLI/THOKY
ALENIONSAPHA
OUMLLIEHA
IHAKTUBOBAH
A PIOKA

CycneHsis Ans iH'ekui no
1 posi (0,5 mn) y
nonepeaHbLO 3anoBHEHOMY
wnpuui Ne 1y KOMnnekTi 3
opHieto abo gBoma
rofikamu: no 1
nonepeaHbLO HaNoBHEHOMY
LUMPULLY Y KOMMNEKTI 3
ofHieto abo gsoma
rosikaMu y nnacTukoBomMy
KOHTeliHepi; no 1
nnacTKoBoMy
KOHTEiHepy B KapTOHHIl
Kopoo6Ui

nakcoCmiTKnaiiH
Ekcnopt flimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiH
Bionompxkikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3miHu | TMny - 3amiHa
3aTBepAXeHOT MeTOAMKM, LLIO
BMKOPWCTOBYETLCA AN1A
BU3HAYEHHS BMICTY aHTUTreHy,
aHTUreHHOI aKTMBHOCTI Ta
ineHTudikauii Filamentous
haemagluttinin (FHA) meTogom
ELISA, Ha iHWY MeToauKy,
BK/10YAI0UM BMNPOBAKEHHS
mMeToAy 064MCNeHHs
4yoTupboxnapameTpuUyHOi KPUBOT,
3MiHW Y pO3BEAEHHI aHTUTIN,
[ofaBaHHi eTany 6/10KyBaHHA Ta
IHLUMX TEXHIYHMX MoaudikaLiin y
npoueci BUPOBHNLTBA; 3MiHN |
UMy - BNPOBaKEHHSA HOBOIO
eTasIoHHOro ctaHaapTy (batch
SWNO590A06) ans HoBOI

3a peyernmom

UA/15120/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npoueaypu BUnpobyBaHHs
aHTureHy Filamentous
haemagluttinin (FHA) meTogom
ELISA. PepakuiiiHi npaBku o
po3giny 3.2.P.5.2; 3minu Il Tvny -
3amiHa 3aTBepA)KEHOT METOANKM,
LLI0 BUKOPUCTOBYETLCSA ANA
BU3HAYEHHS BMICTY aHTUTreHy,
aHTUreHHOI aKTMBHOCTI Ta
ineHTudikauii Filamentous
haemagluttinin (FHA) meTogom
ELISA, Ha iHWY MeToauKy,
BK/THOHAK0UN BNPOBaKEHHS
mMeToAdy 064MCNeHHs
YyoTUpbOXnapameTPUYHoi KPMBOI,
3MiHW Y PO3BEAEHHI aHTWTIN,
[JofaBaHHi eTany 6/710KyBaHHA Ta
IHLIMX TEXHIYHMX MoAMdDiKaLi.

138.

IHONYBAK®
(INFLUVAC®)
BAKLVHA AN
MPODINAKTUK
n reuny,
NMOBEPXHEBU
N AHTUTEH,
IHAKTUBOBAH
A

CycneHsis Ans iH'ekuid; no
0,5 mn cycneHsii ana
iH'eKLn y nonepeaHb0
HanoBHEHOMY
OZIHOPa30BOMY LUMPULL; N0
1 a6o 10 wnpuyis y
KapTOHHIA KopooLi

A660TT Bionoaxikans

B.B.

HigepnaHngu

ABGOTT
Bionopxikan3s b.B.

HigepnaHgu

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
MpuBeneHHs iHopMaLii Wwoao

cknagy nikapcbkoro 3acoby B
MK#, a came 3a3Ha4veHHs, Wo
Bipycw rpuny «iHaKTUBOBaHi».
3MiHN BHECEHO [0 IHCTPYKUIT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakyii”, "Cknag"
(BiopenaroBaHo TEKCT) Ta AK
Hacnigok NpMBeAeHo y
BiANOBIAHICTb TEKCT MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby

3a peyenmom

UA/13027/01/01

139.

IHOOPC

TabneTku, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
50 wr, no 4 a6o no 10
Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHii
naJui; no 4 a6o no 10
TabneTtok y 6nictepi; no 2
6nicTepu B KAPTOHHIA
naJui; no 4 TabneTkm y
6nicTepi; no 3 6nictepn B
KapTOHHI nayui; no 1
Tabnetui y 6nictepi; no 1
6icTEpPY B KAPTOHHIl

KcaHTic d®apma
Nimiteq

Kinp

CaHeka

PapmacbloTikans AT

Cnosaubka
Pecny6nika

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13:
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEpAXEHOro TEKCTY

MapKyBaHHS. OHOB/IEHHSI TEKCTY

MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3aco6y 3 BHECEHHSIM iHchopMmalyii
LLIOAO 3a3HaYEHHS OANHULb
BVMIiptOBaHHSA y cuctemi Sl.

3a peyernmom

UA/16335/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nauuj; no 4 TabneTkn y BBefeHHs1 3MiH NpoTArom 6-tu
6nictepi, no 5 6nicTepis B MicALiB Nicna 3aTBepAKeHHs
KapTOHHI navui
140. | IHOOPC TabneTku, BKPUTI KcaHTic ®apma Kinp CaHeka CnoBaubka BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16335/01/02
NiBKOBOK 060J10HKOLO, MO Nimiten dapmacbtotikan3 AT | Pecny6nika marepianis: 3MiHu | TUMY - 3MiHK
100 wmr, no 4 a6o no 10 Lofo 6e3nekun/edekTMBHOCTI Ta
Tabnetok y 6nictepi; no 1 thapmakoHarnsgy (iHwi 3MiHn) -
6nicTepy B KApTOHHIi BHECEHHS 3MiH [0 po3ainy
naJui; no 4 a6o no 10 “MapkyBaHHs" MKA N3:
Tabnetok y 6nictepi; no 2 3anponoHoBaHo: MapKyBaHHS.
6nicTepn B KAPTOHHI 3rifHO 3aTBEPAKEHOrO TEKCTY
nauui; no 4 TabneTkn y MapKyBaHHs1. OHOBMIEHHS TEKCTY
6nictepi; no 3 6nictepu B MapKyBaHHS! yNakoBKW J1iKapCbKOro
KapTOHHIM nayui; no 1 3ac00y 3 BHECEHHSM iHchopMmalii
Tabnetui y 6nictepi; no 1 LLIOAI0 3a3HaYEHHS 0ANHULLb
6nicTepy B KAPTOHHIl BUMIPIOBaHHS y cuctemi Sl.
nauuj; no 4 TabneTkn y BBefeHHs1 3MiH NpoTArom 6-tu
6nictepi, no 5 6nicTepis B MicALiB nicnsa 3aTBepAKeHHs
KapTOHHIM nayui
141. | INPATPOMIYM- | iHransauis nig TMcKom, 3AT "IHTENI NntBa JNlabopaTtopio IcnaHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16363/01/01
IHTENI po34urH no 20 MKr/ao3a, no FEHEPVKC HOPA" Anbpo-tOHioH, C.J1. marepianis: 3MiHU | TUMY - 3MiHK
10 mn po3unHy (200 po3s) y wofo 6esnekn/eekTMBHOCTI Ta
6as10Hi; No 1 6anoHy y thapmakoHarnagy (iHwi 3MiHn) -
KapTOHHIA KopoobLi BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA N13:
3anpornoHosaHo: MAPKVPOBKA.
B co0OTBETCTBUM C YTBEPXAEHHbBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKm
NiKapCbKoro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpPOTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs
142. | IPUTEPO KOHLUEHTpAT 4151 PO3UnHYy FETEPO /1AB3 IHais leTepo /1ab3 IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/16087/01/01
Ans iHdoysii, 20 mr/mn; no NIMITEL NimiTen marepianis: 3MiHU | TUMY - 3MiHK

2 mn (40 mr) a6o no 5 mn
(100 mr) y chnakoHi; no 1
chnakoHy y KopobLi

LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKkoBKM NMikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Woa0
3a3HayYeHHs 0AVHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo 40 3aTBEpAXEeHOro
TEKCTY MapKyBaHHs. BBeaeHHsi
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
143. | KAMEHEKC TabneTku, BKPUTI FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17966/01/01
NiBKOBOK 060I0HKOK MO NIMITEL Niviten marepianis: 3MiHu | TUMY - 3MiHK
150 wmr; no 10 TabneTok y Lofo 6e3nekun/edekTMBHOCTI Ta
6nictepi; no 3 abo 6 thapmakoHarnsgy (iHwi 3MiHn) -
6nictepiB y kopobuj, no 60 OHOBJ/IEHHSI TEKCTY MapKyBaHHS
TabneTokK y KOHTeliHepi; no yNakoBKM NiKapcbkoro 3acoby 3
1 KoHTelHepy y kopobu,i BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSLIB Nicns 3aTBEpAKEHHS
144. | KAMEHEKC TabneTtku, BKPUTI FETEPO /1AB3 IHais letepo /1a63 IHAis BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/17966/01/02
NAiBKOBOK 060JI0HKOLO, MO NIMITEL Nimiteq marepianis: 3MiHu | TUMY - 3MiHK
500 wmr; no 10 TabneTok y Loao 6e3nekn/edeKTMBHOCTI Ta
6nictepi; no 3 abo 6 thapmakoHarnagy (iHLwi 3miHu) -
6nicTepiB y Kopobu,; no OHOB/IEHHSI TEKCTY MapKyBaHHs
120 TtabneTtok y yMakoBKM NikapcbKoro 3acoby 3
KOHTeliHepi; no 1 BHECEHHSAM iHdhopMaLii Wwoao
KOHTeliHepy y kopo6Li 3a3HayveHHsA OAUHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS
145. | KANEUWWBEKC TabneTku, BKPUTI AKKopf Xernckea Benuka Akkopp, Xenckea Benuka BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyenmom UA/14799/01/02
500 NAiBKOBOK 060JI0HKOIO, MO Nimiten BpuTaHis Nimitea, Benuka BpuTtaHis/ marepianis: 3MiHu | TUMY - 3MiHK
500 mr, no 10 TabneTok y BpuTaHis ITanis/ IHgis Lof0 6e3nekn/edhekTMBHOCTI Ta

6nictepi, no 3, 6 a6o 12
6nicTepiB y KAPTOHHIiA
Kopobui

(BignoBifanbHwWii 3a
BUMYCK cepil);
AKKopZ Xesnckea
NimiTen, Benvika
BputaHis (nepsuHHe
Ta BTOPVHHE
nakyBaHHs); ACTPOH
Pesbopu JlimiTeq,
Benvika bputaHis
(KOHTPO/b AKOCTI
cepiin); 44N Canni
Yelin, ITania CMA,
ITania (BTopvHHE
nakyBaHHs); IHTac
dapmacbioTikans
NimiTen, Benvika
BputaHis
(BUPOGHMLTBO

thapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHUX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOBaXEHOT 0CcO6H,
BiANOBIAA/IbHOI 32 34iiCHEHHS
thapmakoHarnagy; KOHTakTHol
0co6u 3 hapmakoHarnsgy
3aABHUKa 419 34iICHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiMiHHA Bif, yNOBHOBa)XEHOI
ocobu, BiANOBIAa/IbHOI 3a
3pjiicHeHHs chapmakoHarnagy
(BK/THOUAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
hapmakoHarsisgy) - 3miHa
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npenapary in bulk,
KOHTPO/b SKOCTi Npy
BWMYCKY, NaKyBaHHs,
BUNycK cepii); P-
dapm IxepmaHi
'm6X, HimeyunHa

(BUPOGHMLTBO

"Oco6nMBOCTI 3aCTOCYBaHHA"
(3acTepexeHHst CTOCOBHO CNOyK
HaTpito), "Mo6iyHi
peakuii”(peparyBaHHsA TEKCTY
CTOCOBHO 3BiTyBaHHs Npo
nigo3proBaHi NobiuHi peaxuii)
BiNOBIAHO A0 pekoMeHaaLlil

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
roTOBOro YNOBHOBaXXEHOI 0CO6U 3asBHUKA,
niKkapcbKoro 3acoby, BiANOBIA&/IbHOT 32
nepBuHHe thapmakoHarnag,.
nakyBaHHS, MponoHoBaHa pegakuis: Agata
BTOPVHHE Gesiewicz. 3MiHa KOHTaKTHUX
nakyBaHHs, LaHnX YNOBHOBaXXEHOT 0CO6U
KOHTPO/Ib SIKOCTI 3as1BHMKA, BignoBigasibHOI 3a
cepii); IHTac thapmakoHarnag. 3miHa
dapmacboTikans KOHTaKTHUX AAHUX KOHTaKTHOI
Nimiteq, IHAisa 0cobu ynoBHOBaXeHOT 0cobum
(BUPOBHMLTBO 3asBHVKa, BignoBigabHOI 3a
roToBOro hapmakoHarnag B Ykpaini. 3miHa
nikapcbKoro 3acoby, MiCLLe3HaXOKEHHS MacTep-
nepBuHHE chaiina cuctemu
nakyBaHHs, hapmakoHarnsagy. 3miHa micus
BTOPUHHE 3[iAiCHEHHS1 OCHOBHOI AjsiNIbHOCTI 3
nakyBaHHS, chapmakoHarnsgy
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTMBHWMIA
BMPOBHUK))
146. | KAPBOMNNATU po3uunH ANns iHdysiii 10 Awmakca NT[, Benuka Cragadhapm M'm6X, HimeuunHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/16882/01/01
H AMAKCA mr/mn no 5 mn, 15 mn, 45 BputaHis HimeyunHa martepianis: 3miHu | Tuny -
M abo 60 MmNy dakoHi, (KOHTpONb AKOCTI, OHOBJ/IEHHS cepTuddikaTty
no 1 donakoHy B KapTOHHIl BTOpPUHHE BiANOBIAHOCTI EBpONechbkili
Kopobui nakyBaHHs, BUMYCK thapmakonei R1-CEP 2002-091-
cepiil, MapKyBaHHs); Rev 06 ans A®l Kap6onnaTtuH Big,
TumoopraH BXe 3aTBepA)KeHOro BUpobHMKa
dapmauje Mv6X, Heraeus Deutschland GmbH &
HimeuunHa Co. KG (Germany)
(BMpPOGHMLTBO
po3uuHy bulk,
3arnoBHEHHs,
KOHTPO/b SIKOCTI,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
147. | KAPOYPA® Tabnetku no 1 mr, no 10 MOAN3EP IHK. CWA Mdpaiizep HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5972/01/01
TabneTtok y 6nictepi; no 3 MeHtochekuypuHr marepianis: 3MiHu | TUMY - 3MiHW
6nicTepu B KAPTOHHI Loiliuneng r'v6X, BHECEHO A0 iHCTPYKLi AN
ynakoBLi HimeyunHa MeJUYHOIO 3aCTOCYBaHHS
(BUPOGHMLTBO nikapcbKoro 3acoby Ao po3ginis
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
npenapary in bulk, MHRA. TepMiH BBeAEHHS 3MiH
KOHTPO/b AKOCTi Npu npoTsrom 3 micsuiB nicns
BUMYCKY, NaKyBaHHS, 3aTBEPAKEHHS;
BWMYCK Cepil) 3MiHM | TUMY - 3MiHW BHECEHO A0
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
[0 po3giny "lMNpoTvnokasaHHsA."
(BuganeHHs iHpopmal,i - y nepiop,
rofyBaHHs rpyaato (nuwe npm
3aCTOCyBaHHi 4715 NiKyBaHHS
apTepianbHOI rinepTeHsii, AuB.
po3ain «3acTocyBaHHs y nepios
BariTHOCTi abo rogyBaHHs
rpyaato»)) BiANoBiAHO A0
pekomeHaaLii MHRA. TepmiH
BBE/leHHs 3MiH NpoTsrom 3
MicALiB nicna 3aTBepAKeHHs
148. | KAPOYPA® Tabnetku no 2 mr, no 10 MPANIEP IHK. CWA Mdpaiizep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/5972/01/02
Tabnetok y 6nictepi; no 3 MeHtodekvypuHr marepianis: 3MiHu | TUMY - 3MiHK
6nicTepn B KAPTOHHIA Loiunena MmoéX, BHECEHO [0 iHCTPYKUiT ANns
ynakoBLi HimeuunHa MeANYHOro 3aCToCyBaHHSA
(BMpPOGHMLTBO nikapcbKoro 3acoby fo po3ainis
npenapary in bulk, "Oco61mBOCTI 3acTOCyBaHHA"
KOHTPO/Ib SAKOCTi Npu (3acTepexxeHHs1 CTOCOBHO CMOJyK
BWMYCKY, NaKyBaHHs, HaTpito), "Mo6iyHi
BUnyck cepii); P- peakuii"(pegaryBaHHs TEKCTY
dapm JxepmaHi CTOCOBHO 3BiTyBaHHS Mpo
v6X, HimeyunHa nigo3proBaHi NobiuHi peaxuii)
(BUPOBHMLTBO BiANOBIAHO [0 pekomeHaaLiit
npenapary in bulk, MHRA. TepMmiH BBeAEHHS 3MiH
KOHTPO/Ib SKOCTi Npn npotsarom 3 micsAuiB nicns
BUMYCKY, NaKyBaHHS, 3aTBEPAKEHHS;
BWMYCK Cepil) 3MiHW | TNy - 3MiHWM BHECEHO [0
IHCTPYKLi 4NS MegnyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3giny "MpoTunokasaHHs."
(BnaaneHHs iHdopmawdii - y nepiog
rogyBaHHs rpyaato (nuwe npm
3aCTOCYBaHHI 4715 NiKyBaHHSA
apTepianbHoi rinepTeHsii, AuB.
po3ain «3acTocyBaHHSA y nepios
BariTHOCTi abo rofyBaHHs
rpyAAt0»)) BignoBiaHO A0
pekomeHpauii MHRA. TepMmiH
BBEZEHHS 3MiH npoTsirom 3
MicSLIB Nicns 3aTBEpA)KEHHS
149. | KAPOYPA® Tabnetku no 4 mr, no 10 MOAMN3EP IHK. CWA Mdpaiizep HimeyuunHa BHECEHHS 3MiH 10 peecTpaLiinHmx 3a peyenmom UA/5972/01/03
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no 3 MeHtochekuypuHr marepianis: 3MiHu | TUAY - 3MiHK
6nicTepn B KAPTOHHIA Loiunena MmoéxX, BHECEHO [0 iHCTPYKUiT ANns
ynakoBLi HimeuunHa MeANYHOro 3acTocyBaHHS
(BMPOGHMLTBO nikapcbKoro 3acoby fo po3ainis
npenaparty in bulk, "Oco6nMBOCTi 3acTOCyBaHHA"
KOHTPO/b SAKOCTi Npu (3acTepexeHHsi CTOCOBHO CMOJyK
BWMYCKY, NaKyBaHHs, HaTpito), "MNoGiyHi
BUNycK cepii); P- peakuii"(pegaryBaHHsA TeKCTY
dapm JxepmaHi CTOCOBHO 3BiTyBaHHS Mpo
v6X, HimeyunHa nigo3proBaHi NobiuHi peaxuii)
(BUPOBHMLTBO BiANOBIAHO O pekomeHaaLiit
npenapary in bulk, MHRA. TepMiH BBEEHHS 3MiH
KOHTPO/Ib SIKOCTi Npn npotarom 3 micsuiB nicns
BUMYCKY, NaKyBaHHS, 3aTBEPAKEHHS;
BUMNYCK Cepil) 3MiHY | TUMY - 3MiHWM BHECEHO [0
IHCTPYKLi 415 MegnyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3giny "MpoTunokasaHHs."
(BnganeHHs iHdopmawdii - y nepiog
rogyBaHHs rpyaato (nuwe npm
3acToCyBaHHi A1 NiKyBaHHSA
apTepianbHoi rinepTexsii, AvB.
po3ain «3acTocyBaHHSA y nepios
BariTHOCTi abo rofyBaHHs
rPYAAt0»)) BignoBiaAHO A0
pekomeHpauii MHRA. TepMmiH
BBEJEHHS 3MiH NpoTsirom 3
MiCALIB NicNs 3aTBEPAKEHHS
150. | KA®DETIH® TabneTku, BKPUTI AB60TT Jlabopatopi3 HimeuyunHa ANKANOIL AL Pecny6nika BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/9605/01/01
neAl NAiBKOBOK 060JI0HKOLO, MO vM6X Ckon'e MiBHiuHa marepianis: 3MiHu | TUMY - 3MiHK
200 wr; no 10 TabneTok y MakefoHis Loao 6e3nekn/edeKTMBHOCTI Ta

6nictepi; no 1 a6o 2
6nictepm B kOpooLi

thapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
MacTep-aiaa cuctemm
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnag
151. | KENBEP® TabneTku, BKPUTI AT "dapmak" Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/13977/02/01
NAiBKOBOK 060JI0HKOLO, MO marepianis: 3MiHu | TURY -
25 mr; no 10 TabneTok y BBEJEHHS A0AaTKOBKX PO3MIpiB
6nictepi; no 1, 3a6o 5 cepil roToBOro Nikapcbkoro
6nicTepiB y navui 3 3acoby; 3anponoHoBaHo: 21,44 kr
KapToHYy (80,0 Tuc. Tabn), 85,76 kr (320,0
TuC. Tabn) Ta 107,20 (400,0 TunC.
Tabn)
152. | KEHANOr 40 cycneHsis ans iH'ekuiid, 40 KPKA, g.4., HoBo CnoseHisa KPKA, a.4., Hoso CrnoseHis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/0463/01/01
Mr/mn no 1 mn B amnyni; MecTo MecTo mMartepianis: TeXHIYHa NOMUSIKA
no 5 amnyn y 6nictepi; no (3rigHo Hakasy MO3 Big
1 6nicTepy B KapTOHHiIl 23.07.2015 Ne 460) - TexHiuHy
Kopobui NOMU/IKY BUMPaBNEHO B TEKCTI
MapKyBaHHs ynakosku /13 y n.6
(nepBuHHa ynakoBka) Ta n.17
(BTOpUHHa ynakoBKa);
3anpornoHoBaHo: 3a3HavyalTbCs
TakoX OAMHUL BUMIPIOBaHHSA Y
cuctemi Sl natuHmyeto: mg, ml.
3a3HayeHe BUMNpaB/IeHHSA
Bignosigae marepiaiam
peecTpaLiiiHoro Aockbe
153. | KJIEKCAH® 300 | po3uuH g5 iH'ekuii no 10 TOB "CaHodpi-ABEHTIC YkpaiHa CaHocpi-ABeHTiC HimeuunHa/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/10143/01/01
000 aHTK-Xa MO/mn Ne 1 YkpaiHa" Hoiunang MvoéX, IcnaHis mMarepianis: TeXHIYHa NOMUSIKA

(no 1 6araTofo030BOMY
donakoHy no 3 M1 B
KapTOHHIA KopoobLii)

HimeuuunHa; ®amap
Xenc Keap Cepsici3
Magpug, C.AY.,
IcnaHis

(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) - BunpaB/ieHo
TEXHIYHY NOMUJIKY Y TEKCTI
MapKyBaHHA ynakosku J13.
3AMPOMNOHOBAHO: 11.
HAAMEHYBAHHA |
MICLE3HAXO)XKEHHA
BNPOBHWKA TA/ABO
3AABHUKA BupobHuk: PAMAP
XENC KEAP CEPBICI3 MALPWA,
C.AY. ABeHiga fleraHec, 62,
AJIbKOpKOH 28923 Maapwua,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Icnanis a6o CaHodpi-ABeHTIC
[Hoiunang FTM6X IHAyCTpinapk
XboxcT-BptoHiHrwTpacce 50,
H500, H590, H600, H750, H785,
H790, ®paHkdypT-Ha-MaiiHi,
lecceH, 65926, HimeuunHa
3a3HaueHe BUMpaBeHHs
Bignosigae apxiBHUM MaTepianam
peecTpaujiiiHoro Aocke

154.

KONAPEKC
MAKCIPUM 31
CMAKOM
NICOBUX AriA,

MOPOLLOK A1 OPasIbHOTO
po3uunHy; no 5 a6o 10
nakeTiB y KapTOHHIN
Kopoo6Ui

nakcoCmiTKnsiiH

KoHcblomep Xernckep

(FOK) Tpewnginr
Nimiteq

Benuka
BputaHis

CmiTKNsiiH Bivem
C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MmeToAax
BMNPOBYBaHHSA rOTOBOrO
niKapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(BKovatoum 3amiHy abo
[OMOBHEHHS)) - 3MiHa MeToay
ineHTudikauii NMapayetamony Ta
deHinedpuHy rigpoxsopuay:
3anpornoHoBaHo — meTtog HPLC
DAD

6e3 peyenma

UA/12334/01/01

155.

KOPBANION®

Kancysm m'siki, no 10
kancyn y 6nictepi; no 1
ab6o no 3 6nicTepu B nauuj
3 KapTOHY

AT "®apmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3

BHECEHHAM iHthopMmalLlii Loao
3a3HavYeHHsa oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

6e3 peyenma

UA/2554/03/01

156.

KCTAHAI

Kancynu no 40 mr no 28
Kancyny énictepi; no 1
6nictepy B KapTOHHOMY
yTNAPI; N0 4 KAPTOHHUX
QyTASPN Y KAPTOHHIN
nauui

Actennac ®apma
tOpon B.B.

Higepnaxngu

AHpepcoHBpekoH
IHk., CLLA
(nepBuHHE

nakyBaHHs);

Actennac ®apma
HOpon B.B.,

HigepnaHgm
(BTOpUHHE
nakyBaHHs, BUNYyCK
cepii); KataneHt
®apma ContoLLHC,
JINC, CWA

CLia/
HigepnaHgmn

BHECEHHS 3MiH 10 peecTpaviiiHnx
MaTepianis: 3MiHu | TUny - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiosy NOBTOPHMX
BMNPOGYBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Adl (3a
BifICYTHOCTI y 3aTBEPKEHOMY
[OCbE cepTudikaTa BignoBigHOCTI
€Bponelicbkiin dhapmakonei, Lo
BK/IHOYAE Nepiog, NOBTOPHOTO
BMNPOOYBaHHs) (Nepiof,
NOBTOPHOro BUNpo6yBaHHs/nepio

3a peyenmom

UA/14503/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(Bupo6HuLTBO bulk);
MekemKnH
KoopauHeiitopc,
NNc, CWA
(nepBuHHE
nakyBaHHs)

36epiraHHs) - 36inbLUeHHs abo
BBE/IeHHs nepiofy NOBTOPHOrO
BMNPOGYBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB
[ocnimpKeHb y peasibHOMY Yaci -
36ibLUEHHA Nepiogy TeCTyBaHHSA
ons A®l eHsanytamigy:
3anpornoHoBaHo: 48 micAuis

157.

NA3VH

TabneTku, BKPUTI
NAiBKOBOK 060J10HKOLO, MO
5 mr no 10 Tabnetok y
6nicTepi; no 1 a6o 3
6nicTepn B KAPTOHHIA
Kopobui

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!

6e3 peyenma

UA/17410/01/01

158.

NEBIULNTAM
250

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
250 mr no 10 TabneTok y
6nictepi; no 3 abo 6
6nicTepiB y KapTOHHIi
navui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | TNy - 3miHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. 3miHn y
KOPOTKiil xapakTepucTumui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeAMNYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHMx/6ionoaioHN
X Nikapcbkmx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHN
BHECeHi [0 IHCTPYKUii ans
MeJUYHOrO 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3ainv
"Oco61MBOCTI 3aCTOCyBaHHS",
"Mo6iyHi peakuii” BigNOBIgHO A0
iHdpopmauii pechepeHTHOro
nikapcbkoro 3aco6y KEMMPA®
(TabneTtkn, BKpUTIi 060I0HKOID, MO
250 wr, 500 mr). BBegeHHs 3MiH
npoTArom 3-x MicAuiB nicas
3aTBEPAKEHHS.

3a peyenmom

UA/11396/01/01

159.

NEBILUTAM
500

TabneTkn, BKPUTI
N/iBKOBOK 0GO/MOHKOM0, MO
500 mr no 10 TabneTok y
6nicTepi; no 3 abo 6

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "®apma Crapt"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX

mMartepianis: 3miHu | Tuny - 3MiHn

LoAo 6e3snekn/edeKTMBHOCTI Ta
hapmMakoHarnsgy. 3miHn y

3a peyenmom

UA/11396/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIi KOPOTKIil XapakTepucTuui
nauui nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeJMNYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoaioHN
X NiKapcbknx 3acobis nicns
BHECEHHS Tiel caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye Hafi@aHHS XOLHUX HOBUX
[0[aTKOBUX AaHWX) - 3MiHN
BHECeHi [0 IHCTPYKUii ons
MEJUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"Oco611BOCTI 3aCTOCYBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
iHdhopmauii pechepeHTHOro
nikapcbkoro 3acoby KEMMPA®
(TabneTtku, BKpUTIi 060/10HKOIO, NO
250 wr, 500 mr). BBegeHHs 3MiH
npoTArom 3-X MicAuiB nicas
3aTBEPAKEHHS.
160. | NEBOMILEETUH | kpanni ouHi, 2,5 mr/mn, no ToBapucTBo 3 YkpaiHa ToBapucTBoO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/13220/01/01
-03 5 mn a6o no 10 mny 06MeXeHo 06MeXeHo martepianis: 3miHu | Tuny -
chnakoHi; no 1 conakoHy y BiANOBIAA/TIbHICTIO BiANOBIAA/LHICTIO BBEJEHHS 404aTKOBMX PO3MIpiB
KOMM/IEKTI 3 KPULLIKOHO- "[locnigHuii 3aBop, "[ocnigHnii 3aBog cepil roToBOro NikapcbKoro 3acoby
KpanesibHULEI y nayi 3 "rHUNAC" "THUNC", YkpaiHa ans BupobHuka TOB «PAPMEKC
KapToHy (Bci cTagji FPYIM», YkpaiHa.
BMPOGHMLTBA, 3anponoHoBaHo: - 47151 q)/1aKOoHIB
KOHTPO/b AKOCTI, no 5 mn: 10 n (2000 chnakoHis); 50
BMNYCK cepil); 1 (10000 gonakoHis); 100 n (20000
ToBapucTBoO 3 chnakoHis); 150 n (30000
06MeXeHo donakoHis); 200 n (40000
BiANOBIAA/ILHICTIO hnakoHiB); - ANs dpakoHis no 10
"®APMEKC rPym", mn: 30 11 (3000 chnakoHiB); 100 n
YkpaiHa (Bci cTagii (10000 dhnakoHis); 200 a1 (20000
BMPOGHMLTBA, cnakoHis); 300 51 (30000
KOHTPO/b AKOCTI, dhriakoHiB)
BUNYyCK cepii)
161. | NIEMKOBOPWH- | po3uuH ans iH'ekuiin, 10 Tesa ®apmaueBTikan I13paine dapmaxewmi B.B. HigepnaHgm BHECEHHS 3MiH [0 peecTpaLliiiHux | 3a peyenmom UA/5402/01/01
TEBA mr/mn, no 5 mn a6o no 10 IHpacTpi3 fTg,. martepianis: 3mMiHu | Tuny -

M, abo no 20 mn, abo no
30 mn, abo no 50 mn y
donakoHi; no 1 dpakoHy B
KapTOHHIA KopooLi

AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOT finbHNL
(Brovatoum ginbHuLi ansa Adl,
NPOMIXHOro NPoAyKTy abo
rOTOBOTO JliKapCbKOro 3acoby,
LinbHUU 4N NPOBeAEeHHSA
nakyBaHHs1, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPO/I0
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii) abo nocTavanbHVKa
BMXIZIHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3HayeHo y OCbE). BunyyeHHs
BMPOGHUYOI AinbHUL AT
dapmareBTnyHUIA 3aBog TEBA,
YropwuHa (TEVA Pharmaceutical
Works Private Limited Company,
Hungary), wo signosigae 3a
NOBHUIA LWKN BUPOGHMLUTBA 13,y
3B'A3KY 3 MPUNUHEHHAM
AISNBHOCTI, Ta AK Hacnigok 3 MKA
BUTyHalOTbCA METOAMNKM, L0
BUKOPUCTOBYB&/TUCL AN1A AAHOT
BMPOGHNYOT AiNTbHAL.
BBegeHHs1 3MiH npoTsarom 6-tu
MicsILiB Nicns 3aTBepKEHHS.

162.

NEHANIAOMIA-
TEBA

Kancynu Teepgi no 2,5 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kOpoo6Lj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooGLi

TOB «TeBa YkpaiHa»

Ykpaina

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: yTOUHEHHSA
ynakoBKu B Hakasi MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHECEHHSA 3MiH (3MiHu |
TMNy - 3MiHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BWXi4HOro/MpOMiXKHOro
npoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAEHHS
KOHTposto sikocTi) AdI (3a
BIICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
[0Cbe)(BBEAEHHSI HOBOI AifIbHUL,
e 34iCHI0ETbCA MIKPOHI3aLlist)
[ogaBaHHs HOBOI AinbHWLi Delmar
Chemicals Inc., Canada, ge
3[jICHIOETLCA MIKPOHi3aLis ans
Aio4oi peyoBrHY JleHanigomigy
rigpoxnopuay rigpaty fo Bxe
3aTBEPMKEHOI AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobu;.
BipHa pegakuis: no 21 kancyniy
6nicTepi; no 1 6nictepy B KOPOOL;
no 7 kancyny 6nictepi; no 3
6icTepn B KOPOOL.

3a peyernmom

UA/17643/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

163.

NEHANIAOMIA-
TEBA

Kancynu Teepgi no 5 mr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kopo6Lyj;
no 7 kancyn y 6nicrtepi;
no 3 6nictepu B KOpooL,i

TOB «TeBa YkpaiHa»

YkpaiHa

MNIBA XpBartcka
4.0.0.

Xopsartis

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: yTOUHEHHSs
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHu |
TMny - 3MiHu 3 akocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiZHOro/NPOMiXHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYHOTBLCH Y
BUpo6HUYOMY npoueci AdPl, abo
3MiHa BUPO6HUKa (BKIOYatouu, ae
HeobXxiAHO, MicLie NpoBeAeHHS
KOHTPONIO sKOCTi) AP (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepyxeHoMy
[0CbE)(BBEAEHHS HOBOI fiTbHUL,
e 34iCHI0ETbCA MIKPOHI3aLlisi)
[ofaBaHHA HOBOI AinbHULi Delmar
Chemicals Inc., Canada, ge
3[jACHIOETLCS MIKPOHi3aLia ans
4itoyoi pevoBuHW JleHanigomigy
rigpoxnopuay rigpaty Ao Bxe
3aTBEpMAKEHOT AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobu;.
BipHa pepakuis: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;
no 7 xkancyny 6nictepi; no 3
6nicTepn B KOPOO6L.

3a peyernmom

UA/17643/01/02

164.

NEHANIAOMIA-
TEBA

Kancynu Teepgi no 7,5 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kOpoo6Lj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpooGLi

TOB «TeBa YkpaiHa»

Ykpaina

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB: yTOUHEHHSA
ynakoBKu B Hakasi MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHECEHHSA 3MiH (3MiHu |
TMNy - 3MiHK 3 AkocTi. API.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BWXi4HOro/MpOMiXKHOro
NpoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHUYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) AdI (3a
BICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
chapmakonei y 3aTBepaKeHoMy

3a peyenmom

UA/17643/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0Cbe)(BBEAEHHS HOBOI [iNbHUL,
e 34iACHI0ETLCA MiKPOHi3aLlist)
[opasaHHsa HOBOI AinbHUL Delmar
Chemicals Inc., Canada, ge
3[iICHIOETLCS MIKPOHi3aLia ans
Aitoyoi peyoBuHY JleHanigomigy
rigpoxnopuay rigparty o Bxe
3aTBepPAKEHOI AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepaxkuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobL;.
BipHa pegakuis: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;
no 7 kancyny 6nictepi; no 3
6nicTepu B KOpooL.

165.

NEHANIAOMIA-
TEBA

kancynu Tepgai no 10 wr,
no 21 kancyniy énictepi;
no 1 6nictepy B kopo6uyj;
no 7 kancyn y 6nicrtepi;
no 3 6nicrtepu B KOpooL,i

TOB «TeBa YkpaiHa»

YKpaiHa

MNIBA XpBarcka
4.0.0.

XopBartis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: yTOUHEHHS
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Bip 10.12.2020 B
npoueci BHeCEeHHs 3MiH (3MiHu |
MRy - 3MiHu 3 akocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiZAHOrO/NPOMIXHOro
nNpoAaykTy/pearexTy, o
BUKOPWCTOBYHOTHLCH Y
BUpo6HUYOMY npoLeci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
[0CbE)(BBEAEHHS HOBOI AiNbHNL,
e 34iACHI0ETbCA MiKPOHi3aLlist)
[ofaBaHHA HOBOI AinbHULi Delmar
Chemicals Inc., Canada, ge
3[iACHIOETLCS MIKPOHi3aLia ans
4itoyoi pevoBuHU JleHanigominy
rigpoxnopuay rigpaty Ao Bxe
3aTBEpMKEHOT AinbHuui Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobu;.
BipHa pepakuis: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;
no 7 kancyny 6nictepi; no 3
61icTepn B KOPOOLL.

3a peyernmom

UA/17643/01/04

166.

NEHANIAOMIA-
TEBA

Kancynu Teepai no 15 wr,
no 21 kancyni y énicrepi;

TOB «TeBa YkpaiHa»

Ykpaina

MNIBA XpBaTcka
4.0.0.

Xopsaris

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianiB: YTOUHEHHS

3a peyernmom

UA/17643/01/05
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 1 6nictepy B kopo6Lyj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpoo6Li

ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHeCeHHs 3MiH (3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
Buvpo6HMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MpOMiXHOro
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci APl abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
Heo6XifHo, Micue NpoBefeHHs
KOHTPOIO sIKOCTi) AdI (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE)(BBEAEHHS HOBOI [iNbHUL,
e 34iACHI0ETLCA MiKPOHi3aLlist)
[opasaHHsa HOBOI AinbHUL Delmar
Chemicals Inc., Canada, ge
3[iICHIOETLCS MIKPOHi3aLia ans
Aitoyoi peyoBuHY JleHanigomigy
rigpoxnopuay rigparty o Bxe
3aTBEepPAXEHOI AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobL;.
BipHa pegakuis: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;;
no 7 kancyny 6nictepi; no 3
6nicTepu B KOpoo6L.

167.

NEHANIAOMIA-
TEBA

Kancynu Teepgi no 20 wmr,
no 21 kancyniy énicrepi;
no 1 6nictepy B kopo6Lyj;
no 7 kancyn y 6nicrtepi;
no 3 6nictepu B KOpooLi

TOB «TeBa YkpaiHa»

YKpaiHa

MNIBA XpBartcka
4.0.0.

XopBartis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: yTOUHEHHS
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Bip 10.12.2020 B
npoueci BHeCEeHHs 3MiH (3MiHK |
MRy - 3MiHu 3 akocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiZAHOro/NPOMiXHOro
nNpoAaykTy/pearexTy, o
BUKOPWCTOBYHOTLCH Y
BUpo6HUYOMY npoLeci AdDl, abo
3MiHa BUPO6HUKa (BKIOYaoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyKeHoMy
[0CbE)(BBEAEHHS HOBOI AiNbHNL,
e 3[jACHIOETbCS MIKPOHi3aLlist)

3a peyenmom

UA/17643/01/06
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ofaBaHHs HOBOI AinbHuLi Delmar
Chemicals Inc., Canada, ge
3[iAiCHIOETLCA MiKpOHi3aLia ans
Ailo4oi peyoBrHY JleHanigomigy
rigpoxnopuay rigpaty Ao Bxe
3aTBEPMKEHOT AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepakuis B Hakasi: no 21 kancyniy
6nictepi; no 1 6nictepy B kOpobL,.
BipHa pegakuis: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;
no 7 kancyny 6nictepi; no 3
61icTepn B KOPOO6L.

168.

NEHANIAOMII-
TEBA

Kancynu teepai no 25 wr,
no 21 kancyniy 6nictepi;
no 1 6nictepy B kopo6uyj;
no 7 kancyn y 6nicrepi;
no 3 6nictepu B KOpoo6Li

TOB «TeBa YkpaiHa»

YKpaiHa

MNIBA XpBarcka
A.0.0.

Xopsaris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
ynakoBKu B Haka3i MO3 YkpaiHu
Ne 2854 Big 10.12.2020 B
npoueci BHeCEeHHA 3MiH (3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
Bupo6bHMLTBO. 3MiHa BUPOGHMKA
BWXi4HOro/MpOMiXXHOro
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
HeobXifHO, MicLe NpoBefeHHs
KOHTposto skocTi) APl (3a
BiICYTHOCTI cepTudikata
BiZANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE)(BBEAEHHS HOBOT AiNbHUL,
e 34iACHI0ETLCA MiKPOHi3aLlist)
[lopasaHHsa HOBOI AinbHUL Delmar
Chemicals Inc., Canada, ge
3[iICHIOETLCST MIKPOHi3aLia ans
Aito4oi peyoBuHY JleHanigomigy
rigpoxnopvay rigparty oo Bxe
3aTBEepPAKEHOI AinbHuLi Micro-
Macinazione SA, Switzerland).
Pepaxkuis B Hakasi: no 21 kancyniy
6nicTepi; no 1 6nictepy B KOPOOL.
BipHa pegakuisa: no 21 kancyniy
6nictepi; no 1 6nictepy B kopobuy;
no 7 kancyny 6nictepi; no 3
6nicTepn B KOpPoo6L.

3a peyenmom

UA/17643/01/07

169.

NIHE3O0NIA-
FETEPO

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
600 mr, no 10 TabneTok y
6nictepi, no 1 a6o 6

[eTepo /1a63 JlimiTepq,

IHAjA

leTepo /1a63
NimiTen

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
cthapmakoHarnagy (iHwi 3miHum) -

3a peyenmom

UA/16624/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
6nicTepiB y KAPTOHHIi BHECEHHS 3MiH [0 po3Ainy
KopooLi “MapkyBaHHA" MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPKAEHHBIM
TEKCTOM MapKupoBkW. OHOB/IEHHS
TEKCTYy MapKyBaHHS ynakoBKu
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBAHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpoTArom 6-Tu
MicALiB Nica 3aTBepAKeHHs
170. | NOPAHO Tabnetku no 10 mr; no 7 CaHnpo3 CnoseHis BUPOBHMLTBO in Himeuunna/ BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/6985/02/01
Tabnetok y 6nictepi; no 1 dapmacbloTikans g.4. bulk,nakyBaHHs, MonbLa marepianis: 3MiHu | TUMY - 3MiHK
6nicTepy B KAPTOHHii BUNYCK cepil: ofo 6e3snekn/edekTMBHOCTI Ta
Kopo6ui; no 10 TabneTok y Cantotac ®apma thapmakoHarnsgy (iHwi 3MiHn) -
6nictepi; no 2 6nictepn B vM6X, HimeuunHa; BHECEHHS 3MiH [0 po3ainy
KapTOHHIA KOopoo6Li nakyBaHHs, BUMYCK “MapkyBaHHs" MKA N3;
cepii: lek C. A., 3anponoHoBaHo: MAPKYBAHHA
Monblya 3rigHo 3 3aTBEPAKEHVIM TEKCTOM
MapKyBaHHs1. OHOB/MIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHST OAVHNLL
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
171. | MABTEPA® KOHLEHTpAaT A1 PO3UnHY ®.XodhpmarH-/15 PoLu LLisefuapis Brpo6HMLUTBO Himeuunna/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/14231/02/01
Ans iHdoysii, 100 mr/10 nrp Hepo3dacoBaHOl LLiseiiuapisi/ martepianis: 3miHu | TUny -
M/1; no 10 Mn y pnakoHi; NpoAyKLii, NepBNUHHE CWA AAMIHICTPaTVBHI 3MiHW.
no 2 do1akoHWU B KAPTOHHIN nakyBaHHs, BunyyeHHss BUPOGHMYOT finbHNL
Kopo6ui; no 50 mny BTOPVHHE (Brtovatoum ginbHuULi ansa Adl,
donakoHi; no 1 dpnakoHy B nakyBaHHs, NPOMDXHOro NPoAyKTy abo
KapTOHHI KOpooLi BMNPOOYBaHHSA rOTOBOTO JliKapCbKOro 3acoby,
KOHTPOJHO SIKOCTI, LinbHUU 015 NPOBeAeHHS
BUMYyCK cepii: nakyBaHHs1, BAPOOHMKa,

Pow fliarHocTrke
'M6X, HimeuyunHa;

BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NPOBeAEHHS KOHTPOJTHO

BTopvHHe cepii) abo nocTavasibHUKa
nakyBaHHs, BMXIAHOrO MaTepiany, peareHTy
BUNPOOYBaHHSA ab0 [ONOMDKHOI PeHOBMHM (SKLLO
KOHTPOJIIO AKOCTI, 3a3HayeHo y AoCbe). BunyyeHHs
BWMNYCK Cepil: BMPOGHWYOI ginbHuLi Poww ®apma
®.XohhmaHH-/18 Al', 3a agpecoto Eminb-bapenb-
Pow NTpA, LWtpacce 1, 'peHuax-BroneH,
LLIBeliLapisi; BaaeH-Bioptembepr, 79639,
Bnpo6HuuTBO HimeyumHa (BUNpobyBaHHSA
Hepo3hacosaHol KOHTPOJIO SIKOCTi NPU BUMYCKY 3a
npoaykKuii, NnepBuHHe BVHATKOM MOKa3HUKIB
nakyBaHHS: BakTepianibHi eHAO0TOKCUHMY,
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
[xeHeHTeK IHK., CTepusbHicTb). 3aTBEpAXEHI

CLUA;
BunpobysaHHs
KOHTPO/O AKOCTI
npv BUNYCKY 3a
nokasHukamu
BakTepianbHi
€HA0TOKCUHM,
CTepunbHicTb:
Na6op /1IC CE eHa
Ko. KI, HimeuunHa

BMPOGHWYI AiNbHML, L0
3a/IMLLUNCH — BUKOHYIOTb Ti cami
OyHKLUIT L0 /i BUNYyYeHa.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS.
3MiHu | TMRY - AgMiHICTpaTUBHI
3MiHW. BrunyyeHHs BUPO6HUYOI
AiNbHULI (BKAOYAOUN AiNbHUL
ans A®l, npomikHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHUL 418 NPOBeAEeHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHN (SKLLO
3a3HayeHo y 0CbE). BunyyeHHs
BMPOGHMYOI AinbHNLi ®.
XothhmaHH-/1a Pow N1T4, 3a
agpecoto NpeHsaxepwTpacce 124,
4070 baszens, LLseliuapis,
BiANOBIA&/IbHOI 38 BUNPOGYBaHHSA
KOHTpO/It0 sKocTi J13. 3aTBepaXKeHi
BMPOGHWYI AiNbHML, L0
3a/IMLLNANCD - BUKOHYIOTb Ti cami
OyHKLUIT Lo /i BUNyYeHa.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum

npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, He

Ha3BuM Ta afpecu KOHTPaKTHOI
AOiNbHUUI, BignoBiganbHoI 3a
BUNPOGYBaHHSA KOHTPOSO SAKOCTI
npu BUNYCKY 3a NoKasH1Kamu
BakTepianbHi eHA0TOKCHHY,
CTepunbHiCTb, 6€3 3MiHM Micusa
BMPOGHULTBA. BBEAEHHSA 3MiH

AinbHULI BUNYCKy cepii abo micue

BK/IO4aK0UM BUMYCK cepili). 3MiHa

NpoTSArom 6-Tu MicAuB nicas
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ab6o 5 6nicTepi y navi 3
KapToHy

mMaTtepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
Micus NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro

NiKapCbKoro 3acoby, BKAYakum

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEPAKEHHS.
172. | MEKCAPUTM Kancynu no 200 mr no 10 My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/1564/01/01
Kancyn y énictepi; no 2 TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TURy - 3MiHK
6nictepu B nauuj 3 BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
KapToHy "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
XiMmiKo- BUPOBHNYMNIA LLEHTP BHECEHHS 3MiH 40 po34iny
hapmaLeBTUUHNI "BopuyariBcbKuii “MapkyBaHHsa" MKA N13;
3asopg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
thapmaLeBTUYHWI BignosigHo fo 3aTBepAkeHoro
3asof” TekcTy MapKyBaHHs. 3MiHU
BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSALIB NicNs 3aTBEpPAKEHHS
173. | MENAKT NOpPOLLOK AN Takepa ®paHuis CAC PpaHLis Brpo6HuLTBO ITanis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/13171/01/01
KOHUEeHTpaTy Ans Hepo3cacoBaHoi AscTpisi/ marepianis: 3miHu | Tuny -
avcnepcii ans iHdysii no npoaykuii, nepeuHHa | LUseliuapis/ AOMIHICTpaTMBHI 3MiHW. 3MiHa
4,0 mr, 1 cpnakoH 3 ynakoBKa, KOHTPO/b PpaHuis HalilMeHyBaHHs1 Ta/abo agpecu
NOpPOLLKOM 3 1 oiNbTPOM Y AKOCTI cepil: 3as1BHVKA (B/1aCHMKa
KapTOHHIA KopoobLi BCN peecTpauiiiHoOro NocBig4YeHHS)
dapmacbioTikan3 3MiHa agpecu 3asaBHUKA
C.M.A., ltanis;
BTopvHHa ynakoBka,
[103BiN Ha BUMNYCK
cepii:
Takena ABCTpis
'M6X, ABCTpist;
KoHTposb skocTi
cepii:
Consiac AT,
LLiseiiuapis;
KOHTpOsb AKOCTI
cepii
("CTepunbHicTb" Ta
"Po3Mip yacTok B
cycneHnsii. Hesngnmi
yacTkn"):
KoHdhapma ®paHLuis
CAPJ1, ®paHuis
174. | METOMNPONON | Ta6bnetkn no 0,05 r; no 10 AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6755/01/01
Y TAPTPAT TabneTtok y 6nictepi; no 2
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AinbHULI BUNYCKy cepii abo micue
npoBeAeHHs KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae

BMPOGHMK/IMNIOPTEp, BK/IOYAKYM

BUMNYCK cepiil) 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA: BBEAEHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (B/1acHMKa
peecTpauiiiHoro NocBigYeHHS)
3MiHa HalimeHyBaHHs Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBigYeHHS)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNSA 3aTBEPIKEHHS.
3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn)
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMalLlii Loao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy

MapKyBaHHs yNnakoBKv npenapary.

3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

175.

METOMPONON
Y TAPTPAT

Tabnetkn no 0,1 r; no 10
TabneTtok y 6nictepi; no 2
abo 5 6nicTepiB y nauui 3
KapTOoHY

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BMNYCK cepili) 3miHa

3a peyenmom

UA/6755/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHULTBA: BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepMKEHHS. 3MiHU | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro NocBigYeHHs!)
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro NocBigYeHHs!)
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCAILiB Nicnsa 3aTBepPKEHHS.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHun)
OHOB/EHHA TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS yNakoBKku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS.

176.

MET®OrAMA
® 850

TabneTkn, BKpUTI
NiBKOBOK 060J10HKOLO, MO
850 mr no 10 TabneTok y
6nictepi; no 3 abo no 12
6nicTepiB y KAPTOHHIi
Kopobui

Bbopsar ®apma 'm6X
i Ko.KI

HimeyunHa

[pareHochapm
AnTtekapb Mown
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3fiicHeHHs1 chapmakoHarnsgy

3a peyenmom

UA/5247/01/03
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsay B
YkpaiHi. [ponoHoBaHa pefakuis:
CTpenkoBa €BreHis
OnekcaHgpiBHa. 3MiHa KOHTaKTHMX
[aHNX KOHTaKTHOI 0cobu
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapMakoHarnagy B YkpaiHi

177.

MIANAEKC

pO3unH ANs iH exuin, 25
Mr/MA, Mo 2 My aMmny i
NeS5

3AT "IHTENI
FEHEPVKC HOPA"

NutBa

NABOPATOPIOC
HOPMOH, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA /13"

3anponoHosaHo: Mapkuposka. B
COOTBETCTBUW C YTBEPXKAEHHBIM

TEKCTOM MapKupoBkn. OHOB/IEHHS

TEKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu

MicALiB Nicasa 3aTBepAKeHHs

3a peyernmom

UA/16062/01/01

178.

MIKOMAKC®
150

Kancynu no 150 mr Ne 1,
Ne 3: no 1 a6o no 3
Kancynu y énictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Ui

TOB "CaHodi-ABeHTIC
Ykpaiva"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
OHOBNEHHS po3ainy 3.2.S.4
BiANOBIAHO A0 OHOBNEHOI
MoHorpadoii Fluconazole
€Bponeiicbkiil hapmakonei, a
came 3miHa J03BOSIEHUX MeX ANA
BMICTY AOMilkn C (3aTBEpAXEHO:
0,1% 3anponoHoBaHo: 0,15%) Ta
BUAA/IEHHS aHATITUYHOT METOAMUKM
LLIO/I0 BU3HAYEHHSA BaDKKMX
MeTasiB; 3MiHW | TUMNY - OHOBJIEHHS
Onuncy Ta BHECEHHS peAakuUiiHnX
npasoK y po3gaini 3.2.P.7.2 wopo
npoBefeHHs aHaNi TUYHKX
npoueayp 415 antoMiHieBOI
dhonbry, sika BUKOPUCTOBYETLCA
[ON19 NEPBUHHOI YNaKoBKW rOTOBOrO
nikapcbKoro 3acoby.

Ne 1 - 6e3
peyenma, Ne
3-3a
peyenmom

UA/4155/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Cneuudikauito A1 antomiHieBol
honbru 6yno nepeHymMepoBaHo 3
PNO 10620 / 10-01 Ha PNO
10620 / 10-02; 3minu Il Tuny -
3MiHa OMYCTMMOrO NiMITy ANns
nomiwku C (He 6inble 0,2 %) ana
napameTpy CynyTHi JOMILLKU
BifNOBIAHO O OHOB/IEHOT
MoHorpadii EBponeicbkili
thapmakonei ansa Fluconazole Ta
OHOBJIEHHSA HOMeEpPY cneumdikawi
Ha PNY 400388/18-01-UA 'y
po3gini 3.2.P.5.1.
MponoHoBaHa peaakuis
Cneuudpikauia 7. CynyTHi
Jomiwkn*: n.7, EBp. ®apm. 2.2.29
-Oomilka A He 6inbwe 0,4% -
Oowmiwka B He 6inbwe 0,3% -
powmiwka C He 6inbLe 0,2% -
HeBILOMI iHAVBIAYaIbHI AOMILLKK
He 6inbLue 0,1% -cyma [OMILLOK
He 6inbLlue 0,6%

* BUNpobyBaHHA NPOBOAATL TiNbKU
npy BUBYEHHI CTabiNbHOCTI

179.

MIKPO/TAKC®

PO34MH peKTasibHUiA; no 5
M1 PO34MHY PeKTaslbHOro
B Ty6i 3 HAKOHEYHWKOM; NO
4 abo no 12 Ty6 3
HakoHeYHVKamun B
KapTOHHI/ Kopoo6Li

MakHin MpogakTc
NimiTeq

AHrnis

JOENTb®APM
OPJIEAH

®paHuis

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBasbHWi
3aci6. 3miHa dhopmmn abo po3mipy
KOHTeliHepa un
3aKynopBaUIbHOTO 3acoby
(NepBWHHOI ynakoBKu)
(HecTepunbHI nikapcbki 3acobm) -
BHECEHHS 3MiH 10 MaTepianis
peecTpaujiiHoro gocke p. 3.2.P.7.
Cucrtema
KOHTelHep/3aKynopoBasbHWi
3aci6, a came OHOBJ/IEHHS
KpecneHHst Tyou. He 3mMiHIOETbCS
obnagHaHHA, npouec Ta MaTepian
Ty6u. Information reported on
drawing of tube: Present
18.85+0.05/-0.05; Proposed
18.85+0.10/-0.05

6e3 peyenma

UA/15636/01/01

180.

MOKCETEPO

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOO, NO
400 wmr; no 10 TabneTok y

FETEPO JIAB3
NIMITEL

IHAjA

leTepo /1a63
NimiTen

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

UA/15685/01/01

137




n/n

HasBa

dopma sunycky

3asiBHUK

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)
6nictepi; no 1 6nictepy y

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

181.

MOKCUBAP

KapTOHHiA Kopoo6Li

TabneTtku, BKPUTI

Aypob6iHgo dapma /114

IHais

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHs. OHOBEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby BiAnoBigHO A0
BMMOr Hakaly MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs

nocsio4YeHHs

182.

MOKCU®/IOKC
ALUVH

TabneTku, BKpUTI

NiBKOBOK 060J10HKOLO, MO
400 wmr; no 5 Tabnetok y
6nicTepi; no 1 abo 2
6nicTepn B KAPTOHHIA
Kopobui

MpAT "TexHonor"

YKpaiHa

AypobiHgo ®apma
Nimiteq — tOHIT VII

IHais

BHECEHHS 3MiH 0 peecTpalinHmx
Marepianis: 3mMiHu | Trny - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BMMIpIOBaHHA y cuctemi Sl
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA N3.
3arsepaxeHo: MAPK/IPOBKA B
COOTBETCTBUU C YTBEPXKAEHHBIM
TEeKCTOM. 3anponoHOBaHO:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS; 3MiHuW | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HallMeHyBaHHS1 agpecu
3anBHUKa (B1acHMKa
peecTpaviiHOro NoCBigYEHHST).
Aypob6iHgo dapma Nimites; -
[OinsHka Ne 2, MaiTpisixap,
AwmeepneT, M. Xaligapa6aH -
500038, LUTar TeneraHa (IHAis)

3a peyernmom

UA/14296/01/01

060/10HKO10, 10 400 mr; no
5 abo no 7, abo no 10
Tabnetok y 6nictepi; no 1
6nictepy B nauui 3
KapToHy

MpAT "TexHonor"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx

nofaHHsS OHOBJ/IEHOTO cepTuduikara

martepianis: 3miHu | Tuny -

BiANOBIAHOCTI EBpONeiichbkili
thapmakonei Ne R1-CEP 2007-
355-Rev 03 A5 Aitoyoi pevoBuHN

Moxifloxacin hydrochloride Big Bxe

3a peyenmom

UA/17766/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3aTBEpAXEHOro BUpobHuka MSN
PHARMACHEM PRIVATE
LIMITED
183. | MYKOrEH TabneTku, BKpUTI Makneoac IHais Makneoac IHais BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/5547/01/01
060/10HKO10, 10 100 mr, No dapmacbloTukanc dapmacbloTukanc marepianis: 3MiHu | TUNY - 3MiHK
10 TabneTok y cTpuni; no Nimiteq NimiTeq ofo 6e3nekn/edhekTMBHOCTI Ta
3 CTpuNM B KAPTOHHIi hapmakoHarnsgy (iHwi 3miHn) -
ynakoBLii 3aMiHa posginy “I'padivuHe
ohopMNEHHS yNakoBK1” Ha po3ain
“MapkyBaHHs" B MKA /13:
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.
3MiHW BHECEHI B TEKCT
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3aco0y W00 3a3HaYeHHs
MDKHapPOAHUX NO3HAYeHb OAUHNLb
BMMIpIOBaHHS. BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS
184. | MYKOTEK® cupon no 100 mn a6o no "FOHik IHais HOHiK IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/11169/01/01
200 mn 'y donakoxi; no 1 PapmacbloTUkan PapmacbloTUkan marepianis: 3MiHU | TUMY - 3MiHK
donakoHy pa3oM 3 MipHUM Nab6opaTopiz" Na6opaTtopi3 ofo 6e3snekn/edpekTMBHOCTI Ta
CTaKkaH4MKOM Yy KOpoobLi (BigaineHHs dipmu (BipgineHHs dipmmn hapmakoHarnsgy (iHwi 3MiHn) -
"Ix. B. Kemikans eHg . B. Kemikans eHg OHOBJ/IEHHA TEKCTY MapKyBaHHA
PapmacboTuKan3 PapmacboTrKan3 NepBUHHOI Ta BTOPUHHOI YNaKoBKN
Nt Ntp) nikapcbkoro 3acoby. BHeceHHs
3MiH 0 po3ainy «MapKyBaHHs»
MKS#A /13: 3anpornoHoBaHo:
MapkyBaHHs.
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS
185. | MYNbTUIPUN NMOPOLLOK A1 OPa/ILHOIO [enbTta Megiken LBeliuapis dapmerTike (2011) KaHapga BHECEHHS 3MiH 10 peecTpaviiiHnx Ne 1, Ne 10 - UA/14983/01/01
po3unHy y cate Ne 1, Ne MpomoyLwH3 Al IHK, KaHaga marepianis: 3MiHK | TUMy - 3MiHK 6e3 peyenma;
10, Ne 100 a6o Ne 1000 (BUpO6HMLTBO, Loao 6e3nekn/edeKTBHOCTI Ta Ne 100, Ne
KOHTpOb cepii, hapmakoHarnsgy. BeegeHHs abo 1000 - 3a
BUMYyCK cepii; 3MiHU [0 y3araslbHEHNX AaHnX Npo peyernmom
nepBuHHe Ta cuctemy hapmakoHarnagy
BTOPUHHE (BBEAEHHSA Y3araslbHEHUX AaHWX
nakyBaHHS) npo cucTemy dhapmakoHarnsgy,

3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBiAANLHOT 3a 34iiCHEHHS
dhapMakoHarnisay; KOHTaKTHoI
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

186.

HA3SUBIH®

ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
chapmakoHarnsag,.
MponoHoBaHa pefakuis: BeHrep
Mogmuna AHatoniiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobu, BiANoBiAa/IbHOT 3a
dhapmakoHarniag,

cnpeii HasasTbHUIA,
[o3oBaHuii 0,05 % no 10
M1y ¢h/1aKkoHi 3 403YH4YUM
npUCTPOEM Mo 1 dhnakoHy
B KapTOHHIi KopobLyi

Mi enp Oxi Xenc
bxepmaHi TM6X

HimeuunHa

Codpapimekc -
IHaycTpia Kimika e
dapmaueyTika, C.A.

MopTyranis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (BacHMKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3anBHUKa (BacHuKa
peecTpauiiiHoro nNoceig4yeHHs)
BBegeHHs 3MiH npoTsarom 6-Tu
MiCAILiB NicNsa 3aTBEPAKEHHS;
3MiHY | TRy - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHU [0 y3araslbHEHUX AaHWX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm

papMakoHarnsiay) - 3miHa

6e3 peyenma

UA/18086/01/01
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Ne Hassa
n/n JliKapcbK020
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asssHUK KpaiHa

3asiBHUKa

Bupo6HuK KpaiHa

PeecmpayjiliHa npoyedypa
BUPOGHUKa

Ymosu

Howmep
Bionycky

peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
ocobu, BiANoBiAa/IbHOT 3a
3AilicCHeHHA hapMakoHarnsagy.
3MiHa MicLsa 34iliCHEHHA OCHOBHOI
LisNbHOCTI 3 hapmakoHarnagy.
3MiHa agpecu macTep-goaiina
cuctemun hapmakoHarnsgy ta
ioro Homepa
BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiHW Yy peecTpauiliHe

187. | HATPIIO
Xnopug,

po3unH ANs iHdysii, 9
mr/mn; no 100 mn, 200 mn
a60 400 mn B nasiLKax
CKNSAHUX

MAT "Fanuudpapm” Ykpaina TOB
thipma "HoBochapm-
BiocuHTes", YkpaiHa;

MAT "Tannucapm”

YkpaiHa 3a peyenmom UA/4131/02/01

188. | HEBIBOJ1ON

pocke 13 HATPIKO XNOPWA,
PO3uunH ANs iHdysiii 9 mr/mn no
100 mn, 200 mn a6o 400 mn B
nAsiWKax, a caMe OHOBJ/IEHHS
po3giny 3.2.P.7. Cuctema
KOHTelHep/3aKynoptoBasbHi
3ac06M Y 3B'A3Ky 3 BHECEHHAM
YTOYHEHHS PO3MipiB (3arasibHa
BMCOTa KOBNayka) Ta po3Lmpms
AianasoH JoMyCTUMMUX BifXW/EHb
pO3MipiB (BHYTPIHIl fiameTp Ta
30BHILLHIl AiaMeTp koBnauka) ans
KOBNaykKiB asIlOMIHIEBMX 3
NAacTUKOBOK HAKaAKOH Mapku
K-3-28 NH BunpobHuka "CTaryc".
Ockinbku gianasoH JonycTuMmx
BiIXMJIEHb OCHOBHMX PO3MipiB
KOBMaykKiB asIloMiHIEBUX 3
NAacTVKOBOK HaKNaAKo Mapkm
K-3-28 NH 6yB po3LumpeHnii Ha
MakcumasibHy BEUUMHY NuLle Ha
0,6 MM (BHYTPpILLHI giameTp
KoBMayka) a /15 iHW1x po3Mipis,
Ha 0,2-0,4 MM, Ui 3MiHV XXOAHUM
YMHOM He BN/IMBAIOTb Ha SIKICTb
3aKynoproBaHHSA MN/IALLOK, L0
BUKOPVCTOBYIOTbCS A/151
BMPOGHMLTBA iH(py3iiHOro

CTAA®

Tabnetkn no 5 mr no 7
TabneTtok y 6nictepi; no 4
6nicTepun y KapTOHHIl
Kopo6Li

CTAIA

ApuHaiimitrens Al

Himeyunna

ApuHarimittens Al

CTAZA

HimeuunHa

po34nHy
BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu Il Tvny - 3miHn 3
AKOCTi. A®I. (iHWi 3MiHW) -
nofaHHsa oHoB/eHol Bepcii DMF
A®| Hebisonony rigpoxiopuay
BMpo6HUKa Hetero Drugs Limited,
India (3 AP-00, July 2013 Ha AP-

3a peyenmom

00, September 2017+Updates

UA/14970/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(December 2018 + April 2019))
189. | HEMPOKOBAN | TabneTku, BKpUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHais BHECEHHS 3MiH [0 peecTpauiiiHux | 3a peyernmom UA/14887/01/01
® NAiBKOBOK 060JI0HKOLO, MO NBT NTA, MBT NTA, marepianis: 3miHu | Tvny - 3MiHu 3
500 wmkr; no 10 TabneTok y sKocTi. [oToBWIA Nikapcbkuii 3aci6.
6nictepi; no 3 a6o no 10 CT1abifibHICTb. 3MiHa Y TepMiHax
6nicTepiB y KapTOHHIi npugaTHocTi abo ymoBax
ynakoBsLi; no 30 TabneTok 36epiraHHsA roTOBOro NikapcbKoro
y 6nicTepi; no 3 6nictepa 3aco06y (36iNbLUeHHs TEPMiHY
B KQpPTOHHI ynakosLi nNpuAAaTHOCTI FOTOBOrO NiKapCbKoro
3aco6y) - [N TOproBoi ynakoBKku
(niaTBEPOXKYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHs
TepMiHy NpVAATHOCTI FOTOBOrO
niKkapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTaTiB
[0BrOCTPOKOBUX AOCAIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3aTtBepmkeHo: TepMmiH
NPUAATHOCTI 2 POKU.
3anponoHoBaHo: TepMiH
npugaTHoCTi 3 poku. 3MiHN
BHECEHI B iHCTPYKLit0 ANs
Me[nYHOro 3actocysaHHa /13y p.
"TepMiH npugaTtHocTi”. BBegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
190. | HEOMIUVH aepo30/1b A4N1s TapxoMiHCbKUIA Monbwa TapXxoMiHCbKuiA Monbwa BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/15600/01/01

3aCTOCyBaHHS Ha LUKipY,
cycneHsis, 11,72 mr/r; no
16 r abo no 32 r cycneHsii
B aep030/IbHOMY GasIoHi 3
KnanaHom Ta
pO3nuBaIbHOK
rO/I0BKOIO 3
noninponisieHoBUM
KOBMAYKoM; no 1 6as1oHy B
KapTOHHIA KopoobLi

hapmaLeBTUYHNI
3aBog, "Monbga" AT

thapmaueBTUYHWI
3aBop, "Monbga" AT

marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXEHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XEHOT 0CO6M 3as1BHMKA,
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuin: Edyta
Samela. 3MiHa KOHTAKTHUX JaHnX
YNOBHOB&XEHOI 0cobu,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.
3MiHa KOHTaKTHOI ocobu
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOI 32
hapmakoHarnsag B YkpaiHi.
MponoHoBaHa pepakuin: YpeTiii
Ceprili IBaHOBMY. 3MiHA
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06M YyNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi

191.

HEOTAKCEN

KOHL,eHTpaT A1 po34nHy
Ans iHdoysin, 6 mr/mn, no 5
mn (30 wmr), abo no 16,67
mn (100 mr), a6o no 25 mn
(150 wr), a6o no 35 mn
(210 wmr), a6o no 41,7 mn
(250 wr) y chnakoHi; no 1
h/1aKoHy B KapTOHHii
Kopobui

Mini Xenckepe
Nimiteq

Benvka
BpuTaHis

BeHyc Pemegic
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHa 3asBHMKa
(BnacHwvka peecTpadiiHoro

nocsigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460). 3miHu |
TMNy - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnag. [ivoya pegakuis:
lwyk Hatanka MNeTpiBHa.
MponoHoBaHa peaakuis:
€pmolunHa Onexa IMMTpiBHA.

3a peyernmom

UA/0926/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

3MiHa KOHTaKTHWX AaHuX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. 3miHa
MicLie3HaXOMKeHHS MacTep-
thaiina cuctemu
hapmakoHarnsagy. 3miHa micus
3[iACHEHHSI OCHOBHOT Aisi/IbHOCTI.
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
3amiHa po3giny «IpadiuHe
300paxXeHHs yNakoBKW» Ha po34in
«MapkyBaHHs» MKA 13
3arBepmkeHo: MpadiuHe
306paKeHHs yNaKkoBKU.
JonaeTtbea. 3anpornoHoBaHo:
MapkyBaHHs. 3rifHo
3aTBEPKEHOrO TEKCTY
MapkyBaHHS 3aTBepAKEHHS
TEKCTY MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby i3 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HauYeHHs OAMHULb
BVMIipIOBaHHSA y cuctemi Sl. 3miHn
| TMny - 3MiHn Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS NiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITY 3
JocnimKeHb, NPoBeAeHNX
BiAMNOBIAHO [0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHNM OpraHom).
3aTBepAKeHHs TeKCTY IHCTPYKLT
0719 MEeANYHOI0 3aCTOCYBaHHS
nikapcbkoro 3acoby [0
PeecTpauiiiHoro noceigyeHHs Ne
UA/0926/01/01, 3aTBEPAKEHOIO
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Hakazom MO3 Big 11.12.2019 Ne
2446. IHdhopMaLis, BUKIageHa B
IHCTPYKUiT AN MefUUHOro
3aCTOCYBaHHS MiKapCbKoro
3acoby, BignoBifae MaTepiasiam
peecTpavuiiHoro Aocke Ta
OHOBJIEHIN iHhopMaLlii 3 6e3neku
3acToCcyBaHHSA [ito40i pe4oBUHU

192.

HITPOCOPBIJ,

Tabnetkun no 10 mr no 10
Tabnetok y 6nictepi; no 4
6nictepun y nayui 3
KapToHy

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-

BUPOGHNUNIA LIEHTP
"BopuuiariBCcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH J0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAKEHOrO
TekcTy mapkyBaHHA. OHOB/IEHHA
TEKCTY MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmaLii Woa0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu

MiCALiB Nicna 3aTBepAKeHHs

3a peyernmom

UA/6604/01/01

193.

HOKCNPEN
AKTUB

HasanbHuiA cnpeir 0,05 %
no 10 mn y KoHTeliHepi 3
HacocoMm 3
posnuoBayem; no 1
KOHTEeHEepY B KapTOHHIl
naui

CninbHe yKpaiHCbKO-

icnaHcbke
nigNPUEMCTBO

"CMEPKO YKPAIHA"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcebke
nignpueMcTBo
"CMEPKO
YKPAIHA"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHU | TUNY - 3MiHKN 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3miHa y NepBWHHIi ynakoBLi
roTOBOro NikapCcbKoro 3acoby
(sAKicHWIA Ta KiNbKiCHWIA cknag) -
M’siki Ta HeCTepubHI piaki
nikapcbki popmu (B.11.1.1. (a)-2.
IB)

BHECEHHS 3MiH 0 MaTepianis
peecTpavuiiiHoro gocke, p. 3.2.P.7.
Cuctema KoHTelHep/
3aKynoproBasibHWiA 3acib, a came
3MiHa matepiany 3aHyptoBasIbHOI
TPY6KM y HAcoci 3 po3nuoBadem;
3anponoHOBaHO: 3aHyproBasibHa
Tpy6ka — noninponineH (PP) a6o
nonietuneH (PE)

6e3 peyenma

UA/12675/01/01

194.

HOOTPOMNIN

pO34MH ANa iH'exuiin, 200
Mr/mn no 5 ma B amnyni;
no 6 amnyn y 6nictepi; no
2 6nictepu y nayui
KapTOHHIii; no 15 mn B

OCB ®apma C.A.

Benbrisa

Elicika
dapmacboTrKan3
C.P.N.

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnx
MaTepianis: 3MiHu | TUNy - 3MiHK 3
saKocTi. A®l. BupobHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
NpoAyKTy/peareHty, Wwo

3a peyenmom

UA/0054/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
amnyni; no 4 amnynn y BUKOPVCTOBYHOTBLCH Y
6nictepi; no 1 6nictepy y BUpo6HUYOMY npoueci AdPl, abo
nauyLj KapTOHHI 3MiHa BMPOGHWMKa (BKOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO AKOCTi) AP (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepayxeHoMy
00CbE)(3MiHM [0 3aX0p4iB,
noB'sA3aHux 3 KoHTponem Adl, abo
[ofaBaHHA AinbHULi, ae
npoBoOANTLCA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
AofaBaHHA ainbHUli SGS Lab
Simon SA, Belgium,B sikocTi
anbTepHaTUBHOI AINSHKA, Ae
NPOBOAMNTLCA KOHTPO/b SAKOCTI API
nipauetamy
195. | HOOTPOMIN TabneTkv BKpUTI KOCBE dapma C.A. Benbrisa CXC a6 CimoH Benebris BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/0054/04/02
NNiBKOBOK 060/10HKOID, MO CA, benbris martepianis: 3miHu | Tuny -
800 mr no 15 tabneTok y (nopaTkoBa AopasaHHA dinbHuui SGS Lab
6nictepi; no 2 6nictepn B OiNbHULS KOHTPOSO Simon SA, Belgium,B sikocTi
KapTOHHI nayi aKocTi ); FOCb anbTepHaTUBHOI AiINAHKN, Ae
dapma C.A., NpPOBOANTLCHA KOHTPO/Ib SKOCTI AD|
Benbris nipauetamy
196. | HOOTPOMIN TabneTtku, BKPUTI HOCB dapma C.A. Benbris CXKC a6 CimoH Benbris BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/0054/04/01
NAiBKOBOK 060JI0HKOLO, MO CA, Benbris marepianis: 3MiHu | TURY -
1200 mr no 10 TabneTok y (mopatkoBa [ofaBaHHa dinbHuui SGS Lab
6nicTepi; no 2 6nictepu B OiNbHULS KOHTPOSIO Simon SA, Belgium,B sikocTi
KapTOHHIM nayui akocTi ); FOCb anbTepHaTUBHOI AINSAHKN, Ae
dapma C.A., NPOBOAMNTLCA KOHTPO/b AKOCTI API
Benbris nipavetamy
197. | HO-COJ/Ib® Kpanni HasasbHi 0,65 %; AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/1877/01/01
3BOJTOXYIOY no 10 mn y donakoHi; no 1 mMaTtepianis: 3miHu | Tuny -

1%

hnakoHy y nauj i3
KapTOHY

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHSA Ta/abo agpecu
3asBHUKa (BNacHvka
peecTpauiiiHoro NocBigYEHHST)
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHUKa (BNacHvka
peecTpauiiiHoro NoCBigYEHHST)
BBefeHHs1 3MiH NpoTArom 6-tu
MiCAILiB Nicns 3aTBEPKEHHS.
3MiHu | TURY - AgMIHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
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n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby

Ta/abo agpecu micus
NPOBaPKEHHA Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJTIO SKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYyCK cepiii) 3miHa
HalimeHyBaHHS Ta agpecu
BMPOGHMKa, 6€3 3MiHW Micus
BMPOGHULTBA: BBEAEHHSA 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHun)
OHOB/EHHA TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:

MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS.

198.

HO-COMb®
3BOJIOXKYIOY
WiA

cnpeli HazanbHWiA 0,65 %;

no 10 mn y dpnakoHi
cknsiHoMy; no 1 dhnakoHy
nauuj i3 kapToHy abo no
15 mn y donakoHi
nosnieTuneHosomy; no 1
donakoHy 3 03aTOPOM y
nauuj 3 KapToHy

y

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpauiiiHoro NocBigYeHHST)
3MiHa HaiMeHyBaHHA Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBigYEHHS)
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNY - AoMiHICTPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKYaum

6e3 peyenma

UA/1877/02/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHs KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKYM
BUMNYCK cepiil) 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA: BBEAEHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Lwoao
3a3HaYeHHs OAUHUL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsA» MKA /13
3arBepaxeHo: MAPKYBAHHA
BignoBigae HagaHoMy TekCTy
MapKyBaHHs1. anponoHOBaHo:
MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
199. | OKPEBYC® KOHUEHTpAaT 4151 PO34nHY ®.XohchmaHH-/15 Pow LLiBeiiuapis BUPOGHMLTBO HimeuuunHa/ BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/16278/01/01
Ans iHdoysii no 300 mr/10 nrp Hepo3chacoBaHoi LLisefuapis marepianis: 3miHu | Tvny - 3MiHu 3
M no 10 mn y chnakoHi; NpoAyKLuii, NnepBuHHe sKocTi. [oToBWIA Nikapcbkuii 3aci6.
no 1 donakoHy y KapTOHHil nakyBaHHs, 3MiHM Yy BUpOBHUUTBI. 3amiHa abo
Kopoo6ui BMNPOGYBaHHSA BBEJEHHS A04aTKOBOI AifIbHULL
KOHTPO/HO AKOCTI: BUPOGHMLITBA A1 YaCTHM abo
Pow [jiarHocTukc BCbOro BMPOBHMYOro npovecy
v6X, HimeuunHa,; roTOBOro NikapCbkoro 3acoby
BMPOGHMLTBO (8iNbHULSA AN18 NEPBUHHOIO
Hepo3dgacoBaHOl nakyBaHHs) - 3a3HavyeHHs pyHKUiT
NPOAYKLT, NnepBUHHE NEePBUHHOTO NakKyBaHHs A1
nakyBaHHs, BMpOoGHMKa ®.XodhdmaHH-/1a Pow
BTOPUHHE NTp, Wseiiuapisi. BBeieHHS1 3MiH
nakyBaHHs, BUMYCK NpoOTArom 6-T1 MicALIB nicns
cepii: 3aTBEpPKEHHA.
®.XodhhmaHH-/1a
Pow NTp,
LLiBeliyapis
200. | OPHI3ON® pO34uH aNs iHQysil, 5 MAT "Tanuucpapm” Ykpaina MAT "Tanuudapm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/12227/01/01

mr/mn no 100 mny
nnswyi; no 1 naswui 8

marepianis: 3MiHu | TURY -
BHECEHHS 3MiHM y peecTpauiliHe
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

naui

pocbe 13, a came OHOBNEHHSA
po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBasibHi
3ac00M y 3B'A3KY 3 BHECEHHAM
YTOYHEHHS po3MipiB (3arasibHa
BMCOTA KOBMayka) Ta po3wmpuns
AianasoH AonycTUMKX BiXWNEHb
pO3MipiB (BHYTPIHIl fiameTp Ta
30BHILLHIl AiameTp KoBnauka) Ans
KOBMaYKiB a/TFOMIHIEBUX 3
NAacTUKOBOK HAKMaAKO Mapku
K-3-28 NH BupobHuka "Craryc".
Ockinbku fianasoH JonyCcTUMnX
BiAXW11eHb OCHOBHUX PO3MIpiB
KOBNaykKiB asIloMiHIEBUX 3
NIaCTUKOBOK HAK/IaAKO Mapku
K-3-28 NH 6yB po3LuMpeHunii Ha
MakcyMasibHy BE/IMUMHY SIULLE Ha
0,6 MM (BHYTPpILLHI giameTp
KOBMayka) a Ans iHW1x po3mipis,
Ha 0,2-0,4 MM, Ui 3MiHV XXOAHUM
YMHOM He BNMBAIOTb Ha AKICTb
3aKynoproBaHHS N/IALLOK, L0
BMKOPUCTOBYHOTbCA A5
BMPOGHMLTBA iH(y3iiHOro
PO34MHY

201.

OTUKC NnroC

Kpanni ByLUHi, po34nH no 5
ra6ono15ry
NnnacTMKOBOMY (O/1aKOHi,
no 1 donakoHy B KapTOHHIl
Kopoo6Ui

MpusatHe
nignpyeMCcTBO
"TNEOEKC"

Ykpaina

TOB "Apniven”

Pecny6nika
BipmeHis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH [0 po3Ainy
«MapkyBaHHs» MKA N13:
lMponoHoBaHa pepakuis:

MapkyBaHHs. 3rigHO
3aTBEPLKEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHsIM iHdhopMaLii

LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/15962/01/01

202.

OTOTOH®

Kpansi ByLHi no 16 ry
donakoHi; no 1 dpnakoHy
pa3om 3 KpanesibHULer y
nadui 3 KapToHy

AT "®dapmak”

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKA (BlacHMKa
peecTpavuiiiHoro NocBig4YeHHs).
3MiHa HaiMeHyBaHHA Ta agpecu

6e3 peyenma

UA/13775/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

203.

3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYEHHS).
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpoBefeHHSA KOHTPOJIIO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK cepiid). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHULTBA. BBEAEHHSA 3MiH
npoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHSA
3MiHu | TUny - 3MiHK Woao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
BHeceHHs 3MiH f0 po3giny
«MapkyBaHHA» MKHA N13.
3arsepaxeHo: MAPKYBAHHA
TeKCT MapKyBaHHs yNnakoBKu
npenapary npukiafacTbCs.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HayYeHHs MKHapPOLHMX
no3HayeHb OAVHWLb
BUMIpIOBaHHS. BBefeHHs 3MiH
npoTArom 6-T1 MicAUiB nmicns
3aTBEPAKEHHSA

ODTAH®TUMO
non

Kpanni o4Hi 0,5 %; no 5 mn
y doniakoHi 3
KpanesbHuLeto; no 1
onakoHy B KAPTOHHIl
Kopoo6Ui

CaHTeH AT

PiHNAHAIA

MaHyhakTypiHr
MakariHr ®apmaka
(MNo) B.B.,
HigepnaHgm
(AnbTepHaTBHUIA
BUPOBHUK,
BiANOBIAa/IbHNIA 3a
BTOPUHHE
nakyBaHHs);
Hekctdapma AT,
QiHnaHAiIs

HigepnaHgm
| ®diHnAHgIA

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapMakoHarnsay; KOHTaKTHOI

3a peyernmom

UA/5052/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(BMPOGHYMK ocobu 3 hapmakoHarnagy
BiANOBigabHUIA 3a 3asBHUKA AN 34iACHEHHS
BMPOGHULITBO in hapmakoHarnsagy B YkpaiHi, Ko
bulk, nepBunHHy Ta BOHa BiIMiHHA Bif, yNIOBHOB&XXEHOI
BTOPVHHY YNaKoBKY, ocobu, BiANoBiAa/IbHOT 3a
KOHTPO/Ib AKOCTI); 3pjiicCHeHHs chapmakoHarnagy
CaHteH AT, (BKIHOYAKOYUM KOHTAKTHI AaHi)
PiHnAHaiIA Ta/abo 3MiHV Y PO3MILLEHHI
(BUPOGHYMK MacTep-caiina cuctemu
BiANOBIAa/IbHNIA 32 thapmakoHarnsgy) - 3miHa
BUNYyCK cepii) KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobu, BiANOBIAaIbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAALHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
CaByeHko AmMuTpo. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLie3HaXOMKeHHs1 MacTep-
thaiina cuctemu
hapmakoHarnsagy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
dhapmakoHarnsay
204. | NAKNITAKCEN KOHLeHTpaT A/ PO34UHY EBEBE dapma ABCTpIs EBEBE ®apma ABcTpisi/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/0714/01/01
"EBEBE" Ans iHdoy3ii, 6 mr/mn; no 5 Fec.m.6.X. Hdpr.KI lec.m.6.X. Hdpr. KT, HimeyuunHa mMartepianis: 3miHu | Tuny -
mn (30 wmr), abo 16,7 mn ABCTpif (NOBHWUIA He3HauyHa 3MmiHa y metogi BEPX
(100 mr), a6o 25 mn (150 LMK BUPOGHMLTBA); Ans igeHTudikauii, a came:
mr), abo 35 mn (210 wmr), 3eiibepcaopd AeTanbHiwmii onnuc Ta aganTauis
a6o 50 mn (300 mr) y Na6op MbX, METOAIB 3a3HaYEeHNX Y
chnakoHi, no 1 conakoHy B ABcTpist [OKyMeHTauii BUpobHuka Ta
KapTOHHIA KOopoo6Li (TecTyBaHHs); po3gini 3.2.P.5.2, a Takox
Na6op N1C CE & Ko. BMMNpPaB/IEHHS NOMUAW B METOSI
Kr, HimewunHa BM3Ha4YeHHs pH (TecTyBaHHSA
(TectyBaHHs); MM/ NPOBOAUTLCSA NICNA PO3BELEHHS
Mikpob6ionoriwec 1:10 y BOA;); 3MiHn | TURy -
Mptochnabop Mm6X, He3HauyHa 3miHa y MeTogi TLUX
ABCTpist Ons igeHTudikadii, a came:
(TecTyBaHHs) JeTanbHiwmii onvc Ta aganTauis
MeTOZiB 3a3HaYeHnX y
[OOKyMeHTaLT BUPOGHMKa Ta
po3gini 3.2.P.5.2.
205. | NAKNITAKCEN- | KOHUeHTpaT 4151 PO34nHY MicTtpan Kenitan AHrNIA AkTasic Itanis ITanis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/13988/01/01
BICTA Ans iHdoy3ili, 6 mr/mn no 5 MeHemxmeHT JlimiTes, C.n.A. marepianis: 3MiHu | TURY - 3MiHK

M (30 mr) abo no 16,7 mn

oo 6e3nekn/edeKTMBHOCTI Ta
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(100 wr), abo no 25 mn
(150 wmr), a6o no 43,33 mn
(260 wr), a6o no 50 mn
(300 wr) y chnakoHi; no 1
(h/1aKOHY B KapTOHHii
Kopoo6ui

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHsA" MKA 13"
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

206.

nAKcun™

TabneTku, BKpUTI
060/10HKOt0, MO 20 Mr No
14 Tabnetok y 6nicTepi;
no 2 6nicTepy y KapTOHHIl
Kopobui

nakcoCmiTKnsiiH
Ekcnopt NimiTeq,

Benuka
BputaHis

"nakcoCmiTKnsiiH
dapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
BHECEHO 10 IHCTPYKLi AN1s
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posgainy
"Oco6nMBOCTI 3aCTOCYBaHHA"
LLIOZI0 MOXNIMBUX BUNAAKIB
[,0BroTpvBasioi ctaTeBol
AvcdpyHKUiT, BignoBigHO Ao
pekomeHpauiii PRAC. BeeaeHHS
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHV BHECEHO [0 iHCTPYKLi Ans
MeAUYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby Ao po3ginis
"Oco61MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™ wono
[ofaBaHHs iHopmauii npo
CMOJTYKM HaTpilo Ta MOX/IMBICTb
no6iYHOT peakLii - MiKpOCKOMIYHWIA
KONiT, BIANOBIAHO A0
pekomeHpauiii PRAC. BeeaeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS

3a peyernmom

UA/8573/01/01

207.

NAHOLA,

MOPOLLIOK A/19 PO3YNHY
ANs iH ek no 40 mr; 1
abo 5, abo 20 dpnakoHiBs 3
MOPOLLKOM Y KapTOHHiiA
Kopo6Li

AHaHTa Megikeap
nra.

Benuka
BpuTtaHis

JIABOPATOPIO
PEUT XO®PE, C.A.

IcnaHis

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEeHHAM iHchopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.

OHOBJIEHHS BXe 3aTBEPKEHOrO

TEKCTY MapKyBaHHS1; BHECEHHS

3a peyenmom

UA/17039/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiH 8o po3ainy "MapkyBaHHS"
MKS#A J13: 3anponoHoBaHo: ans
rOTOBOrO /iKapCbKOro 3acoby:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH MpoTAroM 3 MicAuiB nicns
3aTBEPAKEHHS

208.

NAHOLM,

MOPOLLIOK A/151 PO3UNHY
0081 iH ekyin no 40 mr; in
bulk: 20 dpnakoHis 3
MOPOLLKOM Y KapTOHHiiA
Kopobui

AHaHTa Megikeap
nra.

Benuka
BputaHis

JTABOPATOPIO
PEWI XO®PE, C.A.

IcnaHis

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNaKkoBKM NikapCbKoro 3acoby 3

BHECEHHSAM iHhopMmalLlii LLoao
3a3HayeHHs OAVHNLb
BUMIPIOBaHHSA Y cuctemi Sl.

OHOB/IEHHS BXeE 3aTBEPKEHOro
TEKCTY MapKyBaHHS /TiKapCbKoro

3acoby, a came 3a3HaveHHs

MiKHapOAHUX NO3HaYeHb OAMHULb
BUMIPIOBAHHS 3 BUKOPUCTaHHAM

niTep natMHCbLKOro andasiTy;
BHECEHHS 3MiH 4,0 po34iny
"MapkyBaHHA" MKA N3:
3anponoHoBaHo: [514 nikapcbkoro
3acoby y chopmi in bulk:

MAPKYBAHHA TekcT mapkyBaHHsA

popaetbesa. TepMiH BBEAEHHS 3MiH

npotarom 3 micsuis nicns
3aTBEPAKEHHS

UA/17040/01/01

209.

MAHTEHO/

Tabnetku no 100 mr; no 20
a6o 50, abo 100 TabneTok
y CKnsiHoMy chniakoHi; mo 1
(h/1aKOHY B KapTOHHii
ECT]

Mibe MTmM6X
ApuHaimiTTeNb

HimeyunHa

Mi6e Mm6X
ApLHaiimiTTeNb

HimeuunHa

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3mMiHu | TMny - 3MiHN 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugatHocTi abo ymoBax
36epiraHHsA roToBOro NikapcbKoro
3ac00y (3MEHLLUEHHS TePMiHY
NPWAATHOCTI FOTOBOTO J1iKAPCbKOro
3aco06y) - lMicnsa nepLuoro
PO3KPUTTA - 3MiHa Y TepMiHax
NPUAATHOCTI FOTOBOTO J1iKaPCbKOro
3aco0y, a came 3a3HayeHHs
TepMiHy npuaartHocTi nicns
nepLioro BigKpUTTS - 6 MicsLiB.

6e3 peyenma

UA/11523/01/01
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Ymosu

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HoBa pepgakuisi. TepMiH
npugartHocTi 2 poku. Micns
nepLuoro BiAKPUTTA — 6 MicALLB.
3MiHV BHECEHI B po3ain "TepMmiH
npuaatHocTi" (nicns nepLuoro
BIAKPUTTA) B iIHCTPYKLtO ANs
MeJMNYHOr0o 3aCTOCYBaHHS
niKapcbKoro 3acoby Ta sk
HacnifokK - y TEKCT MapKyBaHHS
YNaKoBKM NiKapCbKoro 3acoby

210.

NAMNABEPUIH-
JAPHULA

PO34UH A5 iH'eKLA, 20
Mr/MA1 no 2 M B amnyi,
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBsLi, no 2
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEeKCTY MapKyBaHHS. TepMiH
BBEJEHHSA 3MiH - NPOTArom 6
MiCALB Nicnsa 3aTBepAKeHHs

3a peyenmom

UA/3112/01/01

211.

NMEHTA/TIH
®C EKCTPA
KAMNCYNn

Kancynu, no 10 kancyny
6nictepi; no 1 a6o 2
6nicTepn B KAPTOHHIlA
QECI]

TOB "ACIHO
YKPAIHA"

Ykpaina

TOB "®apma Crapt"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
nogaHHa Hosoro CEP Ne R1-CEP
1997-118-Rev 09 gna A®I koaeiny
hoccpaty, CaHodpi Ximi, PpaHLis
[0 BXe 3aTBEepPKEHOro
BMpOGHMKa MakdapnaH CmiT
NimiTen, Cnony4yeHe KoponiscTeo;
3MiHK | TRy - cneundikavio AdI
KoAeiHy chocthaTy BUPOGHULITBA
CaHodi Ximi, PpaHLisa 4ONOBHEHO
nocunaHHaMu: - «Onue», «pH»,
«CynpoBigHi Aomilkn», «BTpaTa B
Maci Npu BUCYLLYBaHHI»,
«MikpobionoriyHa unctota» Ta
«KinbkicHe BU3HaueHHs» — 1
KOHTPO/1b NapameTpy
3[iICHIOETLCSA NPY NEPEKOHTPONI
cybcTaHuii; - «laeHTudikauis» — 2
[0MyCKaeTLCA NPOBOAUTY TECT
MeToAoM PamaHiBCbKOT
cnekTpomeTpii (EP 2.2.48).

3a peyernmom

UA/10881/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Mpoueaypa NpoBefeHHA TeCTy Ta
Bifi6ip Npo6 onucaHi y BigMoBIAHNX
n
212. | NEHTOKCU®I | po3unH Ans iH'ekuiin, 20 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/4041/02/01
IH-AAPHULA Mr/mn no 5 mn B amnyni; "®apmMaueBTNYHa "GapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
no 5 amnys y KOHTYpHil pipma "OapHuus” ipma "fapHuus” ofo 6e3nekn/edhekTMBHOCTI Ta
YapyHKOBIli ynakoBLi, no 1 hapmakoHarnsgy (iHwi 3miHn) -
a60 2 KOHTYPHI YapyHKOBI BHECEHHS 3MiH 0 po3ainy
yMakoBKM B mauLi “MapkyBaHHs" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
213. | NEHTOKCU®IN | Ttabnetku no 200 mr, no 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/4041/01/01
IH-AAPHULSA Tab1eToK Y KOHTYPHiii "hapMaueBTNYHa "®apmMaueBTUYHA marepianis: 3MiHu | TURy - 3MiHK
YapyHKOBIli ynakosLi, no 2 thipma "apHuus” ipma "AapHuus" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHi YapyHKOBI thapmakoHarnagy (iHwi 3miHu) -
ynakoBKuM B navi BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo f0 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HaYeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS
214. | NEHTOTPEH po34uH ans iHgysiid, 0,5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/15146/01/01
mr/mn no 200 mn'y "®apmMaLeBTUYHa "®apmMaLeBTnYHa marepianis: 3MiHu | TUMY - 3MiHK

dhnakoHax

ipma "JapHuus”

ipma "fapHuus”

Lof0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMauii Wwoao
3a3HayYeHHs oAVHULb
BUMIPIOBaHHS y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHA

155




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH NPOTArom 6
MiCALIB NicNs 3aTBEPAKEHHS
215. | NEPCEH® TabneTku, BKPUTI AnsoreH ManbTa ManbTa Nex CnoBeHis BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/9536/01/01
060/10HKOI0; No 10 OnepeiiweHc (POY) dapmaneBTMYHA marepianis: 3minu Il Tuny - 3miHn 3
Tabnetok y 6nictepi; no 4 nrp KomMaHia 4.4., akocTi. A®I. (iHwWi 3miHK) -
6nicTepn y KapTOHHiIl CnoBeHis OHoBNeHHSA Bepcil ASMF Naturex
Kopoo6ui (BupobHULTBO in SA (3anponoHoBaHo: Bepcis
bulk, nakyBaHHs, 03.2018)
BUNyck cepir); Jlek
PapmaueBTMYHA
KoMnaHisa g.4.,
CnoseHis
(MakyBaHHs, BUMYCK
cepii)
216. | MEPCEH® Kancynu Teepai, no 10 AnsoreH ManbTa ManbTa Nex CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2838/02/01
POPTE Kancyn y 6nictepi; no 2 OnepeiiweHc (POY) dapmaueBTUYHA marepianis: 3mMiHu |l TUMY - 3MiHW 3
6nicTepun y KapTOHHIl nrp KoMnaHis 4.4. AKOCTi. A®I. (iHWi 3MiHW) -
Kopobui OHoBNeHHs Bepciil ASMF Naturex
SA (3anponoHoBaHo: Bepcis
03.2018)
217. | NITOKAPMIH Kpanni ouHi, 10 mr/mn no 5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/6836/01/01
M1 a6o 10 mn y do1akoHi; marepianis: 3MiHK | TUMy - 3MiHK
no 1 cpnakoHy B navi 3 Loao 6e3nekn/edeKTBHOCTI Ta
KapToHy hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 4,0 po3ainy
«MapkyBaHHsa» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLii
LLOA0 3a3HAaYEHHS OOVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH npoTAarom 6-Tu
MiCALiB Nicnsa 3aTBepAKeHHs
218. | NIPALUETAM TabneTku, BKPUTI My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/3622/01/01
NAiBKOBOK 0G0IOHKOM, MO | ToBapucTBO “HaykoBo- akujioHepHe marepianis: 3MiHu | TUAY - 3MiHK
200 mr no 10 TabneTok y BMPOGHUUUIA LEHTP TOBapuCTBO Lwoao 6e3nekn/edeKTBHOCTI Ta
6nictepi; no 6 6nictepis y "BopLyariBcbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHn) -

nauuj 3 KapToHy Ximiko- BMPOGHUYNIA LEHTP BHECEHHS 3MiH [0 po3ainy
hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHa" MKA N13;
3aBog" XimiKO- 3anponoHoBaHo: MapKyBaHHs.
dhapMaLeBTUYHWIA BignosigHo A0 3aTBEpAXEHOro
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3ason"

TekcTy MapKyBaHHsA. BunyyeHHsa
iHbopmauii woao ynakosky in bulk
3 MaTepiasiB peecTpawiiiHoro
[OCbE (3 TUTYNBHOT CTOPIHKK,
po3ainy «YnakoBka» Ta
«MapkyBaHHs1» MKA /13) y 3B'A3Ky
3 TUM, L0 Ait0 peecTpauiiHoro
noceigyeHHs Ha N3 MipaueTam,
TabneTku, BKpUTI NNiBKOBOKO
060710HKO0, N0 200 mr, in bulk no
1 kr TabneTok y naketax
nonietuneHosux (P
UA/3623/01/01 Big 05.06.2015) He
noAoBXeHo. OHOB/IEHHSI TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3ac00y 3 BHECEHHAM iHchopmalii
LLOA0 3a3HAYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB Nicna 3aTBepAKeHHs

219.

NIPUAOKCUH-
JAPHULIA
(BITAMIH B6-
JDAPHULISY)

pPO34nH AN4 iH'eKuUii, 50
mr/mMa no 1 mn B amnyni,
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B NauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

YkpaiHa

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

Ykpaina

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAA/IbHOT 32
thapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

3a peyernmom

UA/5420/01/01

220.

NNASMOBEH®

pO34uH a5 iHQY3ili no
500 mAy diakoHi

MpAT
"PapmaueBTnyHa

YKpaiHa

MpAT
"PapmaueBTnyHa

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TMAY - 3MiHK

3a peyenmom

UA/17779/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thipma "AapHuusa”

ipma "AapHuus"

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

221.

NNATU®GINIH-
OAPHULA

PO34UH A5 iH'EKLH, 2
Mmr/mn, no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLij; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM B mayLi

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CobM 3as1BHMKa,

BiANOBIA&/ILHOT 32
dhapMakoHarnsag.

3a peyenmom

UA/4042/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasosuy

222.

MONIAEKCA

Kpanni ByLUHi, pO341H No
10,5 mn y conakoHi; no 1
donakoHy 3 NiNeTko B
KapTOHHI/ Kopoo6Li

Nab6opaTtopii Bywapa
Pekopgaari

PpaHuis

Na6opaTtopii
Bywapa Pekopgari

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Paola
Pirovano. 3miHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOT ocobu,
BiANOBIAaIbHOI 3a
thapmakoHarnsag,.
3MiHa Micus 34iACHEHHS OCHOBHOI
AiSNbHOCTI 3 dhapmakoHarnagy

3a peyernmom

UA/2699/01/01

223.

NPEBEHAP®
13/
PREVENAR®
13 BAKLVHA
NHEBMOKOKO
BA
NONICAXAPU],
HA
KOH'IOrOBAH
A
(TPUHAALATN
BAMEHTHA
AACOPGOBAH
A)

CycneHsis ans iH'ekuiin no
1 posi (0,5 mn) y
nonepeAHbL0 HaNnoOBHEHOMY
Lnpuui; no 1 nonepegHLo
HanoBHEHOMY LINpULy Ta
OfHIli BiJOKPEMEHIN ronui
B iHAMBIAYy&/IbHOMY YOX/Ti
y 3aKpuTomy
nnacTMKoBOMY
KOHTeliHepi; no 1
nnacTKoBoOMy
KOHTEHepy y KapTOHHIl
Kopoo6Ui

MOANSEP ENY.CLII.
KOPTOPENILLH

CLUA

Baet
dapmaceyTumkanc,
Benwvka BputaHis;

Mdpaiizep
MeHtohekyypuHr
Benbris HB,
Benebrist; Mdpaiizep
IpneHg
dapmaceyTumkanic,
IpnaHgis; bakctep
PapmaceyTukan
ContowmHe JIIC,
CLIA

Benuka
BputaHis/
Benbrisi/
Ipnangis/
CLIA

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
MIBI (3rigHo Haka3ly MO3 Big

23.07.2015 Ne 460) - BunpasieHo

TEXHIYHY NOMWJ/IKY B TEKCTI
MapKyBaHHs ynakosku J13;
3AMNPOMNOHOBAHO: 2.

KINBKICTb AIF0YOT PEHOBUHN

OpHa go3sa (0,5 mn (ml)) micTuTb:
NMHEBMOKOKOBOTO nosicaxapugy

cepotuny 1 — 2,2 mkr (ug),
cepotuny 3 — 2,2 MKr (Ug),
cepotuny 4 — 2,2 mkr (ug),
cepotuny 5 — 2,2 mkr (ug),
cepotuny 6A — 2,2 Mkr (ug),

3a peyenmom

UA/15864/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepotuny 6B — 4,4 mkr (ug),
cepotuny 7F — 2,2 Mkr (ug),
cepotuny 9V — 2,2 Mkr (1g),
cepotuny 14 — 2,2 mkr (ug),
cepotuny 19A — 2,2 Mkr (Ug),
cepotuny 19F — 2,2 mkr (1g),
cepotuny 23F — 2,2 Mkr (ug),
NMHEBMOKOKOBOrO oflirocaxapugy
cepotuny 18C — 2,2 Mkr (1g),
CRM197 6inka-Hocis ~ 32 MKr
(ng); 3a3HaveHe BUMpaBIEHHSA
BiANoBigae apxiBHUM mMaTepianiam
peecTpauiiiHoro 4ocbe

224.

NPErABATIH-
JAPHULA

Kancynu no 75 mr; no 7
Kancys y KOHTYpPHii
YapyHKOBIli yrnakoBLi; no 2
abo no 3, abo no 4, a6o
N0 8 KOHTYPHUX
YapyHKOBMX YrakoBOK Y
nauui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/16414/01/01

225,

NPErABATIH-
JAPHULA

Kancynu no 150 mr no 7
Kancyn y KOHTYpHii
YapyHKOBIli ynakoBsLi; no 2
abo no 3, abo no 4, abo
Nno 8 KOHTYPHUX
YapyHKOBMX YMakoBOK Y
navui

MpAT

"®apmaueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI

3a peyernmom

UA/16414/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

226.

NPEAHIZ0/IOH
-OAPHULISA

Tabnetku no 5 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakosLi, no 4
KOHTYPHIi YapyHKOBI
yMakoBKM B mayLi

MpAT
"PapmaueBTnyHa

thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa

thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/2587/02/01

227.

NPEAHIZ0/IOH
-IAPHULIA

pO34uH A1 iH'eKuiiA, 30
mr/mn, no 1 mn B amnyni;
no 3 abo no 5 amnyny
KOHTYPHili YapyHKOBIi
yNaKkoBLi; N0 1 KOHTYpHIi
YapyHKOBIl ynakoBLi y
navui

MpAT

"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3aralbHEHVX AaHUX

3a peyenmom

UA/2587/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npo cucTemy dhapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifIMiHHa Bif, yNOBHOBaXeHOT|
ocobw, BiANOBIAa/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

228.

NMPEAHITON®

mMasb 0,25 % no 10 r, abo
30T, abo 50 ry Ty6i; no 1
Ty6i B KApTOHHI nayuj

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MM6X
ApuHarimitTTens

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
martepianis: 3MiHa 3asiBHMKa
(BnacHwvka peecTpadujiiHoro
NnocBiAYEeHHST). 3MiHM | TUny -

3MiHM Wwozao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAasIbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnagy). 3miHa

YNOBHOB&XEHOT 0CO6U 3as1BHYKA,

BiANOBiAaIbHOT 3a
hapmakoHarnsg. diloya pefakuis:
Petra Gerecke. MNponoHoBaHa
pegakuisi: Heyain Mapis MNasnisHa.

3a peyenmom

UA/10283/02/01
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KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

BUPOGHUKa

3MiHa KOHTaKTHUX AaHuX

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Mibe TM6X

HimeuunHa

YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKeHHs1 macTep-
dpaiina Ta ioro Homepa.
BHECEHHS 3MiH 40 peecTpaLinHmx

3a peyernmom

UA/10283/03/01

229.

MPEAHITON®

Kpewm, 0,25 % no 10 r, abo
30T, a6o 50 ry Ty6i; no 1
Ty6i B KQpTOHHIA naywi

TOB «MIBE
YKPAIHA»

Ykpaina

ApuHaiimitTTens

marepianis: 3MiHa 3asBHMKA
(BnacHwvka peecTpadiiHoro
noceigyeHHs). [iloya pegakuis:
Jepmadhapm Al', HimeuunHa.
Dermapharm AG, Germany.
MponoHoBaHa pepakuis: TOB
«MIBE YKPAIHA», YkpaiHa. 3MiHu
| TMny - 3MiHn Woa0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/ILHOT 32
hapmakoHarnag. [ivoya pegakuis:
Petra Gerecke. lNponoHoBaHa
pepakuisi: Heuali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHnX
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg. 3miHa Micus
3[iiCHEHHST OCHOBHOI [isiNIbHOCTI 3
hapMakoHarnsagy. 3miHa
MiCLLe3HaXOKEHHS MacTep-

chaiina Ta iforo Homepa.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
230. | NPIOPUKC- nioghinizoBaHMin NOPOLLIOK nakcoCmiTKnsiiH Benuka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/16549/01/01
TETPA™ Ans iH'ekuiid, 1 conakoH 3 Ekcnopt NimiTeq, BpuTtaHis Bionompxkikans C.A. martepianis: 3miHu | TUny -
KOMBIHOBAH NOPOLLKOM Y KOMNEKTI 3 [ofaBaHHA TecTiB «Sterility»,
A BAKUUHA PO34MHHMKOM (BOAA ANs «ldentity varicella virus by PCR
ans iH'exuiii) no 0,5 mn (1 (Q-PCR)» Ta «Potency» Ha
MPO®DINNAKTUK | posa) y nonepefHbo KiHLEeBOMY eTani BUPO6GHMLTBA
N KOPY, HarnoBHEHOMY Lnpuui (y iHOKylOMy BITPSIHOT Bicnn
EMIAEMIYHOI KOMMNEKTI 3 ABOMa (Concentrated inoculum); 3miHu |
O NAPOTUTY, ronkamu abo 6e3 rosnok) TUNY - BUAAIEHHSA TECTiB
KPACHYXU TA | a6oy amnynaxy «ldentity» Ta «Potency» Ha
BITPAHOI BaKyyMHill CTEPUNbHIl NPOMiXHOMY eTani BUPO6HULTBA
BICnn, XXMBA ynakoBLii; No 1 BakyyMHili iHOKylOMy BITPAHOI Bicnn
ATEHYNOBAH CTEpPWU/IbHIl yNakoBLji y (Inoculum virus pool); 3miHn Il
A KapTOHHI kopobuj; 1 TMny - 3MiHa MeToay
chnakoH 3 NOPOLLKOM Y BUMNPOBYBaHHS 3a NOKa3HMKOM
KOMM/IEKTI 3 PO3YNHHUKOM «ldentity», SiK1iA BUKOHYETbCS Ha
(Boga ons iv'exuiid) no 0,5 NPOMiXHOMY eTani BUPO6HULTBA
mn (1 fosa) y nonepefHbo iHOKy oMy BITPAHOI Bicnn
HarnoBHEHOMY Lnpuui (y (Inoculum virus pool);
KOMMNEKTI 3 ABOMa 3anponoHoBaHo: Identity varicella
rosikamu) y BakyyMHiii virus by PCR (Q-PCR). PepgakuiiiHi
CTEpPW/bHIN yNakoBLij; No npasku Jo po3giny 3.2.S.
10 BaKyyMHUX CTEPUIIbHUX
YNaKoBOK Y KapTOHHiA
Kopo6ui; 1 dnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAA ANA
iH’exuiii) no 0,5 mn (1
[03a) y nonepegHb0
HarnoBHEHOMY LUNPpULL y
BaKyyMHiii CTEpUNbHIl
ynakosui; no 1, 10, 20 a6o
50 BaKyyMHUX CTEPUIBHUX
YMakoBOK Y KapPTOHHIi
Kopo6Li; 1 hnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAA ANA
iH'exuiii) no 0,5 mn (1
[03a) B amnyni y
BaKyyMHiii CTEpUNbHIl
ynakosLi; no 1, 10 a6o
100 BaKyyMHUX
CTepU/IbHUX YNaKoBOK y
KapTOHHI Kopoo6Lli
231. | NPO3EPUH- PO34MH ANs iH'ekuin, 0,5 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6208/01/01
AOAPHMUA Mr/mMa no 1 mn B amnysi; "®apmaveBTUYHa "®apmavueBTUYHa marepianis: 3MiHu | TUMY - 3MiHK

no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI

ipma "OapHuus”

hipma "OapHuus”

ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [10 y3araJlbHEHWX AaHWX Npo
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku B I'Ia‘—lLli

cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iCHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAabHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

232.

PEBALMO

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
20 wr, no 15 TabneTtok y
6nictepi; no 6 6nictepiB y
KapTOHHIA KOopoo6Li

MPANIEP IHK.

CLUA

®dapeBa Ambyas

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu Il Tuny - 3mMiHn
BHECEHO B IHCTPYKL,il0 AN1A
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby A0 po3ainis
"®apmMakonoriyHi BnactneocTi”,
"0iTn" (yTouHeHHs iHchopmauii).
BBeneHHs 3MiH NpoTArom 3-x
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/6839/01/01

233.

PEKTOAENBLT
100

Cyno3uTopii peKkTasibHi Nno
100 wr, no 2 a6o no 6
cynosuTopiie y 6nictepi;
no 1 6nicTepy B KAPTOHHiIl
Kopo6Li

Tpommcaopdd M6X
eHp, Ko. KI

HimevunHa

Tpommcaopdd
'M6X eHa Ko KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -

3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHS" MKA N13:
3anponoHoBaHo: Po3ain
«MapkyBaHHs.» 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
npoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHSA

3a peyernmom

UA/0685/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

234,

PEMABIP

Kancynu no 100 mr no 10
Kancyn y 6nictepi; no 1
abo 3 6nicTepy y nauui
KapTOHHIi

AT "OnaiiHchapm"

NaTtsis

AT "OnaiiHchapm”

NatBis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuisi: Mprckoka
AHapili Onerosuy. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnsg B YkpaiHi

6e3 peyenma

UA/3777/03/01

235.

PEMABIP

Tabnetku no 50 mr, no 10
Tabnetok y 6nictepi; no 2
6nicTepn B KAPTOHHIN
naui

AT "OnaiiHcpapm"

Natsis

AT "OnaiiHchapm”

NatBis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/ab0 3MiHW Y PO3MILLEHHi

6e3 peyenma

UA/3777/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHOI 0COBU YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (hapmakoHarnsg, B YkpaiHi.
MponoHoBaHa peakuis: Mpuckoka
AHgpiii Onerosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi
236. | PEHEUPO PO34MH ANs iH ekuiii, 250 TOB HB® Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/14966/01/01
Mr/M/1; o 4 Mn B amnyi; "MIKPOXIM" akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
no 5 amnyn y kacerti; no 1 TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
KaceTi B nayL,i 3 KapTOHy; "lekxim-Xapkis" , thapmakoHarnsgy (iHwi 3MiHn) -
no 4 mn B amnyni; no 5 Ykpaina OHOBJ/IEHHA TEKCTY MapKyBaHHA
amnyn y kaceri; no 2 (BignoBifanbHuWii 3a yNakoBKM NiKapcbKoro 3acoby 3
KaceTu B Mauyl,i 3 KApTOHY BMPOBHMUTBO Ta YTOUYHEHHAM iHchopmaL,ii Wwoao
KOHTPO/b/BMNPOGYB [ito4oi peyoBrHN. BBeeHHS 3MiH
aHHsa cepii, He NpOTAroM 6-Tu MicAliB nicas
BK/IO4AI0UN BUMYCK 3aTBEPMKEHHS
cepii); TOB HB®
"MIKPOXIM",
YkpaiHa
(BignoBiganbHWii 3a
BUPOBHMUTBO Ta
KOHTPO/b/BMNPOGYB
aHHs cepii,
BK/THOHAI0UM BUNYCK
cepii)
237. | PUBOKCUH TabneTku, BKpUTI BigkpuTe akuioHepHe Pecny6nika Bigkpute Pecny6nika BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/10293/01/01
NNiBKOBOK 060/10HKOID, MO TOBapuncTBo Binopycb akuioHepHe Binopycb marepianis: 3MiHu | TURy - 3MiHK
200 mr no 10 TabneTok y "BOPUCOBCLKMIA 3aBOS, TOBapuCTBO Lofo 6esnekn/edhekTMBHOCTI Ta
6nictepi, no 5 6nictepiB y MeaNYHUX "BoprCOoBCHKNiA thapmakoHarnagy (iHwi 3MiHu) -
nauui 3 KapToHy npenaparis" 3aBOf, MeANYHUX 3amiHa po3giny «IpadivHe

npenaparis”, Lex
Ne4

0hOpMNEHHS YNaKOBKW» Ha
po3gin «MapkysaHHs» y MKA N13:
3anpornoHosaHo: MAPKVPOBKA.
B cooTBeTCTBUN C YTBEPXKAEHHBIM
TEKCTOM MapKMpOBKW. 3MiHN
BHECEHI B TEKCT MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby
LLI0A0 3a3Ha4YeHHs1 OANHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

238.

PVBOKCUH-
JAPHULA

TabneTku, BKpUTI
060M10HKOt0, M0 200 Mr No
10 TabneToK Y KOHTYPHIiA
YapyHKOBIli ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBOK y navui

MpAT
"®apmaveBTMyHa
dipma "fapHuua”

YkpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
mMaTtepianis: 3MiHu | TUNYy - 3iHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMalLlii Loao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHa" MKA N13;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHS 3MiH - NPOTArom 6
MicsAILiB Nic/a 3aTBepAKEHHSs

3a peyenmom

UA/6209/02/01

239.

PVBOKCWH-
JAPHULA

TabneTtku, BKPUTI
060/10HKO0, M0 200 Mr No
10 TabNeToK y KOHTYpHIl
YapyHKOBIli ynakoBsLi; no 5
KOHTYPHUX YapyHKOBUX
yNakoBOK y nauLli

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag,.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'ayecnasoBuy

3a peyenmom

UA/6209/02/01

240.

PUB'AYNN
XXWUP-TEBA

Kancynu no 500 mr, no 10
Kancyn y énictepi; no 7
abo 9 6nictepis y
KapTOHHIA Kopoo6Li

TeBa ®apmaueBTikan
IHpacTpi3 NTa.

13painb

AT
dapmaLleBTUYHNI
3aBog TEBA

YropumHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/IOYaKou, 3a
HEeob6XiAHOCTI, MicLe NPoBeAEeHHs!

6e3 peyenma

UA/6681/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTPO/O AKOCTI), ab0 BacHuka
MacTep-caiina Ha A®l, abo
noctavanbHvka A®|/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (KL
3a3HavYeHo y AOCbE Ha NikapCbKuii
3acib) 3a BigCyTHOCTI cepTudpikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLIO
3a3HayeHo y [0CbE) - 3MiHa Ha3BU
BMPO6HUKa A®I (pnb’aunii xup),
6e3 3MiHn Micua BUPOGHMLTBA:
3anpornoHoBaHo: KD Norway AS,
Norway. BBefieHHsi 3MiH NpOTArom
6-T1 MicALIB MicNa 3aTBEPKEHHS

241.

PVMAHTAAVH-
OAPHULA

Tabnetku no 50 mr no 10
Tab1eToK Y KOHTYPHiii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B NauLi

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TUNY - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/Ito4aoun
[njanasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPMKEHUM PO3MIPOM) -
36iNbLUEHHS pO3MIpy cepii
roTOBOIO JIiKApCbKOro 3acoby.
3anponoHoBaHo: 520,00 (200,0
TUC. yN.); 3MiHW | TUny - 3MiHK 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Yy BUPOGHULTBI. 3MiHN Y
npoteci BUpo6HMLITBA TOTOBOTO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW) - BHECEHHS 3MiH 0 pO3ainy
3.2.P.3. MNpouec BupobHuLTBa
nikapcbKoro 3acoby, 3okpema:
36iNbLUEHHS KiTbKOCTI
3aBaHTaxeHb Ha Ctagii 1, Ctagji
2; BHECEHHS He3HaYHNX
pefakuiiH1X npaBok

6e3 peyenma

UA/7736/01/01

242,

PVIMAHTAAVH-
JAPHULA

Tabnetku no 50 mr no 10
Tab/1eTOK Y KOHTYPHiii
YapyHKOBIli ynakoBsLi; no 2
KOHTYPHIi YapyHKOBI

MpAT
"®apmaueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeefeHHa abo

6e3 peyenma

UA/7736/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakoBku B I'Ia‘—lLli

3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHWX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobu, BiANOBIAaIbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnaBoBuy

243.

PVHT
HA3ANbHWIA
CMNPE®
3BOJIOXYIOY
nn

cnpeii HazanbHWiA, 0,5
mr/mn, no 10 mny
chnakoHi pasom 3
HacocoM-£,03aTopoMm 3
po3snusoBayem; no 1
chnakoHy B nauu 3
KapToHy

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHOro NoCBigYEHHS).
3MiHa HalimeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBifYEHHS).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNIOpPTEp, BK/IKOYAKOYM
BUNYCK cepiit). 3miHa
HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOOHULTBA. 3MiHW BHECEHI B
IHCTPYKLiO 418 MeanyHoro

6e3 peyenma

UA/12120/01/01

170




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3actocyBaHHs /13 y p. "BUpo6HUMK",
"Micue3HaxokeHHA BUPOGHMKa
Ta lioro agpeca micus
NPOBaPKEHHA AiS/IbHOCTI" 3
BiANOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBoK. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
OHOB/EHHS TEKCTY MapKyBaHHS
YMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaii Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA /13
3arBepakeHo: MAPKYBAHHA.
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHA. 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.

244,

PUTOBIP-N

TabneTtku, BKPUTI
NNiBKOBOK 060J1I0HKOH), MO
200 mr/50 mr, no 120
TabneTok y KoHTeliHepi; no
1 KOHTelHepy B KapTOHHIiA
Kopobui

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB NicNs 3aTBEpAKEHHS

3a peyernmom

UA/18271/01/01

245.

PUTYKCUM

KOHL,EHTpAT A9 po34nHy
Ans iHdoysii no 100 mr /10
M in bulk: no 10 mny
donakoHi; no 200 donakoHiB
y NoNinponineHoBil
KOpoo6L;

in bulk: no 50 mny
chnakoHi; no 50 chnakoHis
y nosinponineHoBii
Kopo6Li

®.XohcpmaHH-/15 Pow
nrtp,

LLiBeiiuapis

[>KeHeHTeK IHK.,
CLUA (BMpO6HMLTBO
Hepo3dacoBaHOl
nNpoAyKLUii, NepBNHHE
nakyBaHHs); Jlabop
N+C AT, HimeuunHa
(BunpobyBaHHs
KOHTPO/O SIKOCTI
npu BUMYCKy 3a
nokasH1Kamm
BakTepianbHi

cuA/
Himeuunna/
LLiBefuapis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - Ha
AinbHUUi Pow fiarHocTuke Miex
NPUNUHEHO PO3/IMB PUTYKCUMABY y
(pN1aKoHM 3riJHO 3 BUPOOHUYMM
npoLecoM, a came JliHifa po3nuey
3, HasiBHWIA Npouec BUPOGHMLTBA,
niHia po3nusy 1. Pegakuiiini
npasku Ao po3ainy 3.2.P.3.3. onuc
BMPOGHMYOro npouecy. BeeaeHHs
3MiH NpoTArom 6-Tn Micauis nicns

UA/15276/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
€HA0TOKCUHM, 3aTBEPMKEHHS; 3MiHM | TNy -
CTepunbHICTb); Pow 3MiHV BUNpo6yBaHb B MPOLECi
[liarHocTuke MM6X, BMPOGHMLTBA ADI-3BY)XXEHHS
HimeuyunHa [0nyCcTUMOT Mexi, Lo noTpebye
(BUPOBHMLTBO BXVBaHHS 3axofiB ans
Hepo3dgacoBaHOl BMNPOGYBaHb MiKPOGIOIOriYHOro
NpoAyKuii, NepBuUHHe HaBaHTaxkeHHs (#o i micnsa
nakyBaHHs, hinbTpavii) 3 ypaxyBaHHAM 3MiHU
BTOPVHHE MeXi ocTaHHbOI cTagii pinbTpaui
nakyBaHHs, Big 10 KYO /mn Ha >10 KYO/10
BMNPOGYBaHHSA M/1. BHECEHHS TEKCTOBI peaakuiliHi
KOHTPO/IHO AKOCTI, YTOUHEHHs 0 po3aine S.2.4 Ta
BMMYCK cepii.); Pow S.2.2 3 METOI0 NPUBELEHHA Y
dapma Arl, BiANOBIAHICTb A0 AOKYMeHTaLil
HimeuunHa BMPO6HUKA. BBEAEHHS 3MiH
(BnpobyBaHHs npoTArom 6-Tn MicAUiB micns
KOHTPO/O AKOCTI 3aTBEPMKEHHS; 3MiHM | TUNY -
npu BUNYyCKy 3a [04aBaHHA HOBUX TOHOK
BUHATKOM BMNpOGYyBaHb B MPOLECI
NOKa3HWKIB BMPOOHULTBA Ai04OT peYOBUHU
"BakTepiasibHi puUTyKCMMaby 3a TeCcTom
€eHA0ToKCuHKN","CTep MiKpO6i0o/oriyHe HaBaHTaXEHHS
UNBHICTB".); (nepep, dhinbTpavis) Ha eTani
®.XothpmarH-/15 "Affinity Pool", "Cation Exchange"
Pow JlTg, 3 «MEXO10, L0 BUMArae BX1BaHHS
LBeiiLapis 3axogis > 50 KYO/ 10 mn» Ta Ha
(BTOPUHHE etani "Anion Exchange" 3
nakyBaHHs, «MEXOI0, L0 BUMarae BXVBaHHSA
BMNPOGYBaHHSA 3axogiB < 10 KYO/ 10 mn».
KOHTPO/HO AKOCTI, BHeceHHs TEKCTOBI peaakuiliHi
BWMYCK Cepil) YTOUHEHHS [0 po3giny S.2.4 Ta
S.2.2 3 MeTOl0 NpUBEAEHHS Y
BIANOBIAHICTb A0 AOKYyMeHTaLil
BMPOGHUKa. BBeAEHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3BYXXEHHS JONyCTUMUX MEX
NPUIAHSATHOCTI MiKpOBiosIoriuHOro
HaBaHTaXKEHHS NiKapCbKoro
3ac06y A1 BHYTPILWHbOBEHHOTO
BBEJEHHS (40 KiHLeBOl
CTepunbHOI dinbTpawi) Big
Makcumym 1 KYO/mn go 10
KYO/100 mn. BBefeHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
He3HauHi 3MiHK y npoLeci
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nonomoroto AdiHHOT
Xpomarorpadii, a came 3MiHN
[onycTUMMX Mex ans bycepHoro
po3unHy 3 < 3,80 0o < 3,70; B
npoueci iHakTuBauii Bipycy 3" = 15
XBUANH " Ha " = 30 XBUIUH "

173

3BY)XXEHHS AONYCTUMUX MEX
MonsipHocTi 6ydhepHOro po3umHy
OLLeTOBOI KMCNOTH ANs 6inka A 3
0,030 - 0,25 M go 0,060 - 0,25 M;
3BY)XXEHHA pH 6ydepHOro posunHy
ons 6inka A 32,7-3,1 o 2,7 - 3,0.

BHeceHHs TeKCTOBI peAakLiliHi
YTOUHEHHSA A0 po3giny S.2.4 ta
S.2.2 3 MeTOI0 NpuBEAEHHA Y
BIANOBIAHICTb A0 AOKYMeHTaL,iT
BUpOGHUKa. BBeEeHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3aMiHa Aitoyoro cTaHgapTHOro
3paska "Cepis C2B8809" Ha HoBWUiA
NepBUHHWIA cTaHaapTHUIA "Cepis
3043992", AKMii BUKOPUCTOBYETLCS
y MeTogax BunpobyBaHHA fitouoi
PEYOBUHW. Y3rOMKEHHSA MeToay
BUNPOBYBaHHAANA AitoHOi
pPeyYoBUHM Ta FOTOBOTO NiKapCbKOro
3acoby SEC (npugaTHicTb
XpomatorpadivHoi cuctemu) 3
Bumoramm USP, peaakuiiiHi
YTOYHEHHS 3 METOIO NPUBEAEHHS Y
BiANOBIAHICTb A0 AOKYMeHTaLil
BMPO6HUKA. BBEAEHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
3amiHa NpPOTOKO/Y A/151 HOBOro
eTa/IOHHOTO 3pa3ky ANs
nikapcbkoro 3acoby PUTYKCUM.
MpoTokon BuNpobyBaHHA Npu
BWMYCKY BK/HOHAE KBaUTichikauiviHi
BUMPOBYBaHHA Ta BUNPOOYBaHHS
npy BUMYCKy 15 HOBOTO
€TaUTOHHOTO 3pa3sky (NepBUHHOIO
Ta BTOPVMHHOrO) i3 3aCTOCYBaHHAM
MeToZiB BUNPO6YBaHb 3 KOHTPOSIO
cuctemn putykcumaoy. Okpim
TOro, KBanigikauis HoBoOro

NEPBUHHOTO €TA/IOHHOrO 3pasky

OyJe BKIHYaTK BUNPOOYBaHHS 3




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

PO3LUMPEHVMU XapaKTePUCTIKamMmn
NnoKasHuKiB. BBeleHHs 3MiH
NpoTArom 6-Tn MicALiB nicns

3aTBEPMKEHHS; 3MiHM | TNy -

BUTYYEHHS reHTaMiuuHy cynbary

3 BUPOGHNYOro npouecy Aitoyoil
PeyoBMHN pUTYKCUMaby Ha
BUPOBHUYMX AiNbHULAX
[bxkeHeHTek IHK., AinbHuua 1
KTITUHHOT KyNbTypu Bakasinb (VV
CCP1) Ta )xeHeHTeK IHK.,
OyweHcaiig (OCN).
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCAILiB Nicnsa 3aTBepPKEHHS;
3MiHu Il Tuny - AogaBaHHA
AinbHuui CamcyHr BioJlomxuke,
(SBL), sika 3HaxoauTbesa B COHrAo,
MiCTO IHUXOH, MiBAeHHA Kopes, sk
KOHTPaKTHOT BUPOBHUYOT
opraHisauii (CMO) gns
[04aTKOBOrO BUPOGHULITBA Ta
BMNPOGYBaHHSA Ait04oi peyoBUHM
puTokcumMaby A5 Nikapcbkoro
3acoby (3arBepmkeHo: Genentech
Inc., USA, 3anponoHoBaHo:
Genentech Inc., USA, Samsung
BioLogics Co. Ltd, Republic of

Korea). BBegeHHS 3MiH MpPOTArom

6-TW MicALIB Nicna 3aTBEPKEHHS

246.

PIBOAAPOH

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIA
ECI]

Pisochapm CA

LLisefuapis

Pisochapm CA

LLisefuapis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-aina cuctemm

3a peyernmom

UA/17330/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsgy B
YkpaiHi: [ponoHoBaHa pefakuis:
Lmronesa MapiaHHa BikTopisHa.
3MiHa KOHTaKTHWX AaHuX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
ocobw, BiANOBIAa/IbHOI 3a
3[iiCHEeHHs1 hapMakoHarsay B
YKpaiHi pekomeHL0BaHO 40
3aTBEPKEHHS

247.

PIBOAAPOH

Tabnetku no 200 mr no 10
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIN
naui

PiBochapm CA

LLiBefiuapis

PiBochapm CA

LLiBefiuapis

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 3AiACHEHHS

chapmakoHarnsigy: MponoHoBaHa

pepakuis: Rita Maria Puglisi.
3MiHa KOHTaKTHUX AaHUX
YNOBHOBaXXEHOI 0co6U,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy

3a peyernmom

UA/17330/01/01

248.

POBAXON

Kancysnu
KMLLKOBOPO3YMHHI, M SKi;
no 10 kancyn B 6nicTepi,
no 5 6nictepis B nauui 3
KapToHY

PoBa
dapmacbtoTikasc JTa,.

Ipnangis

KatasieHTt
HimeuunHa Egepbav
LxiMGEIY,
HimeuunHa
(BUPOGHKK,
BiAnoBiganbHUIA 3a
HanoBHEHHSA
kancyn); MMNe B.B.

Himeuunna/
HigepnaHnamn
| lpnaxgis/
PyMmyHis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHS TEXHIYHWNX MOMUSIOK,
3rigHo nn.4 n.2.4. po3ainy VI
Hakaly MOS3 YkpaiHu Big,
26.08.2005p. Ne 426 (y pegakuii

3a peyernmom

UA/17342/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(ManydhakTypuHr Hakaly MO3 YkpaiHu Bif
MakiHr Papmaka), 23.07.2015 p Ne 460) — noMuUIKn
HigepnaHgm noB'A3aHi 3 nepeknagom abo
(nepBuHHa Ta nepeHeceHHsAM iHchopmaw,i, ki
BTOPVHHA 6y gonyLueHi nig vac
ynakoska); Posa npoBefeHHs npoLeaypu
dapmacbloTikanc peecTpaujii nikapcbkoro 3acoby
Nta., lpnaHgis (Haka3 Ne716 Big 03.04.2019p.). Y
(BUPOGHUK, Cneuudpikanii MeToAisB KOHTPOsO
BiANOBiAA/IbHWIA 32 SIKOCTi 419 MoKasHmKa «Onme»
NOBHWIA LMK 6yno fonyLeHo NOMUIKY npu
BMPOGHULITBA (KpiM BVKNaAEHHI iHdopmaLii Lwoao
HanoBHEHHS onucy KarncyJs, BkasaHa 3aiisa
kancyn)); C.K. Csicc iHbopmauis Npo 3anax. 3amicTb
Kanc PymyHis «3eneHi cdhepnyHi
C.P.N., PymyHis KMLLKOBOPO3YVHHI Kancynm, M'siki»,
(BUPOGHUK, 6y/10 3a3Ha4YeHo «3esieHi
BiZiNOBIAabHUIA 3a ChepuYHi KMLLKOBOPO3YMHHI
HamnoBHEHHS Karcy/) Kancysm, M'siki i3 3anaxomM M’aTu».
3a3HaueHe BUMpaBeHHs
BiAnoBigae marepianam
peecTpauiiHoro Aocke SKi
npeacTasneHi B apxisi. B
opuriHasIbHMX MaTepianax
3a3HauveHo: «A green spherical
capsule»
249. | CUMOAA Kancynm 3AT "dapmnira” JinToBCcbka BATKAH®APMA- Bonrapis BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/15445/01/01
racTpope3vCTEHTHI TBepA;, Pecny6nika AYNHWUA AL, marepianis: 3MiHu | TURY -
no 30 Mr no 7 kancyny OHOBJIEHHSA cepTudikary
6nictepi, no 4 6nictepn y BIANOBIAHOCTI EBPONENChbkili
KapTOHHI navi thapmakonei Ne R1-CEP 2012-
368-Rev 00 ans Aitoyoi pevoBuHU
[yNOKCETUHY rigpoxnopuay Bif
BXe 3aTBepA)KeHOro BUpobHMKa
(MSN LABORATORIES PRIVATE
LIMITED, IHgis)
250. | CMUMOAA Kancynm 3AT "dapmnira” JNlnToBCcbKa BANTKAH®APMA- Bonrapis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/15445/01/02
racTpopesnCTeHTHI TBepai, Pecny6nika AYNHUUA AL martepianis: 3miHu | Tuny -

no 60 Mr no 7 kancyny
6nictepi, no 4 6nictepn y
KapTOHHII naui

OHOBJ/IEHHS cepTuddikaTty
BiANOBIAHOCTI EBpONeichbkili
thapmakonei Ne R1-CEP 2012-
368-Rev 00 A5 Aito4oi pevoBUHN
[OYNOKCeTUHY rigpox/iopuay Bif,
BXe 3aTBep)KeHOro BUpo6HMKa
(MSN LABORATORIES PRIVATE
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
LIMITED, IHgis)
251. | CMEKTA® NOPOLLOK A1 OPa/IbHOT INCEH KOHCBLIOMEP dpaHuis BO®YP INCEH PpaHuin BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/10103/01/01
BAHI/Tb cycnensiino3r;no 3,76 r XEJICKEA, IHAYCTPI marepianis: 3miHu | Tvny - 3MiHu 3
NOPOLLUKY Y NakeTuky, no AKuioHepHe akocTi. A®Il. KoHTposnb Adl. 3miHa
10, 12 a60 30 nakeTukiB y TOBapucTBo y napameTtpax cneuudikawiii
Ta/abo fonyCTUMUX MEX,

KapTOHHI/ Kopoo6Li

CNPOLLEHOrO TUMY

BM3HAYEeHUX y cneundikauisx Ha
A®I, ab60 BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYIOTBCS Y NPOLECI
BMpO6GHULTBa AP (3BYXKEHHS
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) - 3MiHM B
cneumaikalii BUXiZAHOTO NPOAYKTY
cupoi rnHu (raw clay Diosmectite)
3a nokasHUkoM «CBUHelb», a
came: 3BY)XXEHHS fONyCTUMUX MEX
3 «< 6,5 ppm» 80 «< 4,0 ppm»;
3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHCS Y NPOLECI
BMPO6HMLTBA AD| (3BY)KEHHSA
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuundikawii) - 3mMiHV B
crneundikayii A®I 3a NoOKasHMKOM
«CBUHeLpb», @ caMe: 3BY)XEHHS
[oNyCTUMUX MeX 3 «< 6,5 ppm»
[0 «< 4,0 ppm>»; 3MiHK | TRy -
3MmiHu 3 aKocTi. A®Il. KoHTposb
A®|. 3miHa y napameTpax
crneundikauii Ta/abo gonycTnMmx
MeX, BU3Ha4YeHnX y creumdikayisx
Ha A®I, abo BYXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpPO6HMLTBA AD| (LONOBHEHHS
cneumdikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BiANOBIAHNM METOAOM
BUNPOBYBaAHHS) - AOMOBHEHHS
cneundikauii BUXiZHOro NpoayKTy
cmpoi rvHm (raw clay Diosmectite)
nokasHukoM «Kagmii» (kputepil

NPUIAHATHOCTI < 0,2 ppm); 3MiHu |
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
TUny - 3MiHK 3 skocTi. AdI.
KoHTposnb A®L. 3miHa y

178

cneuudikaLii HOBUM NOKa3HUKOM

[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHLCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTi Ta BiANOBIAHNM METOA0M
BUNPOBYBaHHS) - AONOBHEHHS
cneuudikauii BUXiZHOro NpoayKTy
cupoi rnuHu (raw clay Diosmectite)
nokasHukoM «BaHagiii» (kpuTepii
NPUIAHATHOCTI < 4,5 ppm); 3MiHu |
My - 3MiHK 3 AKocTi. API.
KoHTposnb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuudpikalisx Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, LWwo
BMKOPUCTOBYIOTLCSA Y MpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuudikaLii HOBUM MOKA3HUKOM
AKOCTI Ta BifNoBiAHVM METOL0M
BMNPOGYBaHHS) - AONOBHEHHS
cneuundikauii A®I nokasHUKoM
«Kapgmili» (kputepii NpuiAHATHOCTI
< 0,2 ppm) Ta BiANOBIAHUM
MeTOA0M BUNPOGYBaHHS; 3MiHN |
MRy - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y
napameTpax cneuucpikaii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BMPOGHMLTBA AD| (ONOBHEHHS

SKOCTi Ta BiANOBIAHNM METOAOM
BUNPOBYBaHHS) - AOMOBHEHHSA
cneuudikauii A®| nokasHMKoOm

«BaHagili» (kpuTepii NPUAHATHOCTI

< 4,5 ppm) Ta BignoBigHNM

MEeTO0M BUMPOBYBaHHS; 3MiHY |

1Ny - 3MiHKM 3 AKOCTI. FoTOBMIA

napameTpax cneuudikauii Ta/abo




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneumdikadii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (40NOBHEHHS
a60 3aMiHa NokasHukKa
cneumdikauii 3a pesynbratamu
[ocnimpkeHb 3 6e3mnekn abo AKoCTi
(3a BUHATKOM flikapcbknx 3acob6is
6io10riyHOro/iMyHOMOriYHOrO
NOXO/PKEHHS)) - AONOBHEHHS
cneuudikaLii rotoBoro
NiKapCbKOro 3aco6y MoKa3HMKOM
«MuW’siKk» (KpUTepil NPUAHATHOCTI
<1 ppm). BBegeHHs 3MiH
npoTsArom 3-x MicAuiB nicas
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHu 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneumdikadii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (40NOBHEHHS
a60 3aMiHa NokasHukKa
cneumdikauii 3a pesynbratamu
[ocnimpkeHb 3 6e3mnekn abo AKoCTi
(3a BUHATKOM flikapcbknx 3acob6is
6io/10riyHOro/iMyHOMOrYHOrO
NOXO/PKEHHS)) - AONOBHEHHS
cneuudikaLii rotoBoro
NiKapCbKOro 3acoby MoKa3HMKOM
«CBUHeLb» (kpuTepil
NPUAHATHOCTI < 4 ppm). BBeeHHs
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHV Wwoao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHO [0 IHCTPYKLi ANns
MeJMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby fo posgainy
"Cnoci6 3acTocyBaHHs Ta fo3n'.
BeefieHHs 3MiH npoTarom 3-x
MicCsILiB MicNs 3aTBeKEeHHS; 3MiHU
| Tvny - 3miHK Woao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(BM1y4YeHHA TepaneBTUYHOIO
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
rokasaHHs) - 3MiHU BHECEHO [0
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby

[0 po3giny "lMNokasaHHa"
(BnnyyeHo: CumntToMaTuyHe
nikyBaHHA 601110, NOB’A3aHOrO 3
e3odharoracTpogyofeHabHUMK
3axBoptoBaHHAMY). BBeaeHHs
3MiH NpoTAarom 3-X micsuis nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHa MapKyBaHHS yNakoBKu
roToOBOro NikapcbKoro 3acoby -
OHOBJIEHHA TEKCTY MapKyBaHHs
(BUTyYEHHS pOCilicbKoi MOBK).
3MiHn [0 TekcTy MapKyBaHHS
yMakoBKM MiKapcbKoro 3acoby, y
T.4. BUJTyYEHHS POCIACbKOI MOBU.
BBefeHHs 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TNy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. [Hwi 3miHu, ki
He BBIliLN Yy Lieli po3ain, Aki
BK/10YAIOTb NOAAHHA pe3ysibTaTis
[ocnimhKeHb [0 KOMNETEHTHOrO
opraHy - 3MiHW, SIKi BK/1lOYa0Th
pesynbTaTu gocnimkeHb (OLiHKa
pV3VKiB BIANOBIAHO A0

[,0 OHOBNIEHHSA crevumdikaui

BBeneHHs 3MiH NpoTArom 3-x
MiCALIB MiCNA 3aTBEPLYKEHHS;
3MiHun |l Tuny - 3miHK Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy. 3MiHu y

KOPOTKIil XapakTepucTunui
nNiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeAMYHOr0o 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3

KepisHuyTBa ICHQ3D) BignosigHO

BMXiHOTO NPOAYKTY CUPOT F/TUHU.

SAKOCTIi, AOKNIHIYHUMU, KAIHIYHUMMW
JaHnMK Ta laHumm 3
thapmakoHarnagy - 3MiHM BHECEHO

[0 IHCTPYKUIT A4N18 Mean4Horo
3aCTOCYBaHHS /iKapCbKoro 3acoby
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[0 po3ainis "®apmakosioriyHi
BractmsocTi”, "rMokasaHHA"
(yTOouHEeHHs iHchopmawii),
"MpoTunoka3aHHs", "B3aemogis 3
iHLWIMMK NikapcbkMuK 3acobamu Ta
iHWi BUAW B3aeMOgin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaa”, "Aitn" (3aTBEpAKEHO:
3acTocoByBaTV AN NiKyBaHHA
AiTeld Bikom Big, 1 micaus;
3anpornoHoBaHo: 3acTocoByBaTH
Ansa nikyBaHHS AiTel BiKoM Big, 2
pokiB), "MNepenosysaHHA"
(peparyBaHHs TekcTy), "IMo6iyHi
peaxkui’ (BBegeHHs1 3MiH NPOTAroM
3-X micsiyiB nicns 3aTBepAKEHHS)

252,

COJEPM®

Kpem 0,1 %, no 251,501y
Ty6i, No 1 Ty6i B KAPTOHHIA
ECI]

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHa 3asABHMKa
(BnacHvika peecTpaduiiHoro
nocsigyeHHs). 3miHu | Tuny -

3MiHu Wwoao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa

YMOBHOB&XeHOT 0CobM 3as1BHMKaA,

BiANOBIAa/ILHOT 3a
hapmakoHarnag. [ivoya pegakuis:

Petra Gerecke. MNponoHoBaHa
pegakuis: Hevain Mapis MNasnisHa.
3MiHa KOHTaKTHUX AaHuX

3a peyenmom

UA/10254/03/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

253.

COAEPM®

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
thapmakoHarnag. 3miHa Micua
3[iAiCHEHHS1 OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsgy.
3MiHa MicLe3HaxXoMKEHHST MacTep-
charina Ta iforo Homepa.

254,

COJEPM®

eMy/bCisl HawkipHa 0,1 %,
no 20 mn, 50 mny
chnakoHi; no 1 conakoHy B
KapTOHHI nayi

TOB «MIBE
YKPAIHA»

YKpaiHa

Mi6e MmM6X
ApuHarimiTTens

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHvka peecTpadujiiHoro

NnocBiAYEHHST). 3MiHM | TUny -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs abo
3MiHW [0 y3arasibHEHUX AaHnX Mpo
cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX

npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKIIOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
thapmakoHarnagy). 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg. diloya pefakuis:

Petra Gerecke. MNponoHosaHa
pepakuis: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag. 3miHa Micus
3[iACHEHHS OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOKeHHs1 MacTep-
dhaiina Ta noro Homepa.

3a peyenmom

UA/10254/04/01

mMa3b 0,1 %, no 25r1,50ry
Ty6i; No 1 Ty6i B KAPTOHHIlA
QECI]

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe TmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHa 3asABHMKa
(BnacHvika peecTpadiiHoro

3a peyenmom

noceigyeHHs). 3miHu | Tuny -

UA/10254/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHa abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHS y3araslbHEHNX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOI 0Co6H,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3aABHUKA 4191 34iACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Petra Gerecke. MNponoHosaHa
pepakuis: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOMKeHHs1 macTep-
chaiina Ta iioro Homepa.

255.

COJEPM®

PO34uH HaLLKipHWii 0,1 %;
no 15 mn, 30 mn, 50 mn,
100 mn y chrnakoHax 3
KpanenbHuLeto; no 1
(h/1aKOHY B KapTOHHii
ECI]

TOB «MIBE
YKPAIHA»

YKpaiHa

mibe MmeX
ApuHalimiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobu, BigNoBiAa/IbHOI 3a

3a peyernmom

UA/10254/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3[jiCHEeHHs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. dirova pegakuis:
Petra Gerecke. MNponoHosaHa
pepakuis: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHuX
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOMKeHHs1 MacTep-
(haiina Ta iioro Homepa; 3miHu | Ta
Il Tuny, 3miHa 3asBHKKa (BNacHvka
peecTpaLiiiHoro NocBig4YeHHs)
256. | CONMEAYM® racTpope3nCTEHTHI Kaccenna-meg M6 X HimeuyunHa ApTecaH ®apma Himeuunna/ BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/15105/01/02
ANnsa AITEN kancynm m siki no 100 mr, & Ko. KI' v6X & Ko. KG, PymyHis marepianis: 3MiHu | TUMY - 3MiHK
no 20 kancyn y 6nictepi; HimeyunHa ofo 6e3nekn/edekTMBHOCTI Ta
no 1 6nicTepy B KAPTOHHIl (nepBuHHE thapmakoHarnsgy (iHwi 3MiHn) -
Kopo6ui; no 25 kancyny nakyBaHHs); BHECEHHS 3MiH [0 po3ainy
6nictepi; no 2 abo no 4 AptecaH ®apma “MapkyBaHHs" MKA N3;
6nicTepn B KAPTOHHIN v6X & Ko. KT, 3anponoHoBaHo: MapKyBaHHS.
Kopoo6ui HimeuyunHa 3rifHO 3aTBEPAKEHOrO TEKCTY
(nepBuHHE MapKyBaHHs1. OHOBMIEHHS TEKCTY
nakyBaHHs); MapKyBaHHs YNakoBK/ NiKapCbKoro
ApTtecaH ®apma 3ac06y 3 BHECEHHSM iHchopMmalii
m6X & Ko. KT, 040 3a3HavYeHHs 04MHULb
HimeuunHa BVMIiptOBaHHA y cuctemi Sl.
(BTOPUHHE BeefieHHs 3MiH npoTarom 3-x
nakyBaHHs); MiCALB Nicnsa 3aTBepAKeHHs
KatasieHt

HimeuunHa E6epbax
'v6X , HimeuunHa
(BPO6GHMLTBO
kancyn (6e3
nokpuTTA) in bulk);
Knoctepdpay
BepniH TM6X,
HimeyunHa
(HaHeceHHs
NOKPUTTS, BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
Bunyck cepii); C.K.
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Csicckanc PymyHis
C.P.J1., PymyHis
(BPO6GHMLTBO
kancyn (6es
nokputTs) in bulk)
257. | CO®IrEH TabneTtku, BKPUTI FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/17059/01/01
NiBKOBOK 060J10HKOLO, MO NIMITEL Niviten marepianis: 3MiHu | TUMY - 3MiHK
400 mr Ne 28 'y ofo 6e3nekn/edekTMBHOCTI Ta
KOHTeliHepi; no 1 thapmakoHarnagy (iHwi 3MiHn) -
KOHTelHepy y Kopoo6Li OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSALIB NicNs 3aTBEpPAKEHHS
258. | CO®reEH-Nn TabneTtku, BKPUTI FETEPO /1AB3 IHais letepo /1a63 IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17060/01/01
NAiBKOBOK 060JI0HKOLO, MO NIMITEL Nimiteq marepianis: 3MiHu | TUMY - 3MiHK
90 mr nepinacsipy Ta 400 Lwoao 6e3nekn/edeKTBHOCTI Ta
Mmr cogpocbysipy, no 28 thapmakoHarnagy (iHLwi 3MiHu) -
TabneTok y KoHTeliHepi, no OHOBJIEHHS TEKCTY MapKyBaHHsA
1 KOHTeNHepy Y KapTOHHIl yNaKkoBKM MikapCbKoro 3acoby 3
Kopobui BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs 0AnHWLb
BUMIPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB Nicns 3aTBEpAYKEHHS
259. | CNUPT PO34MH O/151 30BHILLHBOTO MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/8343/01/01
KAM®OPHUI 3actocysaHHs 10 %, PapmaLeBTUYHa PapmaneBTUYHaA marepianis: 3MiHu | TUMY - 3MiHK
cnupToBuii o 40 mny habpuka "Biona" thabpuka "Biona" Lof0 6e3nekn/edekTMBHOCTI Ta
chnakoHax CKIsHUX abo thapmakoHarnagy (iHwi 3MiHu) -
noniMepHux; no 3MiHW BHECEHI B TEKCT MapKyBaHHS
40 mn 'y dhiakoHi YNaKoBOK /iKapCbKoro 3acoby
CKNsiHOMY abo (n.17) wono HaHeceHHs Toprosoil
nonimepHomy; no 1 Mapkn
hnakoHy B nauui 3
KapToHy
260. | CNUPT PO34MH A/151 30BHILLHBLOTO MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/6546/01/01
MYPALLUNHUIA 3aCTOCYBaHHS CMUPTOBUIA dPapmaneBTUYHa $apmaueBTUYHA marepianis: 3MiHu | TUAY - 3MiHK

no 40 mn a6o 50 mny
onakoHax; no 40 mn a6o
50 mn y donakoHi; no 1
dhnakoHy B nauui 3
KapToHy

thabpuka "Biona"

"

thabpuka "Biona

Loao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHECEHi B TEKCT MapKyBaHHS
yNaKoBOK NiKapCbKoro 3acoby
(n.17) woAo HaHeCeHHs TOpProsoi
Mapku
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
261. | CTUNEH TabneTku, BKpUTI KYMN®EP BIOTEX, JNiutoBcbka [onr-A CT Ko., NiTa. Pecny6nika BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/15426/01/01
NNiBKOBOK 060J10HKO, MO YAB Pecny6nika Kopes martepianis: 3MiHa 3asABHMKa

60 mr no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEHEepY B nauLl

(BnacHuka peecTpadiiHoro
nocsigyeHHs) (3rigHo Hakasy MO3
Big 23.07.2015 Ne 460). BeeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns

3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTaKTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnagy). 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BiANoBiAa/IbHOT 3a
hapmakoHarnag. 3miHa

MiCLie3HaxXOMKeHHs macTep-

(paiina Ta iioro Homepa. 3MiHa
Micus 34iiCHEHHS OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).

BHeceHHs 3MiH [0 po3giny

“MapkyBaHHA" MKA N13:
3arBepaKeHo:
MAPKYBAHHA. JopaeTtbes.
3anponoHosaHo: MAPKYBAHHA.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHA.OHOBMIEHHA TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro
3ac00y 3 BHECEHHAM iHthopmawii

LLOA0 3a3HAaYEHHS OAVHNLb

BVMIiptOBaHHSA y cuctemi Sl.

BBefieHHs1 3MiH npoTsarom 6-Tv
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MicsILiB Micnsi 3aTBepAKEHHS.

262.

CYCNPIH®

PO34MH A/15 OpasIbHOTO
3acTocyBaHHs, 4 mr/5 M,
no 50 mn y dpriakoHi, no 1
(h/1aKOHY B KapTOHHii
yNakoBLi pa3oM 3 MipHUM
CTakaH4MKoM

TOB "KYCYM ®APM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPAaB/IEHHSI TEXHIYHMX MOMUSIOK,
3rigHo n.2.4. po3giny VI Hakasy
MO3 Ykpainuu Big 26.08.2005p. Ne
426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460),
[JonyLeHnX nig, 4ac NpoBefeHHs
npoueaypun peectpauii (Hakas
MO3 Ykpainu Big 17.09.2020 p
Ne2119, PN UA/18325/01/01), a
came, B MeTOAMKax BUNpobyBaHHA
B MKA 13 3a po3ginamu:
«CynpoBifHi AOMILLKM»,
«KinbkicHe BU3HaYEHHS
OHJaHCeTpoHy», «KinbkicHe
BU3HAYEHHS HaTpito 6eH30aTy» B
po3wuncpyBaHHi po3paxyHKoBOi
dhopMynn Ana Macu HaBadkKm
npenapary HeBiPHO 3a3Ha4yeHo
OAVHWLj BUMIpOBaHHS
(3aTBepaxeHo: (m — maca
HaBaXXkn npenapaTy, B Mr);
3anponoHoBaHo: (M — maca
HaBaXku npenaparty, B r)).
3a3HaueHi BUNpaBneHHs
BIANOBIAAIOTb apXiBHUM
marepianam peecTpauiiHoro
[0CbE

3a peyenmom

UA/18325/01/01

263.

TAOA®IN

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
20 mr no 2 a6o no 4
Tabnetkn y 6nictepi, no 1
6nictepy y Kopooui

FETEPO JIAB3
NIMITEL

IHais

FETEPO JIAB3
NIMITEL

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6esnekun/edpekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13:

3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUN C YTBEPXKAEHHBLIM

TEKCTOM MapKMpoBKU. OHOB/IEHHSA

TEeKCTYy MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM

iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs 3MiH NpOTArom 6-Tu

MiCALiB Nicna 3aTBepAKEeHHs

3a peyernmom

UA/17697/01/02

264.

TAOA®IN

TabneTkn, BKPUTI

FETEPO JIAB3

IHais

TETEPO JIAB3

IHais

BHECEHHS 3MiH 0 peecTpaLiiHNX

3a peyenmom

UA/17697/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
NAiBKOBOK 060J1I0HKOLO, MO NIMITEL NIMITEL marepianis: 3MiHu | TUAY - 3MiHK
10 mr; no 2 abo no 4 Loao 6e3nekn/edeKTBHOCTI Ta
Tabnetku y 6nictepi, no 1 thapmakoHarnagy (iHwi 3MiHn) -
6nictepy y Kopoo6ui BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 6-Tu
MicALiB Nicna 3aTBepAKeHHs
265. | TEFPA[ TabneTtku, BKPUTI FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 00 peecTpauiinnx | 3a peyenmom UA/16596/01/01
NiBKOBOK 060J10HKOLO, MO NIMITEL Nimiten marepianis: 3MiHu | TUMY - 3MiHK
50 wr, no 30 TabneTok y ofo 6e3nekun/edekTMBHOCTI Ta
KOHTeliHepi; no 1 thapmakoHarnsgy (iHwi 3MiHn) -
KOHTeHepy Y KapTOHHIl OHOBJIEHHA TEKCTY MapKyBaHHS
Kopobui; no 10 TabneTok y yNakoBKM NiKapcbKoro 3acoby 3
6nictepi, no 8 6nictepis y BHECEHHAM iHthopmalLlii LLoao
KapTOHHIA KopooLi 3a3HauyeHHs 0AVHULb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSLIB Nicns 3aTBEpAKEHHS
266. | TIMOKCI TabneTtku, BKPUTI ANKANOIQ AL Cxon'e Pecny6nika ANKANOIQ AL Pecny6nika BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17582/01/01
NAiBKOBOK 060JI0HKOLO, MO MiBHiuHa Ckon'e MiBHiuHa marepianis: 3MiHu | TUMY - 3MiHK
400 wmr; no 5 a6o 7 MakepoHis MakepoHis BHECeHi [0 IHCTPYKUii ans

Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHIl
Kopoo6Ui

MeJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginu:
"Oco61MBOCTI 3aCTOCyBaHHS",

"Mo6iyHi peakuii” BigNoBigHO A0

OHOB/IEHOT iHdhopMaLlii 3 6e3nekn

[ito4Oi pevOBUHM; 3MiHW | TUNYy -
3MiHW BHECEHI A0 IHCTPYKUIT ANns
MeAMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuii" BigNoBigHO A0
iH(hopMaUii Wwoao MeguyHoro
3acTocyBaHHA pechepeHTHOro
niKapcbKoro 3acoby (ABesiokc,
TabneTku, BKpUTI NNiBKOBOIO
060/10HKOH0, 10 400 Mmr);
3MiHY | TUMY - 3MiHW BHECEHi A0
IHCTPYKUi ANA MeguyHoro
3aCTOCYBaHHSA Mikapcbkoro 3acoby
y po3ginu: "OcobamBoCTi
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a6o 10 6nicTepiB y
KapTOHHIiA KOpo6Li

NMOBHUM LMK/IOM);
Nek C.A., NonbLa
(nepBuHHE i
BTOpPUHHE
nakyBaHHs1, BUMYCK
cepii); Cantotac
dapma 'v6X,
HimeyunHa
(BMPOGHMLTBO 3a
NOBHUM LIMKIOM)

marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHa" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3 3aTBEPKEHUM TEKCTOM
MapKyBaHHs1. OHOB/IEHHSI TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3aco6y 3 BHECEHHSIM iHGhopMaLii

111040 3a3HAYEHHSI OAVHULb

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3actocyBaHHs", "Mo6iuHi peakwi"
BifNOBIAHO 1O OHOB/IEHOT
iHchbopmawii 3 6esneku giroyoi
pPeYOoBMHM
267. | TOPACEMI], Tabnetkn no 5 mr no 10 CaHpo3 CnoseHisa Nek C.A., Monbwa Monbwa/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/9619/01/02
CAHAO3® TabneTtok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeyunHa marepianis: 3MiHK | TURY - 3MiHK
abo 10 6nicTepiB y NMOBHUM LMK/IOM); Loao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHIA KOopoo6Li Nek C.A., NMonbwa thapmakoHarnagy (iHLwi 3miHu) -
(nepBuHHe i BHECEHHS 3MiH 40 po34iny
BTOPUHHE “MapkyBaHHA" MKA N3;
nakyBaHHs1, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHo 3 3aTBEPAKEHVUM TEKCTOM
dapma 'v6X, MapKyBaHHsA. OHOB/IEHHS TEKCTY
HimeyunHa MapKyBaHHS YNakoBK/ NikapCbKoro
(BMpPOGHMLTBO 3a 3ac00y 3 BHECEHHAM iHthopmawii
MOBHUM LIMK/TOM) LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB NicNs 3aTBEpAKEHHS
268. | TOPACEMI], Tabnetku no 20 mr no 10 CaHpo3 CnoseHis Nex C.A., Monbwa Monbwa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/9619/01/04
CAHAO3® TabneTtok y 6nictepi; no 2 dapmacbioTikans 4.4, (BMPOGHMLTBO 3a HimeuunHa marepianis: 3MiHK | TURy - 3MiHK
a6o 10 6nicTepiB y NMOBHUM LMK/IOM); Lwoao 6e3nekn/edeKTMBHOCTI Ta
KapTOHHI KopooLi Nex C.A., NMonbwa thapmakoHarnagy (iHLwi 3miHu) -
(nepBuHHe i BHECEHHS 3MiH 4,0 po34iny
BTOPUHHE “MapkyBaHHs" MKA N13;
nakyBaHHs1, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHo 3 3aTBEPAKEHUM TEKCTOM
dapma N'v6X, MapKyBaHHsS. OHOB/IEHHSI TEKCTY
HimeyunHa MapKyBaHHS YNakoBK/ NikapCbKoro
(BMpPOGHMLTBO 3a 3ac00y 3 BHECEHHAM iHthopmaii
MOBHUM LIMK/TIOM) LLOA0 3a3HaYEHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA
269. | TOPACEMI], Tabnetku no 10 mr no 10 CaHpo3 CnoseHis Nek C.A., Monbwa Monbwa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/9619/01/03
CAHAO3® TabneTtok y 6nictepi; no 2 dapmacbioTikans 4.4, (BMPOGHMLTBO 3a HimeuunHa
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ab6o 10 6nicTepiB y
KapTOHHiA Kopoo6Li

MOBHUM LMK/IOM);
Nek C.A., NonbLa
(nepBuHHe i
BTOPUHHE
nakyBaHHs1, BUNYyCK
cepii); Cantotac
dapma N'vbX,
HimeyunHa
(BMPOGHMLTBO 3a
NOBHMM LMK/TOM)

marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHsa" MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3 3aTBEPLKEHUM TEKCTOM
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKV NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalyii

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
270. | TOPACEMIA, Tabnetku no 50 mr no 10 CaHpo3 CnoseHis Nek C.A., Monbwa Monbuwa/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/9619/01/05
CAHAO3® Tabnetok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeyuunHa marepianis: 3MiHu | TUNY - 3MiHK
ab6o 10 6nicTepiB y NOBHUM LMK/IOM); ofo 6e3nekn/edhekTMBHOCTI Ta
KapTOHHI kopo6uji Nek C.A., MonbLa hapmakoHarnsgy (iHwi 3miHn) -
(nepBuHHe i BHECEHHS 3MiH 0 po3ainy
BTOPUHHE “MapkyBaHHsa" MKA N13;
nakyBaHHs1, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHo 3 3aTBEPKEHUM TEKCTOM
dapma N'v6X, MapKyBaHHA. OHOB/IEHHS TEKCTY
Himeyunna MapKyBaHHS YNakoBKV NikapCbKoro
(BMPOGHMLTBO 3a 3acoby 3 BHeCEHHsIM iHdhopMaLii
MOBHWM LK/IOM) LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
271. | TOPACEMIA Tabnetku no 100 mr no 10 CaHpo3 CnoseHisa Nek C.A., Monba MonbLa/ BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/9619/01/06
CAHAO3® Tabnetok y 6nictepi; no 2 dapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeyuunHa marepianis: 3MiHu | TURy - 3MiHK
ab6o 10 6nicTepiB y NOBHMM LMK/IOM); Lofo 6esnekn/edekTMBHOCTI Ta
KapTOHHIA KopoobLi Nex C.A., NMonbwa thapmakoHarnagy (iHwi 3miHu) -
(nepBuHHe i BHECEHHS 3MiH 4,0 po34iny
BTOPUHHE “MapkyBaHHsa" MKA N13;
nakyBaHHs1, BUMYCK 3anponoHosaHo: MAPKYBAHHA
cepii); Cantotac 3rigHO 3 3aTBEPKEHUM TEKCTOM
®apma N'v6X, MapKyBaHHA. OHOB/IEHHS TEKCTY
HimeuunHa MapKyBaHHS YNakoBKV NikapCbKoro
(BMPOGHMLTBO 3a 3acoby 3 BHECEHHSM iHdhopMaLii
MOBHWM LK/IOM) LLI0A0 3a3HaYeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS
272. | TOPACEMI], Tabnetku no 200 mr no 10 CaHpo3 CnoseHis Nex C.A., NMonbwa Monbwal/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/9619/01/07
CAHAO3® Tabnetok y 6nictepi; no 2 PapmacbioTikans g.4. (BMPOGHMLTBO 3a HimeuunHa

190

LL,0A0 3a3HAYEHHS] OAMHULb




mr/mn; no 2 mn abo 4 mn B
amnyni; no 5 amnyn B
nauLi 3 KapToHy; No 2 M
ab6o 4 mn B amnyni; no 5
amnyn B 6nictepi; no 1
6nictepy B nauui 3
KapToHy

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavLinHOro Noceig4YeHHs) -
3MiHa HalilMeHyBaHHs Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro nNoceig4yeHHs)
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNsa 3aTBEPAKEHHS;
3MiHM | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AIS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTB, 3a SKy BignoBifae
BMPOGHMK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHM micusa
BMPOGHMLTBA. 3MiHM BHECEHI B
IHCTPYKLi0 AN MeguyHoro
3actocyBaHHs /13 'y p. "BUpo6HMK",
"MicLe3HaxomkeHHs! BUPOGHMKa
Ta iloro agpeca micus
NPOBaKEHHA AiS/IbHOCTI" 3
BiANOBIAHMMMN 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBok. BeeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBeieHHs 3MiH NpoTArom 6-x
MiCALiB Nicna 3aTBepAKeHHs

BHeceHHs 3MiH [0 po3giny

Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
273. | TOPCNA® PO34UH A8 iH'EKU, 5 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/9173/02/01
mMartepianis: 3miHu | Tuny -
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

«MapkyBaHHsA» MKA /13
3arsepaxeHo: MAPKYBAHHA
Bignosigae HagaHoOMy TeKCTy
MapKyBaHHS. 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBefeHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO NlikapcbKoro 3acoby (ans
npyBELEHHS Y BiANOBIAHICTb 3
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNyYEHHS
NoCWNaHHS Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
ioro Homep) - BHECEHHS 3MiH [0
mMeTogis BunpobysaHHs 13 3a
NoKasHUKOM «CTepunbHICTb», a
came BWUNy4YaETbCA NOBHWIA BUKNa,
NpoBefeHHSA METOAVKM,
HOpMAaTVBHE NnocuiaHHA Ha EP*
[OMOBHEHO NocunaHHAM Ha AdY*
(* - pirove BraaHHs). Metop,
aHanisy BkIoYeHo go oY+ ta
€Bponelicbkoi hapmakonei*,
3a/IMLLIAETLCA BiANOBigHE
MOCWNAHHSA Ha 3arasibHy CTaTTio.
KpuTepii NpUiHATHOCTI Ta BUMOrKn
3a/IMLIEHO 6e3 3MiH

274.

TOTEMA

pO34nH opasibHuiA No 10
M B amnyni; no 10 amnyn
B YapyHKOBIli ynakoBLij; Mo
2 YapyHKOBI YNaKkoBKW B
KapTOHHIA KOopoo6Li

NabopaTopis IHHOTeK

IHTepHacbiloHasb

®paHuis

IHHOTepa LLys3i

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2001-
444-Rev 02 gns fAjiloy0i pevyoBUHN
3asi3a r/110KoHaT Bif yxe
3aTBEPAKEHOrO BUPOBHMKA, SKWIA
3MiHMB Ha3By 3 Dr Paul Lohmann
GmbH KG Ha Dr Paul Lohmann
GmbH & Co. KGaA

6e3 peyenma

UA/7854/01/01

275.

TPAMAJONY
rAPOXIOPU],

MOPOLLIOK (Cy6CcTaHuis) y
MiLLKax nonieTuIeHoBNX
noagiliHux gnsi
BMPOGHULTBA CTEPUTbHUX
i HeCTepUNbHUX

AT "®apmak”

Ykpaina

CaH
PapmacboTuKa
IHpacTpi3 Nimiteq,

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B/1ACHMKA

UA/7149/01/01
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Ymosu

Howmep

n/n

Hassa
JliKapcbKo20

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

3acoby

nNikapcbknx hopm

peecTpauiiHOro NoCBigYEHHS).
3MiHa HaliMeHyBaHHA Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiHOro NoCBifYEHHS).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BiAMNoOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI abo
BUNYYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; Ana
L,0MOMIXHOT pEYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOBHMKA.
NoAaHHA OHOB/IEHOTO
CeprtuchikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-
CEP 2002-232-Rev 06
(nonepegHs Bepcis R1-CEP 2002-
232-Rev 05) ans cybcraHuii
Tpamagony rigpoxnopug, Bif Bxe
3aTBepKEHOro BUPoGHMKa Sun
Pharmaceutical Industries Limited,
IHAis, SK HacnifgoK 3MiHM B
cneuudikauii Ta meTogax
KOHTposto B MKA Ha cy6cTaHLito
Tpamagony rigpoxnopug.
3MiHM NOB’A3aHi 3 NpMBEAEHHAM
NOKa3HWKIB SAKOCTi cybCTaHUil A0
BMMOT BUPOGHYKA, B
[OKYMEHTaL,il0 SIKOrO BHECEHI
3MiHK, LLO NOB’sA3aHi 3
npuBeLEeHHSIM NOKa3HKKIB AKOCTI
0o Bumor EP: BunyyeHHsa Tecty
«Baxki meTanm».

UA/9897/01/01

276.

TPU3NNIH

pO3unH ANs iH'ekuii, 100
Mmr/ms, no 5 mn B amnyni;
no 5 amnyn y kacerti; no 2
KaceTu y nayi 3 KapToHy

TOB HB®
"MIKPOXIM"

Ykpaina

BiANOBIAa/IbHNIA 3a
BMPOGHULITBO Ta
KOHTPO/1b/BUNPOGYB

aHHs cepii, He

YkpaiHa

BK/1KQYak4n BUMNYCK

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHu | TURY -
npvBefeHHA MeTo BUNPobyBaHHA
"CynpoBigHi JOMiLLKN"y

BigMNoBiAHICTb 40 BUMOT

3a peyernmom
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
cepii: MpusatHe MoHorpadii EP, a cave
akuioHepHe BM3HAYEHHS BMICT JOMILLOK 3
TOBapuUcTBO BMKOPUCTaHHSAM MeToAy PiAnHHOT
"[lekxim-Xapkis", Xpomatorpadii 3 Mmac-
YkpaiHa [EeTeKTOpoM , skuii nepeabavyeHo
BiZiNOBIgabHUIA 3a EP, 3amicTb meTogy TLUX;
BMPOGHULITBO Ta 3MiHM | TUMy - 3MiHK y
KOHTPO/b/BUNPOGYB crneundikauii A®ly posgini I3,y
aHHs cepii, 3B A3KY 3 NPpUBEAEHHAM METOAIB
BK/THOHAI0UN BUNYCK KOHTPO/IO AKOCTI AiH040i PevoBUHN
cepi: [0 BUMOT MoHorpadii EP;
TOB HB® 3anpornoHOBaHO: MeToZ, PIANHHOT
"MIKPOXIM",YkpaiH Xpomarorpadii 3 Mac-4eTEKTOPOM,
a loeHTUikoBaHi LOMILLKK:
[Jomiwka A He 6inbLie 0,15%,
[Jomiwka B He 6inble 0,15%,
[Jowmiwka C He 6inbLue 0,15%,
[Jowmiwka D He 6inbwe 0,15%,
[Jomiwka E He 6inbwe 0,15%,
[Jowmiwka F He 6inbLe 0,15%,
KoxHa HeigeHTudikoBaHa
Jowmilka He 6inbwe 0,10% , Cyma
[OMILLOK - He 6inbLie 0,3%
277. | TPIYMEK™ TabneTtku, BKPUTI BiiB Xenckep HOK Benvka Brnpo6Huk Benvka BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/14812/01/01
NiBKOBOK 060J10HKOLO, MO Nimiten BpuTaHis Hepo3dacoBaHoro BpuTtaHis/ Marepianis: 3miHu | Tuny -
50 mr/600 mr/300 mr; no NPOAYKTY: IcnaHis AAMIHICTpaTMBHI 3MiHW. 3MiHa

30 TabneTok y dunakoHi;
no 1 donakoHy B KapTOHHIl
Kopobui

nakco OnepeiiHe
tOK NimiTep, Benuka
BputaHis;
MepBuHHA Ta
BTOPVHHA ynakoBkKa,
[03BiN Ha BUMNYCK
cepii:
"nakco Bennkom
C.A., IcnaHis

HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI
BUpPOGHMKa (BK/IHOYaKoUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AKOCTI), ab0 BacHuka
MacTep-caiina Ha A®l, abo
noctavanbHvika A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HavYeHo y AOCbE Ha NikapcbKuii
3acib) 3a BiAcyTHOCTI cepTudpikara
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HavyeHo y A0CbE) - 3MiHa Ha3ByY
Ta agpecu AinbHuui Astrix
Laboratories Limited, India,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
A®| namiByauH Ta iHTepmegiaty
aKTMBHOI peyoBuHN GR109714L
Ta agpecu Shanghai Desano
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1

Chemical Pharmaceutical Co.,
Ltd., China, BignosiganbHoi 3a
BMPOOHULITBO iHTEpMEaIaTy
aKTMBHOI pevoBnHU GR109714,
6e3 3MiHN MicLA BUPOGHMLTBA
3arBepmkeHo: Astrix Laboratories
Limited Survey No. 10 & 42,
Gaddapotharam Kazipally Medak
District Telangana — 502319 India
And/or Shanghai Desano
Chemical Pharmaceutical Co., Ltd.
No0.417 Binhai Road, Pudong,
Shanghai 201302, China
3anponoHoBaHo: Mylan
Laboratories Limited (Unit 2)
Survey No. 10/ 42,
Gaddapotharam Kazipally Idustrial
Area Sangareddy District
Telangana — 502319 India And/or
Shanghai Desano Chemical
Pharmaceutical Co., Ltd. No.417
Binhai Road, Laogang Town,
Pudong New Area, Shanghai
201302, China. 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MiCLA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (BK/OUaKouu, 3a
Heob6XiAHOCTI, MicLe NpoBeAEeHHs
KOHTPO/IO AKOCTI), a60 BlacHuka
mMacTep-caiina Ha Adl, abo
nocravansbHuka A®I/BuxigHoro
martepiany/peareHTy/npoMiXKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BUPOOHULTBI ADI (SKLWO
3a3HayYeHo y [A0CLE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
O0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HayYeHo y JockeE) - 3MiHa
agpecy BUpo6Huka Divi's
Laboratories Limited,
BiAANOBIAA/IbHOI 38 BUPOOHULITBO
iHTepmegiatis A®| namiByguH —
GR182929X Ta GR146496X, 6e3
3MiHW MicUs BUPO6HMLITBA
3arBepmkeHo: Lingojigudem
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Village Choutuppal Mandal
Nalgonda District Andhra Pradesh
— 508 252 India 3anponoHoBaHo:
Lingojigudem Village Choutuppal
Mandal Yadadri Bhuvanagiri
District Telangana — 508 252 India
278. | YNbTPAKAIH® | po3uuH ans iH'eKLii, TOB "CaHodi-ABEHTIC YkpaiHa OENBDAPM PpaHuis/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/3406/01/01
a-c amnynu: An1a BUPOGHMKa YkpaiHa" LDKOH, ®paHuis; HimeyuunHa martepianis: 3MmiHu | Tuny -
CaHodi-ABeHTIC CaHodi-ABeHTIC noAaHHA HOBOro cepTudikata
[Loliunang vm6X, [Loiiunang r'vo6X, BiANOBIAHOCTI EBpONechbkili
HimeyunHa: Ne100 HimeyunHa hapmakonei Ne RO-CEP 2016-
(10x10): no 2 mn B amnyni; 232-Rev 00 Ans Aitoyoi pevoBuHN
no 10 amMnyn y KapTOHHIiA Adrenaline Big HOBOro BMpoGHMKa
YapyHKOBIli ynakosLi; no 1 TRANSO-PHARM HANDELS
KapTOHHI YapyHKOBIN GMBH B 0OMNOBHEHHS [0
YMaKoBLji B KAPTOHHIl 3aTBEPAXEHUX BUPOOHWMKIB ADI
Kopo6Li; no 10 KapTOHHMX Boehringer Ingelheim Pharma
KOPO60OK, 06TArHEHNX GmbH & Co. KG (CEP 2009-274),
NAIBKOK LncHIEHOBOIO; Cambrex Profarmaco Milano S.r.l.
KapTpuaki: Ne 100 (CEP 2013-266)
(10x10): no 1,7 mny
KapTpuaxi; no 10
KapTpUKIB Y KApTOHHIl
YyapyHKOBIli ynakoBLii; no
10 KapTOHHMX YapyHKOBUX
yNaKoBOK Y KapTOHHiiA
Kopob6Li; AN BUPOGHMKA
OENb®APM ADKOH,
PpaHuin: amnynu: Ne100
(5x2x10): no 2 mn B
amnyni; no 5 amnyn y
noNiCTUPOIOBIl yNakoBL;
no 2 NonicTMposnosi
YMaKOBKN B KAPTOHHIl
KopobLi; no 10 KapTOHHMX
KOpPOBOK, O6TArHEHNX
NNiBKOK UNIEHOBOK
279. | YNbTPAKAIH® | po3uuH ans iH'ekujii, ans TOB "CaHodpi-ABEHTIC Ykpaina OENb®APM PpaHuia/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/3406/01/02
A-C ®OPTE BMpo6HMKa CaHodi- YkpaiHa" [DKOH, ®paHuis; Himeuunna marepianis: 3MiHu | TURY -

ABeHTiC [loitunaHg MM6X,
HimeyumHa, amnynu:
Ne100 (10x10): no 2 mn B
amnyni; no 10 amnyny
KapTOHHIA YapyHKOBIli
ynakoBLij; No 1 kapTOHHii
YapyHKOBIll ynakoBLi B
KapTOHHI kopo6ui; no 10
KapTOHHMX KOPO6OK,
06TATHEHWX MNIBKOK

CaHodi-ABeHTiC
Loiunang MvéxX,
HimeuunHa

noJaHHa HOBOro cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2016-
232-Rev 00 gna Aitoyoi pevoBuHU
Adrenaline Big HOBOro BUpo6bHUKa
TRANSO-PHARM HANDELS
GMBH B AOMNOBHEHHS [0
3aTBEPAKEHNX BUPOGHMKIB API
Boehringer Ingelheim Pharma
GmbH & Co. KG (CEP 2009-274),
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

LndhIEHOBOIO; KapTpUAXi:
Ne 100 (10x10): no 1,7 mn
y kapTpuaxi; no 10
KapTpYAKIB Y KAPTOHHIl
YapyHKOBIli ynakoBLj; no
10 KapTOHHWUX YapyHKOBUX
YMakoBOK Y KapTOHHIil
KOpoO6Li ; ANt BUPOGHUKA
LOENbPAPM ADKOH,
®paHuia, amnynn: Ne100
(5%x2x10): no 2 mn B
amnyni; no 5 amnyn'y
NONICTUPOIOBIN yNakoBLi;
no 2 nonicTMposoBi
YNaKoBKN B KAPTOHHIi
Kopo6ui; no 10 KapTOHHMX
KOpPOO6OK, 06TATHEHNX
NAIBKOK LNtIEHOBO

Cambrex Profarmaco Milano S.r.l.
(CEP 2013-266)

280.

YHI®OKC

Kpani O4Hi/BYLLHI, pO34H
0,3 % no 5 mn a6o 10 mn
y N1acTUKOBOMY
KOHTeliHepi-KkpanebHULL;
no 1 KoHTelHepy-
KpanesibHWLi B KAPTOHHIi
Kopoo6Li

TOB "YHimen ®apma”

Cnosaubka
Pecny6nika

TOB "YHIMEL
PAPMA"

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
OHOBJ/IEHHS cepTuddikaTty

BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne R1-CEP 2000-
134-Rev 04 ansa A®I Big Bxe
3aTBEPKEHOr0 BUPOGHUKA

(Quimica Sintetica S.A.); 3MiHK |

TUNY - BUSTyYEHHS BUPOGHUYOT
OinbHWUi AD| (3anponoHoBaHo:
Quimica Sintetica S.A., Spaine);
3MiHW | TUMY - OHOB/EHHSI
cepTudikaTy BiAMnoBIigHOCTI
€sponelicbkiit hapmakonei Ne R1-
CEP 2000-134-Rev 05 gns A®|
Bif] BXXe 3aTBEPAKEHOr0
BMpo6HMKa (Quimica Sintetica
S.A)

3a peyenmom

UA/12837/01/01

281.

YNCAPUH
YNCA 3
BITAMIHOM C

Tabnetku wunydi; no 10
Tabnetok y Ty6i; no 1 a6o
2 Ty6u y KapTOHHii
Kopoo6Ui

YMNCA CAC

®paHuin

YMNCA CAC

®paHuin

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asBHUKa A1 3MiCHEHHS

6e3 peyenma

UA/7598/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnagy: dirova
pepakuis: Fanny Pruvot, MD.
MponoHoBaHa pepakuis: Lilit
Khatchikian, MD, MS. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 34jlicHeHHsA hapmakoHarnsay

282,

DAPMASO/IH
® 3 M'ATO0
TA
EBKANINTOM

cnpeli HazanbHWA, PO3YMH,
1 mr/mn, no 10 mny
donakoHi; no 1 dpnakoHi y
ECI]

AT "dapmak"

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3anBHUKa (B1acHMKa
peecTpauiiiHoro NocBigYeHHS)
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiSA/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKI0YaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO AKOCTI.
(misnbHiCTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BUMYCK Cepii) - 3MiHa
HalimeHyBaHHS Ta agpecu
BUPOGHMKa, 6e3 3MiHV Micusa
BMPOGHMLTBA. 3MiHW BHECEHI Y
po3ainv "BupobHuk" Ta
"Micue3HaxokeHHA BUPOGHMKa
Ta ioro agpeca micus
NPOBaKEHHS Ais/IbHOCTI" B
IHCTPYKLi0 AN MeguyHoro
3aCTOCYBaHHA Ta K HaC/ifoK -
BiANOBiAHI 3MiHM Y TEKCTi

6e3 peyenma

UA/15996/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS YNakoBKV NikapCbKOro
3acoby (BeefeHHS 3MiH NPOTAroM
6-Tv micsauiB nicnsa
3aTBEPKEHHS); 3MiHM | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHa» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHS. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NiKapCbKoro
3acoby 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS)

283.

DAPMACYNIH
®H

pO34uH A4 iH'ekuiid, 100
MO/mn no 3 mny
KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no
1 6nicTepy B nauui 3
KapTOHY;

no 5 mn abo no 10 mny
dhnakoHi; no 1 dpnakoHy B
nauuj 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpavuiiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BlacHMKa
peecTpaLinHOro NocBigYeHHS).
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SKy BignoBifae
BMPOGHMK/IMNOPTEP, BKIKOYAKOUM
BMNYCK cepiin). 3miHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKa, 6€3 3MiHW micus
BMPOGHMLTBA. 3MiHW BHECEHO B
IHCTPYKLi0 AN MeguyHoro
3acToCyBaHHSA W00
HaiMeHyBaHHs Ta

3a peyenmom

UA/2318/01/01

199




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS1 YNakoBKW J/1iKapCbKOro
3acoby.

BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA /13.
3arBepaxeHo: MAPKYBAHHA
BignoBifae 3aTBepmxeHOMy
TEKCTYy MapKyBaHHS, L0
[0[Aa€ETbCA. 3anpornoHoBaHoO:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

284.

DAPMACYNIH
® H 30/70

CycneHsis gns iH'ekuii,
100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no
1 6nicTepy B nauui 3
KapTOHY;

no 5 mn abo no 10 mny
donakoHi; no 1 dpnakoHy B
nauuj 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpavuiiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BacHMKa
peecTpaLiniHOro NocBigYeHHS).
BBegeHHs1 3MiH npoTArom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BMNYCK cepiin). 3miHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHW micus
BMPOGHMUTBA. 3MiHVN BHECEHO B

3a peyenmom

UA/2319/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

IHCTPYKLil0 415 MeanyHOro
3aCTOCyBaHHSA LWOA0
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ NikapcbKoro
3acoby.

BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA /13.
3arBepaxeHo: MAPKYBAHHA
BignoBifae 3aTBepmxeHOMy
TEKCTYy MapKyBaHHS, L0
[0[a€ETbCA. 3anpornoHoBaHoO:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

285.

DAPMACYNIH
® HNP

CycneHsis gNns iH'ekuii,
100 MO/mn no 3 mn B
KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no
1 6nicTepy B nauui 3
KapTOHY;

no 5 mn abo no 10 mny
dhnakoHi; no 1 dpnakoHy B
nauuj 3 KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpauiiiHoro NocBig4YeHHs).
3miHa HaliMeHyBaHHS Ta agpecu
3anBHUKa (BacHuKa
peecTpaLiniHOro NocBigYeHHS).
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPKEHHS.
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAEeHHS KOHTPO/IO AKOCTI.
(aisnbHICTb, 3a SAKy BignoBifae
BMPOGHUK/IMNOPTEP, BK/IKOYAKOUM
BUMYCK cepili). 3miHa

3a peyenmom

UA/2320/01/01
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HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

286.

HaliMeHyBaHHS Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA. 3MiHWN BHECEHO B
IHCTPYKLilO 415 MeanyHOro
3aCTOCYyBaHHSA LWOA0
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby.

BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu).
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA /13.
3arBepaxeHo: MAPKYBAHHA
BignoBifae 3aTBepmxeHOMy
TEKCTYy MapKyBaHHS, L0
[0[Aa€ETbCA. 3anpornoHoBaHoO:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAYKEHHS

287.

DPAPMALINTPO
H

MOPOLLIOK AJ151 OPa/ILHOrO
PO34MHY MO 23 T NOPOLLIKY
y naketax; no 23 r
NOpoLLKY Y nakeTi; no 10
NakeTiB y KAPTOHHiIl
Kopoo6ui

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
BHECEHHS 3MiH A0 po3ainy MKA:
Mapkmposka
MponoHoBaHa pefakuis: B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBkn. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

6e3 peyenma

UA/6249/01/02

DPAPMALINTPO
H ®OPTE

MOPOLLIOK AJ151 OPa/ILHOrO
PO34MHY MO 23 T NOPOLLIKY

y naketax; no 23 r

dapmacaiiHc IHK.

KaHaga

dapmacaiiHc IHK.

KaHaga

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

6e3 peyenma

UA/6249/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

NOpOoLLKY Y nakeTi; no 10
NnakeTiB y KapTOHHiIl
Kopoo6ui

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH A0 po3ainy MKA:
MapkupoBka
MponoHoBaHa pepakuis: B
COOTBETCTBUM C YTBEPXKAEHHBIM
TEKCTOM MapKMpoBKW. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

288.

D-TENb®

renb, 25 mr/r; no 30 ry
Ty6i; no 1 Ty6i B nauui

MpAT
"®apmaueBTnyHa
hipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
BHECEHHS 3MiH [0 p.3.2.5.4.2
AHaNITUYHI METOANKN T.
"CynpoBiZHi foMilLKK", a came: B
npuaaTHoCTi xpomatorpadidHoi
cucTemu KoedilieHT cumeTpii nika
0151 PO34MHIB NOPIBHAHHSA (a), (b),
(c) 3miHeHo 3 "He meHLwe 2,0" Ha
"He 6inbLue 2,0". BHeCEHO 3MiHN
Ta pefakuiiiHi BUnpaBeHHs 00
po3ainy «3a/INLWKOBI Ki/TbKOCTi
OpraHi4YHNX PO3YMHHUKIB», a came
3MiHEeHO Npo6oniAroToBKY

3a peyernmom

UA/8589/01/01

289.

DEHKAPON®

Tabnetku no 10 mr, no 10
Tabnetok y 6nictepi, no 2
6nicTepun y nayui

AT "OnaiiHchapm"

Nartgis

AT "OnaiiHchapm”

Nartgis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
dhapmakoHarnagy) - 3miHa

6e3 peyenma

UA/3782/01/02
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOHTaKTHOT 0CO6M YMOBHOBaXKEHOT
ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pegakuisi: Mprckoka
AHapili Onerosuy. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBigabHOI 3a
hapmakoHarnag B Ykpaini

290.

®NAMPOKC

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
500 mr; no 10 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA KOopoo6Li

YOPNA, MEAVLMH
INIAY CAH. BE TILXK.
ALl

TypeuunHa

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

TypeyunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3

BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
3amiHa po3giny «IpaciuHe
0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkyBaHHs» MKA N3:
3artsepmkeHo: pachnyeckoe
0hopMIEHVE YNAKOBK.
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOrO TEKCTY
MapkKyBaHHS. BBegeHHs 3MiH
npoTArom 3-x MicAuiB nicas
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy

(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsay) - 3miHa

3a peyernmom

UA/12982/01/02
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n/n

HasBa

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

291.

®NEKATHIZ,
CAHA03®

Tabnetkn no 50 mr, no 10

CaHpo3

CnoBeHisa

Cantortac dapma

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy: fitova pegakuis
— CasiweBa flapuca /
Savishcheva Larisa; lNMponoHoBaHa
pefakuis — Mescim Inbkbaxap
LiHuens / Mrs. Mevsim llkbahar.
3MiHa KOHTaKTHUX AaHuX
YNOBHOBaXEHOI 0co6U,
BiANOBIAA/IbHOI 32
thapmakoHarnag. 3miHa
KOHTaKTHUX AAHUX KOHTaKTHOI
ocobw, BignoBiAa/IbHOI 3a
hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOMKeHHs1 MacTep-
(haiina; 3amiHa 3asiBHUKa
(BnacHvka peecTpadujiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460) BeeeHHs
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPKEHHS; 3MiHWN BHECEHI B
IHCTPYKLil0 ANa MeguyHoro
3acTocyBaHHA 13 y p. "3anaBHUK" 3
BiAMNOBIAHUMU 3MiHAMU B TEKCTI
MapKyBaHHS yrnakoBoK. BBefeHHs
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPAKEHHSA

292,

®NIEKATHIL,
CAHAO03®

Tabnetok y 6nictepi; no 3
abo 6, abo 12 6nictepiB y
KapTOHHI/ Kopoo6Li

Tabnetku no 100 mr; no 10

CaHpo3

dapmacbloTikans 4.4,

CnoseHisa

'M6x, HimeuunHa
(BUPOBHULTBO «in
bulk», nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepiid)

Canotac ®apma

HimeuunHa

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3snekn/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3;
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHSA. TepMiH BBELEHHS
3MiH NpoTArom 6 Micsuis nicns
3aTBEPKEHHS

3a peyernmom

UA/15559/01/01

Tabnetok y 6nictepi; no 3
abo 6, abo 12 6nictepis y

KapPTOHHI KOpooOLyi

®dapmacbloTikans a.4a.

'm6Xx, HimeuyunHa
(BMPOBHMLTBO «in

bulk», nakyBaHHs,

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

cthapmakoHarnagy (iHwi 3miHum) -

UA/15559/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
KOHTPO/b Ta BUMYCK OHOBJIEHHA TEKCTY MapKyBaHHs
cepiif) yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LWoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH f0 po3giny
“MapkyBaHHA" MKA N3;
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapkKyBaHHSA. TepMiH BBELEHHSA
3MiH NPOTArom 6 Micsuis nicns
3aTBEPKEHHS
293. | ®IOFEH3UM TabneTku, BKpUTI MYKOC ®apma 'm6X HimeuyunHa MYKOC Himeuunna BHECEHHS 3MiH 40 peecTpavinHmx 6e3 peyenma UA/2843/01/01
060/10HKOI0 1Mo 20 i Ko. Kl EmynbcioHcresenns mMartepianis: yTOYHEHHS YMOB
Tabnetok y 6nictepi; no 2, wadt M6X BignNycKy B Hakasi Ne 2467 Big
no 5 a6o no 10 6nicTtepiB y 30.10.2020 poky B npoueci
KapTOHHIiA kopo6Li; no 800 nepepeecTpadii. Pefakuisa B
Tabnetok y 6aHkax Hakasi: He nignsarae. BipHa
pegakuis: nignsrae.
294. | ®NIYQAPABIH- NOpoLUOK ANs MicTtpan Kenitan AHrnis CiHgaH ®apma PyMmyHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/14389/01/01
BICTA NPUroTyBaHHA PO3YNHY MeHemxmeHT JlimiTes, C.P.N. marepianis: 3MiHK | TURy - 3MiHK
Ans iH'ekuUili abo iHdy3iit Lwoao 6e3nekn/edeKTMBHOCTI Ta
no 50 mr, 1 donakoH 3 thapmakoHarnagy (iHLwi 3miHu) -
NMOPOLLKOM Y KapTOHHil BHECEHHS 3MiH 4,0 po34iny
Kopoo6Ui “MapkyBaHHS" MKA N3
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKkoro 3acoby Lwoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHs
295. | ®OTUN® Kpanni o4Hi; no 5 mny CaHTeH AT PiHNAHAIA MaHythakTypiHr HigepnaHgm BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/2384/01/01
hNakoHi — KpanesibHULj, MakariHr ®apmaka | ®iHnAHgis martepianis: 3mMiHu | Tuny -
no 1 cpnakoHy- (MNo) B.B., nofaHHsA OHOBJ/IEHOro cepTudiikara
KpanenbHWLj B KAPTOHHIl HigepnaHgm BiZiNOBIAHOCTI EBPONENCHKIit
Kopobui (anbTepHaTUBHMIA dapmakonei gna Bupo6Huka AdI
BMPOGHUK ninokapniny rigpoxnopugy R1-
BiNOBIAabHUIA 3a CEP 1999-034-Rev 04
BTOPVIHHE (nonepegHs Bepcist CEP No. R1-
nakyBaHHs); CEP 1999-034-Rev 03).
Hekct®apma AT, MpuunHoto oHossieHHA CEP €
DiHnAHgISA 3MiHa Ha3BMW BY/IMLi BUPOOHMYOT
(BMPOGHYK ginbHnui SOURCETECH

BiNOBIAabHUIA 3a
BMPOBHMUTBO in

QUIMICA LTDA Ta 3miHa
NoLITOBOrO iHAEKCY, 6e3 3MiHn
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

bulk, nepBunHHy Ta
BTOPWHHY YNaKoBKY,
KOHTPO/Ib AKOCTI);
CaHteH AT,
PiHNAHaiIA
(BMPOGHYMK
BiANOBiAA/IbHWIA 32
BUNYyCK cepii)

MicLS BUPOGHMLTBA

296.

DYIIKYTAH

mMa3b 2% no 5r, 15 abo
30 ry Ty6i; no 1 Ty6i B
KapTOHHI nayi

TOB «MIBE
YKPAIHA»

Ykpaina

mi6e MmoeX
ApuHaiimitTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHa 3asBHMKA
(BnacHwvka peecTpadiiHoro
nocsigyeHHs). 3minu | Tuny -

3MiHM Wwozao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLo
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy). 3miHa

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Petra Gerecke. MNponoHosaHa
pepakuis: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHUX

YMOBHOB&XEHOT 0COOM 3as1BHMKA,

BiANOBIAA/IbHOT 32
thapmakoHarnsag. 3miHa Micus

3[iACHEHHS OCHOBHOI AisiNIbHOCTI 3

thapmakoHarnsgy. 3miHa
MicLie3HaXOKeHHs1 MacTep-
dhaiina Ta noro Homepa.

3a peyernmom

UA/10307/02/01

297.

XAPTUN® - AM

Kancynu no 10 mr/5 Mr no
7 kancyn y 6nictepi; no 4
6nictepn abo no 8
6nicTepiB Yy KAPTOHHIN

3AT dapmaueBTUUHNI
3aBof EliC

YropumHa

3AT
dapmaLleBTUYHNIA
3aBog ElIC

YropumHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TeXHIYHa NOMUSIKA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaB/ieHo

3a peyenmom

UA/13635/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ynakosLii; no 10 kancyny
6nictepi; no 3 abo no 9
6nicTepiB y KAPTOHHIiA
ynakoBLi

TEeXHIYHY NOMWUSIKY Y TEKCTI
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby: 3anponoHOBaHO:
5.CMNOCIb TA WIAX BBEAEHHA
3acTocoByBaTVi NepopasibHO 3a
NpU3HaYeHHAM nikaps.
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpaujiiiHoro Aocke

298.

XAPTUN®-H

Tabnetkn, 2,5 mr/12,5 mr
no 14 tTabneTtok y
6nicTepi; no 2 6nictepn y
Kopoo6Ui

3AT dapmaueBTUUHNI
3aBof ElC

YropumHa

anbthames dapbin
ApuHelimiTTens
'm6X, HimeyunHa
(BignoBiganbHWiA 3a
NOBHUIA LMK
BMPOOHULTBA); 3AT
dapmaleBTUYHNI
3asof ETIC,
YropumHa
(BignoBiganbHWiA 3a
NOBHUIA LMK
BVMPOGHMLTBA)

Himeuunna/
YropLmHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBfeHo
TEXHiYHi NOMW/IKW Y TEKCTI
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3aco0y: 3anponoHOBaHO:
5.CMOCIB TA WIAX BBEAEHHA
3acTocoByBaTyi NepopasibHoO 3a
NpU3HaYEHHAM fiKaps.

6. OCOB/IMBI 3ACTEPEXXEHHA
WoA0 36EPITAHHA
JNNIKAPCBKOI'O 3ACOBY Y
HEAOCTYMHOMY NS OITEW
MICLII
36epirati npu TemnepaTypi He
BuLe 25 °C y HefoCTyNHOMY Ans
aiten micui. 9. YMOBU
3BEPIFTAHHSA 36epiratv npu
Temnepartypi He Bulle 25 °Cy
HeAoCTYNHOMY A1 AjTel Micui.
3a3HaueHe BUMpaBeHHs
Bignosigae marepianam
peecTpavuiiiHoro gocbe

3a peyernmom

UA/6486/01/01

299.

XAPTUN®-H

Tabnetku, 5 mMr/25 Mr no
14 Tabnetok y 6nictepi;
no 2 6nictepun y kopooui

3AT dapmaueBTUUHNI
3aBof EliC

YropumHa

anbthames dapbin
ApuHelimiTTens
'mM6X, HimeyunHa
(BignoBiganbHWiA 3a
NOBHUIA LMK
BMPO6HULTBA); 3AT
dapmaleBTUYHNI
3aBof ETIC,
YroplmHa
(BignoBiganbHWiA 3a
NOBHUIA LMK
BVMPOGHMLTBA)

HimewunHa/
YropLmHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpasieHo
TEXHiYHi NOMW/IKN Y TEKCTI
MapKyBaHHS! YNakoBKW J1ikapCbKOro
3aco0y: 3anponoHOBaHO:
5.CMOCIB TA WAAX BBEAEHHA
3acTtocoByBaTyi NepopasibHoO 3a
NpU3HaYeHHAM nikaps.

6. OCOB/IMBI 3ACTEPEXXEHHHA
WO 40 36EPIFTAHHA
JNNIKAPCBKOI'O 3ACOBY Y
HEAOCTYMHOMY NS AITEW

3a peyenmom

UA/6486/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Micuyl
36epirati npyu TemnepaTypi He
BuLle 25 °C y HefoCTyrnHOMY A5
niTeli micui. 9. YMOBW
3BEPIFTAHHSA 36epiratu npu
Temneparypi He Bule 25 °Cy
HeAOoCTYNHOMY A1 AjTel Micui.
3a3HaueHe BUMpaBeHHs
BiAnoBigae marepianam
peecTpauiiiHoro Aochbe
300. | XITAK ®OPTE Kpanni opasibHi, pO34uH No TOB "TeBa YkpaiHa" Ykpaina Mepkne 'vbX, HimeyuunHa BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/1013/01/01
30 mn abo no 100 mny HimeuumnHa (Bmnyck marepianis: 3mMiHu | TUNY - 3MiHa
ch1akoHi 3 MPO6KOto- cepii); Mepkne YMOBHOBaXeHOT 0CobM 3as1BHMKa,
KpanenbHuueto; no 1 'M6X, HimeyunHa BiANOBIA&/ILHOT 32
hnakoHy y kopoobui (BUpPOGHMLTBO in hapmakoHarnsg. MNponoHosaHa
bulk); Mepkne Mm6X, pepakuisi: bictpoBa OkcaHa
HimeuyunHa BiTaniiBHa. 3MiHa KOHTAKTHUX
(nepBuHHe Ta [aHyX YNOBHOB&XEHOI 0co6u
BTOPUHHE 3a0BHUKA, BiAMNOBIAAbHOI 3a
nakyBaHHS, chapmakoHarnsg,
KOHTPO/1b SIKOCTI)
301. | LEPAKCOH® PO34MH A8 NepopasibHOro Peppep Icnanis deppep IcnaHis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/4464/02/01
3acTocyBaHHs, 100 mr/mn IHTepHauioHanb, C.A. IHTepHaujioHanb, martepianis: 3mMiHu | TUny -
no 30 mn y donakoHi; no 1 C.A. OHOBJIEHHA BXE 3aTBEPKEHNX
thnakoHy Ta 1 MeTOZiB KOHTPOO SKOCTI
[03yBa/IbHOMY LINpULYY B nikapcbkoro 3acoby, a came
KapTOHHiiA Kopobuj; no 10 BUK/NAEHHS TEKCTY AepPXaBHO
My cate; no 10 cawe MOBOIO 3TiHO Cy4aCHWUX BUMOT.
(1x10; 2x5) B KapTOHHiiA BBeneHHs 3MiH NpoTAroM 6-u
Kopo6Li MiCAILiB NicNs 3aTBEPOKEHHS;
3MiHY | TRy - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapKyBaHHs»: 3anpornoHOBaHO:
MapkyBaHHA TeKCT MapKyBaHHSA
BiANOBIAHO A0 3aTBEPAXKEHOrO
TEKCTy MapKyBaHHs. BeefeHHs
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPKEHHS
302. | LEPAKCOH® pO34uH A8 iH'ekuiid, 500 Peppep IcnaHis Ddeppep IcnaHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/4464/01/01
Mr/4 mn no 4 mn B IHTepHauioHanb, C.A. IHTepHauioHasb, marepianis: 3MiHu | TURY -
amnynax; no 5 a6o no 10 C.A. OHOBJIEHHS BXE 3aTBepaXeHUX

amnyn y KapTOHHil
Kopoo6Li

MeTOZIB KOHTPOJIHO AKOCTI
nikapcbKoro 3acoby, a came
BMKA[EHHS TEKCTY AepPXaBHOK
MOBOIO 3rifJHO Cy4aCHMX BUMOT.

209




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHM | TUNY - BHECEHHS 3MiH A0
po3giny «MapkyBaHHS»:
3anpornoHoBaHo: MapkyBaHHS
TeKkcT MapKyBaHHS BifnoBifHO A0
3aTBEPKEHOrO TEKCTY
MapkKyBaHHS. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

303.

LEPAKCOH®

po34uH AN iH'ekuidi, 1000
Mr/4 mn no 4 mn B
amnynax; no 5 a6o no 10
amnyn y KapTOHHiIi
Kopoo6ui

deppep
IHTepHauioHasnb, C.A.

IcnaHis

deppep
IHTepHauioHasb,
C.A.

IcnaHis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
OHOBJIEHHA BXE 3aTBEPKEHNX
MeTOZIB KOHTPOJItO AKOCTI
nikapcbkoro 3acoby, a came
BUKNAEHHS TEKCTY [epXaBHO
MOBOIO 3TiJHO Cy4aCHWX BUMOT.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHW | TUNY - BHECEHHA 3MiH [0
po3ainy «MapkyBaHHA»:
3anpornoHoBaHo: MapkyBaHHS
TeKkCT MapKyBaHHS BiZNOBIAHO A0
3aTBEPLKEHOrO TEKCTY
MapKyBaHHSA. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPKEHHS

3a peyenmom

UA/4464/01/02

304.

LEPE3NM®
400 O

NOPOLLIOK A/1A
NpUroTyBaHHs
KOHL,EHTpaTy A4/19 po3ynHy
Ans iHdoysini no 400 Of; 1
ab60 5 hnakoHis 3
MOPOLLKOM Y KapTOHHIl
Kopoo6Ui

[xeHzaiim HOpon B.B.

HigepnaHan

KOHTPO/b cepil,
nakyBaHHs,
MapKyBaHHs,
MiCLie3HaxXOMKEeHHS
YNOBHOBaXeHOT
ocobwu, BUNycK cepii:
PKEH3ANM
NIMITEL, Benuka
BpuTaHis;
Brpo6HMUTBO
KIHLLEBOro NPoAyKTY
(fill/finish), koHTpONB
cepii, NnakyBaHHs,
MapKyBaHHs,
MiCLLe3HaXOMKEHHS
YNOBHOBaXeHOT
0ocobu, BUMYCK cepii:
[xeH3ainm lpnaHg
Nimiten, IpnaHgis;
dopmynoBaHHA
npenapary: JloHua
Bionogxikc, IHK.,

Benuvka
BputaHis/
IpnaHgis/

CLIA

BHECEHHS 3MiH 40 peecTpavliinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpasieHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHs ynakosku J13.
3AMPOMNOHOBAHO: 17. IHWE
HasBHa iHchopmaLis LWoao WTpmx-
Koy Jlorotvn koMnaHii ApTUKyn
3a3HavalTbCsa OAMHUL
BMMIPIOBaHHS | CUMBO/IN BE/IMYNH
Ha NaTVHULI NiCNS HaNUCaHHA Ha
YKpaiHCbKill MOBI Y BiANOBIAHOCTI
0o Hakazy MEPT Ne 914 (U)
BHYTpILLHI TEXHIYHI MO3HAYKN
BMPOGHMKa (NaKyBasibHi koaw)
Ta/abo iHLWI 3aX1CHI KoaW.
3a3HayeHe BUMNpaB/IeHHSA
Bignosigae apxiBHUM MaTepianam
peecTpaLjiiiHoro fockbe

3a peyernmom

UA/8659/01/02
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
CLUA;
dopmynoBaHHA
npenapary:
[bkeH3aiim
KopnopeiiwH, CLUA
305. | LEDA3ONIH- NOPOLLOK A1 PO3UNHY My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/4616/01/01
BX®3 Ans iH'eku,in no 500 wr, 1 ToBapucTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
donakoH 3 NopoLUkom; 1 BMPOGHUUUIA LLEHTP TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
h1akoH 3 MOPOLLKOM Y "BopuuiariBCcbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHn) -
nauuj 3 kapToHy; 1 donakoH Ximiko- BMPOGHUYNIA OHOBJ/IEHHSI TEKCTY MapKyBaHHS
3 NMOPOLLKOM Y KOMM/EKTi 3 thapmaueBTUYHUIA LieHTp"BopLyariBcbk yNakoBKMW NikapCbKoro 3acoby 3
1 amnynot po3ynHHMKA 3asofa” NI XimMiKo- BHECEHHSM iHdhopMaLii Woao
(Boga ans iH'exuiin) no 5 thapmaLeBTUYHWI 3a3HauyeHHs 0AVHULb
M/1 B NauLli 3 KAPTOHHOK 3asofa” BUMIPIOBaHHSA Y cuctemi Sl.
neperopoakoro BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3;
3anponoHoBaHo: MapkyBaHHS.
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHS ynakoBKu.
TepMiH BBEAEHHS 3MiH - NPOTATOM
6 micauis nicns 3aTBepmAkeHHs
306. | LE®DA3ONIH- NOPOLLOK A1 PO3UNHY My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/4616/01/02
BX®3 Ans iH'ekui no 1000 mr, 1 | ToBapucTBO "HaykoBo- akuioHepHe marepianis: 3MiHU | TURy - 3MiHK
chnakoH 3 nopowukom; 1 BMPOGHUUUIA LLEHTP TOBapuCTBO LoAo 6e3nekn/edeKTMBHOCTI Ta
hNakoH 3 NMOPOLLUKOM Yy "BopLuariBCcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
naJui 3 kKapToHy; 1 donakoH XiMiKo- BMPOGHUYNIA OHOB/IEHHSI TEKCTY MapKyBaHHs
3 MOPOLUKOM Y KOMMIEKTi 3 hapmaLeBTUYHNI LeHTp"bopLyariBcbk yMakoBKM NikapcbKoro 3acoby 3
1 amnyno po3yMHHMKA 3aBof" WA XiMiKo- BHECEeHHAM iHchopMaui Wwoao
(Boga ans iH'exujiin) no 5 hapmaueBTUYHNIA 3a3HavyeHHs 0AMHULb
M abo no 10 mn B navi 3 3asog" BVMIiptOBaHHSA y cuctemi Sl.
KapTOHHOIO NepPeropoaKoo BHeceHHA 3miH fo po3giny
“MapkyBaHHa" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS ynakoBKU.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 MicAuiB nicna 3aTBepAKEHHSA
307. | LE®ENIM NMOPOLLOK A1 PO3UNHY BITA CAH T/, Benukobput | Csaicc MapeHTepasc IHAis BHECEHHS 3MiH 1O peecTpaviiHnx 3a peyenmom UA/15345/01/01
018 iH ekyii no 1000 wr, 1 aHis nrga. marepianis: 3MiHK | TUMy - 3MiHK

(h/1aKOH 3 NOPOLLKOM Y
Kopo6Li 3 KapTOHY

Lwoao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 4,0 po3ainy
«MapkyBaHHs» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaLii
LLLOA0 3a3HAYEHHST OAVHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB NicNs 3aTBEPAYKEHHS
308. | LUE®DIKC kancysm no 400 mr no 5 dapma IHTepHeLueHan VoppaHis Papma Mopparis BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/4151/01/01
Kancyn y 6nictepi; no 1 KomnaHi IHTepHeLweHan marepianis: 3MiHu | TUNY - 3MiHK
Komnami ofo 6e3nekn/edekTMBHOCTI Ta

6nicTepy y KapTOHHil
Kopoo6Ui

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
hapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
yMOBHOBaXeHOT 0cobw,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnagy 3asiBHUKa.
MponoHoBaHa pedakis: Maysoon
Belbisi. 3MiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnag. 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAa/IbHOT
3a 3[jiicHeHHs1 hapMakoHarnsay B
YkpaiHi. MponoHoBaHa pefakuis:
datanieBa AniHa BavecnasiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAA/IbHOT
3a 3[jiicHeHHs1 hapMakoHarnsay B
YkpaiHi. 3MiHa MicuA 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
hapMakoHarnsagy. 3miHa
MiCLie3HaXOKEHHS MacTep-
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thaiina cuctemmn hapmakoHarnsgy
Ta lioro Homepy

309.

LE®OAOKC

TabneTku, BKPUTI
NiBKOBOK 060J10HKOLO, MO
200 wmr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIA KopooLi

Papma IHTepHeLLeHan
KomnaHi

Mopparis

Papma
IHTEpHeLeHan
KomnaHi

Wopparis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YNOBHOBaXEHOI 0co6U,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
dhapmakoHarnsgy 3asBHUKa.
MponoHoBaHa pefakuis: Maysoon
Belbisi. 3MiHa KOHTAKTHUX AaHNX
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHVKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsay B
YkpaiHi. [ponoHoBaHa pefakuis:
dataniesa AniHa BavecnasisHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsay B
YkpaiHi. 3MiHa Micus 34iACHEHHS
OCHOBHOI fi/IbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOKeHHs1 MmacTep-
thainna cuctemun chapmakoHarnsgy
Ta oro Homepy

3a peyernmom

UA/4152/02/02

310.

LE®DOOKC

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOK, MO

dapma IHTepHeLleHan
KomnaHi

VoppaHis

dapma
IHTepHeLLeHan

VoppaHis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TMAY - 3MiHK

3a peyenmom

UA/4152/02/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

100 wr; no 10 TabneTtok y
6nictepi; no 1 6nictepy B
KapTOHHiiA KOpo6Li

KomnaHi

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo

cuctemy hapmakoHarnagy

(BBEAEHHSA y3araslbHEHVX AaHUX

npo cuctemy thapmakoHarnsgy,

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOI 0cobu,
BiNOBiAAIbHOT 3a 34iiCHEHHS
dhapmakoHarnsgy 3asBHUKa.
MponoHoBaHa pepgakuis: Maysoon

Belbisi. 3MiHa KOHTaKTHUX AAaHUX

YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a 34ilicHeHHA thapmakoHarnsgy B

YkpaiHi. [MponoHoBaHa pefakuis:

daraniesa AniHa BayecnasiBHa.

3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a 34ilicHeHHA thapmakoHarnsgy B
YkpaiHi. 3MiHa Micus 34iCHEHHS
OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKeHHs1 macTep-
thaiina cuctemu chapmakoHarnsgy
Ta lioro Homepy

311.

LE®OTAKCUM

MOPOLLIOK A/15 PO3YUHY
ans iH'ekuii no 1,0, 10
h1aKOHIB 3 NOPOLLKOM Y
KOHTYPHIli YapyHKOBIi
yNaKoBLi; N0 1 KOHTYpHIi
YapyHKOBIl ynakoBLi y
nauui

NAT
"Knismegnpenapar”

YKpaiHa

MAT
"Kuiemegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNy - 3MiHa
HaliMeHyBaHHS Ta agpecu
BMpo6Huka A®| (LiedhoTakcumy
HaTpieBa Ciflb cTepusbHa), 6e3
3MiHW MicLs BUPOGHMLTBA:
3anponoHoBaHo: Shandong

3a peyernmom

UA/14375/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Anhong Pharmaceutical Co., Ltd. /
LaHAoHT EHXOHr dapmacbioTikas
Ko., NTa. No. 29 Huayuan Street
Linyi County, Dezhou, Shandong,
China / No. 29 XyatoaH CTpiT JTliHbi
KanTi, Jewkoy, lWaHaoH, Kutaii
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB nicna 3aTBepAKeHHs

312.

LE®OTAKCUM
Y HATPIEBA
Cllib
CTEPUNBHA

MOPOLLIOK (Cyb6CcTaHuis) y
6igoHax antoMiHIEBMX A4/1s
thapmaLeBTUYHOro
3acToCcyBaHHS

NAT
"Knismegnpenapar"

Ykpaina

LlaHAoHT EHXOHT
dapmacsbtoTikan Ko.,
nra.

KuTan

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/IbHOCTI
BUpPOGHMKa (BK/THOYaloUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AKOCTI), abo BacHuKa
MacTep-chaiina Ha A®l, abo
noctavanbHvika A®l/BuxigHoro
marepiany/peareHTy/npomikHOro
NPOAYKTY, L0 3aCTOCOBYOTLCA Y
BMPO6HULTBI ADI (AKLLO
3a3HavYeHo y AOCbE Ha NiKkapcbKuii
3acib) 3a BiAcyTHOCTI cepTuddikarta
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HayeHo y A0CbE) - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMpo6Huka APl (Liedhotakcumy
HaTpieBa Cislb cTepubHa ), 6e3
3MiHM MicLA BUPOGHMLTBA.
BBefeHHs1 3MiH NpoTArom 6-tu
MicsILiB Micnsi 3aTBepAKEHHS.

UA/14374/01/01

313.

LUMKNOKYTAH
®

nak ons Hirtis
nikyBasnibHuiA, 80 mr/r, no 3
I pO34unHyY y donakoHi; no 1
donakoHy y KoMnnekTi i3 10
wnaTenis B KacerTi,
TpMMayeM Lunartens,
TaMnoHamun ans
OUMLLEHHA Ta NUIoYKamn
0N HIrTiB y navui

TOB «MIBE
YKPAIHA»

YKpaiHa

BUPOBHUK,
BiANOBiAaIbHNIA 3a
BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTpONb cepii Ta
BWMNYCK Cepil:
mibe TmeX
ApuHaimiTTenNs,
HimeuumnHa;
BMPOGHUK,
BiAnoBiganbHUIA 3a
BTOPWHHE

Himeuunna/
Monbwa

BHECEHHS 3MiH 0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

B 23.07.2015 Ne 460); 3miHu |
TMny - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,

BiANOBIA&/IbHOI 3a 3AiICHEHHSA

6e3 peyenma

UA/18077/01/01
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nakyBaHHS: chapmakoHarnsgy; KOHTakTHOI
CYH-®APM Cn. 3 ocobu 3 hapmakoHarnsgy
0.0., MonbLa 3asBHUKA 4151 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.iroya pefakuis:
Petra Gerecke. MNponoHosaHa
pepakuis: Hevali Mapis MNasniBHa.
3MiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag. 3miHa Micus
3AiiCHEHHA OCHOBHOI AisiNIbHOCTI 3
thapmakoHarnsgy. 3miHa
MicLie3HaXOMKeHHs1 MacTep-
(haiina Ta ioro Homepa
314. | UWMNNOCTA30/ | Ttabnetku no 100 mr no 14 CTALA HimeuunHa Apaveq dapma Monbuwa/ BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/16267/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHalimitrens Al C.A, MonbLla HimeyuunHa marepianis: 3MiHu | TUNY - 3MiHK
6nicTepn y KapTOHHIN (BUPOGHMLTBO ofo 6e3nekn/edekTMBHOCTI Ta
Kopoo6ui Hepo3dacoBaHoro hapmakoHarnsgy (iHwi 3miHn) -
NpPOAYKTY, NepBUHHE OHOB/IEHHA TEKCTY MapKyBaHHs
Ta BTOPVIHHE YyNaKoBKM NiKapCbKoro 3acoby 3
nakyBaHHs, BHECEHHSAM iHchopMalLlii Lwoao
KOHTPO/b CEPIiA); 3a3HaYeHHs OAUHULb
CTALA BVMIiptOBaHHA y cuctemi Sl.
ApuHaiimitTTens Arl, BHeceHHs 3MiH Jo po3giny
HimeuuunHa (Bunyck «MapkyBaHHs» B MKA N3:
cepii) 3anponoHOBaHO: 3rigHo
3aTBEPKEHOr0 TEKCTY
MapkyBaHHS. BBegeHHs 3MiH
NpPOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS
315. | UWMHABCWH Tabnetkv no 20 TabneTok AnbneH ®apma M6X HimeuunHa Bupo6Huk, Bignosig Himeuunna BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/6790/01/01
y 6nicTepi; no 3 a6o no 5 anbHWin 3a marepianis: 3miHu | Tuny - 3MiHu 3
6nicTepiB y KAPTOHHIi BMPOGHMLTBO sKocTi. FoToBWIA Nnikapcbkuii 3aci6.
Kopo6Li KiHLLEBOrO MPOAYKTY: Cuctema
[Jloiiue Xomeonari- KOHTeliHep/3aKynoptoBanbHuWi
YHioH AXY- 3aci6. 3MiHa po3mipy ynakoBku
ApuHaiimiTTens roToOBOro Nikapcbkoro 3acoby
"v6X & Ko. KT, (3MiHa Ki/IbKOCTi 0ANHMLb
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
HimeuumnHa; (Hanpukniag Tabnetok, amnyn
[Op. M'yctaB KnsiH TOLLLO) B yNakosLi:) - 3miHa y
6X & Ko. KT, Aiana3oHi 3aTBepakXeHnX po3mipis
HimeyumnHa; yNaKkoBKM - BBEAEHHSA 40AATKOBOIO
Bupo6Huku, po3mipy ynakosku Ne 60 (20x3) y
BiANOBiAa/bHI 3a 6nictepax 4n1a 4OAATKOBOrO
nepBuHHe Ta BMpo6HUuKa [p. NyctaB KnsiH
BTOPVHHE v6X & Ko. K, HimeuunHa, 6e3
nakyBaHHS: 3MiHU NEPBMHHOTO NaKyBasIbHOTO
[oiiue Xomeonari- Marepiany, 3 BignoBigHNMM
YHioH AXY- 3MiHamu B po3aisi . 3MiHW BHECEHI
ApuHaiimiTTeNb B po34in "Ynakoeka" (BBefEHHS
M6X & Ko. KT, [04aTKOBOrO pO3Mipy ynakoBKu) B
HimeuuunHa; IHCTPYKLi0 ANA MeguyHoro
[Op. Binbmap LliBabe 3aCTOCyBaHHS NiKapCbKOro
M6X & Ko. KT, 3acoby, SK HacnigokK -
HimeyumnHa; 3aTBEPMXKEHHS TEKCTY
[Op. TycTtas KnsiiH MapKyBaHHsA 404ATKOBOI YNakoBKu
Mv6X & Ko. KT, nikapcbKoro 3acoby
HimeuumnHa,;
B1po6HuK, LWo
3[iICHIOE KOHTPO/Tb
AKOCTI:
[Op. TycTtas KnsiiH
v6X & Ko. KT,
HimeuumnHa,;
Bupo6HYK,
BiANOBiAA/IbHWIA 32
BUMNYCK Cepiii
KIHLLEBOro NPOAYKTY:
[oiiue Xomeonari-
YHioH AXY-
ApLHaiimiTTeNb
v6X & Ko. KT,
HimeuumnHa,;
[Op. TycTtas KnsiiH
v6X & Ko. KT,
HimeyunHa
316. | UMHAKA/IbLUE TabneTku, BKPUTI MicTtpan Kenitan AHrnisA Dxn | Bonrapis/ BHECEHHS 3MiH [0 peecTpauiiinx | 3a peyenmom UA/16373/01/01
T-BICTA NAiBKOBOK 060/IOHKOI, MO | MeHemxmeHT JlimiTeq, dapmac'tioTikanc Yecbka marepianis: 3mMiHu |l TUMY - 3MiHK 3
30 Mr no 14 TabneTok y nta., Bonrapis Pecny6nika/ | sakocTi. A®l. BUpobHMLTBO. 3MiHa
6nictepi; no 2 6nictepn y (nepBuHHe Ta Icnanis/ BMPOGHMKA BUXIAHOro/NPOMKHOrO
KapTOHHI navi BTOpPUHHE Unni npoaykTy/peareHTy, Lo

nakyBaHHs); CIHTOH
€.p.o., Yecbka

Pecny6nika (Bunyck
cepii); CiHTOH
Xicnanis, C.J1.,

IcnaHisi (nepBMHHE

BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdDl, abo
3MiHa BUpPO6HUKa (BK/TlOYatoum, ae
Heo6XifHO, MicLe NpoBefeHHs
KOHTposnto skocTi) APl (3a
BiJICYTHOCTI cepTudpikata
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Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
Ta BTOpPVHHE BiANOBIAHOCTI EBpONechbkili
nakyBaHHs1, BUNYCK thapmakonei y 3aTBepaXeHoMy
cepii); CiHToH Ywnni [0CbE)(BBEAEHHS HOBOMO
Ntga., Ywni BMPOGHMKa AP| 3 HaAaHHAM
(BMPOGHNLITBO) macTep-aiina Ha Adl) -
BBEJEHHSA a/lbTePHATUBHOIO
BMpo6HMKa APl PCAS Finland Oy,
Finland 3 HagaHHAM mMacTep-
(paiina; 3anponoHoBaHo
Brpo6Hukm: Meracbaiin @apma (I1)
Nimites, IHAis/ Megafine Pharma
(P) Limited, India MKAC ®iHnaHg,
Oi, ®iHnAHgia/PCAS Finland Oy,
Finland
317. | UMHAKA/BLE TabneTtku, BKPUTI MicTtpan Kenitan AHrnisA Dxn | Bonrapis/ BHECEHHS 3MiH 00 peecTpauiinnx | 3a peyenmom UA/16373/01/02
T-BICTA NAiBKOBOK 060/IOHKOM, MO | MeHemxmeHT JlimiTes, dapmac'tioTikanc Yecbka marepianis: 3mMiHu |l TUMY - 3MiHK 3
60 Mr no 14 TabneTok y nta., Bonrapis Pecny6nika/ | sakocTi. A®l. BUpobHMLTBO. 3MiHa
6nictepi; no 2 6nictepn y (nepBuHHe Ta Icnanis/ BMPOGHMKA BUXIAHOro/NPOMKHOTO
KapTOHHI navi BTOpPUHHE Unni npoaykTy/peareHTy, Lo
nakyBaHHs); CIHTOH BUKOPWCTOBYHOTLCS Y
c.p.o., Yecbka BMPO6HMYOMY npotieci AdDl, abo
Pecny6nika (Bunyck 3MiHa BUpPO6HUKa (BK/TOYatoum, ae
cepii); CiHTOH Heo6XifHO, MicLe NpoBefeHHs
XicnaHis, C.J1., KOHTPOIO SIKOCTi) AdI (3a
Icnanisa (nepBrHHE BiICYTHOCTI cepTudikata
Ta BTOPVHHE BiAANOBIAHOCTI EBpONechbkili
nakyBaHHs1, BUMYCK hapmakonei y 3aTBepiKeHOMY
cepif); CiHToH Yuni [0CbE)(BBEAEHHS HOBOMO
Nrtpa., Yuni BUpPO6GHMKa A®I 3 HaJaHHAM
(BMPOGHMLITBO) mMacTep-ghaiina Ha Adl) -
BBEJIEHHA a/lbTepHaTUBHOIO
B1po6HuKa A®l PCAS Finland Oy,
Finland 3 HagaHHAM macTep-
(haiina; 3anponoHoBaHo
Brpo6Hukn: Meradpaiin @apma (I1)
Nimiten, IHais/ Megafine Pharma
(P) Limited, India NMKAC ®iHnaHg
Oi, PiHnaHais/PCAS Finland Oy,
Finland
318. | UWMHAKA/BLE TabneTku, BKpUTI MicTtpan Kenitan AHrNIA xm | Bonrapis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/16373/01/03
T-BICTA NNiBKOBOK 060/10HKOID, MO MeHemxmeHT JlimiTes, dapmac'toTikasic Yecbka martepianis: 3mMiHu Il Tuny - 3MiHK 3
90 mr, no 14 TabneTok y Ntp., Bonrapis Pecny6nika/ akocTi. A®l. BupobHuuTBO. 3MiHa
6nictepi; no 2 6nictepn y (nepBuHHe Ta IcnaHis/ BMPOGHMKA BUXIAHOr0/NPOMKHOTO
KapTOHHIM naui BTOPVIHHE Ynni npoAaykTy/peareHTy, Lo

nakyBaHHs); CiHTOH
C.p.0., Yecbka

Pecny6nika (Bunyck
cepii); CiHTOH
XicnaHist, C.J1.,

BUKOPWCTOBYHOTLCS Y
BMPOGHUYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTpOHO kocTi) APl (3a
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Icnanisa (nepBrHHE
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepif); CiHToH Yuni
Nrtpa., Yuni
(B1pOGHNLTBO)

BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0Cbe)(BBEAEHHS HOBOMO
BMpOGHMKa AP| 3 HafaHHAM
macTtep-alina Ha Adl) -
BBE[IEHHA a/lbTePHaTUBHOIO
B1po6HMKa A®| PCAS Finland Oy,
Finland 3 HagaHHAM mMacTep-
(haiina; 3anponoHoBaHo
Brpo6Hukn: Meradpaiin @apma (I1)
Nimitea, IHais/ Megafine Pharma
(P) Limited, India NMKAC ®iHnaHg
Oi, PiHnaHais/PCAS Finland Oy,
Finland

319.

LUTIMAKC-
OAPHMLA

pO34uH A4 iH'eKuiid, 250
Mr/mn no 2 mn (500 mr)
a6o no 4 mn (1000 mr) B
amnyni; no 3 abo no 5
amnyn y KOHTYPHIf
YapyHKOBIli ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi; no 2 mn
(500 mr) a6o no 4 mn
(1000 mr) B amnyni; no 5
amnyn y KOHTYPHIf
YapyHKOBIli ynakosLi, no 2
KOHTYPHi YapyHKOBI
ynakoBKM B nauLi

MpAT
"®apmaueBTnyHa
dipma "apHnua”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJO SIKOCTI), 260 BriacHMKa
MacTep-aiina Ha A®l, abo
noctayanbHuka A®I/BnxigHoro
matepiany/peareHTy/npoMiXHOro
NpPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (SKLO
3a3HayYeHo y fOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (SIKLLO
3a3HayeHo Yy 10CbE) - 3MiHa Ha3BU
BMPOOHUKa AD| LUTUKONIHY
HaTpito 3 Suzhou Tianma Specialty
Chemicals Co., Ltd., China Ha
Zenji Pharmaceuticals (Suzhou)
Ltd., China, 6e3 3MiHK micus
BMPOGHMLITBA; 3aMpPONOHOBaHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China. BBefeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAXKEHHS

3a peyernmom

UA/13737/01/01

320.

LUNTOTEM®

niodpinizar 4na posymHy
Ans iHdoy3ili no 200 wmr, 1
donakoH 3 niocpinizaTom y

FETEPO JIAB3
NIMITEL

IHAjA

leTepo /1a63
NimiTen

IHAjA

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
oo 6e3nekn/edeKTMBHOCTI Ta

3a peyenmom

UA/15874/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KOopoo6Li

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHs. OHOBEHHSA
TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

321.

LUNTOTEM®

niodpinizat gns po3unHy
ans iHdgysiino 1,0r, 1
chnakoH 3 niogpinisatom y
KapTOHHIA KopooLi

FETEPO JIAB3
NIMITEL

IHais

leTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. OHOBMEHHS
TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu

MicsILiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/15874/01/02

322.

LIMUHY
MILLAHOIO
KBITIB
EKCTPAKT
CYXU

EKCTPaKT cyxuii
(cybeTaHuis) y milkax
nonieTuneHoBnx ans
BMPOGHULITBA
HecTepuIbHNX NMiKapCbKux

thopwm

MNAT "Tanuucapm”

YKpaiHa

MAT "Tannudapm”

Ykpaina

BHECEHHS 3MiH 40 peecTpavliinHmx
martepianis: 3miHu | Tuny -
BHECEHHS 3MiH A0 po3giny 3.2.S.2.
Mpouec BMpo6HMUTBa AD| LiMUHY
NiLLAHOrO KBITiB €KCTPaKT CyXuii,
30Kpema: BUKIaJeHHS TEKCTY
KOPOTKOro OMnucy TEXHOMONYHOro
npouecy Ta TEXHO/ONYHOI CXeMmn
BMPOGHMLTBA AD| B HOBIl
pepakuii. TexHonoriyHuii npouec,
cTagji Ta onepauii BUpobHMLTBa
3a/IMWNANCE HE3MIHHUMW, 3MiHN |
TUNy - BBEEHHA A04aTKOBOIO
po3mipy cepii A®I Limuny
NiLLAHOrO KBITiB €KCTPaKT CyXuii.
3anponoHoBaHo: He MeHLue 8,0 kr;
He MeHLue 16,0 Kr

UA/13551/01/01

FeHepanbHUii gUpPeKTop
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AopaTtok 4

[0 Haka3y MiHicTepcTBa OXOPOHU
300pOB’A YKpaiHn

Big Ne

NEPENIK
NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI 40 p,EP)j(ABHO'I' PEECTPALLII, NEPEPEECTPALLIl TA BHECEHHSA 3MIH A0
PEECTPALINHNX MATEPIANIB

Ne Hassa ®opma surnycKy 3asiBHUK Kpaina Bupo6Huk KpaiHa lliocmasa lpoyedypa
n/n JliKapcbKo20
3acoby

MET®OPMIHY rpaHynu lOHiYemdapm Cnony4yeHe CoxaH Xenckepe IHais 3acigaHHa HTP Ne 52 Big | He pekomeHAyBaTU A0 3aTBEePA)KEHHSA - peecTpaviio

rigpoxnoprua, (cybeTaHuis) y NimiTen KoponiscTBo Met 14 24.12.2020 NiKapcbkoro 3acoby Ha nigcTasi HEraTMBHOrO BUCHOBKY

TPAHYNN ANA nonieTuIeHoBmX LLOAO SKOCTI Ta 3 ypaxyBaHHSIM pilleHHs 3acigaHHsA

nPAMOro naketax HaykoBo-TexHiuHOT paan [AELL MO3 YkpaiHu Big

NPECYBAHHA 24.12.2020 npoTtokon Ne52

90%

PIBOOAPOH Tabnetkv no 200 wmr; Pisochapm CA LLiBeiiuapis Pisodapm CA LBeiiLapis 3acigaHHa HTP Ne 51 Big | He peKOMeHHAYBaTW A0 3aTBEePKEHHA - 3MiHW |
no 10 TabneTtok y 17.12.2020 TMny - 3MiHM wWwopo  6e3nekn/epekTUBHOCTI  Ta
6nictepi; no 3 hapmakoHarnsigy. BBegeHHs  abo  3MiHM  go
6nictepn B y3ara/lbHeHux JaHux Npo cuctemy chapmakoHarnsgy
KapTOHHI nayui 3 (BBEAEHHA  y3aras/lbHEHVWX fAaHux Npo  cuctemy
MapKyBaHHSAM dhapmakoHarnsgy, 3MiHa  YNoBHOBaXXEHOI  0cobw,
YKpaiHCbKOK MOBOKO BiANOBiA@NbHOI 3@ 3[jiliCHEHHS dhapmakoHarniaay;

KOHTaKTHOI 0Cco6M 3 hapMakoHarnsgy 3asBHMKa AN
34iicCHEHHS hapMakoHarniagy B YKpaiHi, SKWO BOHa
BiAMiHHA BiJ YNOBHOBaXEHOI 0CO6M, BiANOBILaNbHOI
3a  34ilicHeHHa  hapmakoHarnsgy  (BKIKYaoum
KOHTaKTHI gaHi) Ta/abo 3MiHM y PO3MILEHHI MacTep-

thaiina cuctemm  chapmakoHarnsgy) - 3MmiHa
YNOBHOBaXEHOI 0CO6GWM 3asBHUKA, BIAMOBIAa/ILHOI 3a
papmakoHarnsig Ta 1l KOHTaKTHUX  [aHuX.

[Oitoya pepakuis: Paola Magnani. [NponoHoBaHa
pegakuis: Luca Feliciotti, y 3B'A3Ky i3 HaAXOKEHHAM
OHOBJIEHOI iH(hopMaL,ii WoA0 YNOBHOBaXKEHOI 0co6u
3asBHMKa, BiANOBIAa/IbHOI 3a hapMakoHarnisg,

FeHepanbHU AUpeKTop
AunpekToparty hapmayeBTUYHOro 3a6e3neyvyeHHs 0.0. Komapiga
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