Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

no 2,5 mr, no 10
Tabnetok y 6nictepi, no
3 6nicTepa B kopobu; 3
KapTOHY

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuHs 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,

Ne
MEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKOTLCA A0 AEP>XABHOI PEECTPALII
Ne Ha3ssa siikapcbko20 dopma surnycky 3asiBHUK KpaiHa Bupo6HuUK Kpaina PeecmpayjitiHa Ymosu Peknamys Howmep
n/n 3acoby (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs1 peecmpayiliHo2o
ynakoska) NnocBi04Y€eHHs1
1. INPATPONIIO MOPOLLIOK (CybCcTaHLis) y CninbHe YkpaiHa HEYNAHL IHAi peecTpaduis Ha 5 pokis - He UA/18542/01/01
BPOMIA NoABINHMX YKpalHCbKO- NNABOPATOPI3 nionsieae
NnoieTUNEHOBUX MilLKax icnaHcbke NIMITEL
Ansa dapmaleBTUYHOro nignpUeEMCTBO
3acTocyBaHHA "Cnepko YkpaiHa"
2. KCENAN® ras MeauyHuii TOB "[HFA3" Ykpaina TOB "IHFA3" YkpaiHa peecTpauis Ha 5 pokis misibku 07151 He UA/18543/01/01
CTUCHEHWIA y 6anoHi No crieyianizos nionsizae
2n aHux
MeOUYHUX
3akn1adis
3. NETPO30/1 ACTPA TabneTku, BKPUTI TOB YkpaiHa TOB Ykpaina peecTpaList Ha 5 pokis 3a He UA/18544/01/01
NAiBKOBOK 060/IOHKOHO, "ACTPADPAPM" "ACTPAPAPM" peyernmom nionseae




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

3a3HayYeHMun y
nepiogMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.

MAHIEH

nioghinizat gnsa po3unHy
Ans iH'ekuiii no 40 mry
dhnakoHi, no 10
h1akoHiB y kopobLyi

Acnipo ®apma
Nimiteq

IHais

Acnipo ®apma
Niviteq

IHais

peecTpauist Ha 5 pokis

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

3a
peyerimom

He
nionsieae

UA/18545/01/01

POAVHIP

NOPOLUOK A1 OpasIbHOT
cycneHsii no 250 mr/5
M/, no 60 M, 100 mn 'y
donakoHi; no 1 dpnakoHy
3 MipHOIO JI0XKOIO B
Kopobui

POTA®APM
INAYNAPI NTA.
LTI,

TypeyunHa

dapmaBixH CaH.
Be Tigpx. A.LL.

TypeyunHa

peecTpaList Ha 5 pokis

MepiognyHicTb NogaHHA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNOBIAHO A0
Mopsiaky 34iCHeHHs
thapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa OXOPOHU
300poB’A YKpaiHu Big, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y

3a
peyenmom

He
nionsieae

UA/18546/01/01




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
pefakuii Hakasy
MiHicTepcTBa 0XOpOHK
3[,0pOB'st YKpaiHu Big 26
BepecHA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMyHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.
6. TOBPAMILUNHY nopoLuok (cyberaHuis) y | TOB "HOpis-®apm” YKpaiHa NiB3oH Npyn Kutaii peecTpauist Ha 5 pokis - He UAI/18547/01/01
CYNb®AT TIIOMIHIEBMX MISALLIKAX ®ywxoy PyKCiH nionsizae
Ansa dpapmaLleBTUYHOIO dapmacbioTikan
Ko., 14

3aCcToCyBaHHs

FeHepanbHUN gUpeKTop
AnpekToparty thapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga




Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

niogpinizaTom y kopobui
3 KapToHy; 1 donakoH 3
niocpinizatom y
KOMMJIEKTi 3
PO34MHHKKOM (BoAa ANs
iH'eKUjin) No 2 mn B
amnyni B Kopoo6Li 3
KapToHY

hopmu in bulk
hipMun-BUPO6HMKa
TOB «HaykoBo-
BMPOGHMYA
KoMMaHis
«IHTepdapmbioTek
», YKpaiHa)

B IHCTPYKUiT Ans
MeaNYHOro
3aCTOCyBaHHS
nikapcbKoro 3acoby y
posginax
"MpoTnnokasaHHA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTtocyBaHHs", "M0o6iuYHI
peaxuii” BignosigHo A0
iHdbopmaLii cTocoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpaLiiHoro Aoche.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciyHg 2007

Ne
NEPEJIK
NIKAPCbKNX 3ACOBIB, WO NMPOMOHYHOTHLCA A0 AEP>XXABHOI NMEPEPEECTPALILII
Ne HasBa nikapcbko2o dopma sUMYCKY 3asasHuUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayjiliHo2o
yrnakoska) nocsi04YeHHs1
1. ANb®ANEN® - C niodpinizaT 4N po3unHy TOB "BAJNIAPTIH YkpaiHa TOB "BAJNIAPTIH YkpaiHa MepepeecTpauin Ha 3a He UA/14620/01/02
NErNHTEP®EPOH Ans iH'ekuin no 100 mkr; PAPMA" PAPMA", YKpaiHa Heo6MeXeHU A TepMiH. peyenmom nionsizae
AlNb®A-2B 1 chnakoH 3 (makyBaHHS 3 OHOB/1EHO iHhopMaLlito




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

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
perynsapHux 3BiTiB 3
6e3neku.

ANb®ANEN® - C
NErNHTEP®EPOH
AlNb®A-2B

niogpinizaT A9 PO3UNHY
Ans iH'exuii no 120 Mkr;
1 chnakoH 3
niodpinizatom y kopobui
3 KapToHY; 1 ¢hnakoH 3
niogpinizatom y
KOMN/IeKTi 3
PO3YMHHMKOM (BOAA AN1st
iH'eKUili) no 2 mn B
amny”ni B Kopob6ui 3
KapTOHY

TOB "BAJTAPTIH
PAPMA"

Ykpaina

TOB "BANAPTIH
DPAPMA", YKpaiHa
(nakyBaHHs 3
dhopmum in bulk
hipMn-BUpoBHUKA
TOB «HaykoBo-
BMPOGHMYA
KoMMaHis
«IHTepchapmbioTek
», YkpaiHa)

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ginax
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco6mBoCTi
3acTtocyBaHHs", "Mo6iYHI
peakujii" BiANOBIAHO A0
iHbopmaLii cToCoBHO
6e3neku, Aka 3a3HayeHa
B MaTepianax
peecTpauiiHoro Aocbe.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y

3a
peyenmom

He
nionsieae

UA/14620/01/03




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

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.

ANb®ANEI® - C
NErIHTEP®EPOH
AlTb®A-2B

niogpinizaT Ana po3unHy
ANst iv'exuii no 150 Mkr;
1 chnakoH 3
niogpinizatom y kopobui
3 KapToHY; 1 do1akoH 3
niocpinizaTom y
KOMM/IEKTI 3
PO34MHHMKOM (Boga A1
iH'ekujiin) no 2 mn B
amnyni B Kopobu,i 3
KapTOHY

TOB "BAJTAPTIH
DAPMA"

YkpaiHa

TOB "BANNAPTIH
PAPMA", YKpaiHa
(nakyBaHHSA 3
dhopmu in bulk
hipMmn-BNPOGHYMKa
TOB «HaykoBo-
BMPOGHMYA
KOMnaHis
«IHTepthapmbioTek
», YKpaiHa)

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.
OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijin",
"Ocob6nvBocCTi
3acTtocyBaHHs", "Mo6iYHi
peakuii" BiAnoBigHO A0
iHchopmawii cTocoBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauiiHoro JoCheE.

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
nidnsieae

UA/14620/01/04




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.

BOPTE3OMIB-BICTA

NOPOLLIOK ANsA
NPUroTYBaHHS PO3YUHY
ANst iH ekujn no 3,5 mr 1
dhnakoH 3 NOPOLUKOM Yy
KapTOHHI Kopobuj

MicTtpan Kenitan
MeHemXMeHT
Nimiten

AHrnisA

CiHgaH ®apma
C.P.N1

PymyHis

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHOBAEHO iHthopMmaLito
B IHCTPYKUiT ANns
MeanYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"GapmakoTepanesTuyHa
rpyna" (LLoao Hassw),
"Mo6iyHi peakwii"
BignoBigHO Ao
iHchopMmauiT
pedepeHTHOro
nikapcbKoro 3acoby
(BENKEWA®, niodinizat
ONS PO34MHY Ans
iH'ekuiii mo 3,5 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
MiHicTepcTsi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne

3a
peyenmom

He
nionsieae

UA/15234/01/01




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

996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.

ANKNODEHAK-
340POB'A ®OPTE

renb, 30 mr/r,no 50ryr
Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

ToBapucTso 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmaueBTnyHa
KOMNaHis
"3p0pos'a”

YkpaiHa

ToBapucTBO 3
06MexeHo
BiANOBIAA/IbHICTIO
"®apmateBTuyHa
KoMMaHis
"3p0pos'a”

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.
OHOBAEHO iHthopMmaLito
B [HCTpYKUji gns
MeNYHOro
3acToCyBaHHsA
nikapcbKoro 3acoby y
posginax
"MpoTunokasaHHaA",
"Oco611BOCTi
3aCcTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs
rpyAA0" (YTOUHEHHS
iHdhopmawii), "Mo6GiyHi
peakuii" BiANoBigHO A0
OHOBJIEHOT iHdhopMaLii 3
6e3nekun 3acTocyBaHHs
Lit0Y0T PEYOBUHN.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO

6e3
peuyenma

nionsieae

UA/1539/01/02




KO/IbOpY N0 2 Mr +
TabneTku, BKPUTI
060/10HKOI0, POXEBOIO
KONbopy, 2 Mr/1 mr;
KoM6i-ynakoBka Ne 21:
11 TabneTok 6inoro
Konbopy + 10 Tabnetok
POXeBOro Konbopy y
6nicTepi 3 kasieH4APHOK
LKas1ot0; no 1 6nictepy
Y KapTOHHII nauui

BHeceHo oHOBNEHY
iHcbopmawito B
IHCTpyKLUito Ans

MeZNYHOro
3aCTOCyBaHHsA
niKkapcbKoro 3acoby Ao
po3ainis
"®apMaKonorivHi
B/1ACTMBOCTI"
(iHdhopmauisi 3 6e3neku),
"MMpoTunokasaHHa",
"B3aemogis 3 iHWMMn
nikapcbkMu 3acobamu
Ta iHWi BUAn
B3aeMogijin",
"Ocob6nvBoCTi
3acTocyBaHHsA"
BigNoBigHO A0
OHOB/EHOI iHdhopMaLiT,
Aka 3a3HayeHa B
mMaTepianax
peecTpaLiiHoro AOCbeE.

MepioAnYHICTb NOAAHHS
perynspHo
OHOBJ1HOBAHOIO 3BITY 3

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
3i cTpokamu,
3a3HayeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
6. 13041NBYT® MiKpOKpUCTanivyHNi AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa nepepeecTpauis Ha - He UA/15061/01/01
MOPOLLIOK (CybCTaHLis) y HeobMeXeHWi TepMiH niosnsieae
nakeTax nogBiliHUX
nonieTuIeHoBNX Ans
dhapmavL,eBTUYHOro
3acTOCyBaHHSA
7. KAMOCENIH MOPOLLOK KPUCTasTiYHUIA LI3sHcy FOHaHb Kutai LI3sHcy FOHaHb Kutaii MepepeecTpauis Ha - He UA/15603/01/01
abo kpuctanu dapmachbioTikan dapmacbloTikas He0OMeXeHW TepMiH niosnsieae
(cybeTaHuis) y naketax Ko., NiT4,. Ko., NiTa,.
noABiNHMX
nonieTuneHoBuUx Ans
hapmaueBTUYHOro
3aCTOCYBaHHSA
8. KNIMEH® TabneTku, BKPUTI AnsoreH IMNKo Tokcembypr OENb®APM PdpaHuis MepepeecTpauin Ha 3a He UA/4856/01/01
060/10HKO10, 6inoro C.ap.n NiNNb CAC HEOOMEXEHU TEPMIH. peuyenmom nidnsieae




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, 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.

KOMMJ/IEPA®

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 200 mr/25 mr/245 wr,
no 30 Tabnetok y
dhnakoHi, no 1 chnakoHy
Y KapTOHHI nayui

TOB "[IXOHCOH i
[xoHCOH YkpaiHa"

YkpaiHa

Brpo6HMLTBO
Hepo3cacosaHoro
NPoAYyKTy Ta
nepBuHHA
ynakoBka:
MaTteoH IHK.,
KaHapa;
MepBuHHA
ynakoska:
lnean CaieHcn3
Alieneng tOK,
Ipnangis;
BTopuHHa
ynakoBka Ta
BWMYCK Cepii:
Anccen-Cinar
C.n.A, ITanis

Kanapa/
IpnaHgis/
ITania

MepepeecTpauis Ha
HEo6MeXeHU TepMiH.
3MiHu | TURY - 3MiHK
oo
6e3nekn/etPeKTUBHOCTI
Ta thapmakoHarnsgy.
BBegeHHs1 abo 3MiHu A0
y3araJlbHeHuX AaHunx
npo cuctemy
thapmakoHarnsgy
(BBEAEHHSA
y3araslbHeHNX faHnx
npo cuctemy
hapmakoHarnsgy, 3miHa
YMOBHOBaXeHOT 0cobw,
BignoBiganbHOI 3a
3[jiiCHEHHS!
chapmakoHarnsgy;
KOHTaKTHOI ocobu 3
thapmakoHarnagy
3asBHUKa A4N1A
3iACHEHHS
thapmakoHarnsgy B
YkpaiHi, SIKLLO BOHa
BigMiHHa Bif

3a
peyenmom

He
nionsieae

UA/14475/01/01
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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
YNOBHOBaXeHOT 0cobwm,
BiANOBIAa/ILHOI 3a
3[iACHEHHS
thapmakoHarnsgy

11

(BK/IHOYAKOYM KOHTAKTHi
AaHi) Ta/abo 3MiHn y
pO3MiLLEeHHI MacTep-

thaiina cuctemm

hapmakoHarnisgy)
3MiHa YNOBHOBaXXEHOT
0ocobu 3asBHUKA,

BignoBiga/IbHOI 3a

thapmakoHarnag. ditoya
pepakuis: Dr. Laurence

Oster-Gozet.

MponoHoBaHa pefakuis:

ApxayTtosa HOnis

JleoHigjBHa. 3miHa

KOHTaKTHUX AaHuX

YMNOBHOB&aXeHOT 0cobu

3asBHVIKa,

BignoBigabHOI 3a

thapmakoHarnag. 3MiHa

MicUs 34iNCHEHHSA

OCHOBHOI fjsifIbHOCTI 3

thapmakoHarnagy. 3miHa

MiCLIe3HaXOMKEHHS

macTep-gaiina (6es

Homepa). 3miHu Il Tuny -

3MiHM Wwozao

6e3nekn/eheKTUBHOCTI

Ta thapmakoHarnsgy.

3MiHW Y KOpPOTKili
XapaxkTepucTuui
nikapcbkoro 3acoby,

TEKCTi MapKyBaHHS Ta

IHCTPYKUiT aNns

MeAn4HOro
3aCTOCyBaHHS Y 3B’A3KY

i3 HOBMMM JaHUMK 3
AKOCTI, JOKNIHIYHUMMU,
KNHIYHUMW JaHMK Ta
JaHuvn 3
hapmakoHarnagy -
3MiHV BHECEHO A0

IHCTPYKUIT ANns




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
MeANYHOro
3aCTOCyBaHHSA

nNiKkapcbKoro 3acoby Ao
po3ainis "B3aemogis 3
HLUIMMKN NiKapCbKUMK
3acob6amu Ta iHWi BUan
B3aemogijin",
"Oco6nmBOCTi
3acTocyBaHHs",
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HWMMKX MexaHi3MamMmn”,
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyaanro”,
"MNepepno3yBaHHsA",
"Mo6iyHi peakuyii"
BiAnNoBigHO A0
iHdhopmauii cTOCOBHO
6e3neku, sika 3a3HaveHa
B Marepianax
peecTpauinHoro focheE.

MepioAnyHICTb NOAAHHS
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 OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU 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.
10. KO-CEHTOP® TabneTkn, BKpUTI BAT "T'efieoH YropwuHa BMNycK cepii: BAT YropwmHa/ MepepeecTpauin Ha 3a He UA/10087/01/03
NAiBKOBOK 060/IOHKOIO, PixTep" "l'epeoH PixTep", MonbLia HeobMeXeHuli TepPMIH. peuyenmom nionsieae

no 100 mr/12,5 mr no 10
TabneTok y 6nictepi; no
3 6nicTepy B KAPTOHHIlA
ynakoBLi

YropumHa;
KOHTPO/1b AKOCTI,
[,03BiNT Ha BUMYCK

cepii;
BUPOBHULTBO
Hepo3cacosaHoro

NPOAYKTY,

nepBuHHa

ynakoBka,

BTOPUHHA

ynakoska: TOB

"lepeoH Pixtep
Mosbwa”,
MonbLa

OHOB/EHO iHhopMmaLito
B IHCTPYKLUIT ANns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3ainax "B3aemogis 3
HLUIMMW NiKapCbKMM
3acobamu Ta iHWi BUAK
B3aemogijin",
"Ocob6nvBocCTi
3acTtocyBaHHs", "Mo6iYHi
peakuii" BiAnoBigHO A0
OHOB/IEHOT iHdhopMaLii 3
6e3neku airunx
PeyYoBUH fo3apTaHy i
rigpoxnopoTiasugy.

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
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHYU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayeHumn y
nepiognYHOCTI NoAAHHS
perynsipHux 3BiTiB 3
6e3neku.
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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
11. MOMETA3OHY MOPOLLIOK (CybCTaHLis) y XoBiOH Moptyranis XoBiOH MopTyranis MepepeecTpauin Ha - He UA/15088/01/01
DYPOAT nonieTneHoBmx ®apmaCbeHcia CA PapmaCbeHcia CA HeobMexeHuii TepMiH nionsizae
NAsLWKax Ta Milkax ans
dhapmavL,eBTU4HOro
3acToCyBaHHSA
12. HE®POAON TabneTkn, BKpUTI TOB YkpaiHa MpAT “TexHonor" YkpaiHa MepepeecTpauis Ha 6e3 nionsizae UA/15033/01/01
060/10HKO10, M0 10 "®apmaueBTnyHa HeobMeXeHuli TepPMiH. peyenma
TabneTtok y 6nictepi; no KOMnaHis OHoB/EeHO iHhopMaLlito
6 6nicTepiB y nayu; i3 "CANKOTAPIC" B IHCTPYKLU|ii gns

KapToHy

MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3aini "3acTocyBaHHA y
nepiog, BaritTHocTi abo
rogyBaHHa rpyaaro”
BignosigHo oo
iHdpopmauii
pedhepeHTHOro
nikapcbkoro 3acoby
KAHE®POH® H
(TabneTku, BKpUTI
060/10HKO10).

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

13. MAPALIETAMON KPUCTanNiuHNIA NOPOLLIOK AT "dapmak” YkpaiHa Xebeii LigixeH KuTaii nepepeecTpauis Ha - He UA/15280/01/01
(cybeTaHuis) y (Fpyn) HeobMeXeHWin TepMiH nionsizae
noaBinHMX PapmacbloTikas
nonieTneHoBmx Ko., N1a4.
nakeTtax abo
[BOLLAPOBUX HACWMHUX
MiLKax ans
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA

14. MIKNOH TabneTKn, BKPUTI AT "KMIBCbKUI Ykpaina AT "KMIBCBbKUI YkpaiHa MepepeecTpauis Ha 3a He UA/5283/01/01
N/1iBKOBOK 060OJIOHKOMO, BITAMIHHWNIA BITAMIHHWIA HeobMeXeHWi TepMiH. peyenmom nionsizae
no 7,5 mr, no 10 3ABOA" 3ABO4" OHoB/EeHO iHhopMaLlito

TabneTok y 6nictepi; no
1 6nicTepy B nauui

y po3ginax
"Moka3aHHS"(YTOUHEHHS
), "MpoTrnokasaHHa",
"B3aemogis 3 iHWMMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aeMogijin",
"Ocob6nmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepiog
BariTHoOCTi abo
rofyBaHHs
rpyaAar0" (YTOUHEHHS
iHdhopmawii), "3gaTHicTb
BMN/IMBATY Ha LIBUAKICTb
peakujii npu KepyBaHHi
aBTOTpaHcnopTom abo
HLUIMMK
MexaHisMamu'"(yTOYHEHH
A iHdhopmadi), "Croci6
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHchopmawuii),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
IHCTpYKLiT ANns
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BignoBigHO A0
OHOB/IEHOT iHdopMaLLii
o040 6e3neku
3acTocyBaHHA Ajtoyol
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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
PeYoBUHN.
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO 40
Mopaaky 34iiCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
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 OXOpPOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
15. NMOLWA €KCTpaKT Cyxuii AT "dapmak” YkpaiHa Anb6aH Mionnep PpaHLis MepepeecTpauis Ha - He UA/15417/01/01
3BUYANHOIO (cybcTaHuis) B nakeTax IHTepHeLwwHN HeobMeXeHW TepMiH niosnsieae
NNCTA YOTUPLOXLLAPOBUX ANA
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
16. MPErFABANIH MOPOLLIOK (Cy6CcTaHLis) B AT "dapmak” YkpaiHa OJ10H Ec.Ni.En. ITanisa MepepeecTpauis Ha - He UA/15219/01/01
MiLLIKax MoABINHWX HeobMeXeHWi TepMiH nionsizae
nonieTuneHoBuUx Ans
hapmavLeBTUYHOro
3aCTOCYBaHHSA
17. POBAMILUVH® TabneTku, BKPUTI TOB "CaHodhi- YkpaiHa CAHO®I C.IN.A. ITania MepepeecTpauin Ha 3a He UA/6053/01/01
060/10HKO10, Mo 1500 ABEHTIC YKpaiHa" HEOOMEXEHUA TEPMIiH. peuyenmom nidnsieae

000 MO; Ne16 (8x2): no
8 Tabnetok y 6nictepi;
no 2 6nictepu B
KapTOHHI Kopo6Lyi

OHoB/EeHO iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3aco6y B
po3gaini "Mo6iuyHi peaxuii”
BignoBigHO A0
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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

mMartepianis
peecTpaLiiiHoro gocbe.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHs
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpOHU
34,0pOB’sl YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuuii
Ykpainu 29 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.

18.

POBAMILVH®

TabneTkn, BKpUTI
0607/10HKOI0, N0 3 000
000 MO; Ne10 (10x1):
no 10 Tabnetok y
6nicTepi, no 1 6nictepy
B KapTOHHIi Kopo6Lyi

TOB "CaHodhi-
ABEHTIC YKpaiHa"

YkpaiHa

CAHO®I C.IN.A.

ITanis

MepepeecTpauis Ha
HEO6MeXeHU TepPMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby B
po3gaini "Mobiyni peaxuii”
BignosigHo oo
marepianis
peecTpauiiHoro JoCheE.

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

3a
peyenmom

He
nionsieae

UA/6053/01/02
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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

3aTBEpPKEHOro Haka3om
MiHicTepcTBa 0XOpOHU
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,
3a3HavyeHumMun y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.

19.

CUHTOMILUVH

NiHIMeHT ana
30BHILLHLOIO
3acTocyBaHHs, 50 mr/r;
no 25 r y Ty6i; no 1 Ty6i
B NauLj 3 KapToHY

MAT
"Ximchapm3sasog
"YepBoHa 3ipka"

YkpaiHa

MNAT
"Ximcpapmsasos
"YepsoHa 3ipka"

YKpaiHa

MepepeecTpauis Ha
HEO6MeXeHU TepMiH.
OHOB/EHO iHhopMmaLito
B [HCTpYKUji gns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
po3aini "OcobnmBocTi
3aCTOCyBaHHA",
BignosigHo oo
OHOB/IEHOT iHdhopMaLlii 3
6e3nekn 3acTocyBaHHs
Lito4oi Ta AONOMDKHUX
PEeYOBUH.

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

6e3
peuyenma

nionsieae

UA/15277/01/01
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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

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
perynsapHux 3BiTiB 3
6e3neku.

20.

CUHTOMILUWH

NiHiMeHT s
30BHILIHLOrO
3acTocyBaHHs, 100 mr/r;
no 25 r y 1y6i; no 1 1y6i
B Naulj 3 KapTOHY

NAT
"Ximchapm3sasop
"YepBoHa 3ipka"

Ykpaina

NAT
"Ximchapm3sasop
"UepsoHa 3ipka"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.
OHoB/EHO iHthopMmaLito
B IHCTpYKUii Ans
MeAnYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3gaini "OcobmBocTi
3aCTOCyBaHHSA",
BignoBigHO Ao
OHOBNEHOT iHthopmaLi 3
6e3nekn 3acTocyBaHHs
LYol Ta AONOMDKHMX
PEYOoBYH.

MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
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
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,

6e3
peyenma

nidnsieae

UA/15277/01/02
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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
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
21. CODPTEH3UND TabneTtkn AT "Codhapma” Bonrapis Bupo6bHmuTBO Bonrapis MepepeecTpauin Ha 3a He UA/14809/01/01
MPOJIOHrOBaHOI Aji Mo Hepo3dacoBaHoi HeobMeXeHWi TepPMiH. peyenmom nionsizae
1,5 mr no 10 Tabnetok y npoayKuir, OHoB/eHO iHhopMaLlito
6nictepi; no 3 6nictepu nepBrHHa Ta y po3ginax "B3aemogis 3
Y KapTOHHI nayui BTOPUHHA HLUMMKW NiKapCbKMM
ynakoBka: 3acobamu Ta iHLWi BUAK
AT "Codpapma”, B3aemogijit",
Bonrapis; "Oco6nmBOCTi
[o3Bin Ha BMNycK 3aCTOCyBaHHSA",
cepii: "3acTocyBaHHS y nepioz
AT "Codpapma”, BariTHocTi abo
Bonrapia rofyBaHHs

rpyaar0" (YToUHeHHS
iHchbopmawii), "MobiuHi
peaxuii” iHCTpyKLUii ana
MeAnYHOro
3aCcTOCyBaHHSA
nikapcbkoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHdhopMaLii
00 pethepeHTHOro
nikapcbKoro 3acoby
Tertensif® SR 1.5 mg
tablet (B YkpaiHi He
3apEECTPOBaHWIA).

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.
22. CTPENCI/IC® BE3 NbOASHVKM MO 8 PekkiTT BeHkizep Benuka PekkiTT BeHkizep Benuka MepepeecTpauis Ha 6e3 nionsizae UA/4927/01/01
LLYKPY, 31 CMAKOM NbOASAHUKIB Yy BnicTepi; Xenckep BpuTaHis Xenckep BpuTaHis HeobMeXeHuli TepPMiH. peuenma
NTMMOHA no 2 6nictepu B IHTepHeLHN IHTepHeLHN OHoB/EHO iHhopMaLlito
KapTOHHiI kopobuj; no NimiTen Nimiteq B IHCTPYKLU|ii gns

12 nboAsAHUKIB Y
6nictepi; no 1 a6o no 2
6nicTepy B KapTOHHI
KopooLi

MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"PapmakoTepanesTuyHa
rpyna. Kog ATX"
(peparyBaHHs1 TEKCTY
6e3 3miHn kogy ATX),
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3n"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHI peakuir”
BiANoBIgHO A0
mMarepianis
peecTpauiiHoro Aocbe.

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), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayYeHumn y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.
23. CYNb®AANMETOKC | kpucTaniyHuii NopoLLok ToBapucTBO 3 YkpaiHa WKEL3AH KUTANCBKA nepepeecTpauis Ha - He UA/15533/01/01
VH (cybeTaHuis) y 0bMexeHot Wil o) (0)% HAPOOHA HeobMeXeHW TepMiH nionsizae
noaBinHMX BiANOBIAA/TLHICTIO ®APMACBIOTIKA | PECMNYB/IKA
nosnieTnIeHoBUX "®apmaueBTnyHa N KO., NTA.
nakeTtax Ass KOMnaHis
hapmaLeBTUYHOrO "3popos'a”
3acTOCyBaHHSA

FeHepasibHUI gUPEKTOpP
AvpekTopaTty dhapmaLeBTUUHOro 3a6e3neyeHHs
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Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

hnakoHax i3 nonieTuneny
abo ckna, no 1 conakoHy 3
MipHOK NTOXKOI Y
KapTOHHIlA ynakoBLi

mMartepianis: 3miHu | TUny -
npuBeAeHHs pefakLii 3a3HaYeHHs
ymoB 36epiraHHsa B MKA 13 go
BMMOr HacTtaHoBU «/likapCbki
3aco6u. BunpobysaHHs
cTabinbHocTi. HactaHosa 42-
3.3:2004» 6€3 3MiHN hakTUUHUX
yMOB 36epiraHHs: 36epiratv npu
Temneparypi He Buwe 25 °C, B
3axuLLeHoMy Bif cBiTa Ta
HefoCTYNHOMY ANA AiTel Micli.
3anponoHosaHo: YMOBW
3BEPITAHHSA. 36epiratu npu
Temneparypi He Buwe 25 °C B
opuriHasibHili ynakoBLi. BBegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
3MiHM Wwoao

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-HOK® TabneTku, BKPUTI CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/8295/01/01
060/10HKO0, NO 50 Mr, No dapmacbioTikans g.4. PapmaLeBTUYHa marepianis: 3MiHu | TUMY - 3MiHK
50 TabNeToK y KOHTEHEI; KOMnNaHis 4.4, Lof0 6e3nekn/edekTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnagy (iHwi 3MiHu) -
KapTOHHIiA KOpo6Li OHOB/IEHHSA TEKCTY MapKyBaHHsA
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3HavYeHHs oAnHULb
BUMIPIOBaHHS y cuctemi Sl.
3amiHa po3giny “I'padiyHe
0hOPMIIEHHS YNaKOBKN” Ha
“MapkyBaHHa" B MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3 3aTBEPLKEHUM TEKCTOM
MapKyBaHHS.
TepMiH BBEEHHS 3MiH: MPOTAroM
6 micauis nicns 3aTBepaXeHHs
L-LUET® cupon, 2,5 mr/5 mn no 60 TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/8612/02/01
M abo no 100 mny PAPM"
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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

6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapKyBaHHS» 3anponoHOBaHO:
3riiHO i3 3aTBEPKEHM TEKCTOM
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0by 3 BHeCeHHsM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl, a
TaKoX BHECEHHS iHdhopMmaLiT
3ri4HO 3 IHCTPYKUiE ons
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Lwoao
nokasaHb Ta BiKOBOI kaTteropii
niTei. BBeeHHS 3MiH NpoTArom 6-
TW MicALiB Nicns 3aTBeppKeHHs

AJANTON®

Tabnetku no 500 mr; no 10
TabneTtok y 6nictepi; no 2
6nictepu B nayuj

AT "OnaitHdpapm"

Narsis

AT "OnaiiHchapm"

Nartis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX 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
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAA/IbHOT
3a (papmakoHarnsg B YkpaiHi.
MponoHoBaHa pegakuis: MNMpuckoka
AHgpiii Onerosuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
dhapmMakoHarniag B YkpaiHi

6e3 peyenma

UA/2785/01/01

AJELMKNON

nopoLuok, 400 mr/5 mn Ta
PO3YMHHWK A1 PO3YUHY

KYM®EP BIOTEX,
YAB

JinToBCcbKa
Pecny6nika

BIOME/AIKA
POCKAMA

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepiasis: 3MiHuM | TMny - 3MiHK

3a peyernmom

UA/15300/01/01
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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

ONs iH'eKUi; 5 doiakoHiB 3
nopoLuKom i 5 amnyn 3
PO34MHHUKOM (L-ni3uH (50
% BOAHWIA PO3UUH), ¥
nepepaxyBaHHi Ha L-1i3uH,
HaTpilo rigpokcung, Bogy
Ans iH'ekuii) no 5 mny
KOHTYPHili YapyHKOBIi
ynakoBLii; N0 1 KOHTYPHIi
YapyHKOBIl ynakoBLi y
nauui

IHOYCTPIA KIMIKO
OAPMACBIOTIKA
ChA

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHs" MKA N3
3arBepakeHo: MapKyBaHHS.
JopaeTtbca 3anponoHoBaHo:
MapkyBaHHs. 3rigHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA OHOBJ/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHM | TRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM
BUWMYCK Cepiii) - 3MiHa Ha3Bu Ta
YTOUHEHHS afpecy BUPOGHMKaA,
6e3 3MiHN MicLA BUPOGHMLTBA
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS)

UA/5272/01/01

AAPEHATIH-
OAPHMLA

pO34uH A4 iH'eKuiA, 1,8
Mmr/mn, no 1 mn B amnyni,
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi, no 2
KOHTYPHIi YapyHKOBI
ynakoBkuM B nauui; no 1 mn
B amnyni, no 10 amnyn 'y
KOHTYPHili YapyHKOBIi
ynakoBLi, N0 1 KOHTYpHIi
YapyHKOBIl1 ynakoBLi B
nauui

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

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

3a peyenmom
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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

MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YNOBHOBAXEHOT 0CO6U 3asIBHYMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag,
3anponoHosaHo: Typok B'auecnas
B'AuecnasoBuny

A3NTPOMILVH

nopoLUokK (cybeTaHuis) ans
hapMaLeBTUYHOTO
3aCTOCYBaHHS y NOABINHUX
NosieTUNEHOBUX MiLLKax

CnisibHe yKpaiHCbKO-
icnaHcbke
nignpyeMCcTBO
"CMEPKO YKPAIHA"

YKpaiHa

Epkpoc, C.A.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBIEHOTO
CepTuddikaty BignoBiAHOCTI
€Bponeiicbkin thapmakonei R1-
CEP 2007-206-Rev 02
(nonepepnHs Bepcis R1-CEP 2007-
206-Rev 01) Big BXE
3aTBEPAKEHOr0 BUPOGHUKA
ERCROS S.A,, IcnaHis ana A®l
AsutpomiyuHy (y dopmi
ovrigpaty) Ta, ik Hacnigok,
BHECEHHS 3MiH 0 po3ainy
«3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO3UYNHHWKN» METOZAIB KOHTPOJIO
akocTi 13

UA/5732/01/01

A3SUTPOMILUMH
€BPO

TabneTkn, BKPUTI
060/10HKOH0, M0 125 Mmr; no
6 Tabnetok y 6nictepi; no
1 6nictepy y Kopobui

"FOHiK
PapmacboTuKa
Nab6opaTopiz"
(BigaineHHs dipmu
"Ox. B. Kemikans eHg
PapmacboTuKan3
fa.")

IHais

HOHiK
dPapmacboTuKa
Na6opaTtopi3
(BipgineHHs dipmmn
"Ix. Bb. Kemikan3s
eHy,
PapmacbioTrKan3
Nta.")

IHais

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

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA N13;
3anponoHoBaHo: MapKyBaHHs.
3rigHo 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. OHOB/IEHHSI TEKCTY
MapKyBaHHA NepBUHHOT Ta

BTOPUHHOT YNakoBKW NiKapCbKoro

3acoby. BBefieHHs 3MiH NPOTSArom

3-x MicsLiB NicnsA 3aTBEPAKEHHS

3a peyernmom

UA/7280/01/01

A3NTPOMILVH
€BPO

TabneTku, BKPUTI
060/10HKOI0, NO 250 Mr; no
6 TabneTok y 6nictepi; no
1 6nicTepy y kopobui

"FOHiK
dapmMacbloTUKan
NabopaTtopis"”
(BiogineHHs dipmu
"Ix. B. Kemikans eHg,
dapmacboTrKan3
nrp.™)

IHais

FOHiK
dapmMacbloTUKan
JNlabopaTtopi3
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
dapmacboTrKan3
nrat)

IHais

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

BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHs» MKA /13;
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY

3a peyenmom

UA/7280/01/02
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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

MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YNaKoBKM NiKapCbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
3-X MicsiLiB nicnsi 3aTBEPAKEHHS

A3NTPOMILVH
€BPO

TabneTku, BKPUTI
060/10HKO0, 10 500 Mr; Mo
3 TabneTtku y 6nictepi; no
1 6nicTepy y Kopobu,i

"FOHik
PapmacboTuKan
Na6opaTtopiz"
(BioaineHHs dipmu

"x. B. Kemikans eHg

dapmacboTuKan3
nra.")

IHais

FOHiK
PapmacboTuKan
Na6opaTopi3
(BipLineHHs chipmun
"Ix. B. Kemikan3
eHy
PapmacboTrKan3
nra.)

IHAis

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

BHECEHHS 3MiH 40 po34iny
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHA NepBUHHOT Ta

BTOPUHHOI YNakoBKM NikapCbKoro

3acoby. BBefeHHs 3MiH MPOTAroM

3-x MicsILiB Nicnsi 3aTBEPKEHHSA

3a peyenmom

UA/7280/01/03

10.

A3SNUNH®

TabneTku, BKPUTI
060/10HKO0, M0 500 Mr no
3 TabneTkn y KOHTYpHIl
YapyHKOBIli ynakosLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B nayui

MpAT
"®apmavueBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/edpekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 34iICHEHHS
hapmMakoHarnagy; KOHTakTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
hapmakoHarnsag.
3anponoHosaHo: Typok B'auecnas
B'ayecnasosuny

3a peyernmom

UA/0137/02/01

11.

AKKYIMPO®

TabneTku, BKPUTI
NiBKOBOK 060J1I0HKOLO, MO
5 wr; no 10 Ta6neTok y
6nicTepi; no 3 6nictepu y
KapTOHHI KOpoOLj

MNPANIEP IHK.

CLUA

Mdpaiizep
MeHodheKIypUHr
[Doiuneng rm6X

HimeuunHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
martepianis: 3mMiHu | Tuny -
OHOBJIEHHS aApecy BnacHuKa
macTpe-haiina Ha A®l, a came
Farmhispania, S. A., a Takox
npmBeaeHHs1 Ha3BW BMPOGHNYOI

3a peyenmom

UA/1570/01/01
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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

AinbHuui Rolabo Outsourcing S.L.
Y BiANOBIZHICTb A0 AOKYMeEHTaUT
BMpOGHUKa (3aTBepmxeHo: Rolabo
S.L.); 3miHu | TUNY - BUTyYeHHS
BUPOGHMYOT ginbHULi ans Adl,
Farmhispania, S.A.
3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | Tuny -
3MiHu go po3giny 3.2.5.2.2. Onuc
BMPOGHMYOro NpoLiecy Ta inoro
KOHTPO/10, & caMe A0faHHSA onucy
LLLOSI0 BUKOPUCTAHHS
BifJHOB/IEHOTO PO3YMHHMKA
(aueToHiTpUNY) Ha ocTaHHIl cTagii
cuHTe3y A®I. laHwii npouec
BVIKOPVCTOBYBCS i paHille, ane He
6yB onuncaHWin B monepeaHix
Bepcisix MacTep-chalina Ha Adl,
3MiHW | TUMY - HE3HAYHI 3MiHW Y
BMPOGHMYOMY npotieci A®| Ha
nepLuii cTagii cuHTesy, a came
BUKOPVCTaHHA TpUeTUIaMiHy Ha
nepuuiii ctagii cuHTesy 6ynio
3aMiHEHO Ha BUKOPUCTaHHSA
HaTpito kapboHaty; 3miHu | Tuny -
OHOBJ/1IEHHA 3aKPUTOT YacTUHU
macTep-haiina Ha A®l 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3miHu |
TUNy - 36iNbLWEHHA po3Mipy cepil
A®I| 3 200 kr oo 248,8 kr +/- 27,5
Kr; 3MiHW | TUNY - YAOCKOHAUIEHHS
YNaKoBKMN [N151 rapaHTyBaHHSA
BignosigHocTi cneyudikauii A®I
LLOA0 BMICTY BOAM 3riAHO BUMMOram
EP. NepBrHHa ynakoBka
3a/IMLIAETLCSA NOABIAHOK
nonieTMNEHOBOI NNIBKOK HN3bKOT
LLiNBHOCTI, /1€ MK BHYTPILLHIM i
30BHILLHIM NOMIETUIEHOBAMMU
MilLKaMu-BKIaauwamm AoAaeTbes
MILLIOK 3 OCyLlyBayeM, Takox
TOBLLMHA MillKa 36iNbLUyETbCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 nonepeAHbO0 YNaKoBKOI);
3MiHM | TUMY - CKOPOYEHHS nepiogy
NOBTOPHOro TecTyBaHHA AdI 3 48
MicAuiB A0 36 micAuiB; 3miHK |

UMy - NpUBeAEHHS cneundikaui
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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
A®| kBiHanpuny rigpoxnopugy y
BiANoBiAgHICTL A0 MOHorpacii EP
Quinapril hydrochloride
12. AKKYMNPO® TabneTku, BKpUTI MPANIEP IHK. CLIA Mdpaiizep HimeuunHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/1570/01/02
NNiBKOBOK 060/10HKOID, MO MeHtodhekUypuHr martepianis: 3miHu | Tuny -

10 wr; no 10 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHIA KOopoo6Li

[onuneng Mm6X

OHOBJ/IEHHS aipecy B/lacHUKa
macTtpe-caiina Ha Adl, a cave
Farmhispania, S. A., a Takox
npuBELEHHS Ha3BU BUPOBGHNYOT
AinbHuui Rolabo Outsourcing S.L.
y BiANOBIZHICTb A0 AOKYMeEHTaUT
BMpOGHUKa (3aTBepmxeHo: Rolabo
S.L.); 3miHu | TUNY - BUTyYEHHS
BUPOGHMYOT AinbHULi ans Adl,
Farmhispania, S.A.
3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | Tuny -
3MiHM go po3giny 3.2.5.2.2. Onuc
BMPOGHMYOro MpoLiecy Ta inoro
KOHTPO/I0, & caMe A0AaHHSA onucy
LLI0A0 BMKOPUCTaHHSA
BifJHOB/IEHOTO PO3YMHHMKA
(aueToHiTpUNY) Ha ocTaHHIl cTagii
cuHTesy A®l. [laHuin npouec
BVIKOPVCTOBYBCS i paHille, ane He
6yB OnMcaHWii B monepeaHix
Bepcisx MmacTep-havina Ha Adl;
3MiHW | TUMY - HE3HAYHI 3MiHW Y
BUpo6HMYOMY npoueci APl Ha
nepLuii ctagii cuHTesy, a came
BUKOPVCTaHHA TpYeTUIaMiHy Ha
nepuuiii ctagii cuHTesy 6ynio
3aMiHEHO Ha BUKOPUCTaHHS
HaTpito kKapboHaty; 3miHu | Tuny -
OHOBJ1IEHHSA 3aKPUTOT YacTUHU
macTep-haiina Ha APl 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3miHu |
TUMy - 36iNbLWEHHA po3Mipy cepil
A®I 3 200 kr oo 248,8 kr +/- 27,5
Kr; 3MiHW | TUNY - YAOCKOHaUIEHHS
YNaKoBKMN [151 rapaHTyBaHHS
BignosigHocTi cneyudikauii AdI
LLOA0 BMICTY BOAM 3riAHO BUMMOram
EP. NepBrHHa ynakoBka
3a/MLIAETLCA NOABIAHOK
nonieTMIEHOBOI NNIBKOK HN3bKOT
LLiNBbHOCTI, /1€ MK BHYTPILLHIM i
30BHILUHIM NOMIETUIEHOBUMMU

29




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MilLKaMu-BKIaguwamm AOAaETbCA
MILLIOK 3 OCyLLyBayeM, Takox
TOBLLMHA MilLKa 36iNbLUYETbCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 ronepeAHbLOI0 YNakoBKOIO;
3MiHM | TUMY - CKOPOYEHHS nepiogy
NMOBTOPHOIO TecTyBaHHA AdI 3 48
Micsais oo 36 micsuis; 3MiHu |
TUMY - NpUBEAEHHS cneuudikawii
A®| kBiHanpuny rigpoxnopugy y
BifNoBiAHICTL A0 MOHorpacii EP
Quinapril hydrochloride

13.

AKKYMPO®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
20 wr; no 10 TabneTok y
6nictepi; no 3 6nictepn y
KapTOHHIA KOopoo6Li

MPANIEP IHK.

CLUA

Mdpaiizep
MeHtoghekUypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
OHOBJ/IEHHS aipecy BlacHUKa
macTtpe-caiina Ha Adl, a cave
Farmhispania, S. A., a Takox
npuBELEHHS Ha3BU BUPOBHNYOT
AinbHuui Rolabo Outsourcing S.L.
Y BiANOBIZHICTb [0 AOKYMEHTaUT
BMPOGHUKa (3aTBepmxeHo: Rolabo
S.L.); 3miHu | TUNY - BUTyYeHHS
BUPOGHMYOT AinbHULi ans Adl,
Farmhispania, S.A.
3anponoHoBaHo: Rolabo
Outsourcing S.L; 3MiHu | Tuny -
3MiHM go po3giny 3.2.5.2.2. Onuc
BMPOGHMYOro MpoLiecy Ta inoro
KOHTPO/I0, @ caMe A0faHHSA onucy
LLI0A0 BMKOPUCTaHHSA
BifJHOB/IEHOTO PO3YMHHMKA
(aueToHiTpUNY) Ha ocTaHHIl cTagii
cuHTesy A®l. [laHuin npouec
BVIKOPVCTOBYBCS i paHille, ane He
6yB OnMcaHWii B monepeaHix
Bepcisx MmacTep-havina Ha Adl;
3MiHW | TUMY - HE3HAYHI 3MiHW Y
BUpo6HMYOMY npoueci APl Ha
nepLuii ctagii cuHTesy, a came
BUKOPVCTaHHA TpUETUIaMiHy Ha
nepuuiii ctagii cuHTesy 6ynio
3aMiHEHO Ha BUKOPUCTaHHS
HaTpito kKapboHaty; 3miHu | Tuny -
OHOBJ1IEHHSA 3aKPUTOT YacTUHU
macTep-haiina Ha APl 3 EDMF-
RP-106/0608 Am. 0518 Ha EDMF-
RP-106/0608 Am. 1118; 3miHu |
TUMy - 36iNbLWEHHA po3Mipy cepil
A®I 3 200 kr go 248,8 kr +/- 27,5

3a peyernmom

UA/1570/01/03
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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

Kr; 3MiHW | TUNY - YAOCKOHaUTEHHS
YNaKkoBKM AN rapaHTyBaHHA
BignosigHocTi cneyudikauii A®I
LLLOA0 BMICTY BOAM 3TiAHO BUMOram
EP. MNepBunHHAa ynakoska
3a/IMLIAETLCA NOABIHO
noNieTUIEHOBOI NIBKOK HN3bKOT
LLINIbHOCTI, ane Mk BHYTPILUHIM i
30BHILLUHIM NONIeTUIEHOBMM
MilLKaMu-BKIaguwamm AOAaETbCA
MILLIOK 3 OCyLLyBayeM, Takox
TOBLLMHA MilLKa 36iNbLUYETbCA 3
300 go 500 kanibpy, B NOPIBHSAHHSA
3 ronepeAHbLOI0 YNaKoBKOIO;
3MiHM | TUMY - CKOPOYEHHS nepiogy
NMOBTOPHOIO TecTyBaHHA AdI 3 48
MicsaLis oo 36 micsuis; 3MiHu |
TUMY - NpUBEAEHHS cneuudikawii
A®| kBiHanpuny rigpoxnopugy y
BiANoBiAgHICTL A0 MOHorpacii EP
Quinapril hydrochloride

14.

AKHETIH®

Kancynu no 8 mr no 10
Kancyn y énictepi; no 3
6nicTepn y KapTOHHIN
Kopoo6Li

AppaH-IaneHcbkuit
Na6oparopiit 4.4.

XopBarTis

C.M.B. TexHonogxi
CA

Benbris

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,
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
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BIANOBIAA/ILHOI 38
dhapMakoHarnisg B YkpaiHi

3a peyenmom

UA/10316/01/01

15.

AKHETIH®

Kancynu no 16 mr no 10
Kancyn y 6nictepi; no 3
6GNiCTEepPV Y KAPTOHHI

AppaH-TaneHcbkuii
Na6opartopiit 4.4.

Xopsaris

C.M.B. TexHonopxi
CA

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
L1010 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/10316/01/02
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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
Kopoo6ui hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XXEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BIANOBIAA/ILHOI 3a
dhapMakoHarisg B YkpaiHi
16. ANNEPFOMAKC TabneTtku, BKPUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/10913/01/01
NAiBKOBOK 060JI0HKOLO, MO 06MexeHo 06MexeHo marepianis: 3MiHu | TURY -
5 wr, no 10 TabneTok y BigNoBiga/IbHICTIO BiANOBiAA/IbHICTIO BBE[EHHS 404ATKOBOIro
6nictepi; no 1 6nictepy B "GapmMaueBTUYHa "PapMaueBTNYHA TMnopo3smipy 6nictepy, Wwo
KOpo6Li 3 KApTOHY KomMnaHis "3gopos'a” KOMnaHis BK/1afa€eTbcs B KOPO6kM Ne 10
"3popoB's", YkpaiHa (10x1) fo 3aTBEPAXEHOr0 PO3Mipy
(Bci cTagji ynakoBok (Ne 10 (10x1)). AkicHuii
BMPOGHMLTBA, Ta KiNbKiCHWIA cKnag, nakyBasibHOro
KOHTPO/b AKOCTI, marepiany 3anvmecs 6e3 3MiH
BUNyCK cepil);
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"®APMEKC PYN",
YkpaiHa (Bci cTtagii
BUPOGHMLTBA,
KOHTPO/1b SIKOCTI)
17. ANMNECTA® TabneTku, BKpUTI AJTKANOI[, ALl Ckon'e Pecny6nika AJTKANOIO AL Pecny6nika BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/4290/01/02
NNiBKOBOK 060/10HKOID, MO MiBHiYHaA Ckon'e MiBHiYHaA mMartepianis: TeXHIYHa NOMUSIKA
20 mr: no 10 TabneTtok y MakeoHis MakenoHis (3rigHo Hakasy MO3 Big,

6nictepi; no 3 6nictepn B
KapTOHHI kopobui; no 14
TabneTtok y 6nictepi; no 2
6nicTepun y KapTOHHiIl
Kopo6Li

23.07.2015 Ne 460) - TeXHIYHY
NOMWJIKY BUNPAB/IEHO Y TEKCTI
MapKyBaHHA NepPBUHHOT YNakoBKN
Ne 28. 3anponoHoBaHo: 2.
KINBKICTb AIF0YOT PEHOBUHNA
20 mr (mg). 3a3HaueHe
BUNpaB/IEHHA Bignosigae
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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
martepianam peecTpauiiHoro
[0CbE

18. ANb®ANEN® - niodpinisat Ans posumHy TOB "BANTAPTIH YkpaiHa TOB "BANTIAPTIH Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/14620/01/02
C Ans iH'ekuii no 100 mkr; 1 PAPMA" PAPMA" Marepianis: 3miHu | Tuny -
MEFNHTEP®EP | chnakoH 3 niogoinizatom y (nakyBaHHSA 3 AAMIHICTpaTMBHI 3MiHW. 3MiHa
OH ANTb®A-2B KopobLi 3 KapToHy; 1 dopmum in bulk HaliMeHyBaHHA Ta/abo agpecu

chnakoH 3 niodpinizatom y
KOMNAEKTi 3 PO3UMHHUKOM
(Boga ans iH'exuiin) no 2
M1 B amny’ii B kopobui 3
KapToHy

ipMK1-BMPOGHMKa
TOB «HaykoBo-
BMPOGHMYA
KOMnNaHis
«|HTepthapmbioTeK»,
YkpaiHa)

MiCLil NPOBaXEHHS AiS/IbHOCTI
BMpPOGHMKa (BK/THOYaloUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AKOCTI), abo BracHuka
MacTep-caiina Ha A®l, abo
noctavanbHvika A®|/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
3a3HayeHo y A0CbE) - 3MiHa
aapecu BupobHuka A®lI TOB
«HaykoBO-BMPOBHMYA KOMMNaHIs
«IHTepdhapmbioTek», YkpaiHa, 6e3
3MiHM MicLA BUPO6HMLTBA. 3MiHN |
MRy - 3MiHM LWoAo
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3arsepaxeHo: [logaetbcs.
3anponoHoBaHo: BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS1. OHOBMEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3ac06y 3 BHECEHHAM iHchopMmalii
LLIOA0 3a3HAYEHHS OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHn | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaAKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOUaum
AinbHULI BUNYyCKy cepii abo micue
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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
NpOoBeAEHHS KOHTPOJIO AKOCTI.
(aisnbHICTB, 3a SAKy Bignosifae
BMPOGHMK/iIMNopTep, He
BK/IO4AI0UM BUMYCK Cepiid) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpaLiliHoro gocke, a came,
3MiHa agpecy BUPO6HUKa
npenaparty y dpopmi in bulk TOB
«HBK «IHTepdapmbioTek»,
YkpaiHa, 6e3 3miHu micus
BMpO6GHULTBA
19. ANb®AMNEN® - niodpinisat Ans posumHy TOB "BANTAPTIH YkpaiHa TOB "BAJNIAPTIH Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/14620/01/03
C Ans iH'ekuii no 120 mkr; 1 DAPMA" DAPMA" Marepianis: 3miHu | Tuny -
MEFNHTEP®EP | chnakoH 3 nioguinizatom y (nakyBaHHSA 3 AAMIHICTpaTMBHI 3MiHW. 3MiHa
OH ANTb®A-2B KopobLi 3 KapToHy; 1 dopmum in bulk HaliMeHyBaHHA Ta/abo agpecu

chnakoH 3 niodpinizatom y
KOMNEKTi 3 PO34UMHHUKOM
(Boga ans iH'exujin) no 2
M1 B amny’ii B Kopobui 3
KapToHy

ipMun-BMPOGHMKa
TOB «HaykoBo-
BMPOGHMYA
KOMnNaHis
«|HTepthapmbioTeK»,
YkpaiHa)

MiCLil NPOBaKEHHS AiS/IbHOCTI
BMpPOGHMKa (BK/THOYaKoUK, 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 cepTudpikarta
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepaXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HayeHo y A0CbE) - 3MiHa
aapecu BupobHuka A®lI TOB
«HaykoBO-BMPOBHMYA KOMMNaHIs
«IHTepdhapmbioTek», YkpaiHa, 6e3
3MiHM MicLA BUPO6HMLTBA. 3MiHN |
MRy - 3MiHM LWoAo
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3arsepaxeHo: [logaetbcs.
3anponoHoBaHo: BignosigHo ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1. OHOBMIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHS OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NpoTsarom 6-Tu
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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 MIiCNA 3aTBEPIKEHHS.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NpOBaPKEHHA Ai/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAK4N
AinbHULI BUNYCKy cepii abo micue
NpOBeAEHHSI KOHTPOJHO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHMK/iMNopTep, He
BK/THOHAK0UMN BUMNYCK CEPIlA) -
BHECEHHS 3MiHM A0 MaTepianis
peecTpauiiHoro Jocbe, a came,
3MiHa agpecun BUPOGHMKa
npenaparty y chopwmi in bulk TOB
«HBK «IHTepthapmbioTek»,
Ykpaina, 6e3 3miHu micus

BMPO6GHULTBA
20. ANNb®ANEr® - niodpinizat Ana posumHy TOB "BAJTIAPTIH Ykpaina TOB "BAJIAPTIH YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14620/01/04
Cc Ans iH'ekuii no 150 mkr; 1 DPAPMA" PAPMA" marepianis: 3miHu | Tuny -
MEFIHTEP®EP | dhnakoH 3 niocinizatom y (nakyBaHHs 3 AAMiHICTpaTUBHI 3MiHW. 3MiHa
OH AlIb®A-2B | KopobLi 3 KapToHy; 1 dopmum in bulk HalilMeHyBaHHs1 Ta/abo agpecu
chnakoH 3 niogpinisatom y ipMun-BMPOGHMKA MiCLiA NPOBaKEHHS AiS/IbHOCTI
KOMMNIEKTi 3 PO3UMHHUKOM TOB «HaykoBo- BMPOOGHMKa (BKItOYatoun, 3a
(Boga ans iH'exujin) no 2 BUpPOGHMYA Heo6XiAHOCTI, MicLie NpoBeAEHHS
M1 B amny’i B kopobui 3 KOMMNaHis KOHTPO/IO AKOCTI), a60 BlacHuka
KapToHYy «IHTepcapmbioTek», MacTep-caiina Ha Adl, abo
YKpaiHa) nocravanbHuka A®I/BuxigHoro

martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (AKLLO
3a3HayYeHo Y JOCbE Ha Nikapcbkuii
3acib) 3a BigcyTHOCTI cepTudikata
BiAANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HaYeHO Y A0CLE) - 3MiHa
aapecy BMpo6Huka A®l TOB
«HaykoBo-BMpo6HMYa KOMMNaHis
«IHTepthapmbioTek», YkpaiHa, 6e3
3MiHW MicLl BUPOGHMLTBA. 3MiHM |
My - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3arBepgkeHo: flogaeTbes.
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3anponoHoBaHo: BignosigHo o
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHu | TURY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPO/O AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/IO4AK0UM BUMYCK Cepiid) -
BHECEHHS 3MiHM [0 MaTepianis
peecTpauiiHoro Jocke, a cave,
3MiHa agpecu BUPOGHMKa
npenaparty y chopwmi in bulk TOB
«HBK «IHTepdapmbioTek»,
YkpaiHa, 6e3 3MiHu micus
BMPOGHULITBA

21.

ANb®AXONIH

®

po3uuH A4 iH'ekuiid, 1000
Mr/4 Mn no 4 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli ynakoBLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi y nayi

MpAT
"®apmaueBTnyHa
hipma "apHnus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 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,
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
hapmakoHarnsgy) - 3miHa
YMNOBHOBAXEHOT 0COOU 3asIBHMKA,

3a peyenmom

UA/17917/02/01
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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

BiANOBIAA/IbHOT 32
hapmakoHarnsg.
3anponoHosaHo: Typok B'auecnas
B'AyecnaBoBunY

22.

AMBPOKCO/-
JOAPHMLA

Tabnetku no 30 mr no 10
TabneToK y KOHTYPHii
YapyHKOBIli yrnakoBLi; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM y navui

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'ayecnasoBuy

6e3 peyenma

UA/5703/01/01

23.

AMBPOTAPA
75

Karncynun nposoHrosaHoil
4ii no 75 mr, no 10 kancyn
y 6nicTepi; no 1 6nictepy
B nauLj 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-Tn

MicsLiB NicnsA 3aTBEpAYKEHHS

6e3 peyenma

UA/2814/01/01

24,

AMIAKY
PO34MH 10%

PO34MH O/151 30BHILLHBOTO
3actocysaHHsa 10%, no 40
My dsiakoHax; no 40 mn

MpAT
PapmaLeBTUYHa
habpuka "Biona"

YKpaiHa

MpAT
PapmaneBTUYHaA
habpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AKOCTI. [0TOBWIA Mikapcbkunii 3aci6.

6e3 peyenma

UA/0138/01/01
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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
y donakoHi; no 1 donakoHy Cuctema
B nauui 3 kapToHy; no 100 KOHTeliHep/3aKynopoBabHui
My chnakoHax 3aci6. 3miHa y NepBUHHIlA ynakoBLj
rOTOBOrO Jlikapcbkoro 3acoby (Tun
KOHTeliHepa abo fofaBaHHs
HOBOrO KOHTelHepa) - Teepyj,
M’SIKi Ta HECTEePWIIbHI piaki
nikapceki hopmut - BBELeHHS
[0[aTKOBOI YNaKkoBku, a came
dhnakoHiB nonimepHux no 100 mn
Tmny ®BlM3-100 (MonieTuneH
BWCOKOI LL[iIbHOCTI Mapkn BL
6200) y KOMNJIeKTi 3 HacaAKo
®BIM3 Ta kpuwkoto B3
(MonieTnneH BUCOKOI LWiNbHOCTI
Mapku BL 6200), BUpo6HMLUTBA
MpAT «Eninc», YkpaiHa.
(3aTBeppKeHi hnakoHW CKASHI N0
40 mn Ta 100 Mn, yKyrnopeHi
npo6kamu Ta KpuLIKamm)
25. AMITPEH kancynu no 50 mr; no 1 TOB "AcTpadapm” Ykpaina TOB "AcTpadapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/6890/01/01
Kancyni y 6nictepi; no 1 marepianis: 3MiHu | TUMY - 3MiHK
abo no 3, abo no 6 ofo 6e3nekn/edekTMBHOCTI Ta
6nictepis B kopobui 3 thapmakoHarnsgy (iHwi 3MiHn) -
KapToHy; Mo 6 Kkancyny BHECEHHS 3MiH [0 po3ainy
6nictepi; no 1 6nictepy B “MapkyBaHHs" MKA N3:
Kopob6Li 3 kapToHy; no 10 lMponoHoBaHa pepakuis:
Kancyn y 6nictepi; no 1 MapkyBaHHs. BignosigHo ao
6nictepy B kOpo6Li 3 3aTBEPKEHOr0 TeKCTY
KapToHy MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBku
nikapcbKoro 3acoby LWoao
3a3Ha4YeHHs MiXXHapOAHNX
no3HayeHb OAVHULb BUMIPIOBAHHS
26. AMITPEH Kancynu no 100 mr; no 1 TOB "AcTpadapm” Ykpaina TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/6891/01/01

Kancyniy énictepi; no 1
a6bo no 3, abo no 6
6nictepiB B KOpobLi 3
KapTOHY; Nno 6 kancyny
6nictepi; no 1 6nictepy B
KopobLi 3 KapToHy; no 10
Kancyn y 6nictepi; no 1
6nictepy B kopobuj 3
KapToHy

marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHLwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA N3:
MponoHoBaHa pefakuis:
MapkyBaHHs. BignosigHo Ao
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynaKkoBKu
nikapcbKoro 3acoby oo
3a3HaYeHHsI MDXHapPOAHWX
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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

no3Ha4eHb OANHNLUb BVIMipIOBaHHFI

27.

AMIOAPOH

Tabnetku no 200 mr; no 10
Tabnetok y 6nictepi; no 3
6nictepm y nauui 3
KapToHY

AT "KMIBCbKUA
BITAMIHHN
3ABOA"

YKpaiHa

AT "KNIBCbKUN
BITAMIHHU
3ABOA"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBieHo
TEXHIYHY NOMUJIKY B pyKOBaHOMY
BapiaHTi IHCTPYKLii 415 MeauyHoro
3aCTOCYyBaHHSA NiKapcbKoro
3aco6y: 3anponoHOBaHoO: po3ain
"Mo6iuHi peakuyji" 3 60Ky cepus:
6pagvkapaisi, 3a3Buyait nomipHa
Ta [0303a/1eXHa; NOPYLUEHHSA
NpoBigHOCTI Miokapaa
(cuHoatpianbHa 6n1okaga, AB-
6110Kkaga pi3HOro CTyneHs);
BMpaXeHa 6pagukapgis Ta, y
BMK/IOYHMX BUNaAKax, BigMoBa
CMHYCOBOrO By3/1a, Npo SiKi
MOBIJOMIANOCSA Y KiNIbKOX
BMNagkax (Ha T/i AUCyHKUIT
CMHYCOBOrO BY3/1a, Y NaLjiEHTIB
NITHBOTO BIKY); BUHNKHEHHSI ab0
NOripLLIEHHS iCHYHUOT apuTMil, sika
iHOZi CYynNpPOBOKYETHCH 3YMUHKOK
cepus; napokcnsmasnbHa
LUTYHOUKOBA Taxikapgis tuny
«torsade de pointes». 3a3HayeHe
BMNpaB/IEHHS BiANOBifae
marepianam peecTpauiiiHoro
[0CbE

3a peyenmom

UA/4514/01/01

28.

AMIKALIAA,

pO34uH A1 iH'ekuiin, 250
Mr/mn; no 2 mn abo 4 mny
hnakoHax; no 1 donakoHy
B Nauuji 3 KAPTOHY; N0 2 M
ab6o 4 mn y hnakoHax; no
5 thnakoHiB y KOHTYPHIi
YapyHKOBIli ynakoBLij; no 2
KOHTYPHi YapyHKOBI
yMakoBKM B mauLi 3
KapToHYy

ToBapucTBO 3
06MexeHo
BiANOBIAA/TIbHICTIO
hipma "Hosodhapm-
BiocuHTes"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
thipma "Hosohapm-
BiocuHTes"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
MaTepianis: 3MiHU | TUNY - 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
3aTBEPMAKEHUM PO3MIPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
roToOBOro nikapcbkoro 3acoby 500
n (125 Tnc. chnakoHis).
MponoHoBaHa pepakuis. Po3mip
cepii 100 n: 50 Tnc. dhnakoHis (No
2 mn 'y chnakoHi); 25 Tuc.
hnakoHiB (No 4 mn y piakoHi).
Po3mip cepii 200 n: 100 TunC.

3a peyernmom

UA/15452/01/01
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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
dhnakoHiB (Mo 2 mn 'y chnakoHi); 50
TUC. pNakoHis (No 4 mny
donakoHi). Po3mip cepii 500 n: 125
TnC. dhNakoHiB (No 4 mn y
donakoHi)
29. AMIKALMA po3unH ANs iH'ekuin, 250 ToBapucTBo 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/15452/01/01
mr/M; no 2 mn abo 4 mny 0bMexeHot 0bMexeHoto marepianis: 3MiHu | TURY -
donakoHax; no 1 donakoHy BiANoBiga/IbHICTIO BiANOBIAANILHICTIO nofaHHs OHOBJ/IEHOro cepTudiikara
B NayLj 3 KApTOHY; N0 2 MN thipma "Hosodhapm- thipma "Hosochapm- BIANOBIAHOCTI EBPONENChbkili
abo 4 mn y chnakoHax; no BiocuHTes" BiocuHTes" thapmakonei Ne R1-CEP 2010-
5 thnakoHiB y KOHTYpHilt 308-Rev 01 gna Aitoyoi pevoBuHU
YapyHKOBIli ynakoBuj; no 2 Amikacin sulfate Big Bxe
KOHTYPHi YapyHKOBI 3aTBEepKEHOr0 BUPOOHNKA, SKWiA
ynakoBKkM B nauli 3 3MiHMB Ha3BY; 3anponoHOBaHO:
KapToHy SHANDONG ANXIN
PHARMACEUTICAL CO., LTD.).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS
30. AMNoAuNIH- Tabnetku, no 5 mr; no 10 TOB "TeBa YkpaiHa" Ykpaina AT YropwumHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/16717/01/01
TEBA Tabnetok y 6nictepi; no 3 dapmaLleBTUYHNI MaTepianis: 3MiHuM | TUNYy - 3aMiHa
6nicTepn y KapTOHHIN 3aBog TEBA 3aTBepAXeHOro metoay

Kopoo6Ui

BMNpobyBaHHA 13 3a
nokasHukoMm «MaeHTudpmkaums
amnogunuHa» (AMB-014C4/02) Ta
«KonnuectseHHoe onpefenexHne»
(AMB-014C1/01) Ha HoBWIA
3arasibHWin MeTog, BUNpobyBaHHs
(MPC023256) 3a nokazHukamu
loeHTndikavis amnogumnixy,
6eH30/1cyNbHOHOBOI KMCNOTH,
KifIbKiCHE BU3HAYEHHA Ta
LOMILLKW/NPOAYKTN pO3Knajy.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB NicNa 3aTBEPKEHHS;
3MiHK | TUNy - 3amiHa
3aTBEPAXXEHOr0 MeToay
BMNpobyBaHHA 13 3a
nokasHukom «aeHTudmkaums
6€eH301CY/TbGIOHOBOI KNCMOTbI»
(AMB-011C7/01) Ha HOBWIA
3arasibHW MeToA, BUNpoGyBaHHS
(MPC023256) 3a nokasHukamu
loeHTudbikauis amnoguniy,
6eH30/1CcyNbOHOBOI KUCNOTH,
KifIbKiCHe BM3HAYEHHN Ta
[LOMILLKW/NPOAYKTW po3Kiagy.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiICALIB MiCNSA 3aTBEPAKEHHS. ;
3MiHM | TMNy - 3amiHa
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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

31.

AMNoAuniH-

3aTBEPAKEHOIO MeToAy
BMNpobyBaHHA 13 3a
nokasHnkom «Mpumecn/MNpoaykTbl
pasznoxeHns» (AMB-014C2/01) Ha
HOBWIA 3arasibHUiA MeTof
sunpobysaHHa (MPC023256) 3a
nokasHukamu |geHTudikauis
amnoauniny, 6eH30/1cyNbgOHOBOT
KNCNOTW, KifIbKiCHE BU3HAYEHHA Ta
[OMILLKM/MPOAYKTU po3Knagy.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB Nicns 3aTBEPAKEHHS

TEBA

Tabnetku, no 10 wmr; no 10
Tabnetok y 6nictepi; no 3
6nicTepn y KapTOHHIN
Kopoo6Ui

TOB "TeBa YkpaiHa"

YKpaiHa

AT

dapmaLleBTUYHNI

3asog TEBA

YropwmHa

BHECEHHS 3MiH 40 peecTpavinHmx
MaTepianis: 3MiHu | TUNY - 3aMiHa
3aTBEPIKEHOr0 MeToay
BMNpo6yBaHHA 13 3a
nokasHukoM «aeHTudpmkaums
amnogunuHa» (AMB-014C4/02) Ta
«KonnuectseHHOe onpegenexHne»
(AMB-014C1/01) Ha HoBWIA
3arasibHWin MeTog, BUNPobyBaHHs
(MPC023256) 3a nokasHukamu
loeHTndikauis amnoguniy,
6eH30/1cyNbHOHOBOI KUCNOTH,
KiNbKiCHe BU3HAYEHHA Ta
LOMILLKW/NPOAYKTW po3Knajy.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS;
3MiHK | TUNy - 3amiHa
3aTBEPIKEHOrO MeToay
BMNpo6yBaHHA 13 3a
nokasHukoMm «aeHTudpmkaums
6€eH301CYIbGIOHOBON KNCMOTbI»
(AMB-011C7/01) Ha HOBWIA
3arasibHW MeToA, BUNpoGyBaHHSA
(MPC023256) 3a nokasHukamu
laeHTudikalisa amnogunivy,
6eH30/1CcyNbOHOBOI KUCNOTH,
KifIbKiCHE BM3HAYEHHA Ta
OOMILLKW/MPOAYKTW po3KNagy.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MICALIB MiCNSA 3aTBEPAKEHHS. ;
3MiHM | TUNYy - 3amiHa
3aTBEPAKEHOIO MeToAy
BunNpobysaHHA 13 3a
nokasHukom «lpumecwn/MNpoayKTbl
pasnoxeHus» (AMB-014C2/01) Ha

HOBWIA 3ara/ibHUiA MeToz

BUNpobyBaHHsa (MPC023256) 3a

3a peyernmom

UA/16717/01/02
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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

nokasHukamu |geHTudikauis
amnoauniny, 6eH30/1cyNbgOHOBOT
KNCNOTW, KifIbKiCHE BU3HAYEHHA Ta
[OMILLKM/MPOAYKTU po3Knagy.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

32,

AMOKCUK/NAB
®

MOPOLLIOK A/15 PO3YNHY
Ans iH'ekuid, 500 mr/100
Mr, 5 onakoHiBs 3
MOPOLLKOM B KApTOHHIl
Kopobui

CaHpos

®dapmacbloTikans a.a.

CnoseHis

CaHpo3 'M6X -
Bupo6Hunya
AinbHUUA
AHTWiHeKU,HI TN3
Ta XimiuHi Onepauii
KyHane (AIXO N3
KyHanb), ABCTpis

ABCTpis

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.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13;
3anponoHosaHo: MAPKYBAHHSA.
3rigHo 3 3aTBEPAKEHVIM TEKCTOM
MapkyBaHHS. TepMiH BBELEHHS
3MiH: NpOTArom 6 micsAuiB 3 gatn
3aTBEPAKEHHS

3a peyenmom

UA/7064/03/01

33.

AMOKCUKNAB
®

NOPOLLIOK A/191 PO3UNHY
Ans iH'ekuii, 1000 mr/200
Mr; 5 dhN1akoHiB 3
MOPOLLKOM B KapTOHHii
Kopoo6ui

CaHpo3s

dapmacbloTikans g.4.

CnoBeHis

CaHpo3 'm6X -
Bupo6Huya
OinbHULA
AHTWiIHEKU,HI TN3
Ta XimiuHi Onepauii
KyHab (AIXO N3
KyHAa/1b)

ABCTpist

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

BHECEHHSM iHdhopMaLii LWwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
3rifiHO 3 3aTBEPLKEHUM TEKCTOM
MapKyBaHHs. TepMiH BBEAEHHS
3MiH: NPOTAroM 6 MicAuis 3 gatu
3aTBEPKEHHS

3a peyenmom

UA/7064/03/02

34.

AMMNPUN® HD

Tabnetku no 5 mr/25 wr,
no 10 TabneTok y
6nicTepi, no 3 a6o no 6,
abo no 9 6nictepiB y
Kopoo6Li; no 7 TabneTok y
6nicTepi, no 2 a6o no 4,
abo no 8, abo no 12, abo
no 14 6nictepis y kopoobui

KPKA, a.4., Hoso
MecTO

CnoseHis

KPKA, a.4a., Hoso
MecTO

CnoBeHisi

BHECEHHS 3MiH [0 peecTpauiiHnX
martepianis: 3miHu | Tuny -
nofiaHHA OHOB/IEHOrO cepTudikaTa
Bi4NOBIAHOCTI EBpONeNchbKil
thapmakonei Ne R1-CEP 2003-
026-Rev 01 ansa Aitoyoil pevoBuHN
Ramipril Big BXe 3aTBEpAXEeHOro
BUpo6HMKa ZHEJIANG HUAHAI

3a peyenmom

UA/4903/02/01
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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

PHARMACEUTICAL CO., LTD;
3MiHM | TUNY - NoAaHHs
OHOB/IEHOTO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-
026-Rev 02 ansa Aitoyoi pevoBuHN
Ramipril Big BXe 3aTBEpPAKEHOTO
BUpo6HuKa ZHEJIANG HUAHAI
PHARMACEUTICAL CO., LTD;
3MiHN | TUNY - NoAaHHsA
OHOBJIEHOTO cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2003-
219-Rev 05 gna Aitoyoi pevoBuHU
Ramipril Bif BXe 3aTBEPAXEHOTO
Bmpo6bHuka Neuland Laboratories
Limited, ik Hacnifok 3miHa agpecu
BVMPOGHWYOI 4inbHUL; 3MiHW | TUny
- NOJaHHS1 OHOB/IEHOTO
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkili hbapmakonei Ne R1-
CEP 2004-307-Rev 04 gnsa gitouoi
peyoBuHu Hydrochlorothiazide Big,
BXE 3aTBEPKEHOro BUPOOHMKA
Cambrex Profarmaco Milano S.r.l.

35.

AHTUTPUNIH

TabneTky Wwunyui 3i
CMakoM MannHu; no 10
TabneTok y nnacTMkoBomMy
neHani; no 1 nexany B
KapTOHHI/ nayyi abo
nauyLi-KkoHBepTi 3
NpUCTOCYyBaHHAM AN1A
niaBiLLyBaHHs; no 6
Tabnetok y ctpuni; no 1
a60 5 cTpuniB y KApTOHHIl
ECI]

TOB "bayw Xenc"

YKpaiHa

Haryp Mpogykt
®apma Cn. 3 0. 0.

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy

MK#A: MapkyBaHHs.
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAKEHOrO

TEKCTY MapKyBaHHs. TepMiH
BBEEHHS 3MiH - NPOTArom 6
MicAILiB nic/a 3aTBepAKEHHs!

be3 peyenma

UA/8803/01/01

36.

AHTUTPUMNIH

Tabnetku wunydi; no 10
TabneTok y ni1acTmkoBoMy
neHani; no 1 nexany B
KapTOHHIA nauyi abo
nauLi-koHBepTi 3
NpUCTOCYBaHHAM A5
niggillyBaHHs; no 6
Tabnetok y ctpuni; no 1
a60 5 CcTpuniB y KAPTOHHIl

TOB "bayw Xenc"

YKpaiHa

Haryp Mpogykt
®apma Cn. 3 0. 0.

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS

TEeKCTYy MapKyBaHHS ynakoBKu/

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BHECEHHS 3MiH 10 PO34iny

6e3 peyenma

UA/7235/02/01
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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

naui

MKS#A: mapkyBaHHA
HoBa pepakuis. MapkyBaHHS.
BignosigHo Ao 3aTBEpAKEHOro

TEKCTY MapKyBaHHs. TepMiH
BBE/IeHHs 3MiH - NPOTArom 6
MicsLiB NicNs 3aTBEPAYKEHHS

37.

AHTUTPUNIH

Tabnetku wunydi Ans
aiteid; no 10 TabneTok y
naacTMKOBOMY neHauli; no
1 neHasny B KapTOHHii
nadui abo nauywi-KoHBepTi
3 MPUCTOCYBAHHAM A5
niaBiLLyBaHHS; no 6
Tabnetok y ctpuni; no 1
ab60o 5 cTpuniB y kKapTOHHIl
naui

TOB "bayLw Xenc"

YKpaiHa

Hatyp Mpogykt
®apma Cn. 3 0. 0.

Monbwa

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

TEKCTY MapKyBaHHS ynakoBKm

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BHeceHHs1 3MiH g0 po3giny
MK#A: MapkyBaHHA. HoBa
peakuisi. MapkyBaHHS1.
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHSA 3MiH - NpoTArom 6
MicSLiB NicNsA 3aTBEPAYKEHHS

6e3 peyenma

UA/7235/01/01

38.

ANOHIN

TabneTku no 100 mr no 10
Tabnetok y 6nictepi; no 2
6nicTepn B KAPTOHHI
Kopoo6Ui

Mepokemi T/,

Kinp

Mepokemi T/,
(3aBopg AZ), Kinp;
Megokemi 1T
(UeHTpanbHuii
3aBsop), Kinp

Kinp

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

3amiHa po3giny «IpadivHe
ochopMNEHHS yNakoBK1™ Ha

po3gin «MapkyBaHHs» y MKA N3 :

3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS.
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHchopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MiCALiB nicnsa 3aTBepAKeHHs

3a peyernmom

UA/8715/01/01

39.

APIrOCYJ/b®A
H®

Kpem, 20 mr/r, no 15 r abo
40 ry Ty6i; no 1 Ty6i B
KapTOHHiiA KOpo6Li

TOB "bayw Xenc"

YkpaiHa

dapmsaBog Enbga
AT.

Monbwa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny -
BHeCeHHs 3MiH Ao MKA N3:
3aMiHa «TeKCTy MapKyBaHHsi
NepBUHHOI Ta BTOPUHHOI
yNaKoBKM» Ha po3fin
«MapKyBaHHS»:

6e3 peyenma

UA/1031/01/01
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Ne HasBa

dopma sunycky

n/n JliKapcbK020

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

40.

APUNINPA30N

MOPOLLIOK KpUCTaUTIYHWIA

XKelzan Xyaxai

Kutai

MponoHoBaHa pegakuis:
MapkyBaHHs. 3rifHO
3aTBEPLKEHOTO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HauYeHHs MKHapPOLHWX
no3HayeHb OAVHWLb
BUMIpIOBaHHS. BBefeHHs 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS

nocsio4YeHHs

41.

APADPOH®

(cy6eTaHuis) y
nonieTMNeHoBUX NakeTax
ansa dapmaleBTUYHOro
3acToCyBaHHSA

TabneTku, BKpUTI

dapmacbtoTikan Ko.,
nra.

NE NABOPATYAP

®paHuin

XKewnzaH Xyaxai

nra.

AHOAPM

dapmacsbtoTikan Ko.,

KuTan

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOTO cepTudikaTy
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2014-
011-Rev 00 Big 3aTBEPAKEHOMO
BMpo6HUMKa AP| Apuninpasony
BMPOGHMLTBA XKeli3sH Xyaxai
dapwmacstoTtikan Ko., /ita., Kutaii
(3aTBEpmMXEHUIA cepTudikaTt
BiANOBIAHOCTI EBpONechbkili
hapmakonei Ne RO-CEP 2014-
011-Rev 01). ¥ 3B'A3Ky 3i 3MiHaMun
Yy MeTOAj BU3HAYEHHS JOMILLKKN 7-
CBQ:.; 3miHu | TUnNY - 3MiHK 3
akocTi. A®Il. KoHTponb A®I (iHwi
3MiHW) - BUKNageHHa MeTogis
KOHTPOJIHO SIKOCTi Ha NiKapCbKuii
3aci6 Apvninpasosi, NopoLIOK
KpuctaniyHmin (cybctaHuis)
YKpPaiHCLKOH MOBOIO Y 3B'A3KY 3
BMMOramu Ao Matepianis
peecTpauiiHoro AockeE, AKi
3aTBepxeHi Hakazom MO3
Ykpainn Ne 1528 Big 27.06.2019p

UA/16161/01/01

PETAP/,

NIBKOBOK 0B0JI0HKOIO,
nponoHrosaHoi gii no 1,5
M, AN BUPOBHMKaA
AH®APM MignprvemcTso
dapmaueBTNyHe AT,
Monbuwa: no 30 TabneTok
y 6nicTepi, no 1 6nictepy
B KOPOO6Li 3 KapTOHY; ANA
BMPOGHUKiB JlabopaTopii

Ceps'e IHaacTpi, PpaHuis

CEPB'€

MignpuemcTso
PapmaueBTnyHe AT,
MNonbLa
(BignoBifanbHuii 3a
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHSA Ta
BUMNYCK cepii );
Na6opaTtopii Ceps'e

IHpacTpi, PpaHuis

MonbLa/
PpaHuia/
IpnaHgjs

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK

BHECEHO A0 IHCTpyKuii ans

MeJIMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakwji"BignoBigHO A0

pekomeHpauii PRAC wopo
OHOB/IEHOT iHdhopMaLlii 3 6e3nekn
Lit0Y0i pevoBUHN.

BBefeHHs1 3MiH NpoTAroM 6-Tu

3a peyernmom

UA/1001/01/01
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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
Ta Ceps'e (IpnaHgis) (BignoBiganbHWii 3a MiCALIB NicNs 3aTBEPAKEHHS
IHoacTipc Nita, Ipnangais: BUPOBHMLTBO,
no 15 tabnetok y KOHTPO/b SKOCTI,
6nictepi, no 2 6nictepn y nakyBaHHs Ta
KOpOOLii 3 KApTOHY BUNYCK cepii );
Ceps'e (IpnaHgis)
IHpacTpic N14,
IpnaHgis
(BignoBiganbHuii 3a
BMPOGHMLTBO,
KOHTPO/b SIKOCTI,
nakyBaHHs Ta
BMNYyCK cepii)
42, ACKOPBIHOBA | po3uuH ans iH'ekuiid, 50 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/2991/01/01
KUC/OTA- Mr/M71, o 2 MA B amnyni; "®apmMavueBTnyHa "®apmMaueBTNYHa marepianis: 3MiHu | TURY - 3MiHK
AOAPHMUA no 5 amnyn y KOHTYpHIiA thipma "AapHuusa” thipma "AapHuus" Loao 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLi; no 2 thapmakoHarnagy. BeegeHHs a6o
KOHTYPHIi YapyHKOBI 3MiHW [0 y3arasibHEHUX AaHuX npo
yNaKkoBKM y nauli 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,.
3anponoHosaHo: Typok B'ayecnas
B'ayecnasosuy
43. ACKOPBIHOBA | po3uuH ans iH'ekuiid, 100 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/2991/01/02
KNC/NOTA- Mr/mn, no 2 ma B amnyni, "®apmMaueBTUYHa "®apmMaueBTUYHA marepianis: 3MiHu | TURy - 3MiHK
AAPHUUA no 5 amnyn B KOHTYPHiii thipma "apHuus” ipma "AapHuus" LoAo 6e3nekn/edeKTMBHOCTI Ta

YapyHKOBIA ynakosLi; no 2
KOHTYpPHi YapyHKOBI
yNakoBKW B nauLli

thapmakoHarnsigy. BeefeHHs abo
3MiHM [0 y3araslbHEHUX AaHMX NPo
cuctemy chapmakoHarnagy
(BBEAEHHS Y3arasIbHEHUX AaHUX
npo cucTemy dpapmakoHarnsay,
3MiHa YNOBHOB&XeHOi 0cobu,
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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/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iNCHEeHHS
hapmakoHarnagy B YKpaiHi, AKLLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CO6M 3as1BHMKA,
BiANOBIA&/IbHOT 382
hapmakoHarnsg.
3anponoHosaHo: Typok B'auecnas
B'ayecnasoBuy

ATPOMMIH-
JAPHULIA®

PO34nH NS iH'eKUin, 1
Mr/ms; o 1 mn B amnyni;
no 5 amnyn y KOHTYpHii
YapyHKOBIli ynakosLi; no 2
KOHTYPHi YapyHKOBI
ynakoBKM B NauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

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
hapmakoHarnag,
3anponoHosaHo: Typok B'auecnas
B'ayecnasosuny

3a peyernmom

UA/3928/01/01

45,

AYPOKCETUN

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
250 wmr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHI/ KopoobLi

Aypob6iHgo dapma /114

IHais

AypobiHao dapma
Nimiteq, HOHIT VI,
Bnok D

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBEHHS

TEKCTY MapKyBaHHS ynakoBK/

3a peyenmom

UA/12973/01/01
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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

NiKapCbKOro 3acoby 3 BHECEHHAM
iH(bopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MAPKYBAHHSA.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1

46.

AYPOKCETUN

TabneTtku, BKPUTI
NAiBKOBOK 060J10HKOLO, MO
500 mr; no 10 TabneTok y
6nicTepi; no 1 6nictepy B
KapTOHHIA KopooLi

Aypob6iHgo dapma /114

IHais

AypobiHgo ®apma
NimiTeqn, tOHIT VI,
Bnok D

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnisgy - OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BHeceHHs 3MiH 0 po3ainy

“MapkyBaHHs" MKA N13;
3anpornoHoBaHo: MAPKYBAHHA.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs

3a peyernmom

UA/12973/01/02

47.

A®IHITOP

TabneTtku, Wo
aucnepryroTbes, no 5 wmr,
no 10 TabneTtok y
6nictepi; no 3 6nictepn B
KapTOHHIA KopooLi

HosapTic ®apma Al

LLiBeiuapis

HosapTic ®apma
LTeiiH AT,
Llseiiuapis

(BMpOGHMLTBO 3a

NOBHUM LMK/IOM);

dapmaHanituka CA ,
LBeiiLapis
(kOHTpO/Ib SKOCTI (32

BUHSATKOM TecTy

MikpobiosnoriyHa
yncToTa))

LLiBefuapis

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

BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13:
3anponoHoBaHo: Po3gin

«MapkyBaHHs1» MapKyBaHHSI.
3rifHO 3aTBEPAKEHOr0 TEKCTY

MapKyBaHHS1. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBK/ NikapcbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepKeHHsA

3a peyernmom

UA/11439/02/01

48.

ADIHITOP

TabneTtku, Wo
ANCNepryrThes, Mo 3 Mr,
no 10 TabneTok y
6nicTepi; no 3 6nictepu B
KapTOHHI KOpooL

HosaprTic ®apma Al

LBeliuapis

HosapTic ®apma
LTeiH AT,
LBeiiLapis

(BMPOGHMLTBO 3a

MOBHUM LVIK/IOM);

dapmaHanituka CA ,
Lseliuapis
(KOHTPO/Ib SIKOCTI (32

BUHATKOM TecTy

MikpobionoriyHa
yncToTa))

LBeliuapis

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

BHECEHHS 3MiH 4,0 po3ainy
«MapkyBaHHsa» MKA N13:
3anponoHosaHo: Po3gain

«MapKyBaHHA» MapKyBaHHS.
3rigHO 3aTBEPL)KEHOr0 TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YMakoBKW NikapCbKoro

3a peyenmom

UA/11439/02/03
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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

3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepKeHHs

49,

ALETUNCANIL,
WNOBA
KWUCNOTA-
JOAPHULA

TabneTku no 500 mr; no 10
TabneToK y KOHTYPHUX
YapyHKOBMX ynakoBKax; no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLji B maui

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI 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; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
3anponoHosaHo: Typok B'auecnas
B'ayecnasoBuy

6e3 peyenma

UA/2992/01/02

50.

BA/Ib3AMIYHUA
N NIHIMEHT
(3A
BULUHEBCbKU
M)

NiHiMeHT; no 40 r y Ty6i;
no 1 Ty6i B nauui 3
KapToHy

My6niuHe akuioHepHe

TOBapucTBO "HaykoBo-

BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUYHNI
3asopg"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
hapmaLeBTUYHWI
3asof"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3

BHECEHHSM iHdhopMaLii LWwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13;
3anpornoHoBaHo: MapKyBaHHs.
BignosigHo f0 3aTBEpAXEHOro
TEKCTY MapKyBaHHS ynaKkoBKM.
TepMiH BBEAEHHS 3MiH - MPOTATOM
6 MicALiB nicna 3aTBepAKEHHSA

6e3 peyenma

UA/6273/01/01

51.

BENNANTIH

Tabnetku; no 10 TabneTok

My6niyHe akuioHepHe

YKpaiHa

[y6aiyHe

YKpaiHa

BHECEHHS 3MiH 0 peecTpaLiiHNX

6e3 peyenma

UA/6226/01/01
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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
y 6nicTepi; no 1 6nictepy ToBapucTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUAY - 3MiHK
B nauui 3 KapToHy BMPOGHUUUIA LEHTP TOBapuCTBO Loao 6e3nekn/edeKTBHOCTI Ta
"BopLyariBcbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHn) -
Ximiko- BMPOGHUYNIA LEHTP 3amiHa po3giny “I'padiyHe
hapmaLeBTUYHNI "BopLyariBcbKuii 0ChOpPMIEHHSA YNaKoBKN” Ha
3aBof" XimiKO- “MapkyBaHHs" B MKA /13;
dhapmaLeBTNYHMI 3anpornoHoBaHo: MapKyBaHHS
3aBof", YKpaiHa; BignosigHo o 3aTBEpAXeHOro
ToBapucTso 3 TekcTy mapkyBaHHA. OHOBJ/IEHHA
0bMeXxXeHo TEKCTY MapKyBaHHS ynakoBKu
BiANOBIAA/ILHICTIO nNiKapcbKoro 3acoby 3 BHECEHHAM
"ArPO®APM" iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3MiHa nocTavyasibHVKa
nakyBasibHUX MaTepianis abo
KOMMNIEKTYOUMX (AKLO 3a3Ha4YeHo
B [10CbE) (BUTYYEHHS
nocTavyasnbHviKa) - BHECEHHS 3MiH
bo p.3.2.P.7.Cucrema
KOHTeliHep/3aKynopoBabHui
3acib, 30Kkpema: BUyYeHHs
HaliMeHyBaHHA NocTavasibHUKIB
nakyBasibHUX matepianis 3
marepianiB peecTpauiiiHoro AockLE
(nniBka MBX, chonbra antomiHieBa)
52. BEPNITIOH® KOHUEHTpAaT 4151 PO34nHY BEPNIH-XEMI Al HimeuyunHa BEPNIH-XEMI AT, HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6426/01/02
600 O ons iHdpysiii, 600 O/ (600 HimeuumnHa (Bunyck MaTepianis: 3MiHu | TUnNy - nogaHo

Mr)/24 mn; no 24 mn B
amnyni; no 5 a6o 10
amnys y KapTOHHIl
Kopoo6Ui

cepiii); EBEP
dapma Mena Mm6X ,
HimeuunHa
(BTOPUHHE
nakyBaHHs (B TOMy
ymcni MapkyBaHHS
amnyn)); EBEP
®dapma Mena Mm6X,
HimeuunHa
(BpOGHMLTBO "in
bulk", nepsuHHe
nakyBaHHS,
KOHTPO/Ib Cepiif);
3irdopig XamenoH
'm6X, HimeyunHa
(BMPOGHMLTBO «in

AONyCTUMI MeXi 38 NOKa3HNKOM
«LlinicHicTb inbTpa» y
cneumdikauisx nig yac

BMPOGHMLTBA BUPO6HUKOM EBEP
®dapma Mena Mm6X, HimeuunHa
(3aTBepaxeHoO: passed;
3anponoHoBaHo: forward flow test
value: < 12 ml/min; bubble point
test value: = 3180 mbar); 3miHu |
TVNY - 3BY)XXEHHSA JONYCTUMUX MEX
3a NOKa3HNKOM
«BioHaBaHTaXeHH:» y
cneumdikauisx nig yac
BUPOGHMLUTBA BUPOGHNKOM EBEP
dapma MeHa MM6X, HiMeuunHa
(3aTBEpmxeHo: max. 100 CFU/10
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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», nakyBaHHs,
KOHTPO/Ib cepild)

ml; 3anponoHoBaHo: max. 100
CFU/100 ml); 3miHu | Tuny -
3BY)EHHA AOMNYCTUMUX MEX 3a
NOKa3HUKOM «BiOHaBaHTaXKeHHA»
y crneumdpikauisx nig vyac
BVMPOGHULTBA BUPOOHUKOM
3irdppug XamensH M6X,
HimeyuunHa (3anponoHoBaHO: max.
100 CFU/100 ml); 3MiHu | Tuny -
[0AaHO a/lbTEPHATUBHY METOANKY
(meTog BEPX) ons ineHTudikawii
TIOKTOBOI KNCNOTH, Ki/TbKICHOTO
BU3HAYEHHSA TIOKTOBOT KUCNOTW Ta
0151 BU3HAYEHHS [OMILIOK (KpiM
nonimepis), sika 3aCTOCOBYETLCA
o6oma BnpobHrkamu EBEP
dapma Mena Mm6X, HiMeuunHa Ta
3irchpug XamenoH M6X,
HimeuunHa. BBegeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
noAaHo pe3ynbTaTy 3aBepLUeHnX
[0BrOCTPOKOBUX AOCNIAKEHD
ctabinbHocTi [N13 Bif BUPOGHMKA
EBEP dapma Viena Mm6X,
HimeyuunHa; 3miHu | Tuny - 3miHa
ymoB 36epiraHHs 13
(3aTBEepAXeHO: 36epiratv B
3axuLLeHOMYy Bif, CBiTNa MicLi;
3anponoHoBaHo: 36epirati B
3axyLLeHoMy Bif, CBiTNa Micli Tay
30BHILLHIli KOPO6L,); 3MiHM | TUMNY -
3BY)XEHHS AONYCTUMUX MEX Y
cneundikauii Ha Adl 3a
NoKa3HNKOM «bakTepiasibHi
€HOO0TOKCUHW» (3aTBEPAXKEHO: He
6inbwe 0,58 MO/wr;
3anponoHoBaHo: He Ginblie 30
MOIr)

53.

BI-MPEHENIA®

TabneTku no 4 mr/5 mr; in
bulk: no 10 TabneTok y
6nicTepi; no 648 6nicTepis
B KOpob6ui (no 9 6nicTepis
B nauuyj; No 72 nayku B
Kopob6Li)

TOB "APTEPIYM
nTar

YKpaiHa

Apameg ®apma C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
noAaHHA HOBOTO cepTudikarty
BiANOBIAHOCTI EBpONEcbKoi
thapmakonei gna A®l amnoguniHy
6ecunaty (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big, BXe
3aTBEPXEHOr0 BUPOGHUKA
HETERO DRUGS LIMITED, IHgis;

UA/17797/01/01
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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

3MiHN | TUNY - NoAaHHs
OHOB/IEHOTO cepTudikaTy
BiiNOBIAHOCTI €BPONECHKOI
thapmakonei ana A®l amnoguniny
6ecunaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepegHs sepcis
CEP No. R1-CEP 2006-003-Rev
03) Big, BXe 3aTBEPIKEHOr0O
BuMpo6bHuka HETERO DRUGS
LIMITED, Ingis

54.

BI-NMPEHENIA®

Tabnetkv no 8 mr/10 mr; in
bulk: no 10 TabneTtok y
6nictepi; no 648 6nictepis
B KOpo6Li (no 9 6nictepis
B nauvj; No 72 nayku B
Kopoo6Lii)

TOB "APTEPIYM
nTo”

YKpaiHa

Apavepg ®apma C.A.

MonbLa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
noAaHHA HOBOTO cepTudikaTty
BiANOBIAHOCTI E€BpONEeicbKoi
thapmakonei gns A®l amnoguniny
6ecunary (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big, Bxe
3aTBEPLKEHOIO BUPOGHMKA
HETERO DRUGS LIMITED, IHgis;
3MiHM | TUNY - NoAaHHs
OHOB/IEHOTO cepTuqikaTy
BiANOBIAHOCTI EBpONEecbKoi
thapmakonei gna APl amnogumniHy
6ecunaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepegHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big BXe 3aTBEPIAKEHOTO
BMpo6bHuka HETERO DRUGS
LIMITED, Ingis

UA/17797/01/02

55.

BI-NMPEHENIA®

Tabnetku no 4 mr/5 Mr no
10 Tabnetok y 6nicTepi,
no 3 6nictepu y nayw,i

TOB "APTEPIYM
nTar

Ykpaina

MAT
"Knismegnpenapar”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
nofaHHa HOBOro cepTudikarty
BiANOBIAHOCTI EBPONECLKOI
hapmakonei gna A®l amnoguniHy
6ecunaty (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big BxXe
3aTBEPKEHOr0 BUPOGHUKA
HETERO DRUGS LIMITED, IHgis;
3MiHM | TUNY - NoAaHHA
OHOB/IEHOTO cepTUqIiKaTy
BiANOBIAHOCTI E€BpONeicbKoi
hapmakonei gns A®l amnoguniHy
6ecunaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepepaHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big BXe 3aTBEpAXEeHOro
BMpob6Huka HETERO DRUGS

3a peyernmom

UA/17826/01/01
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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
LIMITED, Ingis
56. BI-NPEHENIA® | TabneTtkn no 8 mr/10 mr no TOB "APTEPIYM Ykpaina MAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17826/01/02
10 Tabnetok y 6nicTepi, nTa" "Kvismegnpenapat” marepianis: 3MiHu | TURY -
no 3 6nictepum y naudi noAaHHA HOBOTO cepTudikaTty
BiANOBIAHOCTI E€BpONEeicbKoi
thapmakonei gns A®l amnoguniHy
6ecunary (Process Il) CEP No.
RO-CEP 2016-077-Rev 02 Big, Bxe
3aTBEPLKEHOIO BUPOGHMKA
HETERO DRUGS LIMITED, IHgis;
3MiHM | TUNY - NoAaHHs
OHOBJIEHOTO cepTuqikaTy
BiANOBIAHOCTI EBpONEcbKoI
thapmakonei gna APl amnogumniHy
6ecunaty CEP No. R1-CEP 2006-
003-Rev 04 (nonepegHs Bepcis
CEP No. R1-CEP 2006-003-Rev
03) Big BXe 3aTBEPAKEHOTO
BMpo6bHuka HETERO DRUGS
LIMITED, Ingis
57. BINPOMON Tabnetkn no 5 mr no 10 My6niyHe akuioHepHe YkpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/3800/01/01
TabneTtok y 6nictepi, no 3 TOBapuCTBO “"HaykoBo- akuioHepHe marepianis: 3MiHU | TUMY - 3MiHK
abo 6 6nictepu y nayui 3 BMPOGHUYUIA LEHTP TOBapuCTBO ofo 6e3snekn/edpekTMBHOCTI Ta
KapToHy; no 60 a6o no 90 "BopLuariBCcbkuii "HaykoBo- hapmakoHarnsgy (iHwi 3MiHn) -
TabneTok y KoHTeliHepi 3 XiMiKO- BMPOGHUYNIA LEHTP BHECEHHS 3MiH 0 po3ainy
KPULLIKOIO 3 KOHTPOSIEM hapmaLeBTUYHNI "BopLyariBcbKuii “MapkyBaHHa" MKA N13;
NepLLIOro Po3KpUTTS; no 1 3asopg" XimiKO- 3anponoHoBaHo: MapKyBaHHS.
KOHTeliHepy y nauui 3 thapmaueBTUYHWI BignosigHo o 3aTBEpAXeHoro
KapTOHY 3aBof" , YKpaiHa TekcTy mapkyBaHHA. OHOB/IEHHA
(BMpPOGHMLTBO 3a TEKCTY MapKyBaHHS YNakoBKu
MOBHUM LVIK/TOM); NiKapCbKOro 3acoby 3 BHECEHHAM
ToBapucTBO 3 iHcbopmauii WwoA0 3a3HaYeHHs
0bMexeHo OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Bif4NoOBiAaNbHICTIO Sl. BBeieHHs 3MiH NpPOTArom 6-Tu
"Arpocpapm", MiCALiB nicnsa 3aTBepAKeHHs
YkpaiHa
(BUpOGHMLTBO,
nakyBaHHs1, BUNYCK
cepiit); ToBapncTBO
3 06MEeXeHo
BiANOBIAANILHICTIO
"Hatyp +", YkpaiHa
(KOHTpO/Ib cepii)
58. BINnPONON Tabnetku no 10 mr no 10 My6niuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/3800/01/02
Tabnetok y 6nictepi, no 3 TOBapuCTBO “"HaykoBo- akuioHepHe marepianis: 3MiHK | TURy - 3MiHK
abo 6 6nicTepun y nayui 3 BMPOGHUYMIA LIEHTP TOBapUCTBO L10f10 6e3nekn/edpekTMBHOCTI Ta
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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
KapToHy; no 60 abo no 90 "BopLuariBCcbkuii "HaykoBo- thapmakoHarnsgy (iHwi 3MiHn) -
TabneTokK y KoHTeliHepi 3 XiMiKO- BMPOGHUYNIA LEHTP BHECEHHS 3MiH 0 po3ainy
KPUWLLKOIO 3 KOHTPO1IEM thapmaueBTUYHUIA "BopLyariBCbKuii “MapkyBaHHA" MKA N13;
nepLuoro pos3kpuTTA; no 1 3asofg" Ximiko- 3anpornoHoBaHo: MapKyBaHHA.
KOHTeliHepy y nauui 3 hapmaLeBTUYHNI BignosigHo o 3aTBEpAXeHoro
KapTOHY 3aBof4" , YKpaiHa TekcTy mapkyBaHHA. OHOBJ/IEHHA
(BMpO6HMLTBO 3a TEKCTY MapKyBaHHS ynakoBKu
NMOBHUM LMK/IOM); nNiKapcbKoro 3acoby 3 BHECEHHAM
ToBapucTso 3 iHchopmauii LWoao 3a3HaveHHs
0bMeXxXeHo OfIMHULIb BUMIPIOBAHHS y CMCTEMI
BiANOBIAA/ILHICTIO Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
"Arpodhapm”, MicSLiB NicNsA 3aTBEPAYKEHHS
Ykpaina
(BUpOGHMLTBO,
nakyBaHHs, BUNYCK
cepiii); ToBapncTBO
3 06MEeXeHo
BiANOBIAA/LHICTIO
"Hartyp +", YkpaiHa
(KOHTpOJIb Cepii)
59. BICENTON® Tabnetku no 100 mr/20 wmr, AT "Apameg ®apma" Monbwa AT "Apgamepn Monbwa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/3027/01/01
no 20 TabneTok y dapma” Marepianis: TexHiuyHa nomunka
6nictepi; no 1 6nictepy B (3rigHo Hakasy MO3 Big
KapTOHHI Kopo6Lj, no 23.07.2015 Ne 460) -
1000 Tabnetok y BMMNpPaB/IEHHS TEXHIYHOT MOMUIIKU
MeTasIeBOMY KOHTeHepi B OHOBNEeHuX MK4A, aki
3aTBepAXeHi Hakaszamy MO3
YkpaiHn Ne 1134 Big 17.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TexHiuHa nomunka
noB'si3aHa 3 NepeHeceHHsAM
iHchopmawii Wwoao 3a3HaueHoro
noKasHuKa po3sginy
"Cneumdikauin” MKA.
60. BICENTON® Tabnetku no 400 mr/80 wmr; AT "Apameg ®apma" Monbwa AT "Apamvep, Monbwa BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyenmom UA/3027/01/02
no 20 TabneTok y Papma” MaTepianis: TexHi4yHa noMunka

6nicTepi; no 1 6nictepy B
KapTOHHI Kopobui; no 14
Tabnetok y 6nictepi, no 1
6nicTepy B KAPTOHHiii
Kopo6ui; no 1000
TabneTok y metasieBoMy
KOHTelHepi

(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMpPaB/IEHHS TEXHIYHOT MOMUIIKU
B OHOBNEeHuX MK, ski
3aTBepAXeHi Hakaszamy MO3
Ykpainm Ne 1186 Big 28.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHSA 3MiH. TexHi4YHa noMuska
noB'si3aHa 3 NepeHeceHHsIM
iHchopMmawii Wwoao 3a3HaueHoro
nokasHuka po3giny
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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

"Cneumdikauin” MKA.

61.

BICENTON®

Tabnetku no 100 mr/20 wmr,
in bulk: no 5 kr TabneTok y
nonieTMIEHOBOMY MILLIKY,
BMiLLLeHOMY Y
nonieTuneHosui
KOHTeliHep

AT "Apamvep ®apma”

MonbLa

AT "Apamep,
dapma”

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TexHiuHa nomunka
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMNpPaB/IEHHS TEXHIYHOT NOMUIIKM
B OHOB/IeHNX MKA, fki
3aTBepxeHi Hakaszamy MO3
YkpaiHu Ne 1134 Big 17.05.2019,
Ne 2205 Big 31.10.2019 Ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TeXHiYHa noMuska
noB's3aHa 3 nepeHeceHHAM
iHbopmaLii WoAo 3a3HaYeHOoro
nokKasHuka po3sgainy
"Cneumdikauin” MKA.

UA/3028/01/01

62.

BICENTON®

Tabnetku no 400 mr/80 wmr,
in bulk: no 5 kr TabneTok y
NnoslieTUIEHOBOMY MILLIKY,
BMiLLLeHOMY Y
nonieTuneHoBui
KOHTeliHep

AT "Apamvep ®apma”

MonbLa

AT "Apamep,
dapma”

MonbLa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: TexHiuHa nomunka
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460) -
BUMpPaB/IEHHS TEXHIYHOT NOMUIIKU
B OHOBJIeHUX MK, aki
3aTBepxeHi Hakaszamy MO3
YkpaiHu Ne 1186 Big 28.05.2019,
Ne 2205 Big 31.10.2019 ta Ne 91
Big 17.01.2020 B npoueci
BHECEHHS 3MiH. TeXHiYHa noMuska
nos'A3aHa 3 nepeHeceHHsAM
iHbopmawii Woao 3a3HaYeHoro
nokKasHuka po3sginy
"Cneymndikauis” MKHA.

3a peyenmom

UA/3028/01/02

63.

BOHAPOHAT®

TabneTku, BKPUTI
NIBKOBOK 060JI0HKOLO, MO
50 mr, no 7 TabneTok y
6nictepi, no 4 6nictepn y
KapTOHHIW navuj

ATtHac ®apma FOK
NimiTeq

Benuka
BputaHis

Brpo6HMLUTBO
Hepo3dacoBaHOl
NpoAyKLUiT,
BMNPO6YBaHHSA
KOHTPOJIO AKOCTI,
BUNYCK cepil:
®.XothpmanH-/15
Pow 14,
LLiBeiiuapis;
Brpo6HMLUTBO
Hepo3dacoBaHOl
NpoAyKLUiT,
BMNPO6YBaHHSA
KOHTPOJIIO AKOCTI:
MeHH
dapmacboTikan
Cepsices JI14,
Benuka bputaHis;

LBeliuapis/
Benvka
BpuTaHis

BHECEHHS 3MiH 1O peecTpaviiHnx
marepianis: 3MiHa 3asiBHMKa
(BnacHwvka peecTpadiiHoro

nocsigyeHHs) (3rigHo Hakasy MO3

Big 23.07.2015 Ne 460); 3MiHu |
TUny - 3MiHK 3 AKOCTi. [0TOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3amiHa abo
BBEEHHS [10AAaTKOBOI AiNIbHUL
BMPOOHULITBA A/151 YaCTUHWN ab0
BCbOr0 BUPOOHMYOro npolecy
roTOBOrO /iKapCbKoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHS) - BBEleHHsI
[08aTKOBOI AifIbHUL BUPOGHMLITBA
roToBOro NikapcbKoro 3acoby -
Belimeing MN/1C, Bennka bBpuTaHis
NS BTOPUHHOTO NaKyBaHHS; 3MiHM

3a peyenmom

UA/5557/02/01
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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

MNepBuHHE Ta
BTOPWHHE
nakyBaHHS:
IBepc-i Al
LLiBeiiuapis;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
BMNPOGYBaHHSA
KOHTPOJTIO AKOCTI:
®.XohhmaHH-/1a
Pow Jltg,
LLiBeiuapis;
MNepBuHHe Ta
BTOPWHHE
nakyBaHHS1, BUNYCK
cepi:
Beiimeiig MNC,
Benuka BpuTaHis

| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo gogaBaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3EHHA Ta/abo BMNYCK cepil) -
He BKtovaoumn
KOHTPO/b/BUNPOBYBaHHSA cepil -
[JlofaBaHHs BUpPOGHMKa - Belivelig,
MNC, Benvka Bputais
BiANoBigaIbHOro 3a BUNycK cepii
rOTOBOrO /iKapCbKOro 3acoby.
3MiHU BHECEHO B IHCTPYKLil0 A1
MeAMYHOro 3acToCyBaHHA LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby; 3MiHW | TUny - 3miHK 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHs) - BBeeHHsA
[0[aTKOBOI [i/TbHULL BUPOGHMLTBA
roToOBOro NikapcbKoro 3acoby -
Bevimeiig M/C, Benvika Bputais
AN NePBUHHOTO MakKyBaHHS; 3MiHW
| TMny - 3MiHn Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BigNoBiAa/IbHOI 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

3[jiCHEeHHs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. dirova pegakuis:
[Op. BippxitT Fennept / Dr. Birgitt
Gellert, MD. NponoHoBaHa
pepakuis: KatepuHa KeHHi /
Catherine Kenny. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
ocobw, BiANoBiAa/IbHOT 3a
hapmakoHarnag. 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
[itoua pepakuis: MowHiHa Onbra
IBaHiBHa. [ponoHoBaHa pefakuis:
Tepelukosa Nlinis MukonaiBHa.
3MiHa KOHTaKTHUX AaHuX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a thapmakoHarnsg B Ykpaii.
3MiHa Micus 34iICHEHHS OCHOBHOI
OiSNBHOCTI 3 dhapmakoHarnagy.
3MiHa MiCcL,e3HaxoMKEHHS MacTep-
thaiina cuctemu chapmakoHarnsgy
Ta iioro Homepa

64.

BOPTE3OMIB
ANBOTEH

MOPOLLOK A/ PO3UUHY
Ans iH'ekuii no 1 mr 1
h1akoH 3 MOPOLLUKOM B
KapTOHHI navi

AngoreH IMNKo C.ap.n

Niokcembypr

Loxi |
dapmacbloTikanc
Ntp., Bonrapis
(BTOPUHHE
nakyBaHHs); ITECT
nntc, ¢.p.o., Yecbka
Pecny6nika
(mikpob6ionoriyHe
TeCTyBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecny6nika
(ximiko/cpiznyHe
TecTyBaHHs); Jlabop

Bonrapis/
Yecbka
Pecny6nika/
HimeuunHa/
IcnaHis

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.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHa" MKA /13. BBeaeHHA
HanucaHHs oanHuupe Sl
natuHeueto (404aTKoBO [0
KApUNWLL) y TEKCTI MapKyBaHHS.

NC CE & Ko.KT, BHeceHHs 3MiH J0 po3giny
HimeuyunHa “MapkyBaHHs" MKA N3
(mikpob6ionoriyHe 3anponoHoBaHO: MapKyBaHHS.
TECTyBaHHs); 3rigHo 3 3aTBEPAKEHVUM TEKCTOM
OHkomeq MapkKyBaHHA. TepMiH BBEEHHS

3a peyenmom

UA/15644/01/01
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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

MaHydhakTypuHr
a.c., Yecbka
Pecny6nika

(BUpPOGHMLTBO "in

bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHS,
TecTyBaHHSA

BUNYLLLEHOT cepil);

CiHTOH XicnaHis,
C.1., IcnaHis

(ximiko/chiznuHe Ta

MikpobiosnoriuHe

TecTyBaHHS,
Bignosigae 3a
BMNYyCK cepii)

3MiH - MpOTAroM 6 MicauiB nicns
3aTBEPKEHHS

65.

BOPTE3OMIB
ANBOIrEH

NOPOLLIOK A4/151 PO3UMHY
Ans iH'ekuivi no 3,5 mry
chnakoHi; 1 donakoH 3
MOPOLLKOM B KapTOHHii
ECI]

AnsoreH IMKo C.ap.n

Iokcembypr

I |
dapmacbroTikanc
Ntp., Bonrapis
(BTOpPUHHE
nakyBaHHs); ITECT
nnwc, €.p.o., Yecbka
Pecny6nika
(mikpobionoriuHe
TeCTyBaHHS);
KBIHTA-
AHANITUKA c.p.o,
Yecbka Pecnybnika
(ximiko/cpi3nyHe
TecTyBaHHs); Jlabop
NC CE & Ko KT,
HimeuyunHa
(mikpobionoriuHe
TeCTyBaHHS);
OHkome[,
MaHyhakTypuHr
a.c., Yecbka
Pecny6nika
(BUpOGHMLTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
TecTyBaHHSA
BUNYLLEHOI cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/chisnuHe Ta
MikpobionoriyHe
TeCTyBaHHS,

Bonrapis/
Yecbka
Pecny6nika/
Himeuunna/
IcnaHis

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 OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHs" MKA J13. BBefeHHA
HanucaHHa oAgnHWLb Sl
natuHeueto (8o4aTkoBo [0
KMPUAULL) y TEKCTI MapKyBaHHS.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA 13"
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3 3aTBEPAXEHVIM TEKCTOM
MapkyBaHHS. TepMiH BBELEHHS
3MiH - NpOTAroM 6 Micauis nicns
3aTBEPAKEHHS

3a peyenmom

UA/15644/01/02
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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
BignoBigae 3a
BUNYyCK cepii)
66. BOPTE30OMIB MOPOLLIOK A1 PO3UMHY AngoreH IMKo C.ap.n | Jllokcembypr i | Bonrapis/ BHECEHHS 3MiH 0 peecTpaLinHmx - UA/15645/01/01
ANBOIrEH Ans iH'ekuii no 1 mrin dapmacbloTikanc Yecbka marepianis: 3MiHu | TUMY - 3MiHK
bulk: 1920 dhnakoHis 3 nta., Bonrapis Pecny6nika/ Lofo 6e3nekun/edekTMBHOCTI Ta
NMOPOLLKOM B KAPTOHHOMY (BTOPUHHE Himeuunna/ thapmakoHarnsgy (iHwi 3MiHn) -
KOpoo6i nakyBaHHs); ITECT Icnanis OHOBJ/IEHHSI TEKCTY MapKyBaHHS
nnc, €.p.o., Yecbka yNaKkoBKM NikapCbKoro 3acoby 3
Pecny6nika BHECEHHAM iHthopMmalLlii LLoao
(mikpobionoriyHe 3a3HayYeHHs 0AVHULb
TEeCTyBaHHs); BUMIPIOBaHHSA y cuctemi Sl.
KBIHTA- BHeceHHs 3MiH J0 po3giny
AHANITUKA c.p.o, “MapkyBaHHA" MKA N3.
Yecbka Pecny6nika OHOBEHHA TEKCTY MapKyBaHHA
(ximiko/cpisnyne NepPBUHHOI Ta BTOPUHHOT YNaKoBKU
TecTyBaHHs); Jlabop N3, BBEAEHHSA HaNUcaHHsA
NC CE & Ko.KT, oAuHUUG Sl naTuHelero
HimeuunHa (mopaTkoBO [0 KMPUAWL) Y TEKCTi
(mikpobionoriyHe MapKyBaHHsl. BHeCEHHS 3MiH A0
TEeCTyBaHHs); po3ainy “MapkyBaHHA" MKA N3™:
OHkomep, 3anponoHoBaHo: MapKyBaHHS.
MaHyhakTypuHr 3rigHo 3 3aTBEPAKEHVIM TEKCTOM
a.c., Yecbka MapkyBaHHS. TEKCT MapKyBaHHS.
Pecny6nika [lopaetbesa. TepmiH BBEAEHHS
(BpOGHMLTBO "in 3MiH - MpOTAroM 6 MicauiB nicns
bulk", nepBrHHe Ta 3aTBEPKEHHS
BTOPUHHE
nakyBaHHS,
TecTyBaHHSA
BUMNYLLLEHOT cepil);
CiHTOH XicnaHis,
C.J1., IcnaHis
(ximiko/chiznuHe Ta
MikpobiosnoriuHe
TeCcTyBaHHS,
Bignosigae 3a
BUNYyCK cepii)
67. BOPTE3OMIB NOPOLLOK A1 PO3UNHY AngoreH IMKo C.ap.n IMokcembBypr i | Bonrapis/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/15645/01/02
ANBOIEH Ans iH'ekuivi no 3,5 mrin dapmacbloTikanc Yecbka marepianis: 3MiHu | TUMY - 3MiHW
bulk: 1920 dhnakoHis 3 Nra., Bonrapis Pecny6nika/ Lwoao 6e3nekn/edeKTMBHOCTI Ta
NOPOLLKOM B KAPTOHHOMY (BTOpPUHHE HimeuuunHa/ thapmakoHarnagy (iHLwi 3MiHu) -
KOpoo6i nakyBaHHs); ITECT Icnanis OHOBJ/IEHHA TEKCTY MapKyBaHHA
nac, €.p.o., Yecbka yNaKkoBKM MikapCbKoro 3acoby 3
Pecny6nika BHECEHHSM iHdhopMaLii Wwoao
(mikpobionoriuHe 3a3HayveHHsA OAUHULb
TEeCTyBaHHs); BUMIpPIOBaHHSA y cuctemi Sl.
KBIHTA- BHeceHHs 3MiH [0 po3giny
AHANITUKA c.p.o, “MapkyBaHHa" MKA N13.
Yecbka Pecnybnika OHOB/IEHHA TEKCTY MapKyBaHHSA
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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
(ximiko/cpiznyHe NEePBUHHOI Ta BTOPMHHOT YMakoBKM
TecTyBaHHs); Jlabop ['N13, BBEAEHHA HanucaHHA
NIC CE & Ko.KT, OAVHULE S| natuHeleto
HimeuyunHa (mo4aTkoBO [0 KUPUAWL) Y TEKCTi
(mikpobionoriyHe MapKyBaHHs. BHeceHHs 3MiH 10
TECTyBaHHs); po3ainy “MapkyBaHHa" MKA N3
OHKkomep, 3anponoHoBaHo: MapKyBaHHS.
MaHyhakTypuHr 3rigHo 3 3aTBEPAXXEHVM TEKCTOM
a.c., Uecbka MapKyBaHHS. TEKCT MapKyBaHHS.
Pecny6nika [opaetbea. TepmiH BBEAEHHS
(BMPOGHMLTBO "in 3MiH - NpOTArom 6 Micsuis nicns
bulk", nepBuHHe Ta 3aTBepKEHHSA
BTOPUHHE
nakyBaHHS,
TeCTyBaHHS
BUMYLLLEHOT cepil);
CiHTOH XicnaHis,
C.N., IcnaHis
(ximiko/chiznuHe Ta
Mikpo6ionoriyHe
TeCTyBaHHS,
BignoBsigae 3a
BUNYyCK cepii)
68. BPAVNAAH® pO3unH A4Ns iH'ekuii, 100 LWepinr-Mnay CeHtpan LLisefuapis H.B. OpraHoH, HigepnaHgm BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/10458/01/01
mr/Mn no 2 mn abo 5 mny lct AT HigepnaHgm / CLWA marepianis: 3MiHu | TURY -

dhnakoHi; no 10 cpnakoHis
Y KapTOHHI ynakosLi

(BMPOGHMLTBO 3a
MOBHVM LMK/IOM,
BK/IHOHAK0UMN [03BIN
Ha BuUnyck cepii);
MaTteoH
MaHychekuypiHr
Cepsices En. En. Ci.
, CLWA
(BMpPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLuii, NnepBuUHHe
nakyBaHHs,
KOHTPO/b cepii B
nepBYHHOMY
nakyBaHHi Ta nig, yac
BMNPO6YBaHb
cTabinbHOCTI)

BeEHHS Yacy yTpMMyBaHHs
KOHTaKTY 3 (hinbTpoOM Ans nepLuoi
0,2 pm dhinbTpaw;i;
3anponoHoBaHo: Filter contact
holding time - first 0.2 pm filtration
< 24 hours. BBeaeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS; 3MiHW | TUNY -
BBEJEHHSA Yacy yTpMMyBaHHS
KOHTaKTy 3 hinbTPOM A1 Apyroi
0,2 pm dpinbTpaw;i;
3anponoHoBaHo: Filter contact
holding time - second 0.2 pm
filtration < 24 hours. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHa PiBHIO LUBUAKOCTI
po3¢hacoBKn Ta YKYnopKu;
3anponoHoBaHo: Filling and
Capping machine rate 24.000 vials
per hour. BBefieHHS1 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS; 3MiHW | TUNY -
306iN1bLUEHHS] PO3MipY pe3epByapy
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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

[ANS 3MiLLYBaHHS; 3anpONOHOBaHO:
the size of the compounding
vessel 1000 L . BeegeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPMKEHHS; 3MiHM | TNy -
36inbLlUeHHs po3mipy cepii M'N3;
3anpornoHoBaHo: 450 L. BBegeHHA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3BYXXEHHSA MeXi yacy yTprMyBaHHS
ons bulk po3unHy y npoueci
BMPOGHULITBA; 3aMpPONoOHOBaHO:
the “product bulk solution holding
time” limits < 8 days. BeegeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3BY)XEHHA MeXi Yacy yTpyMaHHs
po3chacoBaHOro NpoayKTy Ao
nouartky cTepusisauii y npoueci
BMPOGHMLITBA; 3aMPOMNOHOBaHO:
the “Filled product holding time
until start of terminal sterilization”
limits < 24 hours. BBefieHHA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
BBefieHHs 100%
aBTOMAaTM30BaHOrO Bi3yasIbHOro
KoHTposio (AVI) sk
albTEPHATUBHOIO TECTYBaHHS B
npotieci BUpobHULTBa A1
Bi3yasIbHOro Ornsigy hnakoHis;
3anponoHoBaHo: Visual inspection
— 100 % Automated Visual
Inspection (AVI) or 100 % Manual
Visual Inspection (MVI). BBegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3amiHa npoueaypv BUNpobyBaHHs
« MPOHVKHEHHS XNopuay NiTito» Ha
BUMPOOYBaHHA «MeTof Ha
NPOHVKHEHHS1 6apBHKKa» AN
BMMIPIOBaHHS LiNiCHOCTi CUCTEMM
ynakoBKM KOHTelHepa. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
BUJTYYEHHS NOCUAaHHA Ha
noctayanbHUKa NepBUHHNX
nakyBaslbHUX MaTepianis y po3gini
3.2.P.7. BBefieHHs 3MiH NpOoTsirom
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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
6-TV MiCALIB MIiC/1SA 3aTBEPLKEHHS;
3MiHKM | TUNY - 36iNbLUIEHHSA PO3MIpY
pesepByapy 3 HepXaBitouoi cTani
ons 36epiraHHa bulk posunHy;
3anpornoHoBaHo: the size of a
stainless steel bulk holding vessel
1000 L. BBeaeHHS 3MiH NpoTArom
6-TW MicALIB Nicna 3aTBEPKEHHS
69. BPIHENPA po3unH Aans iHdysiii, 30 BioMapuH Ipnangis roTOBWIN NiKapCbKuii Himeuunna/ BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyenmom UA/16841/01/01
Mr/M/T; M0 5 M1 po3unHy IHTepHewwHn JlimiTes, 3aci6: 06pobka CnonyyeHi marepianis: 3mMiHu | TMny - 3MiHK Y
Ans iHdy3ili y npo3opomy niKapcbkoro 3acoby LWratn npoueci BUpo6HULITBA FOTOBOrO
CKNSAHOMY dhr1akoHi (ckno | Ta nepBuHHE Amepuku/ NiKapcbKoro 3acoby — 3MiHM yacy
TUMy), 3aKynopeHomy nakyBaHHs Ipnangis/ BUTPUMKUN 06 €4HAHOTO PO3UUHY
Npo6koto (byTuUIKayuyk) Ta (HanoBHEeHHS Benukobput Ons npommnBaHHA 36 rouH fo 72
06TUCHYTOMY rOTOBWM NiKapCbKUM aHis rOAVH; 3MiHU | TUMY - 36iNbLUEHHSA

a/IIOMIHIEBOIO KPULLIKOKO
Tuny flip-off seal 3
NAacTUKOBUM KOBNAYKOM
3€e/1eHOr0 Ko/Ibopy; no 2
chnakoHn 3 po34ynMHOM AN
iHdy3ili y KomnnekTi 3 1
h1aKOHOM 3 PO3UYMHOM
AN NpoMKBaHHA (No 5 mMn
PO3UMHY A/151 NPOMUBAHHS
y NPO30pPOMY CK/IAHOMY
donakoHi (ckno | Tuny),
3aKynopeHoMy Mpo6Koto
(6yTnnkayuyk) Ta
06TUCHYTOMY
/IIOMIHIEBOIO KPULLIKOO
Tuny flip-off seal 3
NAacTUKOBUM KOBNAYKOM
XXOBTOrO KO/bOpY) B
KapTOHHIA KopooLi

3acobom) Ta
BMNPO6YBaHHsA
KOHTPO/O SIKOCTI
(koHTpOsb B NMpoueci
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEPUbHICTD,
6akTepiabHi
€HA0TOKCUHN)
pO34nH Ans
NMPOMUBaHHS:
06pobka
nikapcbkoro 3acoby
Ta nepBuHHe
nakyBaHHs
(HanoBHEHHS
pPO34YMHOM ANs
NPOMMBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(koHTpO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
Bi3yasibHUiA
KOHTPO/b,
GioHaBaHTaXKeHHS,
KOHTPO/b Npu
BUMYCKY:
CTepW/bHICTb,

po3Mmipy cepii po3unHy A1
npomusaHHsa 3 29 n (5,000 vials)
Ha 32 n (6,000 vials); 3miHu | Tuny
- AogaBaHHA BioMarin
International Limited, Shanbally,
Ringaskiddy, Co. Kopk, Ipnangis B
SKOCTi anbTepPHATMBHOI AiNbHNL,
BiANOBIAA/IbHOT 38 BUNPO6YBaHHSA
KOHTPO/O SIKOCTi Ai040i peYOBUHN
uepninoHasu anbga ans MeToAnK
BUNPO6YBaHHsi «®epMeHTaTMBHA
KiHeTuka» Ta «KinbkicHe
BM3HAYEHHS CynbhaTy amoHito
KOMIOMETPUYHUM MEeTOAOM»; 3MiHU
| TMNYy - 36iNbLUEHHS Nepioay
36epiraHHsa Hepo3dacoBaHol
nitoyoi pevosuHu (FBDS) 3 24
micsuis fo 36 micauis. Pegakuilini
3MiHM 8o po3giny 3.2.S.7.1; 3MmiHn
| TMNy - 3amiHa Ajtoyoro metoga
BMNPOGYBaHHA nif, Yac
BMPOGHMLTBA «KinbkicHe
BU3HAYEHHS METOAO0M
eKcKN3nsHoi BEPX» Ha meTop,
BMNpo6yBaHHSA «KinbkicHe
BU3HaueHHs Dot-blot», Akuii
BUKOPWCTOBYETLCA AN151
iaeHTudikauii BxigHoi gitovoi
PEUYOBUHM Ha AiNbHUL
HanoBHeHHs BeTtep ®apma -
®eptiryHr F'm6X i Ko. KI™ (BeTTep),
nif, yac npoLecy BUpO6HULTBA
N3; 3MiHK | TMRY - 3MiHK
A0NMyCTUMUX MEX Y npoueci
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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
6akTepianbHi BMpO6HMLUTBA ADI, AKi BUMaratTb
€HZI0TOKCUHN) BXMBaHHA 3axopis, LU0

BetTtep dapma-
®eptiryHr F'm6X i Ko.
K, Himeyunna
roToBuiA Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
pO34nH ans
NMPOMWBaHHS:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeCi
BUpPOGHMLTBA:
ineHTudikauis,
Bi3yasibHUiA
KOHTPO~b,
GioHaBaHTaXeHHS Ta
KOHTPO/b Npu
BUMYCKY:
CTEpPUbHICTb,
6akTepianbHi
€HA0TOKCUHN)
BetTtep dapma-
®eptiryHr F'm6X i Ko.
K, Himeyunna
roToBuii Nikapcbkuii
3aci6:
BMNPOGYBaHHSA
KOHTPO/O SIKOCTI
(kOHTpO/b B NMpoLeci
BUpPOGHMLTBA:
ioeHTUdikauis) Ta
BMNPOGYBaHHSA
CTabiNbHOCTI PO3UYNH
AN NPOMUBaHHSA:
06pobka

BCTaHOB/EHI B cneuundikauii gns
eHAO0TOKCUHY Ans 3-x eTanis
Xpomatorpadii — cuibHa
aHioHoo6bMiHHa KonoHka (Giga Cap
Q), cnabka aHiOHOOOMIHHa
KonoHka (DEAE entoaTt) Ta HIC —
KonoHka (ByTuncedaposHuii
entoar), a came 3 < 0,2 EO/mn ans
Giga Cap Q entoat — Mexa, sika
BMMarae BXVBaHHA 3axo4iB AN
eHgoTokcuHy >0,2 EO/mn, Ans
DEAE entoat mMexa, sika Bumarae
BXMWBaHHSA 3axofis Ans
eHgoTokcuHy >0,2 EO/mn, Ans
BytuncedhaposHuii entoat ska
BMMarae BXVBaHHA 3axo4iB AN
eHAO0TOKCUHY >0,5 EO/mn; 3MiHK |
MYy - A0faBaHHS HOBOrO
BMNPOGYyBaHHA 3a TECTOM
BWU3HAYEHHS eHAO0TOKCUHY 3
Mexamu >0,2 EO/ml gna TFS
BDS (pre filter) nicnsa etany
ynbTpadinbTpavyji/giacinsTpauii
(Yo/0d), nopatkoso a0
MOHITOPVHTY 6i0N0riYHOro
HaBaHTaXKEHHS, KW BXe
npoBoAMTLCA. BBeAeHHS mexi,
SIKa BUMarae BXMBaHHS 3axofis
[ANA eHAO0TOKCUHY nicnsa eTany
aHioHOOB6MiHHOT (AEX)
MembpaHHoT dinbTpauii > 0,2
EO/mI, gnsa 6ionoriyHoro
HaBaHTaxeHHs = 100 CFU/10 ml
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Ne HasBsa ®opma surnycKy 3asBHUK KpaiHa Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
nikapcbkoro 3acoby
(BUPOBHMLTBO
Hepo3dacosaHoro

MPOMIDXHOIO PO3YNHY
NS NPOMMBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis Ta
BMNPOGYBaHHSA
cTabinbHOCTI)
BioMapuH
PapmacboTuKan
IHK., CnonyueHi
LTatn AMepuku
roTOBWIA Nikapcbkuii
3aci6: 36epiraHHs Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOoHTpO/b B NpoLeci
BMPOGHMLTBA:
Bi3yasibHUiA
KOHTPO/b) PO3YMH
AN NPOMUBaHHSA:
36epiraHHA Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTpPO/b B NpoLeci
BMPOGHUMLTBA:
Bi3yasibHUiA
KOHTpO/b) BeTTep
dapma-PepTiryHr
v6X i Ko. K,
HimeyumHa rotoBuii
nikapcbkuii 3aci6:
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(koHTpOb NpU
BWMNYCKY: KPiM
CTepWIbLHOCTI) Ta
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BUNYCK Cepii pO34mH
AN NPOMUBaHHSA:
06pobka
niKkapcbkoro 3acoby
(BPO6GHMLTBO

Hepo3dg)acoBaHoro
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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

70.

BPOMIEKCUH-

Tabnetkn no 8 mr no 10

MPOMIDXHOIO PO3YNHY
NS NPOMMBAHHSA) Ta
BMNPOGYBaHHSA
KOHTPO/O AKOCTI
(kOHTPO/b B NpoLeci
BMPOGHMLTBA:
ineHTndikauis,
KOHTPO/b Npu
BUMNYCKY: KPIM
CTepubHOCTI),
BMNPOGYBaHHSA
cTabinbHOCTI Ta
BMMYCK cepil
BioMapuH
IHTEepHeLHN
Niviten, Ipnaxgis
roTOBWIA Nikapcbkuii
3aci6: BTOpUHHe
nakyBaHHS
(MapkyBaHHA Ta
npoLec KiHLEeBOro
nakyBaHHS) PO34MH
AN NPOMUBaHHSA:
BTOPWHHE
nakyBaHHS
AHpaepcoHbpekoH
(FOK) Nimiten,
BenvkobputaHis

JAPHULA

TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 5
KOHTYPHUX YapyHKOBUX
ynakoBoOK y nadi; no 10
TabneToK y KOHTYPHUX
YapyHKOBMX ynakoBKax; no
20 TabneToK y KOHTYPHUX
YapyHKOBUX YNakoBKax

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
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
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm

chapMakoHarasgy) - 3amiHa

6e3 peyenma

UA/5902/01/01
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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
YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy
71. BYNIHEKAIH PO34nH A4 iH'ekuUii no 5 My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH [0 peecTpaliniHux | 3a peyenmom UA/8379/01/01
M B amnyrii; no 5 amnyn B | ToBapucteo “HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
KacerTi; no 1 a6o no 2 BMPOGHUUUIA LLEHTP TOBapuCTBO ofo 6e3nekn/edekTMBHOCTI Ta
KaceTu B nayui 3 KApTOHY "BopuuiariBCcbkuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHn) -
Ximiko- BMPOGHUYNIA LEHTP BHECEHHS 3MiH [0 po3ainy
hapmaLeBTUYHNI "BopLyariBcbkuii “MapkyBaHHA" MKA N13;
3asopg" XimiKO- 3anponoHoBaHo: MapKyBaHHs.
thapmaLeBTUYHWI BignosigHo Ao 3aTBEpPAKEHOrO
3ason" TEKCTY MapKyBaHHS ynakoBKU.
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpOTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
72. BA3OHAT® Kancynu no 250 mr, no 10 AT "OnaiiHdhapm" Nartsia AT "OnaiiHchapm” NatBis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/9434/01/01

Kancyn y 6nictepi, no 4
abo 6 6bnictepis y
KapTOHHI navui

marepianis: 3MiHU | TURy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3ara/ibHEHUX AaHuX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: Mpuckoka
AHapili Onerosuy. 3miHa
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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

KOHTaKTHUX AaHNX KOHTaKTHOT

0Cco6M YNoBHOBaXXEHOI 0COo6YU

3asBHWKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg, B YkpaiHi

73.

BA3OHAT®

kancynu no 500 mr, no 6
Kancyn y 6nictepi, no 5
abo 10 6nicTepiB y
KapTOHHI nayi

AT "OnaitHchapm"

Natsis

AT "OnaiiHcpapm”

Nartsia

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
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: Mpuckoka
AHngpili Onerosuy. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0CO6YU
3asBHWKA, BiANOBIAA/ILHOI 38
hapmakoHarnsg B YkpaiHi

3a peyenmom

UA/9434/01/02

74.

BANIAON-
JOAPHULA

Tabnetku no 60 mr; no 6
ab6o no 10 TabneTok y
KOHTYPHili YapyHKOBIi
yNaKkoBLi; N0 1 KOHTYpHIi
YapyHKOBIl ynakoBLi B
nadui; no 6 a6o no 10
TabneToK y KOHTYPHUX
YapyHKOBUX yrnakoBKax

MpAT
"PapmaueBTnyHa
hipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 415 34iCHEHHS

6e3 peyenma

UA/2993/01/01
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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 32
thapmakoHarnsag.
3anponoHosaHo: Typok B'auecnas
B'auecnasoBuy

75.

BAHKOMILUWH-
BICTA

niodpinizat Ana posvmHy
Ans iHdoysiri no 500 wmr, 1
CKSAHWIA donakoH 3
niodpinizaTtomM, MiCTKICTIO
10 MmN B KAPTOHHIi
Kopoo6Ui

MicTtpan Kenitan

MenemxmeHT flimiTeq

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: TEXHIYHA NOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) -
BUMPaB/IEHHS TEXHIYHNX NOMUIIOK,
3rigHo n.2.4. po3giny VI Hakasy
MO3 Ykpainu Big 26.08.2005p. Ne
426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460)
— BunpaBnieHHs TEXHIYHOT
MOMW/IKK, MOB’A3aHO 3
HeBignosigHicTio y MK, TekcTi
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YMakoBKK, IHCTPYKLT
0719 MEeAUYHOIO 3aCTOCYBaHHS
iHhopmalii, Lo npeacTasneHa B
po3gini «Cknag»: MNponoHoBaHa
pepakuist 1 doakoH MiCTUTb:
[itoya pevoBuHa: BaHKOMILMHY
rigpoxnopuay B nepepaxyBaHHi Ha
BaHKOMiLUMH 500 Mr [OMOMiXHi
PEYOBMHW: HATPIO
rigpokcug/kucnora
XNIOPUCTOBOAHEBA (MOX/IMBA
HasABHICTb Y 3B'A3KY 3
HeoObXxigHicTio Kopekuii pH) 1
chnakoH MicTuTb: [itoya pevoBuHa:
BaHkoMiLmHY rigpoxniopuay B
nepepaxyBaHHi Ha BaHKOMILWH
1000 mr [onoMixHi pe4yoBUHU:
HaTpito rigpokeua/kucnota
X/10pNCTOBOAHEBA (MOX/IMBA
HasABHICTb Y 3B'A3KY 3
Heob6XiAHICTIO Kopekuil pH).
3a3HayeHe BUMNpaB/IeHHSA

3a peyenmom

UA/18265/01/01
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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

BiANOBigae marepianam
peecTpauiiiHoro Aocke, ki
npefcTasneHi B marepianax
peecTpauiiiHoro Aocbe

76.

BAHKOMILUWH-
BICTA

niodpinizat Ana posumHy
Ans iHdoysiri no 1000 mr, 1
CKMSIHWIA donakoH 3
niodpinizaTomM, MiCTKICTIO
20 MmN B KAPTOHHIl
Kopoo6Ui

MicTtpan Kenitan

MenemxmeHT flimiTeq

AHrnis

BEM Inay CaH. Be
Tik. A.C.

TypeyuunHa

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 YkpaiHu Big 26.08.2005p. Ne
426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460)
— BunpaBnieHHs TEXHIYHOT
NMOMWJIKK, NOB’A3aHO 3
HeBignosigHicTio y MK, TekcTi
MapKyBaHHA NepBUHHOT Ta
BTOPUHHOI YMakoBKK, IHCTPYKLT
0719 MEeAUYHOIO 3aCTOCYBaHHS
iHhopmalii, Lo npeacTasneHa B
po3gini «Cknag»: MNponoHoBaHa
pepakuist 1 doakoH MiCTUTb:
[itoya pevoBuHa: BaHKOMILMHY
rigpoxnopuay B nepepaxyBaHHi Ha
BaHKOMiUMH 500 Mr [OMOMiXHi
PEYOBMHW: HATPIO
rigpokcug/kucnora
XNIOPUCTOBOSHEBA (MOX/IMBA
HasABHICTb Y 3B'A3KY 3
HeoObXxigHicTio Kopekuii pH) 1
chnakoH MicTuTb: [itoua pevoBuHa:
BaHkoMiLmHY rigpoxniopuay B
nepepaxyBaHHi Ha BaHKOMILWH
1000 mr [onoMixHi pe4yoBUHU:
HaTpito rigpokeua/kucnota
X/10pNCTOBOAHEBA (MOX/IMBA
HasBHICTb Y 3B'A3KY 3
Heob6XiAHICTIO Kopekuil pH).
3a3HayeHe BUMNpaBs/IeHHA
BiANoOBigae marepianam
peecTpavuiiiHoro AockeE, ki
npeacTaBneHi B marepianax
peecTpauiiiHoro Aocbe

3a peyenmom

UA/18265/01/02

77.

BAPINPUKC™ |
VARILRIX™
BAKLVHA An1S
MPO®INAKTUK
W BITPSIHOI
BICMV XXUBA

niodpinizat ANs po3umHy
Ans iH'ekuivi no 1 gosi; 1
donakoH 3 niodpinizaTtom Ta
1 amnyna 3 po34MHHUKOM
(Boga 4ns iH'ekwjin) B
N1acTUKOBOMY KOHTEWHepi

nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH
Bionomxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3mMiHu | TMny - 3MiHN 3
aKocTi. A®l. Cuctema
KOHTeliHep/3aKynoptoBasbHWi
3aci6. 3miHa y 6e3nocepegHiii
ynakoBLi A®| (skicHi Ta/abo

3a peyenmom

UA/15966/01/01
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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
ATEHYNOBAH B KQpPTOHHIi kopo6uj; 1 KifIbKiCHI 3MiHU cknagy) -
A donakoH 3 niochinizaTtom Ta BBEJEHHS HOBOroO
1 nonepefHbO 3aKynopoBasIbHOTO e/leMEHTY
HanoBHEHWIA WNpuL, 3 Bromobutyl rubber FM 457 ans
PO34MHHMKOM (BOAa ANs KOHTelHepa 3 nonieTuneHy
iH'eKUil) y KOMNNekTi 3 BWCOKOI LWinbHocTi (HDPE)
[LBOMa rosikamv B 06’emom 5 n, wo
NAacTUKOBOMY KOHTeWHepi BUKOPVCTOBYETLCA AN 36epiraHHA
B KapTOHHIi kopo6uj; 100 NPOMIXHOro NpoAaykTy varicella
chnakoHiB 3 niodoinizaTom bulk
Ta 100 amnyn 3
PO34MHHMKOM (BOAA ANA
iH'EKL) (B YapyHKOBIl
ynakoBLii) B oKpemunx
KapTOHHMX KOpPobkax
78. BAPIIPUKC™ | | niodpinizaT gns po3uunHy nakcoCmiTKnsiiH Benuka "nakcoCmiTKnsiiH Benebris BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/15966/01/01
VARILRIX™ Ans iH'ekuii no 1 gosi; 1 Ekcnopt NimiTes, BputaHis Bionompxikans C.A. mMartepianis: 3miHu | Tuny -
BAKUUHA ANA | dhnakoH 3 niocinizatom Ta [opasaHHsA TecTiB «Sterility»,
MPO®INAKTUK | 1 amnyna 3 po3YvHHUKOM «ldentity varicella virus by PCR
N BITPAHOI (BOmA ANA iH'eKLN) B (Q-PCR)» Ta «Potency» Ha
BICNA XXUBA NAacTMKOBOMY KOHTElHepI KiHLLeBOMY eTani BUpobHULTBa
ATEHYNOBAH B KapTOHHIi kopobuj; 1 iHOKyNlOMy BITPSIHOT Bicnyn
A donakoH 3 niochinizaTtom Ta (Concentrated inoculum); 3miHun |
1 nonepefHbO TUNY - BUAANIEHHS TECTiB
HamnoBHEeHWIA WNpuL, 3 «ldentity» Ta «Potency» Ha
PO34MHHMKOM (BOAa ANs NPOMiXHOMY eTani BUPO6HULTBA
iH'EKLi) y KOMNAeKTi 3 iHOKy oMY BITPSHOI Bicnn
[ABOMa rosikamu B (Inoculum virus pool); 3miHn Il
NAacTUKOBOMY KOHTeWHepi TUny - 3MiHa MeTogy
B KapTOHHIl kopo6ui; 100 BMNPOOGYBaHHS 3a NOKA3HUKOM
chnakoHiB 3 niodpinizaTom «ldentity», IK1iA BUKOHYETbCSA Ha
Ta 100 amnyn 3 NPOMiXHOMY eTani BUPO6HULITBA
PO34MHHMKOM (BOAa Ans iHOKY/TlOMY BITPSIHOT BiCnn
iH'EKL) (B YapyHKOBIl (Inoculum virus pool);
ynakoBLi) B oKpemunx 3anponoHoBaHo: Identity varicella
KapTOHHMX KOpObKax; virus by PCR (Q-PCR). PepakuiiHi
npasku Ao posginy 3.2.S
79. BEPAMNAMIN- TabneTtku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/3582/01/02
AAPHUUA NAiBKOBOK 060JI0HKOLO, MO "®apmMaLeBTNYHa "®apmMaueBTnYHa marepianis: 3MiHu | TUMY - 3MiHW

40 wr, no 10 TabneTok y
KOHTYPHili YapyHKOBIi
yMakoBLi, N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
naui

hipma "OapHuus”

chipma "OapHuus”

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

cuctemy thapmakoHarnsagy

(BBEAEHHSA Y3araslbHEHUX AaHWX

npo cuctemy chapmakoHarnsgy,

3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iICHEHHS
hapmakoHarnsay; KOHTakTHoOl
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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
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
80. BISAPCUH® Q- | TabneTku, wo KPKA, a.4., HoBo CnoseHis BMPOGHUK, CnoBeHisi BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/13484/01/03
TAB® [VCNepryroTbcs B POTOBIl MecTO BiANoBigabHUIA 3a martepianis: 3MiHu Il Tuny -
NopoXHUHI, no 100 mr no 1 NepBUHHY Ta BBE/lEHHSI HOBOTrO BUPOOHMKa AdI
Tabnetui y 6nictepi; no 1 BTOPUHHY YNaKOBKY, 3 HafaHHAM MacTep-haiina Ha
abo no 2 6nictepu B KOHTPONb Ta BUMYCK A®| cungeHadin BnacHuka KPKA,
KapTOHHI Kopo6uj; no 4 cepii: KPKA, a.4., A.4. Hoeo mecto, CnoBseHis, akuii
Tabnetku y 6nictepi; no 1, HoBo mecTo, OMMCY€E HOBUIA aflbTEePHATUBHWIA
abo no 2, abo no 3 CnoBeHis wnax cuHtesy ROS1 ans
6nicTepn B KAPTOHHIN Brpo6HuK, OTPVIMaHHA aKTVBHOI PEYOBUHU
Kopoo6Li BiANOBiAa/IbHWIA 3a cungeHadin. BeegeHHs 3MiH
BUPOBHUUTBO "in NpOTAroM 6-Tu MicAliB nicas
bulk", nepsuHHy Ta 3aTBepKEHHSA
BTOPWHHY YNakKoBKY:
KPKA, a.4., Hoso
mecTo, C/10BEHiIst
81. BISAPCUH® Q- | TabneTtku, wo KPKA, g.4., HoBo CnoseHisa BMPOGHUK, CrnoseHis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/13484/01/01
TAB® [AVCNepryrTbcs B pOTOBIl MecTo BiAnoBiganbHUIA 3a martepianis: 3miHu Il Tuny -
MOPOXHUHI, No 25 mr no 1 BMPOGHMLTBO "in BBE/lEHHS HOBOTrO BUPOOHMKa AdI
Tabnetui y 6nictepi; no 1 bulk”, nepBrHHY Ta 3 HafaHHAM MacTep-thaiina Ha
abo no 2 6nictepu B BTOPVIHHY YNaKoBKY, A®| cungeHadin BnacHuka KPKA,
KapTOHHI Kopobuj; no 4 KOHTPO/b Ta BUMYCK A.4. Hoeo mecto, CnoBeHis, akuii
Tabnetku y 6nictepi; no 1, cepii: OMMCYE HOBUIA aflbTEePHATUBHWIA
abo no 2, abo no 3 KPKA, a.4., Hoso wnsax cuHtesy ROS1 gna
6nicTepn B KAPTOHHIN mecTo, CrnoBeHis; OTPVIMaHHA aKTVBHOT PEYOBUHU
Kopoo6Ui Brpo6HuK, cungeHadin. BeegeHHs 3miH
BiAnoBiganbHUIA 3a NpOTAroM 6-Tu MicAliB nicas
NepBUMHHY Ta 3aTBEPIKEHHS
BTOPWHHY YNaKoBKY:
KPKA, a.4., Hoso
mecTo, C/10BeHist
82. BIBAPCUH® Q- | Tabnetku, Lo KPKA, a.4., HoBo CnoseHis BMPOGHUK, CnoBeHis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/13484/01/02
TAB® [AMCnepryroTbCsl B POTOBIN MecTo BiNOBIAabHUIA 3a marepianis: 3minu Il Tuny -

NOPOXXHWHI, Mo 50 mr, no 1

NEPBUHHY Ta

BBE/JEHHSI HOBOro BMPOGHUKa AdI
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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
Tabnetui y 6nictepi; no 1 BTOPUHHY YNaKOBKY, 3 HafaHHAM MacTep-ghaiina Ha
abo no 2 6nictepu B KOHTPOb Ta BUMYCK A®| cungeHadin snacHuka KPKA,
KapTOHHiiA Kopobu; no 4 cepii: KPKA, a.4., A.n. HoBo mecto, CroBeHis, skuii
Tabnetku y 6nictepi; no 1, Hoso mecTo, OMMCY€E HOBUIA aslbTEePHATUBHWIA
abo no 2, abo no 3 CnoBeHis wnax cuHtesy ROS1 ana
6nicTepy B KAPTOHHIl Brpo6HuK, OTPVIMaHHA aKTUBHOI PEYOBUHU
Kopoo6ui BiANOBiAA/IbHWIA 32 cungeHadin. BeegeHHs 3MiH
BUPOGHMUTBO "in NpPOTAroM 6-Tu MicAuiB nicns
bulk", nepsuHHy Ta 3aTBepKEeHHS
BTOPWHHY YNakoBKY:
KPKA, a.4., Hoso
mMecTo, C/10BEHist
83. BIKC AKTUB cupon, no 30 mn abo no MpokTep eHg M'embn LLiBefiuapis MpokTep eHg Membn Himeuunna BHECEHHS 3MiH 40 peecTpavinHmx 6e3 peyenma UA/13502/01/01
MELIHANT 90 mn, a6o no 100 mn, IHTepHeLwHN MaHydekuypiHr marepianis: 3MiHu | TUNY - 3MiHK
a6o no 120 mn, abo no OnepeiiwH3 CA 6X ofo 6e3nekn/edekTMBHOCTI Ta
180 mn, a6o no 240 mny hapmakoHarnsgy (iHwi 3miHn) -
nnsawyi; no 1 naswui BHECEHHS 3MiH A0 po3ainy MKA:
pasoMm 3 MipHUM "padhiuHe odhopMIEHHS YNakoBKu.
CTaKkaH4MKOM Yy KOpoobLi lMponoHoBaHa pepakuis:
MAPKYBAHHSA (BignosigHo Ao
3aTBEPXEHOTO TeKkcTa
MapKyBaHHs). 3MiHN BHECeHi B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MKHapOAHNX
no3HavyeHb OAVHULb
BMMIpIOBaHHS. BBefeHHs 3MiH
npoTArom 6-Tu MicAUiB nicns
3aTBEPAKEHHS
84. BIHOPE/NbBIH KOHLeHTpaT 4719 PO34nHy EBEBE dapma ABCTpis EBEBE ®apma AscTpisi/ BHECEHHS 3MiH [0 peecTpaLliiiHux | 3a peyenmom UA/4020/01/01
"EBEBE" Ans iHdoysii, 10 mr/mn no lec.m.6.X. Hopr.KI lec.m.6.X. Hoor. KT, HimeyunHa MaTtepianis: 3MiHU | TUNY - 3MiHW 3

1 mn (10 mr) a6o 5 mn (50
Mr) y donakoHi; no 1
h/1aKoHy B KapTOHHii
Kopo6Li

ABCTPIst (NOBHWIA
LKA BUPOGHMLTBA);
Na6op /IC CE &
Ko.KT", HimeuunHa
(TectyBaHHs); MM/
Mikpob6ionoriwec
Mptochnabop M6X,
AscTpis
(TecTyBaHHs)

akocTi. CepTudikat
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONeiichbkili
hapmakonei/MoHorpadii. 3mMiHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb 40
MOHorpadii AdY abo
€BponeiiceKoi hapmakonei, abo
iHLLOT HaujoHanbHOT thapmakonei
nepxasun €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3MiHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLLIA HauioHanbHil hapmakonei
aepxasun €C) - 3MiHa CTOCYETbCA
[oAaBaHHA hapMakoneiHoro
MeToay BEPX a/18 BU3HAYEHHS
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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
xpomatorpadiyuHoi umctotn AdI
85. BOJIbTAPEH emMy/brenb Ans "CK KoHcblomep LLiBeiiuapis 'CK KoHcblomep LLiBeiiuapis BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/1811/01/01
EMYNbIrE/lb 30BHILUHLOTO Xenckep C.A. Xenckep C.A.

3acTocyBaHHA 1 %; no 20
r,abo no 50 r, abo no 75
r,a6o no 100 r y Ty6i, no 1
Ty6i B KAPTOHHIiA KOpO6LLi

marepianis: 3MiHu | TURY -
BBEAEHHA aNlbTepHAaTUBHOT
MeToaukn YEPX g npoBefeHHsA
ineHTudikauii, KiflbKicHoro BMicTy
Ta BU3HAYEHHSI BMICTY NPOAYKTiB
nerpagauii no Bxe
3arBepgxeHoro metoay BEPX.
[lonaTkoBo BHECEHi peakTopChKi
npaBkW [0 3aTBEPMKEHNX METOAIB
3a nokasHukamu «lpoaykT
Aerpagauii - guknodeHaky
[oaeumnnosuii echip meTogom
BEPX» Ta «KinbkiCHe BU3HaYeHHS
metogom BEPX»
3MiHKW | TUNY - foAaBaHHA
MOX/IMBOCTi BUKOPUCTAHHS
anbTepHaTVBHOIO MeToAy
BMNPO6YBaHHA B'A3KOCTI 3
BMKOPUCTaHHSAM npunagy
Brookfield LVT gns BunpobyBaHHs
cTabiNbHOCTI, AKNiA Ha AaHuii Yac
npoBOAMTLCA Ha BUNYycK M13;
3MiHU | TUNY - BUNYYEHHS
iaeHTudikaLii metogom TLUX, y
3B’A3KY 3 BBEEHHSA
anbTepHaTVBHOIO MeToAy
iaeHTudikauii metogom YEPX;
3MiHW | TUNY - 3BY)XXEHHSA
[OMYCTUMMX MEX A5 NOKa3HMKa
«3arasibHui1 BMICT NpoayKTiB
aerpagavuii» npu sunycky 13 3
«He 6inbLue 0,6 %» Ha «He binblue
0,5 %>» 3 ypaxyBaHHAM haKTUUHUX
AaHVX, OTPMMaHNX ICTOPUYHO 415
nikapcbKoro 3acoby; 3MiHu | Tuny -
BBE[EHHA a/IbTepHaTUBHOI
antoMiHIEBOT NamiHOBaHOT Ty6u: 3
aflbTEPHATVBHUM TUMOM
namiHyBaHHS1 BHYTPILLHbLOT
NOBEPXHi kopnycy Ty6u, Lo Mae
6iNbLL BUCOKY XiMiYHY CTIllKiCTb Ta
6iNbLL BUCOKY 34aTHICTb
3anatoBaHHs. BigcyTHi 3mMiHn fo
cucTemy yKynopku; 3miHu | Tuny -
[0NOBHEHHS cneumdikawi
/1IOMiHIEBOT 1aMiHOBaHOT Ty6u
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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

OnA nnevya 1a MembpaHu 3 METOIO
NONINLEHHS KOHTPOJIH0 NEPBUHHOI

MICTWUTb ifeHTUIKaLiiHWIA TeT ans

BMNPOGYBaHHAM ifeHTudikauil

ynakoBKM (gitoya cneuudikauis

KpULLEYKM Ta BHYTPILLUHLOTO
NoBepXxHi Kopnycy Ty6u); 3MiHu |
TUNY - BUNYYEHHS MOKa3HWKIB
cneumdikayii antoMiHieBUX
namiHoBaHux Ty6, yepes ix
He3HauyLWicTb (30BHILIHE
nakyBaHHs, Po3mipu,
DYHKUIOHa/IbHWIA TECT JIErkoCTi
BiKpVBaHHA KpULKK, TecT
winbHocTi, MikpobionoriyHa
yncToTa)

BHECEHHS 3MiH [j0 peecTpaLiinHmx

3a peyenmom

UA/12035/01/01

86.

BOTPIEHT™

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
200 wr; no 30 TabneTok y
donakoHi; no 1 dpnakoHy B
KapTOHHI/ Kopoo6Li

HosapTic ®apma Al

LLiBeiiuapis

Brpo6HuK
Hepo3dgacoBaHOl
npoaykuii: Mnakco
OnepeiiwHe HOK
Nimiten, Benvka

BpuTaHis; BupobHuk
AN nakyBaHHA Ta
BUWMYCKY Cepii:
"nakco Bennkom
C.A., IcnaHis

Benwuka
BpuTtaHis/
IcnaHis

marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO A0 IHCTpyKuii ans
MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3ginis
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakuii” BigNOBIgHO A0
pekomeHgauiii PRAC. BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS;
3MiHuM | TMNy - 3MiHM BHECEHO A0
IHCTPYKUIiT AN MeguyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3giny "Mo6iuHi peakuii”.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB nicna 3aTBepAKeHHs

UA/12035/01/02

87.

BOTPIEHT™

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
400 wmr; no 30 TabneTok y
chnakoHi; no 1 conakoHy B
KapTOHHIA KopoobLi

HoBapTic ®apma Al

LLiBefuapis

Brpo6HMK
Hepo3dhacoBaHOl
npoaykuii: Fnakco
OnepeiiwHe OK
Nimiten, Benvka

BpuTaHis; BupobHuk
NS naKkyBaHHA Ta
BUNYCKY cepii:
"nakco Bennkom
C.A., IcnaHis

Benuka
BputaHis/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeAMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco611BOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuii" BigNoBigHO A0
pekomeHpauili PRAC. BeeeHHS
3MiH NPOTAroMm 6-Tu MicALiB nicns
3aTBEPAKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO 0
IHCTPYKLUIT ANA MeanyHoro
3acToCyBaHHSA NikapcbKoro 3acoby

00 po3gainy "MNo6iyHi peakuii”.

BBefeHHs1 3MiH NpoTAroM 6-Tu

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
MiCALIB NicNs 3aTBEPAKEHHS
88. BYrinnsg Tabnetku no 250 mr, no 10 | [y6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/3954/01/01
AKTUBOBAHE Tabnetok y 6nictepi, no TOBapUCTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
10 TabneToK y KOHTYpPHUX BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
6e34apyHKOBUX yrnakoBKax "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
XiMmiKo- BUPOBHNYMNIA LLEHTP BHECEHHS 3MiH 40 po34iny
hapmaLeBTUUHNI "BopuyariBcbKuii “MapkyBaHHsa" MKA N13;
3asopg" XiMiKo- 3anpornoHoBaHo: MapKyBaHHS.
thapmaLeBTUYHWI BignosigHo fo 3aTBepAXeHOro
3asof" TEKCTY MapKyBaHHS ynakoBKu.
BunyuyeHHs iHopMauii Wwoao
ynakoBku in bulk 3 maTepianis
peecTpadiiHoro gocke (3
TUTYNbHOI CTOPIHKW, po3ainy
«YnakoBka» Ta «MapKyBaHHs»
MK$A N13) y 3B’A3Ky 3 TUM, L0 Ait0
peecTpauiiHoro NocBig4YeHHst Ha
['N13 Byrinns akTuBoBaHe,
Tabnetku no 250 wmr, in bulk: no 1
Kr y naketax (Pl Ne
UA/10023/01/01 Big 05.06.2020)
NPUNUHEHO 3rigHO Hakasy MO3
Ykpainn 13.11.2020 Ne 2617.
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsiLiB micnsi 3aTBepAKEHH
89. FEKCAKCUM® | | cycneHsia ans iH'exuiii, no CaHodpi Nactep PpaHuin NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/13080/01/01
HEXAXIM 0,5mn (1 po3a) B BUPOOHMLTBA, YropwumHa MaTepianis: 3mMiHu Il TMny - 3MiHK 3
BAKUWHA ANA | nonepefHbO 3anoBHEHUX BWMNYCK Cepil: AKOCTi. [0TOBWIA Nikapcbknii 3acib.
MPO®INAKTUK | wnpuyax 3 1-eto (abo 2- CaHodi MNactep, KOHTPO/Ib rOTOBOrO NiKapcbkoro
N QUDTEPII, Ma) OKPEMVMMU rosikamu, PpaHuis; 3acoby. 3miHa napameTpis
NMPABLA, no 1 wnpuiy B KAPTOHHIN BTOPVHHE cneuudikauin Ta/abo gonycTummx
KALLUJTHOKY ynakosui; no 0,5 mn (1 nakyBaHHs, BUMYCK MeX roTOBOro NiKapCcbKoro 3acoby
(ALENONAPH [03a) B nornepeaHsL0 cepi: (3miHa 3HaxoAnTbLCA No3a
nn 3anoBHeHuX Wwnpuuax 3 1- CaHodi-ABeHTIC 3aTBEepXEHVMU JOMYCTUMUMU
KOMMOHEHT), €to (abo 2-ma) okpemnmMm Mpaiisit Ko. N174,, Mexamu cneumdikauiii) - 3miHu
FENATUTY B ronkamu, no 1 wnpvuy B Mnatchopma KpUTEpIiB NPUAHATHOCTI ANA

PEKOMBIHAHT
HA,
noniomMienitTy
IHAKTUBOBAH
ATA
3AXBOPHOBAH
b,

CTaHAAPTHO-EKCMOPTHIl
ynakoBLi, fiKa MiCTUTbCA Y
KapTOHHI Kopobuji 3
iHCTpYKUi€eto Ans
MeAMYHOro 3aCTOCYBaHHS;
no 0,5 mn (1 gosa) B
nonepeAHbO 3anoBHEHNX

NOricTkN Ta
ancTpubyuii y m.
Bypanewr,
YroplmHa

BMNPOBYBaHHS iIMyHOreHHOCTI
npasLEeBOro aHaTtokcuHy (Tetanus
immunogenicity assay) Ta
avLesioIiPHOro KOMMNOHEHTY
Kawnoky (Pertussis
immunogenicity assay), OCKinbku
pedyepeHc-BakumHa binblue He
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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

CMPUYUNHEHW | wnpuyax 3 1-eto (abo 2- BVIKOPVCTOBYETLCSA. 3MiHM A0

X Ma) OKPEMUMM FofIKamu, cKknagy nikapcbkoro 3acoby B

HAEMOPHILUS | no 10 wnpwuis B PeecTpauiiiHomMy NocBig4YEHHi,

TMny B KapTOHHI ynakoBsL,; no MK, IHCTpyKLUii N5 MeguyHoro

KOH'tOFOBAH 0,5mn (1 po3a) B 3aCTOCYBaHHS, TeKCTi MapKyBaHHS

A, nonepeaHL0 3arnoBHEHUX yNakoBOK (fofasaHHs iHdopmaLii

AACOPBOBAH | wnpuuax 3 1-e10 (abo 2- LLIOA0 a/THOMIiHIK0 B SIKOCTI

A, PIOKA Ma) OKPEMUMMU rosikamu, [0MOMDKHOT peYOBMHUN B CKNagi

no 10 wnpuuis B
CTaHAAPTHO-EKCMOPTHIl
ynakoBLi, fiKa MiCTUTbCA Y
KapTOHHiii Kopo6Lii 3
iHCTpYKUi€eto ans
MeAMYHOro 3acTOCYBaHHS;
no 0,5 mn (1 gosa) y
chnakoHax, no 10
(h/1aKOHIB Y KapTOHHIi
ynakosui; no 0,5 mn (1
[03a) y hriakoHax, no 10
hnakoHiB B CTaHAapTHO-
€KCMOPTHIlA ynakoBL,, sika
MICTUTBCS Y KapPTOHHIlA
KopooLi

BaKLVH, AOAABaHHA PEryNaTopiB
pH «NaOH, ourtoBa kucnota i/abo
HCI»). OHOBNEeHHs po3ainis
peecTpauiiiHoro gocke 3.2.P.2.3,
3.2.P.5.4, 3.2.P.6. 3MiHN BHECEHO
B IHCTPYKLiIO ANA MeAU4HOro
3acTocyBaHHSA NikapcbKoro 3acoby
y po3gin "Cknag’", B KOPOTKY
XapakTepucTUKy NikapcbKoro
3acoby y po3ginmn "2. AKiCHWiA i
KifibKicHWiA cknag.”, "6.
dapmaueBTUYHa iHopMmauis: 6.1.
JlonomixHi peyoBuHW." Ta
BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS yNakoBKV NikapCbKoro
3aco6y. TepMiH BBEAEHHS 3MiH
npoTsarom 6 micsuis nicns
3aTBEePKEHHS; 3MiHK Il Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapCbKoro 3acoby
(cyTTeBa 3MiHa y
6ionoriyHomMy/iMmyHONOriYHOMY/iIMYH
OXiMiYHOMY MeToZi BUNPObyBaHHS
abo meToai, y AKomy
BUKOPWCTOBYETLCA 6Gi0NOriYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
MOPIBHAHHSA (CTaH4apTHOTO
npenapary), Lo He 3a3Ha4YeHnin y
3aTBepXeHOMY NPOTOKON) -
3aMiHa aHani3y BU3Ha4YeHHs
aKTMBHOCTI [il04MX PEYOBUH ANA
npodinakTukn andprepii
(npoBokaLiliHe BUNPOGYBaHHAM 3
AN TEPINHUM TOKCUHOM NpK
BHYTPILLUHbOLLKIPHOMY BBEJEHHI
MOPCbKVM CBVHKaM), NpaBLs
(MpoBoOKaLliiiHe BUNPOGYBaHHAM 3
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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

npaBLEBVIM TOKCVHOM Ha MULLIAX)
Ta Kaloky (auentonspHuii
KOMMOHEHT) (TEeCT iIMyHOTreHHOCTI
Ha MMLIax) EAUHUM CEPOIOTiYHUM
aHas1i30M N5 TPbOX AirUnx
peyoBUH (BU3HAYEHHSM
iMyHOTEHHOCTi Ail04MX pevyoBUH
015 npodinakTukn andptepir,
npasLs Ta KaLIoKy
(auentonapHMii KOMMOHEHT) Ha
MOPCbKMX CBUHKax). TepMiH
BBEEHHS 3MiH - )XOBTeHb 2021

90.

FEMUUTABIH-
BICTA

NOPOLLIOK NiodinizoBaHmi
ONs PO34MHY ANS iHdys3ii
no 200 mr, 1 chnakoH 3
MOPOLLKOM B KApTOHHIlA
Kopobui

Mictpan Kenitan
MeHexmMeHT JlimiTep,

AHrnis

AkTaBic ITanis
C.n.A.

ITanis

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

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHsA" MKA N3
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHsIM iHdhopMaLii
LLIOA0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyernmom

UA/14136/01/01

91.

FEMUUTABIH-
BICTA

NOpOLLIOK NiodoinizoBaHmit
AN PO34MHY A5 iHdy3ii
no 1000 wmr, 1 donakoH 3
MOPOLLKOM B KapTOHHIi
Kopobui

MicTpan Kenitan
MeHemxmeHT JlimiTes,

AHrnisA

AkTasic ITanis
C.n.A.

ITanisa

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

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHsA" MKA N3
3anpornoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPKEHOrO TEKCTY

MapKyBaHHS. OHOBNIEHHS TEKCTY

MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3acoby 3 BHECEHHSM iHdhopMaLii

LLI0A0 3a3HaYeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS

3a peyernmom

UA/14136/01/02

92.

FEMUUTABIH-
BICTA

NOPOLLIOK NiogoinizoBaHmi
AN PO3UMHY ANs iHdy3il
no 2000 wmr, 1 dhnakoH 3
MOPOLLKOM B KapTOHHIi
Kopoo6Li

MicTpan Kenitan
MenemxmeHT flimiTeq

AHrnisA

AkTasic ITanis
C.n.A.

ITanisa

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

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHa" MKA /13"

3a peyenmom

UA/14136/01/03
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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
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCeHHsM iHdhopMaii
LLI0A0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS
93. FENTPAN® NOPOLLIOK NiodoinizoBaHmi AGGOTT Jlabopatopi3 HimeuyunHa BMPOGHMLTBO, ITanis/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/6993/02/02
AN PO3YMHY AN iH'eKLi 6X nepBuHHE PpaHuia/ marepianis: 3MiHu | TUNY - 3MiHK
no 500 mr, 5 ckNAHMX nakyBaHHs, Mpeuis ofo 6e3nekn/edekTMBHOCTI Ta
(h/1aKoHIB 3 MOPOLLKOM KOHTPO/b AKOCTi Ta hapmakoHarnsgy. BeegeHHs abo
niocpinizoBaHnm Ta 5 BUMNYCK Cepiit 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
amnys 3 PO34MHHUKOM (L- po3unHHMKa in bulk: cuctemy chapmakoHarnsgy
Ni3WH, HaTpito rigpokena, damvap A.B.E. (BBEAEHHSA y3araslbHEHUX AaHWX
BOAA ANs iH'eKLil) No 5 mn Animoc MNnaHT 63, npo cuctemMy papmMakoHarnsagy,
B KOHTYPHIli YapyHKOBIi1 Ipeuis 3MiHa yNOBHOB&XeHOi 0cobu,
yMakoBLiji, 3aneyaTaHii abo BUpo6HULTBO, BiANoBiAa/IbHOI 3a 34jACHEHHSI
/TIOMIHIEBOIO (POILIOIO; nepBuHHE hapMakoHarnaay; KOHTakTHoOI
no 1 KOHTYPHIi YapyHKOBIN nakyBaHHs Ta 0cobu 3 hapmakoHarnsgy
YMaKoBLi Y KAPTOHHIi KOHTPO/Ib SKOCTI 3as9BHUKA ANS 34IACHEHHS
Kopobui PO3YMHHYKA: thapmakoHarnagy B YKpaiHi, kLo
Bionogxici ITanis BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
Na6opaTtopis C.P.J1., ocobu, BiANOBIAa/IbHOI 3a
ITanis BUpoGHULTBO, 3[jiCHEeHHS1 hapMakoHarnagy
nepBuHHE (BKNHOYAKOYUN KOHTaKTHI AaHi)
nakyBaHHS Ta Ta/abo 3MiHV y PO3MILLEHHI
KOHTPO/b AKOCTI macTep-chaiina cuctemm
nopoLuka hapmakoHarnsgy) - 3miHa
niodpinizoBaHoro; YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BTOPVIHHE BiANOBIA&/ILHOT 32
nakyBaHHS, chapmakoHarnsg,
KOHTPO/Ib AKOCTi Ta MponoHoBaHa pepakuis: Thomas
BUMNYCK Cepiit Nisslein, DVM, PhD / Tomac
roToBOro Hiccnsiin, DVM, PhD. 3miHa
nikapcbKoro 3acoby: KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
Bionogxici ITanis 0cobu 3asiBHUKa, BiANOBIA&/IbHOT
Na6opaTtopis C.P.J1., 3a (hapmakoHarnag,
ITania abo
Oendhapm CeH Pewmi,
PpaHuis
94. FENTPAN® Tabnetku AGGOTT JlabopaTtopi3 HimeuyunHa A668Bi C.p.n. ITanisa BHECEHHS 3MiH 0 peecTpaLiiiHux | 3a peyernmom UA/6993/01/02
KMLLKOBOPO34mMHHI no 500 6X marepianis: 3MiHu | TURY - 3MiHK

Mmr; no 10 TabneTok y
6nictepi; no 2 6nictepn y
KapTOHHIA KopooLi

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsigy. BeefeHHs abo
3MiHM [0 y3araslbHEHUX AaHMX NpPo

cucTemy chapmakoHarasgy
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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

(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.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnag,

95.

FENTPAN®

Tabnetku
KMLLKOBOPO34MHHI no 400
mr, no 10 TabneTok y
6nictepi; no 1 a6o 2
6nicTepun y KapTOHHiIl
ynakoBLi

AGGOTT Jlabopatopis
mM6X

HimeuunHa

AG6BI C.p.n.

ITanis

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/6993/01/01
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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
MponoHoBaHa pepgakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0ocobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnag,
96. FENTPAN® NOPOLLIOK NiodoinizoBaHmi AGGOTT Jlabopatopis HimeuyunHa BMPOGHMLTBO, Ipeuis/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/6993/02/01
0151 NPUroTyBaHHSA 6X nepBuHHe ITania/ marepianis: 3MiHu | TUNY - 3MiHK
pO3unHy A1 iH'eKUili No nakyBaHHs, ®paHuis LoAo 6e3nekn/edeKTMBHOCTI Ta
400 wr, 5 cknaHnX KOHTPO/1b SIKOCTi Ta thapmakoHarnsgy. BeefeHHs abo
donakoHiB 3 BUMNYCK Cepiit 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
nioghinizoBaHMm po3unHHMKa in bulk: cuctemy chapmakoHarnsgy
NopoLuKoM Ta 5 amnyn 3 damap A.B.E. (BBEAEHHSA y3araslbHEHUX AaHNX
PO3UYMHHUKOM (L-Ni3uH, Animoc MNnaHT 63, npo cuctemMy papmMakoHarnsagy,
HaTpilo rigpokcug, Boga Byn. Ar. [limiTpiy, 3MiHa yNOBHOB&XeHOi 0cobu,
Ans iH'ekuid) no 5 mny pewijs; BigNoBiAa/IbHOI 3a 34jACHEHHSI
KOHTYPHili YapyHKOBIi BUPOBHMLTBO, hapMakoHarnaay; KOHTaKTHOI
ynakoBLi, 3aneyaTaHii nepBuHHE 0cobu 3 hapmakoHarnsgy
atOMiHIEBOIO (DOBIOMO; nakyBaHHS Ta 3as9BHUKA ANS 34IACHEHHS
no 1 KOHTYpHIli YapyHKOBIl KOHTPO/1b SAKOCTI hapmakoHarnagy B YKpaiHi, kLo
yNaKkoBLyi B KAPTOHHIl nopoLuka BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
Kopoo6Ui niodpinizoBaHoro; ocobw, BignoBiAa/IbHOT 3a
BTOPWHHE 3fjiicHeHHs hapmakoHarnagy
nakyBaHHs, (BKNHOYAKOYUN KOHTaKTHI AaHi)
KOHTPO/b AKOCTi Ta Ta/abo 3MiHV y PO3MILLEHHI
BUMNYCK Cepiit MacTep-caiina cuctemu
roToBOro hapmakoHarnsgy) - 3miHa
nikapcbKoro 3acoby: YNOBHOB&XXEHOI 0CO6U 3asBHUKA,
Bionogxici ITanis BiANOBIA&/ILHOT 32
Na6opaTtopis C.P.J1., hapmakoHarnsg.
ITanis abo ®amap MponoHoBaHa pepakuis: Thomas
Nernb, dpaHuis Nisslein, DVM, PhD / Tomac
Hiccnsiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3as1BHUKa, BIANOBIA&/IbHOT
3a (hapmakoHarnsg,
97. ragPOKOPTU3 CyCneHsis oNns iH'ekuiit AT "dapmak” Ykpaina AT "dapmak” YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/3288/01/01
OHY ALIETAT 2,5% no 2 mn B amnyni; no martepianis: 3miHu | Tuny -

10 amnyn B navui 3
KapTOHy; Mo 2 M/ B
amnyni; no 5 amnyn y
6nicTepi; no 2 6nictepn B
nadui 3 KapToHy

BHECeHHS 3MiH y Cneuudikavito/
MeToguky BunpobyBaHHs 13 3a
NoKasHUKOM "CTepubHiCTb",
30Kpema: BU1yYEHHS MOBHOMO
Onuncy NPoBeAEeHHA METOAMNKMY;
[LOMOBHEHHS BifNOBigHUM
NOCW/IaHHAM Ha Ajtouy pefakLito
EP ta A®Y; 3MiHuK | TUNy -
BBE/IEHHSA a/IbTEPHATUBHOIO
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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
BVPOGHMKA MEPBMHHOI YNaKOBKM -
amnyn cknsaHux Cangzhou Four
Stars Glass Co., Ltd, China.
3anponoHoBaHo: MonTascbkuii
3aB0f, MeAUYHOro ckna, YkpaiHa.
Cangzhou Four Stars Glass Co.,
Ltd, China
98. rNOBA Kancynu no 40 mr no 10 MErA TainaHg BUPO6HUK in bulk, TainaHg BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/3693/01/01
kancyn y 6nictepi; no 3 JNIAVI®CAVEHCI3 BUNYCK cepii i Martepianis: 3MiHN | TUMY - 3MiHK
6nictepun y nakeTi 3 Mabnik KomnaHi KOHTPO/b AKOCTI: Loao 6e3nekn/edeKTMBHOCTI Ta
honbru antomiHiesoi; no 1 Nimiteq Mera JlaiidpcaiieHcis hapmakoHarnsgy - BHECEHHS 3MiH
nakeTy B KAPTOHHII naui; Mabnik Komnani [0 posginy “MapkysaHHs" MKA
no 10 kancyn y 6nictepi; Nimitea, TainaHg n3:
no 3 6nictepu y naketi 3 BUPO6HUK in bulk, 3anponoHoBaHO: MapKyBaHHS.
honbrv antoMiHieBoi; no 2 nepBUHHE i 3rifHO 3aTBEPAKEHOrO TEKCTY
nakeTy B KAPTOHHI nau; BTOPUHHE MapKyBaHHS. OHOB/IEHHS TEKCTY
no 10 kancyn y 6nictepi; nakyBaHHs: Mera MapKyBaHHS YNakoBK/ NikapCbKoro
no 6 6nicTepiB y KAPTOHHIN NavidcanneHcis 3ac06y 3 BHECEHHAM iHthopmaii
naui Mab6nik KomnaHi LLI0A0 3a3HaYeHHs1 0ANHULb
NimiTen, TainaHg BUMIPIOBaHHSA y cuctemi Sl.
TepmiH BBEA,EHHS 3MiH - MPOTArOM
6 MicALiB nic/a 3aTBepAXEHHS
99. riNnoTIA3NA® Tabnetku no 25 mr; Ne 20: TOB "CaHodpi-ABEHTIC Ykpaina XIHOIH 3aBog YropwumHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/7593/01/01
no 20 TabneTok y YkpaiHa" PapmauleBTUYHUX Ta marepianis: TEXHIYHA NOMWIKa
6nictepi; no 1 6nictepy y XiMiuHUX MpoayKTiB (3rigHo Haka3y MO3 Big,
KapTOHHIA KopooLi Mpatisit Ko. iT4,. 23.07.2015 Ne 460) - BunpasfieHo
MignpuemcTeo 2 TEXHIYHY NOMWJIKY Y TEKCTI
(nianprvemcTBo MapKyBaHHs ynakosku J13.
Bepeleabxas), 3AIMPOMNOHOBAHO: 17. IHWE
YroplmHa HasiBHa iHdhopmauist WoAo WTpUX-
Koay. JZlorotvn KomnaHii
3as3HayarTbCs oAnHUL
BMMIPIOBaHHS | CUMBO/IN BEINYNH
Ha NnaTtuHUL NiCNSA HanMcaHHs Ha
YKpaiHCbKiii MOBI Y BiANOBIAHOCTI
Ao Hakasy MEPT Ne914 (mg)
BHYTPILLHI TEXHIYHI NO3HAYKN
BMpPO6HMKa (NakyBasibHi koan)
Ta/abo iHLWWi 3aX1CHI Koaw.
3a3HaueHe BUMpaBeHHs
BignoBigae apxiBHUM MaTepianam
peecTpavuiiiHoro gocbe
100. | FINOTIA3NA® Tabnetku no 100 mr; Ne TOB "CaHodhi-ABEHTIC Ykpaina XIHOIH 3aBog YropwumHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/7593/01/02

20: no 20 TabneTok y
6nicTepi; no 1 6nictepy y
KapTOHHIA KopooLi

YkpaiHa"

dapmMaLeBTUYHUX Ta
XimiuHmx MpopaykTiB
Mpaiisit Ko. NT4,.
Mignpuemctso 2
(mignpruemcTBo

marepianis: TEXHIYHA NOMUIIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpasieHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHs yrnakoBku J13.
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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

Bepeliegpxas)

3AMNPOMOHOBAHO: 17. IHWE
HasBHa iHhopmauis Woao WTpux-
Kogy. Jlorotun KomnaHii
3a3HavalTbCa OANHULL
BMMIPIOBaHHS | CUMBO/IN BE/IMYNH
Ha NaTVHULI NiCNs HaNUCaHHA Ha
YKPaIHCbKIiil MOBI Y BiANOBIAHOCTI
no Hakaszy MEPT Ne914 (mg)
BHYTpILLHI TEXHIYHI NO3HAYKN
BMPOGHMKa (NaKyBasibHi koaw)
Ta/abo iHLWi 3axX1CHI Koaw.
3a3HayeHe BUMNpaBs/IeHHSA
BiANOBIga€e apxiBHMM MaTepianam
peecTpaLiiiHoro gocbe

101.

FNIOKATEH® 1
MI" FINOKIT

niogpinisar gnsa po3unHy
Ans iH'ekuii no 1 mr (1
MO); 1 chnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANA
iH ekuili no 1 mn y winpuui
Ne 1) y nnacTukosii
Kopoo6Ui

A/T Hoso Hopgaick

[JaHis

A/T Hoso Hopgick,
[JaHis (BUpOGHUK
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHs,
niodpinizayia Ta
KOHTPO/1b FOTOBOTO
nikapcbKoro 3acoby;
KOHTPO/b AKOCTI
roToBOro
nikapcbKoro 3acoby;
BUPOGHWK ANs
36UpaHHs,
MapKyBaHHS Ta
ynakoBKM,
BTOPVHHOTO
nakyBaHHs; ); A/IT
Hoso Hopgaick,
[JaHis (BMpo6HUK
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs); AIT
Hoso Hopgaick,
[NaHis (BUpO6HYK,
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
KiHL,EeBOro
npoayKTy);
KaTtaneHT benbris
CA, Benebrist
(BMPOGHYMK
PO3YMHHVKA
(cTepunbHa Boga

[Janis/
Benbris

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOl
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-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVIKa, BignoBiganbHOI 3a
3[iiCHEeHHs hapmakoHarnsay B
YkpaiHi

3a peyernmom

UA/13221/01/01
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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

ANA iH'eKUin y
wnpwi),
KOHTPO/b/BUNPOGYB
aHHs cepii
PO3YMHHMKA)

102.

FNIOKATEH® 1
MI" FINOKIT

niogpinisat gnsa po3unHy
Ans iH'ekuii no 1 mr (1
MO); 1 chnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANA
iH ekuili no 1 mn y winpuui
Ne 1) y nnacTukosii
Kopoo6Ui

A/T Hoso Hopgaick

[JaHis

A/T Hoso Hopgick,
[JaHis (BUpOGHUK
niKkapcbKoro 3acoby,
nepBuHHE
nakyBaHHS,
niodpinizayia Ta
KOHTPO/1b FOTOBOTO
nikapcbKoro 3acooby.
KOHTpOsb SiKOCTI
roToBOro
nikapcbKoro 3acooby.
BupobHuk ansa
36UpaHHs,
MapKyBaHHS Ta
ynakoBKM,
BTOPVHHOTO
nakyBaHHs.); A/IT
Hoso Hopgaick,
[JaHis (BMpo6HUK
nikapcbKoro 3acoby,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs); AIT
Hoso Hopgaick,
[NaHis (BUpO6HYK,
BiANOBiAa/IbHWIA 3a
BUMNYCK Cepiit
KiHL,EeBOro
NpoAYKTY);
KaTtaneHT benbris
CA, Benebrist
(BMPOGHYMK
PO3YMHHVKA
(cTepunbHa Boga
ANs iH'ekuin y
Lnpwwi)
KOHTPO/b/BMNPOGYB
aHHs cepiit
PO3YMHHMKA)

[Janis/
Benbris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHK | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapMakoHarnsay - BHECEHHS 3MiH
o posginy MKA: MapkyBaHHS
MponoHoBaHa pepfakuis: 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmawii
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB NicNs 3aTBEpAKEHHS

3a peyenmom

UA/13221/01/01

103.

FNMIOKO3A

PO3umnH ans iHdysiid, 50
mr/mn; 200 mn, abo 250
M, abo 400 mn, abo 500
M1y KOHTeliHepax
NoNiMepHuX;

TOB "lOpis-®apm”

Ykpaina

TOB "tOpis-®Papm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMarepianis: 3MiHu | TNy - 3MiHK 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoproBabHUiA

3a peyernmom

UA/6411/01/01
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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

no 200 a6o 400 mny
NASILIKaX CKASHWUX

3aci6. 3miHa y NepBWHHI ynakoBLi
roTOBOro Nikapcbkoro 3acoby (Tvn
KOHTeliHepa abo AoAaBaHHs
HOBOTO KOHTeliHepa) - BunyueHHs
NEepPBUHHOI YNaKoBKH, L0 He
npY3BOAMTL 0 NOBHOTO
BW/TyYEHHS NiKapCbKOro 3acoby 3
NEeBHOK CU/OI0 Aji ab0 y NeBHilt
NiKapcbKiii hopMmi - BUMyYEHHS
nakyBaHHS y KOHTeliHepax
nonimepHux no 100 mn, 1000 mn,
2000 mn, 3000 M1, 5000 mA1; 3MiHK
| Tuny - 3miHK 3 AkocTi. FoToBWMiA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BMNpoGyBaHHS
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM y MeTogax BunpobysaHb
(BrTrovatoum 3amiHy abo
[OMOBHEHHS)) - BHECEHHS 3MiH 0
Cneuudpikanii/MeTogais
BunpobyBaHHsa 13, 30kpema:
npvBeAeHHS MEeTOANKN
BUMPOBYBaHHS 3a NOKa3HMKOM
"MexaHiuHi BKIOUEHHS»
BignosigHO A0 BuMoOr AdY.; 3MiHn
| TNy - 3MiHKM 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobyBaHb
(BKtovatoun 3amiHy abo
[OOMOBHEHHS)) - BHECEHHS 3MiH A0
Cneuudpikauii/MeTtopgis
BunpobysaHHa 13, 30Kkpema:
BBE/IeHHS [0AaTKOBOro NokasHuka
"OcMOoNANbHICTL" 3 BiANOBIAHUMUN
KpUTepiamMK NpUtHATHOCTI (Big, 270
80 330 MOcmonb/kr); 3miHu | TUny
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM y MeTogax BUnpobyBaHb
(BKKOYALOUM 3aMiHy ab0o
[OMOBHEHHS)) - BHECEHHSA 3MiH A0
Cneupndpikauii/MeTtogis
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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

104.

FTNHOKODAX

BunpobyBaHHs 13, 30kpema:
3amiHa nokasHuka "riporeHn" Ha
nokasHuK "bakTepiasibHi
€HA0TOKCUHU; 3MiHW | TNy -
AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOOGHWYOI finbHNL
(Brirovatoum ginbHuui ansa Adl,
NPOMDKHOrO NpoAayKTy abo
roTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 415 NPOBeAEeHHS
nakyBaHHs1, BUPOOGHMKa,
BiZJNOBIfAILHOTO 3a BUMYCK Cepild,
MicLie NPOBEAEHHSI KOHTPO/I0
cepii) abo noctavasibHUKa
BMXIAHOrO MaTepiany, peareHTy
ab0 AONOMIXHOT PevyoBUHU (SKLLO
3a3HayeHo y JOChE) - BUTyUYEHHSN
BMpOGHUMKa API MNtoKo3a
MoHorigpat OO0 "[HINpOBCbKWiA
KpOXMa/ionaTokoBuil KOMGIHAT»,
YKpaiHa

XR

TabneTky NposIoHroBaHol
4ii no 500 mr; no 15
TabneTtok y 6nictepi; no 2
abo no 4 6nictepu B
KapTOHHIA KOopoo6Li

Mepk CaHTe c.a.c.

®paHLis

Mepk CaHTe

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
BHECEHHS HE3HAYHMX 3MiH [0
MeToAiB BUNPOOYBaHHA NEPBUHHOI
ynakosku /13, a came y
cneuudikauiro ans
TepmodpopmoBaHoi MBX/MBAX
nniska 90 r/mM2 1. «ToBLMHA
MNBX/MBAX nniBkn».
3anponoHoBaHa 3MiHa CTOCY€ETbCSA
TOYHOCTI Npunagy, ki MoXxHa
BUKOPWCTOBYBATMN AN151
BUMIPIOBaHHSA TOBLLVIHN
MBX/MBAX NAiBKK LUISAXOM
6e3nocepeHbLOro BUMipHOBaHHS
(3aTBepmxeHo: MNpsamve
BMMIPIOBaHHA (LUTaHreHLUMpPKy /b
Manbmepa) abo BMMipHOBaHHS
Baru B rpaMax; 3anponoHOBaHo:
MpsmMe BUMiptOBaHHSA
(wraHreHumpkyns Manbmepa) abo
iHLINIA eKBiBa/TEHTHUI
BMMIipIOBa/IbHWI Npunag) abo
BMMIpIOBaHHA Barv B rpamax).
KpuTepil npuitHATHOCTI
3a/IMLLATLCA HE3MIHHUMU; 3MiHU
| TNy - BHECEHHS HE3HAYHWX 3MiH
[0 MeToAiB BUNPobyBaHHS

3a peyenmom

UA/3994/02/01
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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

NnepBUHHOT ynakosku M3y
crneundikauii ons
XO/I0HOKATaHOro asltoMiHito, a
came 3anpornoHoBaHa 3miHa
nonsrae B OHOB/IEHHI Ha3BW TecTy,
a TaKoX Y BUAASIEHHI AesKnX
MOTOYHUX TEXHIYHUX AeTanen, ki
He CTOCYHTbCSl CaMoro meToay
BMNPOGYBaHsA asie MOXyTb
3as1exary Bif, po3mipiB N/IiBKY, LLIO
3aCTOCOBYHOTb A4/151 KOHTPOSIO.
MeTog Ta KpuTepii NPUAHATHOCTI
3aMLWATLCA HE3MIHHUMMK,
3anponoHOBaHO:

n. «[loBepxHeBa Bara
XO/10AHOKATaHOro asItoMiHil0»
(BrMiptoBaHHsA NoBepXHEBOI Baru)

105.

FO®EH 400

Kancysm m'siki no 400 mr
no 10 kancyn y 6nictepi;
no 1 6nicrepy y
KapTOHHOMY KOHBEPTI; N0
5 a60 1o 6 KapTOHHKX
KOHBEPTIB Y KaPTOHHiIl
ynakoBLi

META
NIAVOCAMEHCI3
Mabnik Komnani
Nimiten

TainaHg

Mera NaidcaneHci3
Mab6nik KomnaHi
NimiTen

TainaHg

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3:
3anponoHoOBaHo: p. «MapKyBaHHs»
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHSA. TepMiH BBELEHHS
3MiH NpoTArom 6 Micsuis nicns
3aTBEPIKEHHS

6e3 peyenma

UA/13624/01/02

106.

TPACTUM®

pO34uH A4 iH'ekui, 0,3
Mr/mn no 1 mn 'y do1akoHi;
no 1 donakoHy B KapTOHHIi
Kopob6ui; no 1 mny
nonepeaHbLO HanoBHEHOMY
wnpuui, no 1 wnpuuy B
KapTOHHIA Kopoo6Li

A-p Peapi'c
Nab6opaTopic NTg,

IHAjA

A-p Peppi'c
Nab6opaTopic /T4,

IHAjA

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

3aTBEPPKEHHSA a/lbTEPHATUBHOIO

TEeKCTYy MapKyBaHHS ynakoBKu/
nikapcbKoro 3acoby i3

3a3HaYeHHAM MiKHapOaHMX
no3HayYeHb OAVHWLb

BUMiptoBaHHA. OHOB/IEHHA TEKCTY

MapKyBaHHA NepBUHHOT Ta
BTOPWHHOI ynakosku /13,
BBE/IeHHs1 HanMcaHHa oguHULb Sl
naTviHeuelo (foAaTkoso Ao
KMPWAULL) Y TEKCTI MapKyBaHHS.

3a peyenmom

UA/0633/01/01
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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

BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13™:
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

107.

T’PACTUM®

pO34uH A8 iH'ekuiid, 0,3
mr/mn in bulk: no 1 mny
chnakoHi; no 1000
donakoHiB y KopobLi

[O-p Peppi'c
JNabopatopic /Tg,

IHais

A-p Peppi'c
Nab6opaTopic /T4,

IHais

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

TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby i3
3a3HaYeHHAM MiXKHapOAHMX
no3HaYeHb OAMHNLbB
BMMIpOBaHHA. [1151 NikapcbKoro
3acoby y copwmi in bulk: 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS, L0 AO0AAETHCS.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCSLIB Nicns 3aTBEpA)KEHHS

UA/11872/01/01

108.

OANALVH L,

kancynu no 150 mr, no 8
Kancyn y 6nictepi; no 2
6nicTepu B KAPTOHHI
Kopo6Li

M®ANIEP IHK.

CWA

dapesa Ambyas

PpaHuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nogaHHA oHoBfeHoro ME-

CepTudikaty BignoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onomikHOT pedyoBuHKM Gelatin Big,
B)XE 3aTBEPXEHOro BUPOOHMKa
Nitta Gelatin Inc; 3miHun | Tuny -
nofaHHsa oHosneHoro ME-
CeptuchikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0nomikHOT pevoBuHK Gelatin Big,
BXE 3aTBEepAKeHOro BUpPobHNKa,
AK HACNifoK 3MiHa Ha3BM Ta
afpecu BnacHuka CEP 3 PB
GELATINS na TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu
BMPOGHNYMX AiNbHULL; 3MiHW |

TUNY - NoAaHHA oHoBneHoro MNE-
CeptuchikaTy BignoBigHOCTI

€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans

3a peyenmom

UA/1903/02/01
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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

[onomikHOT pevoBuHK Gelatin Big,
BXe 3aTBepKEeHOro BUPOOHMKa
NITTA GELATIN INDIA LTD;
3MiHM | TNy - BUnyyYeHHs ME-
CepTudpikaty BignoBiAHOCTI
€sponelicbkoi Papmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMDKHOT PEYOBUMHM XeNnaTuH,;
3MiHV | TNy - BUNYyYeHHs ME-
CeprtuchikaTy BignoBigHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[,0MOMIDKHOT peYOBMHW XeslaTuH

109.

OANALVH L,

kancynu no 300 mr; no 8
Kancyn y énictepi; no 2
6nicTepn B KAPTOHHIA
Kopobui

M®ANIEP IHK.

CWA

dapesa Ambyas

PpaHuin

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nogaHHA oHoBfeHoro ME-

CepTuddikaty BignoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onoMiHOT pedoBuHKM Gelatin Big,
BXE 3aTBEPKEHOr0 BUPOOHMKa
Nitta Gelatin Inc; 3miHu | Tuny -
nogaHHsa oHosneHoro ME-
CeprtuchikaTy BignoBifHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0nomiKHOT pevoBuHK Gelatin Big,
BXe 3aTBEePKEHOro BUPO6HNKa,
SIK HAC/MifOoK 3MiHa Ha3BM Ta
afpecu snacHuka CEP 3 PB
GELATINS na TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BM Ta agpecu
BVPOGHNYMX AiNbHUL; 3MiHW |
TUNY - NofaHHA oHosneHoro M-
CeprtuchikaTy BignoBifHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[0nomiKHOT pevoBuHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHuKa
NITTA GELATIN INDIA LTD;
3MiHW | TNy - BUNYyyYeHHs ME-
CepTucpikaTy BignoBigHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[L,0NOMIXHOT PEYOBVHU XeNnaTuH;
3MiHu | TNy - BUNy4YeHHs MNE-
CeptuchikaTy BignoBigHOCTI
€Bponelicbkoi Papmakonei R1-

3a peyenmom

UA/1903/02/02
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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
CEP 2004-320-Rev 00 ans
[0MNOMDKHOT peYOBWHU XenaTuH
110. | AUTOKCUH Tabnetkn no 0,25 mr no 20 | [My6iyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/7365/01/01
Tabnetok y 6nictepi; no 2 ToBapucTBO "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
6nicTtepu B nauuj 3 BMPOGHUYUIA LLEHTP TOBapuCTBO Lofo 6e3nekun/edekTMBHOCTI Ta
KapToHy "BopLuiariBCcbkuii "HaykoBo- hapmakoHarnsagy - BHECEHHS 3MiH
Ximiko- BMPOGHWYNIA LEHTP [0 po3gainy “MapkyBaHHs" MKA
hapmaLeBTUYHNI "BopLyariBcbKuii n3.
3asopg" XimiKO- 3anponoHoBaHo: MapKyBaHHS.
thapmaueBTUYHWI BignosigHo Ao 3aTBEpPAKEHOrO
3ason" TEKCTY MapKyBaHHS ynakoBKU.
BunyyeHHs iHchopmalii wopao
ynakoBku in bulk 3 maTepianis
peecTpadiiiHoro gocke (3
TUTY/IbHOI CTOPIHKW, PO3ainy
«YnakoBKka» Ta «MapKyBaHHs»
MKSA N13) y 3B’A3Ky 3 TUM, LLO A0
peecTpauiniHOro NocBiAYeHHs Ha
N3 AwnrokcuH, TabneTkn no 0,25
mr, in bulk: no 1 kr y noggiliHomy
nonietnneHosomy nakeTi, (P Ne
UA/11082/01/01 Bif 16.08.2017)
NPUNMHEHO 3rigHO Hakasy MO3
YkpaiHn 13.11.2020 Ne 2617.
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!
111. | AaMnNiPMAAMO Tabnetku no 25 mr no 20 My6niuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiitiux | 3a peyernmom UA/8680/01/01
n Tabnetok y 6nictepi, no 2 ToBapucTBo "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
6nictepu B nauuj 3 BMPOGHUYUIA LEHTP TOBapuCTBO Lwoao 6e3nekn/edeKTMBHOCTI Ta
KapToHy "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHLwi 3miHu) -
XiMmiKo- BUPOBHNYMNIA LLEHTP BHECEHHS 3MiH 4,0 po34iny
hapmaLeBTUYHNI "BopuyariBcbKuii “MapkyBaHHs" MKA N13;
3asopg" XiMiKo- 3anponoHoBaHo: MapKyBaHHS.
hapmaLeBTUYHWI BignosigHo Ao 3aTBEpAXEHOro
3aBof" , YKpaiHa; TEKCTY MapKyBaHHS yNakoBKW.
ToBapucTBO 3 OHOB/EHHA TEKCTY MapKyBaHHSA
06MEXeHOo YyNaKoBKM NiKapCbKoro 3acoby 3
BifNoOBiAaNbLHICTIO BHECEeHHAM iHchopMaui Wwoao
"Arpochapm” 3a3HayvyeHHs o4MHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALiB nicnsa 3aTBepAKeHHs
112. | AIABITEK NA, PO34MH ANnsi TOB "HOpig-®apm"” YKpaiHa TOB "KOpig-Papm” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiiHNX 3a peyenmom UA/11876/01/01
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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
1,5% nepuTOHeasIbHOro Ajianisy marepianis: TEXHIYHA NOMW/IKa
no 2000 mn a6o no 2500 (3rigHo Hakasy MO3 Big
M/ Y KOHTeliHepi 23.07.2015 Ne 460) - BunpasneHo
noniMepHomy TEXHIYHY MOMWJ/IKY B TEKCTI
MapKyBaHHSA ynakosku J13.
3AMPOMNOHOBAHO: 7. IHLWI
OCOB/IMBI 3ACTEPEXXEHHA
CTepusnbHO. BinbHuii Big,
6akTepiasibHUX eHAO0TOKCHHIB.
TeopeTnyHa ocMonsApHicTb 353
MOcM (mOsm)/n (l). 3a3HauyeHe
BUNpPaB/IEHHS Bignosigae
apxiBHMM MaTepiasiam
peecTpaLiiiHoro gockbe
113. | AIABITEK NA4 po3unH Ans TOB "lOpis-®apm” YkpaiHa TOB "lOpis-®apm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLliniHux | 3a peyenmom UA/11876/01/02
2,5% nepuTOHeasIbHOro Ajianisy marepianiB: TEXHIYHA NOMW/IKa
no 2000 mn a6o no 2500 (3rigHo Hakasy MO3 Big
M1y KOHTEWHepi 23.07.2015 Ne 460) - BunpasneHo
noniMmepHomy TEXHIYHY MOMWJIKY B TEKCTI
MapKyBaHHSA ynakosku J13.
3AMPOMNOHOBAHO: 7. IHLWI
OCOB/IMBI 3ACTEPEXXEHHSA
CTepusnbHO. BinbHuii Big,
6akTepiasibHUX eHAO0TOKCHHIB.
TeopeTnyHa ocMonsApHicTb 403
MOcM (mOsm)/n (l). 3a3HauyeHe
BUMPaB/IEHHS BignoBigae
apxiBHMM MaTepiasiam
peecTpaLjiiHoro gockbe
114. | AIATHOCTUH- NOPOLLOK A/151 OPa/IbHOTO ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/15448/01/01
340POB'A po3uunHy, no 55,318 r 06MexeHo 06MexeHo marepianis: 3MiHU | TUMY - 3MiHK
NOPOLLKY Y nakeTi; no 6 BiANOBiAa/IbHICTIO BiANOBIAANILHICTIO BHECEHO A0 IHCTpyKUii Ans
nakeTiB y KOpooL,i "PapmaueBTnyHa "PapmaueBTnyHa MeZMYHOro 3acTocyBaHHsA
KomMnaHis "3gopos'a” KomMnaHis "3gopos'a” nikapcbKoro 3acoby o po3giny
"Oco61mBOCTI 3acTOCyBaHHA"
BiANOBIAHO A0 OHOBNEHOI
iHchopMmalii 3 6e3neku Ajrunx
peyoBUH (Makporosny) 3rigHo 3
pekomeHgauiero EMA-PRAC
115. | AIACKAH PO34UH A5 iH'EKLA, NO M.BioTek NimiTes Benuka CaHoxemis ABCTpis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/16444/01/01
300 mr/mn, no 50 mn a6o BpuTaHis dapmavesTuka Al marepianis: 3MiHu | TUMY - 3MiHK

no 100 mn y dhnakoHax
Nel

Lof0 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMauii Wwoao
3a3HaYeHHS OAUHULb
BUMIpIOBaHHS y cuctemi Sl.
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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

BHeceHHs 3MiH Jo po3giny
«MapkyBaHHsa» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-Tm MicALiB 3 gatu
3aTBEPAKEHHS

116.

OIACKAH

PO34UH O15 iH'EKLA, NO
370 mr/mn, no 50 mn abo
no 100 mn y donakoHax
Nel

M.BioTek JlimiTeq

Benvka
BpuTanis

CaHoxemis
dapmauesTrka Al

ABCTpist

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.
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. BBeeHHs 3MiH
npoTArom 6-Tu MicAuiB 3 gatu
3aTBEPAXKEHHS

3a peyenmom

UA/16444/01/02

117.

AOKCUUMKNIH

Kancynu no 100 mr no 10
kancyn y 6nictepi, no 1
6nicTepy B nayui

My6niyHe akuioHepHe
TOBapuUCTBO "HaykoBo-

BUPOGHNUNIA LIEHTP
"BopLuariBCcbkuii
Ximiko-
hapmaLeBTUYHNIA
3asofa”

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

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

BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13;
3anponoHoBaHo: MapKyBaHHs.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS yNakoBKK.
OHOB/EHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBepAKEHHS

3a peyernmom

UA/3292/01/01

118.

ErNOHIN®

pO34uH A4 iH'ekuiid, 100
Mr/2 mn Ne6: no 2 mn B
amnyni; no 6 amnyn y
KOHTYPHUX YapyHKax y
KapTOHHiiA KOpo6Li

TOB "CaHodhi-ABEHTIC

YkpaiHa"

YKpaiHa

OENBb®APM AIKOH

PpaHuis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TURY -
BHECEeHHS 3MiH go p. 3.2.P.1
Description and composition of the
drug product, a came: 3amiHa
npsIMoOro Apyky iHchopmadii Ha
amnynax Ha eTuKeTKy, fka MiICTUTb

3a peyenmom

UA/3818/03/01
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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
iHdhopmauito npo N3;
3anpornoHosaHo: p. 3.2.P.1
Description and composition of the
drug product Container and
closure system Primary
packaging: Colorless, labeled,
type | glass ampoule of 2 ml with a
break system
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHSs!
119. | EK3OAEPUN® Kpem 1 % no 15r a6o 30 r CaHpo3 CnoseHis BUPO6HUK in bulk, AscTpisi/ BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/3960/01/01
y Ty6i; no 1 Ty6i B dapmacbioTikans 4.4, nepBuHHE i HimeyunHa marepianis: 3MiHK | TURy - 3MiHK
KapTOHHIA KopooLi BTOpPUHHE Loao 6e3nekn/edeKTMBHOCTI Ta
nakyBaHHs, hapmakoHarnagy (iHLwi 3MiHu) -
KOHTpO/b: Mepk OHOBJ/IEHHS TEKCTY MapKyBaHHS
KraA & Ko Bepk yMakoBKM NikapcbKoro 3acoby 3
LWniTTanb, ABCTpis; BHECEHHSM iHdhopMauii Woao
BWMNYCK Cepil: 3a3Ha4YeHHA OANHULIb
CaHpos 'mbX - BVMIipIOBaHHSA y cuctemi Sl.
TexOnc, ABCTpIs; BHeceHHs 3MiH [0 po3ainy
BMPOGHMK in bulk, “MapkyBaHHA" MKA N13;
NepBUHHE i 3anpornoHoBaHo: MAPKPOBKA
BTOPWHHE CornacHo npunaraeMomy TeKCTy
nakyBaHHs, MapKMpoBKW. TepMiH BBEAEHHS
KOHTPO/b, BUMYCK 3MiH NpOTAroM 6 MicAuiB nicns
cepii: CantoTac 3aTBEPAXKEHHSA
dapma N'vbX,
HimeyynHa
120. | EKCIOXAL, TabneTtku, Wo HosaprTic ®apma Al LLiBeiiuapis HosapTic ®apma LLiBeiiuapis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/6731/01/01
avcneprytoTecs, no 250 LWreiriH Al marepianis: 3MiHu | TUMY - 3MiHW
Mr, No 7 TabneTok y Lwoao 6e3nekn/edeKTMBHOCTI Ta
6nicTepi, no 4 6nictepu B hapmakoHarnagy - 3amiHa
Kopoo6ui po3giny «IpaciuHe odhopmaIeHHS
yrnakoBKU» Ha po3g4in
«MapkyBaHHs» B MKA N3:
3anponoHoBaHo: Po3gain
«MapkyBaHHs1» MapKyBaHHSI.
3rigHO 3aTBEpP)KEHOTO TEKCTY
MapKyBaHHS.
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBeaeHHs 3MiH npoTsarom 6
MicsUIB Nicns 3aTBEpPAKEHHS
121. | EKCIOXKAL Tabnetku, Lo HosaprTic ®apma Al LBeliuapis HosapTic ®apma LBeliuapis BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/6731/01/02

oucneprytotbes, no 500
Mr, Mo 7 TabneToK y

LWTenH Al

marepianis: 3MiHK | TUMy - 3MiHK
L10f10 6e3nekn/edpekTMBHOCTI 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 4 6nictepn B
KopooLi

hapmakoHarnsgy - 3amiHa
po3giny «IpadivuHe ohopmNeHHs
yNakoBKM» Ha po3fin
«MapkyBaHHsA» B MKA N13:
3anponoHoBaHo: Po3gin
«MapKyBaHHs» MapKyBaHHS.
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS.
OHOB/EHHS TEKCTY MapKyBaHHS
YMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BBefeHHA 3MiH NpoTArom 6
MicsLiB Nicns 3aTBEPAKEHHS

122.

ENISEN®

Kpem A1 30BHILLHbOr0
3actocyBaHHsa 1 %; no 15
r,30r,60ra6o100ry
Ty6i; no 1 Ty6i B Kopo6ui 3
KapToHy

MEJA ®apma M'mbX
eHp, Ko. KI

HimeuunHa

MEJA
MeHblohekuepuHr

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK 3
AKOCTi. [O0TOBWIA Nikapcbkuin 3aci6.
Cucrtema
KOHTelHep/3aKynopoBabHui
3aci6. 3MiHa po3mipy ynakosku
rOTOBOrO JliKapCcbKoro 3acoby
(3miHa macu/o6'emy BMIiCTY
KOHTeliHepa 6arato030B0ro
nikapcbkoro 3acoby Ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0fIHOA030BOr0, YacTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHS
poaarkosux ynakosok no 30 r, 60 r
a6o 100 r y Ty6i; mo 1 Ty6i B
KopobLi 3 KapTOHy, 6e3 3MiHU
NEepPBUHHOTO NaKyBasIbHOro
Marepiany Ta 3 BiANOBIAHUMY
3MiHaMU y p.«YnakoBka». 3MiHU
BHECEHO B IHCTPYKL,il0 AN1A
MeAMYHOro 3aCTOCYBaHHA Y p.
"YnakoBka" 3 BiANOBiAHUMM
3MiHaMW y TEKCTi MapKyBaHHs
YMakoBKM NiKapCbKoro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu).
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA /13"
3arBepmkeHo: Mpadmueckoe
0hopM/IEHNE YNAKOBKM.

3a peyernmom

UA/7137/01/01
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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

3anponoHoBaHo: TekcT
MapKyBaHHs. Bignosigae
3aTBEPKEHOMY TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OOVHNLL
BUMIpPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsyiB nmicns
3aTBEPLXEHHA.3MiHM | TNy -
3MiHM Wwoao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy (iHwi 3miHK).
3MiHM BHECEHO B IHCTPYKLiO AN1a
MeJMYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby LWoao
OHOBJIEHHS ANKNaivepy 3
hapmHarnsgy. BeefeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS

123.

ENNOKCATUH®

KOHL,EHTpaT 419 po3ynHy
Ans iHdysii, 5 mr/mn Ne 1:
no 10 mA KOHLUeHTparty,
Lo MicTATb 50 Mr
okcaninnatuHy, y nakoHi
a60 20 M1 KOHUeHTpaTy,
Lo MicTATb 100 Mr
okcaninnatuHy, y
chnakoHi; B nigaoHi,
3anasHoMy KpULLKOtO, B
KapTOHHI/ Kopoo6Li

TOB "CaHodpi-ABEHTIC
YkpaiHa"

YKpaiHa

CaHodpi-ABeHTiC
[onunang Tm6X

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHa y
KOPOTKIil xapakTepucTuui
nikapcbKoro 3acoby, TKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
MeJMYHOro 3acTOCyBaHHSA Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiinnii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO A0 niaHy
negjatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OPraHoM) - 3MiHU
BHECEHO [0 iHCTPYKLi AN
MeAUYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby o posginy
"Mo6iuHi peakuyii" BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
[ito40oi peyoBrHY. BBeeHHS 3MiH
NpoTSArom 6-Tu MicauiB nicas

3a peyenmom

UA/9385/02/01
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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

3aTBEepKEHHS

UA/5195/01/03

124.

EMCE®®

MOPOLLIOK A/151 PO3UNHY
Ans iH'ekuin no 1000 mr, 1
chn1akoH 3 NOPOLLKOM Y
KapTOHHI ynakoBLi

Abpun ®opmyneniH3
Mer. N14.

IHais

Hekrap
NaiicpcaitHcis
NimiTea-HOHIT VI

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHsa" MKA /13.
3arBepmkeHo: MAPKYBAHHA.
TeKkcT MapKyBaHHA NepBnHHOT Ta
BTOPVHHOI YNaKoBKW [OAAETHCA.
3anponoHoBaHo: MAPKYBAHHSA.
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHs. TepMiH BBEAEHHS
3MiH MpOTAroM 6 MicAuiB nicns
3aTBEpMKEHHS. 3MiHU | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
Micus NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO AKOCTI.
(misnbHiCcTb, 3a AKy Bignosigae
BUPOGHMK/IMMOPTEP, BKIOYAKOUM
BWMNYCK Cepiin) 3miHa
HalilMeHyBaHHSA Ta agpecu micus
NPOBaPKEHHS AiSA/IbHOCTI

3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHSI.

BMpOGHUKa M13. TepmiH BBEAEHHSA

3a peyenmom

3a peyernmom

UA/2818/01/01

125.

EHANANPUN

Tabnetkv no 0,01 r no 10
Tabnetok y 6nictepi, no 1,
abo 2, abo 3, abo 5, abo 9
6nictepis B nauui

MpuBaTHE akujioHepHe
TOBapuCTBO "J1EeKXiM-
Xapkis"

Ykpaina

MpuBaTHe
akuioHepHe
TOBapuCTBO "JleKxiMm
- Xapkis"

YkpaiHa

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

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXE 3aTBEPKEHOr0
TEKCTY MapKyBaHHS Ta BHECEHHS
3MiH 0 po3ainy MKA.
MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo go
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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
3aTBEPKEHOTO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH NpoTAaroM 3 Micauis nicns
3aTBEPAKEHHS
126. | EHANANPUN Tabnetk no 0,01 rin bulk: | MpuBaTHe akuioHepHe Ykpaina MpuBaTHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx - UA/2819/01/01
no 5000 TabneTok y TOBapUCTBO "flekxim- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHK
KOHTeliHepax XapkiB" TOBapUCTBO "“J1ekxiM Loao 6e3nekn/edeKTMBHOCTI Ta
- XapkiB" thapmakoHarnagy (iHLwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIiplOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXEe 3aTBEPAKEHOrO
TeKCTy MapkyBaHHs in bulk: no
5000 TabneToK y KoHTelHepax
(BHECEHHSA NO3HAYeHb OAMHULL
BVIMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbKoro andasity) Ta
BHECEHHS 3MiH 0 po3ainy MKA.
lMponoHoBaHa pepakuis:
MAPKYBAHHSA BignosigHo ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs. [1ns nikapcbkoro
3acoby y dhopmi in bulk:
BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS, Lo
[OAAETLCA.
TepMiH BBEAEHHS 3MiH NpPOTAroM 3
MicsILiB Nicns 3aTBEPAKEHHS
127. | EHAN®-H Tabnetku no 10 mr/25 mr; KPKA, g.4., HoBo CnoseHisa BMPOGHMLTBO "in CrnoseHis BHeCeHHS 3MiH [0 peecTpaviliHnX 3a peyernmom UA/4255/01/01
no 10 TabneTtok y MecTo bulk", nepBrHHe Ta MaTepianis: TexHi4yHa noMunka
6nictepi; no 2 a6o no 6, BTOPWHHE (3rigHo Hakasy MO3 Big,
abo no 9 6nictepiB y nakyBaHHs, 23.07.2015 Ne 460) - BunpasneHo
KapTOHHIA KopooLi KOHTpONb cepii Ta TEXHiYHY NOMUNKY B po3gini 1.
Bunyck cepii: KPKA, HA3BA NIIKAPCbKOIo 3ACOBY
A.4., HoBo mecTo, TEKCTY MapKyBaHHS 30HILLHbOT
CnoBeHiIf1; KOHTPO/b yNakoBKM iKapCbKoro 3acooby:
cepii (hisnyHi Ta 3arBepakeHo: "EHan®-H
XiMiYHi meToau EHananpun/rigpoxnopotiasung 10
KOHTpoNt): HN30X mr/\25 mr". 3anponoHoBaHo:
(HavujoHanbHi "EHan®-H
nabopartopis 3a EHananpun/rigpoxnopotiasug 10
34paB’e, OKONE iH Mmr/25 mr".
XpaHo), CnoseHis
128. | EHAT 100 kancynm m'siki 100 MO no MErA TainaHg Mera JflaiipcaiieHcis TainaHg BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/9439/01/02
10 kancyn y 6nictepi, no 3 NAN®CANEHCI3 Mab6nik KomnaHi marepianis: 3MiHU | TURY - 3MiHK
6NicTEPV B KAPTOHHIN Mab6nik KomnaHi NimiTeq o0 6e3nekn/edekTMBHOCTI Ta
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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 Nimiten thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
TepMmiH BBEL,EHHS 3MiH - MPOTAroM
6 MicAuiB nicnsa 3aTBepaAKEHHS
129. | EHAT 200 kancynu m siki 200 MO no MEFA TainaHg Mera NaidcaneHci3 TainaHg BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/9439/01/03
10 kancyn y 6nictepi, no 3 NAVOCAMEHCI3 Mabnik Komnani marepianis: 3MiHu | TUMY - 3MiHK
6nicTepn B KAPTOHHIA Mab6nik KomnaHi NimiTen ofo 6e3nekn/edekTMBHOCTI Ta
Kopoo6ui Niviten thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
TepmiH BBEA,EHHS 3MiH - MPOTArOM
6 micauiB nicns 3aTBepmKeHHS
130. | EHTEKABIP TabneTku, BKPUTI FETEPO J1IAB3 IHAin [eTepo /1a63 IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17761/01/01
NAiBKOBOK 060JI0HKOLO, MO NIMITEL Nimiteq marepianis: 3MiHu | TUMY - 3MiHW
0,5 mr Ne 30 y KoHTeiliHepi, Lwoao 6e3nekn/edeKTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnagy (iHLwi 3miHu) -
Kopoo6ui OHOBJ/IEHHS TEKCTY MapKyBaHHS
yNaKkoBKM MikapCbKoro 3acoby 3
BHECEHHSM iHdhopMaLii Wwoao
3a3Ha4YeHHs oAnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBepAKEHHS
131. | EHTEKABIP TabneTku, BKPUTI FETEPO J1AB3 IHais I'eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17761/01/02
NAiBKOBOK 060JI0HKOIO, MO NIMITEL Nimiten marepianis: 3MiHu | TUMY - 3MiHK
1 mr Ne 30 y KOHTelHepi, Lof0 6e3nekn/edekTMBHOCTI Ta
no 1 KoHTelHepy y thapmakoHarnagy (iHwi 3MiHu) -
Kopoo6Li OHOBJ/IEHHS TEKCTY MapKyBaHHs
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHchopMauii Wwoao
3a3HayYeHHs oAVHULb
BUMIPIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MicsILiB NicNs 3aTBEPAYKEHHS
132. | ENINEH pO34uH A8 iH'ekui, 0,3 MEJA AB LLiBeuis €BpocpiHc Lanis/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/14931/01/01
Mr/403y No 2 M PO34UHY Biochapma MpopgakT HimeuunHa/ marepianis: 3MiHU | TUMY - 3MiHK
y nonepesHbL0 HaNoBHEHIN TecTiHr, JaHis cA/ Lofo 6e3nekun/edpekTMBHOCTI Ta
pyuui; no 1 nonepefHb0 (komnaHis, LWo HigepnaHgn hapmakoHarnagy (iHwi 3MiHn) -

HanoBHeHiIN pyyli B Ty6i;

Bignosigae 3a

BHECEHHS 3MiH 0 po3ainy
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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

no 1 Ty6i B kopobu, 3
KapTOHY

npoBefeHHs
KOHTPO/IO SIKOCTI);
MEJA dapma M'moX
eHp Ko. KT,
HimeuyunHa
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
BUNyCK cepir);
Mepigian Megikan
TekHonogxmc, IHK.,
CLUA (B1pOGHUK,
BiZiNOBIgabHUIA 3a
BMPOGHMLTBO
Hepo3dhacoBaHOl
npoAayKuit
(nigroToBka,
acenTnyHa
inbTpavis,
HarnoBHEHHA Ta
yKynopka));
Mepigian Megikan
TekHonogxmc, IHK.,
CLUA (B1pOGHUK,
BiZiNOBIgabHUIA 3a
TecTyBaHHSA Ta
KOMMekTawito);
MN® B.B.
(MaHydhakTypiHr
MekemKuHr
dapmaka),
HigepnaHgm
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
MMN® B.B.
(MaHydhakTypiHr
MexkemKnHr
dapmaka),
HigepnaHnaun
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
POW-AENBTA
v6X eHg Ko. Kr,
HimeuunHa
(albTepHaTUBHMIA

“MapkyBaHHA" MKA N3;
3anponoHoBaHo: MapKyBaHHs.
Bignosigae 3atBepgKeHoMy
TEKCTy MapKyBaHHS. OHOB/EHHS
TEKCTYy MapKyBaHHS yNaKkoBKu/
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCALIB NicNs 3aTBEpPAKEHHS
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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

BMPOGHUK,
BiANOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dapma
NoricTuk 'M6X ,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
dapm/lor Papma
Norictuk M'M6X,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIAabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)

133.

ENINEH
FOHIOP

po3unH ANns iH'ekuii, 0,15
Mr/A03y; N0 2 M1 PO34NHY
y nonepesHbLO HanoOBHEHIl
pyuui; no 1 nonepefHb0
HamnoBHeHiIN pyyLj B Ty6i;
no 1 1y6i B kopobu,i 3
KapToHy

MEZA AB

Lseuis

€spochiHc
Biochapma Mpogakt
TecTiHr, JaHis
(komnaHis, LWo
BignoBigae 3a
npoBefeHHs
KOHTPOJIHO SIKOCTI);
MEJA ®apma M'meX
eHf Ko. KT,
HimeuunHa
(BUPOGHNK,
BiANoBigabHUIA 3a
BUMYCK cepii);
MepigiaH Megikan
TeKHOMoAXMC, IHK.,
CLWA (BNpO6HMK,
BiANOBiAA/IbHWIA 3a
BUPOGHMLTBO
Hepo3dgacoBaHOl
npoaykuii
(nigroToBka,
acenTnyHa
hinbTpavis,
HanoBHEHHA Ta
yKynopka));
MepigiaH Megikan
TeKHOMoAXMC, IHK.,
CLWA (BNpO6HMK,
BiANoBiAa/IbHWIA 32

[Janis/
Himeuunna/
CLia/
HigepnaHgm

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

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignoBifae 3aTBepmxeHOMy
TEKCTYy MapKyBaHHA. OHOBMEHHS
TEKCTY MapKyBaHHS yNakoBKm

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoao 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeEeHHS 3MiH NpOTArom 6-Tu

MiCALB Nicnsa 3aTBepAKeHHs

3a peyernmom

UA/14932/01/01
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n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Homep
peecmpayiliHo2o
nocsio4yeHHs

TecTyBaHHSA Ta
KOMMekTawito);
MMN® b.B.
(MaHyhakTypiHr
MekemKuHr
dapmaka),
HigepnaHgm
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
MM® B.B.
(MaHydhakTypiHr
MeKkemKnHr
dapmaka),
HigepnaHnaun
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
POW-AENBTA
v6X eHg Ko. Kr,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIgabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
dapm/lor Papma
NoricTnk M'M6X ,
HimeuyunHa
(anbTepHaTMBHWMIA
BMPOGHUK,
BiANoOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dapma
NoricTnk M'm6X,
Himeuunna
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPUHHY YNaKoBKY)

134.

EPUTPOMILUVH

Tabnetku no 100 mr, no 20
Tabnetok y 6nictepi; no 1
6nicTepy B nauui 3
KapToHy

My6niyHe akuioHepHe

TOBapuCTBO "HaykoBo-

BMPOGHUUNIA LLEHTP
"BopLuariBcbkuii

YKpaiHa

My6niyHe
akuioHepHe
TOBapUCTBO

"HaykoBo-

YkpaiHa

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

3a peyernmom

UA/3701/01/01
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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

Ximiko-
hapmaLeBTUYHNI
3asog"

BMPOGHWYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
hapmaueBTUYHWI
3asofa”

BHECEHHS 3MiH [0 po3Ainy
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpPAXEHOrO
TEKCTY MapKyBaHHS ynakoBKU.
OHOB/EHHA TEKCTY MapKyBaHHS
YMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

135.

EPIJE3-
OAPHULA

TabneTku, BKpUTI
060/10HKOI0, N0 5 Mr no 10
TabneTokK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 1
abo no 2, abo no 3
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"®apmaueBTnyHa
hipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

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/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'auecnasoBuy

6e3 peyenma

UA/12919/01/01

136.

ECNEPANb®

Tabnetku no 500 mr Ne 20:
no 20 TabneTok y
donakoHi, no 1 dpnakoHy B
KapTOHHI Kopoo6Li

TOB "CaHodi-ABeHTIC
Ykpaiva"

Ykpaina

Codhapumekc -
IHaycTpia Kimika e
dapmaceyTika, C.A.

Moptyranis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMarepianis: TeXHIYHA NOMUSIKA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBfieHo
TEXHIYHY NOMUJIKY Y TEKCTI
MapKyBaHHS NEPBUHHOI yNakoBKW
N3; 3ANPOMOHOBAHO: 4. ATA
3AKIHYEHHA TEPMIHY
NMPNOATHOCTI MNpuaatH. ao:

3a peyernmom

UA/5332/01/01

101




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
3a3HaueHe BUMpaBeHHs
Bignosigae apxiBHUM MaTepianam
peecTpaLiiiHoro Aocke
137. | ECTIBA 600 TabneTku, BKpUTI FETEPO NIAB3 IHAisa [eTepo /1a63 IHAis BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/1590/02/01
060/10HKO10, 10 600 mr, No NIMITEL NimiTen marepianis: 3MiHu | TUNY - 3MiHK
30 TabNeTokK y KOHTEHepI; ofo 6e3nekn/edhekTMBHOCTI Ta
no 1 KoHTeliHepy B hapmakoHarnsgy (iHwi 3miHn) -
KapTOHHIA KOopoo6Li OHOB/IEHHS TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA N13:
3anpornoHosaHo: Mapkunposka B
COOTBETCTBUW C YTBEPXKAEHHbIM
TEKCTOM MapKvMpoBKW. BBeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
138. | ETAMBYTON Tabnetku no 400 mr no 10 My6niyHe akuioHepHe YkpaiHa My6niuHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/0136/01/03
Tabnetok y 6nictepi; no 5 ToBapucTBo "HaykoBo- akujioHepHe marepianis: 3MiHu | TUMY - 3MiHW
6nictepis y nayui; no 120 BMPOGHUYUIA LEHTP TOBapuCTBO Lwoao 6e3nekn/edeKTMBHOCTI Ta
TabneToK y KOHTeliHepi "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHLwi 3miHu) -
nnacTMkosomy; no 1 XiMmiKo- BUPOBHNYMNIA LLEHTP BHECEHHS 3MiH 4,0 po34iny
KOHTeliHepy B Mmaui; no hapmaLeBTUYHNI "BopuyariBcbKuii “MapkyBaHHs" MKA N13;
1000 Tabnetok y 3asog" XiMiKo- 3anponoHoBaHo: MapKyBaHHS.
KOHTeliHepi hapMaLeBTUYHWIA BignosigHo 40 3aTBEpAXEHOro
n1acTMacoBoMy 3asof" 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 nicnsa 3aTBepAKeHHs
139. | E®EPA/TTAH Cyno3nTopil peKkTasibHi No YIMNCA CAC dpaHuis YIMCA CAC dpaHuin BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/5237/03/01

80 mr; no 5 cynosutopiis y
6nictepi; no 2 6nictepu B
KapTOHHI Kopo6Li

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
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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 34iiCHEHHS
chapmakoHarnsgy: nporoHoBaHa
pepaxuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHMUX AaHnX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsay

140.

E®EPA/TAH

Cyno3unTopii pekTasbHi No
150 mr; no 5 cynosuTopiis
y 6nicTepi; no 2 6nictepu
B KAQpPTOHHI kopo6ui

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

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

hapmakoHarnsgy. BeegeHHs abo

3MiHU [0 y3araslbHEHVX 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/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIAA/IbHOI 3a 3AiACHEHHS

thapmakoHarnsgy: nponoHoBaHa

pepakuisi: Lilit Khatchikian, MD,

MS. 3MiHa KOHTaKTHUX AaHuX

YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI

dhapmakoHarnsgy

6e3 peyenma

UA/5237/03/02

141.

E®EPA/TAH

Cyno3unTopii pekTasbHi no
300 wmr; no 5 cynosuTopiis

YMNCA CAC

PpaHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianis: 3MiHK | TUMNY - 3MiHK

6e3 peyenma

UA/5237/03/03
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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

y 6nicTepi; no 2 6nictepu
B KapTOHHI kopobui

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,

BiNOBiAAIbHOT 3a 34iiCHEHHS
chapmakoHarnsgy: npornoHoBaHa

pepaxuis: Lilit Khatchikian, MD,

MS. 3MiHa KOHTaKTHWUX AaHnX
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,

BiANOBIAA/IbHOI 3a 3AiICHEHHS

dhapmakoHarnsay

142.

E®EPA/TAH

pO34uH opasibHUiA 3 %; no
90 mn 'y donakoHi; no 1
donakoHy B KOMM/IEKTi 3
MipHOIO JTOXKOH Y
KapTOHHIA KOopoo6Li

YMNCA CAC

®paHuis

YMNCA CAC

®paHuis

BHECEHHS 3MiH 40 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,
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
hapmakoHarnsgy) - 3miHa
YMNOBHOBAXEHOT 0COOU 3asIBHMKA,

6e3 peyenma

UA/5237/02/01
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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

BiANoBiAa/IbHOI 3a 3[jACHEHHSI
thapmakoHarnagy: NponoHoBaHa
pegaxuisi: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHUX AaHNX
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy

143.

E®EPA/TTAH

Tabnetku wunydi no 500
Mr; Mo 4 TabneTkn y
cTpwni; No 4 cTpunn y
KapTOHHIA KOopoo6Li

YINCA CAC

dpaHuin

YICA CAC

PpaHuin

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6M 3as1BHYKA,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
chapmakoHarnsgy: MponoHoBaHa
pepaxuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHMX AaHnX
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnagy

6e3 peyenma

UA/5237/01/01

144.

E®EPA/ITAH 3
BITAMIHOM C

Tabnetku wunyui, 330
Mr/200 wmr; no 10 TabneTok
y Ty6i; no 1 abo no 2 Ty6m
B KapTOHHI kopo6ui

YMNCA CAC

®paHuin

YMNCA CAC

PpaHuin

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHu | TURY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHW [0 Y3ara/ibHEHUX AaHuX npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHeHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnsay; KOHTakTHoI

6e3 peyenma

UA/7278/01/01
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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

145.

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 34iiCHEHHS
thapmakoHarnsgy: MponoHosaHa
pepaxuis: Lilit Khatchikian, MD,
MS. 3MiHa KOHTaKTHMUX AaHnX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmakoHarnsay

146.

€BPO
LUMNTPAMOH®

Tabnetku no 10 a6o 20
Tabnetok y 6nictepi; no 1
6nicTepy B KAPTOHHIl
naui

mi6e MM6X
ApuHalimiTTens

HimeuunHa

mibe MmeX
ApuHaiimiTTens

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
OHOBJ/IEHHS cepTuddikaTty

BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 1998-022-
Rev 03 gnsa Ad| Caffeine Big Bxe
3aTBEPKEHOr0 BUPOGHUKA
Siegfried PharmaChemikalien

Minden GmbH , BHacnnigok 3miHu

BMPOGHUYOI AinbHNLi ADI 3 BASF

PharmaChemikalien GmbH & Co.

KG Ha Siegfried
PharmaChemikalien Minden
GmbH

6e3 peyenma

UA/10827/01/01

147.

EBPOKCUM

EBPOKCUM

MOPOLLIOK A1 iH'EKLI/ No
750 wmr, 1 a6o 10
oNakoHiB 3 NOPOLLKOM B
KapTOHHI KopoobLi

€Bpo Navidkep /Tg,

Benvka
BpuTtaHis

ENCiEc fobdap
C.M.A.

ITanis

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
3a3HayYeHHsA oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

3a peyernmom

UA/12560/01/01

MOPOLLIOK A5 iH'eKUili No

1,51, 1 a6o 10 donakoHiB 3

€8po Navidkep NTa

Benuka
BpuTaHis

EiCiEc [o6dap
C.IMN.A.

ITanisa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHu | TUny - 3MiHK

3a peyenmom

UA/12560/01/02
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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

MOPOLLKOM B KAPTOHHIl
KopooLi

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMauii Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

148.

E€BPOHEKC

pO34uH A4 iH'ekuiid, 100
Mmr/mn, no 5 mn B amnyni,
no 5 amnyn y KapTOHHii
Kopoo6Ui

€BPO NANPKEP
MPAMBIT NIMITEL

IHais

Crepin-IxeH Naind
CaitHcic (Mi) NimiTepq,

IHais

BHECEHHS 3MiH 40 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 npoTsarom 6-Tu
MicALiB nicna 3aTBepAKeHHs

3a peyernmom

UA/18021/01/01

149.

3ANI3A
AMOHIAHOIro
UNTPAT

MOPOLLIOK (Cy6CcTaHuis) y
noNieTUNEHOBUX MilLKax
Ansa dhapmaleBTUYHOIO
3acTOCyBaHHSA

CninbHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"Cnepko YkpaiHa"

Ykpaina

[Op. Mayn JlormaHH
vM6X & Ko. KraA

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
AAMIHICTPaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MicUs NpoBaKEHHS AiANIbHOCTI
BMPOGHMKa (BKIKOYaKOUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHS
KOHTPO/O AIKOCTI), a60 BlacHuKa
MacTep-chaiina Ha A®l, abo
noctavanbHvika Ad|/BuxigHoro
marepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYIOTbCA Y
BMPO6HMLTBI ADI (SKLLO
3a3HayeHo y OCbE Ha NiKapCbKuii
3acib) 3a BiagcyTHOCTI cepTuddikata
BIANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepykeHoMy
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HayeHo Yy [10CbE) - 3MiHa Ha3BU
BUpo6HMKa APl 3anisa
aMOHINHOro uMTpaty, 6e3 3MiHu
Micusa BUPO6HMLTBA

UA/6441/01/01

150.

3APCIO®

PO34MH ANA iH'eKLiin abo
iHdysiiA, 30 maH O/0,5
Mn; no 0,5 M1 po3yunHy B

CaHpo3 M'm6X

ABCTpis

At [j Ti Bionorika
v6X, HimeuunHa
(BignoBiganbHUiA 3a

Himeuuunna/
ABCTpIst

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHK | TURy - 3MiHK
L10f10 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/12447/01/01
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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
nonepegHbLO 3anoBHEHOMY BMPOGHMLTBO, thapmakoHarnsgy (iHwi 3MiHn) -
LUMPWLL, OCHALLEHOro nakyBaHHS, BHECEHHS 3MiH [0 po3ainy
NOPLUHEM, iH'EKLiiHO0 KOHTPO/b cepii); “MapkyBaHHsa" MKA N13;
rO/IKOK, KOBMAYKoM Ta CaHpgo3 'm6X — 3anponoHoBaHo: MapKyBaHHS.
3aXUCHUM NPUCTPOEM A/1A Bi3Hec nigpo3ain BignosigHo o 3aTBEpAXeHoro
3anobiraHHs TEXHONOoriYHa TEKCTY MapKyBaHHs. OHOBNEHHSA
MOLUKOZKEHHS FOJIKO0 po3pobka Ta TEKCTY MapKyBaHHS ynakoBKu
nicns 3acTocyBaHHs, y BMPOBHNLTBO NiKapCbKoro 3acoby 3 BHECEHHAM
6nicTepHiin ynakosLi; no 1 6ioNorivyHmnx iHchopmauii LWoao 3a3HaveHHs
abo 5 6nictepHux nikapcbknx 3acobis OAVHWLb BUMIPIOBAHHS Y CUCTEMI
YMakKoBOK B KAPTOHHIl WadteHay (BTAM Sl. BBeieHHs1 3MiH NpOTArom 6-Tu
Kopoo6ui AnC), Asctpis MicSLiB NicNsA 3aTBEPAYKEHHS
(BignoBiganbHWiA 3a
BUPOBHMLTBO,
nakyBaHHS,
KOHTpO/b cepii Ta
BUNYyCK cepii)
151. | 3APCIO® pO3unH AN4 iH'eKuin abo CaHpos 'meX ABCTpis A [li Ti Bionorika Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/12447/01/02
iHcpysiii, 48 mnH OA/0,5 v6X, HimeyunHa ABCTpis marepianis: 3MiHu | TUMY - 3MiHK
M, no 0,5 M1 po3unHy B (BignoBifanbHWiA 3a ofo 6e3nekun/edekTMBHOCTI Ta
nonepeAHL0 3anoBHeHOMY BMPOGHMLTBO, thapmakoHarnsgy (iHwi 3MiHn) -
LUMPWLL, OCHALLEHOro nakyBaHHs, BHECEHHS 3MiH [0 po3ainy
NOPLUHEM, iH'EKLiIHO0 KOHTPO/b cepil); “MapkyBaHHs" MKA N3;
rO/1IKOI0, KOBNAa4koM Ta CaHpo3 'm6X — 3anponoHoBaHo: MapKyBaHHS.
3axXVCHVM MPUCTPOEM A/1A Bi3Hec nigpo3ain BignosigHo Ao 3aTBEpPAKEHOrO
3anobiraHHs TeXHoMorivyHa TEKCTYy MapKyBaHHA. OHOBEHHS
MOLLKOKEHHS FO/IKO0 po3pobka Ta TEKCTY MapKyBaHHS ynakoBKu/
nicnsa 3acToCyBaHHs, y BMPOOHNLTBO NiKapCbKOro 3acoby 3 BHECEHHAM
6nicTepHiin ynakosui; no 1 6ionoriyHnx iHbopmauii Wwoa0 3a3HaYeHHs
abo 5 6nictepHux nNikapcbknx 3acobis OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
YMakKoBOK B KAPTOHHIl Wadtenay (6TAM Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
Kopobui ANC), Asctpis MicALiB nicna 3aTBepAKeHHs
(BignoBifanbHuii 3a
BMPOGHMLTBO,
nakyBaHHS,
KOHTPOb cepii Ta
BUNYyCK cepii)
152. | 3EPKANIH® PO34MH HaLLKipHWiA, 1 % no AppaH-TaneHcbkuii Xopsaris ApnpaH-TaneHcbkuii Xopsaris BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/12443/01/01

30 mMn'y ckisiHOMY
donakoHi; no 1 dpakoHy B
KapTOHHI KopooLi

Na6opartopiit 4.4.

Na6opaTopiin 4.4,

marepianis: 3MiHu | TUMY - 3MiHW
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaX€EHOI 0cooH,
BiANOBIAA/IbHOI 3a 34iiCHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
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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
3asiBHMKA AN 34iNCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BifIMiHHA Bif, yNTOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapmakoHarisgy
(BKNHOYAKOYUN KOHTAKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0Cco6YU
3asBHWKa, BIANOBIAA/ILHOI 3a
dhapMakoHarnisg B YkpaiHi
153. | 3MgoBYAVH pO34uH opasibHUiA no 50 FETEPO /1AB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17965/01/01
mr/ 5 mn no 240 mny NIMITEL Nimiteq marepianis: 3MiHu | TURY - 3MiHK
chnakoHi, no 1 donakoHy Loao 6e3nekn/edeKTMBHOCTI Ta
pasom i3 10 MmN WnpuLom thapmakoHarnagy (iHwi 3miHu) -
ANA nepopasibHOro OHOBJ/IEHHS TEKCTY MapKyBaHHS
[o3yBaHHA i 1,5 mn yMakoBKM NikapcbKoro 3acoby 3
[03yBa/IbHUM LUNPULIOM Y BHECEHHSAM iHchopMaLii LWoAo
KapTOHHI KOpooLi 3a3HayYeHHs O4UHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
154. | 30NTEPO KOHUEHTpAaT A1 PO34nHYy FETEPO J1IAB3 IHais IeTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/14961/01/01
Ans iHdoy3ii, 4 mMr/5 mn; no NIMITEL NimiTen marepianis: 3MiHu | TURY - 3MiHK
5 M1 KOHUEeHTpaTy y LoAo 6e3nekn/edeKTMBHOCTI Ta
donakoHi; no 1 dpnakony y thapmakoHarnagy (iHwi 3MiHu) -
KapTOHHIA KopooLi OHOB/IEHHSI TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13:
3anpornoHoBaHo: MAPKYBAHHSA.
BignosigHo o 3aTBEpAXeHoro
TEKCTy MapkyBaHHs. BBefeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
155. | IBAHAPOHOB KOHLEHTpAaT A1 PO3UUHY Mictpan Kenitan AHrnis CiHTOH XicnaHis, Icnanis/ BHECEHHS 3MiH 1O peecTpaviiHnx 3a peyenmom UA/16132/01/01
A KUCNOTA- Ons iHdpysiid, 1 mr/mn; no 6 MeHemxmeHT JlimiTe, C.J1., IcnaHis Mapokko marepianis: 3MiHK | TUMy - 3MiHK
BICTA My ¢prakoHi; no 1 (KOHTPO/Ib AKOCTI, Loao 6e3nekn/edeKTBHOCTI Ta

(h/1aKOHY Y KapTOHHilA
Kopobui

BUMYCK Cepilf);
Cotema, Mapokko
(BUpO6HMLTBO,
nakyBaHHs)

hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 4,0 po3ainy
“MapkyBaHHA" MKA 13"
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOTO TEKCTY
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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. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HAaYEHHS OAVHNLB
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHSs!

156.

IBPAHC

kancynu no 100 mr, no 7
Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHIl
Kopobui

MOANSEP EAY.CLII.
KOPMOPEMLLIH

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MeX

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nogaHHA oHoBfeHoro ME-

CepTuddikaty BignoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-
CEP 2000-045-Rev 04 aons
[onoMikHOT pedyoBuHKM Gelatin Big,
B)XE 3aTBEPXEHOr0 BUPOOHUKA,
AK HacnifoK 3MiHa Ha3Bu Ta
afpecu snacHuka CEP 3 PB

GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3Bu Ta agpecu
BVMPOGHMNYMX AiNIbHULLb; 3MiHW |
TUny - NnogaHHsA oHosieHoro ME-
CepTuddikaty BignoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onoMikHOT pedyoBuHKM Gelatin Big,
BXE 3aTBEPKEHOr0 BUPOOHMKa
Nitta Gelatin Inc; 3miHu | Tuny -
nogaHHsa oHosneHoro ME-
CeptuchikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[0nomiKHOT pevoBrHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHMKa
NITTA GELATIN INDIA LTD;
3MiHW | TNy - BUNYyYeHHs ME-
CeprTucpikaTy BignoBigHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 ans
[L,0NOMIXHOT PEYOBVHU XeNnaTuH;
3MiHu | TNy - BUNy4YeHHs MNE-
CeprtuchikaTy BignoBifHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[0MNOMDKHOT PEYOBUHN XenaTuH

3a peyenmom

UA/15747/01/02

157.

IBPAHC

Kancynu no 125 wmr, no 7
Kancyn y 6nictepi; no 3
6NiCTEPWN Y KAPTOHHI

MOANSEP ENY.CLII.
KOPTOPENILLH

CLUA

Mdpaiizep
MeHtohekyypuHr
[Jonuneng Tm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
nofaHHsa oHossieHoro E-

3a peyenmom

UA/15747/01/03
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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

Kopoo6ui

CeprtuchikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[onomikHOT pevoBuHK Gelatin Big,
BXE 3aTBEepAKEHOro BUPO6HNKa,
AK HaCNifoK 3MiHa Ha3BK Ta
agpecu BnacHuka CEP 3 PB
GELATINS Ha TESSENDERLO
GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BW Ta agpecu
BUPOOHNYUMX AiNTbHULbE; 3MiHN |
MMy - NogaHHA oHoseHoro ME-
CeprtucpikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[onomikHOT pevoBuHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHuKa
Nitta Gelatin Inc; 3miHun | Tuny -
nofaHHA oHoBfeHoro E-
CepTudpikaty BignoBiAHOCTI
€sponeiicbkili hbapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onoMikHOT pedyoBuHU Gelatin Big,
BXE 3aTBEPKEHOro BUPOOHMKA
NITTA GELATIN INDIA LTD;
3MiHu | TNy - BUNy4YeHHs MNE-
CepTuchikaTy BignoBifHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 gns
[LOMOMDKHOI PEYOBUHM XeNaTuH;
3MiHM | TNy - BUnyyYeHHs ME-
CepTudpikaty BignoBiAHOCTI
€sponelicbkoi Papmakonei R1-
CEP 2004-320-Rev 00 ans
[0MOMDKHOT peYOBUHU XenaTuH

158.

IBPAHC

Kancynu no 75 mr, no 7
kancyn y 6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6ui

MeAN3EP ENY.CL.II.
KOPMOPEWLLH

CLUA

Mdpaiizep
MeHtodekvypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nogaHHsa oHosneHoro ME-

CeptuchikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0nomiKHOT pevoBrHK Gelatin Big,
BXe 3aTBEepPKEHOro BUPO6HNKa,
SIK HAC/MifoK 3MiHa Ha3BuK Ta
afpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO
GROUP N.V.Division PB Leiner Ta
3MiHa Ha3BM Ta agpecu

3a peyernmom

UA/15747/01/01
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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

BVMPOGHMYMX AiNbHUL; 3MiHW |
TMNY - NofaHHA oHosneHoro MNE-
CeprtuchikaTy BignoBifHOCTI
€Bponelicbkin hapmakonei Ne R1-
CEP 2005-217-Rev 02 gns
[0nomiKHOT pevoBuHK Gelatin Big,
BXe 3aTBEepA)KEHOro BUpo6HMKa
Nitta Gelatin Inc; 3miHun | Tuny -
noAaHHsa oHosneHoro ME-
CeprtuchikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onomikHOT pevoBuHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHuKa
NITTA GELATIN INDIA LTD;
3MiHM | TNy - BUnyyYeHHs ME-
CepTuddikaty BignoBiAHOCTI
€sponelicbkoi Papmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMDKHOT PEYOBUMHM XeNnaTuH,;
3MiHV | TUNy - BUNYyYeHHs ME-
CepTucpikaTy BignoBigHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[OMOMDKHOT PEYOBWHM XenaTuH

159.

130ANBYT®

MiKpOKpUCTaiYHUIA
MOPOLLIOK (Cyb6CcTaHuis) y
nakeTax noAginHmx
nonieTUNEHOBKX ANst
hapMaLeBTUYHOTO
3acToCyBaHHs

AT "®apmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: -3miHun | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHMKa (BNacHvka
peecTpauiiiHOro NocBigYEHHS);
3MiHK | TUnNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiaHOCTI, MicLe NpoBeAeHHS
KOHTPOJO SIKOCTI), 260 BriacHMKa
mMacTep-thaiina Ha A®l, abo
noctayanbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (SKLo
3a3HayYeHo y fOCLE Ha NiKapCbKuii
3acib) 3a BiACYTHOCTI cepTudiikara

UA/15061/01/01
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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
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HayvyeHo Yy [10CbE) - 3MiHa
HaliMeHyBaHHS1 BUPOBOHMKa
cybcTaHuii, 6e3 3MiHM Micus
BMpPOOHULTBA
160. | IBOKET® cnpeii OpoMyKko3Huii, 1,25 Nabopmep-Papma PymyHis ABapa LLleHHOH IpnaHgis/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/3055/01/01
mr/go3sy, no 15 mn (300 C.A. PapmacbloTUkan HimeyuunHa marepianis: 3MiHu | TUNY - 3MiHK
003) y donakoHi; no 1 Cepsices JlimiTesq, ofo 6e3nekn/edekTMBHOCTI Ta
h/1aKoHY B KapTOHHii IpnaHgjs hapmakoHarnsgy (iHwi 3miHn) -
Kopobui (BMPOGHMLTBO "in OHOB/IEHHS TEKCTY MapKyBaHHs
bulk" yNaKoBKM NiKapCbKoro 3acoby 3
anbTepHaTUBHWIA BHECEHHSAM iHchopMallii Lwoao
BUPOGHMK 3a3HaYeHHs OAUHULb
NnepBMHHOTO BVMIiptOBaHHA y cuctemi Sl.
nakyBaHHs, BHeceHHs 3miH A0 po3giny
HanoBHEHHA «MapkyBaHHs» MKA N13:
chnakoHiB); Elicika 3anponoHoBaHo: MapKyBaHHS.
dapmMacbloTUKaI3 3rigHo 3 3aTBEPAKEHVIM TEKCTOM
'M6X, HimeyunHa MapkKyBaHHs. TepMiH BBeeHHS
(BTOPUHHE 3MiH - MPOTAroM 6 MicsLiB nicns
nakyBaHHs); Eiicika 3aTBEPIKEHHS
PapmacboTrKan3
'm6X, HimeyunHa
(BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
NepBUHHOTO
nakysaHHs "in bulk",
Bignosigae 3a
BUMYCK cepii); Konen
Naynxaiim M16X eHg
Ko. KI', HimeuunHa
(nepBuHHE
nakyBaHHs,
HanoBHEHHS
hNakoHiIB)
161. | ISBONPUHO3UH | Ta6netky no 500 mr, no 10 | Tesa ®apmaveBTikan I13painb AT YropumHa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/8389/01/01
Tabnetok y 6nictepi; no 1, IHpacTpi3 T4, dapmaueBTUYHNI MopTtyranis marepianis: 3MiHu | TURY -
abo 2, abo 3, abo 5 3aBog, TEBA, nofaHHs OHOB/IEHOTO
6nicTepiB y KOpobLi YropwumHa BanigaviiHoro 3BiTy Ans
(BTOPUHHA MEeTOAVKM aHasli3y roTOBOro

ynakoBka, f103BiN Ha
BMNyCK cepil);
IHdhocay i -
IHCTITYTO OXKi

nikapcbKoro 3acoby 3a
NnoKasHUKoM «ETaHon ».
OHoBreHa Bepcis
VRRS/SOPT500/001 BKNtoHae
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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
dapmaceo i HaCTYMHi 3MiHW: - BYNn BK/IIOYEHI

IHoBaceo im Caynxi
YHinecoan, Naa.,
MopTyranis
(KOHTpONb cepiif);
JNly3omegikameHTa
TekHikan
dapmaLeBTikan
Cocbepage, C.A,,
MopTyranis
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpoAyKLii, NepBUHHA
ynakoBka, BTOPYHHA
ynakoBka, [103Bif1 Ha
BWMNYCK Cepil,
KOHTPO/Ib cepild)

yci pe3ynbTaTty Ta XxpomaTorpamu,
a BanigaLiiinii npouec 6yB
onucaHuii 6inbw NoBHO. MeTop,
KOHTPOJTI0 AKOCTi 3& MOKa3HUKOM
«ETaHo1» He 3MiHMBCS; 3MiHN |
TUNY - NOAAHHS OHOB/IEHOTO
BanigaviiHoro 3BiTy Ans
METOAVKM aHasli3y roTOBOro
nikapcbKoro 3acoby 3a
nokasHnkom «MikpobionoriyHa
yucToTa ». OHoBneHa Bepcia AVR
167.02 BKIHOYAE HACTYMHI 3MiHU: -
NoBTOpHAa BaslifaLis BU3HAYEHHS
«TYMC» 3 BUKOPUCTAHHAM
Cabypo AeKCTpo3Horo arapy +
xnopocpeHikony (SDA+). -
HeBeNWKi 3MiHN B OCPOPM/IEHHI
[OKYMeHTa; 3MiHu | Tuny -
He3HayHa 3MiHa hopMy/ItoBaHHsA
BUMOT A/151 NoKasHuka "Onuc" y
cneuudikaLii roToBoro
nikapcbKoro 3acoby
(3anponoHoBaHoO: Mpoaosrysari
TabneTkn 6inoro abo maixe
6in10ro KoNboOpy 3 NiHiED PoO30My
Ha ofHomy 6oui. Be3 3anaxy abo 3
NerkUM 3anaxom amiHis).
PeasnbHuii 30BHILLHIN BUrNSA,
TabneTkn He 3MIHIETbCA. 3a
H6axaHHAM BUPOOHUKaA
crneundikavii Ha TepMiH
npuaaTHOCTI Ta Ha BUMYCK
06'eiHaHi B 0AWH JOKYMEHT. 3MiHN
BHeCeHi B po3gin "OCHOBHi
pi3nKo-XiMiuHi BnacTnBocCTi" B
IHCTPYKLilO 415 MeanyHOro
3aCTOCYyBaHHSA NiKapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MiCALIB MIC/1SA 3aTBEPLKEHHS;
3MiHW | TUMY - AONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
"3a/IMLLKOBUIA PO3YMHHYKK: eTaHoN"
MEeTO/Z0M rasoBoi xpomartorpadir.
Bumoru crneumdpikauii gns Hosoro
noKasHMKa BCTAHOBJIEHI Ha PiBHI
"He Ginblue 1,0%". BBeAEHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPMAKEHHS; 3MiHM | TUny -
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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

3BY)XEHHS [OMYyCTUMUX MEX Y
crneuundikavii rotoBoro
nikapcbKoro 3acoby 3a

MOKa3HNKOM "3a/INLLKOBI
PO34YMHHUKN: ETaHon" 3 "He
6inbLwe 1,0%" go "He 6inbwe 0,5
%". BBe,eHHA 3MiH MPOTAroM 6-Tu

MiCAILiB NicNs 3aTBEPKEHHS;

3MiHM | TUMy - 3aMiHa AeTaslbHOro
onncy MeToauK 415 NOKa3HWKIB
BCTaHOB/IEHUX Y cneuundikadii, nig
yac BMPOBGHMLTBA FOTOBOrO
nikapcbKoro 3acoby Ha BifnoBifHi
nocunaHHA Ha EP;
3MiHW | TUNY - BBEAEHHSA
a/lbTEPHATMBHOIO NpoLecy
BMPOGHMLITBA NiKapCbKOro 3acoby

ans po3smipy cepii 1430,0 kr, 3

BUKOPUCTaHHAM 06/1aAHaHHS
IpaHynsTOp-cylwapka B

«KUMIAYOMY LUapi»; 3MiHW | Tuny -
[ofaBaHHSA ONuCYy KOMMOHEHTIB, 3
AKUX CKafaeTbes gjloya
peyoBuHa I30MPUHO3NH Y PO3Ain
3.2.P.2.1.1 peecTpaujiiiHOro Aochbe
3 MeTOK rapMoHisauji iHpopmadii;
3MiHU | TUMY - BHECEHHS
He3HayHVX 3MiH 40 po3giny
3.2.P.1 peecTpauiiiHoro focbe -
3a3HayeHHs onucy rotoBoro
NiKapcbKoro 3acoby; 3a3HavyeHHs
CUHOHIMIB Ha3BW Ail04Oi peYOBUHMU;
He3HauHi koperyBaHHs y
npuMiTKax Ao cknagy; 3miHu | tuny
- LONOBHEHHS cneuudikauii
roTOBOro NikapCbKoro 3acoby
a/lbTEPHATUBHUM HOBUM
NnokKasHMKOM "laeHTudikauis
IHO3MHY Ta Auefobeny(mMeToaom
PX-Y®-AMA)". BBegeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHK | TUny -
NoJaHHA OHOB/IEHNX JaHNX
BUBYEHHS CTabiIbHOCTi rOTOBOrO
NiKapcbKoro 3acoby, Lo
niaTBEPAXYE 3aTBEPAKEHNN
TepMiH NpuaaTHOCTI NikapcbKoro
3acoby — 5 pokiB. TepmiH
NpuAATHOCTI Ta YMOBM 36epiraHHs
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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

NiKapCcbKOro 3acoby He 3MiHWuCS;
3MiHW | TUMY - AONOBHEHHSA
cneuudikaLii rotoBoro
nikapcbKoro 3acoby Ha BUMycK
NOKa3HUKOM "P0O34MHEHHA"(Q=75
% uepe3 30 XBUNH), SKUIA yxe
KOHTPO/TIOETLCS NMPOTArOM TEPMiHY
NpUAATHOCTI, 3 METOI0
rapmoHisauii Bumor y cneupmdikadii
3aTBEpAXEHOT B YKpaiHi 3
cneuudikallieto BUpo6HMKa. Mexi
Ha BUMYCK Taki X AK i Ha TepMiH
npuaaTtHocTi. MeToguka 3a
NoKasHWKOM "Po3unHeHHs" Byna
3aTBEpPKEHa i He 3MIHIOETLCS.
BBegeHHs1 3MiH npoTsarom 6-tu
MiCAILiB Nicnsa 3aTBepPAKEHHS;
3MiHM | TUNY - 3BY)XXEHHSA
[ONyCTUMMX MeX y crevudikawii
roTOBOro Nikapcbkoro 3acoby ans
nokasHuka "rpoaykTu posnagy:
riNOKCaHTWH Ta 4-aMiHO6eH30MHa
Kucnota" 3 "He 6inbLie 0,3 %" fo
"He 6inbwe 0,15 % y cneumndikav,i
rOTOBOrO JliKapCbKOro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS;
3MiHW | TUMY - JOMOBHEHHSA
crneuudikavii rotoBoro
nikapcbKoro 3acoby
a/lbTEPHATUBHUM HOBUM
NOKa3HWKOM "laeHTudikawis:
[vmenpaHon 3 BiANOBIAHUM
MeTOA0M BUNPO6YBaHHA — ra3osa
Xpomatorpadqisi. BBeieHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

162.

IMIBALAL,

NOPOLLOK /151 PO3UNHY
Ans iHdysii, 500 mr/500
mr, no 1 donakoHy 3
NOPOLLKOM Y mavLj

My6niuHe akuioHepHe
TOBapucTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaLleBTUUHNI
3asopg"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbkuii
Ximiko-
thapmaLeBTUYHWI
3asop"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo Ao 3aTBEpAXeHOro
TEKCTY MapKyBaHHS ynakoBKu.
OHOB/IEHHA TEKCTY MapKyBaHHSA
YNakoBKM NikapcbKoro 3acoby 3

3a peyenmom

UA/17123/01/01
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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

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepKeHHs

163.

IMOBAH®

TabneTtku, BKPUTI
o60os1oHKot, no 7,5 mr; Ne
20 (20x1): no 20 TabneTok
y 6nicTepi, no 1 6nictepy
B KQpPTOHHI Kopo6Lj

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

CaHodpi BiHTpon
IHpacTpia

®paHuis

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3miHu Il Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeAMNYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHNMU 3
SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUN
JaHyMK Ta AiaHumm 3
hapmakoHarnagy. 3MiH1M BHECEHO
00 IHCTPYKUiT A4Nna MeanmyHoro
3aCTOCYyBaHHSA NiKapcbKoro 3acoby
00 po3gainy "OcobnusocTi
3acTocyBaHHs". BBeeHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepKEHHS. 3MiHu Il Tvny -
3MiHM Wwozao
6e3nekn/edeKTUBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakTepucTunui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLIi Ans
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHUMU 3
AKOCTI, AOKNIHIYHUMU, KIHIYHUMUN
JaHMMn Ta faHumm 3
thapmakoHarnsgy. 3MiHUM BHECEHO
00 [HCTpYKUii ons MeguyuHoro
3acToCyBaHHSA NikapcbKoro 3acoby
0o po3sginis “lMNokasaHHsa"
(yTOuHeHHs iHdopMaui),
"B3aemogis 3 iHWMMW fliKkapCbKuMum
3acob6amu Ta iHWi Buan
B3aemogiit”, "OcobmBocTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHs Ta go3u" (gofaHa
iHbopmaLis 3 6e3nekn). BBeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/5634/01/01

164.

IHAOBEHON

renb no 40 ry Ty6i; no 1
Ty6i B NayLi 3 KapTOHY

My6niuHe akuioHepHe
TOBapuUCTBO "HaykoBo-

YKpaiHa

My6niyHe
akKuioHepHe

YkpaiHa

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

6e3 peyenma

UA/2152/01/01
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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
BMPOGHUUUIA LEHTP TOBapUCTBO LoAo 6e3nekn/edeKTMBHOCTI Ta
"BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHu) -
XiMiKo- BMPOGHWYNIA LEHTP BHECEHHS 3MiH 4,0 po34iny
hapmaLleBTUUHNI "Bopuyariscbkuii “MapkyBaHHa" MKA N13;
3asop4" XiMiKo- 3anponoHoBaHo: MapKyBaHHS.
dhapmaLeBTUYHWMIA BignosigHo Ao 3aTBEpPAXEHOr0
3asof” TekcTy MapkyBaHHA. OHOB/IEHHSA
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawuii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 6-Tu
MiCSLIB NicNs 3aTBEPAYKEHHS
165. | IHCYBIT® HNP | cycneHsia ans iH'ekuii, BITA/1 ®apma Nm6X HimeuyunHa BiokoH NimiTepn, IHais/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14838/01/01
100 MO/mn; no 3 Mny IHpia; AT "dapmax”, YkpaiHa marepianis: 3MiHu | TURY -

KapTpuaxi; no 5
KapTpuaxis y 6nictepi; no
1 6nictepy y nayui; no 10
My chnakoHi; no 1
donakoHy y nauui

Ykpaina

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa agpecy 3asiBHMKa. 3MiHU
BHECEHO B IHCTPYKL,il0 A4N1A
MeAMYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Lwoao
MiCL,e3HaXOKEHHS 3asBHMKA
(BBegeHHs 3MiH MPOTAroM 6-Tu
MicsILiB nicns 3aTBepKEeHHS);
3MiHM | TUny - AgMiHICTpaTWBHI
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
BMPOGHMK/IMNOPTEP, BKIKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HaliMeHyBaHHs Ta agpecu
BMPOGHMKA, 6€3 3MiHW micus
BMPOGHMLTBA. 3MiHM BHECEHO B
IHCTPYKLi0 AN MeguyHoro
3acToCyBaHHSA W00
HaliMeHyBaHHs Ta
MiCLLe3HaxX04KEeHHS1 BUpOOHMKa 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby (BeefeHHs 3MiH NPOTAroM
6-Tv micsaUiB nicns
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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

3aTBEPKEHHS); 3MiHK | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (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 BHeCeHHsIM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BMMIpIOBaHHSA y cuctemi Sl
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS)

166.

IPUHOBICTA

KOHLieHTpaT A1a po3ynHy
Ans iHdoysii, 20 mr/mn, no
5 mn(100 mr) a6o no 15
Mmn(300 mr), abo no 25 mn
(500 Mr) KoHUeHTpaty y
chnakoHi; no 1 conakoHy B
naui

Mictpan Kenitan
MeHexMeHT JlimiTep,

AHrnis

[aynt ®apma

BonbgppatcxayseH

m6X,

HimeuunHa

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

hapmakoHarnsgy - BHECEHHS 3MiH
00 po3gainy “MapkyBaHHs" MKA

na
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEP)KEHOTO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS yNakoBK/ NikapCbKoro
3acoby 3 BHeCEHHsIM iHdhopMaLii

LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyenmom

UA/17306/01/01

167.

KAMTOMPEC-
JAPHULA

TabneTkn, no 10 TabneTok
Y KOHTYpHIli YapyHKOBIli
yMaKkoBLii; N0 2 KOHTYPHI
YapyHKOBI YNakoBKW B
naui

MpAT
"®apmavueBTnyHa
thipma "apHuus”

YKpaiHa

MpAT

"®apmaueBTnyHa
ipma "AapHuus"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY - 3MiHK
00 cneumdikauii Ta meTogis
KOHTposto A®I, a came:
BUJTYYEHHS po3Ainy «Baxki
MeTasin». BBeAeHHs 3MiH
NPOTArom 6-X MicAliB nicas
3aTBEPKEHHS; 3MiHK | TUny -
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y
napameTpax cneuudikadii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikaisx Ha A®l, abo
BUXiAHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo

3a peyenmom

UA/8156/01/02
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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

BUKOPVCTOBYHOTBCS Y NPOLECI
BUpo6HUUTBa AP (iHLLI 3MiHK) -
3MiHM A0 cneundikauii Ta metoais
KOHTpO0 AD| 3a NoKasHUKamu:
-«laeHTudikauis», «Mpo3opicTb
PO3UUHY», «pH PO3UnHY»,
«[lomiwka F», «CynpoBigHi
LOMiLLKW», «BTpaTa B Maci npu
BUCYLLYBaHHI», «KisbkicHe
BM3HAYEHHS»- BHECEHI peAakuiliHi
npasku, Lo ohopMeHi
BiiNOBIAHO [0 pekoMeHAaLii Ta
ctunictukn AdY. HopmyBaHHsA Ta
METOAVKN KOHTPOSIIO 3a/IULLEHI
6e3 3MiH. BBefeHHsA 3MiH
npoTArom 6-x MicAuiB micns
3aTBEPAKEHHS

168.

KAPBAMASENI
H-OAPHMLA

Tabnetku no 200 mr, no 10
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 2
a60 no 5 KOHTYPHUX
4apyHKOBUX YNakoBOK Y
nauui

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lofo 6e3snekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3

BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHA" MKA N3;
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHs. TepMiH
BBEJEHHSA 3MiH - NpoTArom 6
MicSLiB NicNsA 3aTBEPAYKEHHS

3a peyernmom

UA/2579/01/01

169.

KAPBAMAS3ENI
H-®C

Tabnetku no 200 wmr; in
bulk: no 6 kr y nakeri,
BKN1afieHOMY Y KOHTeliHep

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
nofaHHa oHossieHoro CEP ans
A®| KapbamaseniHy Ne R1-CEP
1997-102-Rev 06 Big,
3aTBEPAKEHOr0 BUPOGHMKa Amoli
Organics Private Limited, IHgis
MonepepaHi Bepcii: CEP Ne R1-
CEP 1997-102-Rev 05

UA/9472/01/01

170.

KAPBAMASENI
H-®C

Tabnetku no 200 mr; no 10
Tabnetok y 6nictepi; no 1,

no 2, no 5 a6o no 10

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUNY -
nogaHHsa oHossieHoro CEP anis

3a peyenmom

UA/9471/01/01
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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 nauui A®| Kapb6amaszeniHy Ne R1-CEP
1997-102-Rev 06 Big,
3aTBEPAKEHOr0 BUPO6HMKa Amoli
Organics Private Limited, IHgis
MonepepaHi Bepcii: CEP Ne R1-
CEP 1997-102-Rev 05
171. | KAPBOMNNATHA KOHLeHTpaT A/ PO34UHY Mepak esenbwadT HimeuyunHa BTopuHHe HimeuunHa BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/10829/01/01
H MEAAK Ans iHdoysiii, 10 mr/mn; no dorop KNiHiwe nakyBaHHs, marepianis: 3MiHu | TUNY - 3MiHK
5 mn a6o 15 mn, abo 45 LLineuianbnpenapare MapKyBaHHS, ofo 6e3nekn/edekTMBHOCTI Ta
mn, abo 60 mn, abo 100 M6X KOHTPO/b Ta BUMYCK hapmakoHarnsgy. BeegeHHs abo
My ¢hiakoHi; no 1 cepii: Mepak 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
onakoHy B KAPTOHHI esenswadt drop cuctemy thapmakoHarnagy
Kopoo6Ui KiHiLwe (BBEAEHHSA y3araslbHEHUX AaHNX
Lneujansnpenapat npo cucTemy dhapmakoHarnsgy,
e M6X, HimeuyumHa 3MiHa YNOBHOBaXKEHOT 0CO6H,
Bupo6HuyTBO "in BigNoBiAa/IbHOI 3a 34jACHEHHSI
bulk", nepsuHHe hapMakoHarnaay; KOHTaKTHOI
nakyBaHHs Ta 0cobu 3 hapmakoHarnsgy
KOHTPO/b Cepiii: 3as9BHUKA ANS 34IACHEHHS
OHkoTek ®apma hapmakoHarnagy B YKpaiHi, kLo
MpogakwH M6X, BOHa BiIMiHHA Bif, yNTOBHOB&XEHOI
HimeyunHa ocobw, BignoBiAa/IbHOT 3a
3[jiCHEeHHS1 hapMakoHarnagy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a thapmakoHarnag B Ykpaii.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHapiBHa. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapmakoHarnsg B Ykpaini
172. | KAPAAK TabneTky BKpUTI AypobiHgo ®apma /1Tg IHais Aypob6iHgo ®apma IHais BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/11834/01/03

NNiBKOBOK 060/10HKOID, MO
40 mr, no 10 TabneTok y
6nictepi, no 3 6nictepn y
nauui 3 KapToHy

Nimiteq - FOHIT 111,
IHAis; AypobiHao
®apma /114,
dopmyneiwH HOHIT
XV, IHgis

mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbknii 3acib.
3MiHN y BUPOGHMLTBI. 3amiHa abo
BBEEHHS [OAATKOBOI AifbHUL
BMPOGHULITBA A5 YaCTUHU abo
BCbOro BMPOOHMYOro npovecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA, Ha KN NpoBOAATLCA
6yab-AKi BUpO6HUYI cTagji, 3a
BUHSATKOM BUNYCKY Cepili,
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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/IIO0 SIKOCTi, NEePBUHHOTIO Ta

BTOPVHHOIO NakyBaHHSA, A1
HeCTepUsIbHUX NiKapCbKux
3aco6iB)
CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AifbHUL
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roTOBOro NikapcbKoro 3acoby
(AinbHULSA AN18 BTOPUHHOMO
nakyBaHHs);
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOGHULITBA 4715 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roToOBOro NikapCbKoro 3acoby
(8inbHULA A8 NEPBUHHOIO
nakyBaHHS) - BBEEHHSI
[0AaTKOBOI [iTbHULL BUPOBGHMLTBA
Aypobingo ®apma /114,
dopmynenwH OHIT XV, IHais
(BBeaeHHs 3MiH NpOTAromM 6-Tu
MiCALIB MiC/1A 3aTBEPLKEHHS);
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT 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; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
HoBuii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) - NOAAHHS HOBOTO
CEP (R1-CEP2005-255-Rev 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
ansa A®l Simvastatin Big HoBoro

BUPOGHMKA (JONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBefeHHS 3MiH NPOTAroM
6-TV MicALIB NiCNA 3aTBEPLYKEHHS;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHicTb, 3a AKy Bignosigae
BMPOGHUWK/IMNOPTEp, BK/IOYAKOUM
BUWMYCK CEPiil) - yTOUHEHHSA agpecu
MiCLiA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (AypobiHao dapma
Nimiteq - FOHIT 1) roToBoro
nikapcbKoro 3acoby; npuBeAeHHs
y BignoBigHicTb A0 BncHoBKy
LLLOA0 NiATBEPAKEHHS
BIANOBIAHOCTI BUPOGHMLTBA
nikapcbkux 3acobis Bumoram HBI,
BMAaHoro Jepxnikcnyxooro
YkpaiHu. BBefeHHs 3MiH npoTsarom
6-TV MiCALIB MIC/1SA 3aTBEPLKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnosigae 3a
BBE3EHHs Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
[ofaBaHHA BUPOOHMKA -
Aypob6iHgo dapma /114,
dopmyneiwH FOHIT XV, IHais.
BBegeHHs1 3MiH npoTsarom 6-tu
MiCAILiB NicNs 3aTBEPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili

chapmakonei/MoHorpadii.
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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

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; ans
[L,0MOMIXHOT pEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOBHMKA -
nogaHHa oHosneHoro CEP (R1-
CEP2005-255-Rev 02) ansa Adl
Simvastatin Big, 3aTBEpAXeHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT 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; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHoeneHoro CEP (R1-
CEP2005-255-Rev 03) ansa Adl
Simvastatin Big, 3aTBepAXeHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHV BHECeHI B iIHCTPYKL,it0 ANns
MeZMYHOro 3aCTOCYBaHHA Yy p.
"Bupo6HMK", "MicLie3HaxomKeHHS
BMPOOGHMKa Ta agpeca Micus
NpoBaXXeHHS MOro AisNbHOCTI" 3

BiNOBIAHVMMN 3MiHAMW B TEKCTI
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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 yNnakoBOK

173. | KAPAAK TabneTkun BKpUTI Aypob6iHao ®apma /114 IHais Aypob6iHao dPapma IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/11834/01/01
NNiBKOBOK 060/1I0HKOH), MO Nimiteq - FOHIT 11, mMartepianis: 3MiHu | Tuny - 3miHn 3
10 wmr, no 10 TabneTok y IHAis; AypobiHgo sKocTi. [oToBWIA Nikapcbkuii 3aci6.
6nictepi, no 3 6nictepn y dapwma /14, 3MiHV Y BUpOBHULTBI. 3amiHa abo
nauuj 3 KapToHy dopmyneiwH KOHIT BBEJEHHS A04aTKOBOI AifIbHULL

XV, IHgis BMPOBHULITBA AN15 YaCTUHU abo

BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbkoro 3acoby
(minbHULSA, Ha SAKIN NPOBOAATLCA
6yab-sKi BUpOOHUYI cTagjl, 3a
BMHATKOM BUMYCKY CEpiiA,
KOHTPOJIIO SKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKunx
3aco6iB)

CynyTHS 3MiHa
- 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AifbHML,
BMPOBHULITBA AN15 YaCcTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(@inbHULSA ANa BTOPUHHOMO
nakyBaHHs);

- 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AifbHML,
BMPOBHULITBA AN15 YaCcTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(AiNbHULSA AN18 NEPBUHHOIO
nakyBaHHS) - BBEEHHS
[0[AaTKOBOI [iIbHULL BUPOGHMLTBA
Aypobingo ®apma /114,
dopmyneiwH KOHIT XV, IHain
(BBegeHHs 3MiH NpPOTAromM 6-Tu
MiCALIB MiCN1A 3aTBEPLKEHHS);
3MiHU | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l'E-
cepTuduikaTt BiAMNoOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
Bi4NoBiAHOCTI €Bponeicbkil
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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

thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaTt BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3amMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO
CEP (R1-CEP2005-255-Rev 01)
ansa A®l Simvastatin Big HoBOro
BUPOGHMKA (JONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBefeHHS 3MiH NPOTAroM
6-TV MiCALLIB NiCNA 3aTBEPLYKEHHS;
3MiHM | TRy - AAMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHUWK/IMNIOPTEp, BK/IKOYAKUM
BUWMYCK Cepiii) - yTOUHEHHSA agpecu
MiCLA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (AypobiHao dapma
Nimiten - FOHIT 1lI) rotoBoro
nikapcbKoro 3acoby; npuBeAeHHs
y BignoBigHicTb A0 BncHoBKy
LLLOA0 NiATBEPAKEHHS
BIANOBIAHOCTI BUPOGHMLTBA
nikapcbkux 3acobis Bumoram HBI,
BMAaHoro Jepxnikcnyxooto
YkpaiHu. BeefeHHs 3MiH npoTsarom
6-TV MiCALIB MIC/1SA 3aTBEPLKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKOro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnosigae 3a
BBE3€eHHsA Ta/abo BMnyck cepii) -
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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

Bkntoyaroun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[ofaBaHHsA BUPOOHYKa -
Aypobingo ®apma /114,
dopmyneiwH KOHIT XV, IHais.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT 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) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHoeneHoro CEP (R1-
CEP2005-255-Rev 02) ans Adl
Simvastatin Big, 3aTBEpAXeHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikart 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; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignosigHOCTI
€Bponeiicbkiii hapmakoner) -

QHOB/IEHWIA cepTudpikar Big, yxe
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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

3aTBEPAKEHOrO BUPOOHMKA -
nofaHHsa oHosneHoro CEP (R1-
CEP2005-255-Rev 03) gnsa Adl
Simvastatin Big, 3aTBEpAKEHOr0
BMpOGHUKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHU BHECEHI B IHCTPYKLt0 An1s
MeAMYHOro 3aCTOCYBaHHA y p.
"Bupo6HUK", "MicLie3HaxoMKeHHS
BMPOGHMKa Ta agpeca micus
NPOBaXEHHS NOro AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBOK

174.

KAPAAK

TabneTkun BKpUTI
NMiBKOBOK 060/10HKOI0, MO
20 mr, no 10 TabneTok y
6nictepi, no 3 6nictepn y
nauuj 3 KapToHy

Aypob6iHao ®apma /114

IHais

AypobiHao dPapma
Nimiteg - tOHIT 11,
IHAisa; AypobiHgo
®apma /114,
dopmyneiwH KOHIT
XV, IHgis

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tvny - 3MiHu 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
3MiHM Yy BUpOBHUUTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AifbHML,
BMPOBHULITBA AN15 YaCTUHU abo
BCbOr0 BMPOGHMYOro npoLecy
roTOBOro NikapCbKoro 3acoby
(minbHULSA, Ha SAKIN NPOBOAATLCA
6yab-sKi BUpOOHUYI cTagjl, 3a
BMHATKOM BUMYCKY CEpiiA,
KOHTPO/IO0 SIKOCTi, NEPBUHHOTO Ta
BTOPWHHOIO NakyBaHHs, A4/15
HeCTepUsIbHUX NiKapCbKunx
3aco6iB)
CynyTHS 3MiHa
- 3MiHu 3 sKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AifbHML,
BMPOBGHULITBA AN15 YaCTUHU abo
BCbOr0 BMPOGHMYOro npoLecy
roTOBOro NikapCbkoro 3acoby
(@inbHUUSA ANa BTOPUHHOMO
nakyBaHHs);
- 3MiHu 3 sKoCTi. FoToBMIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBGHULITBA AN15 YaCTUHU abo
BCbOr0 BMPOGHMYOro npoLecy
roTOBOro NikapCbKoro 3acoby
(AiNbHULSA AN18 NEPBUHHOIO
nakyBaHHS1) - BBE,EHHS
[0[AaTKOBOI [iIbHULL BUPOGHMLTBA
Aypob6iHgo Papma /114,

3a peyenmom

UA/11834/01/02
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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
dopmynenwH tOHIT XV, IHais
(BBefeHHs 3MiH NpOTArom 6-Tu

MICALIB MiCNA 3aTBEPLKEHHS);
3MiHW | TUny - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6HULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[OMOBHEHHS) - NOAAHHS HOBOTO
CEP (R1-CEP2005-255-Rev 01)
ansa A®l Simvastatin Big HoBoro
BUPOGHMKA (JONOBHEHHS)
ZHEJIANG JIANGBEI
PHARMACEUTICAL CO.LTD,
China. BBefieHHS 3MiH NPOTAroM
6-TV MicALLIB NiCNA 3aTBEPLYKEHHS;
3MiHM | TRy - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKOUM
BUWMYCK Cepiil) - yTOUHEHHSA agpecu
MiCLiA NPOBaKEHHS AiSNIbHOCTI
BMPOGHMKa (AypobiHao dapma
Nimiten - FOHIT 1) roToBoro
nikapcbKoro 3acoby; npuBeAeHHs
y BignoBigHicTb A0 BucHoBKy
LLLOA0 NiATBEPAKEHHS
BIANOBIAHOCTI BUPOGHMLTBA

NiKapcbknx 3acobis Bumoram HBIM,
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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

BMAaHoro [epxnikciyxo6oto
YKpaiHu. BBeeHHs 3MiH NpoTArom
6-TV MicALIB NiCNA 3aTBEPLYKEHHS;

3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3EHHA Ta/abo BMMNYCK cepii) -
Bkntoyatoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
[ofaBaHHA BUPOOHYKa -
Aypobingo ®apma /114,
dopmyneiwH KOHIT XV, IHais.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNSA 3aTBEPPKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT 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; ans
[L,0MOMIXHOT peYOBUHM
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nogaHHa oHoeneHoro CEP (R1-
CEP2005-255-Rev 02) ansa Adl
Simvastatin Big, 3aTBepAXeHOro
BUpo6HMKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikart BiAMNOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMoHorpadii.

lofaHHA HOBOTO abo OHOB/IEHOrO
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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

cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT pEYOBUHN
(cepTudpikaTt BignoBIgHOCTI
€Bponeiicbkili hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHs oHosneHoro CEP (R1-
CEP2005-255-Rev 03) ansa AdI
Simvastatin Big, 3aTBepAXEHOro
BMpOGHUKa Zhejiang Jiangbei
Pharmaceutical Co. Ltd, China.
3MiHU BHECEHI B IHCTPYKLt0 An1s
MeAMYHOro 3aCTOCYBaHHA y p.
"Bupo6HuMK", "MicLe3HaxoMKeHHS
BMPOGHMKaA Ta agpeca micus
NPOBaKEHHS MOro AisnbHOCTI" 3
BIANOBIAHUMY 3MiHAMW B TEKCTI
MapKyBaHHS ynakoBOK

175.

KAPISOH

Mmasb, 0,5 mr/r, no 15 r abo
30T, abo 50 ry Ty6i; no 1
Ty6i B KApTOHHI navj

TOB "MIBE YKPAIHA"

YKpaiHa

Mi6e MmM6X
ApuHarimiTTens

HimeuunHa

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

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460); 3miHu |
MRy - 3MiHM WoAo
6e3nekn/edeKkTMBHOCTI 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 peyenmom

UA/10950/03/01
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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
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
hapmakoHarnsg. Jivoya pegakuis:
Petra Gerecke. MNponoHoBaHa
pepakuisi: Hevali Mapis MNaeniBHa.
3MiHa KOHTaKTHWX AaHuX
YMNOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
thapmakoHarnsagy. 3miHa
MiCLie3HaxXOMKeHHs1 macTep-
chaiina Ta ioro Homepa

176.

KETOHAN®

Kpem 5 % no 30 r y Ty6i,
no 1 Ty6i y KapTOHHIiA
Kopobui

CaHpo3s

dapmacboTikans 4.4,

CnoBeHisa

Cantotac dapma
6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH 40 po3giny
“MapkyBaHHs" MKA N3.
3anponoHoBaHo: MAPKYBAHHA
3rigHo 3 3aTBEPAKEHVUM TEKCTOM
MapKyBaHHSA. TepMiH BBELEHHS
3MiH: MPOTAroM 6 MicALiB nicas
3aTBEPKEHHS

3a peyernmom

UA/8325/07/01

177.

KETOHAN®

pO34uH ANs iH'ekuiid, 100
MrI/2 M1; N0 2 M B amnyi;
no 5 amnyn y 6nictepi; no
2 6nicTepu y KapTOHHii
Kopo6Li

CaHpos

®dapmacbloTikans a.4a.

CnoseHisa

Nex
PapmaueBTMyHa
KOMMaHis 4.4,

CrnoseHis

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
nofaHHsA OHOBJ/IEHOTO cepTuduikara
BiANOBIAHOCTI EBpONeiichbkili
thapmakonei CEP R1-CEP 2003-
136-REV 06 (nonepegHs Bepcis
CEP R1-CEP 2003-136-REV 05)
Bif, 3aTBEPAXKEHOr0 BUPOGHMKA
Zhejiang Jiuzhou Pharmaceutical
Co., Ltd, China gnsa A®l
KeTonpogeHy

3a peyernmom

UA/8325/01/01

178.

KE®MIM

MOPOLUOK A/ PO3UNHY
Ans iH'ekuii no 1000 mry
donakoHax Ne 1

Makneogac
dapmacboTHKanc
Nimiten

IHais

AcTtpan Crepitex
MpuBart Nimiteq,

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3ara/iHEHUX AaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHMX AaHWX

3a peyenmom

UA/11188/01/01

132




n/n

JliKapcbKo20

HasBa

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,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: Dr. Ashish Mungantiwar.
3MiHa KOHTaKTHWX AaHuX
YNOBHOB&XEHOI 0cobu,
BiNOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsay B
YkpaiHi: [ponoHoBaHa pefakuis:
lHiTeupka /o608 BanepiisHa.
3MiHa KOHTaKTHWX AaHuX
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3AjiicHeHHs hapMakoHarnsgy B
YkpaiHi. 3miHa Homepa macTtep-
dhaiina cuctemu chapmakoHarnsagy

179.

KACNOTA

CANILNNOBA

1%

PO3UMH A4/19 30BHILLHBOTO
3aCTOCYBaHHs!, CMUPTOBWI
1 % no 25 mn a6o no 40
My dhiakoHax

TOB "®dapma Yepkac”

YKpaiHa

TOB "®apma
Yepkac"

YkpaiHa

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

NepBUHHOT YNakoBKW NikapCbKoro

3acoby

6e3 peyenma

UA/18142/01/01

180.

KNMIBAC 10

TabneTtku, BKPUTI
NMiBKOBOK 060/0HKOI0, MO
10 mr; no 10 TabneTok y
6nictepi; no 1 a6o 3 abo 9
6nicTepiB B KAPTOHHIl
navui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. FoToBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapcbKoro 3acoby

3a peyenmom

UA/12971/01/01
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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

(3MiHa KifIbKOCTi 0ANHMLB
(Hanpuknag TabneTok, amnyn
TOLLO) B yNakosLi:) - 3miHa nosa
Aiana3oHOM 3aTBepKEHUX
PO3MipiB yNakoBKM - BHECEHHS
3MiH J0 maTepianis
peecTpauiiiHoro Aocke
nikapcbkoro 3acoby Knisac 10 ta
KniBac 20, TabneTku, BKpUTI
N/1iBKOBOK 060/10HKO0, N0 10 Mmr
Ta no 20 Mr, a came gofaBaHHA
ynakosku Ne 90 (10x9) y
6nictepax, 6€3 3MiH1 NEPBUHHOIO
nakyBa/lbHOrO mMaTepiany, 3
BIANOBIAHUMY 3MiHamMK [0 p.
«YnakoBka». 3MiHV BHECEHI B
IHCTPYKLi0 ANA MeguyHOro
3acTocyBaHHsA J13 y p. "Ynakoska"
AK MosiBa TEKCTY MapKyBaHHSA Ans
[0AATKOBOTrO NaKyBaHHS.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!

181.

KNMIBAC 20

TabneTtku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
20 mr; no 10 TabneTok y
6nictepi; no 1 a6o 3 a6o 9
6nicTepiB B KAPTOHHIl
naui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHuWit
3aci6. 3MiHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby
(3MiHa KinlbkOCTi 0ANHMLb
(Hanpukniag TabneTok, amnyn
TOLLO) B ynakoBLi:) - 3MiHa no3a
AianasoHoM 3aTBePKEHNX
PO3MIpiB yNakoBKMN - BHECEHHS
3MiH 40 MaTepianis
peecTpavuiiiHoro gocbe
nikapcbkoro 3acoby Knisac 10 Ta
Kniac 20, Tabnetku, BKpUTI
N/1iBKOBOK 060/10HKOI0, M0 10 Mmr
Ta no 20 Mr, a came gofaBaHHsA
ynakosku Ne 90 (10x9) y
6nictepax, 6€3 3MiHM NEPBUHHOIO
nakyBa/IbHOTO maTepiasny, 3
BiANOBIAHMMU 3MiHaMK A0 p.
«YnakoBka». 3MiHVN BHECEHI B
IHCTpYKLil0 ANS MeanyHOro
3actocyBaHHs J13 y p. "Ynakoska"
AIK MosiBa TEKCTY MapKyBaHHSA ANnsi
[0AATKOBOTrO NaKyBaHHS.

3a peyenmom

UA/12971/01/02
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3asiBHUK

KpaiHa

3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

peecmpayiliHo2o

Howmep

nocsio4YeHHs

n/n

HasBa

JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB Nicia 3aTBepAKeHHs
BHECEHHS 3MiH 0 peecTpaLinHmx

3a peyernmom

UA/4856/01/01

AngoreH IMNKo C.ap.n

Iokcembypr

OENb®APM NiNJb

®paHuis
CAC

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa

182.

KNIMEH®

TabneTkn, BKPUTI
060/10HKO0, 6iN10ro
KONbOpY Mo 2 Mr +
TabneTkn, BKPUTI

060/10HKOI0, POXEBOIO
Konbopy, 2 Mr/1 mr; KOM6i-
ynakoska Ne 21: 11
TabneTok 6isoro KosIbopy
+ 10 TabneToK poXeBoro
Konbopy y 6nictepi 3
KasleHAapHOHo LIKaoto; No
1 6nicTepy y KapTOHHii
nauuj

TOB "bayw Xesnc"

Ykpaina

dapmsaBog Enbga
AT.

Monbwa

HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNIOpPTEp, BK/IKOYAKOUM
BUWMYCK Cepiii) - 3MiHa Ha3BM Ta
YTOUHEHHS aApecy BUPOGHMKa,
6e3 3MiHU MicLsa BUpOGHMLTBA.
3MiHM BHECeHi y po3ainu
"Bupo6HuK" Ta
"MicLe3HaxomkeHHS! BUPOGHMKa
Ta iloro agpeca micugs

NPOBaKEHHS AiS/IbHOCTI" B
IHCTpYKLil0 ANS MeanyHOro
3aCTOCYBaHHA Ta K HACNiAOK -
BiANOBIAHI 3MiHW Y TEKCTI
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-Tv1 MiCALIB NiCNA 3aTBEPLYKEHHS.

3MiHu | TUnNy - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3mMiHn).
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHsA" MKA N3
3atBepakeHo: MapkyBaHHS.
BignosigHo fo 3aTBEpAXEHOro
TEeKCTy MapkyBaHHs (Lo
[0Aa€eTbCA). 3anponoHOBaHO:
MapkyBaHHS. 3rigHo 3
3aTBEPAKEHUM TEKCTOM
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs MKHapOAHNX
no3HavyeHb OAVHULb

npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHSI.

BMMIpPIOBaHHS. BBefeHHs 3MiH

3a peyernmom

UA/3512/02/01

MaTepianis: 3miHu | Tuny -

BHECEHHS 3MiH 40 peecTpaLinHmx

183.

KNOBENT®

Ma3sb, 0,5 mr/r, no 25r B

Ty6i; N0 1 Ty6i B KAPTOHHIW
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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 He3HayHa 3MiHa y MeToji
BUMNPOBYBaHHA roTOBOrO
NiKapcbKoro 3acoby 3a NyHKTOM
"XpomaTorpacpiuHa unctoTa”, Wwo
CTOCYETbCH HE3HAYHOT 3MiHU B
onuci aHaniTMYHOT METOANKM Ta
iHTepnpeTaLujii xpomaTorpam
184. | KNOTPEKC Masb, Mo 25 ry Ty6i; no 1 My6niuHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/3473/01/01
Ty6i y nauui TOBapUCTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TUMY - 3MiHK
BMPOGHUYUIA LEHTP TOBapUCTBO Loao 6e3nekn/edeKTMBHOCTI Ta
"BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3miHu) -
XimiKo- BMPOGHNYNIA LEHTP 3amiHa po3giny “I'padiyHe
hapmaLeBTUUHNI "BopuyariBcbKuii 0(hOPM/IEHHS YNAaKOBKN™ Ha
3aBof" XiMiKo- “MapkyBaHHs" B MKA N13;
thapmaLeBTUYHWI 3anpornoHoBaHo: MapkyBaHHs
3asof" BignosigHo Ao 3aTBEpPAXEHOrO
TeKCTy MapKyBaHHS.
OHOB/EHHSI TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMaui Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
185. | KNOTPUMA30 PO34MH A5 30BHILLHBOTO My6niyHe akuioHepHe Ykpaina My6niyHe YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/1645/03/01
n 3acTocyBaHHA 1 % no 25 TOBapuCTBO "HaykoBo- akuioHepHe marepianis: 3MiHu | TURY - 3MiHK
My dhnakoHax; no 25 mn BMPOGHUUUIA LLEHTP TOBapuCTBO LoAo 6e3nekn/edeKTMBHOCTI Ta
y thnakoHi; no 1 dpnakoHy "BopLuariBcbKuii "HaykoBo- thapmakoHarnagy (iHwi 3MiHu) -
B NauLii 3 KapTOHY XiMiKo- BUPOGHNUNIA LIEHTP OHOBJIEHHA TEKCTY MapKyBaHHS
hapmaLeBTUYHNI "BopLyariscbkuii yMakoBKM NikapcbKoro 3acoby 3
3asopg" XiMiKO- BHECEeHHAM iHdhopMaui Wwoao
chapmaLeBTUYHMIA 3a3HaYEeHHS OAUHULL
3asopg" BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13;
3anponoHoBaHo: MapKyBaHHs.
BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS ynakoBKU.
TepMmiH BBEA,EHHS 3MiH - MPOTArom
6 MicsUiB Nicnsa 3aTBepAXXEHHS
186. | KOAKT TabneTku, BKPUTI Aypobingo ®apma 114 IHAiA AypobiHgo ®apma IHAis BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/13884/01/01

NNiBKOBOK 060J10HKOH), MO
500 mr/125 mr no 5
Tabnetok y 6nictepi; no 3
6nicTepn B KAPTOHHIN

Kopo6Li

Nimiteq, OHIT-XII

marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHs
YNaKoBKM NikapCbKoro 3acoby 3

136




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
3amiHa po3giny «IpadiuHe
0hOpPMNEHHS YNaKoBKV» Ha
«MapKyBaHHS» B 3aTBEpPAXEHUX
MKS N13; 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHs1

187.

KOAKT

TabneTku, BKPUTI
N/iBKOBOK 060/0HKOI0, MO
875 mr/125 mr no 5
Tabnetok y 6nictepi, no 3
6nicTepn B KAPTOHHIN
Kopoo6Ui

Aypob6iHao ®apma /114

IHais

Aypob6iHao dPapma
Nimiteq, OHIT-XII

IHais

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.
3amiHa po3sginy «[IpadiyHe
0hOpMNEHHS YNaKOBKM» Ha

«MapKyBaHHS» B 3aTBEPMAKEHNX

MK#A J13. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY

MapKyBaHHs1

3a peyenmom

UA/13907/01/01

188.

KOHEIPA
JEMIOKC

Tabnetku xysanbHi no 50
mr, no 1 Tabnetuyiy
6nicTepi; no 1 6nictepy B
KapTOHHI Kopobuj; no 4
Tabnetkn y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHI Kopoo6Li

€Bpo Navidkep /Tg,

Benvka
BpuTtaHis

leHedpapm CA

pevyis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHSI TEKCTY MapKyBaHHs
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HayYeHHsa oAVHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepKeHHsA

3a peyernmom

UA/14511/01/02
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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
189. | KOHEIPA Tabnetku xysanbHi no 100 €Bpo Navidkep /T4 Benuka eHecbapm CA pevis BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/14511/01/03
LOENKOKC Mmr; no 1 Tabnetuiy BpuTtaHis marepianis: 3MiHU | TUMY - 3MiHK
6nicTepi; no 1 6nictepy B Lofo 6e3nekun/edpekTMBHOCTI Ta
KapTOHHI kopobuj; no 4 hapmakoHarnagy (iHwi 3MiHn) -
TabneTkn y 6nictepi; no 1 OHOBJIEHHA TEKCTY MapKyBaHHS
ab6o no 2 6nictepy B YyNaKoBKM NiKapCbKoro 3acoby 3
KapTOHHI Kopoo6Li BHECEHHSAM iHthopMalLlii Loao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tv
MicALiB nicna 3aTBepAKeHHs
190. | KOPBAJIKANMNC | kancynu M'siki; no 9 Kancyn AT "KMIBCbKUW YkpaiHa AT "KMIBCbKW YkpaiHa BHECEHHS 3MiH [0 peecTpauljiiiinx | 6e3 peyenma UA/13448/01/01
y bnictepax; no 9 kancyn BITAMIHHWIA BITAMIHHWIA marepianis: 3MiHu | TURY -
y 6nicTepi; no 2 abo 3 3ABO4" 3ABOA" BHeCeHHs 3MiH 20 Cneuudikauii

6nicTepn y nauui

A®| ETnnosuii edoip anba-
6pomi3oBasiepiaHOBOT KUCIOTH,
30Kpema: BUTyHYEHHS KOHTPOSIIO 3a
NoKasHMKoM "Baxkki metann";
3MiHM | TUMY - CynyTHSA 3MiHa -
3MiHu 3 siKocTi. A®I. KoHTponb
A®I. 3miHa y meTogax
BMnNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
nNpoAaykTy/pearexTy, o
BUKOPVCTOBYETLCA Y NPOLIECI
BUPOGHMLTBA AD| (HE3HAYHI 3MIHK
y 3aTBEPMXEHUX MeTogax
BunpobysaHHs) (b.1.6.2. (a) IA),
BWUTyYEHHS BUpo6HMKa TOB
«TexHonapk-LleHTp», Pociiicbka
depgepauia gns A®l ETunosuii
edip anbha-6pomizoBasiepiaHoBOT
KNCNOTU; BUYYEHHS NMOCUIAHHS
Ha P3C chipmn TOB «TexHonapk-
LleHTp» 3a nokasHukm "KinbkicHe
BM3Ha4YeHHs" 3 MeTogis
BMNpoGyBaHHSA ADI;
3anponoHosaHo: TOB
«PAPMXIM», YkpaiHa; 3miHn |
TUMY - BHECEHHSA 3MiH A0
Cneuudpikanii A®I ETunosuii edpip
anbga-6pomizoBasiepiaHoBOT
KMNCOTK, 30Kpema: 3a NoKas3HKOM
"BigHOCHa rycTuHa" - 3MeHLIeHo
HWKHIO MeXy HOPMYBaHHS
BiANOBIAHO AOKyMeHTauji hipmu-
BUpo6HUKa AdI 3 «1,277 - 1,285
r/cm3» Ha «1,275 - 1,285 r/cm3»;
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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 | TUMY - BHECEHHS 3MiH A0
MeTogiB BUnpobyBaHHs 13,
30KpeEMa: BUTyUYEHHS MOCUIaHHS
Ha P3C chipmy TOB "TexHonapk-
LleHTp" 3a nokasHukom "KinbkicHe
BU3HAYEHHSA"
191. | KOPBANON® K | kancynu m'aki no 10 AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpavlinHmx 6e3 peyenma UA/14667/01/01

Kancyn y 6nictepi; no 1
ab6o no 3 6nictepu y nauui

martepianis: 3MiHu Il TMnNy: 3MiHK 3
akocTi. A®l. BupobHuuTBo. 3miHa
BMPOGHMKA BUXIAHOr0/NPOMIKHOrO
npoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxiAHO, MicLe NpoBeAEHHS
KOHTposto sikocTi) AdI (3a
BICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepaXeHOMY
[0Cbe)(iHLUI 3MiHW) - BBEAEHHS
anbTepHaTMBHOIO BUPOGHMKA
BVXifHOT cpoBuHM S.C. Aromatics
S.R.L., PymyHia ans supobHuuTBa
Ait04O0T peyvoBMHN onNii Xmento. 3a
nokasH1KaMmn AKOCTi BUXigHa
CUPOBYHA NPOMNOHOBAHOr0
BMPOGHMWKA iAEHTUYHA CUPOBUHI
3aTBEPXEHOr0 BUPO6HUKa, TOBTO
XOAHUX 3MiH Y cneumdikauii ans
BXIZIHOrO KOHTPOJIHO CUPOBWHU He
Bigbynocs; 3miHy | Tuny: 3miHm 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax cneuudikawii
Ta/abo fonyCTMMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®I, ab0o BUXIAHNA/NPOMDKHWI
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y NPOLECI
BMPOGHMLTBA AD| (4ONOBHEHHSA
cneuudikaLii HOBUM NOKa3HUKOM
SAKOCTI Ta BiANOBIAHNM METOA0M
BMNPOoBYBaHHSA) - A0 cneundikawii
Ha [iloyvy peyoBUHY PO3UNHY
MEHTO/1y B MEHTU1I0BOMY eqoipi
KMCNOTK i30Bas1epiaHoBOl, 40AaHO
NOKa3HUK «3arasibHa 301a» 3
HOpMYBaHHAM He 6inbLue 0,1 %, a
TakoX f10 nokasHuka «CynposiaHi
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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

[OMILLKV» BBEAEHO BU3HAYEHHS
6yAb-AKOI OMILLKK, 3 AOMYCTUMOO
mexeto He binbie 0,1%; 3MiHu |
TMny: 3MiHM 3 skocTi. ADI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauiax Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro NoKa3Huka AKoCTi
(Hanpviknag, BUy4YeHHs
3acTapisioro NoKasHuka)) -
BWJTyYEHO NOKa3HMK
«PO34MHHICTb» 3 cneumdikavii Ha
[ito4y peqyoBMHY PO34YMH MEHTONY
B MEHTW/I0BOMY eqoipi KUC/IOTK
i3oBanepiaHoBOI; 3MiHU | TUMY:
3MiHu 3 sikocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y creumdikavisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoAayKT/peareHT, LWwo
BMKOPUCTOBYHOTLCSA Y MpoLeci
BMPOGHMLUTBA ADI (iHLWi 3MiHK) -
3MiHEHO YacToTy BUNPOOYyBaHHSA
3a NokasHKoM «MikpobionoriyHa
yncToTa» B cneumdikauii Ha gitody
PEeYOBUHY PO34YNH MEHTONY B
MeHTW0BOMY edipi KucnoTu
i30BasiepiaHOBOT — nepLly Ta
KOXHY AeCATY HacTynHi cepii, ane
He pifLwe o4HOro pasy Ha pik;
3MiHM | Tuny: 3miHK 3 SKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo
BUXIZAHWUA/NPOMIXHWIA
npoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHLCS Y NPOLECI
BMPOGHMLTBA ADI (iHLLI 3MiHN) -
3MiHEHO YacTOTy BUNPOOYBaHHS
3a NokasHuKoM «MikpobionoriuHa
ynucToTa» B cneyudikaii Ha gioyy
PEYOBUHY €TUI0BOro equipy a-
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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
6pomi3oBasiepiaHoOBOIl KNCIOTH i3

BM3HAYEHO NEPIOANYHICTIO —
nepLly Ta KOXHY AeCATY HaCTYMHi
cepii, ane He pifLe 04HOro pasy

Ha piK; 3MiHK | TUNY: 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax BunpobysaHHa A®l abo
BUXIAHOrO MaTepiany/npoMixXHOro

nNpoAaykTy/peareHTy, Lo

BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN

y 3aTBEpPKEHNX MEeTOAaX
BMNPOBYBaHHS) - 3MiHM A0
METOAWMK 3a NOKa3HUKaMu

«laeHTudikauis» (peaakuiHi
3MiHuM), «CynpoBiAHI 4OMILLKU» Ta

«KinbkicHe BU3HauYeHHs» (YMOBU

npuaaTHoCTi XpomatorpadidHoi

cucTemMu, 3MiHa CTaHAapTHOro
3paska) MeToAax KOHTPOsIo Ha
[ilo4y peyoBUHY PO3YMH MEHTONY
B MEHTW/I0BOMY eqoipi KUC/IOTK
i3oBanepiaHoBOI; 3MiHU | TUMY:
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nNiKapcbKoro 3acoby, BKIKOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPY BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOOHULITBA)- 3MiHW Y MpoLeci
BMpo6HuUTBa /13, a came foAaHo
cTagjto 6. HaHeceHHs Ha kancyu
aHTU3/IMMAaKYoro areHTy
(peuoBuHM BonuWax® P 100.11);
3MiHK | TUNY: 3MiHW 3 SKOCTI.
loToBWiA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi

(JONOMIKHMX peyoBUHaXxX) roTOBOro

NiKapcbKoro 3acoby (iHLUi 3MiHK) -

BWYYEHHS 3i CKNaay AOMOMIKHMX

pPEeYOBUH KOHCEPBaHTIB (HaTpito

MeTunnapabeny (E 219) Ta HaTpito

nponinnapab6eny (E217)). | sk
Hacnigok 3 cneumdikayii Ta
MeTOZiB KOHTPOO AKOCTI

BWJTyHEHO NOKa3HUKU
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n/n

Hassa
JliKapcbKo20

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

3acoby

(nikapcbka ¢hopma,
ynakosKa)

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

192.

KOPUBANIA®

TabneTku, BKpUTI
060/10HKOI0 10 20

ByapoH

®paHuis

BYAPOH

ideHTudikauis Ta KinbkicHe
BU3HAYEHHSI KOHCEPBaHTIB. 3MiHN
BHECEHO A0 IHCTpyKUii ans
MeJMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby o po3ainis
"Cknag", "Oco6mBoCTi
3acTocyBaHHS" (BUTyYEHHS
KOHCepBaHTIB 3i ckiagy
npenapary). BeefieHHs 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS; 3MiHK | TUNy:
3MiHu 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
roTOBOrO NikapcbKoro 3acoby (ans
NnpuBeAEHHSA Y Bi4NOBIAHICTb 3
L®Y a6o Esponelicbkoro
chapmakoneeto Ta BUNyYeHHs
nocvNaHHA Ha 3acTapinuii
BHYTPILLHI MeTOoA BUNPOGYBaHHS i
i0ro Homep) - BUTy4YeHO
BUK/a[eHHA NOBHOT METOAMNKM 3a
nokasHukom «MikpobiosioriyHa
yncToTa» B METOAAX KOHTPO/IHO Ta
[04aHO0 NOCUMAaHHA Ha 3arasbHi
cTatTi AdY [0 3aTBEPAKEHOrO
nocunaHHa Ha EP; yTouHeHo
crneundikaLito 3a NOKa3HUKOM
«KinbkicHe BU3HAYEHHS»
(BnganeHo dpasy «metog MX»);
3MiHuM | TUNy: 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHV f0 po3ainy «MapkyBaHHSI».
OHOB/EHHS TEKCTY MapKyBaHHS
yMakoBKM MikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

Tabnetok y 6nictepi; no 2
6nicTepun y KapTOHHIl
Kopobui

®paHuis

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

6e3 peyenma

BHECEHHsIM iHdhopMaLlii LWoao

UA/9329/01/01

142



HasBa

n/n

JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

193.

KOPINPEH 10

3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.
BeeaeHHs 3miH 3 01.01.2021 p.

194.

Mr/10 M

TabneTku, BKpUTI
NniBKOBOK 060/10HKO0, 10
Mr/10 mr no 14 Tabnetok y
6nictepi; no 1, 2 a6o 4
6nicTepn y KapTOHHiIl
Kopoo6ui

Pekopgaarti Aineng Nta,

Ipnangis

Pekopgaarti IngacTpia

Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu Il Tuny - 3mMiHn
BHECEHO A0 IHCTpyKuii ans
MeJMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby A0 po3ainis
"®apmMakonoriyHi BnactneocTi”,
"MpoTunoka3aHHs","B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaar”, "MepenosysaHHA",
"Mo6ivHi peakui™. BBeAeHHS 3MiH
NpOTArom 6-T1 MicALIB nicns
3aTBEPMKEHHS; 3MiHu Il Tuny -
3MiHM BHECEHO A0 IHCTPYKUIT ANns
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"MpoTunokasaHHa",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar"”. BBeeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBepKEHHs

3a peyenmom

UA/11927/01/01

KOPIMPEH 20
Mr/10 Mr

TabneTtku, BKPUTI
NMiBKOBOK 060/10HKOI0, 20
mr/10 Mr no 14 TabneTok y
6nictepi, no 1, 2 a6o 4
6nicTepn Y KapPTOHHIN
Kopoo6Ui

Pekopgaati AineHg 14

IpnaHgis

Pekopparti IHgacTpia

Ximika e
PapmacesTika
C.n.A.

ITanisa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3miHu |l TURY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeIMYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby Ao po3ginis
"®apmMakonoriyHi BnactTnsocTi”,
"MpoTunokasaHHA","B3aemogis 3
iHLWIMMKN NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco611BOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpypar”, "MepenosysaHHA",
"Mo6iuHi peakwyi” .
BBeneHHs 3MiH NpoTAroM 6-u
MiCAILiB MicNs 3aTBEPAXEHHS;
3MiHu | TMNy - 3MiHM BHECEHO A0
IHCTPYKUIT AN1A MeanyHoro
3aCTOCYBaHHS NiKapcbKoro 3acoby

00 posginis "MpoTmnokasaHHsa",

3a peyenmom

UA/11927/01/02
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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

"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaato”.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepKeHHs

195.

KOPINPEH 20
MI/20 M

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOD, 20
Mr/20 mr no 14 Tabnetok y
6nictepi; no 2 abo 4
6nicTepun y KapTOHHIl
Kopobui

Pekopgarti AineHg T4

Ipnangis

Pekopgarti IHgacTpia
Ximika e
dapmacesTika
C.n.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu |l TURY - 3MiHK
BHECEHO A0 IHCTpyKUii Ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby fo po3ainis
"®apmMakonoriyHi BnactnsocTi”,
"MpoTunokasaHHs","B3aemogis 3
iHWMMKW nikapcbknMK 3acobamu Ta
iHLWi BMAW B3aemogiit",
"Oco61BOCTI 3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHsA
rpygar”, "MepenosysaHHS",
"Mo6iuHi peakwyi” .
BBeneHHs1 3MiH NpOTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHu |l TMNy - 3MiHM BHECEHO A0
IHCTPYKLUIT ANA MeanyHOoro
3acToCyBaHHSA NikapcbKoro 3acoby
00 po3sginis "lMNpoTunokasaHHs",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyanto”.

BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/11927/01/03

196.

KOPCAP® H

TabneTku, BKpUTI
NIBKOBOK 0B0JI0HKOIO,
320 mr/12,5 mr no 10
TabneTtok y 6nictepi; no 3
abo 6 6nicTepis y navui

AT "®dapmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(dbacyBaHHsA Ta
nakysaHHs 3 in bulk
ipMU-BUPOBHMKA
BankaHdapma
AynHnus AT,
Bonrapis)

YkpaiHa

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
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MicALiB Nicna 3aTBepAKeHHs

3a peyernmom

UA/14295/01/01

197.

KOPCAP® H

TabneTkn, BKPUTI
nniBkoBOK 060/10HKOM, 80
Mr/12,5 mr no 10 TabneTok
y 6nicTepi; no 3 abo no 6
6nictepiB y nauui

AT "dapmak"

YkpaiHa

AT "®apmak",
Ykpaina
(chacyBaHHA Ta
nakyBaHHs 3 in bulk
thipM-B1pPOGHYMKa
BankaHdapma
AdynHuusa AT,

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarniagy (iHwi 3miHu) -
OHOBJ/IEHHSI TEKCTY MapKyBaHHS
yNaKkoBKM NMikapCbKoro 3acoby 3

BHECEHHSIM iHhopMaLii LWoao

3a peyenmom

UA/14293/01/01
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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

Bonrapis)

3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.

BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!

198.

KOPCAP® H

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
160 mr/25 mr no 10
Tabnetok y 6nictepi; no 3
abo no 6 6nictepis y nauui

AT "®apmak”

YKpaiHa

AT "®apmak”,
YkpaiHa
(dbacyBaHHsA Ta
nakysaHHs 3 in bulk
thipM-BNPOGHYMKa
BankaHdapma
OynHuusa AT,
Bonrapis)

YkpaiHa

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

BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/14293/01/02

199.

KO®EIH-
BEH30AT
HATPIO-
DAPHMLA

pO34uH AN14 iH'ekuiid, 100
mr/mn, no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIll yrnakoBLi
(kaceTi); N0 2 KOHTYpPHI
YapyHKOBi YNaKOBKM
(kaceTu) B nauuj

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
3MiHW [0 Y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHUX AaHuX
npo cuctemy thapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiACHEHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiaa/ibHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKaA,
BiANOBIAA/ILHOT 32
hapMakoHarnsag.
[MponoHoBaHa pepakuin: Typok
B'ayecnas B'auecnasoBuy

3a peyenmom

UA/7534/01/01

200.

KCANKOPI

kancynu no 200 wmr; no 10
kancyn y 6nictepi; no 1
abo no 6 6nictepis y
KapTOHHI kopobuji 3
MapKyBaHHSAM
YKparHCbKOK MOBOIO; M0
10 kancyn y 6nictepi; no 1

M®AN3EP ENY.CL.MI.
KOPIMOPEWLUH

CLUA

Mdpaiizep
MeHtodhek4ypuHr
[Loiiunens Mrv6X

HimeuunHa

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny -
nofaHHsa oHoseHoro ME-

CepTudikaTy BignoBigHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[0NoMiXKHOT pevoBmHM Gelatin Big,

3a peyenmom

UA/14081/01/01
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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

abo no 6 6nictepiB y
KapTOHHiA Kopoo6Li

BXeE 3aTBEePKEHOro BUPOBHNKa,
SIK HaCMifoK 3MiHa Ha3BuK Ta
afpecu snacHuka CEP 3 PB

GELATINS na TESSENDERLO

GROUP N.V.Division PB Leiner Ta
3MiHa Ha3Bu Ta agpecu
BVMPOGHMNYMX AiNbHUL; 3MiHW |
TMNY - NofaHHA oHosneHoro MNE-
CepTuchikaTy BignoBifHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans
[0nomiKHOT pevoBuHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHMKa
Nitta Gelatin Inc; 3miHun | Tuny -
noAaHHsa oHoseHoro ME-
CeprtucpikaTy BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onomikHOT pevoBuHK Gelatin Big,
BXe 3aTBepKEeHOro BUPOOHMKa
NITTA GELATIN INDIA LTD;
3MiHM | TNy - BUnyyYeHHs ME-
CepTuddikaty BignoBiAHOCTI
€sponelicbkoi Papmakonei R1-
CEP 2004-247-Rev 00 ans
[LOMOMDKHOT PEYOBUMHM XeNnaTuH,;
3MiHV | TNy - BUNYyYeHHs ME-
CepTucpikaTy BignoBigHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-320-Rev 00 ans
[L,0MOMIDKHOT peYOBMHM XeslaTuH

201.

KCAJIKOPI

kancynu no 250 wmr; no 10
Kancyn y 6nictepi; no 1
abo no 6 6nictepiB y
KapTOHHI Kopo6uji 3
MapKyBaHHSM
YKpaiHCbKOK MOBOIO; MO
10 kancyn y 6nictepi; no 1
abo no 6 6nictepis y
KapTOHHIA KopooLi

MOANSEP EAY.CLII.
KOPMOPEMLLIH

CWA

Mdpaiizep
MeHtochekuypuHr
[oituneng MreX

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nogaHHA oHoBfeHoro ME-

CepTuddikaty BignoBiAHOCTI
€sponelicbkin hapmakonei Ne R1-
CEP 2000-045-Rev 04 ans
[onoMikHOT pedyoBuHKM Gelatin Big,
BXE 3aTBEPXEHOr0 BUPOOHUKA,
AK HacnifoK 3mMiHa Ha3Bu Ta
afpecu snacHuka CEP 3 PB
GELATINS Ha TESSENDERLO

GROUP N.V.Division PB Leiner Ta

3MiHa Ha3BW Ta agpecu
BVMPOGHMNYMX AiNbHULLb; 3MiHW |
TUny - NnogaHHsA oHosieHoro ME-
CepTuddikaty BignoBiAHOCTI
€sponelicbkiin hapmakonei Ne R1-
CEP 2005-217-Rev 02 ans

3a peyenmom

UA/14081/01/02
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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
[onomikHOT pevoBuHK Gelatin Big,
BXe 3aTBepA)KeHOro BUpobHuKa
Nitta Gelatin Inc; 3miHun | Tuny -
nofaHHA oHoBfeHoro E-
CepTudpikaty BignoBiAHOCTI
€sponevicbkili hbapmakonei Ne R1-
CEP 2000-344-Rev 03 ans
[onoMiHOT pedyoBuHKM Gelatin Big,
BXE 3aTBEPKEHOro BUPOOHMKa
NITTA GELATIN INDIA LTD;
3MiHu | TNy - BUNy4YeHHs MNE-
CepTuchikaTy BignoBifHOCTI
€sponelicbkoi ®apmakonei R1-
CEP 2004-247-Rev 00 gns
[LOMOMDKHOI PEYOBUHM YXEeNaTuH;
3MiHM | TNy - BUnyyYeHHs ME-
CepTuddikaty BignoBiAHOCTI
€sponelicbkoi Papmakonei R1-
CEP 2004-320-Rev 00 ans
[0MNOMDKHOT peYOBWHU XenaTuH
202. | KCTAHAI Kancynu no 40 mr no 28 Actennac dapma HigepnaHgn AHpepcoHBpekoH CcLA/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14503/01/01
kancyn y 6nictepi; no 1 tOpon B.B. IHk., CLLUA HigepnaHgu marepianis: 3MiHu | TURY -
6nicTepy B KApTOHHOMY (nepBuHHE BHECEHHS 3MiH A0 p. 3.2.5.4.1
hyTNApi; N0 4 KAPTOHHUX nakyBaHHs); Cneuyudikauis, 3.2.S.4.2
yTNAPUN Y KApPTOHHIN Actennac ®apma AHanituuHi metoguku, 3.2.S.4.3
nauui Opon B.B., Banigauis aHaniTM4HUX METOAMK
HigepnaHgm Ta 3.2.5.4.5 O6rpyHTyBaHHs
(BTOPUHHE cneuudikalii, a came: BUTy4YeHHS
nakyBaHHs1, BUNYCK MeTOAY BU3HAYEHHS BaOXKKMX
cepii); KataneHt meTanis gns APl eHsanytamigy
$apma CostoLLHC,
NNC, CWA
(BMpoGHMLTBO bulk);
MekeoKnH
KoopauHeiitopc,
nnc, CWA
(nepBuHHE
nakyBaHHs)
203. | NNAKTYBIT® cupon, 3,335 r/5 mn, no TOB "HOpis-Papm” YkpaiHa TOB "HOpis-dapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnxX 6e3 peyenma UA/12566/01/01

100 mn a6o 200 mny
donakoHax nosiMepHux; no
1 cbnakoHy B nauui* 3
KapToHy (MOX/IMBe
[ofaTkoBe BKNajaHHA B
nayky MipHOro NpUCTPOIo);
no2mn,5mny
KOHTeliHepax
ofHoz030BMX; No 10
KOHTeliHepiB y nayui

mMarepianis: TeXHIYHA NOMUSIKA
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) - BunpaBfieHo
TEXHIYHY NOMWJIKY B TEKCTI
MapKyBaHHA ynakosku J13.
3AMPOMNOHOBAHO: 2.
KINBKICTb AIH0YOT PEHOBUHN
Naktynosn - 3,335 r(g)/5 mn(ml)
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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

204.

NAMIKOH®

cnpeii HawwkipHnii 1%, no
25 1y dh1iakoHi 3 HacocoMm-
fosatopom; no 1 cpnakory
B Nnauvj 3 KapTOHy

AT "dapmak”

YkpaiHa

AT "®apmak”

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHu | TURY -
OHOBJIEHHA TEKCTY MapKyBaHHs
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii Lwoao
3a3HayYeHHs oOAVHULb
BVMIiptOBaHHA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

6e3 peyenma

UA/2714/03/01

205.

NAHTIFEH B

Kpanni opasibHi, CycneHsisi;
no 18 mn y donakoHi 3
KPYILLIKOO-KpanebHULElo;
no 1 donakoHy y KapTOHHilA
nauu

BPYCYETTIHI -
C.P.J.

ITanisa

BPYCYETTIHI
C.p.n.

ITanisa

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 Ykpainu Big 26.08.2005p. Ne
426 (y pegakuii Hakasy MO3
Ykpainu Big 23.07.2015 p Ne 460),
[JonyLeHrX nig, Yyac NpoBefeHHs
npoueaypun peectpauii (Hakas
MO3 Ykpainu Big 23.04.2020 p
Ne945, P UA/18057/01/01), B
cneuudikaLii Ta meToaui
BMMNPOGYBaHHSA y 3a3HaYeHHi
NiMITiB HOPM AN NOKa3HUKa
«O6'EM, LLIO BUTArAETLCA» -
3anponoHoBaHo: (Big 18,0 go 18,5
MJ1). 3a3HaueHi BUNpaBieHHs
BIANOBIAAIOTb apXiBHUM
martepianam peecTpauiiHoro
[0Cbe

3a peyenmom

UA/18057/01/01

206.

NALEPAH HCT

Ta6neTkn 2,5 mr/12,5 mr B
6nictepax Ne 7, Ne 10, Ne
21

CaH ®apmMacboTukas

IHpacTpi3 NlimiTeq,

IHais

CaH
PapmacboTuKa
IHpacTpi3 Nimiteq,

IHais

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

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N13;
3anponoHoBaHo: 3rifgHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. TepMiH BBELEHHS
3MiH - NpOTSArom 6 Micslis nicns

3a peyernmom

UA/17578/01/01
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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

3aTBepKeHHA

207.

NALUEPAH HCT

Tabnetkn 5 mr/25 mr B
6nictepax Ne 7, Ne 10, Ne
21

CaH ®apmMacboTuKas

IHpacTpi3 Nimiteq,

IHais

CaH
dapmacbloTUKan
IHpacTpi3 Nimiteq,

IHais

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

BHECEHHSM iHdhopMauii Woao
3a3HayYeHHs OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: 3rifHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - MpPOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/17578/01/02

208.

NEBITPA

TabneTku, BKPUTI
060/10HKOK, M0 5 Mr; Mo 1
Tabnetui y 6nictepi; no 1
6nicTepy B KAPTOHHIl
navui

Baiiep Al

HimeyunHa

Baiep Al

HimeuunHa

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
BHECEHO A0 iHCTPYKLUiT ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby fo po3ainis
"Oco611BOCTI 3aCTOCYBaHHSA",
"Mo6iuHi peakuii" BigNoBigHO A0
pekomeHpauili PRAC. BBeeHHS
3MiH NpOTArom 3-X MicALiB nicns
3aTBEPAKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO 0
IHCTPYKLi ANa MmeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
00 po3ginis "®apmakonorivHi
BnactmsocTi", "MpoTunokasaHHA",
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"MobiuHi peakuii”. BBeAeHHS 3MiH
npoTArom 3-X Micauis nicas
3aTBEPIKEHHS

3a peyernmom

UA/0226/01/01

209.

NEBITPA

TabneTku, BKPUTI
060/10HKOI0, N0 20 Mr no 1
ab6o no 4 TabneTkm y
6nictepi; no 1 6nictepy B
KapTOHHI nauui

Baiiep Al

HimeyunHa

Baiiep Al

HimeuunHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
BHECEHO [0 iHCTPYKUiT ANns
MeJMNYHOro 3aCTOCYBaHHs
nikapcbKoro 3acoby Ao po3ainis
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iyHi peakuyii" BignoBigHO A0
pekomeHpaLin PRAC. BBefeHHs
3MiH NpoTsirom 3-X MicALiB nic/s

3a peyenmom

UA/0226/01/03

149




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMAKEHHS;
3MiHu || TUNy - 3MiHK BHECEHO 10
IHCTPYKLi 415 MeuyHOro
3aCTOCYyBaHHS iKapcbKoro 3acoby
[0 po3ginis "®apmakonorivHi
BnactmsocTi", "MpoTunokasaHHA",
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakui™. BBefeHHS 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

210.

NEBOKII3

TabneTku, BKPUTI
NiBKOBOK 060/10HKOI0, MO
250 wmr; no 5 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHI/ Kopoo6Li

Aypob6iHao ®apma /114

IHais

Aypob6iHao dPapma
Nimiten - FOHIT VII

IHais

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHW
BHECEHO [0 iHCTPYKLi AN
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco6MBOCTI 3acTOCyBaHHS",
"Mo6ivHi peakuii” BigNOBIAHO A0
OHOB/IEHOT iHdhOpMaLlii 3 6e3nekn
[ito4oi peyoBrHN. BBeeHHS 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAXKEHHS

3a peyenmom

UA/13743/01/01

211.

NEBOKINS

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
500 mr; no 5 TabneTok y
6nictepi; no 1 6nictepy B
KapTOHHIA KopooLi

AypobiHgo ®apma /1Tg

IHAjA

Aypob6iHgo ®apma
Nimiten - FOHIT VII

IHAjA

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
BHECEHO [0 IHCTPYKLi AN
MeJNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuyii” BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
[ito4oi peyoBrHY. BBeeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicas
3aTBEPAXKEHHS

3a peyernmom

UA/13743/01/02

212,

NEBOMILIETUH
Y PO34YMH
CNMMPTOBUIA 1
%

PO34YUH OIS 30BHILLUHBOTO
3aCTOCyBaHHs, CNUPTOBUIA
1 % no 25 mn y chnakoHax;
no 25 mn 'y gonakoHi; no 1
donakoHy B nauuj 3
KapToHy; Nno 25 Mny
chakoHax, yKynopeHumx
npobkamu-
KpanenbHuusamMu; no 25 mn
y hr1akoHi, yKynopeHomy
NpoOKOK-KpanesbHULEH,
no 1 chnakoHy B naui 3
KapToHy

MpAT
dapmaLeBThyHa
thabpuka "Biona"

YkpaiHa

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YKpaiHa

BHECEHHS 3MiH [0 peecTpauiiHnX
MaTepianis: 3MiHU | TNy - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHK) -

3MiHW BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKM NikapCbKoro 3acoby

(n.17) woA0 HaHeceHHs TOproBoi

Mapku; 3MiHK | Tuny - 3miHn 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
Cuctema
KOHTeliHep/3aKynopoBanbHuii
3aci6. 3miHa dhopmu abo po3mipy
KOHTeliHepa uun

6e3 peyenma

UA/8211/01/01
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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

3aKyNnopBaUIbHOTO 3acoby
(NepBUHHOT yrnakoBKK)
(HecTepunbHI nikapcbki 3acobm) -
BBEJEHHSA [0AaTKOBUX YNakoBOK
no 25 mMn y dpnakoHax 3 cksiomacu
mapkn OC ($B-30-18),
YKynopeHux npobkamu-
KpanenbHuuamy 3 LDPE (2.2.E) Ta
kpywkamu (1.4 K) y nayui Ta 6e3
nauyku, 3 BignoBigHMMM 3MiHaMK [0
p. «YnakoBka». 3MiHM SIKICHOro Ta
KiNbKiCHOro ckagy nakyBasibHOro
marepiany He Bigbynoch; 3MiHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3MmiHa y 3aTBEpMAKEHNX
MeToAax BUNPobyBaHHS) -
BHECEHHS 3MiHM Ao MeTopis
KOHTPOJII0 SIKOCTi JliKapCbKOro
3acoby n. «06’emM BMICTY
YMakKoBKW» (3MEHLUEHHS Ki/TbKOCTi
3paskiB, 06’eM SIKUX BU3HAYAETLCS,
00 1 dpnakoHy)

213.

NEBOCWUH

Masb, Mo 40 ry Ty6i, no 1
Ty6i B NayLj 3 KapTOHY

MAT "Ximdhapm3sasoz
"YepBoHa 3ipka"

Ykpaina

NAT
"Ximcpapmsasog
"UepBoHa 3ipka"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu |l TUMY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdDl, abo
3MiHa BUpPO6HUKa (BK/TlOYatoum, ae
HeobXifHO, MicLe NpoBefeHHs
KOHTPOIO sIKOCTi) AdI (3a
BiICYTHOCTI cepTudikata
BiZANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE)(BBEAEHHS HOBOMO
BUPOGHMKa A®I 3 HafaHHAM
macTtep-aiina Ha Adl) - cynyTHs
3MiHa: 3MiHM 3 AKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo

6e3 peyenma

UA/8326/01/01
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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

BUKOPVCTOBYHOTBCS Y NPOLECI
BMPOOHULTBa AP (3BY)XXEHHS
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii) - BBeEHHS
[04aTKOBOro BUpo6HUuKa AdI
meTunypaumun «Shijiazhuang
Wangwu Bio-Pharmaceutical
Science & Technology Co., Ltd.»,
KuTali Ta, ik HacnigoK 3MiHa y
napameTpax cneuudikauii gns
BXifHOro KOHTposo APl
MeTuaypauma 3a NoKasHUKOM
«Baxki meTanin», a came:
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.», Kutaii — He
6inblue 0,001% (10 ppm).
MponoHoBaHa pefakuis
[itoua pevoBuHa: MeTunypauun.
BupobHuk: «High Hope Int'l Group
Jiangsu Medicines&Health
Products Import&Export Corp
LTD.» Micue npoBagxeHHs: ADD:
12-13/F, High Hope Building,
No0.91 Baixia Road, Baixia District,
Nanjing City KpaiHa: Kutaii
[opaTtkoBuii BUPOGHMK:
«Shijiazhuang Wangwu Bio-
Pharmaceutical Science &
Technology Co., Ltd.» Micue
npoBagxeHHs: South-Baishe Bio-
Industrial Park, Zhao County
KpaiHa: Kutaii

214.

NEBO®IOKCA
LUHY
FEMIMIAPAT

MOPOLLIOK (Cy6CcTaHUis) y
noABiiHMX
noNieTUNEHOBKX MiLLIKax
ans hapmauesTUYHOTO
3acTocyBaHHS

TOB "TK "Aspopa”

YKpaiHa

LLaHtol LI3MHCHUHB
PapmacboTuKan
Ko., T4,

Kutaii

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
BHECEHHS 3MiH 40 METOAIB

KOHTpO/It0 skocTi AdI
nesodhokcaunHy remirigparty, a
came: NpuBeLeHHs onucy
MEeTOAMKN «3a/INLIKOBI KiSTbKOCTI
opraHiyHnX po3vmHHMKIB. AMCO>»
Y BignoBigHICTb [0 BUMOT
MoHorpadii USP Ha
NeBodpnokcauuHy remigpar

UA/10977/01/01

215.

NETPAM

TabneTkv BKpUTI

NMiBKOBOK 060M0HKOI NO
250 mr, no 10 TabneTok y
6nicTepi, no 3 6nictepn y

leTepo /1a63 JlimiTeq,

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK

ofo 6e3snekn/edpekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -

3a peyernmom

UA/17271/01/01

152




n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

BHECEHHS 3MiH [0 po3Ainy
«MapkyBaHHsa» 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 nicna 3aTBepAKeHHs

216.

NETPAM

TabneTkv BKpUTI
NiBKOBOK 060I0HKOK MO
500 mr no 10 TabneTok y
6nictepi, no 3 6nictepn y
Kopoo6Ui

leTepo N1a63 JlimiTeq,

IHais

leTepo /1a63
NimiTen

IHais

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

BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTYy MapKyBaHHS ynakoBK/

NiKapCbKOro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu

MiCALB Nicnsa 3aTBepAKeHHs

3a peyernmom

UA/17271/01/02

217.

NETPAM

TabneTkv BKpUTI
NMiBKOBOK 060M0HKOI NO
1000 wmr, no 10 TabneTok y
6nicTepi, no 3 6nictepn y
Kopoo6Ui

leTepo /1a63 flimiTeq

IHais

leTepo /1a63
Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3nekn/epekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -

BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA 13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUN C YTBEPXKAEHHBLIM
TEKCTOM MapKMpoBKU. OHOB/IEHHSA
TEeKCTYy MapKyBaHHS ynakoBKu

NiKapCbKOro 3acoby 3 BHECEHHAM
iHcbopmauii WwoA0 3a3HaYeHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeleHHs 3MiH NpPOTArom 6-Tu

MiCALiB nicnsa 3aTBepAKeHHs

3a peyernmom

UA/17271/01/03

218.

NIJOKCAH
MEHTON

NboASHUKKM, 5 Mr/1 Mr no
12 nboasHWKIB y 6nicTepi;
no 2 6nictepun y KapTOHHil
Kopobui

TOB "CaHpo3
Ykpaiva"

YkpaiHa

JlabopaTopia
Keanichap HB
(Ksanidpap HB),
Benbris

Benbrisi/
CnoseHis

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3miHu | Tuny -
noAaHHA HOBOTO cepTudikary
BignoBigHOCTI €Bponeicbknii

6e3 peyenma

UA/16208/01/01
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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
(BMpPOGHMLTBO 3a apmakonei (Ne RO-CEP 2018-
NMOBHUM LMK/IOM); 081-Rev 00) ans Bxe
Nex 3aTBEPAKEHOr0 BUPOOHUMKA fito4oi
dapmaueBTUiHa PEYOBVHN X/TIOPreKCUANHY
KoMnaHisa 4.4., ournokoHaty MEDICHEM, S.A.,
CnoBeHis (Bunyck Spain
cepii)
219. | NIAOKCAH NboAsHUKKM, 5 Mr/1 Mr no ToBapucTBO 3 YkpaiHa NabopaTopia Benbrisi/ BHECEHHS 3MiH 0 peecTpaLiintHmx 6e3 peyenma UA/16208/01/01
MEHTON 12 nbogsHukiB y 6nicTepi; 06MEXeHOo Ksanigpap HB CnoBeHisi marepianis: 3MiHK | TUMy - 3MiHK
no 2 6nicTepy y KapTOHHIl BiANOBifa/IbHICTIO (Ksanidpap HB), Lwoao 6e3nekn/edeKTBHOCTI Ta
Kopoo6Li "CaHpo3 YkpaiHa" Benbris hapmakoHarnagy (iHwi 3MiHn) -
(BpO6HMLTBO 3a OHOBJIEHHS TEKCTY MapKyBaHHs
MOBHUM LIK/TOM); yNaKkoBKM NikapCbKoro 3acoby 3
Nex BHECEHHSAM iHhopMmalLlii LLoao
dapmaueBTUYHa 3a3HayYeHHs OAVHNLb
KoMnaHisa a.4., BUMIPIOBaHHA Y cuctemi Sl.
CnoseHis (BUMycK BHeceHHs 3MiH fo po3giny
cepiin) “MapkyBaHHsI” MKA N3;
3anponoHosaHo: MAPKYBAHHA
3rifHO 3 3aTBEPLKEHUM TEKCTOM
MapKyBaHHSA. TepMiH BBELEHHSA
3MiH: NpOTAroM 6 Micauis 3 gatu
3aTBEPAKEHHS
220. | NIHE3ONIA TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH 40 peecTpalinHmx 3a peyenmom UA/16130/01/01
KPKA NNiBKOBOK 060J10HKOD, MO MecTO bulk", nepBrHHe Ta mMartepianis: 3MiHu | TNy - 3MiHK 3

600 mr, no 10 TabneTok y
6nictepi, no 1 6nictepy B
KapTOHHiA KOopoo6Li

BTOPUHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUNYCK cepil:
KPKA, a.4a., Hoso
mMecTo, CnoBeHis;
KOHTpPONb cepii:
KPKA, a.4a., Hoso
MecTo, CnoBeHis

AakocTi. A®l. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHWX
BUNpo6yBaHb/nepioay 36epiraHHsA
abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBEPIKEHOMY
[ocCbe cepTudikaTa BignoBigHOCTI
€sponelicbkili hapmakonei, Lo
BK/IIOYAE Mepiog, NOBTOPHOTO
BMNpOGYBaHHS) (Nepiog,
NMOBTOPHOrO BUNPOGYBaHHsA/Nepios,
36epiraHHs) - 36inblUeHHs abo
BBE/leHHs nepiofy NOBTOPHOrO
BMNPOGYBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3ynbTaTiB
[ocnimpKeHb y peasibHOMY Yaci -
36iNbLUEHHA Nepiogy NOBTOPHUX
BMNpo6yBaHb Ans A®I niHesonigy:
3areBepaXeHo: 3 poku
3anponoHoBaHo: 5 pokis; 3MiHK |
MRy - 3MiHM LWoAo
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

thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 MeTofiB
KOHTPOJIO SIKOCTi JliKapCbKOro
3acoby, po3ain «MapKyBaHHs»
3arBepaxeHo: MapkMpoBKa.
CooTBeTCTBYET NPefoCTaB/EHHON
MapK1pPOBKe YMakoBKY.
3anponoHoBaHo: Mapkuposka. B
COOTBETCTBUW C YTBEPKAEHHBIM
TEKCTOM MapKVpOBKM; 3MiHU | Tuny
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. CTabifbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
abo ymoBax 36epiraHHsi rOTOBOrO
niKapcbKoro 3acoby (36i/bLUeHHs
TepMiHy NpVAATHOCTI FOTOBOTO
nikapcbKoro 3acoby) - Ans
TOProBoOi yNnakoBKu
(nigTBEPOAXKYETLCA AaHUMU
peasibHOro yacy) - 36i/bLIeHHS
TEepMiHy NpUAATHOCTI FOTOBOTO
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX A0CAIAKEHD
CTabiNIbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMiH
npugaTHocTi
3 poku 3anponoHoBaHo: TepMiH
npuaatHocTi 5 pokiB BBeAeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS

221.

NICOBAKT
KOMM/IIT
CMnPEN

cnpeii OpoOMYyKO3HWIA,
po3umnH no 30 mny
ch1akoHi 3 TeMHOro ckia 3
HacocoM-po3nuBa4Yem
Ta annikatopom, no 1
h1aKkoHy Y KapTOHHIiA
Kopobui

BocHanek a.4.

BocHis i
lepueroBuH
a

BocHanek g.4.

BocHis i
epueroBmH
a

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiAANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2007-
029-Rev 04 Bif 3aTBEPAKEHOTO
BUpobHUKa A®I LieTunnipuauHito
xnopuay Bupo6HuyTea Dishman
Carbogen Amcis Limited, IHgjs
(3aTBEpAXEHUIA CepTudikaT
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2007-
029-Rev 03). 3miHa nepiogy
NMOBTOPHOro TecTyBaHHA AdI 3 36
MicsliB Ha 60 micAuiB

6e3 peyenma

UA/18160/01/01

222,

NOMNEPAMIJ,

Tabnetkn no 0,002 r no 10
Tabnetok y 6nictepi, no 1

MpuBaTHe akuioHepHe
TOBapUCTBO "/1eKXiM-

YKpaiHa

MNpvBaTHe
akKuioHepHe

YkpaiHa

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

be3 peyenma
— Ne 10, Ne 20.

UA/6919/01/01
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n/n

HasBa

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)
abo 2, a6o 50 a6o 100

Xapkis"

3asiBHUKa

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

223.

NOMNEPAMIJ,

6nicTepiB y nayui 3
KapToHy

Tabnetkn no 0,002 r in

MprBaTHe akujioHepHe

YKpaiHa

TOBapUCTBO
"JlekxiM-Xapkis"

MNpvBaTHe

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMauii Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHSA y cuctemi Sl.
OHOB/IEHHS BXEe 3aTBEPAKEHOrO
TEKCTY MapKyBaHHS Ta BHECEHHS
3MiH g0 po3ainy MKA.
MponoHoBaHa peaakuis:
MAPKYBAHHA BignosigHo go
3aTBEPKEHOTO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH NpoTAaroM 3 MicAuis nicns
3aTBEPAKEHHS

3a peyenmom
— Ne 500, Ne
1000

224.

norona
PO34YMH

bulk: no 5000 TabneTok y
KOHTeliHepax

PO34KnH AnA 30BHILUHLOIO

TOBapuCTBO "J1eKXiM-
Xapkis"

MpAT

YKpaiHa

akujioHepHe
TOBapWCTBO
"JlekxiMm-Xapkis"

MpAT

YkpaiHa

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 OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
OHOBJIEHHS BXe 3aTBEPAKEHOrO
TEKCTYy MapKyBaHHS A1 yNakoBKn
in bulk: no 5000 TabneTok y
KOHTelHepax (BHECEHHS
no3HaYeHb OAMHWLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbKOro angasiTy) Ta
BHECEHHS 3MiH 0 po3ainy MK4A.
MponoHoBaHa pegakuis:
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. [l14 nikapcbkoro
3acoby y chopmi in bulk:
BignosigHo fo 3aTBepakeHoro
TEKCTy MapKyBaHHS, L0
pofaeTtbesa. TepMiH BBEAEHHS 3MiH
npotarom 3 micsAuiB nicns
3aTBEPAKEHHS

UA/2981/01/01

3acToCyBaHHA No 251y
donakoHi; no 1 dpakoHy B
nadui 3 KapToHy; no 25ry

donakoHax

PapmaLeBTUyHa
thabpuka "Biona"

PapmaueBTUYHA
thabpuka "Biona"

YkpaiHa

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

6e3 peyenma

3MiHV BHECEHI B TEKCT MapKyBaHHs

UA/8047/01/01
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HasBa

dopma sunycky

3asiBHUK

n/n

JliKapcbKo20
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

225.

MAAJTOKC®

yMakoBOK NiKapCbKoro 3acoby
(n.17) wono HaHeceHHs Toprosoil
Mapku

226.

cycneHsis opasibHa Ne 30:
no 15 mn y nakeri; no 30
nakeTiB y KapTOHHIN
Kopoo6Li

TOB "CaHodi-ABEHTIC

YkpaiHa"

YKpaiHa

dapwmartic

®paHuis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460) - BunpaBfeHo
TEXHIYHY NOMWJIKY Y TEKCTI
MapKyBaHHs ynakosku J13.
3AMNPOMOHOBAHO: 2.
KINBKICTb AIF0YOT PEHOBUHN
MarHito rigpokcng / AntomiHito
rigpokcug 15 mn cycneHaii
MICTATb!
a/TIOMIHII0
TIAPOKCUAY . ...veeeeeeieeeireeieeees 525
Mr MarHito
TIAPOKCUAY ..o 600 mr
3a3HaueHe BUMpaBeHHs
Bignosigae apxiBHUM MaTepianam
peecTpaLiinHoro aocbe

6e3 peyenma

UA/9219/01/01

227.

MEAOMEKCON

TabneTku no 0,088 mr, no
10 Tabnetok y 6nictepi;
no 3 6nicTepy B KAPTOHHIi
Kopoo6Ui

Mepokemi T/,

Kinp

Cneuidpap CA

peuis

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
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13 :
3anpornoHoBaHo: MAPKYBAHHSA.
3rigHo 3aTBEpAXEHOro TEKCTY

MapkyBaHHS. TepMiH BBELEHHS
3MiH npoTarom 3 micAuiB nicns

3aTBEPAKEHHS

3a peyernmom

UA/14904/01/01

MELOMEKCON

Tabnetku no 0,18 mr, no
10 Tabnetok y 6nictepi;
no 3 6nicTepy B KAPTOHHIlA
Kopoo6Li

Mepokemi T/,

Kinp

Cneuidpap CA

Ipevyis

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

BHECEHHSAM iHhopmalLlii LLoao
3a3HayeHHs OAVHNLb
BUMIpIOBaHHSA y cuctemi Sl.

3a peyenmom

UA/14904/01/02
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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

BHeceHHs 3MiH Jo po3giny
«MapkyBaHHA» MKA N13 :
3anponoHoBaHo: MAPKYBAHHSA.
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapkyBaHHS. TepMiH BBELEHHS
3MiH NpoTAaroM 3 Micauis nicns
3aTBEPAKEHHS

228.

MEAOMEKCON

Tabnetku no 0,7 mr, no 10
TabneTtok y 6nictepi; no 3
6nicTepn B KAPTOHHI
Kopobui

Mepgokemi NTA

Kinp

Cneuidpap CA

peuis

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.
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHs1» MKA 113 :
3anpornoHoBaHo: MAPKYBAHHA.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH NpoTAroM 3 MicAuiB nicns
3aTBEPAXKEHHS

3a peyenmom

UA/14904/01/03

229.

MENNAMIA

TabneTtkn no 2 mr, no 15
Tabnetok y 6nictepi, no 2
6nicTepn B KAPTOHHIl
QECI]

BocHanek g.4.

BocHis i
lepuerosuH
a

BocHanek A.4.

BocHis i
epueroBuH
a

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
BHECEeHHS 3MiH A0 Cneuudikauii
N3, a came: CKOPOYEHHA YacToTu
npoBefeHHA gocnigpkeHb Ha MBY
0o 1 cepii Ha pik 3aMiCcTb
LOCAIMKEHHST KOXHOI NPOMUCIOBOT
cepii, Ha OCHOBI MO3UTUBHNX
pesynbTaTis fOBrOCTPOKOBUX
pocnigxeds M3 3a n. «<MBY», Ta
y BifgNOBiAHOCTI 4O pekomeHAaL,ii
HactaHoB ICH Q6a

3a peyernmom

UA/14307/01/01

230.

MENNAMIA

Tabnetku no 3 mr, no 15
TabneTtok y 6nictepi, no 2
6nicTepy B KAPTOHHIl
naui

BocHanek g.4.

BocHis i
lepuerosmH
a

BocHanek 4.4.

BocHis i
epueroBmH
a

BHECEHHS 3MiH [0 peecTpauiiHnX
martepianis: 3miHu | Tuny -
BHECEHHS 3MiH 0 Crneumndikauii
['N13, a came: CKOPOUYEHHSA YacToTh
nposefeHHA gocnimkeHb Ha MBY
[0 1 cepil Ha pik 3amicTb
LOCNIIKEHHST KOXHOI NPOMUCIOBOT
cepii, Ha OCHOBI MO3UTUBHNX
pesynbTaTiB fOBrOCTPOKOBUX
pocnimpkeHb 13 3a 0. «MBY», Ta

3a peyenmom

UA/14307/01/02
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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
Yy BifMNOBiAHOCTI 4O pekomeHAaw,ii
HactaHoB ICH Q6a
231. | MEHOBA3VH PO34MH A/151 30BHILLUHBOTO TOB "dapma Yepkac" Ykpaina TOB "dapma YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/17573/01/01
3aCcTOCyBaHHS, CMMPTOBWA, Yepkac" marepianis: 3MiHu | TUMY - 3MiHK
no 40 mn a6o no 100 mny Lofo 6e3nekun/edekTMBHOCTI Ta
hnakoHax, 3aKynopeHmx thapmakoHarnsgy (iHwi 3MiHn) -
npobkamu i KpuLLKammn B OHOBJIEHHA TEKCTY MapKyBaHHS
KapTOHHMX KOpOGKax 3 yNakoBKM NikapCbKoro 3acoby
KapTOHHVM MigA0HOM abo
6e3 Hboro
232. | MEPANIC® cnpei HasanbHWiA, PO34nH AppaH-TaneHcbknii XopsarTist AppaH-TaneHcbknii Xopsartis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/12207/01/01
0,05 % no 10 mn a6o no Na6oparopiit 4.4. Na6opaTopiin 4.4, marepianis: 3MiHu | TUMY - 3MiHK
15 M1 po34nHY Y hriakoHi Loao 6e3nekn/edeKTBHOCTI Ta
3 103YI0UMM NPUCTPOEM; thapmakoHarnsgy. BeegeHHs abo
no 1 donakoHy B KapTOHHIl 3MiHV [0 y3araslbHEHUX AaHuX Mpo
Kopoo6Ui cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAa/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 419 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-chaiina cuctemm
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AAaHUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3asBHVKa, BiANOBIga/IbHOI 3a
thapmakoHarnag B YkpaiHi
233. | MEPANIC® cnpeli HaszaNbHWIA, PO3YMH AapaH-IaneHcebknii Xopsaris AapaH-IaneHcebknii Xopgaris BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/12207/01/02

0,1 % no 10 mn a6o no 15
MJ/1 PO34MHY Y (hriakoHi 3
[03YI04MM NPUCTPOEM; MO
1 dpnakoHy B KapTOHHii
Kopoo6Li

Na6oparopiit 4.4.

Na6opaTopii 4.4,

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
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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
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi

234,

METOTPEKCAT
AKKOP/,

PO34MH ANS iH ekuiin 25
mr/ma no 2 mn (50 wr), 20
mn (500 mr), 40 mn (1000
Mr) y dpnakoHax, no 1
chnakoHy B naui

AKKopfA Xesickea
Nimiteq

Benvka
BpuTaHis

BMPOGHMLTBO,
KOHTPO/b AKOCTI,
nepBUHHE Ta
BTOPUHHE
nakyBaHHs:
IHTac
dapmacbioTikans
Nimiteq, IHAis;
BTOPUHHE
nakyBaHHS1; BUNYCK
cepii:
AKKOP[, XENCKEA
NIMITEA, Benuka
BpuTatis;
BTOPUHHE
nakyBaHHS:
CuHonTus
IHgacTpian Cn. 3
0.0., MNMonbLya;
KOHTPO/b AKOCTI:
NTABOPATOPI
®YHOACIO JAY,
Icnanis;
KOHTPO/b SKOCTI:
ACTPOH PECbOPY
NIMITEL, Benvka
BpuTaHis

IHpis/
Benuka
BputaHis/
Monbwa/
Icnanis

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3miHu | Tuny - 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHn y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML,
BMPOOHULITBA /15 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbKoro 3acoby
(8inbHULA oNS BTOPUHHOTO
nakyBaHHS1) - BBEAEHHSI
BMpO6HMKa CnHONTM3 IHAAacTpian
Cn. 3 0.0. / Synoptis Industrial Sp.
Z 0. 0. 3a agpecoto Byn. Pabosiuka
15, CBaxeHa3, Benmkonosnibcbke
BO€EBOACTBO, 62-020, Monbwa / ul.
Rabowicka 15, Swarzedz,
wielkopolskie, 62-020, Poland,
BignoBiAa/IbHOro 3a BTOPUHHE
nakyeaHHs [N13; 3mibu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYThCS
BUMYCKY Cepii Ta KOHTPOJIO SKOCTi
roTOBOro NikapCbKoro 3acoby
(3amiHa abo goAaBaHHS AiNbHULY,
Ha SIKill 34jiCHI0ETbCSA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
BBe/leHHs1 BUPOGHUKa
NABOPATOPI ®YHOACIO OAY /
LABORATORI FUNDACIO DAU
3a agpecoto 6/, 12-14,
IHaycTpiasibHa 30Ha BinbHa 30Ha,
bapcenoHa, bapcenoHa, 08040,

3a peyernmom

UA/17982/01/01
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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

IcnaHis / Clc, 12-14 Pol. Ind. Zona
Franca, Barcelona, Barcelona,
08040, Spain, BignoBigabLHOIO 3a
KOHTPOb AKOCTi [N13; 3MiHM | TUNY
- 3MiHK 3 sIKOCTi. FOTOBWMIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMNYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo fofAaBaHHS AinbHULY,
Ha siKili 3MjiiCHI0ETbCA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
BBeEHHs1 BUpo6bHuka ACTPOH
PECbHOPY NIMITEL / ASTRON
RESEARCH LIMITED 3a agpecoto
OPYTUIA TA TPETIN MOBEPX,
CENIXX XAYC, 319 MIHHEP
POY[, XEPPOY, HAL 4HF,
Benvka bputaHisi / 2ND & 3RD
FLOOR, SAGE HOUSE, 319
PINNER ROAD, HARROW, HA1
4HF, United Kingdom,
BiANOBIAA/ILHOrO 3a KOHTPO/1b
aKkocTi I13; 3miHW | Tuny - 3miHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBabHWii
3aci6. 3MiHa ByAb-AKOi YacTUHU
mMaTepiany NepBMHHOT yNakoBKM,
LLIO He KOHTAaKTYE 3 FOTOBUM
nikapcbkvM 3aco60M (Hanpuknag,
KONip KpULLEYOK 3 KOHTpOSIEM
NepLLOro BIAKPUTTSA, KOMIP KOLOBUX
Kineub Ha amnynax, KOHTeiHepa
Ansa ronok (pisHi BUAM nnactmacu)
(3miHa, siKka BN/MBa€e Ha KOPOTKY
XapakTepucTUKy NikapcbKoro
3aco6y) - 3MiHa Ko/1bopy
KoBnayka. 3MiH1 BHECEHi B
IHCTPYKLi0 ANA MeguyHoro
3acrocyBaHHsA J13 y p. "Ynakoska"

235.

METOTPEKCAT
AKKOP[,

pO34uH A1 iH ekuin 25
mr/mn, no 2 mn (50 mr), 20
mn (500 wmr), 40 mn (1000
Mr) y donakoHax, no 1
donakoHy B nauuj

AKKopf Xesnckea
NimiTeq

Benuka
BputaHis

Akkopfa Xenckea
NimiTen, Benvka
BpuTtaHis (BTOpMHHE
nakyBaHHSI; BUNYCK
cepii); IHTac
dapmacbioTikans
NlimiTeq, IHAis

Benvka
BputaHis/
IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
OHOBJ/IEHHS cepTuddikaTty

BiANOBIAHOCTI EBpONechbkili

thapmakonei R1-CEP 2000-024-

Rev 10 ana A®l MeToTpekcar Big

BXe 3aTBep)KEHOro BUpPO6HMKa

3a peyernmom

UA/17982/01/01
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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
(BUpO6HMLTBO, EXCELLA GmbH & Co. KG
KOHTPO/b AKOCTI, (Germany)
nepBuHHE Ta
BTOPUHHE
nakyBaHHs)
236. | METOTPEKCAT | po3uunH Ans iH'ekuiii, 25 TeBa ®apmaueBTikan I13painb dapmaxewmi b.B. HigepnaHngmn BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/9609/01/01
-TEBA Mr/M1, Mo 2 MA'Y dhr1akoHi; IHpacTpi3 N7, marepianis: 3MiHu | TUMY - 3MiHK
no 1 cpnakoHy B KOpo6L,i BHECeHi [0 IHCTpyKUiT Ans
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao po3giny
"Mo6ivHi peakui™ woao 6e3neku
3acToCyBaHHSA Nikapcbkoro
3acoby. BBefeHHs 3MiH MPOTAroM
3-x MicsILiB nicns 3aTBEPKEHHS
237. MIKPOJTAKC® PO3UMH pPEKTa/IbHWIA; MO 5 MakHin Mpoaaktc Benvka LENb®APM dpaHuis BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/15636/01/01
MJ/1 PO3YMHY PEKTa/IbHOrO NimiTen BpuTtaHis OPJIEAH mMaTtepianis: 3mMiHu Il Trny - 3MiHK 3

B Ty6i 3 yHIBEpCa/IbHUM
ab0 yKOpOoYeHUM
HaKOHEeYHVKOM; no 4 abo
no 12 ty6 3
YHiBEpCa/IbHUM
HaKOHEYHVIKOM B
KapTOHHIA Kopobui; no 4
abo nol2 Ty6 3
YKOpPOYEHUM
HaKOHEYHWKOM Y
KapTOHHI Kopo6Lyi

sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3miHa y NepBWHHIi ynakoBLi
roTOBOro MikapcbKoro 3acoby (Tvn
KOHTeliHepa abo fofaBaHHs
HOBOrO KOHTeliHepa) - CTepusbHi
nikapcbki 3acobu Ta nikapcbki
3acobu
6ionoriyHOro/iMyHo0r4YHOro
MOXOL)KEHHS - BHECEHHS 3MiH [0
p. 3.2.P.7. Cuctema
KOHTeliHep/3aKynoptoBabHWi
3acib, a came gofasaHHs e
OfHOTO BMAY NEPBUHHOT yNaKkoBKu
niKapcbkoro 3acoby - Ty6u 3
YKOPOYEHUM HAKOHEYHUKOM —
cneuiasibHO A1 HOBOPOMKEHMX Ta
Aiteil fo 3-x pokis, 3 BiANOBIAHUMY
3MiHamMK y p. «YnakoBka». 3MiHu
BHECEHO A0 IHCTpyKUii Ans
MeJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy
"YnakoBka", Ta, K Hacnigok, 4o
po3ziny "Cnoci6 3acTocyBaHHA Ta
[03un" (BHeECEHO iHGhopMaLito
OO0 fOfaBaHHS YNakoBKY 3
YKOPOUYEHVM HAKOHEYHWKOM A5
3aCTOCYBaHHS fAiTAM), a Takox, AK
HacnifloK, 3aTBEPMKEHHS TEKCTY
MapKyBaHHA AN 404aTKOBOT
YMakoBKM NIiKAPCbKOro 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

BBegeHHs 3MiH npoTsirom 6
MicALiB Nicia 3aTBepAKeHHs

238.

MIKPO/TAKC®

PO34YMNH peKTasibHUA; No 5
MJ1 PO34MHY PeKTaslbHOro
B Ty6i 3 yHiBEpCca/ibHUM
a60 yKOpPOYEeHUM
HaKkOHeYHVKOM; no 4 abo
no 12 ty6 3
yHiBEpCa/IbHUM
HaKOHEYHVKOM B
KapTOHHI kopobui; no 4
ab6o nol2 Ty6 3
YKOPOUYEHUM
HaKOHEYHVKOM Y
KapTOHHI/ Kopoo6Li

MakHin Mpoaaktc
Nimiteq

AHrnis

OENBPAPM
OPJIEAH

®paHuis

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3mMiHu | TMny - 3MiHK
Lofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn)-
3MiHN BHECEHO B iHCTPYKLil0 ANA
MeAUYHOrO 3aCTOCYBaHHs
nikapcbKoro 3acoby Lwoao
MiCLie3HaXOMKEHHSA 3asBHUKA,
HaliMeHyBaHHs Ta
MiCLiE3HaXOMKEHHS NpeAcTaBHMKa
3asBHUKa (BBeeHHS 3MiH
npoTsrom 6 micsuis nicns
3aTBEPKEHHS); 3MiHK | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa agpecu 3asBHKKa
(BBegeHHsA 3MiH npoTsarom 6
MiCALIB MiC/1A 3aTBEPLKEHHS);
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
BHeceHHs 3MiH [0 po3ainy
“MapkyBaHHs" MKA N3:
3aTtBepmkeHo: MapkupoBka. TekcT
MapK/VpOBKN BTOPUYHO 1
NepBUYHOI YNakoBKN
npunaraeTcs. 3anponoHoOBaHo:
MapkyBaHHS. 3HiAHO
3aTBEPLKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH npoTarom 6
MicAILiB nic/a 3aTBepAKEHHs!

6e3 peyenma

UA/15636/01/01

239.

MIHOKCMauMn
IHTENI

PO34MH HaLLKIpHWiA, 2 %);
no 60 mn y gonakoHi; no 1
donakoHy y KOMNNeKTi 3
MipH/M HaCcoCoM Y
KapTOHHI Kopoo6Li

3AT "IHTENI
FEHEPVKC HOPA"

NutBa

IHoacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

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

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHS" MKA N3

3anponoHosaHo: Mapknposka. B
COOTBETCTBUU C YTBEPXKAEHHBIM

TEKCTOM MapKMpoBKu OHOBJ/IEHHSA

6e3 peyenma

UA/14771/01/02
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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

TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

240.

MIHOKCUAnn
IHTENI

PO34YUH HaLLKIpHWiA, 5 %;
no 60 mn y donakoHi; no 1
h1akoHy Y KOMMNEKTi 3
MipPH/M HacocoMm y
KapTOHHIA KOopoo6Li

3AT "IHTENI
FEHEPVKC HOPA"

NntBa

IHpacTpian
dapmaceyTika
KaHTabpia, C.A.

IcnaHis

BHECEHHS 3MiH 0 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -

BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHsA" MKA N3

3anpornoHoBaHo: MapkunpoBka. B
COOTBETCTBUM C YTBEPXKAEHHbIM

TEKCTOM MapKMpoBKy OHOB/IEHHS

TEKCTY MapKyBaHHS ynakoBKu

NiKapcbKoro 3acoby 3 BHECEHHAM

iHchopmawii LWoao 3a3HaveHHs

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

Sl. BBeieHHs1 3MiH NpPOTArom 6-Tu

MicsILiB Nicns 3aTBEpAKEHHS

6e3 peyenma

UA/14771/01/01

241.

MOKCU®/IOKC
AUVH
CAH[I03®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
400 wmr; no 5 Tabnetok y
6nictepi; no 2 6nictepn B
KapTOHHI Kopobui; no 7
Tabnetok y 6nictepi; no 1
6nicTepy B KapTOHHii
Kopo6Li

CaHpos
dapmacbioTikans g.4.

CnoseHisa

C.K. CaHgos C.P.J.

PyMmyHis

BHECEHHS 3MiH 40 peecTpaviinHmx
marepianis: 3MiHU | TURy - 3MiHK
BHECEHI [0 iHCTPYKLiT Ans
MeJNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6/MBOCTI 3aCTOCyBaHHSA",
"Mo6iyHi peakuyii” BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
[ito4oi peyoBrHY. BBeeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nics
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHW BHECEHI A0 iHCTPYKUIT ANns
MeJNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6/MBOCTI 3aCTOCyBaHHSA",
"Mo6iuHi peakuyii” BignoBigHO A0
OHOB/EHOT iH(hopMaLlii 3 6e3neku
[ito4oi peyoBrHY. BBeeHHS 3MiH
NpOTArom 6-Tv MicALiB 3 faTu
3aTBEPAXKEHHS

3a peyernmom

UA/16489/01/01

242,

MOMETASOHY
DYPOAT

nopoLokK (cybcTaHuis) y
NnonieTUNEHOBKX NSLLIKax
Ta Mikax ans
hapmaneBTUYHOro
3acTOCyBaHHs

XoBioH ®apmaCbeHcia
CA

MopTyranis

XoBioH
dPapmaCbeHcia CA

MopTyranis

BHECEHHS 3MiH [0 peecTpauiiHnX
mMartepianis: 3MiHu | TNy - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTI/lE-cepTucpikar
BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBEHOTO
cepTudikaTa BignoBigHocTi abo

UA/15088/01/01
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Ne HasBa

dopma sunycky

3asiBHUK

n/n JliKapcbK020
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

243. | MOHOHITPOC

Tabnetkn no 40 mr no 10

My6niuHe akuioHepHe

BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans

BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
MofaHHA OHOBIEHOrO
cepTudikaTy BiANOBIAHOCTI
€sponelicbkili hbapmakonei Ne R1-
CEP 2004-111-Rev 01 Big
3aTBepXXEeHOro BUpo6HuKa AdI
MomeTasoHy dypoarty
BMPOGHMLUTBA Hovione
FarmacCiencia SA, Moptyranis
(3aTBEPAXEHWMIA cepTudikaT
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2004-
111-Rev 00). MpuBeaeHo y
BiANOBIAHICTL A0 MOHOrpadii 1449
€sp.Papm. Ha Mometasone
furoate, po3gain Cknag,

Cneuudpikanis a8 nokasHUKIB

«lpeHTudikayis», «CynpoBigHi
LOMILLKM», «KinbKicHe

BM3HaYeHHa» Ta MeToan
KOHTPONA 415 NOKa3HWKIB
«lpgeHTudikauis», «furome

ONTU4YHe obepTaHHA», «BTpaTa B

Maci MpW BUCYLLYBaHHI»,

«CynpoBigHi AOMILLKM»,

«KinbkicHe BM3HauYeHHs». Po3gin

YnakoBka Ta YMoBWU 36epiraHHs

NpuBELEHO Y BiANOBIAHICTb A0

oHossieHoro CEP

nocsio4YeHHs

va

TabneTtok y 6nictepi; no 3
abo 4 6nictepn y nauui 3
KapTOHY

TOBapuCTBO "HaykoBo-

BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
Ximiko-
hapmaLeBTUUHNI
3asog"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbkuii
Ximiko-
thapmaLeBTUYHWI

3aBof", YKpaiHa

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHs" MKA N3;

3anponoHoBaHo: MapKyBaHHS.
BignosigHo fo 3aTBepakeHoro

TEKCTY MapKyBaHHs yNaKoBKM.

3a peyenmom

UA/1604/01/02
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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
(BnpobHuLTBO 3a OHOB/IEHHA TEKCTY MapKyBaHHSA
NMOBHUM LMK/IOM); yNakoBKM NiKapcbKoro 3acoby 3
TOB "Arpochbapm", BHECEHHAM iHthopmalLlii LWoao
Ykpaina 3a3HayYeHHs OAUHULb
(Brpo6HULTBO,Naky BUMIpPIOBaHHSA Y cuctemi Sl.
BaHHA, BUNYCK BBefieHHs1 3MiH NpoTArom 6-Tu
cepiii); ToBapncTBO MiCALIB NicNs 3aTBEPAKEHHS
3 06MEeXeHo
BiANOBIAA/LHICTIO
"Hartyp+", YkpaiHa
(KOHTpOJIb Cepiif)
244. | MOHOMPOCT® | Kpansi 04Hi, po3uunH, 50 NTABOPATYAP TEA dpaHuin EKCE/BI3IOH ®paHuin BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/16308/01/01

mkr/mn, no 0,2 mn B
0fIHOA,030BOMY
KOHTelHepi; no 5
OfiHOA,030BUX
KOHTEliHepiB, 3 €gHaHNX
MiXX COBOL0 Yy CTPIUKY
(cTpun), y cawe; no 6
callle y KapTOHHiiA Kopo6Li

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
Ha3BW likapcbkoro 3acoby. 3miHa
Ha3Bu /13, a came, BHECEHHS
3Hayka ® o Hassu J13:
3arBepxkeHo: MoHonpocrT;
3anponoHoBaHo: MoHOMNpocT®.
BBeneHHs1 3MiH NpOTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3Mminu |l TUny - 3MiHM WoAao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPpYKLU|ii Ans
MeANYHOro 3aCTOCYBaHHS
reHepuyHNX/riopuaHnx/6ionodioHM
X niKapcbknx 3aco6is nicns
BHECeHHS Tiel caMoi 3MiHM Ha
pedhepeHTHUI1 npenapar (3miHa,
AKY HEOOXiAHO B NoJasibLLOMY
06I'pyHTYBaTVN HOBVMMU
[0AATKOBUMY AaHUMK (Hanpuknag,
NOPIBHAHHICTb 6I00MYHNX
nikapcbknx npenaparis)). 3MiHK
BHECeHi 10 IHCTPYKUii ans
MeJMNYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobivHi peaxuii”
BignoBigHO A0 iHchopmaui
pedrepeHTHOrO /ikapCbKoro
3acoby KCANNATAH®. 3miHu |
My - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsay (iHwi 3miHK).
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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 BHeCeHi A0 IHCTpyKLUii ans
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Lwoao
3a3HayYeHHs KOHTaKTHUX AaHnX
npeAcTaBHUKa 3asBHYMKA.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHu | TUnNYy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
3MiHM BHECEHI 10 TEKCTY
MapKyBaHHS YNakoBK/ NiKapCbKoro
3aco0y (LL0A0 3a3HaYEeHHS iHWOT
TeXHi4HOI iHdhopMaLii). BBegeHHs
3MiH NPOTArom 6-Tu Micauis nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn).
3MiHM BHECEHI 10 TEKCTY
MapKyBaHHS YNakoBK/ NiKapcbKoro
3aco06y (LLoA0 3a3HaYEeHHS
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl). BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13:
3arBepaxeHo: MapKyBaHHS.
JoaaeTbes. 3anpornoHoBaHo:
MapkyBaHHs. 3rigHO
3aTBEPKEHOr0 TEKCTY
MapKyBaHHS. BBeeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBepPMKEHHS. 3MiHu | TUny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
Micus NpoBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BKIOYaKouH, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPO/O SIKOCTI), ab0 BriacHMKa
MacTep-caiina Ha A®l, abo
noctavyanbHuka A®I/BnxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HMLTBI ADI (SKLO
3a3HayYeHo y fOCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechkili
thapmakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[0MOMDKHOT PEYOBMHM (SIKLLLO
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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

3a3Ha4yeHo y A0cbe). 3MiHa Ha3BK
BMpOOHUKA BMXiIAHOTO MaTepiany,
a came peyoBUHN
Kap6okecnnbyTun docchoHiym
6pomig, Lo 3acTOCOBYETLCA Npu
BMPOGHULTBI A®P| nataHonpocTy y
BMpOG6HMKa Chinoin
Pharmaceutical and Chemical
Works Private Co. Ltd., Hungary —
3aTrBepmxeHo: (UBICHEM Pharma
Manufacturing kft.);
3anponoHosaHo: (SONEAS
Chemicals Ltd.). 3minu | TUny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BK/IKOYAKOUYM diana3oH po3Mipy
cepil) roToBOro NikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPIKEHUM
po3mipom). 3miHa po3mipy cepii
N3 — 3aTBeppxeHo: (100 n Ta
300 n); 3anponoHoBaHo: (100 n;
300 n1; 1000 n).
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOGHMLTBI. 3MiHW Y npoLieci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA). HEe3HauHi 3MiHW y
npoueci BUpOOHULTBA, NOB'A3aHi 3
AofaHHAM po3Mipy cepii 1000 n
[0 BXe ICHYIUMX PO3MmipiB cepil
100 n 1a 300 n: 1) yTOYHEHHS
LLIOA0 EMKOCTI A/151 PO3YNHEHHS
NaTaHonpocTy; 2) yTOYHEHHS
oo thinbTpytoyoi cTepunisawii;
3) YTOUYHEHHS WOA0 APeHYBaHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOGHMLTBI. 3MiHW Y NpoLieci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETHCS MPU BUPOGHULTBI
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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
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM). 3MiHM Y nNpoueci
BMpo6HuuTBa N3, a came, 3miHa

TpUBasIOCTi 36epiraHHsA
Hepo3chacoBaHOro BUXigHOro
po3umHy J13, W0 nos'aA3aHa 3
OOAaHHAM po3Mipy cepii 1000 n
[0 BXe iCHYUMX po3Mipis cepii
100 n 1a 300 n1. 3miHuK | TUnNYy -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM). 3MiHa yacy
nepemillyBaHHS PO34YMHIB, AKi
BUKOPVCTOBYIOTbCS 4715
npuroTysaHHs /13 3 MeTok
BAOCKOH&JTEHHSA TEXHOMOTYHOTO
npoLiecy, Lo NoB'A3aHa 3
AofaHHAM po3Mipy cepii 1000 n
[0 BXe ICHYIUMX PO3MmipiB cepil
100 n 1a 300 1. 3MiHu | TUNYy -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN BUNPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOBJIEHNX Y cneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHW).
3MiHa YacToTV BUNpPOGYyBaHHSA
04HOL030BUX (hNAKOHIB 3a
NMOKa3HMKOM Maca HamnoBHEHHS,
BCTaHOB/IEHOI Y creumdikauisx

roaviHun Ha 30 0AHOA030BUX

4 rofiVH HaNoOBHEHHS, a NOTiM
KOXHi 2 roguHun Ha 25
O[IHOA,030BMX KOHTENHEPAX).

nig yac Bupo6HuuTea M3 (Cragis
V HanoBHEHHS | 3aKynoploBaHHs) -
3aTBEPKEHO: (Maca HarnoBHEHHS
nepeBipsETLCS NpUHAKMI KOXHI 2

KOHTEliHepiB); 3anponoHOBaHO:
(Maca HanoBHEHHS NepeBIpsSETLCA
KOXHY FOAMHY BMNPOLOBX NepLUnX

3MiHu | TMNY - 3MiHK 3 AKOCTI.
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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

[oTOBMIA NiKapcbkunii 3aci6. 3miHn
Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo AoMyCTUMUX
MeX, BCTAHOB/IEHVX Y
crneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby (gofaBaHHs
HOBOro MeToAy BUNPoGyBaHHA Ta
fonyctuMux Mex). JloaaBaHHs
BMNPOBYBaHHSA Li/liCHOCTI hinbTpa
3a 0MOMOrot0 3BOTOXEHHS
BOZ00 [10 iCHYHUOro
BMMPOBGYBaHHA 3a [,0MNOMOroH
3BOJIOXKEHHS po3unHoM B (CTagis
IV. MpurotyBaHHs KiHLEBOrO
BWXiAHOTO PO34MHy). 3MiHuM | TUny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMNYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofAaBaHHS AinbHULY,
Ha sKili 3AjiiCHIOETbCA
KOHTPO/Ib/BMNPOBYBaHHSA cepii).
[oaasaHHA asibTepHATUBHOT
AiNbHULI MIKPO6ioNOrivYHOro
BMNPOOYBaHHS KiHLEBOro
npoaykTy. 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHoCTi abo ymoBax
36epiraHHsa roToBOro JliKapCbKOro
3ac00y (36ibLUEeHHS TEPMiHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - Micnsa nepLioro
PO3KPUTTA (NiATBEPAXKYETHCA
JaHUMU peasibHOro yacy).
36iNblUeHHS TeEPMiIHY NpuaaTHOCTI
N3 nicnsa nepLuoro BigkpUTTS
(cawe), Wo nNiaTBEPOKYETHCA
OaHUMW i3 BUBYEHHS CTabIisIbHOCTI
B peaslbHOMY Yaci: 3aTBepIKeHo:
(7 pHiB); 3anponoHoBaHo: (10
[HiB). 3miHu Il TMny - 3MiHn 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNpo6yBaHb abo AoMyCTUMUX
MeX, BCTAHOBNIEHVX Y
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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

cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby (po3LwMpeHHs
3aTBEPMKEHNX AOMYCTUMUX MEX
0151 NOKA3HUKIB, SIKi MOXYTb MaTu
iCTOTHWIA BNAMB Ha 3arasibHy
AKICTb FOTOBOIO J1iKapCbKOro
3aco6y). Po3LmMpeHHs Mex,
BCTAHOB/IEHNX Y cneuudikaulisx,
[N Macu HarnoBHEHHS B
O0ZlHO030Bi (h1aKOHU Mif Yac
BMpo6HuuTea M3 i3 0,27 r Ha
aianasoH 0,25 — 0,31 r (Cragia V
HanoBHEeHHs i 3aKyrnoptoBaHHs).

245,

MOHTEIEH

TabneTtku, BKPUTI
NNiBKOBOK 060/1I0HKOH), MO
10 mr; no 10 TabneTok y
6nicTepi, no 3 6nictepn y
Kopoo6Ui

[eTepo N1a63 JlimiTeq,

IHais

leTepo /1a63
NimiTen

IHais

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

BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA N13:
3anpornoHosaHo: MAPKVIPOBKA B
COOTBETCTBUW C YTBEPXKAEHHBIM
TEKCTOM MapKupoBkn. OHOB/IEHHS
TEKCTYy MapKyBaHHS ynakoBKu

NiKapCbKoro 3acoby 3 BHECEHHAM

iHbopmauii Wwoa0 3a3HaYeHHs

OAVHWLb BUMIPIOBAHHSA Y CUCTEMI

Sl. BBeEeHHS 3MiH NpOTArom 6-Tu

MicALiB Nicasa 3aTBepAKeHHs

3a peyernmom

UA/17104/01/01

246.

MYKANTUH®

Tabnetku no 50 mr, no 10
TabneTok y ctpunax; no
10 TabneTok y cTpuni; no
3 cTpunu B nayuj; no 30
TabneTok y KoHTeliHepi; no
1 KoHTeHepy y nauui; no
10 TabneTok y 6nictepax;
no 10 TabneTok y
6nicTepi; no 3 6nictepu B
QECI]

MAT "Fanuudpapm”

Ykpaina

MAT "Tannuchapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3MiHU | TUNY - 3MiHW 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBanbHWii
3aci6. 3miHa napameTpis
crneundikauii Ta/abo gonycTnMmx
MeX NepBUHHOI YNaKoBKN
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW); CyMyTHSA 3MiHa - 3MiHW 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHWii
3aci6. 3miHa y meTofax
BMNPOGYBaHHSA NEepPBUHHOT
yMakoBKM FOTOBOrO NiKapCbKoro
3aco6y (iHWi 3MiHKM Yy MeTofax
BMNPOGYBaHb (BKOYAKOUM 3aMiHy
abo gogasaHHs)) (B.11.r.3. (6) IB)—
BHECEHHS 3MiHM y peecTpauiliHe

6e3 peyenma

UA/1982/02/01
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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
pocbe 13, a came OHOBNEHHSA
po3giny 3.2.P.7. Cuctema
KOHTelHep/ 3aKynoptoBasibHi
3acobu, y 3B’A3KY 3 BHECEHHAM
3MiH A0 crneundikauii Ha
KOHTeNHepy NNacTyKoBi, 10
po3gainy «OCHOBHI po3Mipun»
(NpONOHYETLCA 3aMiHUTUN NOKA3HUK
«HomiHaibHa MIiCTKICTb» Ha
nokasHuK «MoBHUIT 06’em» Ta
3MIHUTY JONYCTUMI MeXi faHoro
nokasHuka 3 20£1,5 mn go
23,9+1,5 m; 3MiHa gonycTummnx
MeX . «BucoTta koHTeliHepa» 3
45+0,6 mm 0 451 MM); 3MiHK A0
po3ainy «30BHIWHIl BUrIA4»
(HafaHa 6inbLU po3lunpeHa
iHchopmawis)
247. | HA3IK® cnpeii Ha3asTbHUIA, PO34KH; Kaccenna-meg Mv6X HimeuyunHa Knoctepdpay Himeuunna BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/9132/01/01
no 10 mn y donakoHi; no 1 & Ko. KI BepniH M'M6X martepianis: 3miHu | Tuny -
hnakoHy 3 HacagKot Ans NoAaHHA OHOB/IEHOTO
PO3MUIEHHS B KAPTOHHIi CeptucpikaTy BignoBigHOCTI
Kopo6ui; no 10 mny €Bponeiicbkili hapmakonei R1-
donakoHi; no 1 donakoHy CEP 2006-233-Rev 02
pa3oM 3 hikCoBaHO (nonepegHs Bepcis R1-CEP 2006-
HacazKow ons 233-Rev 01) Big BxXe
PO3MUIEHHS B KAPTOHHIi 3aTBepxeHoro BupobHnka BASF
Kopoo6ui SE pnsa A®l gekcnaHTeHony
248. | HEBIBONON Tabnetkn no 5 mr no 7 CTALA HimeuyunHa CTALA HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/14970/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHaiimitrens Al ApuHarimitTens Al marepianis: 3miHu Il Tuny - 3miHa y
6nicTepun y KapTOHHiIl napametpax cneuudikauii Ha AdI,
Kopobui a came 3MiHa dianasoHy
BM3HAYEHHS BMICTY nasiniagito B
A®DI, W0 BUKOPUCTOBYETLCA
BUpo6HMKOM Hetero Drugs
Limited, IHgja: 3anponoHoBaHo:
Palladium (Pd) - < 15 ppm
249. | HEBIBOJ1ON Tabnetkn no 5 mr no 7 CTALA HimeuyunHa CTALA HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiintHmx 3a peyenmom UA/14970/01/01
CTAOA® TabneTtok y 6nictepi; no 4 ApuHaiimittens Al ApuHaiimittens Al martepianis: 3MiHu Il Tuny -

6nicTepun y KapTOHHIl
Kopoo6Li

BBE/IEHHS1 40aTKOBOrO
BMpo6HuKa APl Hebisonony
rigpoxnopug Zhejiang Ausun

Pharmaceutical Co., Ltd. 3

HafaHHAM maiictep-chaiina Ha
A®I; 3anponoHoBaHo: 'eTepo
[Oparc Nimiteq (Hetero Drugs
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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; XXeaHr AycyH
$apmacbtoTikan Ko., ita,.
(Zhejiang Ausun Pharmaceutical
Co., Ltd.), Kutaii
250. | HEBIBONON Tabnetkn no 5 mr no 7 CTALA HimeuyunHa CTALA HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14970/01/01
CTALA® Tabnetok y 6nictepi; no 4 ApuHarimitrens Al ApuHarimittens Al marepianis: 3miHu | Tuny - 3miHa y
6nicTepun y KapTOHHIl MeToAax BunpobyBaHHs AdI, a
Kopobui came [0MOBHEHHS
anbTepHaTUBHOI aHasTITUYHOT
npoieaypy BU3HAUYEHHS BMICTY
nannagito B Adl, wo
BMKOPUCTOBYETLCSA BUPOOHNKOM
N3 (9001269 Pd Assay (AAS
MeToavrKa))
251. | HEMPOMY/IbT | Tabnetku, BKpUTI TOB «BAYLL XENC» YkpaiHa .. dapma 'M6X, ABCTpIst BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/5926/01/01
nBIT NAiBKOBOK 060/10HKOD, MO ABCTpIf; mMarepianis: 3MiHu | TNy - 3MiHK 3
10 Tabnetok y 6nictepi; BUPOBHUK sKocTi. FoToBWMIA Nikapcbkuii 3aci6.

no 2 6nictepu B KOpooL,i 3
KapToHy

BiANOBiAaIbHNIA 3a

BUMYCK NPOAYKTY:

I.J1. dapma N'm6X,
AscTpis

Cucrtema
KOHTelHep/3aKynopoBanbHuii
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapCcbKoro 3acoby

(3MiHa KinbKOCTi 0ANHULB
(Hanpuknag TabneTok, amnyn
TOLL0) B yNakoBLi:) - 3miHa y

Jiana3oHi 3aTBepyKeHnX po3mipis
yNakoBKUW. 3MiHa KiflbKOCTI
Tabnetok y 6nictepi, 6e3 3MiH
NepBUHHOTO NaKyBaslbHOro
mMaTepiany Ta 3 BiANOBIAHUMN
3MiHamu o p.YnakoBka. 3miHu
BHECeHi B po3in "Ynakoska" B
IHCTPYKLiO AN MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
(3MiHa KinbkoCTi TabneToK y
6nictepi), AK HacigoK -
3aTBEPIKEHHS TEKCTY
MapKyBaHHs A1 BifnoBigHOI
ynakoBku (6nictepa). BBefgeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepXeHHA. 3MiHu | Tny -
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnagy (iHwi 3miHu).
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHchopMaui Wwoao
3a3HaYEeHHS OAUHULL
BVMIiptOBaHHSA y cuctemi Sl.
3amiHa rpadiivHoro opopmMaIeHHs
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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

NepBUHHOI Ta BTOPUHHOI YNakoBOK
Ha TeKCT MapKyBaHHS yNakoBOK 3
BiANOBIAHUMYM 3MiHAMK A0
po3ginis MKA 13 (po3ain
«[padpnyeckoe opopmneHue
ynakoBku»(CooTBeTcTBYyeT
npegocTaseHHOMY
rpachmyeckomy n306paxeHuto
yNakoBKM) 3aMiHEHO PO3AinoM
«MapkyBaHHs»( BignosigHo o
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs)). BBeieHHS 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS.

252,

HEWPOMNAHT

TabneTtku, BKPUTI
060/10HKO0, Mo 20
Tabnetok y 6nictepi; no 1
abo no 2 6nictepu B
KapTOHHIA KOopooLi

[p. Binbmap LLiBa6e
v6X i Ko. KI'

HimeyunHa

[Op. Binbmap LLiBa6e
v6X i Ko. KI'

HimeuunHa

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

3amiHa po3giny «[paciyHe
306paxXeHHs ynakoBKW» Ha Po3ain
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS.
3MiHV BHECeHi B TEKCT

MapKyBaHHS yNakoBK/ NikapCbKoro

3aco6y LWo40 3a3HaYEHHS

OAVHWLb BUMIPIOBAHHS Y CUCTEMI

SI

6e3 peyenma

UA/0414/01/01

253.

HENPOTPOMNA
H-MEKCUBEN

PO34nH A8 iH'eKUil 5 %,
no 2 mn B amnysi; no 5
amnyn y 6nictepi; no 2
6nictepu B nauuj 3
KapToHy

PYMN
"Benmegnpenaparun”

Pecny6nika
Binopycb

PYn
"Benmegnpenaparun”

Pecny6nika
Binopycb

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3MiHU | TUNY - 3MiHW 3
AKocTi. A®l. KoHTponb A®l. 3miHa
y MeTogax BunpobysaHHa APl abo
BUXIAHOIO MaTepiany/npomixKHOro
NpoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETHLCS Y NPOLIECI
BMpoGHMLTBA ADI (iHLWi 3MiHN Y
mMeToAax BUNPoGyBaHHSA
(BKtovatoun 3amiHy abo
[ONoBHEHHS) A®I abo
BMXiZAHOrO/NMPOMIXXHOrO NPOAYKTY) -
CYMYTHS 3MiHa: 3MiHM 3 SKOCTI.
A®|. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
O0NYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikaisx Ha A®l, abo
BUXiAHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BMKOPVCTOBYHOTbCS Y NPOLEC

3a peyernmom

UA/11143/01/01
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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

BMPO6HMUTBA ADI (iHLWi 3MiHK) -
3MiHa y meTogax BUnpobyBaHHS
A®I: - MeTOA BU3HAUEHHS CYMYTHIX
[OOMILLIOK 3MIHEHO i3 3acTapisioro
TWX Ha 6inbLu cyyacHuWin MeTon
BEPX, ik Hacnigok 3miHa
OONyCTUMUX MEX crieumdikaw,ii
(3anponoHoBaHo:
«ConyTcTBytoLLme NprMecu:
nobas egyHNYHasA NpuMech — He
6onee 0,1 %, cymma npumeceil —
He 6onee 0,5 %»)

254,

HEOrEMOJE3

pO34uH ANns iHdysili no
200 mn a6o no 400 mny

naswKax

MpuBatHe akLioHepHe
TOBapucTBo "IHdy3in"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapUCTBO

"IHdpy3ia”

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
martepianis: 3MiHu Il Tuny -
BBE/leHHS HOBOI NJIALLKN CKNSAHOT
HOMIH&/TbHOK MITKICTIO 250 cMm3
Bi, HOBOro BUpo6HMKa TOB
«MasIMHIBCbKMI CK103aBoa»,
YkpaiHa, fika Ma€ He3HauHi 3MiHu
AKICHOrO Ta KiflbKiCHOro cknagy
CKna Bif, 3aTBEPAKEHNX MIALLOK
CKNSIHWX BUPO6HUKiB MpAT «bio
Me[ CKo», YKpaiHa Ta MNpAT
«KocToninbcbkuii 3aB0f,
CK/1I0BMPOGIB», YkpaiHa. Ak
HacnNifoK BHECEHHS BifNoOBigHMX
3MiH Y cneuudikaLito Ha CKIsHI
NAALWKM ([ONOBHEHHS iHhopMmaL,i
{010 HOBOTO BUPOGHUKA,
NO3HAYEHHS N/IALLIOK Ta MaUTHOHKA
NASALWKKN)

3a peyernmom

UA/11070/01/01

255.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

rymMKa XyBasibHa

nikyBasnibHa no 2 mr, no 15

TYMOK YB&UTbHUX Y

6nicTepi; no 2 6nictepu B

KapTOHHI ynakosL,i

MakHin Ab

LLseuis

MakHin Ab

LLiseuis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lwoao 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKaA 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BKNHOYAKYM KOHTaKTHI AiaHi)

6e3 peyenma

UA/8921/01/01
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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

Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnsg.
MponoHoBaHa pepakuisi: ArHeluka
Mefiiuep- faHH / Agnieszka
Majcher - Dann. 3MiHa KOHTaKTHUX
[aHnx ynoBHOBaXeHOI 0cobw,
BiANOBIA&/IbHOT 32
thapmakoHarnag. 3miHa micua
3[iAiCHEHHS1 OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnagy. 3miHa
MiCLLe3HaXOKEHHS MacTep-
haiina

256.

HIKOPETTE®
31 CMAKOM
CBDKUX
DPYKTIB

ryMKa xyBasibHa
nikyBanbHa no 4 mr, no 15
rYMOK XYBaJIbHUX Y
6nicTepi; no 2 6nictepu B
KapTOHHI ynakosL,i

MakHin Ab

Lseuis

MakHin Ab

Lseuis

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
thapmakoHarnsay; KOHTakTHoOl
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 pefakuis: ArHeLuka
Mefiuep- fanH / Agnieszka
Majcher - Dann. 3miHa KOHTaKTHUX
[aHux yrnoBHOBaXeHOT ocobu,
BiANOBiAaIbHOT 3a
thapmakoHarnag. 3miHa Micus
3[iACHEHHS1 OCHOBHOT Aisi/IbHOCTI 3
hapmakoHarnsgy. 3miHa

6e3 peyenma

UA/8921/01/02
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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
MiCLie3HaxXOMKeHHs1 macTep-
paiina
257. | HIMECYNIA MOPOLLIOK (Cy6CcTaHuis) y MpyBaTHe akuioHepHe Ykpaina AaprTi [lpars flimiteq IHAis BHECEHHS 3MiH 0 peecTpaLinHmx - UA/13773/01/01

NoABiNHMX NakeTax 3
nonietTuneny ans
hapMaLeBTUYHOTO
3acToCyBaHHs

TOBapUCTBO “JIeKXiM —
Xapkis”

marepianis: 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
hapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/IyYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[,0MOMDKHOT PEYOBUHM
(cepTtudpikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBneHn cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2002-
046-Rev 06 (3aTBepmkeHo: R1-
CEP 2002-046-Rev 05) ans
aitoyoi peyosmHy Nimesulide Big
BXe 3aTBepA)KeHOro B1UpobHuKa
Aarti Drugs Limited, sk Hacnigok
3MiHa agpecy BUpo6Huka AdI
3arBepmkeHo: Plot. No. Ne-198,
M.I.D.C., Tarapur, Boisar, Tal.
Palghar, Dist THANE
Maharashtra, India finsiHka Ne N-
198, M.I1.A4.C., Tapanyp, Boiicap,
Tan. Manrap, p-H TaHe,
MarapawTpa, IHais
3anponoHosaHo: Plot. No. N-198,
M.1.D.C., Tal. Palghar, District
Thane, India -401 506 Tarapur,
Maharashtra [linsiHka Ne N-198,
M.1.A.C., Tan. Nanrap, p-H TaHe,
IHAis-401 506 Tapanyp,
MarapaluTpa -3miHu 3a p.
«YnakoBKa»: 3aTBepxeHo: B
noAgiliHNX NakeTax 3 NonieTuseHy,
AKi BMILLEHI Y KAPTOHHUIA 6apabaH.
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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

Ha 6apabaH HaknewTb
eTUKeTKWN. 3anpornoHosaHo: B
noAgiliHNX NakeTax 3 NonieTuseHy,
AKi BMiLLEHi y nonieTnneHoBuid abo
pibpoBuii 6apabaH. Ha 6apabaH
HaKNeTb ETUKETKY. -
npviBeAeHHA METOANKN KOHTPOSIIO
A®I 3a NOKa3HUKOM «3a/IULLIKOBI
KiNIbKOCTi OpraHiyHnx
PO3YMHHVKIB» Y BifMOBIAHICTb JO
BuMor CEP. - 3mMiHa B NPOeKTi 3MiH
[0 METOAiB KOHTPOSIO AKOCTI
cy6cTaHUii B chepi 3acTocyBaHHS
A, a came: (3aTBEpOKEHO: ANS
BUPOGHMLITBA HECTEPUITBHIX
nikapcbkux hopm;
3anporoHoBaHo: Ans
thapmavLeBTUYHOro
3acTocyBaHHs); 3MiHu | TUnYy -
3MiHu 3 aKocTi. CepTudikar
BignosigHocTi/lE-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Yy BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HauioHasIbHOI dhapmakonei
nepxasun €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3miHamu B 1®Y, abo
€Bponeiickkili hapmakonei, abo
iHWIili HawioHanbHIK hapmakonei
aepxasu €C)
CynyTHSA 3MiHa
- 3MiHn 3 sKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
hapmakonei/moHorpadii. 3miHu,
NnoB'sA3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb [0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaujoHanbHOI thapMakonei
fepxasn €C (iHWi 3MiHN) -
npuBeaeHHs cneuudikauii Ta
MeTOAiB KOHTposo APl y
BIAMNOBIAHICTL 4,0 BUMOT
MOHorpadii EP, 3okpema
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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
BU/TYYEHHS NokasHuka «Baxki
MeTasnn», Ta NPpUBELAEHHS
MEeTOAVKM 38 NOKa3HNKOM
«CynpoBifHi AOMILLKM» [0 BUMOT
MoHorpadii EP.
258. | HOBATPA 100 TabneTtku, BKPUTI €BPO NAVNDKEP IHais MapkcaHc ®apma IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/9740/01/02
NiBKOBOK 060J10HKOLO, MO MPABIT NIMITEL, nto marepianis: 3MiHu | TUMY - 3MiHK
100 mrno 1, 2 a6o 4 ofo 6e3nekn/edekTMBHOCTI Ta
Tabnetkn y 6nictepi, no 1 thapmakoHarnagy (iHwi 3MiHn) -
6nicTepy B KApTOHHii OHOBJ/IEHHSI TEKCTY MapKyBaHHS
Kopobui; no 4 TabneTkn y yNakoBKM NiKapcbkoro 3acoby 3
6nictepi; no 2 6nictepn y BHECEHHAM iHthopMmalLlii LLoao
KapTOHHIA KopooLi 3a3HauyeHHs 0AVHULb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicSALIB NicNs 3aTBEpPAKEHHS
259. | HOBAI'PA 50 TabneTtku, BKPUTI €BPO NAVNOKEP IHais MapkcaHc ®apma IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/9740/01/03
NAiBKOBOK 060JI0HKOLO, MO MPABIT NIMITEL, nrp marepianis: 3MiHu | TUMY - 3MiHK
50mrno 1, 2 a6o 4 Lwoao 6e3nekn/edeKTBHOCTI Ta
Tabnetkn y 6nictepi, no 1 thapmakoHarnagy (iHLwi 3MiHu) -
6nicTepy B KapTOHHii OHOBJIEHHS TEKCTY MapKyBaHHsA
Kopo6Lii; no 4 Tabnetkn y yNaKkoBKM MikapCbKoro 3acoby 3
6nicTepi; no 2 6nictepn y BHECEHHSM iHdhopMaLii Wwoao
KapTOHHI KOpooLi 3a3HayYeHHs OOUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB Nicns 3aTBEpAYKEHHS
260. | HOBONMY/IbMO | nopoLIoK Ans iHransuii MEJA ®apma M'mbeX HimeuyunHa BMPOGHMLTBO, HimewunHa/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/4376/02/01
HE [030BaHwWin, 200 MKr/go3y; eHp Ko. KI nakyBaHHs, Ipnangis marepianis: 3miHu | Tvny - 3miHun
HOBOJIAMI3EP | no 2,18 r nopotuky (200 KOHTPO/b Cepil: Lof0 6e3nekn/edekTMBHOCTI Ta
® [03) Y KapTpuaxi; no 1 MEJA thapmakoHarnagy (iHwi 3MiHK).
KapTpUIKy B KOHTENHepi; MeHbrodhekyepuHr 3MiHW BHECEHI A0 IHCTPYKLiT Ana
no 1 koHTeliHepy Yy Mm6X, HimevunHa; MeJMYHOro 3aCTOCYBaHHs
KOMNEKTi 3 iHFaNsSTOpoM Yy anbTepHaTuBHe nikapcbKoro 3acoby oo
KapTOHHIiA nayui; no 2,18 r MicLie BTOPUHHOIO KOHTaKTHUX JaHuX Ans
nopotuky (200 fos) y nakyBaHHS: NOBIJOMNEHHS MPO BUHVKHEHHS
KapTpuaxi; no 1 Pow-fenbTta M'm6X, noGivyHNX peakyiin. 3miHu Il TUNy -
KapTpuIXy B KOHTENHepi; HimeuumnHa,; 3MiHu LWopao
no 1 KoHTeHepy y BUNYCK cepil: 6e3nekn/edeKkTMBHOCTI Ta
KapTOHHI navi MEJA ®apma M'm6X hapmakoHarnagy. 3miHn y
eHp Ko. KT, KOPOTKill XxapakTepucTui
HimeuumnHa; NiKapcbKoro 3acoby, TeKCTi
anbTepHaTuBHe MapKyBaHHS Ta iHCTPYKLIT ans
MicLie BTOPUHHOIO Me[MYHOro 3aCTOCYBaHHSA y
nakyBaHHs, 3B’A3KY i3 HOBUMM JaHNMU 3

KOHTPONb cepil,

SAKOCTI, AOKNIHIYHUMMW, KAIHIYHUMMN
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Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

Ne Hassa dopma sunycky 3asssHUK KpaiHa
3asiBHUKa

JliKapcbKo20 (nikapcbka ¢hopma,
3acoby ynakoska)
BUMYCK Cepii: JaHnMK Ta laHumK 3
MaxkJepmoT hapmakoHarnagy. 3MiHu BHeCeHi
Na6opaTtopi3 T/A [0 IHCTPYKUIT A4N18 Mean4Horo
Maiinax Oy6niH 3aCTOCyBaHHS /iKapCcbKoro 3acoby
PecnipeTopi, y po3ginu: "®apmMakonorivHi
Ipnangis BnactueocTi", "Moka3aHHs"
(yTO4HEHHs iHchopmawii),
"MpoTunokasaHHA", "B3aemogis 3
HLIMMKW NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemogijin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta nosun" (iHchopmavis woao
6e3neku), "OiTn" (3aTBEPAXKEHO:
"He 3acTocoByBatu 4iTAM BiKOM
0o 5 pokis"; 3anponoHoBaHo: "He
3aCTOCOBYBATU AiTAM BiKOM A0 6
pokis"), "Mepeno3yBaHHsA",
"Mo6iuHi peakuii" BigNoBigHO A0
marepianis peecTpaujinHoro
[0CbE.
261. | HOPKONYT® Tabnetkv no 5 mr no 10 BAT "T'efieoH YropumHa BHECEHHS 3MiH 40 peecTpaLinHmx
Tabnetok y 6nictepi, no 2 PixTep" marepianis: 3MiHu | TUMY - 3MiHK
6nicTepn y KapTOHHiIl ofo 6e3nekn/edekTMBHOCTI Ta
ynakoBLi thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHeceHi fo IHCTpykuii gns
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posginis:"
MpoTtunokazaHHsa", "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6nMBOCTI 3aCTOCYBaHHA"
00 6e3neky 3acToCyBaHHs
[ito40oi peyoBrHY. BBeeHHs 3MiH
npoTsArom 3-x MicAuiB nicns
3aTBEPMKEHHS; 3MiHM | TUNY -
3MiHM Wwozao
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
3MiHV BHeceHi f0 IHCTpykuii gns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ao posgainis:"
MpoTtunokasaHHsa", "OcobnnBoCTi
3acTocyBaHHs", "3acTocyBaHHA y
nepiog BariTHoOCTi abo rogyBaHHs
rpyaar”, "Cnocib 3actocyBaHHSA
Ta go3un" Wwoao 6esnekn

n/n

3a peyenmom UA/7288/01/01

BAT "lepeoH Pixtep" YroplmHa
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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

3acTOCyBaHHS Ajil040i PE4OBUHM.
BBeneHHs 3MiH NpoTArom 3-x
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHY | TRy - 3MiHK WoAao
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHV BHecCeHi J0 IHCTpykuii gns
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby o posginy
"B3aemogis 3 iHWMMMU SliKkapCbKuMun
3aco6amu Ta iHWi B1au
B3aEMOZIi" 1L1oa0 6e3nekun
3aCcTOCyBaHHS fjil040i PEHOBUHM.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB Nicns 3aTBEPAKEHHS

262.

OKCUKOPT

aeposo/b Ans
3acToCyBaHHS Ha LUKipY,
cycneHsis no (9,30
mr+3,10 mr)/r no 32,25 ry
aepo30/1bHOMY 6a0Hi; No
1 6as10Hy B KapTOHHIi
Kopoo6Ui

TapXoMiHCbKWiA
hapmaLeBTUYHNI
3aBog "Monbga" AT

MonbLa

TapxoMiHCbKWiA
hapmaLeBTUYHNI
3aBog "Monbga" AT

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNY - 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,
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
hapmakoHarnsgy) - 3miHa

YMOBHOBaXeHOT 0CObM 3as1BHMKaA,

BiANOBIA&/ILHOT 32
hapmakoHarnsag.
MponoHoBaHa pepakuis: Edyta
Samela. 3MiHa KOHTaKTHUX JaHuUX
YNOBHOBaXEHOI 0co6U,
BiANOBIAA/IbHOT 32
hapmakoHarnsag.
3MiHa KOHTaKTHOT 0cobu
YMOBHOBaXeHOT 0CobM 3as1BHMKa,
BiANOBIA&/ILHOT 32
thapmakoHarnag B YkpaiHi.
[NponoHoBaHa pefakuisi: YpeTii

3a peyernmom

UA/6469/01/01
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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

Ceprili IBaHOBMY. 3MiHA
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc06M yNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a

hapmMakoHarniag B YkpaiHi

263.

OKCOJIH-
JAPHULIA

Masb, 2,5 mr/r; no 10ry
Ty6i; no 1 Ty6i B navw,i

MpAT
"®apmaveBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsagy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBiAA/IbHOT 32
hapmakoHarnsag.
lMponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

6e3 peyenma

UA/6926/01/01

264.

OKTAHIH @
1000 MO

MOPOLLIOK /151 PO3UMHY
Ans iH'ekuin no 1000 MO;
KapTOHHa Kopobka Ne 1:
no 1 cpnakoHy emHictio 30
M1 3 MOPOLLKOM AN
PO34UHY A5 iH'EKLiA;
KapTOHHa Kopobka Ne 2:
no 1 donakony 3
pO34MHHUKOM (BOAa ANs
iH'ekuili, 10 mn) y
KapTOHHI Kopo6Lji pa3om
3 KOMMNIEKTOM [/1A
PO34YMHEHHSA Ta
BHYTPILLUHbOBEHHOTO
BBEefleHHs (1 wnpuy,
0fiHOpa30BUiA, 1 KOMNAEKT
Ans nepeHocy (1
[ABYXKiHL,eBa roska, 1

OkTathapma
PapmaueBTMKa
MpopykTioHcrec.
M.6.X.

ABCTpIs

Oktadhapma [eccay
'm6X , HimeuunHa
(BMpPOGHYK
(anbTepHaTuBHWIA),
BiANOBiAaIbHNIA 3a
BTOPWHHE
nakyBaHHs);
OkTadhapma
dapmavueBTrKa
MpopykTioHcrec
M.6.X., ABCTpIst
(BUPOGHKK,
BiAnoBiganbHUIA 3a
BMPOGHULITBO 3a
NMOBHUM LMK/IOM);
Oxktadhapma,
®paHLin (BUPOOHUK,
BiAnoBiAanbHWiA 3a

HimeuuunHa/
AscTpisi/
PpaHuin

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
OHOBJIEHHA MacTep-ghaiina Ha
nnasmy. 3anponoHoBaHo: Plasma
Master File Certificate Ne
EMEA/H/PMF/000008/05/11/015/G;
3MiHU | TUMY - OHOBNEHHA MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/016/
G; 3MiHY | TUNY - OHOB/IEHHSA
macTep-haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHM | TUNY - OHOBNEHHSA MacTep-
dpalina Ha nnasmy.

3a peyenmom

UA/14330/01/03
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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
hinbTpoBasibHa rosnka), 1 BMPOGHMLITBO 3a 3anponoHoBaHo: Plasma Master
KOMMEKT Ans iHAys3iit NOBHUM LMK/IOM, 3a File Certificate Ne
(ronka-metenuk), 2 BUKHOUYEHHSM EMEA/H/PMF/000008/05/AU/018/
MPOCOYEHUX CNUPTOM BTOPWHHOT G; 3MiHU | TUMY - OHOB/IEHHSA
TamnoHu); kopobku Ne 1 ynakoBKM) macTep-haiina Ha nnasmy.
Ta Ne 2 06’e4HYIOTLCS MK 3anponoHoBaHo: Plasma Master
€060t MNacTUKOBOIO File Certificate Ne
NiBKOO EMEA/H/PMF/000008/05/11/019/G;
3MiHU | TUNY - OHOB/IEHHSI MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G; 3MiHY | TUNY - OHOB/IEHHSA
mMacTep-alina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW Yy aHanNiTUYHIRA
MeToAwLj 3 BUSHAYEHHS BOAN B
niochinizoBaHNx NpoaykTax 3a
meTogom Kapna ®iwepa, a came
[ofaBaHHA eTanis
nepemillyBaHHs Ha opbiTasibHOMY
welikepi npoTarom 30-TU XBUIVH
Ta BiACTOIOBaHHA NpoTArom 15-1n
XBWINH
265. | OKTAHIH ® MOPOLLIOK AJ151 PO3YMHY OxkTadapma ABCTpIs Oktadpapma fleccay | HimeuunHa/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/14330/01/01
250 MO Ans iH'ekuiii no 250 MO; dapmaueBTUKa 'v6X , HimeuunHa AscTpisi/ mMartepianis: 3miHu | Tuny -
KapToHHa Kopobka Ne 1: MpogaykTioHcrec. (BMPOGHYMK ®paHuis OHOBJ/IEHHSI MacTep-haiina Ha
no 1 donakoHy emHicTio 30 M.6.X. (anbTepHaTuBHWI), nnasmy. 3anponoHoBaHo: Plasma
MJ1 3 MOPOLLKOM ANs BiANoBigabHUIA 3a Master File Certificate Ne
PO34MHY NS iH EKUiin; BTOPVIHHE EMEA/H/PMF/000008/05/11/015/G;
KapToHHa kopo6ka Ne 2: nakyBaHHS); 3MiHW | TUNY - OHOBJ/IEHHS MacTep-
no 1 cpnakony 3 Oktadapma thaiina Ha nnasmy.
PO34MHHMKOM (BOAa Ans PapmaueBTmKa 3anponoHoBaHo: Plasma Master
iH'exuili Mo 5 mn) y MpopaykTioHcrec File Certificate Ne
KapTOHHI Kopo6Li pa3om M.6.X., ABCTpist EMEA/H/PMF/000008/05/AU/016/
3 KOMMNIEKTOM A/1A (BUPOGHUK, G; 3MiHN | TUNY - OHOB/IEHHSA

PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 wnpuy,
0fiHOPa30BUiA, 1 KOMMNEKT
ans nepeHocy (1
ABYXKiHLUeBa ronka, 1
hinbTpoBasibHa rosnka), 1
KOMMIEKT Ans iHdy3iit
(ronka-metenvk), 2

BiANOBiAa/IbHWIA 3a
BMPOBHMUTBO 3a
MOBHWUM LMK/IOM);

OxTadapma,
®paHuia (BUPOOHUK,

BiANOBIAa/IbHNIA 3a
BMPOGHULITBO 3a

MOBHUM LMK/IOM, 3a

BUK/IOYEHHSAM

mMacTep-aiina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHU | TUMY - OHOB/IEHHA MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
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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
NMPOCOYEHUX CNUPTOM BTOPWHHOT G; 3MiHU | TUMY - OHOB/IEHHSA
TamnoHu); kopobku Ne 1 ynakoBKM) macTep-haiina Ha nnasmy.
Ta Ne 2 06’e4HYOTLCS MK 3anponoHoBaHo: Plasma Master
€060t NNacTUKOBOIO File Certificate Ne
NAiBKOIO EMEA/H/PMF/000008/05/11/019/G;
3MiHU | TUNY - OHOBJ/IEHHSI MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/
G; 3MiHY | TUNY - OHOB/IEHHS
mMacTep-alina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW Yy aHanNiTUYHIRA
MeToAWLj 3 BUSHAYEHHS BOAVN B
niochinizoBaHNx NpoAaykTax 3a
meTogom Kapna ®iwepa, a came
[ofaBaHHA eTanis
nepemillyBaHHs Ha opbiTasibHOMY
welikepi npoTarom 30-TU XBUIVH
Ta BiiCTOIOBaHHA NpoTArom 15-1n
XBWINH
266. | OKTAHIH ® MOPOLLIOK AJ151 PO3YMHY OxkTadapma ABCTpIs Oktadpapma fleccay | HimeuunHa/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyernmom UA/14330/01/02
500 MO Ans iH'ekuii no 500 MO; $apmaueBTUKa 'm6X , HimeuunHa AscTpisi/ martepianis: 3MmiHu | Tuny -
KapTOoHHa Kopobka Ne 1: MpogaykTioHcrec. (BMPOGHYMK ®paHuis OHOBJ/IEHHSI MacTep-haiina Ha
no 1 donakoHy emHicTio 30 M.6.X. (anbTepHaTuBHWI), nnasmy. 3anponoHoBaHo: Plasma
MJ1 3 MOPOLLKOM ANs BiANoBigabHUIA 3a Master File Certificate Ne
PO34MHY NS iH EKUiin; BTOPVIHHE EMEA/H/PMF/000008/05/11/015/G;
KapToHHa kopo6ka Ne 2: nakyBaHHS); 3MiHW | TUNY - OHOBJ/IEHHS MacTep-
no 1 cpnakony 3 Oktadapma thaiina Ha nnasmy.
PO34MHHMKOM (BOAa Ans PapmaueBTMKa 3anponoHoBaHo: Plasma Master

iH'exuili Mo 5 mn) y
KapTOHHI Kopo6Li pa3om
3 KOMNEKTOM A5
PO3YMHEHHS Ta
BHYTPILLHLOBEHHOTO
BBeAeHHs (1 wnpuy,
0fiHOPa30BUiA, 1 KOMNEKT
ans nepeHocy (1
ABYXKiHLUeBa ronka, 1
hinbTpoBasibHa rosnka), 1
KOMMIEKT Ans iHdy3iit
(ronka-metenuk), 2
MPOCOYEHUX CNUPTOM
TaMmnoHu); Kopobku Ne 1
Ta Ne 2 06’€4HYOTbCS MK

MpopaykTioHcrec
M.6.X., ABCTpist
(BUPOGHUK,
BiANOBiAA/IbHWIA 3a
BMPOBHMUTBO 3a
MOBHWUM LMK/IOM);
OxkTadapma,
®paHuia (BUPOOHUK,
BiANOBIAa/IbHNIA 3a
BMPOGHULITBO 3a
MOBHUM LMK/IOM, 3a
BUK/TIIOYEHHAM
BTOPUHHOT
ynaKoBKW)

File Certificate Ne
EMEA/H/PMF/000008/05/AU/016/
G; 3MiHM | TUMY - OHOB/IEHHS
mMacTep-aiina Ha niasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/11/017/G;
3MiHU | TUMY - OHOB/IEHHA MacTep-
thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
File Certificate Ne
EMEA/H/PMF/000008/05/AU/018/
G; 3MiHU | TUMY - OHOB/IEHHSA
macTep-haiina Ha nnasmy.
3anponoHoBaHo: Plasma Master
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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

C060t0 NNaCTUKOBOK
NNiBKOHO

File Certificate Ne
EMEA/H/PMF/000008/05/11/019/G;
3MiHM | TUNY - OHOBEHHA MacTep-

thaiina Ha nnasmy.
3anponoHoBaHo: Plasma Master

File Certificate Ne
EMEA/H/PMF/000008/05/AU/020/

G; 3MiHY | TUNY - OHOB/IEHHS
mMacTep-alina Ha nnasmy.
3anponoHoBaHo: Plasma Master

File Certificate Ne
EMEA/H/PMF/000008/05/11/021/G;
3MiHM | TUMY - 3MiHW y aHaNiTUYHIRA

MeToAMLj 3 BUSHAYEHHSA BOAM B
niochinizoBaHNx NpoaykTax 3a
meTogom Kapna ®iwepa, a came

[ofasaHHA eTanis
nepemillyBaHHs Ha opbiTasibHOMY

welikepi npoTarom 30-TU XBUIVH
Ta BiACTOIOBaHHA NpoTArom 15-1n
XBW/INH

267.

OKTEHICENT

po34umH no 50 mny
donakoHi 3 po3nustoBavem;
no 1 donakoHy B KapTOHHIl
Kopo6ui; no 50 mn 'y
donakoHi 3 BariHaslbHUM
annikatopom; no 1
h/1aKoHy B KapTOHHii
Kopo6ui; no 250 mn abo
1000 mn y chnakoHax; no
250 y chnakoHi 3
posnunoBavem

Lonbke i Maiip T'm6X

HimeuunHa

LLonbke i Maiip
M6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3miHu | Tuny -
aAMiHICTpaTVBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa (BKIOYaouH, 3a
HeobXiAHOCTI, MicLe NpoBeAeHHS
KOHTPOJO SIKOCTI), 260 BriacHMKa
mMacTep-thaiina Ha A®l, abo
noctayanbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYHOTbCH Y
BMPO6HULTBI ADI (SKLO
3a3HayYeHo y fOCLE Ha NiKapCbKuii
3acib) 3a BigcyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyKeHoMy
nocbe, abo BMPOOHMKA HOBOI
[OMOMDKHOT PEYOBUHY (SIKLLLO
3a3HayvyeHo y [10CbE) - 3MiHa
HalimeHyBaHHs BUPO6HUka AdI
OKTEHigiHy avrigpoxnopuay, 6e3
3MiHW MiCLA BUPOBHULTBA;
3anponoHosaHo: Sterling Pharma
Solutions Ltd., United Kingdom

6e3 peyenma

UA/4056/01/01

268.

OMENPA30N

Kancynu no 20 mr, no 10

BigkpuTe akuioHepHe

Pecny6nika

Bigkpute

Pecny6nika

BHECEHHS 3MiH 10 peecTpaLiinHmx

3a peyenmom

UA/6928/01/01
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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

Kancyn y 6nictepax; no 3
6nictepun y nayui 3
KapToHy

TOBapuCTBO
"BOopYCOBCHKMIA 3aBOS,
MeNYHNX
npenaparis"

Binopycb

akujioHepHe
TOBap1CTBO
"BopucoBCbKMi
3aBOf, MEANYHUX
npenaparis”, Lex
Ne4

Binopycb

marepianis: 3MiHu | TURY -
npusefeHHA crneundikauis 13 y
BIANOBIAHICTL A0 MaTepianis
peecTpauiiHoro J0ChE; 3MiHM |
TUNYy - BBEEHHSA B cneumdikaLito
N3 3 BigNOBigHNM METOAOM
BMNPOOYBaHHA NOKa3HMKa SKOCTI
«lpeHTudikayis»; 3miHn | Tuny -
BU/yYEHHS i3 3aTBEPLKEHOI
cneumdikauii He3HauYHNX
napameTpi, a came:
«lgeHTudikauis» - Koiboposa
peakuist Ha TUTaHy AioKCup, i
«BTparta B Maci npv BUCYLLYBaHHi»
3 BifNOBIAHUMN MeTogaMun
BMNPOGYBaHHS Yy 3B'A3KY i3
NpVYBEAEHHAM [0 aKTyasbHUX
mMaTtepianis BUPOOHWMKA;
3MiHK | TUNY - NpUBEAEHHSA
METO/AiB KOHTPOSIO AKOCTI /13 'y
BIANOBIAHICTL A0 MaTepianis
peecTpauiiiHoro Aocbe

269.

OHAOAHCETPO
H

PO34UH A5 iH'EKLLA, 2
mr/Mn no 2 mn abo 4 mn B
amnyni; no 5 amnyn B
KacerTi; no 1 kaceTi B nayu,i

My6niuHe akuioHepHe
TOBapuCTBO "HaykoBo-
BMPOGHUYUIA LEHTP
"BopLuariBcbKuii
XimiKo-
hapmaLleBTUYHNI
3asog"

YKpaiHa

My6niyHe
akujioHepHe
TOBapWCTBO

"HaykoBo-
BMPOGHNYNIA LEHTP
"BopuyariBcbkuii
Ximiko-
thapmaLeBTUYHWI
3asof"

YkpaiHa

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

BHECEHHS 3MiH 40 po34iny
“MapkyBaHHs" MKA N3;
3anponoHoBaHo: MapKyBaHHS.
BignosigHo fo 3aTBepakeHoro
TEKCTY MapKyBaHHS ynakoBKu.

OHOB/EHHA TEKCTY MapKyBaHHSA

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

3a peyenmom

UA/3803/02/01

270.

OHEKNAN3

TabneTkn, BKpUTI
NMiBKOBOK 060M0HKOM0, MO
75 wr; no 10 TabneTok y
6nictepi, no 3 6nictepu B
KapTOHHIA KopoobLi

Aypob6iHgo dapma /114

IHais

Aypob6iHgo ®apma
NimiTen (FOHIT 1)

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
3amiHa po3giny «IpadiuHe

3a peyernmom

UA/14263/01/01
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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

0hOPMNEHHS YNaKOBK/» Ha
«MapKyBaHHS» B 3aTBEPKEHUX
MK®A /13; 3anpornoHoBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs

271.

OPMAKC

Kancynu rno 250 mr no 6
ab6o 10 kancyny
nnacTMKoBOMY
KOHTeliHepi; no 1
KOHTelHepy B nauui 3
KapToHy

CninbHe yKpaiHCbKo-
icnaHcbke
nignpveMCTBO
"Cnepko YkpaiHa"

YKpaiHa

CninbHe yKpaiHCbKo-
icnaHcbke
nigNpPMEMCTBO
"Cnepko YkpaiHa"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
nofaHHs OHOB/IEHOTO
CepTucpikaTy BignoBigHOCTI
€Bponeiicbkili hapmakonei R1-
CEP 2007-206-Rev 02
(nonepepgHs Bepcis R1-CEP 2007-
206-Rev 01) Big Bxe
3aTBEPLKEHOIO BUPOBHMKA
ERCROS S.A,, IcnaHiss ans A®l
A3nTpOMILMHY (Y dhopmi
aurigpary)

3a peyenmom

UA/11108/01/01

272.

OPMAKC

NOPOLLOK A1 OpaUs1bHOT
cycneHsii, 200 mr/5 mn; no
11,74 r nopowky (gns 20
mn (800 mr) cycneHsii) abo
no 17,6 r nopoLuky (ana 30
mn (1200 mr) cycnensii) y
KOHTeliHepi; no 1
KOHTelHepy 3 [03Y040ot0
JIOXKKOIO Ta [103YH0UNM
LLNPULLOM

CnisibHe yKpaiHCbKO-
icnaHcbke
nignpYeEMCTBO
"CIMEPKO YKPAIHA"

YKpaiHa

CnifibHe yKpaiHCbKO-
icnaHcbke
nigNpMEMCTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
martepianis: 3miHu | Tuny -
NoAaHHA OHOB/IEHOTO
CepTuddikaty BignoBiAHOCTI
€Bponeiicbkili hapmakonei R1-
CEP 2007-206-Rev 02
(nonepepHs Bepcis R1-CEP 2007-
206-Rev 01) Big Bxe
3aTBEPLKEHOIO BUPOGHMKA
ERCROS S.A., IcnaHis gnsa A®l
A3nTpOMiLMHY (Y dopmi
Aurigpary)

3a peyernmom

UA/11108/02/02

273.

OPMAKC

NOPOLUOK A1 OpaUs1bHOT
cycneHsii, 100 mr/5 mn; no
11,34 r nopowky (gns 20
M (400 mr) cycneHsii) y
KOHTeliHepi; no 1
KOHTelHepy 3 [03Y040t0
JI0XKOIO Ta [03YHUnM
LUMPULIOM Y KapTOHHiiA
naui

CnisibHe yKpaiHCbKO-
icnaHcbke
nigNPUEMCTBO
"CMEPKO YKPAIHA"

YKpaiHa

CniflbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTeo
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOBMIEHOTO
CepTuddikaty BignoBiAHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2007-206-Rev 02
(nonepepnHs Bepcis R1-CEP 2007-
206-Rev 01) Bif BXE
3aTBEPKEHOI0 BUPOGHUKA
ERCROS S.A,, IcnaHisa ans A®l
AsuTpomiLuHy (y dopmi
avrigpary)

3a peyenmom

UA/11108/02/01

274.

OPHIJA3O/-
JAPHULA

pO34uH ANs iHQysil, 5
mr/mn; no 100 mny
donakoHi, No 1 dp1akoHy B

MpAT
"®apmMaLeBTnyHa
oipma "JapHuus”

YKpaiHa

MpAT
"®apmMaueBTnYHa
dipma" JapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/17007/01/01
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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

naui

hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa yNOoBHOB&XeHOi 0cobu,
BiANOBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNTOBHOB&XXEHOI
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 32
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'a4yecnasoBuy

275.

ODEB®

Kancynm m siki no 100 wmr,
no 10 kancyn y 6nictepi,
no 6 6nicTepiB y KAPTOHHIl
ynakoBLi

BepiHrep IHrenbxanm
IHTepHewHn M6X

HimeyunHa

MepBuHHE
(6nictepn) Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
KOHTPO/b AKOCTi 3a
NOKa3HUKOM
Mikpo6ionoriyHa
yucToTa Ta BUNycK
cepiii nikapcbkoro
3acoby: bepiHrep
IHrenbxanm ®apma
mM6X i Ko.KT,
HimeuumnHa,;
Brpo6HMUTBO,
ynakoska Ta
KOHTPO/1b SKOCTI (32
BUK/TIOYEHHAM
Mikpo6ionoriyHoi
4yMCTOTH) Kancyn
bulk (e
po3dhacoBaHoi
npoaykuii):
KatasieHt
HimevyunHa E6epb6ax

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3mMiHu | TMny - 3MiHK Y
MeToAax KOHTPOJI0 B NPOLECi
BMPOGHMLUTBA AD| AnA
NPOMDKHOrO NPOAYKTY
eTaHcynbgoHaTy BIBF 1120
(unmilled), a came OHOBAEHHS
TecTy "BunpobyBaHHs
3a/IULLKOBUX PO3UYNHHUKIB" (MeTof,
rasosoi xpomarorpadis ). Tuck y
KOJ/IOHLj aaanToBaHo Ans
36i/IbLUEHHS Pi3HULL MK TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOMTOHKMN MpV KIHUEBIA
Temneparypi; 3MiHu | TUny - 3MiHK
Yy MeTogax KOHTPO/Ito B MpoLeCi
BMPOGHMLUTBa AD| ans gitoyoi
peyoBUHM HiHTEeAaHIb, a came
OHOBJIEHHS TecTy "BunpobyBaHHs
3a/IMLLKOBMX PO3YMHHUKIB" (MeTop,
raszoBoi xpomaTtorpadisi ). TUck y
KOJTOHL aganTtoBaHo Ans
36iNbLUEHHS PI3HULL MiX TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOMOHKMN MpW KiHLUEBIW
Temneparypi; 3MiHu | Tuny - 3MiHK

3a peyenmom

UA/16115/01/01
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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
v6X, HimeuunHa; y MeTofax KOHTPO/IK0 B MPOLECI
AnbTepHaTUBHI BMPOGHMLTBA AD| ANns BUXiAHOMO
AiNbHULI Ans marepiany Xnopuwmig BIBF 1120, a
BTOPVHHOIO came OHOBJ/IEHHA TecTy "BTpata
nakyBaHHA Ta Macu npu BUCYLLYBaHHI" y
MapKyBaHHS: posginax "npoueaypa” Ta "ouiHka"
LlTeremaHH Yy 3B'SI3Ky 3 BUKOPUCTAHHAM HOBOIO
JNboHepnakyHreH o06nagHaHHA; 3MiHK | TUny -
yHA, NoricTiwep He3HauHa 3MiHa B TecTi ldentity
Cepsic e. K., (IR) Ansa aKTUBHOI pEYOBVHN
HimeuuunHa; HiHTeaHI6 LWoao 36iNbLIeHHS
dapm/lor dapma [nianasoHy xBw/b Big "4000 go 600
NopxicTik TM6X, cm-1" go "4000 go 400cm-1"
HimeuuunHa; 3MiHu | TUNY - He3HaYyHa 3MiHa B
AnbTepHaTUBHI TecTyBaHHi nanagito (AAS) ans
na6opartopii gns Ait040T PEYOBVHN HiHTEAaHIb , a
npoBeeHHs came 3MiHa Npo6oniAroToBKM y
KOHTPO/IO SIKOCTI (3a 3B'A3KY 3 BMPOBaAXEHHAM HOBOIO
BUK/OYEHHAM obnafgHaHHs (microwave
Mikpob6ionoriyHoi equipment)
yncToTn): A eHa Em
LTabTect FM6X,
HimeuuunHa HysicaH
'm6X, HimeuunHa;
AnbTepHaTuBHa
nab6oparopis ons
npoBefeHHs
KOHTPO/O AKOCTI
Mikpo6ionoriyHoi
yuctotu: Crc
IHCTUTYT dpeseHiyc
'mM6X, HimeuunHa
Na6op N+C Al,
Himeyynna
276. | ODEB® Kancysm m'siki no 150 mr, BepiHrep IHrenbxainm HimeuyunHa MepBUHHE HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/16115/01/02
no 10 kancyn y 6nictepi, IHTepHewHn M6X (6nictepn) Ta marepianis: 3mMiHu | TMny - 3MiHK Y
no 6 6nicTepiB y KAPTOHHIl BTOpPUHHE MeToJax KOHTPOJIO B NMPOLECI
ynakoBLii nakyBaHHs, BUpo6HMLUTBa AD| ANns
MapKyBaHHs, NPOMDKHOrO NPOAYKTY

KOHTPO/Tb SIKOCTi,
KOHTPO/Ib SIKOCTi 3a
NOKa3HUKOM
MikpobiosnoriyHa
yucToTa Ta BUMYyCK
cepiin nikapcbkoro
3acoby: bepiHrep
IHrenbxaiim ®apma
vm6X i Ko.KT,
HimeyumHa;

eTaHcynbhoHaTy BIBF 1120
(unmilled), a came OHOBNEHHS
TecTy "BunpobyBaHHs
3a/IMLLKOBMX PO3YMHHUKIB" (MeTop,
raszoBoi xpomaTtorpadisi ). TUck y
KOJTOHL aganTtoBaHo Ans
36iNbLUEHHS PI3HULL MiX TUCKOM Y
BEPXHbOMY NPOCTOPI Ta TUCKOM
KOMOHKMN MpW KiHLUEBIW
Temneparypi; 3MiHu | Tuny - 3MiHK
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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
Bnpo6HuuTBO, Yy MeTofax KOHTPO/IO B NMPOLLECI
ynakoska Ta BMPOGHMLUTBA AD| ans gitoyol
KOHTPO/Ib AKOCTi (3a peyoBuHM HiHTeAaHi6, a cave
BUK/TIOYEHHAM OHOBJIEHHS TecTy "BunpobyBaHHs
Mikpo6ionoriyHoi 3a/IMLLKOBUX PO3YMHHUKIB" (MeTo[,
4YNUCTOTU) Kancyn rasoBoi xpomarorpadis ). TUck y
bulk (e KOJIOHL aganToBaHo Ans
po3dhacoBaHoi 36i/IbLUEHHS Pi3HUL MK TUCKOM Y
npoayKuii): BEPXHbOMY NPOCTOPI Ta TUCKOM
KataneHt KOMTOHKMN MpW KIHLUEBIA
HimeuunHa E6epbax Temneparypi; 3MiHu | TURy - 3MiHK
v6X, HimeuunHa,; Yy MeTofax KOHTPOSIto B NpoLeci
AnbTepHaTuBHI BMPOGHMLUTBA AD| 415 BUXIAHOMO
OinbHUUI ans matepiany Xnopumig BIBF 1120, a
BTOPVHHOIO came OHOBJIEHHSA TecTy "BTpaTa
nakyBaHHSA Ta Macu npu BUCyLLYBaHHI" y
MapKyBaHHA: po3ginax "npoueaypa” Ta "ouiHka"
LLiteremaHH Yy 3B'A3KY 3 BUKOPUCTaHHAM HOBOro
NboHhepnakyHreH o0b6nagHaHHs; 3MiHu | TUny -
yHA NoricTiwep He3HayHa 3MmiHa B TecTi ldentity
Cepsic e. K., (IR) Ans aKTMBHOI pEYOBUHU
HimeuumnHa; HiHTeA4aHI6 Woa0 36iNbLIeHHs
®apm/lor dapma niana3oHy xBw/b Big "4000 go 600
NopxicTik TM6X, cm-1" go "4000 go 400cm-1"
HimeuumnHa; 3MiHM | TUMy - He3HaYHa 3MiHa B
AnbTepHaTUBHI TecTyBaHHi nanagito (AAS) ans
nabopartopii gns Ait04OT PEYOBVHM HiHTEAaHIb , a
NpoBeAeHHs came 3MiHa Npo6oniaroToBKM y
KOHTPOIO AKOCTI (3a 3B'A3KY 3 BNPOBa)KEHHSIM HOBOrO
BUK/TIOYEHHAM ob6nagHaHHA (microwave
MikpobionoriuHoi equipment)
yuctoTn): A eHg Em
LWTa6bTect Mm6X,
HimeuyumHa HysicaH
M6X, HimeuuunHa,;
AnbTepHaTuBHa
nab6oparopis gns
npoBefeHHs
KOHTPO/O SIKOCTI
MikpobionoriuHoi
yuctotu: Crc
IHCTUTYT PpeseHiyc
mM6X, HimewunHa
Na6op N+C Al,
HimeyunHa
277. | O®NIOKAIH- mMa3bno 15rabono30ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/7088/01/01
OAPHNLUA® Ty6i; no 1 Ty6i y naywi; no "®apmMaueBTNYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK

500 r a6o no 1000 ry
HGaHKax

hipma "apHnus”

ipma "AapHuug"

LoAo 6e3nekn/edeKTMBHOCTI Ta
chapmakoHarnisgy. BeegeHHs abo
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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

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'a4yecnaBoBuy

278.

O®JIOKCALIVH
-DAPHULIA

Tabnetku no 200 mr, no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 1
KOHTYPHili YapyHKOBIi
ynakoBLi B maui

MpAT
"PapmaueBTnyHa
thipma "AapHuusa”

YKpaiHa

MpAT
"®apmMaueBTNYHa
cipma "AapHuus”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Loao 6e3nekn/edeKTMBHOCTI 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
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM 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'auecnasoBuy

3a peyenmom

UA/1805/01/01
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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
279. | NAHKPEATWUH- | Tabnetku, BKpUTI ToBapucTBoO 3 YkpaiHa ToBapucTBo 3 YkpaiHa BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/7381/01/01
340POB'A 060/10HKOH, 06MeXeHo 06MeXeHo mMaTepianis: 3miHu 1l TUny - 3MiHK
KMLLKOBOPO34MHHI no 10 BiANOBIAA/TbHICTIO BiANOBIAA/LHICTIO 3 AKocTi. A®l. BUpo6bHMLTBO.
Tabnetok y 6nictepi; no 1, "®apmaveBTuyHa "®apmavneBTUYHa 3MiHa BUpOGHMKa
abo no 2, abo no 5 KoMnaHis "3gopos'a” KoMnaHis "3gopos'a” BMXiZAHOro/NPOMiXHOro
6nicTepiB y KAPTOHHIiA npoaykTy/peareHty, Lo
Kopo6ui; no 20 TabneTok y BMKOPVCTOBYIOTbCH Y
6nictepi; no 1 6nictepy B BUpo6HUYOMY npoueci AdPl, abo
KapTOHHiiA KOpo6Li 3MiHa BUPO6HUKa (BKKOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO AKOCTi) AP (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepyxeHoMy
[0CbE)(BBEAEHHS HOBOMO
BMPOGHMKa AP| 3 HaAaHHAM
macTep-aiina Ha Adl) -
BBE/leHHS1 HOBOTO BUPOOHMKa AdI
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[04AaTKOBO A0 3aTBEPAKEHNX
BMPOGHWKIB. Sk HACNiAOK BHECEHI
3MiHM [0 BXiZAHOrO KOHTpo0 AdPI
MNaHkpeaTnH 3a NoKasHUKOM
"3a/IMLLKOBA KiSIbKICTb OpraHiuHnx
PO3YMHHKKIB" BIAMNOBIAHO 40 BUMOT
HOpPMaTWBHOI JOKyMeHTaLii
BMPOGHMKA cybCcTaHLi
280. | NAHKPEATUH- | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx - UA/11222/01/01
340POB'A 060/10HKOI0, 06MexeHo 06MexeHo marepianis: 3miHu Il Trny - 3miHn
KMLLKOBOPO34MHHI in bulk: BigNoBiga/IbHICTIO BiANOBiAA/IbHICTIO 3 AKocTi. A®l. BUpo6HMLTBO.
no 1000 Ta6neTok y nakeri "®apmMaueBTNYHa "PapMaueBTNYHA 3MiHa BUpO6HMKa

y KOHTelHepi, in bulk: no
12000 TabneTok y nakeTi y
KOHTelHepi

KomnaHis "3gopos'a”

KomnaHis "3gopos'a”

BWXi4HOro/MPOMiXXHOro
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
Heo6XifHO, MicLe NpoBefeHHs
KOHTPOIO SIKOCTi) AdI (3a
BiICYTHOCTI cepTudikata
BiAANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[0CbE)(BBEAEHHS HOBOMO
BUPOGHMKa A®I 3 HaJaHHAM
mMacTep-ghaiina Ha Adl) -
BBE/IEHHSI HOBOTO BUPO6OHUKa AdI
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[0AaTKOBO [10 3aTBEPKEHNX
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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
BMPOGHWKIB. Sk HACNiAOK BHECEHI
3MiHM [0 BXiZAHOrO KOHTpoo AdPI
MNaHkpeaTnH 3a NoKasHUKOM
"3a/IMLLKOBA KiSIbKICTb OpraHiuHnx
PO3YMHHKKIB" BIAMNOBIAHO 40 BUMOT
HOpPMAaTWBHOI JOKyMeHTaLii
BMPOGHMKA CcybCcTaHLi
281. | NAHKPEATUH- | Tabnetku, BKpUTI ToBapucTBO 3 Ykpaina BCi cTagii YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/7381/01/02
340POB'A 060/10HKOI0, 06MexeHo BMPOGHMLTBA, marepianis: 3miHu Il Tvny - 3miHKn
®OPTE 14000 KMLLKOBOPO34¥MHHI, no 10 BiANOBIAA/TbHICTIO KOHTPO/b AKOCTI, 3 AKocTi. A®l. Bupo6HMLUTBO.
Tabnetok y 6nictepi; no 1, "®apmMaueBTNYHa BUNYCK cepil: 3MiHa BUpO6HMKa
abo no 2, abo no 5 KomnaHis "3gopos'a” ToBapucTBo 3 BWXi4HOro/MPOMiXHOro
6nictepiB y kopobuij 0bMexeHot npoaykTy/peareHTy, Lo
BiANOBIAANILHICTIO BMKOPUCTOBYHOTLCA Y
"®apmavneBTuyHa BMPO6HMYOMY npotieci AdDl, abo
KOMMaHis 3MiHa BUpPO6HUKa (BK/TlOYatoum, ae
"3p0poB'a", YkpaiHa,; Heo6XifHO, MicLe NpPoBefeHHs
BCi cTagii KOHTposto skocTi) APl (3a
BMPOGHMLTBA, BiICYTHOCTI cepTudikata
KOHTPO/b AKOCTI: BiANOBIAHOCTI EBpONechkili
ToBapucTso 3 hapmakonei y 3aTBepiKeHOMY
0bMexeHot [0CbE)(BBEAEHHS HOBOMO
BiANOBIAANILHICTIO BUPOGHMKa A®I 3 HaJaHHAM
"®APMEKC rPym", macTtep-aiina Ha Adl) -
Ykpaina BBE/IEHHSI HOBOTO BUPO6OHUKa AdI
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[0AaTKOBO [10 3aTBEPHKEHNX
BUPOGHUKIB . FIK HACNILOK BHECEHI
3MiHM [0 BXIAHOrO KOHTpOsIo AdI
MaHkpeaTVH 3a NOKa3HUKOM
"3annLIKoBa KiflbKiCTb OpraHiuHmx
PO34YMHHVKIB" BiAMOBIAHO A0 BUMOT
HOpPMAaTVBHOI JOKyMeHTaLi
BUPOGHMKa cybCcTaHLii
282. | NAHKPEATUH- | Tabnetku, BKpUTI ToBapucTBO 3 YkpaiHa ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 40 peecTpauiiHnX - UA/11222/01/02
340POB'A 060/10HKOI0, 06MexeHo 06MexeHo MaTtepianis: 3miHu Il TUny - 3MiHK
®OPTE 14000 KMLLKOBOPO34MHHI, in bulk: BiANOBiAA/IbHICTIO BiANOBIAANILHICTIO 3 AkocTi. A®l. Bupo6bHULTBO.
no 1000 a6o no 6000 "®apmMaLeBTNYHa "®apmMaueBTnYHa 3MiHa BUpOGHMKa

TabneToK y nakeTi y
KOHTelHepi

KoMnaHis "3gopos'a”

KoMnaHis "3gopos'a”

BWXiZHOro/NPOMiXHOro
NpoAayKTy/peareHTy, Wwo
BMKOPWCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKOYatoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO AKOCTI) AP (3a
BiCYTHOCTI cepTudpikata
BIANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepapKeHOMY
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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 HOBOMO
BMpOGHMKa AP| 3 HafaHHAM
macTep-palina Ha Adl) -
BBE/IEHHSI HOBOTO BUPOOHNKa AdI
MaHkpeaTnH Deyang Sinozyme
Pharmaceutical Co., Ltd, China
[04aTKOBO [0 3aTBEPAXKEHNX
BMPOGHUKIB . SIK HACNiAOK BHECEHI
3MiHM [0 BXIAHOrO KOHTpOsI0 AdI
MaHKpeaTuH 3a NoKasHVKOM
"3annLKoBa KiflbKiCTb OpraHiuyHmx
PO34YMHHVKIB" BiAMNOBIAHO A0 BUMOT
HOpPMAaTVBHOI JOKyMeHTaLji
BMPOGHMKa cybeTaHLji

283.

n

APAJIEH®

TUM'AH

cupon; Nel: no 100 mny
chnakoHi; no 1 donakoHy y
KapTOHHIA KOopoo6Li

TOB "CaHodi-ABeHTIC
YkpaiHa"

Ykpaina

Ei. HatTepmaHH
eHp Caiii. TM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TURY -
npuBeAeHHs y BiANOBIAHICTb A0
MoHorpadii «Sucrose liquid»
€Bponelicbkoi hapmakonei
cneuuaqikaLii KOHTPOO AKOCTI
[OMOMDKHOT PEYOBUHY «Caxapo3mn
PO3UrH 67%», y 3B’'A3KY 3
HeakTyaslbHICTI0 MOHOrpadii
PpaHuy3bkoi Papmakonei

be3 peyenma

UA/10763/01/01

284.

n
n

APALIETAMO

cupon 120 mr/5 mn, no 90
My 6aHUj; no 1 6aHui
pasom 3 [j03y040to
CK/ISIHOYKOIO B mauLi

TOB "OKM
"®apmavueBTnyHa
habpuka”

YKpaiHa

TOB "OKnM
"®apmaueBTnyHa
habpuka"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
MaTepianis: 3miHu | Tuny - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynoptoBasbHWi
3aci6. 3miHa y nepBuHHIi ynakosLi
roTOBOrO /liKapcbkoro 3acoby (Tvn
KOHTeliHepa abo AoAaBaHHsA
HOBOrO KOHTeliHepa) - BunyueHHs
NEepPBUHHOI YNaKoBKW, L0 He
npY3BOAMTL [0 NOBHOTO
BWUJ/TYHYEHHS JTIKAPCbKOTO 3acoby 3
NeBHO CU/OI0 Aji abo y NeBHii
nNikapcbKiin opMmi - 3MiHK
BHOCSTbCS Y 3B'SI3KY i3
BU/TYYEHHSAM YMakoBkM - 6aHku 60
MJ1, 3 BigNOBigHNMMN 3MiHaMK B
po3ain «Ynakoska», Ta AK
HacnifoK BUMYYEHHS NMOKa3HUKa
«O6’em BMICTY yNnakoBKu» 415
06’emy 60 My posginax
«Cneuungikauis», «<MeTtoau
KOHTPO/I0» 3aTBEPAXKEHO:
YMNAKOBKA Mo 60 mn a6o no 90
My 6aHkK, 3aKynopeHi

6e3 peyenma

UA/11525/01/01
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n/n

JliKapcbKo20

HasBa

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KpuLkammn. KoxHy 6aHKy pasom 3
IHCTPYKLi€ 418 MeUYHOro
3aCTOCyBaHHA BK1aAA0Th Y nauky.
[JloaatkoBo BK1aAal0Th y Nayky
[03YH04Y CK/TAHOYKY.
3anponoHosaHo: YIMAKOBKA Mo
90 mn y 6aHLj, 3aKynopeHii
KpuLLKoto. KoXHY 6aHKy pasom 3
IHCTPYKLE0 ANa MeanyHoro
3aCTOCyBaHHA BK1afaloTb Y Nauyky.
JopatkoBo Bk1aAaloTh y nauky
[L,03YH04Y CKISIHOUKY. 3MiHN
BHECEeHi B po34in "YnakoBka" B
IHCTPYKLi0 ANA MeguyHoro
3acTocyBaHHSA NikapcbKoro 3acoby
y 3B"A3KY 3 BUJIy4YEHHAM NEBHOro
PO3Mipy ynakoBKW, IK HACNiAOK -
BU/YYEHHSI TEKCTY MapKyBaHHS
BiAMOBIAHOT yNakoBku. BBeAeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS.

285.

NMEKTO/NIBAH®

L

cupon no 100 mny
donakoHi; no 1 dpnakoHy
pa3oMm 3 JIOXKKO0
[03yBa/IbHOKO Y maY,i 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NOMUSIKaA
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne460) - BunpaBieHo
TEXHiYHi NOMUJIKM B €N1EKTPOHHIl
BepCii IHCTPYKLi AN MeauyHoro
3aCTOCYBaHHSA MiKapcbKoro
3acoby, o 6ynu gonyLieHi nig,
yac NpoBefEeHHS npoueaypu
3MiHn (Hakaz MO3 Ne 1729 Big
30.07.2020 p.), a came byna
3aTBEpMAKEHA IHCTPYKLis Ans
MeANYHOro 3aCTOCYBaHHS
niKkapcbkoro 3acoby 6e3
BpaxyBaHHs npoLeaypu
nepepeecTpadii (Hakaz MO3 Ne
778 Big 06.04.2020 p.) -
npoueaypu Npoxoauun
cnewjanizoBaHy ekcnepTusy
napasenibHo. 3a3HayeHe
BUMNPaB/IEHHS BignoBigae
martepianam peecTpauiiHoro
[0Cbe

6e3 peyenma

UA/10675/01/01

286.

NMEMETPEKCE

[-BICTA

NopoLLIOK niodinizoBaHni
AN NPUroTyBaHHSA
KOHL,eHTpaTy A4/19 po3ynHy
Ans iHdoysiri no 100 mr; no
100 mr y dpnakoHi; no 1

Mictpan Kenitan
MeHepKMeHT JlimiTes,

AHrnis

Loxi |
dPapmacbioTikasic,
Nta., Bonrapis
(BTOPUHHE
nakyBaHHs

Bonrapis/
Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
aaMiHICTPaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
Micus NpoBaKeHHS [isNbHOCTI

3a peyernmom

UA/16247/01/01
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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

chnakoHy 3 NOPOLUKOM Y
KapTOHHiA Kopoo6Li

nikapcbkoro
3aco0y); oHKomMe[,
MaHyhakTopiHr a.c.,
Yecbka Pecnybnika
(BUpOGHMLTBO Ta
nepBuHHE
nakyBaHHS
niKapcbKoro
3aco6y); CiHTOH
C.p.0., YecbKka
Pecny6nika
(KOHTpOSb AKOCTI,
BiANOBiAa/IbHI 3a
BUNyCK cepil);
CiHTOH XicnaHis,
C.J1., Icnanis
(KOHTPO/Ib AKOCTI,
BiANOBiAa/bHI 3a
BWMYCK Cepil)

BMPOGHMKa (BK/OUaouH, 3a
Heo6XiAHOCTI, 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 3aTBepiKeHoOMy
[ocbe, abo BUPOOHMKa HOBOT
O0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HayYeHo y A0CbE) - BnacHuk

ASMF Laurus Labs Private

Limited, IHAis 3MiHUB Ha3BY Ha

Laurus Labs Limited, IHais,

OCKifIbKM 3MiHWMacs chopma
BNIACHOCTI KOMMNaHii 3 NpuBaTHOI

Ha BifKpuTe aKLioHepHe
TOBapMCTBO. MiCLEBNPOBaKEHHS
[iSNbHOCTI Ta BUpPO6HUYI onepadii
He 3MIHWUAWCS; 3MiHW | TUNY - 3MiHK

3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BWXi4HOro/MpoMiXHOro
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae

Heo6XifHo, Micue NpoBefeHHs

KOHTpOnto skocTi) APl (3a

BiICYTHOCTI cepTudikara

BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY

[0Cbe)(3anponoHoBaHui
BUPOGHMK HANEeXUTb A0 Tiel caMol

BMPOBHUYOI rpyny NiANPUEMCTB,
LLIO /i 3aTBEPAKEHNIA) - BMACHMK
ASMF Laurus Labs Limited, IHgjs
nogas apyry ginbHuuto (Plot
NO0.18) BupobHuLTBaA [0 paHiwe
3aTBepaxeHoi (Plot NO.21), iHwa
YyacTuHa afpecu 3aMLaeTbCs
He3MiHHOK. 3anponoHoBaHui
Bupo6Huk APl € yacTuHoOLO Tiel
camoi thapmaueBTUYHOI rpynu, Lo
i 3aTBEPAKEHMNIT HA AAHWIA
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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

MOMEHT. TeXHi4Hi ymMOBM,
BK/TIOYAI0UN KOHTPOSIbHI MpoLiecy,
MeToAM aHani3y BCiX MaTepiasis),
cnoci6 npuroTyBaHHs (BK/IKOYaKOUM
po3mip napTii) Ta AeTaNbHWIA WAsx

CUHTE3Y 3a/IMLIAI0THLCS
HE3MiHHUMW; 3MiHW | TUMy - 3MiHK 3
akocTi. A®l. CTabinbHicTb. 3MiHa
nepiofy NOBTOPHMX
BMNpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad®l (3a
BIfICYTHOCTI y 3aTBEPKEHOMY
[oCbe cepTuddikaTa BigNOBIAHOCTI
€Bponelicbkiin hapmakonei, Lo
BK/1HOYA€E Nepios NOBTOPHOrO
BMNPO6YBaHHSA) (iHLWi 3MiHN) -
3MEeHLLEHHS nepiogy NOBTOPHUX
BMnpo6ysaHb A®I 3 36 micauis o
24 micsyis. BnacHuk ASMF Laurus
Labs Limited, IHgis, ckopoTus
TepMiH nepiody NOBTOPHUX
BMNpo6yBaHb A®I 3 36 micauiB o
24 wmicsuiB nicns oTpUMaHHsA
HenepegbadyBaHUX pesy/bTartis
[ocnigpkeHHs1 ctabinbHocTi Ad,
BUpobneHnx y 2014 ta 2015 pp.

287.

NEMETPEKCE
[-BICTA

NOpOLLIOK NioginizoBaHni
AN NPUroTyBaHHSA
KOHLeHTpaTy A4/1a po3ynHy
4ns iHdpysii no 500 mr; no
500 wmr y chnakoHi; no 1
chnakoHy 3 NOPOLUKOM Yy
KapTOHHI/ Kopoo6Li

Mictpan Kenitan

MeHemxmeHT JlimiTeq,

AHrnis

Loxi |
dapmacsbloTikasc,
nta., Bonrapis
(BTOPUHHE
nakyBaHHS
niKapcbkoro
3acoby); oHkomeq
MaHypakTopiHr a.c.,
Yecbka Pecny6nika
(BMpOGHMLTBO Ta
nepBuHHE
nakyBaHHs
nikapcbkoro
3aco6y); CiHTOH
C.p.0., Yecbka
Pecny6nika
(KOHTpONb SKOCTI,
BiANoBiAa/bHI 3a
BUMYCK cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(KOHTPO/Ib SKOCTI,

Bonrapis/
Yecbka
Pecny6nika/
IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
aaMiHICTPaTUBHI 3MiHWN. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/TIbHOCTI
BUpPOGHMKa (BK/THOYaloUK, 3a
HeobXigHOCTI, MicLe NpoBeAeHHSA
KOHTPO/O AKOCTI), abo 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 cepTuddikara
BIANOBIAHOCTI EBPONENChbkili
hapmakonei y 3aTBepAXeHOMY
nocbe, abo BUPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLLO
3a3HayeHo y OCbE) - BnacHuk
ASMF Laurus Labs Private
Limited, IHAis 3MiHMB Ha3BY Ha

3a peyernmom

UA/16247/01/02
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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
Laurus Labs Limited, IHgis,

BiANOBiAa/IbHI 3a
BUNYyCK cepii)

OCKiNbKW 3MiHMNacs gopma
B1IaCHOCTI KOMNaHii 3 NpuBaTHOT
Ha BifKpUTe akLioHepHe
TOBapMCcTBO. MicLEeBnpoBaKeHHS
AiSNbHOCTI Ta BUPOOHWYI onepadwii
He 3MIHUAWCS; 3MiHW | TUMNY - 3MiHK
3 fKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa
BUWXi4HOro/MpOMiXKHOro
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTHLCS Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposito sikocTi) APl (3a
BiJCYTHOCTi cepTudikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepaXeHOMY
[0cbe)(3anponoHoBaHuii
BMPOGHWK HaNexuTb Jo Tiei camol
BMPO6GHUYOI rpyny NiANPMEMCTB,
LLLO i 3aTBEPAKEHNIA) - BNACHMK
ASMF Laurus Labs Limited, IHgjs
nogas apyry ginbHuuto (Plot
NO.18) BUpo6HMLTBA A0 paHille
3arBepmxeHoi (Plot NO.21), iHwa
yacTvHa afpecu 3a/IMLIAETLCA
He3MiHHO0. 3anponoHoBaHwui
Brpo6HuK A®I € yacTuHO TiEl
camoi thapmaueBTUYHOI rpynu, LWo
i 3aTBEpAKEHNI HA AaHWi
MOMEHT. TeXHi4Hi ymMOBM,
BK/TIOYAI0UN KOHTPOJSIbHI MpoLiecy,
MeToau aHanisy BCix martepianis),
cnoci6 npurotysaHHsA (BKIKOYaOUM
po3mip napTii) Ta AeTanbHWA WAsx
CUHTEe3y 3a/IMLIAI0TbCS
HE3MIHHUMW; 3MiHW | TUMY - 3MiHK 3
AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BunpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Adl (3a
BiJCYTHOCTI Y 3aTBEpIKEHOMY
[ocbe cepTudpikaTa BiANOBIAHOCTI
€Bponelicbkiin dhapmakonei, wo
BK/IIOYAE Mepiog, NOBTOPHOrO
BUNPOOBYBaHHSA) (iHLWi 3MiHN) -

3MEHLLIEHHs nepiogy NOBTOPHMX
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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
BMNpo6yBaHb A®I 3 36 micauis 4o
24 wmicsuis. BnacHuk ASMF Laurus
Labs Limited, IHgis, ckopoTus
TepMiH nepiogy NOBTOPHUX
BMNpo6yBaHb A®I 3 36 micauiB go
24 micsauiB nicns oTpUMaHHs
HenepegbayyBaHUX pesy/bTarTis
[ocCnimpKeHHs cTabinbHocTi AdI,
BMpO6neHnx y 2014 Ta 2015 pp.
288. | NEMETPEKCE NOPOLLIOK NiodoinizoBaHmi Mictpan Kenitan AHrnis Oxi | Bonrapis/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/16247/01/03
A-BICTA 0151 NPUroTyBaHHSA MeHexMeHT JlimiTe, dapmacbioTikanc, Yecbka MaTepianis: 3MiHU | TUNY - 3MiHK 3
KOHUEHTpAaTy 419 PO3UNHY Ntp., Bonrapis Pecny6nika/ | skocTi. A®l. BupobHuuTBo. 3miHa
Ans iHdoysili mo 1000 wr; (BTOPUHHE Icnanis BMPOGHMKA BUXIAHOr0/NPOMIKHOrO
no 1000 mr y chnakoHi; no nakyBaHHs npoAykTy/peareHTy, o
1 dpnakoHy 3 MOPOLLKOM Y nikapcbkoro BVKOPUCTOBYHOTLCA Y
KapTOHHIA KopooLi 3acoby); OHkoMep, BMPOGHUYOMY npotieci Adl, abo
MaHyhaKTopIiHr a.c., 3MiHa BUPOGHWMKa (BKNOYaoun, ae
Yecbka Pecnybnika HeobXxiAHO, MicLe NpoBeAeHHS
(BMpOGHMLTBO Ta KOHTposto sikocTi) AdI (3a
nepBuHHE BICYTHOCTI cepTudikata
nakyBaHHs BIANOBIAHOCTI EBPONENChbkili
nNikapcbKoro thapmakonei y 3aTBepaKeHoMy
3aco6y); CiHTOH [ocbe)(3anponoHoBaHui
C.p.o., Yecbka BVMPOGHWK HaNexuTb A0 Tiei camol
Pecny6nika BMPO6GHUYOI rpyny NiANPUEMCTB,
(KOHTPO/Ib IKOCTI, Lo i 3aTBEPAKEHNIA) - BNACHMK
BiANOBIAa/bHI 3a ASMF Laurus Labs Limited, IHgjs
BUMYCK cepii); nogas apyry ginbHuuto (Plot
CiHTOH XicnaHis, NO.18) BUpOo6HMLTBA A0 paHille
C.N., IcnaHis 3aTBepmxeHoi (Plot NO.21), iHwa
(KOHTPO/b AKOCTI, yacTVHa agpecy 3a/IMLIAETLCA
BignoBiAa/bHI 3a He3MiHHOK. 3anponoHoBaHui
BWMYCK Cepil) Brpo6HuK A®I € yacTuHO TiET
camoi chapmMaueBTUYHOI rpynu, LWo
i 3aTBEpPAKEHNI HA AaHWit
MOMEHT. TeXHi4Hi ymOBM,
BK/TIOYAI0UN KOHTPOSIbHI MpoLiecy,
MeToAM aHanisy BCiX martepianis),
cnoci6 npurotysaHHs (BK/IKOYaO4M
po3mip napTii) Ta AeTanbHWA WAsx
CUHTE3Y 3a/IMLIAI0TLCS
HE3MiHHUMKN
289. | NEMETPO niodpinizar 4na posymHy FETEPO J1AB3 IHais [eTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17432/01/02
Ans iHdoy3ili no 500 wmr, 1 NIMITEL NimiTen marepianis: 3MiHu | TURY - 3MiHK

chnakoH 3 niodpinisatom y
KapTOHHIA Kopoo6Li

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
YNakoBKM NikapcbKoro 3acoby 3
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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
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepAKeHHs
290. | NEMETPO niodpinisat Ans posumHy FETEPO NNAB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/17432/01/01
Ans iHdoysili mo 100 wmr, 1 NIMITEL Niviten marepianis: 3MiHu | TUMY - 3MiHK
donakoH 3 niocpinizaTom y ofo 6e3nekn/edekTMBHOCTI Ta
KapTOHHI/ KopoobLi thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nicna 3aTBepAKEHHs!
291. | NEHTANIIH- Tabnetku no 10 TabneTok TOB "ACIHO Ykpaina TOB "dapma Crapt" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/2617/01/01
»C y 6nicTepi; no 1 6nictepy YKPAIHA" matepianis: 3MiHu | Tuny -

B nauui 3 kapToHy; no 10
Tabnetok y 6nictepax

nogaHHsa Hosoro CEP NeRO-CEP
2016-295-Rev 02 ana A®I kogeiHy
chocdpaty remirigpaty Big HOBOrO
BMpo6HMKa Macfarlan Smith
Limited, CnonyyeHe KoponiscTso
(ainbHMUA Annan) Ao BXe
3arBepxeHoro Macfarlan Smith
Limited, WoTnaHgisa (ginbHUUs
Edinburg). Sk HacniaoK BHECEHHSA
3MiH y p. «Cknag» MKA /13 Ha
['N13, a came YyTOYHEeHHS Ha3BKn
Kogeiny chocchaTy Hanisrigpar i
KpaiHu BUpPOGHMKa
3anponoHoBaHa pefiakLis KogeiHy
occhar3 Macfarlan Smith
Limited, CnonyyeHe KoponiBctBo3
KofeHy doocchaty remirigparty -
8,18 mr y nepepaxyHky Ha 100 %
peyoBUHY KoAeiHy ocdaTt — 8,0
Mr; 3MiHW | TUNY - NOAaHHSA HOBOrO
CEP NeR1-CEP 1997-118-Rev 09
onsa A®l kogeiny docdaty
remirigpaty, CaHodi Ximi, ®paHuis
[0 BXe 3aTBEepKEHOro
BMpOGHMKa MakdapnaH CmiT
NimiTeq, CnonyyeHe KoponiscTeo;
3MiHM | Tuny - cneundikadio AdI
KoaeiHy chochaTy BUpoOHMLTBA
CaHodpi Ximi, PpaHLis 4ONOBHEHO
nocunaHHAMM: - «Onue», «pH»,
«CynpoBigHi gomilikun», «BTparta B
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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
Maci Npu BUCYLUYBaHHI»,
«Mikpob6ionoriyHa unctoTa» Ta
«KinbKicHe BU3Ha4YeHHs» —
1KOHTPO/b NapameTpy
3[iICHIOETLCA NPY NEPEKOHTPONI
cybcTaHUil; - «lgeHTudikauis» -
2[10MyCKaETbCSA MPOBOAUTYN TECT
MeToaoM PamMaHiBCbKOT
cnektpomeTpii (EP 2.2.48).
Mpoueaypa nNpoBefeHHA TeCTy Ta
Bifi6ip Npo6 onucaHi y BigMoBIAHNX
n
292. | NEPEKUCY PO34YUH OIS 30BHILLHBOTO MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavinHmx 6e3 peyenma UA/7655/01/01
BOAHIO 3aCTOCYBaHHs!, BOAHUI 3 dapmMaLeBTuyHa dapmaueBTMyHa marepianis: 3MiHu | TUNY - 3MiHK
PO34YMH 3 % %, no 40 mn, a6o 100 mn, habpuka "Biona" habpuka "Biona" ofo 6e3nekn/edekTMBHOCTI Ta
abo no 200 mn y hapmakoHarnsgy (iHwi 3miHn) -
dhnakoHax CKNstHMX abo 3MiHW BHECEHI B TEKCT MapKyBaHHS
nosimMmepHux; no 40 mn, YyNaKoBOK NiKapCbKoro 3acoby
a6o 100 mn y chnakoHax (n.17) woAo HaHeCeHHs TOProBoi
CKNSAHUX ab0 NoMiMepHUX; Mapku
no 1 donakoHy B nauwi
293. | MIAPOH TabneTkn, BKPUTI TOB "KYCYM ®APM" YkpaiHa TOB "KYCYM YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/9270/01/01
060s10HKo0, No 500 mr; no PAPM" marepianis: 3MiHU | TUMY - 3MiHK
10 Tabnetok y 6nictepi, ofo 6e3snekn/edpekTMBHOCTI Ta
no 1 a6o no 2 6nictepu B hapmakoHarnsgy (iHwi 3MiHn) -
KapTOHHIlA ynakoBLi OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii Loao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicALiB Nicna 3aTBepKeHHs
294. | NIKONAKC® Kpanni opasnbHi 0,75 % no AT "dapmak" YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpaLiintHmx 6e3 peyenma UA/1522/01/01

15 mn a6o 30 mny
dhnakoHi; no 1 dpnakoHy y
nauuj 3 KapToHy

martepianis: 3miHu | Tuny -
AMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHSA Ta agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBig4eHHs)
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCSILiB MicNnsi 3aTBEPAKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
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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

295.

NMNTASMOBEH®

pO3unH N8 iHdysili no

MpAT

NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa, 6e3 3MiHW Micus
BMPOGHMLTBA (BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPKEHHS); 3MiHK | TNy -
3MiHY Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA 13
3arBepaxeHo: MAPKYBAHHA
Bignosigae HagaHoMy TEKCTY
MapKyBaHHs. 3anponoHOBaHoO:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA (BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPAKEHHS)

nocsio4YeHHs

296.

noBIAOH-NOA

500 mn 'y donakoHi

niHiMeHT 10% no 30 ry

"®apmaveBTnyHa
ipma "OapHuus”

My6niyHe akuioHepHe

Ykpaina

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

My6niyHe

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
nofaHHA OHOB/IEHOro cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2008-
105-Rev 01 gns Aitoyoi peyoBrHU
Sodium chloride Big, Bxe
3aTBEPXEHOro BUPOOHUKA SKUIA
3MIHMB Ha3BY (3aTBEPKEHO:
AKZO NOBEL SALT A/S, flaHis;
3anpornoHoBaHo: DANSK SALT
A/S, faHis)

3a peyernmom

UA/17779/01/01

Ty6i; no 1 Ty6i y nayui 3
KapTOHY

TOBapuUCTBO "HaykoBo-

BUPOGHNUNIA LLEHTP
"BopLuariBCcbkuii
Ximiko-
hapmaLeBTUYHNI
3asofa”

akuioHepHe
TOBapWCTBO
"HaykoBo-
BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
“MapkyBaHHa" MKA N13;

3anponoHoBaHo: MapKyBaHHs.
BignosigHo o 3aTBEpAXeHOro
TEKCTY MapKyBaHHS yNakoBKK.

6e3 peyenma

OHOB/IEHHS TEKCTY MapKyBaHHS

UA/7317/01/01
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Ne HasBa

dopma sunycky

3asiBHUK

n/n JliKapcbK020
3acoby

(nikapcbka ¢hopma,
ynakosKa)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

297. | NPAJAKCA®

Kancysv TBepgi no 75 mr,

yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMaui Wwoao
3a3Ha4YeHHs oAnHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsiLiB Nicns 3aTBEPAKEHHS

298. | NPAJAKCA®

no 10 kancyn y 6nictepi;
no 1 a6o 3, a6o 6
6nicTepiB y KAPTOHHIi
Kopobui

Kancynu Teepai no 110 wr,

BepiHrep IHrenbxainm
IHTEepHeLwwHN MM6X

BepiHrep IHrenbxanm

HimeuunHa

HimeyunHa

BepiHrep
IHrenbxaiim ®apma
m6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 0 peecTpavlinHmx
MaTepianis: 3miHu 1l TUny - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEJMNYHOr0 3aCTOCYBaHHS Yy
3B'A3KY i3 HOBUMM JaHUMU 3
SAKOCTi, AOKNIHIYHUMU, KIHIYHUMUN
JaHUMK Ta AiaHumK 3
thapmakoHarnsgy - 3MiH1 BHECEHO
[0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
y po3gain "Mo6ivHi peakuii" Ta
peparoBaHo po3ain "Bsaemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiit". BeegeHHs
3MiH NpOTAroM 6 MicAuiB nicns
3aTBEPAKEHHS.

3a peyenmom

UA/10626/01/01

299. | MPAKCBAMNHA

no 10 kancyn y 6nictepi;
no 6 6nicTepiB y KAPTOHHIl
Kopoo6ui

pO3UMH N5t

IHTepHewHn M6X

BepiHrep
IHrenbxaim ®apma
M6X i Ko. KI

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTtepianis: 3miHu Il TUny - 3MiHK
wofo 6esnekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMU, KAIHIYHUMMN
JaHUMK Ta fiaHumm 3
hapmakoHarnagy - 3MiHM BHECEHO
[0 IHCTPYKUIT A48 Mean4Horo
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y po3gain "Mo6iyHi peakuii" Ta
pefaroBaHo po3gin "B3aemogis 3
iHLWMMKW NikapcbkMK 3acobamu Ta
iHWi BMAW B3aemogiit". BeeaeHHs
3MiH npoTaArom 6 micsAuiB nicns
3aTBEPAKEHHS.

3a peyernmom

UA/10626/01/02

®

iH ekujn/indysiit, 2,5 r/50

M/, no 50 M y dnakoHi;

BepiHrep IHrenbxaim
IHTEepHewWwHN MM6X

HimeuunHa

Brpo6HMLTBO,
nepBuHHe Ta

Himeuunna/
Benbris

BTOpUHHE

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3miHu | Tuny -

AOMiHICTpaTMBHI 3MiHU.

3a peyenmom

UA/15467/01/01
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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
no 2 do/1akoHN Y KapTOHHIi nakyBaHHs, BunyyeHHs: BUPOGHMYOT AinbHNL
KopooLi KOHTPO/b AKOCTi Ta (Bknoyatoum ginbHULi ans Adl,
BUNYCK cepil: MPOMIXHOro NpoAyKTy abo
Bepinrep roTOBOrO JliKapCbKOro 3acoby,
IHrenbxaiim ®apma AiNbHUL ANS NpOBeAeHHs
m6X i Ko.KT, nakyBaHHs1, BUPOGHHMKa,
HimeuumnHa; BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
AnbTepHaTMBHa MicLie NPOBEeAEHHS KOHTPOIO

nab6oparopia ans
KOHTPOJO SKOCTI
npoTSArom
BMNPOGYBaHHSA
CTabiNbHOCTI:
KBoniTi AccictaHc
CA, Benebrist

cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMIXHOT PeYOBUHU (SIKLLO
3a3Ha4yeHo y A0CkE) - BunyyeHHs
anbTepHaTUBHOI nabopatopii SGS
Institut Fresenius GmbH, Germany
07151 KOHTPOSto AKOCTi AdI
inapyunsymaby, a came
LOCNIMKEHHS CTEPUIIBHOCTI Y
npoueci BUPOBHULTBA; 3MiHN |
TMny - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNTbHUL
(Brtovatoun ainbHuui 4na Adl,
MPOMIKHOro NpoAyKTy abo
roToBOro Nikapcbkoro 3acoby,
AiNbHUL 419 NPOBEeAEHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepiid,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3HayeHo y OCbE) - BunyyeHHs
anbTepHaTMBHOI naboparopii
Labor L+S AG, Germany gns
KOHTpOsIt0 skocTi Ad|
inapyumsymaby, a came
OOCNIIKEHHA CTEPUNBHOCTI Y
npoueci BUpOOHULITBA; 3MiHW |
TMNY - AOMIHICTPaTUBHI 3MiHW.
BunyyeHHss BUPOOGHWYOI finbHNL
(Brirovatoum ginbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
OiNbHWL 415 NPOBeAEeHHS
nakyBaHHs1, BUPOOGHMKa,
BiZJNOBIfA/IbHOTO 3 BUMYCK Cepild,
MicLie NPOBEAEHHSI KOHTPO/I0
cepii) abo noctavyasibHUKa
BMXIZAHOrO MaTepiany, peareHTy
ab0 AONOMIXKHOT PEeYOBMHM (SIKLLLO
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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

3a3HayYeHo y [LOCLE) - BUSTYUYEHHS
anbTepHaTuBHOI nabopaTopii SGS
Institut Fresenius GmbH, Germany
015 KoHTponto skocTi 13, a came
NS KOHTPOIO TecTy
«CTepWbHICTb»; 3MiHK | TURYy -
AZMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AiNTbHUL
(Brrovatoun ainbHuui 4na Adl,
MPOMIXKHOro NpoAyKTy abo
roToBOro Nikapcbkoro 3acoby,
AiNbHUL 418 NPOBeAEeHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHN (SKLLO
3a3HayYeHo y [JOCbE) - BUSTYUYEHHS
anbTepHaTUBHOI naboparopii
Labor L+S AG, Germany gns
KOHTposito sikocTi /13, a came gns
KOHTPO/H0 TECTY «CTEepUbHICTb;
3MiHW | TNy - AAMiHICTpaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHUUI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPOAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HayYeHo y A0CLE) - BUTyYEeHHS
anbTepHaTUBHOI naboparopii
BioReliance Ltd, United Kingdom
01151 KOHTPOSto AKOCTi ADI
inapyunsymaby, a came
BMNPOOYBaHHA GaHKy KNiTUH Ta
BMGIpKOBE BipyCHe Ta Mikoniasma
TeCTyBaHHS; 3MiHuW | Tuny - 3miHu 3
AKoCTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci AdPl, abo
3MiHa BMPOGHWMKa (BKIKOYakoun, ae
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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

HeobXxiAHO, MicLie NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara

BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
00CbE)(3MiHM [0 3aX0p4iB,
noB'sA3aHnx 3 KoHTponem Adl, abo
[ofaBaHHA AinbHULi, ae
npoBoOANTLCA
KOHTPO/b/BMNPOGYBaHHS cepil) -
[onasaHHA asibTepHATUBHOT
nab6opartopii Quality Assistance
SA, Belgium gnsi KOHTPONO AKOCTI

A®I inapyumsymaby npoTarom

BMNpobyBaHHA cTabiNbHOCTI;

3MiHW | TUny - 3MiHK 3 AKOCTI.

[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roToOBOro NikapCbKoro 3acoby
(3amiHa abo goAaBaHHS AinbHULY,
Ha SKill 3jiCHI0ETbCSA
KOHTPO/b/BMNPOBYBaHHSA cepil) -
[0[aBaHHA a/lbTepHaTUBHOI
nab6opartopii Quality Assistance
SA, Belgium gns KOHTPOO AKOCTI

'N3 npoTsirom BMNpo6yBaHHS

cTabifnibHoCTI

300.

NMPEBEHTOP

TabneTku, BKPUTI
NMiBKOBOK 060M0OHKOI0, MO
10 mr; no 10 TabneTok y
KOHTYPHIli YapyHKOBIi
ynakoBLi; no 3 abo no 9
KOHTYPHUX YapyHKOBUX
yMakoBOK B mauLli

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

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/17500/01/01
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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
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasosuy.
PekomeHgytoTbCA [0
3aTBEPAKEHHS
301. | MPEBEHTOP TabneTku, BKPUTI MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/17500/01/02
NAiBKOBOK 060J10HKOLO, MO "®dapmaveBTUYHa "®apmavueBTUYHa marepianis: 3MiHu | TUMY - 3MiHK
20 wr; no 10 TabneTok y ipma "OapHuus” hipma "OapHuus” ofo 6e3nekn/edekTMBHOCTI Ta
KOHTYPHIli YapyHKOBIl thapmakoHarnagy. BeegeHHs abo
ynakosLii; no 3 abo no 9 3MiHU [0 y3araslbHEHVX AaHnX Npo
KOHTYPHUX YapyHKOBUX cuctemy hapMakoHarnagy
yMakoBOK B mauLli (BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOT|
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 pegakuis: Typok
B'auecnas B'auecnasoBuy.
PekomeHpytoTbCA [0
3aTBEPMKEHHS
302. | NPIOPUKC™ | niodpinizar 4na posvmHy nakcoCmiTKnsiiH Benuvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/13694/01/01
PRIORIX™ Ans iH'ekuin 1 Ekcnopt NimiTeq BpuTtaHis Bionopxikans C.A. MaTepianis: 3MiHU | TUNY - 3MiHK 3
KOMBIHOBAH MOHO030BM thnakoH (1 akocTi. A®l. Cuctema
A BAKUMHA [03a) 3 niogoinizatom y KOHTelHep/3aKynopoBanbHuii
ansa KOMMNAEKTI 3 PO3YNHHUKOM 3aci6. 3miHa y 6e3nocepepHiii
MPO®DINAKTUK | (Boga Ans iH'ekwuin) y ynakosui A®| (skicHi Ta/abo
N KOPY, nonepegHL0 HanoBHEHOMY KiNbKiCHi 3MiHW cknagy) -
ENIAEMIYHOI LINpuyLi Ta ABOMa rosikamu BBE/leHHS HOBOro
O NMAPOTUTY B KapTOHHI kopo6uj; 100

TA KPACHYXU

MOHOZ030BUX (1 fo3a)
donakoHiB 3 niogoinizaTom

3aKynopoBasIbHOTO eNleMeHTY
Bromobutyl rubber FM 457 ans
KOHTelHepa 3 nosieTuneHy
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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
Y KOMM/IeKTi 3 BWCOKOI WinbHocTi (HDPE)
PO34MHHMKOM (BOAa ANns o6’emom 5 n, Wwo
iH'ekuilt) B amnynax Ne 100 BMKOPUCTOBYETLCA A1 36epiraHHA
B OKpeMiil ynakosui; 1 NMPOMiXHMX NPOAYKTIB measles
MyNbTUA030BUI chnakoH bulk Ta mumps bulk
(2 po3w) 3 niocpinizatom y
KOMMN/IEKTi 3 PO3UMHHUKOM
(Boga ans iH'exuiil) B
amnyni; no 100 wTyk
ch1akoHiB Ta amnyn B
OKpemMmx Kopobkax
303. | NMPIOPUKC- niodhinizoBaHmnii NOPOLLIOK nakcoCmiTKnaiiH Benuvka nakcoCmiTKnsaiiH Benebris BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/16549/01/01
TETPA™ Ans iH'ekuiid, 1 donakoH 3 Ekcnopt flimiteq BpuTaHis Bionomxikans C.A. Marepianis: 3mMiHu | TMNy - 3MiHN 3
KOMBIHOBAH NOPOLLKOM Y KOMNEKTI 3 sAKocTi. APl. Cuctema
A BAKUMHA PO34MHHMKOM (BOAA ANA KOHTeliHep/3aKkynopoBasbHuWi
anda iH'exuiii) no 0,5 mn (1 3acib. 3miHa y 6e3nocepepHiii
MPO®INAKTUK | po3a) y nonepefHbo ynakoBLi A®I| (akicHi Ta/abo
N KOPY, HarnoBHeHOMY LunpuLi (y KifIbKiCHI 3MiHU cknagy) -
ENIAEMIYHOI KOMMNJIEKTI 3 ABOMA BBEEHHSA HOBOro
O NAPOTUTY, rofikamv abo 6e3 rosnok) 3aKynoproBasIbHOTO E/IEMEHTY
KPACHYXU TA abo y amnynax y Bromobutyl rubber FM 457 ansa
BITPAHOI BaKyYyMHiii CTEpUNbHIl KOHTeliHepa 3 nonieTuieHy
BICnn, XKMBA ynakoBLj; no 1 BakyyMmHiii BUCOKOI WinbHocTi (HDPE)
ATEHYWNOBAH | cTepunbHiii ynakosLy y o6'emom 5 71, wio
A KapTOHHI kopobuj; 1 BMKOPUCTOBYETbLCA 4719 36epiraHHsA

chn1akoH 3 NOPOLLKOM Y
KOMM/EKTI 3 PO3YNHHUKOM
(Boga ans iv'exuiid) no 0,5
M (1 fosa) y nonepeHbo
HarnoBHeHOMY LunpuLi (y
KOMNeKTi 3 ABOMa
rosikamu) y BakyyMHii
CTEPWU/bHIN yNakoBLi; No
10 BaKyyMHUX CTEPUSIBHUX
yNaKoBOK Y KapTOHHiiA
Kopo6ui; 1 dnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANA
iH'exuii) no 0,5 mn (1
[l03a) y nonepegHL0
HanoBHEHOMY LWNpUL, y
BaKyYyMHiil CTEpUbHIl
ynakosui; no 1, 10, 20 a6o
50 BaKyyMHUX CTEPUIBHUX
YMakoBOK Y KapPTOHHIi
Kopo6ui; 1 dnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAA ANA
iH'ekuiit) no 0,5 mn (1

NPOMDKHUX NPOAYKTIB measles
bulk, mumps bulk and varicella
bulk
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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
[03a) B amnysi y
BaKyyMHill CTEPUNbHIl
ynakosui; no 1, 10 a6o
100 BaKyyMHUMX
CTepU/IbHUX YNakoBOK Y
KapTOHHiii Kopo6Lli
304. | PAHITUOWNH- TabneTku, BKpUTI MpAT YkpaiHa MpAT Benebris BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/4934/01/01
OAPHULUA NNiBKOBOK 060/10HKOID, MO "GapmMaueBTUYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
150 mr no 10 TabneTok y ipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
KOHTYPHIli YapyHKOBIi hapmakoHarnsgy. BeegeHHs abo
ynakosLi, no 1 a6o 2 3MiHM [0 y3ara/ibHeHUX JaHuX Npo
KOHTYPHIi YapyHKOBI cuctemy chapmakoHarnsgy
yNnaKkoBKM B nauLi (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 0CobM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsag.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy
305. | PEMICUA renb, 10 mr/rno30ry MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/3980/01/01
Ty6i; no 1 Ty6i B navu,i "GapmMaueBTNYHa "hapmMaueBTNYHa marepianis: 3MiHU | TUMY - 3MiHK

ipma "OapHuus"

ipma "JapHuus”

ofo 6esnekn/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
3fiicHeHHs1 chapmakoHarnsagy
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Ne HasBa

n/n JliKapcbK020
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

306. | PEONONIIMOK

(BK/IHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMNOBHOBaXEHOT 0CO6M 3as1BHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.
[MponoHoBaHa pepakuis: Typok
B'ayecnas B'auecnasoBuy

IH

307. | PEMNATAN

pO34uH A8 iHQysil, no
200 mn a6o no 400 mny
nAsLLIKax

TOB "tOpis-®apm”

YKpaiHa

TOB "tOpis-®apm”

Ykpaina

BHECEHHS 3MiH 40 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.
3amiHa po3giny «IpaciuHe
0hOPMNEHHS YNaKOBKM» Ha
po3gin «MapkysaHHs» y MKA N3;
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEP)KEHOTO TEKCTY

MapKyBaHHS. TepMiH BBELEHHS

3MiH NPOTAroM - 6 MicauiB nicns

3aTBEPAXKEHHS

3a peyernmom

UA/8337/01/01

308. | PEM/JIATAN

KOHL,EHTpaT A1 po34nHy
Ans iHdoy3ili, 1 mr/mn no
3,5 M/1 KOHLUeHTpaty y
chnakoHi, no 1 conakoHy B
KapTOHHIA KopoobLi

KOHLIEHTpaT A1 PO34MHY

Llaneep
PapmacbioTikan3
Ipnangis NMiviteq,

Ipnangis

BiANOBIAaIbHNIA 3a
BUNYCK cepil:
Laliep
dapmacbioTikans
Ipnangis Nimiteq,

IpnaHgjs

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa Ha3BW Ta aJpecy 3asBHUKa

3a peyernmom

UA/15890/01/01

Ans iHdysii, 1 mr/mn, no
3,5 M/ KOHLUeHTparty y
dhnakoHi, no 1 dpnakoHy B
KapTOHHIiA KOpo6Li

LLlavieep
dapmacbioTikans
Ipnangis fiviteq,

IpnaHgis

BiANOBigabHUIA 32
BUNYCK cepil:
Lainep
dPapmacbioTikan3
Ipnangia Nimites

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviinHmx
mMarepianis: 3miHu | Tvny - 3miHun
Lof0 6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOB/EHHS TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHSAM iHdhopMauii Wwoao
3a3HayYeHHs oAVHULb
BUMIPIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPIKEHHS;
3MiHKM | TRy - 3MiHK WoA0
6e3nekn/edpeKTMBHOCTI Ta

3a peyenmom

UA/15890/01/01

210




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

BunyyeHHs 3 iHCTPYKUii ans
MeAnYHOro 3acTocyBaHHA J13
HaliMeHyBaHHs Ta
MiCLIe3HaXOMKEeHHSA 3asABHMKA.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKIHOYAKUN
AinbHULI BUNYyCKy cepii abo micue
NpOBeAEHHSI KOHTPOJHO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK Cepiif) - 3MiHa Ha3BMW Ta
agpecy BUpo6HWKa, 6e3 3MiHn
Micus BUPO6HMLTBA
3arBepKeHo. 3MiHV BHECEHO B
IHCTPYKLilO 415 MeanyHOro
3aCTOCYyBaHHS LWOA0
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ NiKapcbKoro
3acoby (BBeAeHHS 3MiH NpOTArom
6-Tn micsauiB nicns
3aTBEPLKEHHS); 3MiHK | Tvny -
3MiHM Wwoao
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13":
3arBepkeHo: MapKknpoBska.
punaraeTcs 3anponoHoOBaHo:
MapkyBaHHs. 3rifHO
3aTBEPLKEHOTO TEKCTY
MapKyBaHHs1; 3MiHW | Tuny - 3MiHn
3 AKOCTi. F0TOBMIA NiKapCbKuii
3aci6. KoHTponb rotosoro
niKapcbKoro 3acoby (iHLi 3MiHW) -
OHOB/EHHA BXe 3aTBEPMKEHNX
MeTOZIB KOHTPOO AKOCTI
nikapcbKoro 3acoby, a came —
BUKNAAEHHS AepXaBHO
(yKpaiHCbKOI) MOBOHO BCiX

pPO34iniB 4OKYMEHTY BignoBigHoO A0
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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
BMMOT YNHHOTO 3aKOHOAaBCTBA
YKpaiHu. BBeeHHs 3MiH npoTarom
6 micsuiB nicns 3aTBepAXeHHs
309. | PMUBOKCVH TabneTku, BKpUTI MAT "ranuudpapm” YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/4137/01/01
NNiBKOBOK 060/10HKOID, MO "Kuismegnpenapar”, mMartepianis: 3MiHU | TNy - 3MiHK 3
200 wmr, no 10 TabneTok y Ykpaina; NAT AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
6nictepi, no 5 6nictepiB y "rannudapm", 3MiHU Yy BUPOGHMLTBI. 3MiHa
naui 3 KapToHy YkpaiHa po3Mipy cepil (Bk/Ito4aoun

[njanasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPMKEHUM PO3MIPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro ikapcbkoro 3acoby
- 226,05 Kr, Wwo ctaHoBUTL 814
814 TabneTok (3 4OMyCTUMUM
BigxuneHHsam Big 205,5 kr o
246,60 kr a6o 740 740 TabneTok
[0 888 888 Tabnetok). KopekTHe
3a3HayeHHs BXe 3aTBEPAKEHOr0
po3mipy '/13. 3aTBEpPAXKEHO:
Po3wmip cepii cknagae: Big
MiHiMasibHOro po3mipy 333 333
Tabnetok (90 kr) oo
MakcvuMasibHoro posmipy 407 407
Tabnetok (110 kr).
3anponoHosaHo: 102,75 kr, Lo
ctaHoBuTb 370 370 TabneTok (3
L0NyCTUMUM BigXUIEHHAM Bif,
92,475 kr go 113,025 kr a6o 333
333 Tabnetok go 407 407
Tabnetok). 226,05 kr, Wo
cTaHoBUTb 814 814 TabneTok (3
[ONYyCTUMUM BigXUIEHHSAM Bif,
205,5 kr no 246,60 kr abo 740 740
Tabnetok Ao 888 888 T1abneToK);
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHULTBI (iHLLI 3MiHW) -
BHECEHHS 3MiH go p. 3.2.P.3.3.
Onuc BMpo6HMYOro npouecy Ta
KOHTPO/IO NpoLiecy, 30kpema: - B
po3gini "Mopsaok hopmMyBaHHs
cepii roToBOT NPOAYKLUi"
3a3HayveHo iHhopmadito Wwoao
TEOpeTUYHOro po3Mipy cepii; -
YTOUYHEHHS NepioanYHOCTI
KOHTPOJIO SKOCTI BiMVBKN
06n1aAHaHHA Big 3anmwkiB AP| Ta
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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
MMOYOro 3acoby BifnoBiAHO 4O
BMMOT [it04OI IHCTPYKLT Ta
3aTBEpAXEHOro rpadiky Bigbopy
npoo6; - yTOYHEHHS onucy
TEXHOJI0rYHMX onepaviii
BiANOBIAHO A0 AitouMX npoueayp
Ha nignpueMcTBI
310. | PUBOKCUH- PO34UH A5 iH'eKLA, 20 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6209/01/01
AAPHUUA mr/Mn, no 5 mn B amnyni; "®apmMavueBTnyHa "®apmMaueBTnYHa marepianis: 3MiHu | TUMY - 3MiHK
no 5 amnyn y KOHTYpHIiA thipma "AapHuusa” hipma "AapHuus” Loao 6e3nekn/edeKTMBHOCTI Ta
YapyHKOBIli ynakoBLi; no 2 hapmakoHarnagy. BeegeHHus abo
KOHTYPHIi YapyHKOBI 3MiHW [0 y3araslbHEHUX AaHuX Mpo
ynakoBku y nauuii; no 10 cuctemy hapMmakoHarnagy
MA B amnyni; no 5 amnyn y (BBEAEHHSA y3araslbHEHNX AaHUX
KOHTYPHIli YapyHKOBIi npo cuctemy chapmakoHarnsgy,
YMaKoBLii; N0 2 KOHTYpHI 3MiHa YNOBHOB&XeHOI 0coou,
YapyHKOBI YrakoBKN Y BiANOBIAA/IbHOI 3a 3AiACHEHHS
nauui hapMakoHarnaay; KOHTaKTHOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3[jiicHeHHs chapmakoHarnsgy
(BKHOYAKOYM 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'auecnasoBuy
311. | PMLUNHOBA onigsno 30rabono50r, MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 6e3 peyenma UA/7354/01/01
onida a60 no 100 r y dhnakoHax ; dapmaneBTUYHa $apmaueBTUYHA marepianis: 3MiHu | TURY - 3MiHK
no 30 r y donakoHi; no 1 thabpuka "Biona" thabpuka "Biona" Lofo 6esnekn/edhekTMBHOCTI Ta
donakoHy y nauuj thapmakoHarnagy (iHwi 3MiHu) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoty
(n.17) wono HaHeceHHs TOprosoi
Mapku
312. | PIHTEPA PO34MH ANs iHdysiii; no TOB "APTEPIYM YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/18010/01/01
PO34MH 200 mn Ta no 400 mny nTar MaTepianis: 3miHu | TUny - 3MiHK 3

nAsLWKax ckasHmx abo y
dhnakoHax

AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
CT1abifibHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsa roToBOro JliKapCbKOro
3aco6y (iHLWi 3MiHK) 36iNbLUIEeHHS
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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

TepMiHy NpUAAaTHOCTI Ha nigcTasi
ofilepXaHux AaHunx ctabisibHOCTI,
OTPUMaHNX B peasibHOMY Yaci
3aTtBepmkeHo: TEPMIH
NPUOATHOCTI 1 pik
3anponoHoBaHo:
TEPMIH NPUOATHOCTI 2 poku
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.

313.

PIOMAH

cycneHsis opasibHa, 800
Mr/10 mn no 10 mn B
cawe; no 10, a6o no 20,
abo no 50 cawe B
KapTOHHIA KOopoo6Li

Takepa MM6X

HimeuunHa

Takepa M'mM6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3ac00y (3MeHLUeHHS TepMiHy
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - 15191 TOproBoi ynakoBKM.
3MeHLLIeHHS TepMiHY NpUAATHOCTI
N3 (rapmoHi3auieto TepMiHy
npugatHocTi ans /13 PionaH,
cycneHsist opasibHa, 800 mr/10 mn
a60 1600 Mr/10 M i3 BHYTPILLHIMK
npoueaypamuv komnaHii Takega
M6X, HimeuunHa). 3aTBepaxeHo:
5 pokis
3anponoHoBaHo: 3 poku. 3MiHu
BHECEHO B iIHCTPYKL,il0 ANA
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "TepmiH
npugaTHocTi".
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPKEHHS.

6e3 peyenma

UA/11741/02/01

314.

PIOMAH

cycneHsist opasibHa, 1600
Mr/10 mn no 10 mn B
cawe; no 10, a6o no 20,
abo no 50 cale B
KapTOHHIA KopooLi

Takega MM6X

HimevunHa

Takepa M'mM6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis: 3MiHu | TUNy - 3MiHK 3
AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHs roTOBOrO J1iKapCbKOro
3ac00y (3MeHLUEeHHS TepMiHY
nNpuAATHOCTI rOTOBOrO NiKapCbKOro
3acoby) - 15191 TOproBoi ynakoBKu.
3MEHLLUEHHA TepMiHY NpuaaTHOCTI
N3 (rapmoHi3aLieto TepMiHy
npugaTHocTi ans /13 PionaH,
cycneHsist opasibHa, 800 mr/10 mn
a60 1600 Mr/10 Mn i3 BHYTpPILLHIMK
npoueaypamuv komnaHii Takega
'M6X, HimeyuunHa). 3aTBepaXeHo:

6e3 peyenma

UA/11741/02/02
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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
5 pokis
3anponoHoBaHo: 3 pPokKX. 3MiHK
BHECEHO B IHCTPYKL,il0 AN1A
MeJMNYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y p. "TepMiH
npugaTHocTi".
BBegeHHs 3MiH npoTsarom 6-Tv
MicsILiB Nicns 3aTBepAKEHHS.
315. | PIONAH cycneHsisi opasibHa, 800 Takega M'm6X HimeuunHa Takega Mm6X HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/11741/02/01
mr/10 mn, no 10 mn B Marepianis: 3mMiHu | TMny - 3MiHN 3
caue; no 10, a6o no 20, siKocTi. FoToBWIA Nikapcbkuii 3aci6.
a6o no 50 cawe B KOHTPO/Ib FOTOBOrO NiKapCbKoro
KapTOHHIA KopooLi 3aco06y (iHWi 3MiHW) - OHOBJIEHHS
BXe 3aTBepKeHUX MeToAiB
KOHTPOJIO SIKOCTi /liKapCbKOro
3aco0y, a came BUKIaAEHHS
TEKCTY [epXXaBHO MOBOIO 3rigHO
Cy4acHuX BMMOT.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCALiB Nicnsa 3aTBepAKeHHs
316. | PIONAH cycneHsisi opasibHa, 1600 Takega 'mM6X HimeuunHa Takega Mm6X HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/11741/02/02
Mr/10 mn, no 10 mn B MaTtepianis: 3MiHU | TUNY - 3MiHW 3
caue; no 10, a6o no 20, sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
a6o no 50 cawe B KOHTPO/Ib FOTOBOrO NiKapcbKoro
KapTOHHIA KopoobLi 3aco06y (iHLWi 3MiHK) - OHOBJIEHHS
BXe 3aTBEepKeHUX MEeTOAiB
KOHTPOJIO SIKOCTi /liKapCbKOro
3aco0by, a came BUKIaAEHHA
TEKCTY [epXaBHO MOBOIO 3rigHO
Cy4acHuX BMMOT.
BBeneHHs 3MiH NpoTAroM 6-u
MiCALB nicnsa 3aTBepAKEeHHS
317. | POSAMET® Kpem 1% no 25 r y Ty6i; no AapaH-IaneHcebknii Xopsaris AapaH-TaneHcebknii Xopgaris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/7256/01/01

1 Ty6i y KapTOHHI kopobLi

Na6oparopiit 4.4.

Na6opaTopii 4.4,

marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo
3MiHV [0 y3ara/iHEHUX AaHuX Mpo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNoBHOBaXeHOI 0cobu,
BiAMNOBiAa/IbHOI 3a 34iACHEHHSI
thapmMakoHarnaay; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3asiBHMKA AN 34INCHEeHHS
hbapmakoHarnsay B YkpaiHi, siKuio
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KpaiHa

Bupo6HuK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

n/n

HasBa

JliKapcbKo20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

3asiBHUKa

BUPOGHUKa

BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI

nocsio4YeHHs

Ykpaina

AxTasic /T[],

ManbTa

ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasibHOI 3a
thapmMakoHarnag B YkpaiHi

BHECEHHS 3MiH 0 peecTpaLinHmx

3a peyernmom

UA/11647/01/01

318.

PO3APT

TabneTtku, BKPUTI
NAiBKOBOK 060/10HKOLO, MO
5 mr no 10 Tabnetok y
6nictepi; no 3 abo 9
6nictepiB y kopobuij

TOB "TeBa YkpaiHa"

AxTtasic /T[],

ManbTa

Marepianis: 3mMiHu | TMNy - 3MiHN 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
Onuc Ta cknag (iHLWi 3MiHW) -
BHECEHHS pefaKLiiH1X 3MiH 40 p.
«CKnafi» B 3aTBEPIKEHNX
MeTogax KoHTposnto skocTi /13, a
came B OMUCI Ait04OT PEYOBVHN
(6yno: posyBacTaTvH KanblLiito,
€KBiBa/IEHTHO PO3yBacTaTuHy;
CTan0: po3yBacTaTviH, y BUrnagi
po3yBacTaTvHy KasibLiito) Ta
060/10HKKN, 6€3 PhaKTUYHOT 3MiHN
cknagy 113

BHECEHHS 3MiH 0 peecTpaLiinHmx

3a peyenmom

UA/11647/01/02

319.

PO3APT

TabneTtku, BKPUTI
NAiBKOBOK 060JI0HKOLO, MO
10 mr no 10 TabneTtok y
6nictepi; no 3 a6o 9
6nicTepiB y KopobL;i

TOB "TeBa YkpaiHa"

YKpaiHa

Axtasic /1T[,

MasibTa

mMarepianis: 3mMiHu | TMny - 3MiHN 3
sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
Onuc Ta cknag, (iHwi 3MiHu) -
BHECEHHS pefaKLiiH1X 3MiH 40 p.
«Cknagy» B 3aTBepIKEHNX
MeTofax koHTposto skocTi /13, a

came B ONUCI Ail04OT PEYOBUHN
(6yno: po3yBacTaTuH KasibLito,
€KBiBa/IEHTHO PO3yBacTaTUHYy;
CTas10: po3yBacTaTviH, Y BUTIA4
po3syBacTaTvHy KauibLito) Ta
060/10HKM, 6€e3 PakTUYHOT 3MiHU
cknagy N3

BHECEHHS 3MiH 0 peecTpaviinHmx

3a peyenmom

UA/11647/01/03

320.

PO3APT

TabneTku, BKPUTI
NMiBKOBOK 06G0/MOHKOM0, MO
20 mr no 10 TabneTtok y
6nictepi; no 3 abo 9
6nicTepiB y KOpobLi

TOB "TeBa YkpaiHa"

YKpaiHa

mMarepianis: 3mMiHu | TMNy - 3MiHN 3
AKOCTI. [0TOBWMIA Nikapcbkunii 3aci6.

Onuc Ta cknag, (iHwi 3miHu) -
BHECEHHS peAaKLiiH1X 3MiH 10 p.

«Ckiaf» B 3aTBEPAKEHNX
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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
MeTopgax KoHTposio sikocTi /13, a
came B OMuci Ailo4oi peyoBUHN
(6yno: posyBacTaTvH KasblLiito,
eKBiBa/IEHTHO PO3yBacTaTuHy;
CTano: po3yBacTaTvH, y BUrnagi
po3yBacTaTuHy KasibLilo) Ta
060/10HKKM, 6€3 haKTUYHOT 3MiHN
cknagy N3
321. | PO3APT TabneTku, BKPUTI TOB "TeBa YkpaiHa" YkpaiHa AxTasic /T[], ManbTa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/11647/01/04
NAiBKOBOK 060J10HKOLO, MO Marepianis: 3mMiHu | TMny - 3MiHN 3
40 mr no 10 TabneTok y siKocTi. FoToBWIA Nikapcbkuii 3aci6.
6nictepi; no 3 a6o 9 Onuc Ta cknag (iHLWi 3MiHW) -
6nictepiB y kopobuij BHECEHHS pefaKLiiH1X 3MiH 40 p.
«Cknagy» B 3aTBepIKEHNX
MeTogax KoHTponto skocTi /13, a
came B OMUCI Ait04OT PEHOBUHN
(6yno: posyBacTaTvH KanblLiito,
€KBiBa/IEHTHO pO3yBacTaTuHYy;
CTa0: po3yBacTaTviH, y BUrnagi
po3yBacTaTvHy KasibLiito) Ta
060/10HKKM, 6e3 haKTUYHOT 3MiHN
cknagy 113
322. | PO3YBACTAT TabneTku, BKpUTI CaHnpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH [j0 peecTpauiiiHux | 3a peyernmom UA/12605/01/01
NH CAHA03® NAiBKOBOK 060/I0HKOLO, MO dapmacbloTikans g.4. PapmaueBTUYHA mMarepianis: 3mMiHu | TMny - 3MiHN 3
5 mr, no 7 TabneTtok y KoMMaHia 4.4., sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
6nicTepi; no 4 6nictepn y CnoBeHis KOHTPO/b AONOMDKHUX PEYOBUH.
KapTOHHI Kopobui; no 10 (BUpPOGHMLTBO in 3MiHa y meToAax BMNpo6yBaHHS
Tabnetok y 6aictepi; no 3, bulk, TecTyBaHHs, [0NOMDKHOT PEYOBUHM (HE3HAYHI
6 a6o 10 6nictepiB y nakyBaHHs, BUMYCK 3MiHW y 3aTBEPAKEHNX MeToAAaxX
KapTOHHI Kopoo6Li cepii); ek BMNPOGYBaHb) - He3HayHa 3MiHa Y
dPapmaueBTUyHa MeToZi BUNpobyBaHHs “"Loss on
KoMnaHisa 4.4., drying" (BignoBigHo fo Bumor EP)
CnoBeHis A5 AOMOMDKHOT PEYOBUHN
(nakyBaHHs, BUMYCK KpoXmasib KyKypyA3sHWi
cepii)
323. | PO3YBACTAT TabneTtku, BKPUTI CaHpo3 CnoseHis Nex CnoBeHis BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/12605/01/02
NH CAHA03® NNiBKOBOK 060J1I0HKOH), MO dapmacbioTikans 4.4, dapmaueBTUYHA MaTepianis: 3MiHu | TUny - 3MiHK 3
10 wmr, no 7 TabneTok y KoMMaHia 4.4., sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CnoseHis KOHTpO/Ib AONOMDKHUX PEYOBYH.

6nicTepi; no 4 6nictepn y

KapTOHHI kopobui; no 10

TabneTtok y 6nictepi; no 3,
6 a6o 10 6nicTepiB y

(BMPOGHMLTBO in
bulk, TecTyBaHHs,
nakyBaHHs1, BUNYCK

3MiHa y MeTogax BMNpoobyBaHHs
[0NOMDKHOT PEYOBUHM (HE3HAYHI
3MiHW Y 3aTBEpKEHUX MeTofax

KapTOHHI KOpooL cepii); Jlek BMNPOOYBaHb) - HE3HAYHA 3MiHa Y
dPapmaueBTUyHa MeToZi BUNpobyBaHHs “"Loss on
KomnaHia A4.4., drying" (BignosigHo o sumor EP)
CnoseHis AN ONOMIKHOT peYOBUHM

217




Ne HasBsa ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbK020 (nikapcbka ¢hopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi04YeHHs1
(nakyBaHHs1, BUMYCK KpoXmasib KyKypyA3sHWi
cepir)
324. | PO3YBACTAT TabneTtku, BKPUTI CaHpo3 CnoseHisa Nex CnoBeHis BHECEHHS 3MiH [0 peecTpauiiiHux | 3a peyernmom UA/12605/01/03
NH CAHA03® NAiBKOBOK 060JI0HKOLO, MO PapmacbioTikans g.4. PapmaueBTUYHaA marepianis: 3mMiHu | TMny - 3MiHN 3
20 mr, no 7 TabneTok y KoMMaHia 4.4., sKocTi. [oToBWIA Nikapcbkuii 3aci6.
6nicTepi; no 4 6nictepn y CnoBeHis KOHTPO/Ib AONOMDKHUX PEYOBUH.
KapTOHHI Kopo6ui; no 10 (BMpPOGHMLTBO in 3MiHa y meTodax BMNpobyBaHHS
Tabnetok y 6nictepi; no 3, bulk, TecTyBaHHs, [OMOMDKHOT pEYOBUHY (HE3HAYHI
6 a6o 10 6nictepiB y nakyBaHHs, BUMYCK 3MiHW Y 3aTBEPIKEHNX MeToAax
KapTOHHI/ KopoobLi cepii); ek BMNPOOGYBaHb) - He3HayYHa 3MiHa Y
PapmaueBTUyHa MeToZi BUNpobyBaHHs “"Loss on
KoMnaHisa a.4., drying" (BignosigHo fo Bumor EP)
CnoBeHis A5 AONOMDKHOT PEYOBUHN
(nakyBaHHs, BUMYCK KpoXmasib KyKypyA3sHWi
cepir)
325. | CAHOMEH cnpei HasanbHUiA, CaHnpo3 CnoseHis Nex CnoseHis BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/15870/01/01
[030BaHniA, cycnensis 50 dapmacbioTikans 4.4, dapmaueBTUYHA martepianis: 3MiHu | Tuny -

MKr/go3y no 60 a6o 120,
a60 140 f03 y KOHTElHEpI;
no 1 KoHTeliHepy y
Kopoo6Ui

KoMnaHisa 4. 4.

BHECEHHS 3MiH [0 p.3.2.5.4.2
AHaniTUYHI Npoueaypu, a came:
po3pobneHa HoBa npoueaypa Ans
3a/IULLIKOBUX PO3UNHHWKIB Y
3B'A3KY 3 NOBTOPIOBAHHAM
BMNAAKIB BUSBMEHHS
HeifeHTUMIKOBaHUX 3a/TULLIKIB
PO3UMHHKKIB Ana AdI Bif,
BMpO6HMKa Aarti . BukoHaHo
Basligauito onTMMi30BaHOro
meToAy TecTyBaHHsA. OTxe,
aHaniTMyHa npoueaypa byna
neperssHyTa BignosigHo 4o
BMCHOBKIB Bastigauii. 3MiHu He
BM/IMBAOTb Ha pe3ynbTati abo
crneundikaLito NpoayKTy.
BHeceHHs pefakuiiiHux npaBok
AN TeCTyBaHHS 3aUTMLLKOBUX
po3unHHKKiB (methanol, ethanol,
acetone, methylene chloride,
toluene) ana A®l Big BMpPOGHMKA
Cipla: po3gin "Solution for
identification of ethyl acetate (Et-
Ac)": abpesiatypa STD
3MIHIOETLCA Ha STM; po3gain
"Standard solution (STM)" :
BMAasIeHo and mMix y peyeHHi
"Close the vial immediately and
mix", 3rigHo 3BiTy Banigauii
nepemillyBaHHs He NOTPi6HO;
3anponoHosaHo: Module 3.2.S.4.2
Analytical Procedure Aarti New
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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

test method Different column is
used, optimized gradient
temperature, inlet, detector and
gas phase sampler temperatures.
Change in the carrying gas,
optimized time of shaking in
headspace vial, change of solvent
to DMSO. New typical
chromatograms are added. Carrier
gas: variability of carrier gas
(Helium) up to +/- 50%
System suitability test (SST): RSD
(Astd., n=6) NMT 10.0%

326.

CENTIMNIM

NOPOLLIOK A/151 PO3YNHY
Ans iH'ekuii no 500 mr 1
ch/1akoH 3 NOPOLLKOM Y
naui 3 KapToHy

M.BioTek JlimiTeq

Benvka
BpuTanis

ACTPAJ1 CTEPITEK
MPAUBIT NIMITEL,

IHais

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

BHECEHHS 3MiH 40 po34iny
«MapkyBaHHA» MKA N13;
3anpornoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHS. OHOB/IEHHS TEKCTY

MapKyBaHHS yNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii

LLOA0 3a3HaYeHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicALIB Nicns 3aTBEpPAKEHHS

3a peyenmom

UA/11484/01/01

327.

CENTIMNIM

MOPOLLIOK A/191 PO3UNHY
Ans iH'ekuii no 1000 mr 1
ch1akoH 3 NOPOLLKOM Y
nauui 3 KapToHy

M.BioTek NlimiTeq

Benvka
BpuTaHis

ACTPAJ1 CTEPITEK
MPAUBIT NIMITEL,

IHAis

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

BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHSA. OHOBJIEHHS TEKCTY

MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHthopmaii

LLI0A0 3a3Ha4YeHHs1 OANHULb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA

3a peyenmom

UA/11484/01/02

328.

CEPTAKOHA3
ONn-®APMEKC

necapii no 300 mr, no 1
necapito B 6nictepi; no 1
6nicTepy B KAPTOHHIl

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC
reyn"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
martepianis: 3MiHu Il Tuny - 3MiHKM 3
sKocTi. A®I. Bupo6HULTBO. 3MiHa

3a peyenmom

UA/13845/01/01

219




Ymosu

Howmep

n/n

Hassa
JliKapcbKo20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakosKa)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

Kopoo6ui

BMPO6GHMKA BUXIAHOr0/NPOMKHOrO
npoAayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYatoun, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) APl (3a
BiCYTHOCTI cepTudikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
[ocbe)(BBEAEHHS HOBOrO
BMPOGHMKa AP| 3 HaAAHHAM
macTep-haiina Ha Adl) -
BBEJEHHA 10AaTKOBOro
BMPOGHUWKa Ana APl
CeprakoHa3zony HiTpaTy Glenmark
Life Sciences Limited, IHgis 3
HafaHHAM DMF Ha A®I. Ak
HacnifoKk NpuBeAeHHs
crneundikauii Ta meToais
BMNPO6yBaHHA AD| 3a NOKa3HNKOM
"3a/IMLLKOBI KifIbKOCTi OpraHiyHnx
PO3YMHHUKIB" f,O BUMOT
BMPOOHUKIB CyBCTaHLT;
3anponoHosaHo: Optimus Drugs
Private Limited, IHgis Glenmark
Life Sciences Limited, IHgis

329.

CUPOI BIA,
KALLIO AP.
TANCCA 3
EKCTPAKTOM
MNAOWA

cupon no 100 mn a6o no
250 mMn y hnakoHi; no 1
doNakoHy 3 MipHUM
CTaKaHYMKOM Y KapTOHHIiA
Kopobui

[Op. Taiicc
HatypBapeH Mm6X

HimeuunHa

[Op. Taiicc
HaTypBapeH Mv6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
ajanTauist BU3HaYeHHs
il€HTMYHOCTI ANsl aKTUBHOIO
iHrpejjieHTa CyXoro ekCcTpakTy 3
nneta naowa metogom TLX go
nepernsHyToi MoHorpadii DAC;
3anponoHoBaHo: M. laeHTudikavis
TLIX Ha TpuTEepneHoBi CanoHiHW.
Mae Bignosigatn. AHanori4yHO
DAC 2004 (moHorpadist «Jlucts
nawLwWwa»); 3miHum | Tuny - 3miHn 3
akocTi. A®I. (iHwi 3miHK) —
BHECEHHS peflaKLiiiHMX 3MiH [0 p.
3.2.S.5. CtaHgapTHi 3pa3ku abo
npenapatu ( 3aTBepmpKeHo: vy
leaf standardized tincture CRS
3anponoHosaHo: lvy leaf dry
extract HRS) Ta p. 3.2.S.6.
Cucrema
KOHTeliHep/3aKynopoBabHuii

6e3 peyenma

UA/15367/01/01
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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
3acib BHacnigok agantauii 4o
KEPiBHWX NPUHUMNIB
330. | COJIEKC® Tabnetku no 100 mr no 10 Pisochapm CA LLisefuapis Pisochapm CA LLisefuapis BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/14312/01/02
Tabnetok y 6nictepi; no 3 marepianis: 3MiHu | TURY -
6nicTepun y KapTOHHiIl BHECEeHHS 3MiH 10 MeToay
Kopoo6ui BunpobysaHHA A®I Amicynbnpug
Bif BUpo6HMKa LEBSA, 30kpema:
3aMiHa MeToAy BUNPOOyBaHHA 3a
nokasHukom "Po3mip yacTok".
3anponpoHoBaHo: PSD method
(Malvern)
331. | COJIEKC® Tabnetkn no 200 mr no 10 PiBocpapm CA LLIseliyapis Pisodhapm CA LLIseliapis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/14312/01/03
TabneTtok y 6nictepi; no 3 martepianis: 3mMiHu | TUny -
6nicTepn y KapTOHHiIl BHECEeHHS 3MiH 10 MeToay
Kopoo6ui BMnNpobyBaHHA A®I Amicynbnpug
B BUpoGHMKa LEBSA, 30kpema:
3aMiHa MeToAy BMNPOOyBaHHA 3a
nokasHukom "Po3mip yacTok".
3anponpoHosaHo: PSD method
(Malvern)
332. | COJIEKC® TabneTkn, BKPUTI PiBocpapm CA LLIBeliyapis Pisodhapm CA LLIBeliyapis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14312/01/01
NNiBKOBOK 060/10HKOK, MO MaTepianis: 3MiHU | TUNYy - 3MiHKN 3
400 mr no 10 TabneTok y akocTi. A®l. KoHTposnb Adl. 3miHa
6nicTepi; no 3 6nictepn y y MeTogax BunpobyBaHHsA Al abo
KapTOHHIA KopooLi BUXIAHOIO MaTepiany/npomiKHOro
npoAykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpOGHMLTBA ADI (iHLWi 3MiHN Y
MeTofax BUNPo6yBaHHSA
(BKKOUAOUM 3aMiHy ab0
[ONOBHEHHS) A®I abo
BUXiHOro/NMPOMiXHOro NPoAyKTy) -
3aMiHa MeToAy pO3MoAisly YacToK
3a po3mipamu nopotuky (PSD
mMeTop), AKUii 3aCTOCOBYETLCSA
BUpo6HMKOM LEBSA gns
KOHTPO/I0 AKOCTi ADI
333. | COMA3VHA® TabneTku, BKPUTI deppep Icnanis deppep Icnanisa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/3198/03/01
NAIBKOBOK 060J1I0HKOLO, MO IHTepHacioHanb, C.A. IHTepHacioHasb, marepianis: 3MiHu | TUAY - 3MiHK
500 mr; no 5 TabneTok y C.A. Loao 6e3nekn/edeKTBHOCTI Ta

6nicTepi; no 2 abo 4
6nictepu B KOopobui 3
KapTOHY

thapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH [0 po3ainy

“MapkyBaHHa" MKA N13:
3anponoHoBaHo: 3rifgHo
3aTBEPKEHOTO TEKCTY

MapKyBaHHs. OHOBMIEHHS TEKCTY

MapKyBaHHS YNakoBK/ NikapcbKoro
3ac06y 3 BHECEHHSIM iHdhopMaLlii
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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
LLOA0 3a3HAaYEHHS OOVHNLL
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicAILiB Nic/a 3aTBepAKEHHs!
334. | CMEKTPINA NOpoLUOK AN Mepak Nesenbluadt HimeuyunHa Mepak esenbliadpt HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17474/01/01
KOHLLEHTpAaTy 418 pO34nHy orop KNiHiwe rop KNiHiwe marepianis: 3MiHK | TURY - 3MiHK
Ans iHdoysii, no 10 000 LLineujansnpenapare Lneuiansnpenapat Loao 6e3nekn/edeKTMBHOCTI Ta
Of; 1 abo 5 hnakoHis 3 M6X e M6X, HimeuunHa thapmakoHarnagy. BeeneHHs a6o
MOPOLLKOM Y KapTOHHIl (BMPOGHUIK, LLIO 3MiHW [0 y3arasibHEHUX AaHuX Mpo
Kopoo6Ui BignoBigae 3a cuctemy chapmakoHarnsgy
MapKyBaHHS, (BBEAEHHSA y3araslbHEHNX AaHUX
BTOPUHHE npo cuctemy chapmakoHarnsgy,
nakyBaHHS Ta 3a 3MiHa YNOBHOB&aXXEHOT 0Co6M,
BUNyCK cepil); BiANOBIAA/IbHOI 3a 3AiACHEHHS
PeHTLWwNEP hapMakoHarnaay; KOHTaKTHOI
Biochapma CE, ocobu 3 hapmakoHarnagy
HimeyunHa 3asiBHUKA AN5 3AIACHEHHS
(BMPOGHUIK, LLIO hapmakoHarnsagy B YkpaiHi, Ko
BignoBigae 3a BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
BUPOGHMLTBO ocobw, BiANoBiAa/IbHOT 3a
roTOBOI NiKapCbKOi 3fjiicHeHHs hapmakoHarnsgy
hopmu, NepBUHHE (BKIHOYAKOYM KOHTAKTHI AaHi)
nakyBaHHs, Ta/ab0 3MiHN Y PO3MILLEHHI
BMNPOBYBaHHA/KOHT macTtep-caiina cuctemun
pornb cepii) hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6U YNOBHOBaXEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pefakuis: bakyH
AHHa OnekcaHgpiHa. 3miHa
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M yNnoBHOBaXKEHOI 0Co6YU
3asBHWKa, BiANOBIAA/ILHOI 38
hapmakoHarnsg B YkpaiHi
335. | CynbnirPng Kancynu teepai no 50 wr, TOB «TeBa YkpaiHa» Ykpaina TOB TeBa Monbua BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/4832/01/01

no 12 kancyn y 6nictepi;
no 2 6nictepu y kopobui

OnepeiiwH3 MNonaHg,

martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadiiHoro
noceigyeHHs) (3rigHo Hakasy MO3
Bif 23.07.2015 Ne 460). 3miHa
3anBHUKa (B1acHMKa
peecTpaviiiHoOro NoCBigYEHHST).
3MiHu | TMnYy - 3MiHK Woa0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy chapmakoHarnsgy,
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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

3MiHa yNOBHOB&XeHOI 0cobu,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
thapmakoHarnagy; KOHTakTHoOl
ocobu 3 hapmakoHarnagy
3aABHUKa 419 34iACHEHHS
hapmakoHarnsagy B YkpaiHi, SKwo
BOHa BiIMiHHA Bif, yNTOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnagy). 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAaIbHOT 3a
hapmakoHarnsg. Jivoya pegakuis:
Orit Stern-Maman.
MponoHoBaHa pefakuis: buctposa
OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a thapmakoHarnag.

336.

cynbniPng

Kancynu teepgi no 100 wmr,
no 12 kancyn y 6nictepi;
no 2 6nictepu y kopobui

TOB «TeBa YkpaiHa»

YKpaiHa

TOB TeBa
OnepeiwH3 Monaxg,

MonbLa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
martepianis: 3MiHa 3asABHMKa
(BnacHwvka peecTpadjiiHoro

noceigyeHHs) (3rigHo Hakasy MO3

Bif 23.07.2015 Ne 460). 3miHa
3anBHUKa (BlacHMKa
peecTpaviiHOro NoCBigYEHHST).
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
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
(BKIHOYAKOYUM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEeHHI
mMacTep-haiina cuctemm
papmakoHarnsay). 3miHa

3a peyenmom

UA/4832/01/02
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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

YMOBHOB&XeHOT 0CObM 3as1BHMKA,
BiANOBIA&/IbHOT 32
hapmakoHarnag. [ivoya pefakuis:
Orit Stern-Maman.
MponoHoBaHa pefakuis: buctposa
OkcaHa BitaniiBHa. 3miHa
KOHTaKTHUX JaHnX YroBHOBaXKEHOT
0cobu 3asiBHUKa, BiANOBIA&/IbHOT
3a (hapmakoHarnsg,.

337.

CYMAME/®

Kancynu no 250 wmr; no 6
Kancyn y 6nictepi; no 1
6nicTepy y KapTOHHil
Kopoo6Ui

TeBa ®apmaueBTikan

IHpacTpi3 NTa,.

13painb

MNIBA XpBartcka
4.0.0.

XopBartis

BHECEHHS 3MiH 40 peecTpavlinHmx
marepianis: 3MiHu | TUNy - 3MiHa
3aTBEPMAKEHNX YMOB 36epiraHHA
roTOBOrO JliKapcbKoro 3acoby Ha

nigcTasi A4OCNIMHKEHD 3i
CTabiNbHOCTI
3anponoHoBaHo: YMOBU
36epiraHHa 36epiraTi npu
Temnepartypi He Buwe 25 °C.
3MiHU BHECEHO B IHCTPYKLil0 ANns
MeAMYHOro 3aCTOCYBaHHA y p.
"YMoBU 36€epiraHHsA" 3
BiANOBIAHUMY 3MiHAMU Y TEKCTi

MapKyBaHHS yNakoBK/ NikapCbKoro

3acoby. BBefieHHA 3MiH NPOTSArom
6 MicALiB nic/a 3aTBepAXEHHS

3a peyernmom

UA/2396/03/01

338.

TANNITOH®

Tabnetku no 6,25 mr; no
20 abo 30 TabneToK y
donakoHi; no 1 dp1akoHy B
KapTOHHI Kopobui; no 7
TabneTtok y 6nictepi; no 2
abo 4 6nictepn y
KapTOHHI KopooLi

3AT dapmauleBTUYHUI

3aBog ElIC

YropLmHa

3AT
dapmaueBTUYHN
3aBog ElC

YropLmHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH 0 maTtepiasis
peecTpauiiHoro Jocbe Ha
nikapcbkuii 3acio, a came 3MiHa
nepiognYHOCTI NPOBEAEHHA
BUNPOOYBaHHSA 3a NOKa3HMKOM
«MikpobionoriyHa usctota». Y
3B’A3KY 3 LM 3MiHW BHOCATBLCA A0
MEeTOZIB KOHTPOJO; 3MiHN | Tuny -
BHECEHHS 3MiH [0 MaTepiasis
peecTpauiiHoro JoCbe Ha
nikapcbkuii 3aci6, a came
BWYYEHHS MOKa3HMKa
«TBepaicTb». Y 3B’A3KY 3 UM
3MiHM BHOCATBLCA A0 MeToiB
KOHTPOIO; 3MiHu | TNy -
BHECEHHS 3MiH 0 maTtepiasnis
peecTpauiiHoro Jocbe Ha
nikapcbkuii 3aci6, a came
BUTYYEHHS NOKa3HWKa
«Po3nagaHHs». Y 3B'A3Ky 3 LM
3MiHV BHOCATLCSA A0 METOAIB
KOHTPO/0; 3MiHM | Tuny -

3a peyenmom

UA/0947/01/01
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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

BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCbe Ha
nikapcbkuii 3aci6, a came:

BU/TYYEHHS NOKa3HMKa «BUCOTa» B
TecTi «Po3mipu». Y 3B’A3Ky 3 LM
3MiHV BHOCATLCA A0 METOAIB
KOHTPOO; 3MiHM | Tuny -

BHECEHHS 3MiH 10 MaTepianis
peecTpavuiiHoro A0oCbE Ha

nikapcbkuii 3aci6 i3 3MiHOH
KpUTEpIiB NPUAHATHOCTI 3a
NOKa3HUKOM «CTUPaHHICTb». Y
3B’A3KY 3 LIIM 3MiHW BHOCATBLCA A0
MeTOZjB KOHTPOIO

339.

TANNITOH®

Tabnetkn no 12,5 wmr; no
20 abo 30 Tabnetok y
donakoHi; no 1 dpnakoHy B
KapTOHHI KopobLi; no 7
TabneTtok y 6nictepi; no 2
abo 4 6nictepn y
KapTOHHI/ Kopoo6Li

3AT dapmaueBTUUHNI
3aBof EliC

YroplmHa

3AT
dapmaleBTUYHNI
3aBog ErC

YropumHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoro 4ocbe Ha
nikapcbkuii 3aci6, a came 3MiHa
nepiognYHOCTI NPOBEAEHHSA
BUNPOBYBaHHS 3a NOKa3HMKOM
«MikpobionoriyHa uncToTa». Y
3B'A3KY 3 LM 3MiHW BHOCATLCS A0
MeTOoZIB KOHTPOO; 3MiHu | Tuny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCbe Ha
nikapcbkuii 3aci6, a came
BUTyYEHHS NOKa3HMKa
«TBEPAICTb». Y 3B'I3KY 3 UM
3MiHV BHOCATLCSA A0 METOAIB
KOHTPO/O; 3MiHM | TUny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoro 4ocbe Ha
nikapcbkuii 3aci6, a came
BUTYYEHHS NOKa3HMKa
«Po3nafaHHa». Y 3B'A3Ky 3 LM
3MiHM BHOCSITbCA 40 MeTogiB
KOHTPOIO; 3MiHM | TUny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AOoCkbe Ha
nikapcbkuii 3aci6, a came:
BU/TYYEHHS NOKa3HMKa «BUCOTa» B
TecTi «Po3mipu». Y 3B'A3Ky 3 LM
3MiHM BHOCATBLCA A0 MeToZiB
KOHTPOIO; 3MiHu | TNy -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro Aocbe Ha
nikapcbkuii 3aci6 i3 3MiHOH

3a peyernmom

UA/0947/01/02
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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

KpUTEepIiB NPUAHATHOCTI 3a
NoKasHMKOM «CTUPaHHICTb». Y
3B'A3KY 3 LM 3MiHW BHOCATLCS A0
MeTOfiB KOHTPO/TO

340.

TANNITOH®

Tabnetku no 25 mr, no 20
a60 30 TabneTok y
chnakoHi; no 1 conakoHy B
KapTOHHIA kopobui; no 14
Tabnetok y 6nictepi; no 1
abo 2 6nictepn y
KapTOHHIA KOopoo6Li

3AT dapmaLeBTUYHWIA
3aBog ElIC

YropumHa

3AT
dapmaueBTUYHN
3aBog ElC

YropLmHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro AoCbe Ha
nikapcbkuii 3acib, a came 3MiHa
nepioguyHOCTI NPOBeAEeHHS
BUMPOBYBaHHA 3a NOKa3HWKOM
«MikpobionoriyHa usctota». Y
3B’A3KY 3 LIIM 3MiHW BHOCATBLCA A0
MEeTOZIB KOHTPOJO; 3MiHN | Tuny -
BHECEHHS 3MiH [0 MaTepiasis
peecTpauiiHoro AOCbE Ha
nikapcbkuii 3aci6, a came
BWYYEHHS MOKa3HMKa
«TBepaicTb». Y 3B’A3KY 3 LM
3MiHM BHOCATBLCA A0 MeTOoZAiB
KOHTPOIO; 3MiHu | TNy -
BHECEHHS 3MiH [0 MaTepiasiiB
peecTpauiiHoro AoCbe Ha
nikapcbkuii 3aci6, a came
BUJTYYEHHS NOKa3HMka
«Po3nagaHHs». Y 3B'A3Ky 3 LM
3MiHV BHOCATLCSA A0 METOAIB
KOHTPO/O; 3MiHM | TUny -
BHECEHHS 3MiH 10 MaTepianis
peecTpauinHoro 4ocbe Ha
nikapcbkuii 3aci6, a came:
BU/TYYEHHS NOKa3HMKa «BUCOTa» B
TecTi «Po3mipu». Y 3B’A3Ky 3 Lum
3MiHM BHOCSITbCA A0 MeTogiB
KOHTPOO; 3MiHM | TMny -
BHECEHHS 3MiH [0 MaTepiasiB
peecTpauiiHoro JOCbE Ha
nikapcbkuii 3aci6 i3 3MiHOH
KpUTEPIiB MPUAHATHOCTI 3a
NOKa3HUKOM «CTUPaHHICTb». Y
3B'A3KY 3 LM 3MiHW BHOCATLCH A0
MeTOoZIB KOHTPO/IO

3a peyenmom

UA/0947/01/03

341.

TADTIOTAH®
MYNbTI

Kpan/i O4Hi, po3yuH, no 15
MKF/MA1, N0 3 MA'Y dNakoHi
3 [103aTOPOM Ta KPULLIKOKO
3 KOHTPOJIEM NepLLIOro
BiAKPUTTA: No 1 dhnakoHy y

CaHTeH AT

DiHNaHaia

CaHTeH AT,
PiHnaHaia
(BUPOGHUK,
BiANOBiAa/IbHWIA 3a
BMNycCK cepii);

diHnaHpis/
ITanis

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

thapmakoHarnsgy. BeefeHHs abo

3MiHM [0 y3ara/lbHEHVX AaHWX Npo

3a peyenmom

UA/18212/01/01
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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

nakeTi, no 1 nakeTy B
KapTOHHI kopobui Ne 1

Ty6inokc ®apma
C.MN.A., Itanisa
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
BMPOBHULITBO in-
bulk, nepsuHHY Ta
BTOPWHHY YNakoBKy,
BMNPOGYBaHHSA
LLIOAO SKOCTI)

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
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
ocobw, BiANOBIAa/IbHOI 3a
hapmakoHarnsg. 3miHa
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg B Ykpaii.
MponoHoBaHa peaakuis:
CaBueHko AmuTpo CeprilioBny.
3MiHa KOHTaKTHWX AaHuX
KOHTaKTHOI 0CO6U YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a thapmakoHarnag B Ykpaii.
3MiHa MicLe3HaxXoMKeHHs1 MacTep-
thaiina cuctemu
hapmakoHarnsagy. 3miHa micus
3[iACHEHHSI OCHOBHOT AisiNIbHOCTI 3
hapmakoHarnsgy

342,

TEPA®D/IO

MOPOLLIOK A1 OpasIbHOro
PO34UHY 3i CMaKoMm
nicoBux Arig; 1 nakeT 3
nopoLukom; 10 nakeTis 3
NMOPOLLKOM Y KapTOHHiIl
Kopoo6ui

"CK KoHcblomep
Xenckep C.A.

LLiBefiuapis

'CK KoHcblomep
Xenc, IHK.

CLIA

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis: 3MmiHu | Tuny -
noAaHHs OHOB/IEHOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 1996-039-
Rev 04 Big, BXe 3aTBEpAKEHOr0
BMpo6bHuka Mallinckrodt Inc, USA
[ito4oi pevoBUHY napaueTtamorn, B
3B'A3Ky 3i 3MiHOIO Ha3BU
BMpo6HUuKa AdI, micue
BMPOBHULTBA HE 3MIHWUOCh
(3anponoHoBaHo: R1-CEP 1996-
039-Rev 04 SpecGx LLC, Raleigh
Pharmaceutical Plant 8801 Capital
Boulevard United States Am.-

6e3 peyenma

UA/5436/01/01
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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

27616 Raleigh, North Carolina)

343.

TETPALUKNIH

Masb 04Ha, 1%; no 3 r abo
no 10 r y Ty6ax; no 1 1y6i
B KapTOHHII navui

nn "rnegekc”

YKpaiHa

TOB "Apnimepg"

Pecny6nika
BipmeHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
niKkapcbkoro 3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0[IHOA030BOr0, YacTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHS
[0AATKOBOI YNakoBK/ rOTOBOrO
nikapcbKoro 3acoby —no 10ry
Ty6i, 3 BIANOBIAHUMW 3MiHAMK Y
po3ginax: «Cneumdikavis»(n.
Macca coaepXv1Moro ynakoBku),
«MeToawn KoHTpono»(n. Macca
COAEPXMMOro YnakoBKw, M.
CTepunibHOCTb), «YnakoBka» MKHA
N3. A TaKkoX 3MiHN BHECEHO B
IHCTpYKLil0 ANS MeanyHOro
3aCTOCYBaHHA y p. "Ynakoska" 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBK/ NikapCbKoro
3acoby

3a peyenmom

UA/17541/01/01

344.

TIBOPE/b

po3uunH A4Ns iHQysili no
100 mn y naawi; no 1
NAAWL B navyj

TOB "lOpis-®apm”

Ykpaina

TOB "lOpis-®apm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6e3snekn/epekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii Loao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHs" MKA N13;
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. TepMiH BBELEHHS
3MiH - NpOTSArom 6 micslis nicns
3aTBEPIKEHHS

3a peyernmom

UA/15067/01/01

345.

TIOKTOH

pO34uH A4 iH'ekuiid, 600
Mr/24 Mn; no 24 mn'y

donakoHi, No 5 dp1akoHiB y

ToBapucTBO 3
06MexeHot
BigNoBifa/IbHICTIO

YKpaiHa

K.T. Pomdhapm
Komnani C.P.J1.

PyMyHis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
o0 6e3nekn/edekTMBHOCTI Ta

3a peyenmom

UA/17881/01/01
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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

KapTOHHIM navi

"®OPC-PAPMA
ONCTPNBIOLLIH"

chapmakoHarnsgy - OHOBJ/IEHHS
TEKCTYy MapKyBaHHS yNaKkoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 3-x
MiCALIB NicNs 3aTBEPAKEHHS

346.

TOBPEKC®

Kpanni ouHi, 0,3 %, no 5
My th/1aKoHi-
KpanenbHuui"pon-
TeliHep®"; no 1 donakoHy-
KpanesibHuLi y Kopobu,i 3
KapToHY

HosaprTic ®apma Al

LLiBeiiuapis

AnkoH-KyBpbop

Benbris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
[0AaBaHHA nocTavaibHUKIB
KOMMOHEHTIB KOHTeliHep-
3akynoproBasibHoro 3acoby: Nolato
Jaycare (bottle) Ta Moll Industries
(plug, closure), Gerresheimer
(closure), 6e3 3MiH NnakyBas/IbHOTO
marepiany; 3MiHu | Tuny - 3miHa
HaliMeHyBaHHS nocTavaibHUKa
KOMMOHeHTIB: Ans bottle, closure 3
Rexam Healthcare Ha BPRex
Healthcare; gnsa closur, dispensing
plug 3 Rexam Healthcare Ha
Nemera. 3miHa HaliMeHyBaHHs
nocravasnbHuka rymu gns bottle,
dispensing plug 3 Basell Ha
LyondellBasell, 6e3 3MiHn
KOMMOHEHTIB yNakoBKkn Ta
npouecax y BUpOGHULTBI

3a peyenmom

UA/11364/01/01

347.

TOXEO
COJIOCTAP

pO34uH A4 iH'ekuid, 300
Ogp./mn; Ne 1, Ne 3, No5:
no 1,5 mny kapTpuaxi,
BMOHTOBaHOMY B
0/IHOPa30BY LUNPULL-PYUKY;
no 1, 3 abo 5 wnpuu-
PY4OK B KAPTOHHIl kopobLi

CaHodpi-ABeHTiC
Hoiunang MmeX

HimevunHa

CaHodi-ABeHTiC
Loiunang MmeX

HimeuunHa

BHECEHHS 3MiH 40 peecTpaviinHmx
MaTepianis: 3MiHu |l TNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHn y
TepaneBTUYHMX NOKa3aHHAX
(nogaBaHHSA HOBOrO
TepaneBTUYHOro NokasaHHA abo
3MiHa y 3aTBepKEHOMY
nokasaHHi) - 3MiH1 BHECEHO [0
IHCTPYKUIT AN1A MeanyHoro
3aCTOCYBaHHSA Mikapcbkoro 3acoby
00 po3ginis "MNMoka3aHHS", a TakoX,
SIK HACNifoK, A0 po3ainis
"®apmakonoriyHi BnactnsocTi”,
"Cnoci6b 3acTocyBaHHA Ta go3sun",
"[iTn", "Mo6iuHi peakyii”. HagaHo
oHoBsieHuiA MYP, Bepcis 6.1, y
3B'sI3KY 3i 3MiHOIO [0 NokasaHb A0
3acTocyBaHHsA. [leTanbHuii onuc
CUCTEMMW YNPaB/IiHHA PU3nKamMu y
BUIIAAI NNaHy ynpasiHHG

3a peyernmom

UA/14720/01/01
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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

pu3nkamu, Lo HagaHui
3aABHUKOM, MICTUTb PU3NK
NponopLiiiHi 3axoan 3 MiHiMisauii
pV3VKiB Ta 34iICHEHHS
thapmakoHarnagy. IHcopmauis 3
6e3neku, LWo npeacTaBieHa B
MPOEKTi IHCTPYKLi 415 MeauyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
Bifjo6paxkae 3axoaun 3 MiHimizawi
pv3uikiB, Bignosigae iHchopmauii,
BVK/TAAEHIN Y NNaHi ynpas/liHHA
pY3nKamMm, HaLaHOTo 3asiBHUKOM
(BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB Mic/a 3aTBepAKEHHS)

348.

TOPACEMIJ-
JAPHULIA

Tabnetkv no 5 mr no 10
Tab/1eToK y KOHTYPHii
YapyHKOBIli ynakoBsLi; no 3
KOHTYPHIi YapyHKOBI
yNnaKkoBKM B nauLi

MpAT
"®apmaveBTnyHa
ipma "OapHuus"

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3MiHu | TUMY - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NiKapcbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
TepmiH BBELEHHS 3MiH NPOTArom 6
MicSLIB Nicns 3aTBEpAKEHHS

3a peyernmom

UA/16245/02/01

349.

TOPACEMIJ-
JOAPHMLA

Tabnetku no 10 mr no 10
TabneToK y KOHTYPHii
YapyHKOBIli ynakoBLi; no 3
a60 no 10 KOHTYPHUX
YapyHKOBMX YMakoBOK B
navui

MpAT
"PapmaueBTnyHa
ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

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

BHECEHHSAM iHdhopMaLii Wwoao
3a3Ha4YeHHs 0AnHWLb
BUMIpPIOBaHHSA y cuctemi Sl.

TepMiH BBEAEHHS 3MiH - MPOTATOM

6 micauis nicns 3aTBepAkKeHHs

3a peyenmom

UA/16245/02/02

350.

TPUDTA3INH-
JAPHULA

PO34UH A5 iH'EKLA, 2
Mr/Ma no 1 mn B amnyni;
no 5 amnys y KOHTYpHil
YapyHKOBIli ynakoBLi; no 2
KOHTYPHI YapyHKOBI
yNaKkoBKM B naui

MpAT
"®apmMaLeBTUYHa
ipma "JapHuus”

YKpaiHa

MpAT
"®apmMaLeBTnYHa
cipma "fapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis: 3MiHu | TUMY - 3MiHK
Lof0 6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy - 3MiH1 BHECEHi
B TEKCT MapKyBaHHS ynakoBK/
nikapcbKkoro 3acoby Lwoa0
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHa" MKA N13.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo A0 3aTBEpAXEHOro

3a peyenmom

UA/3001/01/01
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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

TEKCTy MapKyBaHHs. BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAKEHHS

351.

YNbTPEKC

Kancynu rno 300 mr no 8
Kancyn y énictepi; no 2
6nicTepn y KapTOHHIN
Kopoo6Li

PiBochapm CA

LLiBefiuapis

PiBochapm CA

LLiBefiuapis

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.
BHeceHHs 3MiH Jo po3giny
«MapkyBaHHs» MKA 13;
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHsI

3a peyenmom

UA/14647/01/02

352.

YNbTPEKC

Kancynu rno 150 mr no 8
Kancyn y 6nictepi; no 2
6nicTepun y KapTOHHiIl
Kopoo6ui

Pisochapm CA

LLiBefuapis

Pisochapm CA

LLiBefuapis

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis: 3MiHU | TUMY - 3MiHK
wofo 6esnekn/eekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yNaKoBKM NiKapCbKoro 3acoby 3

BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHUL
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHoBaHo: MapkyBaHHS.
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHs1

3a peyernmom

UA/14647/01/01

353.

YMAH
KOMMNNEKC
500 MOJ/20 M1/
UMAN
COMPLEX 500
1U/20 ML

MOPOLLIOK A/151 PO3UNHY
0ns iHdpysiid, no 500 MO y
donakoHi Nel y KoMnaexTi 3
PO34MHHKKOM (BOAa ANs

iH ekuin) no 20 mn y
thnakoHi Nel Ta Habopom
AN PO3YNHEHHS i
BBEJEHHS Y KAPTOHHIN
Kopoo6Li

KegpioH C.n.A.

ITanis

KepgpioH C.n.A.

ITanisa

BHECEHHS 3MiH 1O peecTpaviiHnx
martepianis: 3mMiHu | Tuny -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI E€BPONENCHKIit
tapmakonei (CEP) Big yxe
3aTBEPKEHOr0 BUPOGHUKA
(OPOCRIN S.p.A)) gns
[L,0MOMIDKHOI PEYOBUHMN — renapuHy
HaTpito. 3anponoHoBaHo: R1-CEP-
2002-006-Rev 07; 3minu | TRy -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
hapmakonei (CEP) Big, yxe
3aTBEPKEHOTO BUPOGHUKA

3a peyenmom

UA/13092/01/01
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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
(OPOCRIN S.p.A) ans
[0MOMDKHOT PeYOBUMHMN — renapuHy
HaTpito. 3anponoHosaHo: R1-CEP-
2002-006-Rev 08
354. | YPCOCAH® kancynu no 250 mr, no 10 NMPO.MEZA.LC Mpara Yecbka KOO®APMA c.p.o., Yecbka BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/3636/01/01
Kancyny 6nictepi; no 1 a.c. Pecny6nika Yecbka Pecnybnika | Pecny6nika/ marepianis: 3MiHu | TURY -
abo 5, abo 10 6nictepiB y (nepBuHHE i HimeuunHa nogaHHs Hosoro I'E cepTudikaty
KapTOHHIA KOopoo6Li BTOPVIHHE 0151 LONOMIXXHOT peYOBUHY -
nakyBaHHs); xenatuHy - R1-CEP 2000-029-
MPO.MEA.LIC Rev 05 - Rousselot; 3miHu | Tuny -

MNpara a.c., Yecbka
Pecny6nika (BCi
cTagii BUpo6HMLTBA,
KOHTPO/b SKOCTi Ta
BMNyck cepii); CBYC
dapma a.c., Yecbka
Pecny6nika
(nepBuHHe i
BTOPUHHE
nakyBaHHs); XeHHir
ApuHarimitTTens
mM6X i Ko.KT,
HimeyunHa
(BPO6GHMLTBO
NPOMiXXHOTIO
NPOAYKTY, KOHTPO/Ib
AKOCTI)

nofaHHsa Hosoro 'E cepTudikaty
AN5 AONOMDKHOT PEYOBUHY -
xenaTtuHy - R1-CEP 2010-043-
Rev 00 - Rousselot; 3miHu | Tuny -
nogaHHs Hooro I'E ceptudikaty
AN AONOMDKHOT pEYOBUHY -
»enatuHy - R1-CEP 2000-045-
Rev 04 - Tessenderlo Group N.V.;
3MiHM | TUMy - nogaHHsA Hosoro MNE
cepTuaikaTy 4N LONOMIXHOT
peyoBuHM - xenatuHy - R1-CEP
2001-424-Rev 03 - Gelita Group;
3MiHu | TUNy - nogaHHs Hosoro ME
ceptudpikaTy 4719 AONOMIKHOI
peyoBUHY - xenatuHy - R1-CEP
2003-261-Rev 01 - M/S India
Gelatine and Chemicals Ltd; 3miHu
| TNy - nogaHHA Hosoro N'E
cepTuaikaTy 4N LONOMIXHOT
peyoBuHM - xenatuHy - R1-CEP
2008-137-Rev 01 - Gelita AG;
3MiHM | TUNY - NoAaHHA
oHoBneHoro E cepTudikaty s
[OMOMDKHOT PEYOBUHY - XenaTuHy
Bifl BX€ 3aTBEPXEHOro
Bmpo6Huka Nitta Gelatin India Ltd.
3anponoHoBaHo R1-CEP 2000-
344-Rev 03; 3miHu | Tvny -
nogaHHsa oHossieHoro NE
cepTudpikaTy 4719 fOMNOMIKHOI
PEYOBUHM - XXEeNaTuHy Bif BXe
3aTBEPLKEHOIO BUPOGHMKA
Geltech Co., Ltd. 3anponoHoBaHO
R1-CEP 2001-028-Rev 01;
3MiHM | TUNY - NoAaHHA
oHoBsieHoro 'E cepTudikaty ans
[0NOMDKHOT PEYOBMHU - XXeNnaTuHy
Bif, BXE 3aTBEpAKEHOro
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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

BMpo6Huka Nitta Gelatin India Ltd.
3anponoHosaHo R1-CEP 2005-
217-Rev 02; 3MiHu | Tuny -
Buny4yeHHs I'E ceptudikaTtiB gns
[OMOMiXXHOT PEHOBWHW XeNaTuHy:
R1-CEP 2002-110-Rev 00 —PB
Gelatins, R1-CEP 2003-172-Rev
00 — Gelita Group, R1-CEP 2004-
022-Rev 00- PB Leiner argentina
S.A., (ui cepTudpikatn 6ynm
BUTyYeHi BUPOBHMKaMMN TBEPANX
xenatnHosux kancyn); R1-CEP
2004-247-Rev 00 — Nitta Gelatin
Inc., R1-CEP 2004-320-Rev 00 —
Nitta Gelatin Inc., R1-CEP 2001-
332-Rev 02 — Rousselot

355.

DEMOCTOH®
KOHTI

TabneTtku, BKPUTI
NAiBKOBOK 060JI0HKOLO, MO
1 mr/5 mr; no 28 Tabnetok
y 6nicTepi; no 1 a6o 2,
abo 3 6nictepn B
KapTOHHIA KopooLi

A6B60TT Xenckea
MpopakTc b.B.

HigepnaHan

AB60TT

Bionogxikanc B.B.

HigepnaHnamn

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: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
0cobu 3asBHVKa, BiANOBIAAbHOI
3a hapmakoHarnag

3a peyenmom

UA/4837/01/01

356.

DEMOCTOH®
KOHTI MIHI

TabneTtku, BKPUTI
NiBKOBOK 060/10HKOK, MO

AB6OTT Xenckea
MpogakTc b.B.

HigepnaHan

AB6OTT

Bionoaxikans b.B.

HigepnaHnamn

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

3a peyenmom

UA/13464/01/01
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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

0,5 mr/2,5 wr, no 28
Tabnetok y 6nictepi; no 1
abo no 3 6nictepu B
KapTOHHI Kopoo6Li

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHU [0 y3araslbHEHNX AaHWX 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: Thomas

Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnag

357.

DEPPYM JNIEK

pO34uH AN iH'ekuiid, 100
Mr/2 M no 2 Mn B amnyni;
no 5 amnyn y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopob6ui; no 2 mn B
amnyni; no 10 amnyn 'y
6nicTepi; no 5 6nictepis y
KapTOHHI/ KopoobLi

CaHpos

dapmacbioTikans g.4.

CnoseHisa

Nek
PapmaueBTUYHaA
KoMnaHisa 4. 4.

CnoBeHisi

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

BHECEHHSM iHdhopMauii Woao
3a3Ha4YeHHs OAnHWLb
BVMIipIOBaHHSA y cuctemi Sl.
3amiHa po3sginy «[IpadiyHe
0hOpMNEHHS YNaKOBKM» Ha

«MapKyBaHHS» B 3aTBEPMAKEHNX

MK#A J13. 3anponoHoBaHo:
MAPKYBAHHSA 3rigHo 3
3aTBEPKEHNM TEKCTOM

MapkyBaHHS. TepMiH BBELEHHS
3MiH: NpOTArom 6 micsAuiB 3 gatn
3aTBEPAKEHHS

3a peyenmom

UA/9347/01/01

358.

DJTYOPOYPAL,
nn- BICTA

PO34UH A5t iH'eKLA 50
mr/mn; no 5 mn a6o 10 mn,

MicTtpan Kenitan

MenemkmMeHT JlimiTeq

AHrnis

XaynT ®apma
BonbpartcxayseH

HimeuunHa

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

3a peyenmom

UA/15418/01/01
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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
ab60o 20 M po3unHy Ans 6X LoAo 6e3nekn/edeKTMBHOCTI Ta
iH'eKLjin y chnakoHax; no 1 thapmakoHarnagy (iHwi 3MiHu) -
donakoHy y kopobui 3 BHECEHHS 3MiH 4,0 po34iny
KapTOHY “MapkyBaHHs" MKA N3
3anponoHoBaHo: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBKV NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OOVHNLL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsAILiB Nic/a 3aTBepAKEHHSs
359. | ®OKCEPO® NOPOLLOK A1 OPa/IbHOT ANKANOIL AL Cxon'e Pecny6nika ANKANOIL AL Pecny6nika BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15271/02/01
cycneHsii, 40 mr/5 mn, 1 MiBHiuHa Ckon'e, Pecny6nika MiBHiuHa marepianis: 3MiHu | TURY -
h1akoH 3 MOPOLLUKOM B MakefoHis MiBHiYHa MakepoHis MakefoHisi/ | BBeAEHHS1 [0AATKOBOr0O NnokasHmka
KapTOHHIA KOopoo6Li (Buinyck cepil); IHais «ifeHTuikauis» ao cneyndikauii
ANKANOIA AL Ha JONOMIKHY PeHOBUHY 3asli3a
Ckon'e, Pecny6nika OKCUJ, XXOBTUWI Spectracol 818802,
MiBHiYHa MakefoHis LLIO BUKOPUCTOBYETbLCS K 6HapBHUK
(BTOPUHHE A5 BUrOTOB/EHHS N13; 3MiHK |
nakyBaHHs); JTiomniH TUMY - BUTYYEHHS] BUNPOGYyBaHHS
Nimitep, IHAiA Ha MULW'SK i3 cneundikavii Ha
(BUPOGHMLTBO [0MOMIDKHY peYOBUHY 3asli3a
Hepo3dacoBaHoro OKCUJ, XXOBTUWI Spectracol 818802,
NpPOAYKTY, NepBUHHE LLL0 BUKOPUCTOBYETHCA AK BapBHUK
nakyBaHHs, 015 BUrOTOBNEHHS [/13; 3MiHu |
BTOPUHHE TUMy - BBEAEHHSA AOAATKOBOrO,
nakyBaHHS) anbTepHaTVBHOIO NocTadyasbHUKa
MipHoro wnpuya DOCTOR PACK
INDIA PVT LTD;
3MiHU | TUNY - BBEAEHHSA
[04aTKOBOTO, aflbTEPHATUBHOIO
noctayasibH1Ka MipHOro
CTakaH4MKa 3 Mo3HauKow 27 M/
Space Age Plastic Industries, sikuii
BUKOPVCTOBYETLCA 151 JO3YBaHHSA
cycnexsii
360. | ®OCPOPAN rpaHynv Ans opanbHOro MPO®APMA ManbTa Nab6iaHa Icnanis BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/13238/01/01
po3uunHy, 3 r/nakeT; no 8 r IHTepHewwHn TpelgnHr dPapmacbioTikasic, martepianis: 3mMiHu | TUny -
y nakerTi; no 1 nakety y Nimiteq CJYy. nofaHHsA OHOBJ/IEHOrO cepTudiikara

KapTOHHIM nayui

BIANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2012-
265-Rev 00 gnsa aitoyoi pevoBuHU
Fosfomycin trometamol Big, BXe
3aTBEPKEHOr0 BUPOGHUKA
LABIANA PHARMACEUTICALS,
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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
S.L.U., IcnaHis
361. | XYMANOIr® pO34uH AN iH'ekuiid, 100 Ninni ®paHc dpaHuis EEni Ninni eHg cuA/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/4750/01/01
MO/mn; no 3 mny KomnaHi, CLUA ®paHuis marepianis: 3MiHu | TUMY - 3MiHK
CK/ISIHOMY KapTpuaxi; no 5 (BMpOGHMLTBO 3a Loao 6e3nekn/edeKTMBHOCTI Ta
KapTpUKIB Y KAPTOHHIl NOBHUM LMK/IOM); thapmakoHarnagy (iHwi 3miHu) -
nauuj; no 3 My cKIsHOMY Ninni dpaHc , BHECEHHS 3MiH 0 po3ainy MK4A:
KapTpuaXi, BKNageHomy y ®dpaHuis MapkyBaHHs
Lnpuy-pyyky KeiklleH; no (BMPOGHMLTBO 3a Hosa pepfakuis. MapkyBaHHS.
5 WnpuL-pyyoK y MOBHWM LK/I0M) 3rifHO 3aTBEPAKEHOrO TEKCTY
KapTOHHI nayui; no 10 mn MapKyBaHHS. OHOB/IEHHS TEKCTY
y CKISIHOMY ch/iakoHi; no 1 MapKyBaHHS yNakoBK/ NikapCbKoro
h1aKoHy B KapTOHHIi 3ac00y 3 BHECEHHAM iHchopmaii
ynakoBLi LLOA0 3a3HaYEeHHS OAUHNLb
BMMIipOBaHHA y cuctemi Sl
362. | XYMANOIr® cycneHsis gns Eni Ninni Hepgepneng HigepnaHgn Ninni ®paHc dpaHuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/8352/01/01
MIKC 25 NiALWKIPHOrO BBEAEHHS, B.B. marepianis: 3MiHu | TUMY - 3MiHK
100 MO/mn, no 3 mny wofo 6e3snekn/epekTMBHOCTI Ta
CKMSAHOMY KapTpuaxi; no 5 thapmakoHarnagy (iHwi 3MiHn) -
KapTPULKIB Y KapTOHHIi OHOBJIEHHA TEKCTY MapKyBaHHS
ynakoBLi; no 3 mny yNaKoBKM NiKapCbKoro 3acoby 3
CKISIHOMY KapTpuaxi, BHECEHHAM iHthopMmalLlii Loao
BK/1aeHOMY Y Lnpuy- 3a3HaYeHHs OAUHUL
pyuky KsikleH; no 5 BMMIpIOBaHHA y cuctemi Sl
Lwnpuu-pyyok KeiklMeH y
KapPTOHHIN ynakoBLUi
363. | XYMANOIre cycneHsia ans Eni Ninni Hepepneng | Higepnanan Ninni ®paxc PpaHuis BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/8352/01/02
MIKC 50 NigLWKIPHOrO BBEAEHHS, B.B. marepianis: 3MiHK | TUMy - 3MiHK
100 MO/mn; no 3 mny Loao 6e3nekn/edeKTBHOCTI Ta
CKNAHOMY KapTpuaxi; no 5 hapmakoHarnagy (iHwi 3MiHn) -
KapTPULKIB Y KAPTOHHIi OHOBJIEHHA TEKCTY MapKyBaHHs
ynakoBLj; no 3 mny yNaKkoBKM MikapCbKoro 3acoby 3
CKISAHOMY KapTpuaxi, BHECEHHSAM iHhopMmalLlii LLoao
BK/1aeHOMY Y LUnpuL- 3a3HayeHHs OAVHNLb
pyuky KsikleH; no 5 BUMIpIOBaHHA y cuctemi Sl
LwnpuL-pyyok KeiklMeH y
KapPTOHHII ynakoBLUi
364. | LE®ENIM NOPOLLOK A1 PO3UNHY M.BioTek NimiTeq Benvka ACTPAN CTEPITEK IHais BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/10108/01/01
Ans iH'ekuiii no 500 mr 1 BpuTanis MPABIT NIMITEL, marepianis: 3MiHu | TURY - 3MiHK

ch/1akoH 3 NOPOLLKOM Y
nauui 3 KapToHy

LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHSA TEKCTY MapKyBaHHs
YMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HayYeHHs OAMHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
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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
3rifiHO 3aTBEPLKEHOTO TEKCTY
MapKyBaHHS. BBegeHHs 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS
365. | LE®ENIM NOPOLLOK A1 PO3UNHY M.BioTek JlimiTeq Benuka ACTPAN CTEPITEK IHAis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/10108/01/02
Ans iH'ekuivi no 1000 mr 1 BpuTanis MPABIT NIMITEL, marepianis: 3MiHu | TUMY - 3MiHK
h1aKoH 3 MOPOLLKOM Y Loao 6e3nekn/edeKTMBHOCTI Ta
naui 3 KapToHy thapmakoHarnagy (iHLwi 3miHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3Ha4YeHHs 0AnHWLb
BVMIiplOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3ainy
«MapkyBaHHA» MKA N13;
3anponoHosaHo: MAPKYBAHHA
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHs. BBeAeHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS
366. | LE®PTPIAKCOH | nopoLlloK Ans po3ynHy My6niyHe akuioHepHe YKpaiHa My6niyHe YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/4174/01/02
-BX®3 Ans iH'ekuii no 1000 mr, TOBapuCTBO “"HaykoBo- akuioHepHe mMarepianis: 3MiHu | TNy - 3MiHK 3
hnakoHn 3 nopoLukom; 1 BMPOGHUYUIA LEHTP TOBapuCTBO akocTi. CepTudikat
h/1aKkoH 3 MOPOLLUKOM B "BopLuariBCcbkuii "HaykoBo- BignosigHocTi/l E-cepTudikar

naJui; 1 dpnakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAa ANs
iH'ekujin) no 5 mn abo no
10 mn B amnyni B naui 3
KapTOHHOIO
neperopogxoto; 1 donakoH
3 MOPOLLKOM Y KOMM/EKTi 3
PO3YMHHMKOM (NigoKaiHy
rigpoxnopua, po3ynH ans
iH'ekuji1, 10 mr/mn) no 3,5
M B amnyi B nadui 3
KapTOHHOIO NepPeropoaKoo

XiMiKO-
hapmaLeBTUYHNI
3asofa”

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

BiANOBIAHOCTI EBpONeichbkili
hapmakonei/MoHorpadil.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BWIYYEHHS cepTudikaTa
BIANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPVUCTOBYIOTHCA
y BUpOGHULTBI ADI; ans
[,0MOMIXHOT PEYOBUHN
(cepTudpikar BignoBigHOCTI
€Bponeiicbkiit hapmakonei) -
OHoBReHwWi cepTudikar Big yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHa OHOB/IEHOro cepTudikaTy
BiANOBIAHOCTI EBPONECLKOI
thapmakonei Ne R1-CEP 2006-
017-Rev 03 (3aTBepmxeHo: R1-
CEP 2006-017-Rev 02) ans
aitoyoi pevosuHu Ceftriaxone
sodium Sterile Big 3aTBEpAKEHOrO
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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

BMpo6Huka Qilu Antibiotics
Pharmaceutical Co., Ltd.; 3miHu |
TMNYy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bknoyatoum ginbHULi ans Adl,
MPOMIXHOro NPoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HaYeHo y AOCLE)
CynyTHS 3MiHa
- 3MiHM 3 AkocTi. A®Pl. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaAYeHUX Yy cneuudikadisax
Ha A®I, a60 BUXiZHWIA/NPOMIDKHNIA
NpoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHCS Yy NPOLECI
BMPO6HULTBA AD| (BUNYYEHHS
HEe3HaYyHOro NoKa3Huka AKoCTi
(Hanpviknag, BUy4YeHHs
3acTapifioro NokasHuka));
BW/TyYEHHS BUPOOHMKA fitoyoi
peyoBuHM Sandoz Industrial
Products GmbH", HimeyunHa Ta sk
Hacnigok 3MiHM B cneuudikawii
A®I (BUNy4YeHO NOKa3HUK
«3a/TNLLKOBI KifIbKOCTi OpraHivyHmnX
PO3YMHHVKIB» 418 [aHOro
BUPOGHMKA); 3MiHU | TUNY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Loao
3a3HaYeHHs OAUHULL
BMMIiptOBaHHA y cuctemi Sl.
3MiHn fo p. «MapkyBaHHs» MKA
N3 (3aTBEpPOXEHO: «MapKyBaHHS.
TeKCT MapKyBaHHS yNnakoBKu
[OAAETLCA»; 3anpPONoHOBaHO:
«MapkyBaHHs. BignosigHo Ao
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS YNakoBKM»).
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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

BeeieHHst 3MiH npoTarom 3-x
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHY Il TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cucrema
KOHTelHep/3akynoptoBasibHUiA
3aci6 (iHWi 3MiHW) - BHECEHHS 3MiH
[0 MaTepianiB peecTpadiiHoro
[0CbE, Y 3B'A3KY 3 BBEieHHAM
[,04aTKOBOIT YNakoBKu1 A/1a
no3yBaHHsA 1000 mr: 1 donakoH 3
MOPOLLKOM Y KOMNJIEKTi 3
PO3YMHHMKOM (FTifOKaTHY
rigpoxnopua, po3yvH A5 iH'EKLIN,
10 mr/mn) no 3,5 mn B amnyni B
nayui 3 KAPTOHHOIO
NeperopoAKoto; fONOBHEHHS
po3gainis focbe iHdopmMaLlieto no
PO3YMHHWKY Ta BHECEHHS
Bi4NOBIAHMX 3MiH OO0 p.
«Cneumadikauis» (4o cneumdikawi
Ha N3 gopaeTbes cneumndikayis
Ha PO34YMHHUK), p. «Cknag», p.
«YnakoBka», p. «MeToanku
KOHTPO/I0». 3MiHW BHECEHI B
po3ain "YnakoBka" B iIHCTPYKLtO
0159 MeAUYHOTO 3acTOCyBaHHS
nNikapcbKoro 3acoby y 3B'A3Ky 3
BBEEHHAM [0faTKOBOI yNakoBKM
(ansa posysaHHa 1000 mr), Ak
HacnifokK - 3aTBEPKEHHSA TEKCTY
MapKyBaHHS 40AATKOBOT yNakoBKu
nikapcbKoro 3acoby. BeegeHHs
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPAKEHHSA

367.

LE®TPIAKCOH
-BX®3

MOPOLLIOK A/151 PO3UNHY
08 iH'ekuin no 500 wr,
chnakoHu 3 nopoLukom; 1
h1akoH 3 MOPOLLUKOM B
nauuj; 1 donakoH 3
MOPOLLKOM Y KOMMNJIEKTi 3
PO34MHHMKOM (BOAA ANA
iH'ekujin) Mo 5 mn B amnyni
B NauLi 3 KAPTOHHOLO
neperopogKoto

My6niyHe akuioHepHe

TOBapuCTBO "HaykoBo-

BUPOGHNUNIA LIEHTP
"BopLuariBCcbkuii
XiMiKO-
hapmaLeBTUYHNI
3asofa”

Ykpaina

My6niyHe
akujioHepHe
TOBapMCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii
XimiKO-
thapmaueBTUYHWI
3asofa”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
aKocTi. CepTudikat
signosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadii.
MopaHHsA HoBOro abo OHOBMEHOrO
cepTudpikaTa BignosigHocTi abo
BW/IYYEHHS cepTudikaTa
BIANOBIAHOCTI EBPONENChbkili
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCSA

3a peyernmom

UA/4174/01/01
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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

y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOB/IEHOTO cepTudikaTy
BiANOBIAHOCTI EBpONEcLKOI
thapmakonei Ne R1-CEP 2006-
017-Rev 03 (3aTBepaxeHo: R1-
CEP 2006-017-Rev 02) gns
Aitoyoi peyosrHu Ceftriaxone
sodium Sterile Big 3aTBEpAXEHOrO
BMpo6HukKa Qilu Antibiotics
Pharmaceutical Co., Ltd.; 3miHn |
TMny - AGMIHICTPaTVBHI 3MiHW.
BunyyeHHs BUPOOGHMYOT AiNTbHUL
(Brrovatoun ainbHuui 4na Adl,
MPOMIKHOro NpoAyKTy abo
roToBOro Nikapcbkoro 3acoby,
AiNbHUL 418 NPOBeAEHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3HayeHo y [0CbE)
CynyTHSA 3MiHa
- 3MiHM 3 AkocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHuX y creumdikavisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoAayKT/peareHT, LWwo
BMKOPUCTOBYHOTLCSA Y MpoLeci
BMPO6HMLTBA AD| (BUNYYEHHS
He3Ha4yHOro NokasHuka SKocTi
(ranpuknag BuyYeHHs
3acTapinioro nNokasHvka));
BW/TyYEHHS BUPOBHUKA fiitoYoi
peuoBuHM Sandoz Industrial
Products GmbH", HimeuunHa Ta sk
Hacnigok 3MiHW B crneuudikavii
A®| (BUTly4EHO NOKa3HUK
«3a/TMLLKOBI KifIbKOCTi OpraHivyHmnx
PO3YMHHWKIB» ANA faHOro
BMPOGHMKA); 3MiHW | TNy - 3MiHK

o0 6e3nekn/edpekTMBHOCTI 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

thapmakoHarnsgy (iHwi 3MiHn) -
OHOB/IEHHSI TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HayYeHHsa oAVHULb
BMMIiptOBaHHA y cuctemi Sl.
3MiHn fo p. «MapkyBaHHs» MKA
N3 (3aTBEpPOXEHO: «MapKyBaHHS.
TeKcT MapKyBaHHS YNakoBKu
[0[Aa€ETbCA»; 3anpornoHOBaHO:
«MapkyBaHHs. BignosigHo Ao
3aTBEPLPKEHOr0 TEKCTY
MapKyBaHHS YNakoBKW»).
BBeneHHs 3MiH NpoTArom 3-x
MicALIB NiCNA 3aTBEPPKEHHS;

368.

LE®YPOKCUM
CAHAO3®

TabneTku, BKpUTI
NNiBKOBOK 060/10HKOID, MO
250 Mr no 7 TabneTtok y
6nictepi; no 2 6nictepn B
KapTOHHIA Kopoo6Li

CaHpos

®dapmacbloTikans a.a.

CnoseHis

MeHLled Papma
'M6X, HimeuunHa
(BUPOBHWK iH 6aUk,

KOHTpOsb cepii,

nakyBaHHs); CaHf03
m6X-TexOnc,
ABcTpist

HimeuunHa/
ABCTpist

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
BWYYEHHS BUPOOHUYOT AiNbHUL
Sandoz Private Limited, India, sixa
BignoBigae 3a nposBefeHHs 1-01
cTagii BAPOO6HMLTBA — CYLLKM
MeTOA0M pOo3NuUtoBaHHSA (Spray
drying). Bupo6Hukom, Lo
BiANOBigae 3a Tol caMuii npouec
BMPOGHMLITBA, 3a/IMLLAETLCA
Aurobindo Pharma Limited,
Telangana, India. NponoHoBaHa
pepakuisi: Aurobindo Pharma
Limited, Telangana, India

3a peyernmom

UA/5447/02/02

369.

LEDYPOKCUM
CAHA03®

TabneTkn, BKPUTI
NMiBKOBOK 060M0OHKOM0, MO
500 Mr no 7 TabneTok y
6nicTepi; no 2 6nictepn B
KapTOHHIA KopoobLi

CaHpos

dapmachbloTikans a.4.

CnoBeHisa

Menlled dapma
v6X, HimeuunHa
(BUMPOBHWK iH Basik,

KOHTPO/b Cepil,

nakysaHHs); CaHgo3
Mv6X-TexOnc,
AscTpis

Himeuuunna/
ABCTpif

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
BW/IYYEHHSI BUPOOHWYOT AiNbHULL
Sandoz Private Limited, India, sika
BiAnoBigae 3a npoBefeHHs 1-01
cTafii BUPO6GHULITBA — CYLLKU
METOAOM PO3Nu/ItoBaHHA (Spray
drying). Bupo6bHukowm, Lo
BiAnoBigae 3a Toli caMuii npouec
BMPOGHMLTBA, 3a/1MLIAETLCA
Aurobindo Pharma Limited,
Telangana, India. NMponoHoBaHa
pegakuisi: Aurobindo Pharma
Limited, Telangana, India

3a peyernmom

UA/5447/02/03

370.

LEE®YPOKCUM
-BAPHULA

MOPOLLIOK AJ151 PO3UMHY
ons ivekuyin no 0,75r; 1
ch/1aKOH 3 NOPOLLKOM Y

MpAT
"®apmaueBTnyHa
thipma "JapHmua”

YKpaiHa

MpAT
"®apmaueBTnyHa
chipma "JapHuus"

YkpaiHa

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHK | TURy - 3MiHK
L10f10 6e3nekn/edpekTMBHOCTI Ta

3a peyenmom

UA/2585/01/02
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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
nauuj; 5 dpakoHis 3 hapmakoHarnsgy - BHECEHHS 3MiH
NMOPOLLKOM Y KOHTYpHIlA 00 po3giny “MapkyBaHHs” MKA
YapyHKOBI ynakoBLi; no 1 n3.
KOHTYPHIli YapyHKOBIi 3anponoHoBaHo: MAPKYBAHHA
ynakoBLi y nayui BignosigHo o 3aTBEpAXeHoro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHS
YyNaKoBKM NiKapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
371. | UE®YPOKCUM | mopoLloK A5 pO34uHY MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/2585/01/03
-0APHULUA ansiHekuinno1,5r; 1 "®apmMaueBTNYHa "PapMaueBTNYHA marepianis: 3MiHu | TUNY - 3MiHK
h1akoH 3 MOPOLLKOM Y hipma "apHuus” ipma "AapHuug" LoAo 6e3nekn/edeKTMBHOCTI Ta
nauuj; 5 dpakoHis 3 hapmakoHarnsgy - BHECEHHS 3MiH
MOPOLLKOM Y KOHTYpHIlA 00 po3giny “MapkyBaHHs" MKA
YapyHKOBIli ynakosLi; no 1 na.
KOHTYPHIli YapyHKOBIi 3anponoHoBaHo: MAPKYBAHHA
ynakoBLi y nayui BignosigHo fo 3aTBEpAXEHOro
TEKCTY MapKyBaHHS. 3MiHK
BHECEHI B TEKCT MapKyBaHHS
yNaKoBKM NiKapcbKoro 3acoby
LLIOA0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
372. | UATIMAKC- po3uunH Ans iHdysiii 10 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/13737/02/01
OAPHNLUA® mr/mn; no 100 mny "papmMaueBTNYHa "®apmMaueBTUYHA marepianis: 3MiHu | TUNy - 3MiHa
chnakoHi; no 1 conakoHy y thipma "apHuus” ipma "AapHuus" Ha3Bu BUPOOHMKa AD| LUTUKOMIHY
nauui Hatpito 3 Suzhou Tianma Specialty
Chemicals Co., Ltd., China Ha
Zenji Pharmaceuticals (Suzhou)
Ltd., China, 6e3 3MiHK micus
BMPOGHMLITBA; 3aNpONOHOBaHO:
Zenji Pharmaceuticals (Suzhou)
Ltd., China
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicnsA 3aTBEpAYKEHHS
373. | UIAHOKOBANA | po3uvH ans iH'ekuiid, 0,2 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/3471/01/01
MIH-AAPHUUA | mr/mn, no 1 mn B amnyni; "®apmMaLeBTUYHa "®apmMaLeBTnYHa marepianis: 3MiHu | TUMY - 3MiHK
(BITAMIH B12- no 5 amnys y KOHTYpHil ipma "JapHuus” ipma "fapHuus” Lof0 6e3nekn/edekTMBHOCTI Ta
OAPHULUSA) YapyHKOBIli ynakoBLi; no 2 thapmakoHarnagy (iHwi 3MiHu) -

KOHTYPHIi YapyHKOBI
YNaKoBKM B NauLi

3MiHW BHECEHI B TEKCT MapKyBaHHS
YNaKoBKM 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

374.

LLI0A0 3a3Ha4YeHHs OANHULb
BUMIpPIOBaHHSA Y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny

“MapkyBaHHs" MKA N13.
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHsA. BeefeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

LJAHOKOBATIA
MIH-AAPHULIA
(BITAMIH B12-

DAPHULSA)

pO34uH A4 iH'ekui, 0,5
Mr/mn, no 1 mn B amnyni;
no 5 amnyn y KOHTYpHIiA
YapyHKOBIli yrnakoBLij; no 2
KOHTYPHIi YapyHKOBI
yMakoBKM B mauLi

MpAT
"®apmaueBTnyHa
ipma "apHuus”

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

Ykpaina

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

3MiHW BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEeHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHS" MKA N13.
3anponoHosaHo: MAPKYBAHHA
BignosigHo fo 3aTBepakeHoro
TEKCTy MapKyBaHHs. BeefieHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS

3a peyernmom

UA/3471/01/02

375.

FOHIMAK®

pO34uH A4 iH'eKUiA, 240
mr/mn no 20 mn B amnyni,
no 5 amnyn Ha NoTKy, no 1
NOTKY B KapTOHHIiA
Kopo6ui; no 50 mn abo
100 mn 'y dhnakoHi, no 1
ch1akoHy B KOPOOLi

"FOHiK
PapmacboTuKan
Nab6opaTopis"
(BiogineHHs dipmu
"Ix. B. Kemikan3s eHp,
PapmacboTrKan3
nrp.™)

IHAjA

"FOHiK
PapmacboTuKan
JNlabopatopis"
(BipLineHHs pipmun
"Ix. Bb. Kemikan3
eHg,
dapmacboTrKan3
NTa.")

IHAjA

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

TEKCTY MapKyBaHHs NepBUHHOI Ta
BTOPUHHOI YNakoBKM NikapCbKoro
3aco6y 3 BHECEHHSIM iHchopMmalii

LLIOA0 3a3HaYEHHS OANHULb
BVMIiptOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHa" MKA N13;
3aTBepKeHo: MapkmpoBka.
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHS. BBeAeHHS 3MiH
npoTArom 3-x MicAuiB nicas
3aTBEPKEHHS

3a peyernmom

UA/1481/01/01

376.

FOHIMAK®

PO34MH NS iH'ekuin, 350
Mr/mn no 20 mn B amnyni;
no 5 amnyn Ha NoTKy; no 1
NOTKY B KQPTOHHIl
Kopo6Li; no 50 mn abo no

"FOHik
PapmacboTuKa
Nab6opaTopiz"
(BiagineHHs cpipmm

"Ix. B. Kemikan3s eHp,

IHais

"FOHiK
PapmacboTuKa
Na6opatopisz"
(BigaineHHs chipmmn
"Ix. b. Kemikan3s

IHais

BHECEHHS 3MiH [0 peecTpauiiHnX
marepianis: 3MiHU | TUMY - 3MiHK
LoAo 6e3snekn/edeKTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS

BXE 3aTBEPAXKEHOro TEKCTY

100 mn, a6o no 200 mn, dapmacbloTUKan3 eHf MapKyBaHHS (BHECEHHS
a60 no 500 mn 'y donakoHi, Nt dapmacboTukans no3HayeHb OANHNLb
no 1 cpsiakoHy B KopobLi n1a") BUMIipHOBAHHS, 3 BUKOPUCTaHHAM

3a peyenmom

UA/9838/01/02
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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

niTep natuHcbKoro andasity);
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13:
3arBepmKeHo: MapkupoBka.
3anponoHoBaHO: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHs.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEPAKEHHS

377.

FOHIMAK®

pO34uH A4 iH'ekuid, 300
mr/mn in bulk: no 20 mn B
amnyni, no 500 amnyn B

KapTOHHI kopobui, in bulk:

no 50 mn y dpnakoHi, no
100 donakoHiB y KapTOHHIl
Kpobuj

"FOHiK
PapmacboTuKan
Nab6opaTopiz"
(BippineHHs dipmu
"Ix. Bb. Kemikan3s eHp,
PapmacboTrKan3
nrp.")

IHais

"FOHiK
PapmacboTuKan
Nabopatopis"
(BipgineHHs dipmun
"Ix. B. Kemikan3s
eHg,
PapmacboTVKan3
NTa.")

IHais

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

BXe 3aTBEPAKEHOro TEKCTY
MapKyBaHHs (BHECEHHS
no3HaYeHb OAMHNLbB

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep natuHcbKoro andasity);

BHECEHHS 3MiH [0 po3ainy
“MapkyBaHHA" MKA N13;
3aTBepKeHo: MapkmpoBka.
3anponoHoBaHO: MapKyBaHHS.
3rigHO 3aTBEP)KEHOTO TEKCTY
MapKyBaHHS1, L0 A0AAETbCS.
BeefieHHs 3MiH npoTarom 3-x
MiCALB Nicnsa 3aTBepAKeHHs

UA/9839/01/01

378.

FOHIMAK®

pO3unH ANs iH'ekui, 350
mr/mn in bulk: no 20 mn B
amnyni, no 500 amnyn B

KapTOHHI Kopobui, in bulk:

no 50 mn y donakoHi, no
100 chbnakoHiB y KapTOHHiIl
KpoobUi

"FOHiK
PapmacboTuKa
Nab6opaTopiz"
(BigaineHHs dipmu
"Ix. B. Kemikans eHg
PapmacboTuKan3
nTa.")

IHais

"FOHiK
PapmacboTuKa
Na6opatopisz"
(BipgineHHs dipmmn
"Ix. B. Kemikan3
eHy,
PapmacbioTrKan3
Nta.")

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHU | TUMY - 3MiHK
ofo 6e3snekn/edpekTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS

BXE 3aTBePAXKEHOro TEeKCTy
MapKyBaHHs (BHECEHHS
no3HayYeHb OAVHWLb

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTMHCLKOro andgasiTy);

BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHs" MKA N3:
3aTBepAXeHO: MapkunpoBka.
3anponoHoBaHO: MapKyBaHHS.
3rigHo 3aTBEpAXXEHOro TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
BBefeHHs 3MiH NpoTArom 3-x
MicSLIB Nicnsa 3aTBEPAKEHHS

UA/9839/01/02

379.

FOHIMAK®

pO34nH ANa iH'ekuiid, 300
mr/mn no 20 mn B amny i,
no 5 amnyn Ha /10TKy, no 1
NOTKY B KApTOHHIiA
Kopo6ui; no 50 ma abo

"FOHiK
dPapmacboTrKan
Na6opaTtopiz"
(BigaineHHs cipmu
"x. . Kemikans eHg

IHais

"FOHiK
dapmacboTrKan
Na6opatopiz"
(BipAineHHs dipmun
"x. B. Kemikana

IHais

BHECEHHS 3MiH 10 peecTpaviiiHnx
marepianis: 3MiHK | TUMy - 3MiHK
Loao 6e3nekn/edeKTBHOCTI Ta
hapmakoHarnsay - OHOB/IEHHSA

BXE 3aTBEP/KEHOr0 TEKCTY

3a peyenmom

UA/9838/01/01
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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
100 mn abo 200 mny PapmacbloThKan3 eHf MapKyBaHHS! (BHECEHHS
dhnakoHi, no 1 dpnakoHy B nrp.") dPapmacbloTukan3 no3HayeHb OAUHULb
Kopoo6ui ntp)

BMMIPIOBaHHS, 3 BUKOPUCTAHHAM
niTep natuHcbkoro andasity);
BHECEHHS 3MiH 0 po3ainy
“MapkyBaHHA" MKA N13;
3arBepmKeHo: MapkupoBka.
3anponoHoBaHO: MapKyBaHHS.
3rifHO 3aTBEPAKEHOrO TEKCTY

MapKyBaHHs.
BBeneHHs 3MiH NpoTArom 3-x
MicsLiB Nicns 3aTBEPAKEHHS

FeHepasibHUIA AUPEKTop

AunpekToparty hapmaueBTUYHOro 3a6e3neyeHHs

0.0. Komapiga
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