Jopartok 1
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

OHOB/1OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHEeHHS
thapmakoHarnsagy,

Ne
NEPENIK
NIKAPCbKUX 3ACOBIB, WO NMPOMOHYKOTbLCA A0 AEP>XABHOI PEECTPALII
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
1. AKICTAH ayo Kpansi O4Hi, po34uH, No dapmacenekr ABCTpIs BMPOGHMLITBO ITania/ peecTpauis Ha 5 pokis 3a He UA/18606/01/01
2,5 Mn'y donakoHi 3 IHTepHeLLHN roToBOro AscTpis peyenmom nionsizae
KpanesibHUUEel Ta BeteniraHra M6 X npoAayKTy, MepiognyHICTb NOgAHHS
KpuLukoto, no 1 a6o 3, nakyBaHHs, perynsipHo
a60 6 hnakoHis B KOHTPO/b SAKOCTI: OHOB/IOBAHOIO 3BITY 3
KapTOHHI KOpOoOLyi BpyclieTTiHi 6e3neku, BigNOBIAHO A0
C.P.N., Itanis; Mopsaaky 34iACHEeHHS
BMPOGHMYA thapmakoHarnagy,
AiNbHWUA 30 3aTBEPKEHOI0 Haka3oMm
cTepunisauii MiHicTepcTBa OXOPOHU
nepBuHHOT 30,0p0OB’A YKpaiHu Bif, 27
YNakoBKU: rpyaHsa 2006 poky Ne
CrepimKeHikc 898, 3apeecTpoBaHOro B
Itania C.N.A,, MiHicTepcTBi tocTULi
ITanis; BUPOGHNK, Ykpainm 29 ciuHs 2007
SIKWIA BignoBigae poky 3a Ne 73/13340 (y
3a BUMNYCK Cepii: pefakuii Hakasy
dapmacenekt MiHicTepcTBa 0XOpPOHYU
IHTEpHeLwHN 3[10pOB'A YKpaiHu Bif 26
BeteniraHra M6X, BepecHs 2016 poky Ne
ABCTpIst 996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku
2. AHIFE/NNOH® Tabnetkn no 10 wmr; no TOB YkpaiHa TOB YkpaiHa peecTpauis Ha 5 pokis 6e3 nionsizae UA/18594/01/02
10 TabneTok y 6nicTepi; "®GapmaueBTnyHa "PapmaueBTnyHa peyenma
no 3 abo 4 6nictepu B KoMnaHis KOMMaHis MepiognyHicTb NogaHHA
Kopobui "®apKoC" "®apKoC" perynsipHo




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

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

AHIAYNA®YHIIH

NOPOLLOK AnA
KOHLieHTpaTy ans
pO34nHy A1 iHdys3iii no
100 wmr; no 1 chnakoHy 3
NOPOLLKOM Y KapTOHHilA
nauui

ToBapucTBO 3
obmexeHoro
BigNoBiga/IbHICTIO
"POKET-®APM"

YKpaiHa

TOB "dapmigesn”

Nartsia

peecTpauist Ha 5 pokis

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

3a
peyenmom

He
nionseae

UA/18607/01/01

ACKOPYTUH

TabneTku, no 10
Tabnertok y 6nictepi, no

AT "BITAMIHN"

YKpaiHa

AT "BITAMIHN"

YkpaiHa

peecTpauis Ha 5 pokis

6e3
peyenma

nionsieae

UA/18608/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

3 abo 5 6nicTepiB y
nauuj

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

ALETUNUNCTEIH-
TEBA

Tabnetku wunydi no 600
mr, no 10 TabneTok y
Ty6i, Mo 1 Ty6i y
KapTOHHilA KopooLi

TOB «TeBa
YkpaiHa»

YKpaiHa

BMPOBGHULITBO
Hepo3acoBaHOro
npoAyKTY,
nepBuHHe Ta
BTOPVHHE
nakyBaHHS:
Mepkne 'mbX,
HimeuumnHa,;
KOHTpPO/b cepii,
[103BiN Ha BUNYCK
cepii: Mepkne
v6X, HimeyunHa

HimeyunHa

peecTpauist Ha 5 pokis

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

6e3
peuyenma

nionsieae

UA/18609/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

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

BOAA ANSA IH'EKLIN

PO3YMHHWK AN
napeHTepasibHOro
3aCTOCyBaHHS, N0 2 M/
abo 5 mn B amnynax
nonimepHmx, no 10
amnyn B nayui

MpusatHe
akujioHepHe
TOBapUCTBO

"lHdpysia”

YKpaiHa

MpuBatHe
akujioHepHe
TOBapuCTBO

"IHdysia”

YkpaiHa

peecTtpauis 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.

6e3
peyenma

nionsieae

UA/18610/01/01

DI®ALON

Kpansi O4Hi, po3yvH, 1
Mr/Ma no 5 mn
npenapary y cpiakoHi-
KpanenbHuyj; no 1
donakoHy a6o no 3
h/1aKOHW B KApTOHHIA
Kopobui

BapLuaBcbkuii
dapmaueBTUYHNI
3aBof Monbdha AT

MonbLa

BapLuaBchkuii
dapmaueBTUYHWI
3aBog Monbha AT

MonbLa

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
nionsee

UA/18611/01/01




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Howmep
peecmpayjiliHo2o
nocsio4yeHHs

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.

ETOPIAKC®

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 30 mr, no 7 TabneTok
y 6nicTepi, no 1 a6o no
4 6nictepmn y kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBnHHa
Ta BTOPMHHA
ynakoBka,
KOHTPO/Tb Ta
BUNYCK cepi:
KPKA, a.4., Hoso
MecTto, CroBeHis;
BMPOGHMLTBO "in
bulk", nepsnHHa
Ta BTOPMHHA
ynakoBka: tOHiuem
Nab6opaTtopiec
NimiTea, IHAjs;
nepBUHHA,
BTOPUHHA
ynakoBka Ta
BUnyck cepii: TAL,
dapma M'v6X,
HimeuyumnHa;
nepBuHHa Ta
BTOPUHHA
ynakoBka: KPKA,
A.4., HoBo mecTo,
CnoBeHis;
BTOPVHHA
ynakoBka:
MpecTnx
MpomoyLueH
Bepkaydcdoepae
PYHF &
Bepb6ecepsic
M6X, HimeyunHa,;
KOHTPO/b cepii:
KPKA, a.4. Hoso
MecTo, C/oBeHis;

CnoseHis/
IHgis/
HimeyunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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 NOAAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyerimom

He
nionsieae

UA/18612/01/01

5




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

KOHTPO/b Cepil:
TAL ®apma M'M6X,
HimeuyumnHa;
KOHTPO/1b
Mikpob6ionoriyHoi
uncToTn cepii (y
BMNaaKy
KOHTpOAtO cepil
TAL dapma
v6X): Na6op J1IC
CE & Ko. KT,
HimeuunHa

ETOPIAKC®

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOIO,
no 60 Mr no 7 TabneTok
y 6nictepi, no 1 a6o no
4 6nictepmn y kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHa
Ta BTOPMHHA
ynakoBka,
KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BMPOGHMLTBO "in
bulk", nepsnHHa
Ta BTOPMHHA
ynakoBka: tOHiuem
Nab6opaTtopiec
NimiTea, IHAjs;
nepBUHHA,
BTOPVHHA
ynakoBka Ta
BUnyck cepii: TAL,
dapma M'v6X,
HimeyvunHa;
nepBuHHa Ta
BTOPVHHA
ynakoBka: KPKA,
A.4., HoBo mecTo,
CnoBeHis;
BTOPVHHA
ynakoBka:
MpecTnx
MpomoyLueH
Bepkaydcdoepae
PYHF &
Bepb6ecepsic
'M6X, HimeyuunHa,

CnoseHis/
IHgis/
HimeyunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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/18612/01/02

6




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

KOHTPO/b Cepil:
KPKA, a.4. Hoso
mecTo, CroBeHis;

KOHTPO/b Cepil:

TAL dapma M'v6X,
HimeuyumnHa;
KOHTPO/1b

Mikpob6ionoriyHoi

uncToTn cepii (y
BMNaaKy
KOHTpOANItO cepil
TAL dapma
v6X): Nabop J1IC
CE & Ko. KT,
HimeuunHa

10.

ETOPIAKC®

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 90 mMr no 7 TabneTok
y 6nictepi, no 1 a6o no
4 6nictepmn y kopobui

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHa
Ta BTOPMHHA
ynakoBka,
KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BMPOGHMLTBO "in
bulk", nepsnHHa
Ta BTOPMHHA
ynakoBka: tOHiuem
Nab6opaTtopiec
NimiTea, IHAjs;
nepBUHHA,
BTOPUHHA
ynakoBka Ta
BUnyck cepii: TAL,
dapma M'v6X,
HimeyvunHa;
nepBuHHa Ta
BTOPUHHA
ynakoBka: KPKA,
A.4., HoBo mecTo,
CnoBeHis;
BTOPVHHA
ynakoBka:
MpecTnx
MpomoyLueH
Bepkaydcdoepae

CnoseHis/
IHgis/
HimeyunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBEPPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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'a 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/18612/01/03

7




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

PyHr &
Bep6ecepsic
v6X, HimeyunHa;
KOHTPO/b Cepil:
KPKA, a.4. Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:
TAL dapma M'v6X,
HimeuyumnHa;
KOHTPO/1b
Mikpob6ionoriyHoi
uncToTn cepii (y
BMNaaKy
KOHTpOAItO cepil
TAL dapma
v6X): Nabop J1IC
CE & Ko. KT,
HimeuunHa

11.

ETOPIAKC®

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 120 mr, no 7
Tabnetok y 6nictepi, no
1 a6o no 4 6nictepn y
KopoobLi

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHa
Ta BTOPMHHA
ynakoBka,
KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
MecTto, CroBeHis;
BMPOGHMLTBO "in
bulk", nepsrHHa
Ta BTOPMHHA
ynakoBka: tOHiuem
Nab6opaTtopiec
NimiTea, IHAjs;
nepBUHHA,
BTOPVHHA
ynakoBka Ta
BUnyck cepii: TAL,
dapma M'v6X,
HimeuyumnHa;
nepBuHHa Ta
BTOPVHHA
ynakoBka: KPKA,
A.4., HoBo mecTo,

CnoseHis/
IHgis/
HimeyunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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 NOAAaHHSA

CrnoseHis; perynsapHux 3BiTie 3
BTOPUHHA 6e3neku.
ynakoBka:

3a
peyerimom

He
nionsieae

UA/18612/01/04

8




Ne
n/n

Ha3zsa sikapcbko20
3acoby

dopma sunycky
(nikapcbka cpopma,
ynakoska)

3asBHuUK

Kpaina
3asiBHUKa

Bupo6Huk

KpaiHa
BUPOGHUKa

PeecmpayjitiHa
npoyeoypa

Ymosu
BionycKy

Peknamys
aHHs

Homep
peecmpayjiliHo2o
nocsio4yeHHs

MpecTnx
MpomoyLueH
Bepkaydcdoepae
PyHr &
Bepb6ecepsic
v6X, HimeyunHa;
KOHTPO/b Cepil:
KPKA, a.4. Hoso
mecTo, CroBeHis;
KOHTPO/b Cepil:
TAL dapma M'm6X,
HimeuyumnHa;
KOHTpPO/1b
Mikpob6ionoriyHoi
uncToTn cepii (y
BMNaaKy
KOHTpOAItO cepil
TAL dapma
v6X): Nabop J1IC
CE & Ko. KT,
HimeuunHa

12.

KNEBYTAM®

KOHLleHTpaT ans
pO34nHy A5 iHdysil,
250 mr/20 mn, no 20 mn
B amnyni, no 10 amnyny
KapTOHHI/ Kopoo6Li

TOB "BOPBAPTC
PAPMA"

YkpaiHa

Monidapma Inak
CaH.Be Tik. A.C.

TypeyunHa

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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'a YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HavYeHMun y
nepioguyYHoOCTi NoAaHHSA

3a
peyerimom

He
nionsieae

UA/18613/01/01




Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
perynsipHux 3BiTiB 3
6e3neku.
13. KNOHIANHY MOPOLLIOK (Cy6CcTaHLis) y T30B "BIOHIKA CnoBeHis CIMC COUIETA ITanisa peecTpauis Ha 5 pokis - He UA/18614/01/01
rigpoxnopruj noaBiliHMX EBPOMNA" ITANIAHA niosnsieae
nonieTnIeHoBmX MEAILNHAMI
nakeTtax gns CKAHAILUWM C.P.N.
chapmaL,eBTU4YHOro
3aCTOCyBaHHs
14. MANINIH® cvpon, 97 mr/5 mn; no ®i3nyHa ocoba- YkpaiHa TOB "OKN YkpaiHa peecTpauisf Ha 5 pokis 6e3 nionsizae UA/18615/01/01
125 r y chnakoHi; no 1 nignpuemeub "PapmaueBTnYHa peyenma
h1akoHy 3 [03YyH40t0 l'yceB KOCTAHTUH habpmka" MepiognyHicTb NogaHHA
CK/IIHOYKOIO B mavi KocTaHTMHOBMY perynsipHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTuLT
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHs 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMn y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
15. META®OPA® - SR TabneTku, AT "KUIBCbKUI YkpaiHa AT "KMIBCbKUIA YkpaiHa peecTpaujis Ha 5 pokis 3a He UA/18616/01/01
NPOIOHroBaHOI Aji, No BITAMIHHA BITAMIHHUIA peyenmom niossieae
1000 mr no 10 Tabnetok 3ABO4" 3ABOA" MepiognyHICTb NofaHHSA

y 6nicTepi, no 3 abo 6
6nicTepiB y navui

perynsipHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnagy,
3aTBEPPKEHOTO HaKa3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainm 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOpPOHM
3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6e3neku.
16. M-CNPEN cnpeii HasasTbHUIA, AnBoreH dapma Bonrapis ®APMEA ®paHuin peecTpauis Ha 5 pokis 3a He UA/18617/01/01
[o030BaHuWit, 50 TpeiamHr KOpon peyernmom nionsieae
Mkr/go3a, no 16 r (120 OTOB MepiognyHicTb NogaHHA
[03) a6o 18 r (140 pos) perynsipHo
cycnensii y OHOBJ/IIOBAHOTO 3BITY 3
nonieTUNEHOBIN NaALWLj 6e3neku, BigNoBIgHO A0
BMCOKOT LLiNIbHOCTI, Mopsaaky 34iiCHEeHHS
06'emom 20 mn, 3 thapmakoHarnsgy,
[03y04MM HACOCOM - 3aTBEPKEHOr0 HaKa3om
posnuatoBayem, MiHicTepcTBa OXOpPOHYM
3aKpPUTUM HasaNbHUM 3[10pOB’A YKpaiHnu Big 27
annikaTopom 3 rpyaHs 2006 poky Ne
KOBMa4KoM; MsiLKa B 898, 3apeecTpoBaHoOro B
KapTOHHI navwi MiHicTepcTBi tocTULil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamum,
3a3HaYeHUMn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
17. HOCKANIH KpucTanivyHnii NOpoLLOK ToBapucTBO 3 YkpaiHa MapaHg fapoy IpaH peecTpauist Ha 5 pokis - He UA/18618/01/01
abo kpuctanm o6MexeHo dapmacbioTikan nionsizae
(cy6eTaHuin) y BigNoBiga/IbHICTIO Komnani (MpaiiBeTt
noABINHNX "XapkiBcbke L[x0iHT CTOK)
nonieTuIeHoBMX thapmaueBTUUHe
nakeTax gns nianpueMcTBO
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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

thapmMaLeBTUYHOTO
3acToCyBaHHs

"340poB'a
Hapozy"

18.

MIKOCEH® MIKPA

renb pexktanbHuii 0,12
r/10 r no 10 r y Ty6i-
KaHtoni no 6 Ty6-kaHob
y nauuj

TOB "AKr
"dapmaLleBTNYHa
thabpuka"

YKpaiHa

TOB "OKN
"papmaueBTnyHa
habpmka"

YKpaiHa

peecTpauist Ha 5 pokis

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

6e3
peuyenma

nionsieae

UA/18619/01/01

19.

MIPATAH

Tabnetku no 0,25 mr no
10 Tabnetok y 6nictepi,
no 3 abo 6 6nictepis y
KapTOHHIA ynakoBsL,i

KYCYM
XENTXKEP MNBT
nTa

IHais

KYCYM
XENTXKEP MBT
T

IHais

peecTpauis Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHo
OHOBJ/IIOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOr0 HaKa3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULT
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy

3a
peyenmom

He
nionsieae

UA/18620/01/01
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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

MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaYeHumn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

20.

MIPATAH

Tabnetku no 1,0 mr, no
10 Tabnetok y 6nictepi,
no 3 abo 6 6nictepiB y

KapTOHHIA ynakoBL,i

KYCYM
XENTXKEP MBT
nTg

IHais

KYCYM
XENTXKEP MBT
nTa

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHA
perynspHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNoOBIiAHO A0
MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTB: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionseae

UA/18620/01/02

21.

MIPATAH

Tabnetkn no 0,25 wmr, in
bulk: no 10 TabneTok y
6nictepi, no 100
6nicTepiB y KAPTOHHIl
Kopobui; no 10 Tabnetok
y 6nictepi, no 150
6nicTepiB y KAPTOHHIl
Kopob6ui; no 10 TabneTok
y 6nictepi, no 200
6nicTepiB y KAPTOHHIl
Kopobui

KYCYM
XENTXKEP MNBT
nTa

IHais

KYCYM
XENTXKEP MBT
T

IHais

peecTpauisf Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHo
OHOBJ/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHS
dhapmakoHarnsgy,
3aTBEPKEHOTO HaKa3oM
MiHicTepcTBa 0XOpoHK
3/10pOB’A YKpaiuu Big 27

He
nionsieae

UA/18621/01/01
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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

rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HayYeHMun y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6esneku.

22.

MIPATAH

TabneTkun no 1,0 mr, in
bulk: no 10 TabneTok y
6nicTepi, no 100
6nicTepiB y KAPTOHHIl
Kopobui; no 10 TabneTok
y 6nicTepi, no 150
6nicTepiB y KAPTOHHIl
Kopob6ui; no 10 TabneTok
y 6nictepi, no 200
6nicTepiB y KAPTOHHIl
KopooLi

KYCYM
XENTXKEP MBT
nTg

IHais

KYCYM
XENTXKEP MBT
nTp

IHais

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHEHHS
thapmakoHarnagy,
3aTBEPAKEHOrO Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 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,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku.

He
nionseae

UA/18621/01/02

23.

noni-MikC b

niodpinizat Ans po3unHy
Ans iH'exuii no 500 000
MO; 1 chnakoH 3
niodpinizatom y
KapTOHHI/ KOopooLi

Bxapart Cipamc
eHp, BakuuHc
Nimiten

IHais

BxapaTt Cipamc
eHf, BakunHc
Nimiteq

IHais

peecTpauis Ha 5 pokis

MepiognyHICTb NOgAHHSA
perynsipHo
OHOBJ/IOBAHOIO 3BITY 3

3a
peyenmom

He
nionsieae

UA/18622/01/01
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
6e3neku, BignoBigHO A0
MopsiaKy 34iACHEHHS
dhapmakoHarnsgy,
3aTBEPAKEHOrO HaKa3oM
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpainu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.
24, PO3YBACTATUH TabneTku, BKpUTI TOB "APTEPIYM Ykpaina MAT Ykpaina peecTpauist Ha 5 pokis 3a He UA/18623/01/01
NiBKOBOK 060/I0HKOIO, nTa" "KviBmegnpenapa peyenmom nionszae
no 10 wr, no 10 ™
Tabnetok y 6nictepi, no
3 6nicTepu B nayLi
25. PO3YBACTATUH TabneTku, BKpUTI TOB "APTEPIYM YkpaiHa MAT YkpaiHa peecTpauisf Ha 5 pokis 3a He UA/18623/01/02
NAiBKOBOK 060/IOHKOHO, nTar "KuiBmegnpenapa peuyenmom nionsieae
no 20 mr, no 10 ™
Tabnetok y 6nictepi, no
3 6nicTepu B nayui
26. POKCAMIMEKC TabneTku, BKpUTI KPKA, g.4., HoBo CnoBeHis BMPOGHMLTBO "in CnoseHis peecTpauis Ha 5 pokis 3a He UA/18624/01/01
N1iBKOBOK 060/I0HKOMO, MecTo bulk”, nepsuHHe peyenmom niossieae

20 mr/10 mr/8 wmr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, abo 10
6nicTepiB B KAPTOHHIA
Kopobui

Ta BTOPUHHE
nakyBaHHs,
KOHTPO/Ib Ta
BUNYCK cepii:
KPKA, a.4., Hoso
mecTo, CrioBeHis;
KOHTPONb cepil
(i3nyHi Ta XimiyHi
meToamn
KOHTPONI0):
HN30X
(HaujioHanbHi
nabopartopis 3a

MepiognyHICTb NofaHHSA
perynsipHo
OHOB/TIOBAHOrO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnagy,
3aTBEPPKEHOTO HaKa3om
MiHicTepcTBa 0XOpOHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTULl
Ykpainum 29 ciuHg 2007
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
3/paB'e, OKONE iH poky 3a Ne 73/13340 (y
xpaHo), CnoseHis; pefakuii Hakasy
KOHTpOb cepil MiHicTepcTBa OXOpPOHM
(thiznyHi Ta XimiyHi 3[10pOB'A YKpaiHu Bif 26
meToamn BepecHs 2016 poky Ne
KOHTPO/H0): 996), CTaHOBUTb: 3rigHO
KPKA, a.4., Hoso 3i cTpokamu,
mMecTo, CroBeHis; 3a3HavyeHVMn y
KOHTpOb cepil nepioguYHOCTI NOAAHHS
(thiznyHi Ta XimiyHi perynsipHux 3BiTiB 3
MeTtoamn 6e3neku.
KOHTPO/H0):
Na6eHa p.0.0.,
CnoseHis;
KOHTpOb cepil
(thiznyHi Ta XimiyHi
mMeToan
KOHTPO/H0):
Kemilicbki
iHCTUTYT, LleHTp
3a Banigauincke
TEXHO/OrI€ iH
aHaniTiko (LIBTA),
CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
Keminab g.o.0.,
CnoBeHis
27. POKCAMIMEKC TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis BMPOGHMLTBO "in CnoBeHist peecTpauist Ha 5 pokis 3a He UA/18624/01/02
NAiBKOBOK 060/IOHKOHO, MecTo bulk", nepsnHHe peuyenmom nionseae

20 mr/5 mr/8 mr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, a6o 10
6nicTepiB B KAPTOHHIA
KopoobLi

Ta BTOPMHHE
nakyBaHHS,
KOHTPO/b Ta
BWMNYCK Cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/I0):
HN30X
(HauioHanbHi
naboparopis 3a
3/ipaB'e, OKONE iH

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
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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

XpaHo), CrnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
MeToan
KOHTPONI0):
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
MeToan
KOHTPONI0):
Nab6eHa g.0.0.,
CnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
MeToan
KOHTPONI0):
Kemiricbki
iHCTUTYT, LleHTp
3a Basnigauiiicke
TEXHOSOTIE iH
aHanitiko (LIBTA),
CnoseHis;
KOHTpOb cepil
(thiznyHi Ta XimiyHi
mMeToan
KOHTPO/H0):
Kemina6 g.o.0.,
CnoseHis

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
6e3neku.

28.

POKCAMIMEKC

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
20 mr/5 mr/4 mr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, a6o 10
6nicTepiB B KAPTOHHIl
Kopobui

KPKA, g.4., Hoso
MecTo

CnoBeHis

BVMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpONb cepii
(i3nyHi Ta XimiyHi
meToam
KOHTPOI0):
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoseHis;

CnoBeHis

peecTpauis Ha 5 pokis

MepiognyHICTb NogAHHS
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BigNoBIgHO A0
Mopsaaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOI0 Haka3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTBi tocTULil
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy

3a
peyenmom

He
nionsieae

UA/18624/01/03
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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

KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
NabeHa p.0.0.,
CroBeHis;
KOHTPONb cepil
(hi3nyHi Ta XimiyHi
meToan
KOHTPO/0):
Kemiiicbki
iHCTUTYT, LleHTp
3a Bavtigadliicke
TEXHOSOTIE iH
aHaniTiko (LIBTA),
CnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
meToam
KOHTPONI0):
Kemina6 g.0.0.,
CnoBeHisg

MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HaYeHumn y
nepioguyYHOCTI NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

29.

POKCAMIEKC

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
10 mr/10 mr/8 mr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, a6o 10
6nicTepiB B KAPTOHHIA
KopooLi

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepBuHHe
Ta BTOPWHHE
nakyBaHHS,
KOHTPO/Ib Ta
BUNYCK cepi:
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpONb cepil
(hi3nyHi Ta XimiyHi
mMeToam
KOHTPO/I0):
HA30X
(HauioHanbHi
na6opartopis 3a
34paB'e, OKOSE iH
xpaHo), CrioBeHis;
KOHTpOb cepil

CnoBeHis

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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

3a
peyerimom

He
nionsieae

UA/18624/01/04
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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

(thiznyHi Ta XimiyHi
mMeToam
KOHTPO/H0):
KPKA, a.4., Hoso
mecTo, CroBeHis;
KOHTpOb cepil
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
Na6eHa p.0.0.,
CnoseHis;
KOHTpOb cepil
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
Kemilicbki
iHCTUTYT, LleHTp
3a Banigauincke
TEXHO/OrI€ iH
aHanitiko (LIBTA),
CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
mMeToan
KOHTPO/0):
Keminab g.o.0.,
CnoBeHis

3[10pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHMun y
nepioguYHOCTI NOAAHHS
perynsipHux 3BiTiB 3
6esneku.

30.

POKCAMIMEKC

TabneTku, BKpUTI
MiBKOBOK 060/10HKOI0,
10 wmr/5 mr/8 wmr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, a6o 10
6nicTepiB B KAPTOHHIA
KopooLi

KPKA, a.4., HoBo
MecTo

CnoBeHisa

BMPOGHMLTBO "in
bulk", nepsnHHe
Ta BTOPMHHE
nakyBaHHs,
KOHTPO/b Ta
BWNYCK cepil:
KPKA, a.4., Hoso
mecTo, CrnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi
meToam
KOHTPO/I0):
HN30X
(HauioHanbHi
naboparopis 3a
3/paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpOsb cepii
(thiznyHi Ta XimiyHi

CnoBseHis

peecTpauist Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0OB’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3/10pOB's YKpaiHu Big 26

3a
peyenmom

He
nionseae

UA/18624/01/05
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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

MeToan
KOHTPONI0):
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
MeToan
KOHTPONI0):
Nab6eHa g.0.0.,
CnoBeHis;
KOHTpOnb cepii
(chiznyHi Ta XimiyHi
MeToan
KOHTPONI0):
Kemiricbki
iHCTUTYT, LleHTp
3a Basligauiiicke
TEXHO/OTIE iH
aHanitiko (LIBTA),
CnoseHis;
KOHTpOb cepil
(thiznyHi Ta XimiyHi
meToam
KOHTPO/H0):
Kemina6 g.o.0.,
CnoseHis

BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HaYeHUMn y
nepiognMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6e3nexu.

31.

POKCAMIMEKC

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOHO,
10 mr/5 mr/4 wr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9, abo 10
6nicTepiB B KAPTOHHIl
Kopobui

KPKA, g.4., Hoso
MecTo

CnoBeHis

BVMPOGHMLTBO "in
bulk", nepsuHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpO/b Ta
BUNYCK cepil:
KPKA, a.4a., Hoso
mecTo, CrioBeHis;
KOHTpONb cepii
(i3nyHi Ta XimiyHi
meToam
KOHTPOI0):
HN30X
(HauioHanbHi
nabopartopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHis;
KOHTpONb cepii
(i3nyHi Ta XimiyHi
meToam

CnoBeHis

peecTpauis Ha 5 pokis

MepiognyHICTb NogAHHS
perynsipHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iCHEeHHS
dhapmakoHarnsgy,
3aTBEPKEHOIO Haka3oMm
MiHicTepcTBa 0XOpoHK
3[10pOB’A YKpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTULl
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpPOHK
340pOB's YKpaiHu Big 26
BepecHsa 2016 poky Ne

3a
peyenmom

He
nionsieae

UA/18624/01/06
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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

KOHTPO/0):
KPKA, a.4., Hoso
mecTo, CroBeHis;

KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan

KOHTPO/0):

NabeHa p.0.0.,
CroBeHis;
KOHTPONb cepii
(hi3nyHi Ta XimiyHi
meToan

KOHTPO/0):

Kemiiicbki
iHCTUTYT, LleHTp
3a Bavtigauliicke

TEXHOSOTIE iH
aHaniTiko (LIBTA),

CnoBeHis;

KOHTpOnb cepii
(chiznyHi Ta XimiyHi
meToam

KOHTPONI0):

Kemina6 g.0.0.,

CnoBeHisg

996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HayYeHumMn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku.

32.

CKA®O

NOPOLLOK A4/15 PO3YUHY
ONs iH'exuin no 150 wr;
no 1 cpnakoHy 3

NMOPOLLKOM B KOpOO6Li 3
KapTOHY MaKyBa/lbHOro

Hosaprtic OBepci3
IHBECTMEHTC Al

Lseliuapis

BMPOGHULTBO,
nepBuHHe
nakyBaHHs,
KOHTPO/b AKOCTI
OKpiM KifTbKiCHOTO
BU3HAYEHHS,
BTOPVHHE
nakyBaHHS:
HosapTic ®apma
LLiTeiH AT,
LLiseiiuapis;
KOHTPONb SKOCTI
(kinbKicHe
BM3HAYEHHS):
HosapTic ®apma

Ar, LWBeiiuapis;

LBeliuapis/
PpaHuis/
ITania/
Himeuunna

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’A YkpaiHu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi toCcTUL,i
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y

a/lbTepHaTuBHe pefakuii Hakasy
BTOPVHHE MiHicTepcTBa OXOPOHU
naxkyBaHHs: 3[10pOB's YKpaiHu Big 26
[Jendhapm XtoHiHr BepecHs 2016 poky Ne
CAC, ®paHuig,; 996), CTaHOBUTb: 3riAHO

3a
peyerimom

He
nionsieae

UA/18625/01/01
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
anbTepHaTMBHe 3i cTpoKamu,
BTOPUHHE 3a3HayYeHMun y
nakyBaHHS: nepioANYHOCTI NoAaHHSA
dapwm/lor Papma perynsipHux 3BiTiB 3
NopxucTik FTM6X, 6e3neku.
HimeuunHa;
anbTepHaTMBHe
BTOPUHHE
nakyBaHHs: HOINC
Xenckep Itanis
C.P.., Itanis;
BUMYCK Cepiii:
HosaprTic ®apma
vM6X, HimeyunHa
33. ®PEBYKCOCTAT TabneTku, BKpUTI «KcaHTic ®apma Kinp BMPOBHULITBO peuis peecTpadisft Ha 5 pokis 3a He UA/18628/01/01
KCAHTIC NAiBKOBOK 060/IOHKOHO, Niviteg» roTOBOI NiKapCbKoi peuyenmom nionseae
no 80 wmr; no 7 TabneTok cdopmu, NepBrMHHA MepiognyHicTb NogaHHsA
y 6nicTepi; no 4 a6o no Ta BTOPUHHA perynsipHo
8, abo no 12 6nictepis B yrnakoBkKa, OHOB/IOBAHOIO 3BITY 3
KapTOHHIM navu,i KOHTpPO/b cepii, 6e3neku, BigNOBIAHO A0
BUNYCK cepi: Mopsaaky 34iACHEeHHS
PAPMATEH CA, thapmakoHarnagy,
Mpeuis; 3aTBEPAKEHOrO Haka3oMm
nepBuHHA MiHicTepcTBa OXOPOHU
yrnakoBkKa, 3[,0p0B’A YKpaiHu Bif, 27
BTOPVHHA rpyaHa 2006 poky Ne
ynakoBkKa, 898, 3apeecTpoBaHoro B
KOHTpONb Ta MiHicTepcTBi tocTUL,i
BWNYCK cepil: Ykpainu 29 ciyHs 2007
SAPMATEH poky 3a Ne 73/13340 (y
IHTEPHELLHN pefakuii Hakasy
CA, lpeuis MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Bif 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
6e3neku
34. DPEBYKCOCTAT TabneTku, BKpUTI «KcaHTic ®apma Kinp BMPOGHMLTBO pevis peecTpauis Ha 5 pokis 3a He UA/18628/01/02
KCAHTIC NAiBKOBOK 060/IOHKOHO, Nimiteg» roTOBOT NiKapCbKoi peyenmom nionsi2ae

no 120 mr; no 7
Tabnetok y 6nictepi; no
4 a6o no 8, abo no 12

hopmu, neperMHHA
Ta BTOPMHHA
yNakoBKa,

MepiognyHICTb NOgAHHSA
perynsipHo
OHOBJ/IOBAHOIO 3BITY 3
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Ne HasBga snikapcbKo20 dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa PeecmpayjitiHa YmoBu Peknamys Howmep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa BionycKy aHHs peecmpayjiliHo2o
ynakoska) nocBi04Y€eHHs1
6nicTepiB B KAPTOHHIA KOHTPO/b Cepil, 6e3neku, BignoBigHO A0
nauuj BUNYCK cepil: MopsiaKy 34iACHEHHS
DPAPMATEH CA, hapmakoHarnsgy,
Mpeuis; 3aTBEPAKEHOrO HaKa3oM
nepsuHHa MiHicTepcTBa 0XOpOHK
ynakoBKa, 3[10pOB’A YKpainu Big 27
BTOPUHHA rpyaHa 2006 poky Ne
ynakoBkKa, 898, 3apeecTpoBaHoro B
KOHTPO/b Ta MiHicTepcTBi tocTuLil
BUNYCK cepi: Ykpainu 29 ciuHs 2007
SAPMATEH poky 3a Ne 73/13340 (y
IHTEPHELWHN peaakuii Hakasy
CA, Ipeuis MiHicTepcTBa OXOPOHU
370pOB's YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaveHumn y
nepioguyYHOCTi NOAAHHSA
perynsipHux 3BiTiB 3
6e3neku
35. ®DOPCAHEK® TabneTku, BKpUTI KYCYM IHais KYCYM IHais peecTpauist Ha 5 pokis 3a He UA/18626/01/01
NAiBKOBOK 060/IOHKOHO, XENTXKEP MBT XENTXKEP MBT peyernmom nionseae
no 60 mr, no 7 TabneTok nTa nTa MepiognyHicTb NogaHHsA

y 6nicTepi, no 1 a6o no
4 6nicTepun y KapTOHHiIl
ynakoBLi

perynsipHo
OHOB/IOBAHOIO 3BITY 3
6e3neku, BigNOBIAHO A0
MopsiaKy 34iCHeHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
3[,0p0B’A YKpaiHu Bif, 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTUL,i
Ykpainu 29 ciyHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa 0XOpoHK
3[10pOB'A YKpaiHu Big 26
BepecHA 2016 poky Ne
996), cTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHMun y
nepiogMYHOCTI MoAaHHS
perynsipHux 3BiTiB 3
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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

6e3neku.

36.

DOPCAHEK®

TabneTkn, BKPUTI
NAiBKOBOK 060/IOHKOHO,
no 90 mr; no 7 TabneTok
y 6nictepi, no 1 a6o no
4 6nicTepun y KapTOHHIl
ynakoBLi

KYCYM
XENTXKEP MNBT
nTa

IHais

KYCYM
XENTXKEP MNBT
nTa

IHais

peecTpauist Ha 5 pokis

MepioAnyHICTb NofaHHSA
perynspHo
OHOBJ/IHOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
MopsiaKy 34iCHEHHS
dhapmakoHarnsgy,
3aTBePPKEHOr0 Haka3om
MiHicTepcTBa 0XOpPOHK
3[,0p0OB’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/18626/01/02

37.

DOPCAHEK®

TabneTku, BKPUTI
NiBKOBOK 060/10HKOIO,
no 120 mr; no 7
Tabnetok y 6nictepi, no
1 a6o no 4 6nictepn y
KapTOHHIA ynakoBsL,i

KYCYM
XENTXKEP MBT
nTg

IHais

KYCYM
XENTXKEP MBT
nTp

IHais

peecTpaList Ha 5 pokis

MepiognyHicTb NogaHHsA
perynsipHo
OHOB/OBAHOIO 3BITY 3
6e3neku, BigNoOBiAHO A0
Mopsiaky 34iCHeHHs
hapmakoHarnsgy,
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's YKpaiHu Big 26

3a
peyenmom

He
nionseae

UA/18626/01/03

24




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
BepecHA 2016 poky Ne
996), CTaHOBUTL: 3riHO
3i cTpokamu,
3a3HaYeHUMn y
nepiognMYHOCTi NoAaHHSA
perynsipHux 3BiTiB 3
6esneku.
38. dYPOCEMIJ, NOPOLLOK KprCTaniuHuii BE3 dapmaxem Xopsaris Lpi KpiwHa IHAin peecTpauisf Ha 5 pokis - He UA/18627/01/01
(cybceTaHuis) y 4.0.0. dapmaceyTikan3 nionsizae
noaBiliHMX Nimiten
nonieTnIeHoBmX
nakeTtax gns
chapmaL,eBTU4YHOro
3aCTOCyBaHHs

FeHepasibHUI gUPEKTOpP
AvpekTopaTty dhapmaLeBTUUHOro 3a6e3neyeHHs
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Jopatok 2
po Hakasy MiHicTepcTBa OXOpPOHU

304,0POB’A YKpaiHu

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. A3NTPOMILUVH nopoLUokK (cybeTaHuis) B8 | TOB "TK "Aspopa” YkpaiHa LWaHxai LWiHaek Kutaii nepepeecTpawis Ha - He UA/15688/01/01
noABiiHMX PapmacbloTikan HeobMexeHuii TepMiH nionsizae
noslieTUIEHOBUX MilLIKax (Xaiimenb) Ko.,
ans hapmaueBTUUHOTO nrg.
3acTOoCyBaHHSA
2. ANb®APEKIH® niogpinizaT A9 PO3UNHY TOB "BAJTAPTIH YkpaiHa TOB "HaykoBo- YkpaiHa MepepeecTpauis Ha 3a He UA/15134/01/01
Ans iH'ekuii no 1 mnH PAPMA" BMpOGHUYa HEobMeXeHWli TEPMIH. peuyenmom niosnsieae
MO in bulk: no 50, 500 KoMMaHis
abo 1000 chnakoHis 3 "IHTepchapmbioTek MepiognyHICTb NoAaHHSA
niocpinizaTom B KOPOGL, " perynsipHo
3 KapToHY OHOB/IHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpOHU
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3riAHO
3i cTpokamu,
3a3HayYeHUMn y
nepiognMYHOCTI NoAAaHHS
perynspHux 3BiTiB 3
6e3neku.
3. AMOKCUK/NAB® 2S MOPOLLIOK AJ151 OPa/IbHOI CaHpos CnoBeHis BUMYCK Cepii; CnoBeHis MepepeecTpauis Ha 3a He UA/15213/01/01
cycneHsii (400 mr/57 mr PapmacbioTikans BMPOBHULTBO 3a HeobMeXeHWli TepMiH. peyenmom niossieae
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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

B 5mn)no 8,751 (35
mn) abo no 17,5 (70
MJ1) MOPOLLKY Y MWL,
no 1 nnsawui pasom 3
[03YH04O0H0 NINETKOK B
KapPTOHHIn KopooL,i

a.4.

NOBHUM LMK/TOM:
Nek
dapmaueBTUYHA
KoMnaHisa 4.4.

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

A®NIOAEPM

kpem, 0,5 mr/r; no 20 r
ab6o 40 r y Ty6i; no 1 Ty6i
Y KapTOHHI nauui

Benyno, nikv Ta
KocmeTuka, A4.4.

Xopsaris

Benyno, nikn Ta
KocmeTuka, A.4.

Xopsaris

MepepeecTpauin Ha
HeobMeXeHWi TEpPMIH.

OHoB/EHO iHthopMmaLito
y po3ginax
"Oco611BOCTi
3acTtocyBaHHs", "Mo6iuYHI
peakuii" iHCTpyKuii gns
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby
BignosigHo oo
OHOB/IEHOT iHdopMaLLii
oo 6e3sneku
3acTocyBaHHA gjtoyol
peyoBUHN.

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

3a
peyerimom

He
nidnsieae

UA/11379/01/01
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chnakoHi 04HOPa30BOro
BUKOPUCTaHHSA; no 12
(h/1aKOHIB B KAPTOHHIl
KOpoo6Li

po3sginax "OcobnmBocTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta fo3n",
"0iTn" (yTOYHEHHS),
"Mo6ivHI peakuii”
BigNoBiAHO A0
iHdhopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(Bi3uH® KnacuyHwii,
Kpanni o4Hi 0,05 %).

MepiognyHIiCTb NoAaHHSA
perynsipHo

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
Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
5. BA3OMNPECVH MOPOLLIOK (Cy6CTaHLis) y AT "dapmak” YkpaiHa BCH MenTigec Icnarnis nepepeecTpauis Ha - He UA/11587/01/01
(BA3OMNPECUHY hnakoHax ons C.A. HeobMeXeHW TepMiH niosnsieae
ALETAT) thapmavLeBTUYHOro
3aCTOCYBaHHS
6. BISBONTUK Kpanni o4Hi, po3unH, 0,5 dapmaLleBTUYHNI Monbua BapLuaBcbKuii MonbLia MepepeecTpauin Ha 3a He UA/14935/01/01
mr/Mnno 5 mny 3aB0[, dapmaLleBTUYHNI HeobMeXeHWi TEPMIH. peyenmom nionsizae
chnakoHi 3 “Monbhapma” 3aBog Monbdha
KpanesibHULEN i C.A. AT, Monblua; OHoB/EeHO iHhopMaLlito
KPULLKOIO 3 rapaHTiiHUm dapmaleBTUYHNI B IHCTPYKLU|i Ans
KinbLeM; no 2 dpnakoHun 3aB0f, MeAnYHOro
B KapTOHHIiA Kopoo6Lii; no L10IbOAPMA” 3aCcTOCyBaHHA
0,5 Mn y nnacTmkoBomy C.A, Monbwa nNiKapcbKoro 3acoby y
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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
MiHicTepcTsi 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
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

BIHOKCUH MB

Tabnetku
MPOJIOHroBaHoi Aji no 30
Mr rno 20 Tabnetok y
6nictepi, no 1 a6o no 3
6nicTepy B KapTOHHIiA
nauui

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.

MepioanyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHumun y

3a
peyerimom

He
nidnsieae

UA/11573/01/01
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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

nepioguYHOCTI NoAaHHsA
perynsipHux 3siTis 3
6e3neku.

BIHOKCWVH MB

Tabnetku
NposIoHroBaHoi Aji no 30
mr, in bulk: no 7 kry
naketax
nonieTuseHoBux B
KOHTeWHepax

TOB "ACIHO
YKPAIHA"

YkpaiHa

TOB "dapma
Crapt”

YKpaiHa

MepepeecTpauis Ha
HEO6MEeXeHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), cTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/11574/01/01

BIC-HON®

kancynu no 120 wmr, no
10 kancyn y 6nictepi, no
3 abo no 10 6nicTepis B
nauui

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpaLis Ha
HeobMeXeHWi TEPMIH.

OHoB/EeHO iHhopMaLlito
y po3ginax "lMokasaHHsa"
3arBepaKeHo:

— BupaskoBa xBopoba
LUMTYHKa |
LBaHaguAaTMnasnoi
KULLKW, racTpuT, y TOMY
yncni CNPUYMHEHI
Helicobacter pylori (y
cknagi cxem
aHTUxenikobakTepHoi
Tepanii);

— XPOHIYHWIA racTpuT i

6e3
peuyenma

He
nidnsieae

UA/5192/01/01
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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
racTpofyofeHiT y casi

3aroCTpeHHs, B TOMY
yncni CMPUYNHEHI
Helicobacter pylori.
3anponoHoBaHo:

— Bupaskosa xsopoba
LWAyHKa |
ABaHaguATMnanor
KWLLIKW, racTpuT, y TOMY
yncni CNPUYNHEHI
Helicobacter pylori (y
cknagi cxem
aHTuxesnikobakTepHoil
Tepanii),
"MpoTnnokasaHHA",
"Oco61MBOCTi
3acTocyBaHHs", "Cnoci6
3acTocyBaHHsA Ta
[031"(YTOYHEHHSA
iHdpopmauii),
"MNepepno3yBaHHA",
"Mo6iyHi peakuyii"
IHCTPYKUiT Ans
MeMNYHOro
3aCTOCyBaHHsA
nikapcbKoro 3acoby
BignoBigHO Ao

OHOB/EHOT iHthopmaLi
ofo 6esneku
3acTOoCyBaHHS Aitoyoi
peyoBuUHN.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27

rpygHsa 2006 poky Ne

898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii

YKpainu 29 ciuna 2007

poky 3a Ne 73/13340 (y
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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

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.

10.

BPATU3O/IH

kpem, 30 mr/r, no 3ry
Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

TOB «BAYLU
XEJIC»

YkpaiHa

dapm3saBof,
Enba A.T.

MonbLwa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

OHoB/EHO iHthopMmaLito
y po3ginax
"®apMaKonorivHi
BN1ACTUBOCTI",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(BHECEHHA AOAATKOBUX
3acTepexeHb), "Cnocib
3aCToCyBaHHsA Ta 403n",
"Mo6iyHi peakwii"
IHCTPYKLii Ans
MeAnYHOro
3acTOCyBaHHSA
nikapcbKoro 3acoby
BignosigHo oo
marepianis
peecTpauiiHoro JoCheE.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi ocTuuii

6e3
peyenma

nionsieae

UA/11478/01/01
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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
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6e3neku.
11. AEKCAMETA30H KpUCTanivyHmii NopoLloK MpAT YkpaiHa TiaHaxuH TiaHs0 Kutaii nepepeecTpawis Ha - He UA/15316/01/01
(cybeTaHuis) y naketax "®apmMaueBTnYHa dapmac'ioTikanc HeobMexeHuii TepMiH nionsi2ae
noslieTuaeHoBuxX oNs thipma "AapHuus" Ko., NTg,.
dhapmaL,eBTUYHOro
3acTOCyBaHHSA
12. ANBA30/- PO34mnH N4 iH'ekujiin, 10 MpAT YkpaiHa MpAT YkpaiHa MepepeecTpauis Ha 3a He UA/4780/01/01
AAPHUUA Mmr/mn no 1 mn a6o 5 mn "PapMaueBTUYHA "®apmMaLeBThyHa HeobMeXeHuli TepPMIH. peuenmom niosnsieae

B amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBI
ynakoBLii; N0 2 KOHTYPHI
YapyHKOBI yNaKkoOBKMN B
nauui

ipma "AapHuug"

chipma "AapHuug"

OHOBANEHO iHthopMmaLito
B [HCTpYKUii ans
MeaNYHOro
3acToCyBaHHSA
nikapcbKoro 3acoby y
posginax
"lMpoTunokasaHHa",
"Mo6ivHI peakuii”
BigNoBiAHO A0
OHOBJIEHOT iHhopMaLii 3
6e3nekn 3acTocyBaHHs
L0401 PEYOBUHN.
MepiognyHIiCTb NoAaHHSA
perynsipHo
OHOB/1OBAHOTO 3BITY 3
6esneku, BigNoBigHO A0
Mopsaaky 34iiCHeHHA
thapmakoHarnsgy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTui
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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.

UA/1539/01/03

13.

ANKNTODEHAK-
340POB'A YNbTPA

renb, 50 mr/r no 50 r a6o
no 100 r Ty6i; no 1 Ty6i B
KapTOHHI Kopo6Lyi

ToBapucTso 3
0bMexeHot
BiANOBIAA/ILHICTIO
"®apmMaueBTnYHa
KOMMaHis
"3popos'a”

YkpaiHa

ToBapucTBo 3
0bMexeHo
BiANOBIA&/IbHICTIO
"®apmMaLeBTnyHa
KOMMaHis
"3popos'a”

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

OHoB/EHO iHthopMmaLito
y po3ginax "Cknag"
(yTouHeHHs iHdopMaLii),
"MpoTunokasaHHa",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo
rogyBaHHa rpyaaro”
(yTOUYHeHHs iHdhopmauii),
"Mo6iyHi peakwyii"
IHCTPYKUiT aNns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHdhopMmaLii
Loa0 6e3nekun
3acTOCyBaHHSA Aitoyoi
PeyoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27

rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B

MiHicTepcTBi ocTuuii

6e3
peyenma

nionsieae
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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
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pefakuii Hakasy
MiHicTepcTBa OXOPOHU
310pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HaveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
14. anniPMagAmMon KpUCTanivyHmii NopoLloK ToBapucTBO 3 YkpaiHa CIMC COY'ETA ITania nepepeecTpawis Ha - He UA/15610/01/01
(cybeTaHuis) y 06MeXeHo ITANIAHA HeobMexeHuii TepMiH nionsi2ae
NoABINHMX BiANOBIAA/IbHICTIO MEZIYIHANI
nonieTnIeHoBux "[locnigHnii 3aBog, CKAHAIYYI
naketax gns "rTHUAC" C.P..
dhapmaLeBTU4YHOro
3aCTOCYyBaHHSA
15. AIAD®OPMIH® TabneTku, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa MepepeecTpauis Ha 3a He UA/15141/01/01
MN/1iBKOBOK 060/IOHKOMO, HeobMeXeHuin TepMiH peyenmom nionsizae

no 500 wmr, no 10
TabneTok y 6nictepi; no
3 abo 6 6ricTepiB y
naJi 3 KapToHy

OHOBMEHO iHthopMmaL,ito
B IHCTpYKLU|ii Ans
MeAnYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
po3ginax
"®apMaKoorivHi
BNaCTVBOCTI",
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aeMogijin",
"Ocob6nvBoCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta 4o3n",
"Mo6iyHi peakwyii"
BignoBigHO A0
iHchopmawii wopo
MeAnYHOro
3acToCyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
(FCNHOKOPAXK®,
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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

TabneTku, BKpUTI
NAiBKOBOK 060/IOHKOIO).

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.

16.

AIAPOPMIH®

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 850 mr, no 10
TabneTok y 6nictepi; no
3 abo 6 bnictepis y
nauuj 3 KapToHy

AT "dapmak”

YkpaiHa

AT "®dapmak”

YKpaiHa

MepepeecTpauis Ha
Heo6MeXeHUi TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax
"®apMaKkonorivHi
BracTmsBocTi”,
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
Ta iHWi Bnan
B3aemopijin",
"Ocob6nuBoCTi
3acTocyBaHHs", "Cnocio
3aCTOCYBaHHsA Ta A03n",

3a
peyenmom

He
nionsieae

UA/15141/01/02
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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

"Mo6iyHi peakuyii"
BiAnNoBigHO A0
iHdhopmauii woao
MeANYHOro
3acTOCyBaHHSA
pedepeHTHOro
nikapcbKoro 3acoby
(FTNMHOKOPAXK®,
TabneTkn, BKPUTI
N/1iBKOBOK 060/I0HKOHD).

MepioAnyHICTb NOAAHHS
perynspHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3om
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

17.

AIA®OPMIH®

TabneTkn, BKpUTI
NNiBKOBOK 060/IOHKOIO,
no 1000 wr, no 10
TabneTok y 6nictepi; no
3 abo 6 6nicTepiB y
naJui 3 KapToHYy

AT "®apmak”

Ykpaina

AT "dapmak”

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuit TepMiH

OHOB/EHO iHhopMmaLito
B IHCTPYKUiT ANns
MeanYHOro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1acTMBOCTI",

3a
peyenmom

He
nionsieae

UA/15141/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

"MMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3actocyBaHHs", "Cnoci6
3aCcToCyBaHHsA Ta fo3n",
"Mo6ivHI peakuii”
BignosigHo 0
iHchopmawii Wwopao
MeANYHOro
3aCcTOCyBaHHS
pedepeHTHOro
NiKapcbKoro 3acoby
(TTFOKOPAXK®,
TabneTku, BKpUTI
NAiBKOBOK 060/TOHKOIO).

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

18.

EBIHOMOH

PO34WH AN iH'eKL;iA, No
25 mr/mm; mo 3 mn (75
Mr) B amnyni; no 5

BPOC NT],

pevyis

BPOC NTA,

Ipevis

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

3a
peyerimom

He
nionsieae

UA/0898/01/01
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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
amnyn y nnacTUKoBoMy BHeceHo OHOBEHY
KOHTelHepi; no 1 iHhopmaltito fo
KOHTEiHepY B KApPTOHHil IHCTpYyKUiT Ans
KOpoo6Li MeANYHOro
3acTOCyBaHHSA
nNiKkapcbKoro 3acoby Ao
po3ainis
"MpoTunokasaHHa",

"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
Ta iHWi BUAn
B3aemMogijin",
"Oco61MBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
roflysaHHs rpyaao”
(6e3neka), "Cnoci6
3acTocyBaHHA Ta f03n”
(YTOUYHEHHS CTOCOBHO
6esnekn),
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BignoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyoi Ta
[OMOMDKHUX PEYOBYH
nikapcbkoro 3acoby.
MepioAnyHICTb NOAAHHS
perynspHo
OHOBJ/1OBAHOI O 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
thapmakoHarnagy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHM
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHs 2016 poky Ne
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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
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3HayveHumn y
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
19. ECTPOXE/Nb refb ANns MicLeBoro BeseH Xenckea Benbris Oendhapm Benbris MepepeecTpauin Ha 3a He UA/4120/01/01
3acTocyBaHHs, 0,6 mr/r; CA [poreH6oc CA HeobMeXeHul TEpPMIH. peuyenmom nionsieae

no 80 r y chnakoHi 3
[103YI0UNM NPUCTPOEM;
no 1 dpnakoHy B
KapTOHHI Kopo6Lyi

OHoB/eHo iHhopMaLlito
y po3ginax
"papmakoTepanesTuyHa
rpyna"(yToYHeHHs
iHdpopmauii),
"®apmakonorivHi
B/1ACTMBOCTI"
(yTOUYHeHHs iHdhopmauii),
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3aCTOCyBaHHA Ta
[031"(YTOUHEHHS
iHhopmawi),
"Mepepno3yBaHHA",
"Mo6iyHi peakwyii"
IHCTPYKUiT aNns
MeaNYHOro
3aCcTOCyBaHHSA
nikapcbKkoro 3acoby
BiANoBIgHO A0
OHOBJIEHOT iHdhopMmaLii
Loao 6e3nekn
3acTOCyBaHHSA Aitoyoi
PeyoBUHM.

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi ocTuuii
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

20.

IHAOKONNIP® 0,1%

Kpanni o4Hi, 1 mr/mn, no
5 mn y chnakoHi-
KpanenbHu; no 1
hnakoHy-kpanensHuLi y
KapTOHHI Kopobuj

TOB «BAYLU
XEJIC»

YkpaiHa

Na6opaTtopis
LLloBeH, ®paHLis;
Ap. l'epxapg,

MaHH XeM.-chapm.

dabpuk MM6X,
HimeuunHa

PpaHuis/
HimeuunHa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
370pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHUMn y
nepioguYHOCTI NoAaHHsA
perynsipHux 3BiTiB 3
6e3neku.

3a
peyenmom

He
nionsieae

UA/3260/01/01

21.

KOPION®

Tabnetkv no 12,5 mr; no
7 TabneTok y 6nictepi;
no 4 6nictepu y
KapTOHHiI kopobuj; no
10 TabneTok y 6nicTepi;
no 3 6nictepn y
KapTOHHI KopobLyi

KPKA, a.4., Hoso
MEeCTO

CnoBeHisi

BUPOGHMLTBO “in
bulk”, nepsrHHe
Ta BTOPUHHE
nakyBaHHs1,
KOHTPO/b cepii Ta
BUMYCK Cepii:
KPKA, a.4., Hoso

CnoseHis

MepepeecTpaLis Ha
HeobMeXeHWi TEPMIH.

OHoB/EeHO iHhopMaLlito
y po3ginax
"lMpoTunokasaHHaA",
"B3aemogis 3 iHWMMU

3a
peyenmom

He
nidnsieae

UA/4128/01/02
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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

mecTto, CnoseHis/
KOHTpONb cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHisa

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTtocyBaHHs", "Mo6iYHi
peakuii” iHCTpyKLii gns
MeANYHOro
3aCTOCyBaHHSA
NiKapcbKoro 3acoby
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o040 6e3neku
3acTocyBaHHA fjto4ol
PEYOoBUHM.

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

22.

KOPION®

TabneTku no 25 mr, no 7
TabneTok y 6nictepi; no
4 6nicTepun y KapTOHHIi
Kopo6Li; no 14 Tabnetok
y 6nicTepi; no 2
6nicTepy y KapTOHHIl
Kopo6Li; no 10 TabneTok

KPKA, a.4., Hoso
MEeCTO

CnoseHis

BMPOGHMLTBO “in
bulk”, nepsrHHe
Ta BTOPWHHE
nakyBaHHs,
KOHTpO/b cepii Ta
BUMYCK Cepii:
KPKA, a.4., Hoso

CnoseHis

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

OHoB/eHo iHhopMaLlito
y po3ginax
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMU

3a
peyenmom

He
nionsieae

UA/4128/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

y 6nicTepi; no 3
6nicTepy y KapTOHHiIl
KopoobUi

mecTo, CnoBeHis;
KOHTpONb cepil:

KPKA, a.4., Hoso
mecTo, CnoBeHisa

nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemMogijin",
"Oco6nMBOCTi
3acTtocyBaHHs", "Mo6iYHi
peakuii” iHCTpyKLii gns
MeANYHOro
3aCTOCyBaHHSA
NiKapcbKoro 3acoby
BignosigHo 0
OHOB/IEHOT iHdopMaLLii
o0 6e3nekn
3acTocyBaHHA fjto4ol
PEYOoBUHM.

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

23.

MATHIFO CYNTb®AT
FENTArIAPAT

KpUCTaniyHuiA NOPOLLIOK
(cybeTaHuis) y
nanepoBux MilLKax i3
nonieTUIEHOBUM
NOKPUTTAM N5
chapmaL,eBTUYHOTO
3aCTOCYBaHHs!

AT "IMKo®apma"

Yecbka
Pecny6nika

TOB «MAKKO
OPTAHIKC»

Yecbka
Pecny6nika

nepepeecTpauis Ha
HeobMexeHuii TepMiH

He
nionsieae

UA/15651/01/01
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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
24. MEAOMNPAM TabneTkn, BKpUTI Mepokemi NTA Kinp Megokemi T4 Kinp/ nepepeecTpawis Ha 3a He UA/14937/01/01
NAiBKOBOK 060/IOHKOIO, (3aBopg AZ), Kinp; HigepnaHamn HeobMeXeHWi TepMiH peyenmom nionsieae

no 5 mr, no 10 Tabnetok
y 6nicTepi; no 3
6nicTepy y KapTOHHiIl
KopoobUi

dapmaueBTiLl
AHanNITILW
Nab6opaTopiym
[OyiseH B.B.,
Higepnanau

OHoB/IeHO iHhopMaLlito
B IHCTPYKLU|i Ans
MeaNYHOro
3acTOCyBaHHS
nikapcbKoro 3acoby y
posginax :"®apmakonori
YHi BNacTmBoCTi",
"MpoTunokasaHHa",
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamu
Ta iHWi B1an
B3aemMogijin",
"Oco61MBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiog
BariTHocTi abo
rogysaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTocyBaHHs
Ta gosu", "Aitn"
(yTouHeHHs iHdopMauii),
"Mepepno3yBaHHA",
"Mo6ivHI peakuii”
BignosigHo 0
iHchopmawii Wwopao
MeaNYHOro
3acTOCyBaHHS
pedepeHTHOro
NiKapcbKoro 3acoby
(UMNPANEKC,
TabneTku, BKpUTI

NAiBKOBOK 060/I0HKOHO).

MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEHHS
hapmakoHarnsgy,
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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.

25.

MEAOMNPAM

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOI0,
no 10 wr, no 10
TabneTok y 6nictepi; no
3 6nicTepn y KapTOHHIl
KOpOoO6Li

Mepokemi NTA

Kinp

Megokemi T4
(3aBog AZ), Kinp;
dapmaueBTilw
AHaniTiw
Nab6opaTopiym
[OyiseH B.B.,
HigepnaHau

Kinp/
HigepnaHgn

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
niKapcbKoro 3acoby y
po3sginax :"®apmakosnori
YHi BNacTmBoCTi",
"MpoTunokasaHHaA",
"B3aemogis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"OcobmBoCTi
3aCTOCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHoCTi abo
rogyBaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWMMKX MexaHi3Mmammn",
"Cnoci6 3acTtocyBaHHs
Ta gosu", "Aitn"
(YTOYHEHHs iHdhopMaLii),

3a
peyenmom

He
nionsieae

UA/14937/01/02
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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

"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BigMnoBigHO Ao
iHdhopmauii woao
MeaNYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbKoro 3acoby
(LINPANEKC,
TabneTku, BKpUTI
NNiBKOBOK 060/TI0HKOHO).

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

26.

MEAOMNPAM

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 20 wr; no 10
TabneTok y 6nictepi; no
3 6nicTepn y KapTOHHIl
KOpOoO6Li

Mepokemi NTA

Kinp

Megokemi T4
(3aBog AZ), Kinp;
dapmaueBTilw
AHaniTiw
Nab6opaTopiym
[OyiseH B.B.,
Higepnanau

Kinp/
HigepnaHgn

nepepeecTpauis Ha
HeobMexeHuii TepMiH

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeAnYHOro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sginax :"®apmakosnori
YHi B1acTmsocTi",

3a
peyenmom

He
nionsieae

UA/14937/01/03
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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
"MMpoTunokasaHHa",

"B3aemogis 3 iHWuMn
nikapcbknmy 3acobamu
Ta iHWi BUan
B3aEMOgjin",
"Oco6nmBOCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHocTi abo
rogysaHHs rpyaar”,
"3paTtHiCTb BNANBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCnopToM abo
IHWMMKU MeXaHi3mamu",
"Cnocib 3acTtocyBaHHs
Ta gosu", "ditn"
(yTouHeHHs iHdopMmaui),
"Mepepno3yBaHHA",
"Mo6iyHi peakwi"
BigMnoBigHO Ao
iHdhopmauii woao
MeaNYHOro
3aCTOCyBaHHSA
pedhepeHTHOro
nikapcbKoro 3acoby
(LINPANEKC,
TabneTku, BKpUTI
NNiBKOBOK 060/TI0HKOHO).

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

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

MiHicTepcTBa OXOPOHMU
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
27. METOHAT Kancynv no 250 mr no TOB YkpaiHa MAT "MoHdapm" Ykpaina MepepeecTpauis Ha 3a He UA/11399/01/01
10 kancyn y 6nictepi, no "papMaueBTUYHA HeobMeXeHuli TepPMiH. peuyenmom niossieae
5 6nicTepiB y naywi 3 KOMnaHis
KapTOHY "CANKOTAPIC" OHOBAEHO iHthopMmaLito

B IHCTPYKUiT ANns
MeanYHOro
3aCTOCyBaHHSA
nikapcbKoro 3acoby y
po3ainax "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHLWi BUAK
B3aemogiit", "Mo6iyHi
peakujii" BiANOBIAHO A0
OHOBNEHOT iHthopmaLi 3
6e3nekun gitoyoi
PeyoBUHM.

MepioanyHICTb NoAaHHSA
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOIO Haka3oM
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3HayYeHumun y
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Ne HasBsa snikapcbko2o dopma sUMYCKY 3asasHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina Ymosu Peknamys Homep
n/n 3acoby (nikapcbka cpopma, 3asiBHUKa BUPOGHUKa npoyeoypa Bionycky aHHs peecmpayiliHo2o
yrnakoska) nocsio4YeHHs1
nepioguYHOCTI NoAaHHsA
perynspHux 3BiTiB 3
6esneku.
28. HEOMNAKC® TabneTkn, BKpUTI KPKA, a.4., Hoso CnoBeHis BUPOBHUK, CnoseHis/ MepepeecTpauin Ha 3a He UA/14939/01/01
NAiBKOBOK 060/IOHKOIO, MecTo BiAnoBiganbHUiA 3a | Xopearis HeobMeXeHuli TepPMIH. peuyenmom nionsieae
no 100 mr no 10 BTOPWUHHE

TabneTok y 6nictepi; no
1, 6 abo 12 6nicTepiB y
KapTOHHI Kopo6Lyi

nakyBaHHs: KPKA,
A.4., Hoso mecro,
CnoseHis;
BUPOBHUK,
BiNOBIfaIbHWIA 32
KOHTpO/b cepii,
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BUPOBHUK,
BiNOBifaIbHWIA 32
BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpONb cepil,
BUMYCK Cepii:
KPKA-®APMA
4.0.0., Xopsaris

OHoB/eHO iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax
"®apMaKonorivHi
BN1ACTUBOCTI",
"Moka3aHHSA" (YTOYHEHHS
iHhopmawi),
"Ocob6nvmBocCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHI peakuir”
BiANoBIgHO A0
iHdhopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(TNIBEK®, abneTtku,
BKPWTI NNiBKOBOKO
060/10HKO0, No 100 wmr,
no 400 wr).

MepioAnYHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa 0XOpOHU
3[10pOB’A YKpaiHuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B

MiHicTepcTBi ocTuuii
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

29.

HEOMNAKC®

TabneTkn, BKpUTI
MNiBKOBOK 060/10HKOIO,
no 400 mr no 10
TabneTok y 6nictepi; no
1, 3 abo 6 6nicTepiB y
KapTOHHI Kopo6Lyi

KPKA, a.4., Hoso
MEeCTO

CnoseHis

BUPOBHUK,
BiNOBIfaIbHWIA 32
BTOPVIHHE
nakyBaHHs: KPKA,
n0.4., Hoso mecrTo,
CnoseHis;
BUPOBHUK,
BiANOBifaIbHWIA 32
KOHTpO/b cepii,
BMNYCK cepil:
KPKA, a.4., Hoso
mecTo, CnoBeHis;
BUPOBHUK,
BiNOBIfaIbHWIA 32
BMPOGHMLTBO "in
bulk", nepBrHHe
Ta BTOPUHHE
nakyBaHHS,
KOHTpONb cepil,
BUMYCK Cepii:
KPKA-®APMA
[.0.0., Xopsaris

CnoseHis/
Xopsaris

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

OHoB/eHo iHhopMaLlito
B IHCTPYKLU|i Ans
MeNYHOro
3aCTOCyBaHHsA
niKapcbKoro 3acoby y
po3sginax
"®apMaKkonorivHi
BN1ACTUBOCTI",
"Moka3aHHS" (YTOYHEHHS
iHhopmawi),
"Ocob6nuBoCTi
3aCTOCyBaHHA",
"3acTocyBaHHS y nepios
BariTHOCTi abo
rogysaHHa rpyaaro”,
"Cnoci6 3acTocyBaHHs
Ta gosu", "ditn"
(yTOYHeHHs iHdhopmauii),
"Mo6iyHi peakuir”
BiANoBIgHO A0
iHchopmauit
pedepeHTHOro
nikapcbKoro 3acoby
(TNIBEK®, abneTtku,
BKPWTI NNiBKOBOKO
060/10HKOt0, no 100 wmr,
no 400 wr).

MepioAnYHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3

3a
peyenmom

He
nionsieae

UA/14939/01/02
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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

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.

30.

HI®YPOKCA3NA

cycreHsis opanbHa, 220
Mmr/5 M no 90 mny
dhnakoHi abo 6aHui; no 1
hnakoHy abo 6aHLi 3
[103YH0YOI0 CK/ISIHOUKOIO
y nauui

TOB "OKM
"®apmMaueBTNYHa
habpuka"

YkpaiHa

TOB "OKnM
"®apmMaLeBTnyHa
thabpuka"

YKpaiHa

MepepeecTpauis Ha
HEo6MeXeHU TepMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOBJ/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU
30pOB'A YKpaiHu Bif 26
BepecHs 2016 poky Ne
996), CTaHOBUTbL: 3rigHO
3i cTpokamu,
3a3Ha4YeHMN y
nepiognyYHoOCTi NoAAaHHSA

3a
peyenmom

He
nionsieae

UA/11387/01/01
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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

perynsapHux 3BiTiB 3
6esneku.
OHOB/EHO iHhopMaLlito
B IHCTPYKUiT Ans
MeaNYHOro
3acToCyBaHHs
nikapcbKoro 3acoby y
po3ainax "Oco6auBoCTi
3acTocyBaHHs",
"3acTocyBaHHsA y nepiog
BariTHocTi abo
rogysaHHs rpygaro”,
"Mo6iuHi peakuyii”
BiANoBIgHO A0
OHOB/EHOI iHChopMmaLii 3
6e3neku gjroyoi
PEYOBUHM.

31.

onia
EBKAIMTOBA,
PEKTU®IKOBAHA

pignHa (cybcTaHuis) y
cTaneBux 6apabaHax
ansa dhapmaueBTUYHOro
3aCTOCYyBaHHS

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

Ykpaina

dpeii+Nay 'm6X

HimeuunHa

nepepeecTpauis Ha
HeobMeXeHW TepMiH

He
nionsieae

UA/15673/01/01

32.

OPTO®EH

TabneTku, BKPUTI
060/10HKOIO,
KMLLKOBOPO34MHHI NO 25
Mr no 10 Tabnetoky
6nictepi; no 1 a6o 3
6nicTepu y nauui 3
KapTOHY

AT "BITAMIHWN"

YkpaiHa

AT "BITAMIHN"

YKpaiHa

MepepeecTpaLis Ha
HeobMeXeHW TEPMIH.

MepioAnYHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsiaky 34iiCHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3oMm
MiHicTepcTBa OXOPOHU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOpPOHU
300pOoB'A YKpaiHu Big 26
BepecHsa 2016 poky Ne
996), CTaHOBUTbL: 3rigHO

3a
peyenmom

He
nidnsieae

UA/4819/01/01
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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
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.
33. MAPALIETAMON cycneHsis opasibHa 120 ToBapucTBoO 3 YkpaiHa ToBapucTBoO 3 YkpaiHa MepepeecTpauis Ha 6e3 He UA/11577/01/01
BEBI Mmr/5 M, no 100 mny 06MeXeHo 06MeXeHOo HeobMeXeHuli TepPMiH. peuenma niosnsieae
dhnakoHi, no 1 chnakoHy BiANOBIAA/LHICTIO BiANOBIA&NBHICTIO
pasom 3 [O3yIUnMm "dapmaueBTnyHa "dapmaveBTnyHa OHoBEHO iHdopMaLiito
NPUCTPOEM Y KapTOHHIl KOoMnaHis KOMNaHis B IHCTPYKLUIT ANns
Kopobui; no 5 ma abo no "3popos's” "3popos'a” MeauyHoro
10 mny cawe, no 20 3acToCyBaHHSA
calle y KapTOHHil BignosigHo oo
KOpoo6Li pedhepeHTHOro

nikapcbKoro 3acoby
(MAHALON® BEBI,
cycnensis opasibHa 120
mr/5 mn) y po3ginax
"Moka3zaHHA" (YTOYHEHHS
iHdhopmauii),
"MpoTunokasaHHaA",
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
ab0 iHWi BMAn
B3aemogijin",
"Ocob6nuBoCTi
3aCTOCyBaHHA",
"3paTHICTb BNAMBaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHWMK MexaHismamn®”,
"Cnoci6 3acTocyBaHHs
Ta gosun", Aitn" (6yno -
3aCTOCOBYHOTb fiTAM Big,
2 micsuis, cTano -
3aCTOCOBYIOTb AiTAM Bif,
3 micsais),
"Mepepo3yBaHHA" Ta
"Mo6ivHi peakuir™.

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

thapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainum 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

34.

NAPALEETAMO/-
OAPHMLA

Tabnetku no 200 mMr no
10 TabneToK y KOHTYpHIl
YapyHKOBIli ynakoBLii; no
1 a60 no 10 KOHTYPHUX
YapyHKOBUX YNaKkoBOK Y
nauuj; no 10 TabneTok y
KOHTYPHUX YapyHKOBUX
ynakoBKkax

MpAT
"®apmMaueBTNYHa
hipma "JapHuus”

YkpaiHa

MpAT
"®apmMavueBTnyHa
ipma "dapHuus”

YkpaiHa

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

BHeceHO OHOBNEHY
iHchopmauito B
IHCTpyKLUito ans

MeaNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby [0
posgainis
"papmMakoTepanesTuyHa
rpyna" (yTOYHEHHs
hopmy oBaHHS),
"B3aemopis 3 iHWMMK
nikapcbknumy 3acobamu
Ta iHWi BUan
B3aemMogijin",
"Oco61mBOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHs rpyaaro”
(iHdhopmauis 3 6esneku),
"Mepepno3yBaHHA",
"Mo6iyHi peakwii"
BignoBigHO Ao
OHOB/EHOI iHthopMaLlii 3

Ne 10 — 6e3
peyenma;
Ne 100 — 3a
peuyenmom

Ne 10 —
nionsieae;
Ne 100 —

He
nidnsieae

UA/4369/01/01
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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

6e3neku gjroyoi
PevYoBUHM NiKapCbKOro
3acoby.
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.

35.

MOJIbKOPTOJTOH
TC

aeposo”b Ans
3aCTOCyBaHHS Ha LUKipy,
cycnexsia (23,12 mr +
0,58 mr)/r, no 17,3 r
cycneHsii B
aepo30/1bHOMY GasioHi,
no 1 6asIoHy Y KapTOHHIl
KopoobLi

TapXOMiHCbKWiA
chapmaLeBTUYHWMIA
3asog "Monbga”
AT

MonbLua

TapXOMiHCbKWiA
thapmaueBTUYHUIA
3aBog "Monbga"
AT

MonbLa

MepepeecTpauis Ha
HEO6MeXeHU TePMiH.

MepioAnyHICTb NOAAHHSA
perynspHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BiANOBIAHO A0
Mopsaky 34iACHEHHS
chapmakoHarnsgy,
3aTBEPKEHOr0 Hakas3om
MiHicTepcTBa OXOpPOHYU
340pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuii
Ykpainu 29 ciuHs 2007
poky 3a Ne 73/13340 (y
pejakuii Hakasy
MiHicTepcTBa OXOPOHU

3a
peyenmom

He
nionsieae

UA/4559/01/01

55




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.
36. NMPOrMHOPM OBO Kancynm m'siki no 100 wr, 3AT «dapmnira» JinToBCbka NABOPATOPIOC Icnanis MepepeecTpauis Ha 3a He UA/15255/01/01
no 15 kancyn M’skux y Pecny6nika NNEOH ®APMA HeobMeXeHuli TepPMiH. peuyenmom niossieae
6nicTepi; no 2 6nictepu C.A.

y nauui

OHOBAEHO iHthopMmaLito
BignosigHo oo
pedepeHTHOro

nikapcbKoro 3acoby
(YTPOXECTAH®,
kancynu no 100 mr a6o
200 wr) Ta 3rigHo 3
6e3MeKot0 AONOMIKHMX
PEYOBUH B IHCTPYKLT
ANA MegnyHoro
3acToCyBaHHSA
nNiKapcbKoro 3acoby y
po3sginax
"®apMaKkonorivHi
BracTmsBocTi”,
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3partHiCTb BNANBATU Ha
LWIBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHCNopTOM abo
iHWMMK MexaHi3mamn'
Ta "Cnoci6
3acTocyBaHHA Ta [0o3Kn".
MepiognyHICTb NoAaHHSA
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopaaky 34iiCHeHHA
thapmakoHarnagy,
3aTBEPAKEHOIO HakasoM

MiHicTepcTBa OXOPOHU

370pOB’A YKpaiHuu Big 27
rpyaHa 2006 poky Ne
898, 3apeecTpoBaHoro B
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

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

perynsipHux 3BiTiB 3

6e3neku.

37.

NMPOrMHOPM OBO

Kancynu m'ski no 200 mr
no 15 kancyn m’akux y
6nicTepi; no 2 6nictepu
y nauui

3AT «Papmnira»

JnToBCbKa
Pecny6nika

NTABOPATOPIOC
NEOH ®APMA
C.A.

IcnaHis

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.

OHoB/EHO iHthopMmaLito
BignoBigHO Ao
pedepeHTHOro

nikapcbKoro 3acoby
(YTPOXECTAH®,
Kancynu no 100 mr a6o
200 mr) Ta 3rigHo 3
6€e3MeKot A0NOMIKHMX
PEYOBUH B iHCTPYKLT
ANna MeAnyHoro
3aCcTOCyBaHHSA
nikapcbKoro 3acoby y
posginax
"®apmakonorivHi
B/1acTMBoCTi",
"Ocob6nuBocCTi
3aCTOCyBaHHA",
"3paTHICTb BNAMBATK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopToM abo
iHLIMMKU MexaHi3mamun"
Ta "Cnoci6
3aCToCyBaHHA Ta 403K".
MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/IIOBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
chapmakoHarnsgy,

3a
peyerimom

He
nidnsieae

UA/15255/01/02
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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.

38.

MPOXECTOXE/Ib®

renb, 10 mr/r,n0 80 ry
Ty6i; no 1 Ty6i y
KOMMJIEKTi 3i narenem-
[103aTOPOM Yy KapTOHHii
nauuj

BeseH Xenckea
CA

Benbris

B1po6HMLTBO,
nepBuHHe Ta
BTOPVIHHE
nakyBaHHs1, BUMYyCK
cepii Ta KOHTPO/1b
cepii (XiMmiuHi Ta
Pi3nyHI
BMNPOGYBaHHS):
[Nendapm
[poreH6oc CA,
Benebris;
BunpobyBaHHs
KOHTPO/I0 AKOCTI
cepii
(mikpobionoriuHe
BMNPOGYBaHHS,
HecTepusbHe):
Kyani KonTpon,
PpaHuis

Benebrisi/
PpaHLin

MepepeecTpauis Ha
HEO6MeXeHU TepMiH.

OHoB/eHo iHhopMaLlito
y po3ginax "B3aemogis 3
HLUMMKW NiKapCbKMM
3acobamu Ta iHLWi BUAK
B3aemogijit",
"3acTocyBaHHs y nepiof
BariTHocTi abo
roflysaHHs rpyaaro”
(YTOYHEHHS),
"Mepepno3yBaHHA",
"Mo6iyHi peakwii”
IHCTpYKLii Ans
MeAnYHOro
3acTOCyBaHHsA
nikapcbKoro 3acoby
Loa0 6e3neku
3acTOCyBaHHSA
BignoBigHO Ao
mMaTtepianis
peecTpavuiiHoro f0chE.

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

3a
peyenmom

He
nionsieae

UA/3839/01/01

58




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

Mopaaky 34iCHeHHA
hapmakoHarnagy,
3aTBEPAKEHOIO HakasoM
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HavYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

39.

POKYPOHIN KABI

PO34MH ANS iH'eEKLA, No
10 mr/mn; no 5 mMny
CKNsiHOMY hriakoHi; no 5
abo 10 chnakoHiB y
KapTOHHiIi kopobuj; no
10 M1y cKnstHomy
thnakoHi; no 5 a6o 10
(h/1aKOHIB y KapTOHHii
KopoobLi

®peseHiyc Kabi
[oiunang Tm6X

HimeuunHa

dpeseHiyc Kabi
ABcTpif FTM6X

ABCTpis

MepepeecTpauis Ha
HeobMeXeHWli TepPMiH.

OHOB/EHO iHhopMmaLito
B IHCTPYKLUIT ANns
MeaNYHOro
3acToCyBaHHsA
nikapcbkoro 3acoby B
posginax
"papmMakoTepanesTuyHa
rpyna" (peparysaHHs
TeKcTy 6e3 3mMiHn koay
ATX), "dapmakosnoriyHi
B/1acTmMBoCTi",
"Moka3aHHA" (YTOYHEHHS
iHchopmawii), "B3aemogis
3 iHLWMMK NiKapCbKUMun
3acob6amu Ta iHWi BUan
B3aemMogijin",
"Oco611BOCTi
3aCcToCyBaHHSA",
"3acTocyBaHHs y nepiof
BariTHocTi abo
rogyBaHHs rpyanro”,
"3p4aTHICTb BNAMBATK Ha
LWIBWAKICTb peakuii npu

3a
peyenmom

He
nionsieae

UA/15270/01/01
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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

KepyBaHHi
aBToTpaHcnopTom abo
IHWMMKU MeXxaHi3mamn®,
"Cnocib 3acTtocyBaHHs

Ta gosun", "Oitn",
"MNepepo3yBaHHsA",
"Mo6iuHi peakuii”,

"HecymicHicTb"
BignoBigHO Ao
OHOB/EHOT iHthopmaLi
pedepeHTHOro
NiKapcbKoro 3acoby
(EcmMepoH® po3ymnH ans
iH'eKUilA, 10 mr/mn,
3apeecTpoBaHuii B
YkpaiHi).

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

40.

CEHU NNCTA

nncta, no 50 r abo no
100 r y navui 3
BHYTPILLHIM NakeToMm; no
2 ry chinbTp-nakeTi; No
20 hinbTp-nakeTiB y

MpAT
PapmaueBTUYHa
thabpuka "Biona"

Ykpaina

MpAT
dapmaueBTUYHa
thabpuka "Biona"

YkpaiHa

MepepeecTpauis Ha
HeobMeXeHuli TepPMiH.

OHOB/EHO iHhopMmaLito
B [HCTpyKUji ans

6e3
peyenma

He
nionsieae

UA/11745/01/01

60




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

navui

MeANYHOro
3acTOCyBaHHsA
NiKapcbKoro 3acoby B
po3gaini "OcobnmBocTi
3acTocyBaHHs"
BignoBigHO Ao
OHOB/EHOT iHthopMaLi 3
6e3nekun gjtoyoi
PEYOBUHM NiKAPCbKOro
3aco0by.
MepioAnyHICTb NOAAHHS
perynspHo
OHOBJIHOBAHOrO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsiaky 34iiCHEeHHS
hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3oMm
MiHicTepcTBa OXOpPOHU
3[10pOB’A YKpaiHu Big 27
rpyaHsa 2006 poky Ne
898, 3apeecTpoBaHoOro B
MiHicTepcTBi tocTuuii
Ykpainu 29 ciuns 2007
poky 3a Ne 73/13340 (y
pepaxuii Hakasy
MiHicTepcTBa OXOpOHU
34,0p0B's YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTL: 3rifHO
3i cTpokamu,
3a3Ha4YeHUMU y
nepioguYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

41.

CUNAEHA®IN 100
AHAHTA

TabneTku, BKPUTI
NNiBKOBOK 060/IOHKOIO,
no 100 mr no 4 Tabnetkn
y 6nictepi, no 1
6nicTepy B mauui

AHaHTa Mepgikeap
nra.

Benvka
BpuTanis

ApTtypa
dapmacbloTikans
MeT. N14.

IHais

MepepeecTpauin Ha
HeobMeXeHWi TEpPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3acTOCyBaHHsA
BignoBigHO Ao
pedepeHTHOro
nikapcbKoro 3acoby
(BIATPA®, TabneTku,
BKPWTi NNiBKOBOKO

3a
peyerimom

He
nidnsieae

UA/15398/01/01
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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

06010HKo0 No 50 Mr
a60 100 mr) y posginax
"dapMaKosioriyHi
BNacTuBOCTi",
"Moka3aHHA" (YTOUYHEHHS
hopMy/ItOBaHHS),
"B3aemopis 3 iHWMMU
nikapcbknmy 3acobamu
a60 iHWi BUAn
B3aemogijin",
"Ocob6nmBoCTi
3acTocyBaHHsA",
"3paTHICTb BNAMBAaTK Ha
LUBMAKICTb peakuii npu
KepyBaHHi
aBTOTpaHcnopTom abo
HWMMKX MexaHi3MamMmn”,
"Cnoci6 3acTocyBaHHs
Ta fo3un" Ta "lMobiyHi
peakujii”.

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

42.

CUNAEHA®I 50

Tab1eTKn, BKPUTI

AHaHTa Megikeap

Benwvka

ApTypa

IHAis

MepepeecTpallis Ha

3a

He

UA/15398/01/02
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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
AHAHTA N/1iBKOBOK 060/IOHKOHD, nra. BpuTaHis dapmacbioTikans HeobMeXeHWli TepMiH. peuyenmom niosnsieae

no 50 Mr no 4 TabneTku
y 6nicTepi, no 1
6nicTepy B naui

MeT. N114.

OHOB/EHO iHhopMaLlito
B IHCTPYKUiT Ans
MeAnYHOro
3acToCyBaHHs
BignosigHo 0
pedepeHTHOro
NiKapcbKoro 3acoby
(BIATPA®, Tabnetku,
BKPUTI MNiBKOBOIO
060/10HKO0 NO 50 Mr
a6o 100 mr) y po3ginax
"®apMaKoorivHi
B/acTmMBocCTi",
"Moka3saHHA" (YTOYHEHHS
hopmy oBaHHS),
"B3aemogis 3 iHWMMK
nikapcbknMmn 3acobamm
abo iHwWwi Buan
B3aemMogijin",
"Oco6nMBOCTi
3aCTOCyBaHHSA",
"3p4aTHICTb BNAMBATK Ha
LWBWAKICTb peakuii npu
KepyBaHHI
aBTOTpaHcnopTom abo
HLWIMMKX MexaHi3Mmamm®,
"Cnoci6 3acTtocyBaHHs
Ta gosmn” Ta "ro6iyHi
peaxuii”.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BigNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPAXEHOr0 Hakasom
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Bif 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
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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

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.

43.

CUMBIKOPT
TYPBYXANEP

MOPOLLIOK AN iHraNALji,
[030BaHuiA, no 320
MKr/9,0 Mkr/no3a; no 60
[l03 Yy N1acTMKOBOMY
iHransATopi; no 1
iHranATopy B KAPTOHHIlA
KopoobLi

AcTpa3eHeka Ab

Lsewis

AcTpa3eHeka Ab

Lsewis

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3acTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"®apMaKoorivHi
BNacTuBoCTi"
(peparyBaHHs TEKCTY),
"Moka3aHHs"
(peparyBaHHs TekcTy),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamu
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHsA Ta go3n"
(YTOYHEHHS
iHchopmauit),"Mo6ivHi
peakuii" BiAnoBigHO A0
mMarepianis
peecTpauiiHoro Aocbe.

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

3a
peyerimom

He
nidnsieae

UA/5433/01/03
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Ne
n/n

Ha3zsa siikapcbko20
3acoby

dopma sUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peecmpayitina
npoyeoypa

Ymosu
BionyckKy

Pexknamys
aHHs

Homep
peecmpayiliHo2o
nocsio4yeHHs

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

CUMBIKOPT
TYPBYXANEP

MOPOLLIOK ANS iHraNALji,
[030BaHuiA, no 160
MKr/4,5 MKr/no3a, no 60
[03 Yy N1acTMKOBOMY
iHransATopi; mo 1
iHranATopy B KAPTOHHIlA
KopoobLi

AcTpa3eHeka Ab

Lsewjs

AcTpa3eHeka Ab

Lsewis

MepepeecTpauin Ha
HeobMeXeHWi TepPMIH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|i gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"®apMaKoorivHi
BNacTuBOCTI"
(peparyBaHHs TEKCTY),
"Moka3aHHs"
(peparyBaHHs TekcTy),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3acTocyBaHHs", "Cnocio
3acTocyBaHHs Ta go3n"
(yTOYHeHHs iHdhopmauii),
"Mo6iuHi peakuii”,
BiANoBIgHO A0
marepianis
peecTpauiiHoro Aocbe.

MepiognyHICTb NoAaHHSA

perynsipHo

3a
peyerimom

He
nionsieae

UA/5433/01/02
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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

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
MiHicTepcTsi 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
nepiognYHOCTI NoAaHHSA
perynsipHux 3BiTiB 3
6e3neku.

45,

CUMBIKOPT
TYPBYXANEP

MOPOLLIOK AN iHraNALji,
[030BaHuiA, no 80
MKr/4,5 MKr/no3a, no 60
[03 Yy N1acTMKOBOMY
iHransATopi; mo 1
iHranATopy B KAPTOHHIlA
KopoobLi

AcTpa3eHeka Ab

Lsewjs

AcTpa3eHeka Ab

Lsewis

MepepeecTpauin Ha
HeobMeXeHWi TepPMiH.

OHoB/EHO iHthopMmaLito
B IHCTPYKLU|ii gns
MeAnYHOro
3aCTOCyBaHHSA
nikapcbkoro 3aco6y B
po3ginax
"®apMaKoorivHi
BNacTuBoCTi"
(yTouHeHHs iHdopMaLii),
"Moka3aHHs"
(peparyBaHHs TekcTy),
"TMpoTunokasaHHa",
"B3aemogis 3 iHWuMn
nikapcbknMmn 3acobamm
Ta iHWi BUan
B3aemogijit",
"Ocob6nvBocCTi
3aCTOCyBaHHSA",
"3acTocyBaHHS y nepioz
BariTHoOCTi abo

rogysaHHsa rpyaar”

3a
peyerimom

He
nidnsieae

UA/5433/01/01
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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

(yTouHeHHs iHdopMauii),
"Cnoci6 3acTtocyBaHHs
Ta go3un" (YyTOYHEHHs
iHchbopmawii), "MobiuHi
peakuii" BiAnosigHo A0
MaTepianis
peecTpauiiHoro AOCbe.

MepioAnyHICTb NOAAHHS
perynsipHo
OHOB/OBAHOTO 3BITY 3
6e3neku, BignNoBigHO A0
Mopsaky 34iACHEeHHS
hapmakoHarnagy,
3aTBEPIXEHOr0 Haka3oMm
MiHicTepcTBa OXOPOHU
370pOB’A YKpaiuu Big 27
rpygHsa 2006 poky Ne
898, 3apeecTpoBaHoro B
MinicTepcTBi tocTuLii
YKpainu 29 ciuna 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa OXOpPOHM
30,0p0B'A YKpaiHu Big, 26
BepecHsa 2016 poky Ne
996), CTaHOBUTb: 3rigHO
3i cTpokamu,
3a3HayYeHUMn y
nepiogNYHOCTI NoAAHHSA
perynsapHux 3BiTiB 3
6e3neku.

46.

D/TYKOHA3O0N

KpUCTaniyHMin MopoLIoK
(cybeTaHuin) y
noABiiHNX
noNieTUIEHOBUX MiLLKax
(30BHILLHIli YOpHWIA) aNs
thapmaueBTUYHOro
3aCTOCYBaHHSA

TOB "TK "ABpopa”

Ykpaina

Bipynakwa
OpraHikc flimites

IHais

nepepeecTpauis Ha
HeobMeXeHWi TepMiH

He
nionsieae

UA/15667/01/01

FeHepanbHUW gUpeKTop

67




AvpekToparty chapmaleBTUHHOro 3a6e3nevyeHHs 0.0. Komapiga
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MEPENIK

Aopatok 3
po Hakasy MiHictepcTBa OXOpPOHU

300pOB’A YKpaiHu

Ne

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

Kopoo6ui

NpoAyKLUii, NepBNUHHA
ynakoBka, KOHTPO/b
AKOCTI cepil
roTOBOrO NPOAYKTY);
[endhapm HoBapa
C.p.n., Itanis
(BTOpUHHA
ynakoBka, fj03BiN Ha
BUMYCK cepii);
KoBaHc Jlabopatopi3
NimiTen, Benvika
BpuTtaHis (KoHTposib
AKOCTI cepil); M'ep
®abp MegmkameHT
MpopakwH, ®paHuis
(BUPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuUHHa
ynakoBska); Takefa
ABcTpist TM6X,
ABCTpIs (BTOPUHHA
ynakoBka, f103BiN Ha
BUNYCK cepii)

NOAOBXEHHS nepiofy NOBTOPHOrO
TecTyBaHHA AN 36epiraHHA
npoMiXHoro npoaykty SGD-1006 y
BUINSAI MOPOLLKY Npu Temneparypi
-20 °C ans TpuBasioro 36epiraHHs
3 24 micauis fo 36 MicALiB; 3MiHY |
MYy - 3MiHK 3 SKoCTi. AdI,
Brpo6HMLTBO. 3MiHM B NpoLeci
BMpO6HMLTBA AD| (HEe3HaYHA
3MiHa y npoLeci BUpo6bHMLTBa
A®I) - nopaHHA kamep 3 PyHKLiE
3aMOpOoXyBaHHs Hepo3acoBaHol
A®I| B iIHTEHCMBHOMY NOTOL
NnoBITPS Ha AiNbHuLi Lonza AG;
3MiHW | TURY - 3MiHW 3 AKOCTi. ADI.
BUpO6HMLTBO. 3MiHM B MpOLLECi
BMPOGHMLTBA ADI (iHLWi 3MiHK) -
3MiHW Y 3aTBEPKEHOMY
NPOTOKO/i CTabiNIbHOCTI AN
NPOMIXHOI PeYOBUHU
6peHTyKCMaby BefoTuHy SGD-
1006 w040 YCYHEHHA TECTy Ha
cTabinbHiCcTL ANna napTin NTLOO1
Ta NTLOO2 npv ymoBi 36epiraHHs
npu -60 ° C; 3MiHu | TUNy - 3MiHK 3
sKocTi. A®l. Bupo6bHMLTBO. 3MiHN
BMNpobyBaHb abo AOMyCTUMUX
MeX y npoueci BUpobHuutea Adl,
LLIO BCTAHOB/EHI Y creumaikaLisx
(mopaBaHHA abo 3amMiHa
BUMNPOOYBaHHA 3a pe3y/sibTaTamu
pocnigpxeHb 3 6e3nekn abo SKOCTi)
- floflaBaHHsA KPUTUYHOTO

Ne HasBga snikapcbko20 dopma sunycky 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Howmep
n/n 3acoby (nikapcbka gpopma, 3asiBHUKa BUPOGHUKa Bionycky peecmpayjiliHo2o
ynakoska) nocsi0O4YeHHs1
1. AQLETPUC® NOpOLUOK ANA Takepa ®apma A/C [aHia BCNM [aHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/13286/01/01
KOHUeHTpaTy Ans dapmacbioTikans marepianis:
PO34MHy NS iHdys3ii no C.MN.A., ITanis 3MiHK | TURYy - 3MiHK 3 AKOCTI. ADI.
50 wmr; 1 cpnakoH 3 (BMPOGHMLTBO Brpo6HMLTBO. 3MiHM B NpoLeci
MOPOLLKOM Y KapTOHHilA Hepo3chacosaHol BMPO6HMLTBA AP (iHLLI 3MiHK) -
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MPOMIiXHOI0 KOHTPO/0 MU

BUIOTOBJIEHHI MPOMIXHOrO
npopaykty SGD-1006 ans
BK/TIOYEHHS TECTyBaHHSA
cKnafeHnx 3paskis, Lo
YTBOPIOOTLCA 3 MPOMIXKHUX
dhpakuii, 1wob 3abesneunTn
BiANOBIAHICTb (hiHaIbHOrO
06'eHaHoro martepiany
Li/IbOBOMY KpUTEPIto NPUAHATTS;
3MiHM | TUNY - 3MiHK 3 SKOCTi. AdI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuucpikalisx Ha A®l, abo
BUXiAHWA/NPOMDKHWIA
npoAyKT/peareHT, LWwo
BMKOPUCTOBYHOTLCSA Y MpoLeci
BMPO6HMLTBA ADI (3BY)KEHHSA
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikaLii) - 3BY>KEHHSA
cneuudikauii SGD-1006 ans
PEyoBVH, L0 NOB'A3aHi 3
yuctoToro RP-HPLC, wnsaxom
BUAA/IEHHA OKPEMYX PEYOBUH 3
KpUTepiem NpuitHATHOCTI; SGD-
4195: He 6inbLe 0,30%. Cnonyka
B: He 6inbLue 0,70%, cnonyka C:
He GinbLue 0,20% Ta cnosnyka D +,
cnonyka E: He 6inblue 0,20%.
Kpim TOro, Kputepiii NpUAHATHOCTI
BMicTy Bogy ana SGD-1006 no
USP 3a MeTofoM 1cC 3BYXEHO 3 He
6inbwe 5,0% [0 «He Ginblie
3,0%»; 3MiHW | TURNY - 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y MeTogax BunpobysaHHa APl abo
BUXIAHOrO MaTepiany/npoMixXHOro
nNpoAykTy/pearexTy, LWwo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpoGHULUTBA AP (IHLLI 3MiHK Y
mMeTofax BUNPO6yBaHHSA
(BKTrovatoum 3amiHy abo
[ONOBHEHHS) A®I abo
BWXiHOr0/MPOMIXXHOIo NPOAYKTY) -
3aMiHa TecTyBaHHS Ha
3B'A3yBaHHA ELISA HOBUM
MEeTOA0M BUNPO6YBaHHA aKTUBHOI

PEYOBUHN Yy 3B’SI3KY 3
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

a/lbTePHATNBHUM
nocrtavasibHUKoM peareHty ABTS;
3MiHW | TURY - 3MiHW 3 AKOCTi. ADI.
CrabinbHicTb. 3miHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHa abo yMoB 36epiraHHs
A®I (3a BigcyTHOCTI Y
3aTBEPAKEHOMY [OChE
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin dhapmakonei, wo
BK/IIOYAE Mepiog, NOBTOPHOrO
BMNpobyBaHHA) (3MiHa y
3aTBEPAKEHOMY MPOTOKONI
CTabiNbHOCTI) - BHECEHHSA 3MiH 40
3aTBEPKEHOr0 NPOTOKO/Y
CTabiNIbHOCTi aKTVBHOI PEYOBUHMN
BpeHTykcumaby BeJOTUHY LLOAO
YCYHEHHSI TECTYBaHHA Ha
6io/10riYHEe HaBaHTaXKEHHS,
npuckKopeHi BunpobysaHHs, 3-
MiCSAYHI, 9-MicaYHi Ta 18-MicauHi
NPOMDKKW Yacy, MeTog
3B'A3yBaHHA ELISA Ta meTog CE-
SDS (He 3MEeHLUEHWIA); 3MiHu |
TUMYy - 3MiHW 3 AKOCTi. [0TOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepmiHax npuaaTHoCTI
abo ymoBax 36epiraHHsi roTOBOro
nikapcbKoro 3acoby (3MiHa y
3aTBEPAKEHOMY NPOTOKONI
CTabiNIbHOCTI) - BHECEHHS 3MiH A0
3aTBEPAXKEHOrO NPOTOKOY
CTabiNbLHOCTI rOTOBOr0
nikapcbkoro 3acoby Ans
BUAaneHHs 3-micsyHoro, 9-
MicsiYHOrO Ta 18-MicsAYHOro
nepioais yacy, metogy
3B'A3yBaHHA ELISA ta CE-SDS
(He 3MeHLLEeHWIA); 3MiHn | Tuny -
3MiHK 3 AKOCTI. FoTOBUI
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHW) - OHOBJIEHHS BXeE
3aTBEPAKEHNX METOZIB KOHTPOIO
SKOCTi NikapCcbKoro 3acoby —
BUKNAAEHHS [iepXXaBHO
(YKpaiHCbKOI) MOBOIO BCiX
po3ainis 4OKYMEHTY BiANOBIAHO A0

BMMOI YYHHOIO 3aKOHO4aBCTBa
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

YkpaiHu. BBegeHHs 3MiH MpoTsarom
6-TN MicAUIB NicNA 3aTBEPKEHHS;
3MiHM Il TURY - 3MiHK 3 SKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA AiNbHALL,
Ha SIKill 3QiICHIETLCS KOHTPO/b
SIKOCTi/BUNPOBYBaHHA cepii Ans
6ion10riyHOro/iMyHoONOriYHOro
nikapcbKoro 3acoby, Ta 6yab-aKoi
AiNbHULI, Ha SKil 3aCTOCOBYETLCS
6ionorivyHni/imyHoNorivyHniA MeTos,
BMNPOGYBaHHS) - AoaasaHHsa BCI1
dapmacstoTikans C.IM.A., ITanis,
AK @NlbTEePHATUBHOTO BUPOBHNKA,
BiANOBIAA/IbHOIO 3a KOHTPO/Tb
cepii roToBOro Jlikapcbkoro 3acoby

AKKY31® 10

TabneTkn, BKPUTI
NNIBKOBOK 060/1I0HKOIO,
no 10 mr/12,5 wmr; no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopoobui

M®ANIEP IHK.

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3asiBHMKA AN 34iCHEeHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yNTIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOT 3a
3[jliCHEHHS1 hapMakoHarnagy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CobM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapg,i/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0Cco6y 3as1BHMKA, BiANOBiAa/IbHOT

3a peyernmom

UA/3031/01/01
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Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a 34iicCHeHHs chapmakoHarnasay.

AKKYIMNPO®

TabneTku, BKPUTI
NAIBKOBOK 060/I0HKOHO,
no 5 mr; no 10 TabneTok
y 6nicTepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

MN®ANIEP IHK.

CWA

Mdpaiizep
MeHtochekuypuHr
[oiiuneng MreX

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3arasIbHEHVX AaHUX
npo cucTemy dpapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsay; KOHTakTHoOl
ocobu 3 hapmakoHarnsgy
3asBHUKA ANA 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3[jiicHeHHsa hapmakoHarnsgy

3a peyenmom

UA/1570/01/01

AKKYMNPO®

TabneTkn, BKPUTI
NNiBKOBOK 060/10HKOI0,
no 10 wr; no 10
TabneTtok y 6nictepi; no
3 6nicTepu y KapTOHHii
KopooLi

MN®ANIEP IHK.

CWA

Mdpaiizep
MeHtochekuypuHr
[oituneng MrmeX

HimeuunHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:

3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 Y3arasibHEHUX JaHuX rnpo
cuctemy thapmakoHarnsgy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy thapmakoHarnsagy,
3MiHa YNOBHOBaXEHOT 0cobu,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA AN 3A4ICHEHHS

3a peyenmom

UA/1570/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, yNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3as1BHMKA,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAALHOI
3a 3gjiicHeHHs chapmakoHarnsgy

AKKYMNPO®

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 20 wr; no 10
Tabnetok y 6nictepi; no
3 6nicTepun y KapTOHHii
Kopoo6Li

MN®ANIEP IHK.

CWA

Mdpaiizep
MeHtochekuypuHr
[oituneng MreX

HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy hapmakoHarnagy
(BBEAEHHS y3arasIbHEHNX AaHUX
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, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
hapmakoHarnagy) - 3amiHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiAa/IbHOI 3a 34jACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
0cobu 3asBHMKa, BiANOBiA&bHOI

3a peyenmom

UA/1570/01/03
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(15x2): no 15 TabneTok
y 6nicTepi; no 2
6nicTepn B KAPTOHHIlA
Kopoo6Li

ABEHTIC YKpaiHa"

marepianis:

TeXHiYHa nomuska (3rigHo Hakasy
MO3 Bif 23.07.2015 Ne 460),
NOMW/IKM NOB'sA3aHi 3 Nepeknagom
abo nepeHeceHHsM iHdhopmaL;i,
AKi 6yny fonyLieHi nig yac
NpoBefeHHs NpoLeaypy BHECEHHS
3MiH (Haka3 Ne236 Big
04.02.2020p.). Y Cneumdikauji
MEeTOZIB KOHTPOSIO SAKOCTI, A/1s
NoKasHUKa «30BHILLHIA BUrNag»,
6yna gonyLeHa noMuska npu
3a3HayeHHi iHdhopmauii Wwoao
TUCHEHHS Ha TabneTu,.
3anponoHoBaHo: Cneundukaums,
BHewHuii Bug, CBeTno-ronybblie
npogonroBarble Tabnetku,
6unnaHapHble (C ABYMS NJOCKUMU
NOBEPXHOCTAMM) C NINHWEN
pasfnioma Ha 06enx CTOpPoHax,
BepxHuii witamn*: NMN v Jlorotun
KOMMNaHmu
HWxHWIA wtamn*: Jlorotun
komnaHun n NMN.3a3HavyeHe
BUMpPaB/IEHHS BignoBigae
marepianam peecTpauiiHoro
focke. B opuriHanbHMX
MaTepianax 3asHavyeHo: «<NMN».

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a 3gjiicHeHHs chapmakoHarnsgy
6. AKCACTPON® TabneTku, BKPUTI AT "T'piHgekc" Natsis Pemenunka TOB Kinp BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/10542/01/01
NAIBKOBOK 0B0/I0HKOHO, marepianis:
no 1 wmr, no 14 tabnetok
y 6nictepi,no2 3MiHM | TRy - NogaHHs
6ricTepyn B KapTOHHiiA oHoBneHoro CepTudikata RO-
nadul CEP-2013-172-Rev 03 gnsa Ad|
AHaCcTpO301 Bif BXe
3aTBEpAXEHOro BUpobHMka Hetero
Labs Limited, India.
3anponoHoBaHo: RO-CEP-2013-
172-Rev 03; 3MiHu | Tuny -
NoAaHHA OHOB/IEHOTO
CepTudcpikata RO-CEP-2013-172-
Rev 04 ana A®| AHacTposon Bif
BXE 3aTBEPKEHOr0 BUPOOHMKa
Hetero Labs Limited, India
7. AMAPUN® Tabnetkun no 3 mr Ne 30 TOB "CaHodi- Ykpaina CAHO®I C.N.A. Kinp BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/7389/01/02
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o6onoHkoto, o 0,1 r, no
10 Tabnetok y 6nictepi;
no 3 6nictepun y nauui 3
KapToHYy

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHoro NocBigYEHHS) -
3MiHa HalilMeHyBaHHS Ta agpecu
3anBHUKa (B1acHMKa
peecTpaviiiHOro NOCBigYEHHST).
BBefeHHs1 3MiH NpoTArom 6-tu
MiICALIB MiCNSA 3aTBEPPKEHHS. ;
3MiHK | TUnNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJIHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMOPTEP, BKIOYAKUM
BWMYCK Cepiit) - 3miHa
HaliMeHyBaHHS Ta agpecu
BUPOGHMKa, 6e3 3MiHV Micusa
BMPOGHULTBA. BBEAEHHSA 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEepMKEHHS. 3MiHU | TUny -
3MiHM Wwozao
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
BHeceHHs 3MiH J0 po3giny
«MapkyBaHHA» MKA N13.
3arBepaxeHo: MAPKYBAHHA

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
8. AMOKCWN-K 1000 TabneTku, BKPUTI MAT YkpaiHa MAT YkpaiHa BHECEHHS 3MiH 40 peecTpauliiiHux | 3a peyernmom UA/15934/01/01
NNiBKOBOK 000JI0HKOH, "Kuismegnpenapat” "Kuismegnpenapar” martepianis:
no 875 mr/125 wmr, no 7
Tabnetok y Gnictepi; no 3MiHM | TUNY - 3MiHKM 3 AKOCTI.
2 6nicTepu B naqui 3 roTOBUIA Nikapcbkuii 3aci6. 3MiHM
KapToHy Y BUPOGHNLTBI. 3MiHa po3mipy
cepii (Bkovatoun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3aco6y (36iNbLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPMKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii NN3. 3anponoHoBaHo: 51 kr
(34 482 TabneTtok); 153 kr (103
448 TabneTok)
9. AHTPANb® TabneTkn, BKPUTI AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpalinHmx 6e3 peyenma UA/6893/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Bignosigae HagaHoMy TekCTy
MapKyBaHHS yNakoBku npenapary.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. OHOB/MIEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro
3acoby A4 go3ysaHHs 0,11 3
BHECEHHSAM iHdhopMaui Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPAYKEHHS.
3MiHn | TURY - 3MiHK Wopao
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHU BHECEHI B IHCTPYKLjt0 An1S
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby Ans yHidikawi
iHchopmawii Loao 060x A03yBaHb.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNsA 3aTBEPPKEHHS.

10.

AHTPANb®

TabneTku, BKpUTI
060/10HKO, No 0,2 1 no
10 Tabnetok y 6nictepi;
no 3 6nictepn y nauvuj 3
KapToHy

AT "dapmak"

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHU | TNy - 3MiHK |
MRy - 3MiHM LWoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
3MiHV BHECEHI B iIHCTPYKLit0 ANns
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby ans yHidikaui
iHchopmawii LoA0 060X A03yBaHb.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicAILiB Nicns 3aTBEPAKEHHS.

6e3 peyenma

UA/6893/01/02

11.

APANMITHACTOMNKA

HacTolika

no 50 mn y dpnakoHi; no
1 chnakoHy B nauui;

no 50 mn y dpnakoHax;
no 50 mn y dpnakoHax,
YKynopeHux npobkamu-
KpanenbHULAMY,;

no 50 Mn 'y donakoHi,
YKyrnopeHoMy nNpo6koto-
KpanesibHuueto; no 1
dhnakoHy B nauw;

no 25 mMn y dpnakoHax,
YKYnopeHux npobkamu-
KpanenbHULAMY;

no 25 mMn 'y dp1akoHi,
YKYMOpeHoMy Mpo6Koto-
KpanenbHuUeto; no 1

MpAT
dapmaueBTUyHa
habpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
mMartepianis: 3miHu | TUny - 3MiHn
ofo 6esnekn/edpekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHN)
3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBOK NiKapCbKoro
3aco6y (N.17) Woa0 HaHeCEeHHs!
TOProBoi Mapku. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAKEHHSA. 3MiHM | TRy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynoptoBanbHuWi
3aci6. 3miHa dhopMu abo po3mipy
KOHTeliHepa un
3aKynoproBasIbHOr0 3acoby
(NepBUHHOT YNakoBKK)

6e3 peyenma

UA/7333/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dhnakoHy B navui

(HecTepunbHI nikapcbki 3aco6u)
BBegeHHs1 40AaTKOBUX YNakoBOK
nikapcbkoro 3acoby (no 50 mny
dhnakoHax, yKynopeHux npobkamu-
KpanenbHUUAMY; N0 1 hnakoHy y
nauui; no 50 mn y cpnakoHi,
YKynopeHux npobkamu-
KpanesbHUUsAMK), 3 BiANOBIAHUMU
3MiHamu [0 p.YnakoBka, 6e3 3miHu
NMepBUHHOTO NaKyBaslbHOro
mMartepiany. 3MiHN BHECeHi B
po3ain "Ynakoska" (BBefeHHs
[1BOX [0AaTKOBUX YNakoBOK) B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHA Nikapcbkoro
3acoby, SK HacnigokK -
3aTBEPMXKEHHS TEKCTY
MapKyBaHHS 40[aTKOBKX YNaKoBOK
nikapcbkoro 3acoby. 3miHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y 3aTBEpMAKEHNX
MeToAax BUNPobyBaHHS)
BHECEHHS 3MiH 40
Cneuudpikauii/MeToaiB KOHTPOO
SIKOCTi NikapcbKoro 3acoby 3a n.
«O6’em BMICTY ynakoBKu» AN
chopmu Bunycky no 50 mn, a came
3MEHLLUEHHS KiJIbKOCTi 3paskiB,
06’em AKMX BU3Ha4aeTbCs, A0 1
donakoHy

12.

APTU®DIEKC
YNbTPA

Kancynu, no 10 kancyn y
6nicTepi; no 6 abo 12
6nicTepiB y kopobuj 3
KapToHYy

ToBapucTso 3
06MEXEHOI0
BigNOBiAa/IbHICTIO
"GapmaueBTuyHa
KomnaHisa "3gopos's"

YKpaiHa

ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KoMnaHis "310poB'a

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
CepTudbikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkil
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

UA/12774/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOro BUPOBHYKA -
nofaHHA OHOBIEHOTO
Ceptucpikata R1-CEP 2002-099-
Rev 06 gnsa A®l I6ynpocbeH Big
BXE 3aTBEPKEHOro BUPOBGHNKa,
L0 3MiHMB Ha3By 3 HUBEI
GRANULES-BIOCAUSE
PHARMACEUTICAL CO., ITD.,
China Ha HUBEI BIOCAUSE
HEILEN PHARMACEUTICAL CO.,
ITD., China. Ak Hacnigok,
npusefeHHs cneundikauii APl 3a
nokasHukamm "3anuLKoBi
KifIbKOCTi OFpaHiYHNX PO3YMHHUKIB"
Ta "CynposigHi JOMIWKN" A0
marepianis BUPOOGHMKA.
3anponoHosaHo: R1-CEP 2002-
099-Rev 07

13.

ACKOUVH®

TabneTku xysasbHi; No
10 TabneTok y cTpuni;
no 3 a6o 10 cTpunis y
KapTOHHI ynakosLii

KYCYM XENTXKEP
NBT T4

IHais

KYCYM XENTXKEP
NBT NTA

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: | Tuny: 3miHn 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML,
BMPOOHULITBA /151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbKoro 3acoby
(minbHULA, Ha SAKIN NpoBOASATLCA
6yAb-sKi BUPO6HUYI cTagji, 3a
BMHATKOM BUMYCKY Cepid,
KOHTPOJII0 AKOCTi, NePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKnx
3aco6iB) - CynyTHs 3MiHa: 3MiHU 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBeEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs). 3MiH1 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHS 104ATKOBOI AiNlbHML

6e3 peyenma

UA/10673/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMPOGHULITBA A/15 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roToOBOro NikapCbKoro 3acoby

(8inbHULA A8 NEPBUHHOIO
nakyBaHHS) - BBEEHHS
[0AaTKOBOI [iTbHULL BUPOBGHMLTBA

KYCYM XENTXKEP MBT NTA,

Mnot Ne M-3, IHgop Cnewen
IkoHOMiK 30yH, ®eiis-Il, MiTamnyp,
[ict. Oxap, Mapxbs Mpageww, MiH
454774, Ingis. 3MiHK | TUNy: 3MiHK

3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. 3MiHM Yy BUPO6HULTBI. 3MiHA
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI

rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnoBiAae 3a
BBE3EHHs Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/b/BUNPOBYBaHHA cepii -
BBEAEHHS [0AATKOBOI AiflbHML,
BMpo6HMLUTBa KYCYM XENTXKEP
MBT NTA, MNMnot Ne M-3, IHgop
Cnewen IkoHomik 30yH, ®eliz-II,
Mitamnyp, Aict. Axap, Maaxes
Mpagew, MiH 454774, IHAiS. 3MiHK
BHECEHO B IHCTPYKL,il0 4115
MeAMYHOro 3acToCyBaHHA LWOAO
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKV NikapcbKoro

3aco6y. 3minu | TUny: 3MiHu 3

AKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3mipy cepii (BktoHaoun

AianasoH po3Mipy cepii) roToBoro
niKapcbKoro 3acoby (3MeHLIEeHHs
00 10 pasiB) - 3miHa po3mipy cepii

roTOBOrO JliKapCbkoro 3acofy -
120 000 TabneTok ANns [oAaTKoBOI

AinbHULI BUpo6HMLTBa Kycym
Xentxkep MeT /114, Mnot Ne M-3,

IHgop Cnewen IKOHOMIK 30yH,

deiiz-Il, Mitamnyp, Aict. Axap,

Magaxbs Mpagew, Min 454774,

IHais.

14.

ACMAHEKC®

MOPOLLIOK AN iHraNALii,
[030BaHuiA, 200

OpraHoH CeHTpan
IcT TM6X

LLisefuapis

KOHTpO/b SIKOCTI,
BTOPVIHHE

Benbrisi/
Cinranyp

BHECEHHS 3MiH 0 peecTpaLinHmx
mMartepianis: 3MiHu | Tuny -

3a peyernmom

UA/9255/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MKr/go3y; no 30 go3 abo nakyBaHHs, BUMYyCK AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 60 f03 B iHranaTopi cepii: WepiHr-Mnay HalilMeHyBaHHs Ta/abo agpecu
TBuCTXelinep®, Na6o H.B., Benebris; 3asBHMKa (BNacHvka
yrnakoBaHOMy B Brpo6Huk in bulk, peecTpaLiiHoro NocBigYeHHs) -
a/lloMiHiEBY honbry; no nepBuHHe 3MiHa Ha3BM 3asBHMKA BiANOBIAHO
1 ynakoBaHomy nakysaHHa:MC/[] [0 pilleHHA KoMnaHii Ta
iHransATopy B KAPTOHHIl IHTepHewHn M6 X YTOUYHEHHSI afpecy 3asiBHMKa 415
Kopoobui (cpinis Cinranyp), npuBeAeHHs y BiANOBIAHICTb [0
CiHranyp OHOBJ1IEHOrO BUTAry 3 TOProBoro
PeecTpy kpaiHn 3asBHUKa
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLiB MiCNsA 3aTBEPAKEHHS)
15. ACMAHEKC® MOPOLLIOK A5 iHraNALiA, OpraHoH CeHTpan LLiBefiuapis KoHTponb sikocTi, Benbria/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyenmom UA/9255/01/02
n[o30BaHwuii, 400 lcT FTmM6X BTOPVIHHE Cinranyp mMartepianis: 3miHu | Tuny -
MKr/go3y; no 30 gos abo nakyBaHHs, BUNYyCK AAMiHICTpaTUBHI 3MiHW. 3MiHa
no 60 f03 B iHranaTopi cepii: Wepinr-Mnay HalilMeHyBaHHs Ta/abo agpecu
TBucTxelinep®, Na6o H.B., benbris; 3as1BHYKa (B/1aCHMKa
ynakoBaHomy B Bupo6Huk in bulk, peecTpauiiHoro NocBigYeHHs) -
antoMiHieBy honbry; no nepBUHHE 3MiHa Ha3BW 3asiBHVIKA Bi4NOBIAHO
1 ynakoBaHoMy nakysaHHa: MC[, [0 pilleHHa KoMnaHii Ta
iHransATopy B KAPTOHHIl IHTepHewHn M6 X YTOUHEHHSA afpecy 3asiBHUKa [/1A
Kopoo6Li (cpinisas Civranyp), npuBeLeHHs Yy BiANOBIAHICTb A0
Cinranyp OHOBJIEHOr0 BUTArY 3 TOProBoro
PeecTpy kpaiHn 3asBHUKa
(BBegeHHs 3MiH MPOTAroM 6-Tu
MicALiB Nic/a 3aTBepAKEHHS)
16. ACnIPUH TabneTkun, BKpUTI Baiiep KoHcblomep LLisefuapis Baiiep AT, Himeuunna BHECEHHS 3MiH 40 peecTpaLinHmx 6e3 peyenma UA/7802/01/02
KAPAIO® KMLLKOBOPO3YMHHOKO Kep Al HimeuunHa; baiiep marepianis:

060/10HKO0, 1o 300 wmr,
no 14 TabneTtok y
6nicTepi, no 2 6nictepn
B KapTOHHII nauui

BitTepcensg Mi6X

3MiHK | TNy - 3MiHW 3 SKOCTI.
Ceprtucpikat BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHA HOBOro abo OHOBJ/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BWyYEHHS cepTudikata
BiANOBIAHOCTI EBpONeichbkili
hapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npoMiXKHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCA
y BUpOGHULTBI ADI; ans
O0NOMDKHOT PeYOBUHM (iHLLI 3MiHK)
- KOpeKList Ha3BW BUPo6HMKa AdDI
AueTuncaniyunosa kucnoTa B
MeTogax KoHTponto AkocTi B p.
«Cknag» wnsaxom nogaHHa CEP
Bif AificHOro Bupo6Huka Ad|
Baiiep licnanis, C.J1., IcnaHis,
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aMiCTb NOMW/IKOBO 3a3Ha4YeHOro
paHiwe BupobHuka MN3.
3anponoHoBaHo: Baiiep lMcnaHis,
C.J1., IcnaHis
17. ATOPBACTATWH- TabneTku, BKPUTI TOB "TeBa YkpaiHa" Ykpaina TeBa ®apma C.J1.Y. IcnaHis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/16377/01/01
TEBA NAIBKOBOK 060/I0HKOHO, marepianiB: yTO4YHEHHA

no 10 wr, no 10
Tabnetok y 6nictepi, no
3 abo 6, abo 9 6nicTepis
y kopobuj; no 15
Tabnertok y 6nicrepi,
no 2 a6o 4, a6o 6
6nicTepiB y kopooLi

HanucaHHA yNnakoBOK B HakKasi
MOS3 YkpaiHu Ne 347 Big,
24.02.2021 B npoLieci BHECEHHS
3MiH (3MiHK | TUNY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3miHa po3mipy
cepii (BkItoYatoun gianasoH
po3Mipy cepil) rotoBoro
niKapcbKoro 3acoby (36i/bLUeHHs
80 10 pasiB MOPIBHSAHO i3
3aTBEPXEHMM PO3MIPOM) -
BBEEHHSA AOAATKOBOrO PO3Mipy
cepii - 750 kr (KiHLUeBa CymiLw);
3anponoHoBaHo: Po3mip cepii: 250
Kr KiHLeBOTi cymilui; 500 Kr kiHLeBol
cymiui; 750 Kr KiHLeBOI CyMiLi.
259,063 «r: - 2,500,000 TabneTtok,
BKPUTWX M/1IBKOBOK 060/TOHKOIO MO
10 wr; - 1,250,000 TabneTok,
BKPUTUX M/1IBKOBOKO 060/IOHKOIO NO
20 wmr; - 625,000 TabneTok,
BKPUTMX M/1IBKOBOK 060/TOHKOI MO
40 wr; - 312,000 TabneTok,
BKPUTWX M/1IBKOBOK 060/TOHKOIO MO
80 mr. 518,126 «r: - 5,000,000
TabneTok, BKPUTUX M/1IBKOBOKO
o6onoHkoto no 10 wr; - 2,500,000
Tab1eToK, BKPUTMX M/IBKOBOO
060/10HKOI0 Mo 20 wmr; - 1,250,000
Tab1eToK, BKPUTUX MNiBKOBOIO
060s10HKO0 N0 40 Mr; - 625,000
TabneTok, BKPUTUX M/1IBKOBOKO
06010HKOt0 Nno 80 mr. 777,189 kr: -
7,500,000 Tabn1eToK, BKpUTUX
NNiBKOBOK 060/10HKOO MO 10 Mr; -
3,750,000 TabneTok, BKpUTMX
nniBKOBOK 060/10HKOK Mo 20 Mr; -
1,875,000 TabneTok, BKPUTUX
nniBKOBOK 060/10HKOK MO 40 Mr; -
937,500 TabneTok, BKpUTUX
NNiBKOBOK 060/10HKO0 M0 80 Mr
Ta 3MiHW | TUNY - OHOB/IEHHS
cepTudikaTy BiANOBIAHOCTI
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

€Bponeiicbkiii hapmakonei R1-
CEP 2011-234-Rev 02 gns A®|
ATopBacTaTVHy KaulbLiito
TpurigpaTy Big BXe
3aTBepxeHoro Bupo6Huka Ind-
Swift Laboratories Limited (India)
BHAC/NiZOK 3MiHN HAa3BU
BMPOBHUKA NPOMDKHOIO NPOAyKTY
3 Vijayasri Organics Limited Ha
Vijayasri Organics Private
Limited). Pepakuisi B Hakasi: no 10
Tabnetok y 6nictepi, no 3 a6o 6,
abo 9 6nicTepiB y kopobui. BipHa
peaakuina: no 10 TabneTok y
6nictepi, no 3 a6o 6, ao 9
GnictepiB y kopo6ui; no 15
TabneTok y 6nictepi, no 2 a6o 4,
a60 6 6nicTepiB y KOpoo6Li.

18.

ATOPBACTATUH-
TEBA

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 20 mr, no 10
TabneTtok y 6nictepi, no
3 a6o 6, abo 9 6nicTepis
y kopobuj; no 15
Ta6netok y 6nicrepi,
no 2 a6o 4, aéo 6
o6nictepiB y KopooLi

TOB "TeBa YkpaiHa"

YKpaiHa

TeBa ®apma C.J1.Y.

Icnanis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: yTOUHEHHS
HanucaHHA yNakoBOK B HaKasi
MO3 Ykpainu Ne 347 Big,
24.02.2021 B npoueci BHECEHHA
3MiH (3MiHM | TUNY - 3MiHW 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (Bktovatoun gianasoH
po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36i/bLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPIAKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii - 750 kr (KiHUeBa cymiLw);
3anponoHoBaHo: Po3mip cepii: 250
Kr KiHLLeBOT cyMiLi; 500 Kr kiHLeBoi
cymiui; 750 Kr KiHLeBOi CyMmiLui.
259,063 «r: - 2,500,000 TabneTok,
BKPUTMX M/1IBKOBOKO 060/TIOHKOIO MO
10 wr; - 1,250,000 TabneTok,
BKPUTYVX MNIBKOBOKO 060/IOHKOO MO
20 wmr; - 625,000 TabneToK,
BKPUTWX M/1IBKOBOK 060/TOHKOIO MO
40 wr; - 312,000 TabneTok,
BKPUTUX M/1IBKOBOKO 060/TIOHKOIO MO
80 mr. 518,126 «r: - 5,000,000
Tabn1eToK, BKPUTMX N1IBKOBOO
o60n0Hkoto no 10 wr; - 2,500,000
Tab1eToK, BKPUTUX MNIBKOBOIO
060/10HKOI0 110 20 Mr; - 1,250,000

3a peyenmom

UA/16377/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Tab/1eToK, BKPUTUX M/IBKOBOKO
060/10HKOI Mo 40 Mr; - 625,000
TabneTokK, BKpUTUX MNiBKOBOIO
o060s10Hkoto no 80 mr. 777,189 kr: -
7,500,000 TabneToK, BKpUTUX
nniBkOBOK 060/10HKOK MO 10 Mr; -
3,750,000 TabneTok, BKpUTHX
NNiBKOBOI 060/10HKOIO MO 20 Mr; -
1,875,000 TabneTok, BKpUTUX
nniBKOBOK 060/10HKOK M0 40 Mr; -
937,500 TabneTok, BKpUTUX
NAiBKOBOK 060/10HKOK Mo 80 Mr
Ta 3MiHM | TUNY - OHOB/IEHHSA
cepTudikaTy BiANOBIAHOCTI
€Bponeiicbkiii hapmakonei R1-
CEP 2011-234-Rev 02 ans A®I
ATOpBacTaTuHy KasbLito
TpurigpaTy Bif BXe
3aTBEpAXEHOro BUpobHuka Ind-
Swift Laboratories Limited (India)
BHACNNILOK 3MiHN HAa3BU
BMPOGHMKA NPOMDKHOTO MPOAYKTY
3 Vijayasri Organics Limited Ha
Vijayasri Organics Private
Limited). Pepakuisi B Hakasi: no 10
Tabnetok y 6nictepi, no 3 a6o 6,
abo 9 6nicTepis y Kopobui. BipHa
pepakuis: no 10 TaéneTok y
6nicTepi, no 3 a6o 6, a6o 9
6nictepiB y kopo6ui; no 15
Ta6neTokK y 6nictepi, no 2 a6o 4,
ab0 6 6nicTepiB y KOPOOGLi.

19.

AUMKNOBIP

Tabnetkn no 0,2 r, no 10
TabneTtok y 6nictepi, no
1 a6o 2 6nictepu B
nauuj 3 KapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapuCcTBO "J1ekxiMm
- Xapkis"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTuduikaTt BiAMNoOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[0MOMIDKHOT peYOBUHM

3a peyenmom

UA/6895/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOro

BMPOGHMKa (3aMiHa abo
[IONOBHEHHS) - BBEAEHHS HOBOIO
BMPOGHMKA A4/17 Ail0YOT PEYOBUHN

Aciclovir Zhejiang Charioteer
Pharmaceutical Co., Ltd. B akoro
HasiBHWI cepTudikaT
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2001-
283-Rev 05.

20.

AUUKNOBIP

Tabnetkn no 0,2, in
bulk: no 3000 TabneTtok
Y KOHTelHepax
naacTMacoBmx

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapuCTBO "JlekxiMm
- XapkiB"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavinHmx
martepianis:
3MiHW | TUMY - 3MiHX 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
thapmakonei: gna A®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[LOMOMDKHOT peYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPOGHMKa (3amMiHa abo
[IONOBHEHHS) - BBEA,E€HHS HOBOIO
BUPOGHMKa A5 Ail0HOI peHOBUHU
Aciclovir Zhejiang Charioteer
Pharmaceutical Co., Ltd. B sikoro
HasiBHWi1 cepTudikaT
BIANOBIAHOCTI EBPONENChbkili
thapmakonei Ne R1-CEP 2001-
283-Rev 05.

3a peyernmom

UA/6896/01/01

21.

BANAHC 1,5%
rMOKO3N 1,75
MMObIN
KANBLIIO

po3unH Ans
NepuUTOHeasIbHoro
gianizy no 2000 mn a6bo
2500 mn y cuctemi
[BOKaMepHOro Mmika
cTelieceiidy; no 4 milwka
Y KapTOHHI kopobu; No
3000 mn y cuctemi

®peseHiyc Meagunkan
Kep [doiunaHg
6X

HimeyunHa

®peseHiyc Meagukan
Kep OdoiunaHg
6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

3MiHu I TUNYy - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil XxapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi

3a peyernmom

UA/16099/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[BOKaMepHOro Mmitka MapKyBaHHs Ta iHCTPYKLT Ans
cnineceiidp; No 4 Miwka y Me[UYHOro 3aCToCyBaHHs y
KapTOHHI Kopobuj; no 3B'A3KY i3 HOBUMU AaHUMU 3
5000 mny cuctemi AKOCTI, AOKMIHIYHAMU, KAIHIYHUMMN
[BOKaMepHOro Mmitka JaHUMK Ta AiaHumm 3
cnineceiid; No 2 miwka y thapmakoHarnagy - 3MiH1M BHECEHO
KapTOHHI KOopooLi B IHCTPYKL,tO AN1S1 MEANYHOTO
3aCTOCYyBaHHSA NikapcbKoro 3acoby
0o posginis "Oco6amBocTi
3actocyBaHHs" Ta "Mo6iyHi
peaxuii”. BBefleHHA 3MiH NPOTArom
6-T MicALIB MiCNA 3aTBEPMKEHHS
22. BANAHC 2,3% po3uuH Ans ®peseHiyc Meagumkan HimeuyunHa ®peseHiyc Meaukan Himeuunna BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/16100/01/01
MIOKO3U 1,75 nepuToOHeasIbHoro Kep JoitunaHg Kep OdoiunaHg martepianis:
MMONbIN gianizy no 2000 mn abo m6X 6X
KANMbLUIO 2500 mny CMCTEMi 3MiHW [ TUNY - 3MiHK WOA0
ABOKAMEPHOTO Millika 6e3nekn/edpeKTMBHOCTI Ta
creifeceiic; no 4 milka thapmakoHarnsagy. 3minu y
Y KapTOHHiil kopobuy; no KOPOTKIii XxapakTepucTuLj
3000 mn y cucTemi nikapcbKoro 3acoby, TeKcTi
ABOKAMEPHOTO Millka MapKyBaHHs Ta iHCTPYKLi ans
cninecei; no 4 miwkay ME[MNUYHOr0 3aCTOCYBaHHS Y
KapTOHHil kopobLy; no 3B'A3KY i3 HOBVMY A@HUMK 3
5000 My cuctemi AKOCTi, OKMIHIYHUMM, KAIHIYHAMN
ABOKAMEPHOTO Millika OAHUMK Ta faHuMK 3
cnineceiic; no 2 Miwka y chapmakoHarnsay - 3MiH1 BHECEHO
KapTOHHii# kopoGu B IHCTPYKL|it0 AN MeNYHOro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 po3gais "OcobmBocTi
3acTocyBaHHA" Ta "MMo6iuHI
peakuii”. BBeAeHH A3MiH NpoTArom
6-T MicALIB MiC/1A 3aTBEPMKEHHS
23. BANNAHC 4,25% po3yuH Ans PpeseHiyc Meamkan HimeuunHa ®peseHiyc Meagukan Himeuunna BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/16101/01/01
rNHOKO3U 1,75 nepuToHeas1bHOro Kep [oiunang Kep foiunang M6 marepianis:

MMONbIN
KANbLIO

aianisy no 2000 mn abo
2500 mn y cuctemi
[ABOKaMepHOro Milka
cTelisceiid; no 4 milwka
Y KapTOHHIli kopobui; no
3000 mny cuctemi
[BOKaMepHOro Mmika
cnineceiigp; No 4 Miwka y
KapTOHHI kopo6Lj; no
5000 mn y cuctemi
[BOKaMepHOro Mmilka
cnineceiidy; No 2 Miwka y

m6eX

3MiHu Il TUNYy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTIi, AOKNIHIYHUMU, KAIHIYHUMUW
JaHUMK Ta AiaHumm 3
hapmakoHarnsay - 3MiH1 BHeCeHO
B IHCTPYKL|IO A58 MeAnYHOoro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KapTOHHI KOpooLi

3aCTOCYyBaHHS iKapcbKoro 3acoby
00 po3ais "OcobmBocCTi
3acTocyBaHHA" Ta "Mo6iYHI
peakuii”. BBeAeHHS 3MiH NpOTArom
6-TW MicALiB Nic/a 3aTBEPKEHHS

24,

BEMNAHTEH®
nnoc

Kpem no 100 r, 30 r abo
3,51y Ty6i; no 1 Ty6i B
KapTOHHIA Kopoo6Li

Baiiep KoHcblomep
Kep Al

LLisefuapis

I'M F'peH3ax
MpogaykTtioHc MM6X

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3mMiHu | TMNy - 3MiHN 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHA roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYaLOUM 3aMiHy a60o
[OOMOBHEHHS)) - BHECEHHS 3MiH A0
MeTOoZiB KOHTPOSI0 AKocTi /13 3a
NOKa3HWKOM «laeHTudikawis
[ekcnaHTeHon», a came
[OMOBHEHHS a/IbTEPHATUBHUM
MeToZoM BUNpobysaHb (TLLUX),
OHOBJ/IEHHS PO34inis
peecTpaujiiiHoro Aockbe
3.2.P.5.2.01 Test Procedure
(ZONOBHEHHS) Ta AOAABaHHS
HoBoro po3sginy 3.2.P.5.3.04
Validation of Test for Identity

6e3 peyenma

UA/7805/01/01

25.

BIHOKPUT®

PO34nH NS iH'eKLin, 84
MKr/mMn no 0,8 mn (8000
MO) a6o 1 mn (10000
MO) po3unHy ans
iH’eKUili B nonepegHbO
3anoBHEeHOMY,
rpagyioBaHoMy LIMpUL,
OCHalLLleHOMY MOpLUHEM,
iH’eKUiliHOO TosKoMD,
KOBMAYKOM Ta 3aXUCHUM
NPVUCTPOEM ANA
3anobiraHHs
MOLLKOKEHHIO FOJIKO0
nicnsA 3aCTOCYBaHHs,
abo 6e3 Hboro; no 1
LUNPULY Y KOHTYPHIl
6nicTepHiin ynakosLi; no
1 KOHTYpHIlA 6icTepHii
YMaKoBLi y KAPTOHHIi
Kopo6ui; no 0,4 mn
(4000 MO), a6o 0,6 mn
(6000 MO), a6o no 0,8

CaHpo3 M'moX

ABCTpis

A [ii Ti Bionorika
'mM6X, HimewunHa
(BignoBifanbHuii 3a
BMPOGHWLTBO,
nakyBaHHS,
KOHTPO/b cepil);
CaHpo3 'm6X- Bl
LWadpteHay, ABCTpis
(BignoBifanbHuii 3a
BWMYCK Cepil)

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy - 3MiH1 BHeCeHo
B IHCTPYKLIit0 AN Mean4HOro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 po3gainy "Cnoci6 3actocyBaHHS
Ta fo3mn" (YTOYHeHHs iHchopmali
AN nauieHTa). BBegeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicas
3aTBEPAKEHHS

3a peyernmom

UA/12383/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

M (8000 MO), a6o 1 mn
(10000 MO) po3uunHy
ONS iH'eKLii B
nonepeaHL0
3anoBHEHOMY,
rpagyiioBaHomy LnpuLj,
OCHalLLIeHOMY MOpLUHEM,
iH'eKUiliHOO TosKOM,
KOBMAYKOM Ta 3aXUCHUM
NPVUCTPOEM ANA
3anobiraHHs
MOLUKOZ)KEHHIO TO/IKOHO
nicnA 3aCTOCYBaHHs,
a6o 6e3 Hboro; no 3
LUNPYLA Y KOHTYPHIlA
6nicTepHi ynakosLi; no
2 KOHTYpHi 6nicTepHi
YNaKkoBKN B KaPTOHHIi
Kopo6ui

26.

BIHOKPUT®

PO3YUH ANS1 iH'EKLLIN,
16,8 mkr/mn no 0,5 mn
(1000 MO) abo no 1
M1 (2000 MO) po3uunHy
ONA iH'eKUii B
nonepeaHL0
3anoBHEHOMY,
rpagyioBaHoMy LUMPUL,
OCHalLLIeHOMY MOpLUHEM,
iH’eKUiliHOO rosKot,
KOBMAYKOM Ta 3aXUCHUM
NPVUCTPOEM ANA
3anobiraHHs
MOLLKOKEHHIO FOJIKOK0
nicnA 3acTOCYBaHHs,
abo 6e3 Hboro; no 3
LnNpuLa y KOHTYpPHIi
6nicTepHiin ynakosLi; no
2 KOHTYpHI 6nicTepHi
YMaKoBKMN Y KapPTOHHIi
Kopo6Ui

CaHpo3 M'm6X

ABCTpIs

A4 [i Ti Bionorika
'm6X, HimeyunHa
(BignoBiganbHWiA 3a
BUPOBHMLTBO,
nakyBaHHS,
KOHTpO/b cepii);
CaHpo3 'm6X- Bl
LWadTeHay, ACTpis
(BignoBiganbHWiA 3a
BUNYyCK cepii)

ABCTpist

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnsigy - 3miH1M BHECEHO
B IHCTPYKLitO AN MeAn4HOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3giny "Cnoci6 3acTocyBaHHs
Ta fo3n" (yTOUHeHHs iHdhopmaLii
0N nauieHTa). BeegeHHs 3MiH
NpPOTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/12383/01/02

27.

BIHOKPUT®

PO34uH ANs iH'eKLiid, 336
Mkr/mn no 0,5 mn
(20000 MO) ab6o no
0,75 mn (30000 MO),
a6o no 1 mn (40000
MO) po3uunHy ans
iH'eKUili B nonepegHbO
3anoBHEHOMY,
rpagyiosaHomy LwnpuLy,

CaHpo3 I'meX

ABCTpIs

A4 [i Ti Bionorika
'mM6X, HimeyunHa
(BignoBiganbHWiA 3a
BUPOBHMLTBO,
nakyBaHHS,
KOHTPO/b cepii);
CaHpo3 'm6X- Bl
LWadTeHay, ABCTpis
(BignoBiganbHWiA 3a

ABCTpist
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy - 3MiHM BHECEHO
B IHCTPYKL,tO0 AN MEANYHOTO
3aCTOCyBaHHSI NiKapCbKoro 3acoby
00 po3giny "Cnoci6 3acTocyBaHHs

3a peyenmom

UA/12383/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

OCHalLLleHOMY MOpLUHEM,
iH'eKUiiHOO TosKOoM,
KOBMAYKOM Ta 3aXUCHUM
NPVUCTPOEM ANA
3anobiraHHs
MOLUKOZ)KEHHIO TO/IKOHO
nicnA 3aCTOCYBaHHs,
abo 6e3 Hboro; no 1 abo
no 3 nonepeaHLo
3anoBHeHUX Wnpuua y
KOHTYPHIli 6nicTepHiii
ynakosLi; no 1 (1 wnpwuy
Y KOXHii1) a6o no 2 (3
LNpULa y KOXHiiA)
KOHTYpHI 6nicTepHi
YMaKoBKN B KAPTOHHIN
Kopobui

BWMYCK Cepil)

Ta fo3n" (yTouYHeHHs iHdopmadii
[0NA nauieHTa). BBegeHHsA 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS

28.

BICOMPONON
KPKA

TabneTtkn, BKPUTI
N/1iBKOBOK 060/TOHKOIO,
no 2,5 mr; no 10
Tabnetok y 6nictepi; no
1 a6o 2, abo 3, abo 5,
abo 6, abo 9, a6o 10
6nicTepiB y KAPTOHHIi
Kopo6Li; no 14 TabneTok
y 6nicTepi; no 2, abo 4,
abo 6 6nicTepis y
KapTOHHI Kopo6Lj; Mo
15 Tabnetok y 6nictepi;
no 2, a6o 4, a6o 6
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BMPOBHULITBO “in
bulk”, nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
Hoso mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepii: TAL ®apma
Mv6X, HimeyunHa,;
KOHTpPO~b cepii:
KPKA, a.4a., Hoso
MecTo, CrnoBeHis;
TAL ®apma 'm6X,
HimeuumnHa;
KOHTPO/b
Mikpob6ionoriyHoi
yncToTyn cepii (y
BUMNaKy KOHTPONIO
cepii TAL ®apma
'v6X): Nlabop N1C
CE & Ko. KT,
HimeuumnHa;
KOHTpOsb cepiii
(thiznyHi Ta XimiyHi
MEeTOAN KOHTPO/IO):
HN30X
(HauioHanbHi
nab6opaTtopis 3a
3/paB'e, OKONE iH

CnoseHis/
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsa roToBOro J1iKapCbKOro
3ac006y (36ibLIEeHHS TEPMIHY
NPVUAATHOCTI FOTOBOTO NiKaPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) - 36i/bLIeHHS
TepMiHy NpuaaTHOCTI FOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabinbHOCTI y peaslbHOMY Yaci:
3arBepakeHo: TepMiH
npuAaTHOCTI
3 pokn. 3anpornoHoBaHo: TepMmiH
npuaaTHocTi 5 pokis. BBegeHHs
3MiH NPOTAroM 6-TM MicALiB nicns
3aTBEPAKEHHS.

3a peyernmom

UA/13869/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
XpaHo), CnoBeHisi
29. BiconrPonon TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHisa BMPOGHULITBO “in CnoseHis/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13869/01/02
KPKA NAiBKOBOK 060/TI0HKOIO, MecTo bulk”, nepBrHHe Ta HimeyunHa mMartepianis: 3MiHu | Tuny - 3miHn 3
no 5 mr; no 10 TabneTok BTOpPUHHE sKocTi. [oToBWIA Nikapcbkuii 3aci6.
y 6nictepi; no 1 a6o 2, nakyBaHHs, CT1abifibHICTb. 3MiHa Y TepMiHax
abo 3, abo 5, abo 6, abo KOHTPO/b Ta BUMYCK npugaTHocTi abo ymoBax
9, abo 10 6nicTepiB y cepii: KPKA, a.4., 36epiraHHsA roTOBOro NikapcbKoro
KapTOHHI Kopo6uj; no HoBo mecTo, 3aco06y (36iNbLUeHHs TEPMiHY
14 Tabnetok y 6nicTepi; CnoBeHis; nepBuHHe nNpuAAaTHOCTI FOTOBOrO NiKapCbKoro
no 2, a6o 4, abo 6 Ta BTOpPVHHE 3aco6y) - [N TOproBoi ynakoBKku
6nicTepiB y KAPTOHHIi nakyBaHHs, BUMYCK (niaTBEPOXKYETHCA AAHUMU
Kopobui; no 15 TabneTok cepii: TAL ®apma peasibHOro Yacy) - 36iNbLUEHHS
y 6nicTepi; no 2, a6o 4, v6X, HimeuunHa; TepMiHy NpVAATHOCTI FOTOBOrO
abo 6 6nictepiB y KOHTPO/b cepil: niKkapcbKoro 3acoby Ha OCHOBI
KapTOHHI KOopoo6Li KPKA, 4.4., Hoso NO3UTUBHUX pe3y/bTarTiB
mecTo, CroBeHis; [0BrOCTPOKOBUX AOCAIAKEHD
TAL ®apma 'M6X, CTabinbHOCTI y peasibHOMY Yaci:
HimeuumnHa; 3arBepmkeHo: TepMmiH
KOHTPO/b npVAATHOCTI
MiKpOGionoriyHoi 3 poku. 3anponoHoBaHo: TepMmiH
yncToTyn cepii (y npuaaTHocTi 5 pokis. BBegeHHsA
BMNaAKy KOHTPOSIHO 3MiH NpoTArom 6-Tu MicauiB nicns
cepii TAL ®apma 3aTBepOXEHHSA.
'v6X): Nlabop N1C
CE & Ko. KT,
HimeuumnHa,;
KOHTpOsb cepiii
(piznyHi Ta XimiyHi
MeTOAW KOHTPOSIO):
HA30X
(HaujioHanbHi
nab6opaTtopis 3a
34paB'e, OKONE iH
XpaHo), CnoBeHisi
30. BIconPoONnoOn TabneTku, BKPUTI KPKA, a.4., Hoso CnoseHis BMPOBHULITBO “in CnoseHisa/ BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/13869/01/03
KPKA NAIBKOBOK 060/TI0HKOHO, MecTo bulk”, nepBrHHe Ta HimeuunHa mMartepianis: 3MiHu | TUny - 3MiHK 3

no 10 wmr; no 10
Tabnetok y 6nictepi; no
1 a6o 2, abo 3, abo 5,
abo 6, a6o 9, a6o 10
6nicTepiB y KAPTOHHIi
Kopobui; no 14 TabneTok
y 6nicTepi; no 2, a6o 4,
abo 6 6nictepiB y
KapTOHHI kopo6Lj; no
15 TabneTok y 6nicTepi;
no 2, ao 4, a6bo 6
6nicTepiB y KAPTOHHIi
Kopo6Ui

BTOPVHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoBeHis; nepBuHHe
Ta BTOPVHHE
nakyBaHHs, BUMYCK
cepii: TALL ®apma
m6X, HimeuunHa,;
KOHTPO/b cepil:
KPKA, a.4., Hoso
MecTo, CnoBeHis;

sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHA roTOBOrO /liKapCbKOro
3aco6y (36iNbLUEeHHS TEPMiHY
NPWAATHOCTI TOTOBOTO JTiKAPCbKOro
3acoby) - [N ToproBoi ynakoBku
(niaTBEPOXYETHCA AAHUMU
peasibHOro Yacy) - 36iNbLUEHHs
TepMiHy NpuAaTHOCTI rOTOBOro
niKkapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3y/bTarTiB
[0BrOCTPOKOBUX AOCAIAKEHD
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TAL d®apma M'vM6X, CTabiNIbHOCTI y peasibHOMY Yaci:
HimeuuunHa; 3aTBepmkeHo: TepMmiH
KOHTPO/1b npugaTHoCTi
Mikpo6ionoriyHoi 3 poku. 3anponoHoBaHo: TepMiH
ynucToTm cepii (y npuaaTHocTi 5 pokis. BBeaeHHs
BMNafKy KOHTPO/O 3MiH NPOTArom 6-Tn MicauiB nicns
cepii TAL d®apma 3aTBepAKEHHA.
v6X): Nlabop 1C
CE & Ko. KT,
HimeyunHa;
KOHTPONb cepill
(hiznyHi Ta XimiuHi
MeTOAW KOHTPO/IO):
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
31. BIconPoOnon TabneTky BKpUTI KPKA, a.4., HoBo CnoseHis BMPOBHULITBO “in CnoBeHisi BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/13869/01/01
KPKA NNiBKOBOK 060/I0HKOHO, MecTo bulk”, nepBrHHe Ta HimeuuunHa mMartepianis:

no 2,5 wmr, no 10
Tabnetok y 6nictepi; no
1,2,3,5,6,9a60 10
6nicTepiB y KAPTOHHIi
Kopo6Li; no 14 TabneTok
y 6nicTepi; no 2, 4 a6o 6
6nicTepiB y KAPTOHHIi
Kopo6ui; no 15 TabneTok
y 6nicTepi; no 2, 4 a6o 6
6nicTepiB y KaPTOHHIi
Kopoo6Li

BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CnoBeHisa
LLimap’ewka Lecta 6,
8501 HoBo mecTo,
CnoBeHisi
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMYyCK
cepi:

TAL ®apma 'm6X,
HimeuunHa
XaliHu-/ToxmaHH-
LWtpacce 5, 27472
KykcxaBeH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHN | TUMY - 3MiHW
po3mMipy cepii ans TabneTtok,
3anpornoHosaHo: 200000 —
4800000 WTYyK; 3MiHu | TURy -
[0[aBaHHA aslbTepHaTUBHOI
AiNbHUL, Ha AKil 34iACHIOETBCS
KOHTPO/b cepiii (Pi3nyHi Ta XiMiuHi
MeToAmn KoHTpos): NLZOH,
Dalmatinova ulica 3, 8000 Novo
mesto, Slovenia/ HN30X
(HauioHanbHi na6oparopis 3a
3pas’e, OKOJIE iH XpaHo),
[anmariHosa yniya 3, 8000 Hoso
MecTo, CnoBeHist; 3MiHu | Tuny -
3MiHKM 3 AKkocTi. CepTudikar
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[0MOMIDKHOT peYOBUHM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTPO/b cepil:
KPKA, a.4., Hoso
mecTo, C/ioBeHist
MoBxoBa yniua 5,
8501 HoBo mecTo,

CnoBeHisi
KRKA, d.d., Novo
mesto, Slovenia

Povhova ulica 5,
8501 Novo mecto,

Slovenia
TAL d®apma M'M6X,
HimeuunHa
XaliHu-JToXMaHH-
LWtpacce 6, 27472
KykcxaBeH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany

KOHTPO/Tb
Mikpo6ionoriyHoi
yncToTu cepii (y

BVNaAKy KOHTPOSIHO
cepii TAL ®apma

v6X):

Na6op N1C CE & Ko.
KI, HimeuunHa
MeHrenbcdenss
45,6, 97708 bep,

Boknert-
pocceH6pax,
Himeuunna
Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,

97708 Bad Bocklet-

Grossenbrach,
Germany
KOHTPONb cepill
(hiznyHi Ta XimiuHi
MEeTOAN KOHTPO/IH):
HN30X
(HauioHanbHi
nabopaTtopis 3a

(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3anponoHosaHo: R1-CEP 2008-
022-Rev 02 1. Name of CEP
holder: Arevipharma GmbH
Meissner Strasse 35 Germany-
01445 Radebeul Site(s) of
production: Arevipharma GmbH
Meissner Strasse 35 Germany-
01445 Radebeul; 3miHun | Tuny -
36iNbLUEHHA HAAJINLLIKIB CyCNeH3il
NAiBKOBOrO MOKpUTTA 3 20% A0
100% A9 nokpatleHHs
TEXHO/I0rYHOro npotiecy Ha etani
MOKPUTTS TabNEeTKM, OCKINbKN
CycrneHsis B3aeMogis 3
[OMOMDKHOIO PEYOBMHOIO sapa
Tabnetku - disintegrant
(app.12,8%), L0 B CBOKO Yepry
3MiHI0€E Konip sapa. MponoHoBaHo
HaHOCWTW CYCMEH3I0 B CyXOMy
BUMNSAAI, LLIO NPUBOAUTL A0 BTpPAT
npu NOKPUTTI. 3MiH Y SKiCHOMY Ta
KiflbKicHOMY Npodoifi AOMILLIOK YK
(Pi3nKO-XiMiYHMX BNacTuBocTel
roTOBOro NPOAYKTY He 6yno.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicns 3aTBepPKEHHS;
3MiHU | TUMY - KOPUTYBaHHA MEX,
BCTaHOBJ/IEHNX Y crieuudikaLisx
nif yac BUPOBGHMLTBA FOTOBOrO
nNiKapcbKoro 3acoby Ha OCHOBI
CTATUCTUYHNX JaHUX TOBLLMHN
apep Tabnetok (core thickness) Ta
TOBLUMHM TabneTok 3 NAiBKOBUM
nokputTam (film- coated tablets
thickness), gitoya pegakuis:
ToswyHa sagep Tabnetok 2,5 mr
2,8-3,8 MM 5 mr 2,8-3,8 mm, 10 mr
2,8-3,8 MMm; ToBLMHA TabneTkn 3
nAiBKOBUM NOKPUTTAM: 2,5 Mr 3,2-
3,7 Mmm 5 mr 3,2-3,7 mm, 10 mr 3,1-
3,5 MM nponoHoBaHa pejakuis:
ToswyHa sgep Tabnetok 2,5 mr
2,3-3,9 »m 5 mr 2,3-3,9 mm, 10 mr
2,4-3,8 MM. ToBLWMHA TabneTkn 3
NAiBKOBUM NOKPUTTAM: 2,5 Mr 2,8-
3,6 Mm 5 mr 2,8-3,6 mm, 10 mr 2,8-
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

34paB'e, OKOJIE iH
XpaHo), CnoseHis
[anmatiHoBa yniua
3, 8000 Hoso
mMecTo, CnoBeHis
NLZOH (Nacionalni
laboratorij za
zdravje, okolje in
hrano), Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia

3,6 Mm. BBeAEHHS 3MiH NPOTATOM
6-TU MicAUIB NicNA 3aTBEPKEHHS.

32,

BlconrPonon
KPKA

TabneTky BKpUTI
NAiBKOBOK 060JI0HKOIO,
no 5 wr, no 10 TabneTok
y bnictepi; no 1, 2, 3, 5,
6, 9 a6o 10 6nictepiB y
KapTOHHI kopo6Lj; no
14 TabneTok y 6nicTepi;
no 2, 4 abo 6 6nictepis
Y KapTOHHI kopobu,; No
15 TabneTok y 6nicTepi;
no 2, 4 abo 6 6nictepis
Y KapTOHHIl kopoobLi

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOBHULITBO “in
bulk”, nepBrHHe Ta
BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, C/ioBeHist
LLimap’ewwka LecTa 6,
8501 HoBo mecTo,
CnoBeHis
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1, BUMYyCK
cepi:

TAL ®apma 'm6X,
Himeuunna
XaliHu-/ToxmaHH-
LWtpacce 5, 27472
KykcxaBeH,
HimeuuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany

KOHTpPOb cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHisa
MoBxoBa yniua 5,
8501 HoBo mecTO,

CnoBeHisi
HimeuunHa

BHECEHHS 3MiH 40 peecTpavinHmx
marepianis: 3MiHW | TUMY - 3MiHK
po3mipy cepii gns TabneTok,
3anpornoHoBaHo: 200000 —
4800000 WwTyK; 3MiHK | TUNy -
[0[aBaHHA a/lbTepHaTUBHOI
OiNbHUL, Ha 5Kl 3AIRCHIOETBLCA
KOHTPONb cepili (Pi3nyHi Ta XimiyHi
MeToamn KoHTposto): NLZOH,
Dalmatinova ulica 3, 8000 Novo
mesto, Slovenia/ HN130X
(HauioHanbHi naboparopist 3a
34paB’e, OKOJIE iH XpPaHo),
[JanmaTiHoBa yniya 3, 8000 Hoso
mecTo, CnoBeHis; 3MiHu | Tuny -
3MiHKM 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT peYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3anponoHosaHo: R1-CEP 2008-
022-Rev 02 1. Name of CEP
holder: Arevipharma GmbH
Meissner Strasse 35 Germany-
01445 Radebeul Site(s) of

3a peyernmom

UA/13869/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CnoBeHis production: Arevipharma GmbH

KRKA, d.d., Novo
mesto, Slovenia
Povhova ulica 5,
8501 Novo mecto,
Slovenia
TAL d®apma M'vM6X,
HimeuunHa
XaliHu-JToXMaHH-
Ltpacce 6, 27472
KykcxaBeH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany

KOHTPO/b
Mikpo6ionoriyHoi
yncToTu cepii (y

BUMNaKy KOHTPO/O
cepii TAL ®apma
v6X):
Na6op N1C CE & Ko.
KI, HimeuunHa
MeHrenbcdenss
4,5,6, 97708 bep,
Boknert-
pocceHb6pax,
Himeuunna
Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,
97708 Bad Bocklet-
Grossenbrach,

Germany

KOHTPONb cepill
(hiznyHi Ta XimiuHi
MeTOAW KOHTPO/IO):
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
[JanwvaTiHoBa yniua
3, 8000 Hoso
mecTo, CnoBeHis
NLZOH (Nacionalni

Meissnher Strasse 35 Germany-
01445 Radebeul; 3miHu | Tuny -
36iNbLUEHHS HAOJINLLKIB CyCMneH3ii
nNiBkOBOro NoKpuTTA 3 20% A0
100% pn1a nokpatleHHs
TEXHOJ0rYHOro nNpoLecy Ha eTani
NOKPUTTS TabNEeTKMN, OCKISIbKM
CyCneHsis B3aeMogis 3
[OMOMIXXHOK PEYOBUHOI SApa
Tabnetku - disintegrant
(app.12,8%), L0 B CBOIO Yepry
3MiHIOE Konip sapa. MponoHoBaHo
HaHOCWTW CYCNeH3It0 B CyXoMmy
BUrNA4|, WO NpuBoAUTL [0 BTpaT
npu NOKPUTTI. 3MiH Y SiKiCHOMY Ta
KiNlbKicCHOMY Mpodisli AOMILLOK UK
hi3nKo-XiMiYHMX BNacTuBoCTElN
roTOBOro NPOAYKTY He 6yro.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUNY - KOPUTYBAHHS MEX,
BCTaHOBNEHMUX Y cneuundikalisx
nif, yac BUPOBHULITBA FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI
CTATUCTUYHMX JaHUX TOBLLUHN
afep Tabnetok (core thickness) Ta
TOBLUVHM TabneTokK 3 NAIBKOBUM
nokputTam (film- coated tablets
thickness), gitoua pefakuis:
ToBwwHa sgep Tabnetok 2,5 mr
2,8-3,8 Mm 5 mr 2,8-3,8 mm, 10 mr
2,8-3,8 MM; ToBLMHA TabneTkn 3
N1iBKOBUM NOKpUTTAM: 2,5 Mr 3,2-
3,7 MM 5 mr 3,2-3,7 mm, 10 mr 3,1-
3,5 MM nponoHoBaHa pefakuis:
ToBwyHa sgep Tabnetok 2,5 mr
2,3-3,9 MM 5 mr 2,3-3,9 mm, 10 mr
2,4-3,8 MM. ToBLMHA TabneTkn 3
NiBKOBUM NOKpUTTAM: 2,5 mr 2,8-
3,6 Mm 5 mr 2,8-3,6 mm, 10 mr 2,8-
3,6 MMm. BBEiEHHS 3MiH NPOTATOM
6-TV MiCALIB MIC/1A 3aTBEPLKEHHS.
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
laboratorij za
zdravje, okolje in
hrano), Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia
33. BIconPoONoOn TabneTku BKpUTI KPKA, a.4., HoBo CnoseHis BMPOBHULITBO “in HimeuunHa BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/13869/01/03
KPKA NNiBKOBOK 060/I0HKOHO, MecTo bulk”, nepBrHHe Ta CnoBeHis marepianis: 3MiHW | TUMY - 3MiHK

no 10 mr, no 10
Tabnetok y 6nictepi; no
1,2,3,5,6,9a60 10
6nicTepiB y KapTOHHIi
Kopo6Li; no 14 TabneTok
y 6nicTepi; no 2, 4 a6o 6
6nicTepiB y KAPTOHHIi
Kopo6Li; no 15 TabneTok
y 6nicTepi; no 2, 4 a6o 6
6nicTepiB y KAPTOHHIi
Kopoo6Li

BTOPVIHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii:

KPKA, a.4a., Hoso
mMecTo, CnoBeHisa
LLimap’ewwka Lecta 6,
8501 HoBo mecTo,
CnoseHisi
KRKA, d.d., Novo
mesto, Slovenia
Smarjeska cesta 6,
8501 Novo mesto,
Slovenia
nepBUHHE Ta
BTOPVIHHE
nakyBaHHs1, BUNYyCK
cepi:

TAL ®apma 'm6X,
HimeuunHa
XaliHu-/ToxmaHH-
LWtpacce 5, 27472
KykcxaBeH,
HimeuunHa
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 5, 27472
Cuxhaven, Germany

KOHTpPO~b cepii:
KPKA, a.4a., Hoso
mMecTo, CnoBeHisa
MoBxoBa yniua 5,
8501 HoBo mecTo,

CnoseHisi
KRKA, d.d., Novo
mesto, Slovenia

Povhova ulica 5,
8501 Novo mecto,

Slovenia

po3mipy cepii gns TabneTok,
3anpornoHoBaHo: 200000 —
4800000 WwTyK; 3MiHK | TUNy -
[0[aBaHHA a/lbTepHaTUBHOI
OiNbHUL, Ha 5Kl 34IRCHIOETBLCA
KOHTpONb cepili (Pi3nyHi Ta XimiyHi
MeToamn KoHTposto): NLZOH,
Dalmatinova ulica 3, 8000 Novo
mesto, Slovenia/ HN130X
(HauioHanbHi naboparopist 3a
34paB’e, OKOJIE iH XpPaHo),
[JanmaTiHoBa yniua 3, 8000 Hoso
mecTo, CnoBeHis; 3MiHu | Tuny -
3MiHuM 3 skocTi. CepTudikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudiikaTa BignosigHocTi abo
BWyYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOBNEHWit cepTudikar Big yxe
3anponoHosaHo: R1-CEP 2008-
022-Rev 02 1. Name of CEP
holder: Arevipharma GmbH
Meissner Strasse 35 Germany-
01445 Radebeul Site(s) of
production: Arevipharma GmbH
Meissner Strasse 35 Germany-
01445 Radebeul; 3miHu | Tuny -
36i/IbLUEHHST HAAMNLLIKIB CycneHsil
NAiBKOBOTrO MOKpUTTA 3 20% A0
100% 419 noKpaLeHHs
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TAL d®apma M'vM6X, TEXHOJI0rMYHOro npotecy Ha etani
HimeyuunHa NOKPUTTA TabneTKn, OCKiSIbKN

XaliHu-JToXMaHH-
Ltpacce 6, 27472
KykcxaBeH,
Himeuunna
TAD Pharma GmbH,
Germany
Heinz-Lohmann-
Strasse 6, 27472
Cuxhaven, Germany

KOHTPO/b
Mikpo6ionoriyHoi
yncToTu cepii (y

BUNaKy KOHTPO/IO
cepii TAL ®apma
v6X):
Na6op N1C CE & Ko.
KI, HimeuunHa
MeHrenbcdenss
45,6, 97708 bep,
Boknert-
pocceH6pax,

HimeuunHa

Labor LS SE & Co.
KG, Germany
Mangelsfeld 4,5,6,
97708 Bad Bocklet-
Grossenbrach,
Germany
KOHTPONb cepill
(hi3myHi Ta XimiuHi
MeTOAW KOHTPO/IO):
HN30X
(HauioHanbHi
nabopartopis 3a
3/paB'e, OKONE iH
XpaHo), CnoseHis
[JanwvaTiHoBa yniua
3, 8000 Hoso
mecTo, CnoBeHis
NLZOH (Nacionalni
laboratorij za
zdravje, okolje in
hrano), Slovenia
Dalmatinova ulica 3,
8000 Novo mesto,
Slovenia

CyCneHsis B3aeMogis 3
[OMOMIXHOK PEYOBUHOI SApa
Tabnetku - disintegrant
(app.12,8%), L0 B CBOIO Yepry
3MiHIOE Konip sapa. MponoHoBaHo
HaHOCWTW CYCNEH3I0 B CyXoMmy
BUrAA4j, WO NpuBOAUTL [0 BTpaT
npu NOKPUTTI. 3MiH Y SiKicCHOMY Ta
KiNlbKiCHOMY NMpodisli AOMILLOK UK
hi3nKo-XiMiYHMX BNacTuBoCTElN
roTOBOro NPOAYKTY He 6yrio.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUNY - KOPUTYBAHHS MEX,
BCTaHOBNEHMUX Y cneuundikalisx
nif, yac BUPOBGHULITBA FOTOBOrO
NiKapcbKoro 3acoby Ha OCHOBI
CTATUCTUYHMX JaHUX TOBLLUHN
afep Tabnetok (core thickness) Ta
TOBLUVHM TabneTokK 3 NAIBKOBUM
nokputTam (film- coated tablets
thickness), gitoua pefakuis:
ToBwyHa sgep Tabnetok 2,5 mMr
2,8-3,8 Mm 5 mr 2,8-3,8 mm, 10 mr
2,8-3,8 MM; ToBLMHA TabneTkn 3
N1iBKOBUM NOKpUTTAM: 2,5 Mr 3,2-
3,7 MM 5 mr 3,2-3,7 mm, 10 mr 3,1-
3,5 MM nponoHoBaHa pefakuis:
ToBwwHa sgep Tabnetok 2,5 mr
2,3-3,9 Mm 5 mr 2,3-3,9 mm, 10 mr
2,4-3,8 MM. ToBLMHA TabneTkn 3
N1iBKOBUM NOKpUTTAM: 2,5 mr 2,8-
3,6 Mm 5 mr 2,8-3,6 mm, 10 mr 2,8-
3,6 MMm. BBEiEHHS 3MiH NPOTATOM
6-TV MiCALIB MIC/1A 3aTBEPLKEHHS.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

34.

BPOHXONITUH

cupon no 125ry
dhnakoHi cknsHomy abo
3
nonietmneHtTepedTanar
y; no 1 donakoHy 3
MiPHUM CTakaH4YMKOM Y
KapTOHHIM nayui

AT "Codpapma"

Bonrapis

Brpo6HMUTBO
Hepo3dacoBaHOl
NpoAyKLii, NepBuUHHa
Ta BTOPVHHA
ynakoska: AT
"Codhapma”,
Bonrapisi; [o3Bin Ha
Bunyck cepii: AT
"Codhapma”,
Bonrapis

Bonrapis

BHECEHHS 3MiH 40 peecTpalinHmx
mMartepianis: 3miHu | TUny -
AAMiIHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
Micus NpoBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAK4N
AinbHULI BUNYCKy cepii abo micue
NpOBeAEHHSI KOHTPOJHO AKOCTI.
(@isnbHiCTb, 3a AKy BignoBigae
BMPOGHMK/iMNopTep, He
BK/THOHAI0UM BUNYCK CEpiit) - 3miHa
HanncaHHs HaliMeHyBaHHs Ta
afpecu MicLs NPOBaKeHHN
AisnbHOCTI BUpO6HMKa M3
(BigNoBigaIbHOrO 3a BUPOGHULTBO
Hepo3dhacoBaHOT NPoAYKLi,
NepPBUHHY Ta BTOPUHHY YNaKoBKy),
aHrNiicbKOK MOBOIO, 6€3 3MiHN
Micus BUPO6GHULTBA. 3MiHU | Tuny
- AgMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
Micus NpOBaMKEHHS AifNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIHOYAK4N
AinbHULI BUNYCKy cepii abo micue
NpOBeAEHHSI KOHTPOJHO AKOCTI.
(misnbHiCTb, 3a AKy BignoBinae
BMPOGHUK/iMNOPTEP, BK/IOYAKUM
BUMYCK Cepil) - 3MiHa HanucaHHA
HalilMeHyBaHHS Ta agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
BMPO6HMKa 13 (403BiN Ha BUMYCK
cepil) aHrilicbKo MOBOIO, 6e3
3MiHW MicLA BUPO6HMLTBA. 3MiHN |
TMNy - AAMIHICTPaTUBHI 3MiHW.
3miHa HaliMeHyBaHHA Ta/abo
afpecu 3asBHUKa (BnacHuka
peecTpavLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3as1BHMKA aHIMiNCbKOK MOBOHO

6e3 peyenma

UA/10064/01/01

35.

BPOHXO-MYHAN®

Kancysm Teepgi no 7 wr;
no 10 kancyn y 6nictepi;
no 1 a6o 3 6nictepu B
KapTOHHI Kopoo6Li

CaHpo3
dapmacbloTikans
A.B.

CnoBeHisa

Nex
PapmaueBTUyHa
KoMnaHia 4. 4.,
CnoseHis (nepBuHHe
Ta BTOPVHHE
nakyBaHHs,
KOHTPOb Cepil,
BMMyckK cepii); OM

LLiseiuapis
CnoBeHisi

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuLi
NiKapCbKoro 3acoby, TEKCTi

6e3 peyenma

UA/14314/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

dapma CA,
LBeiiLapis
(BUpPOGHMLTBO in
bulk, koHTpOsb
cepir)

MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NPoBeAeHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP) -
3MiHV BHECEHO [0 po3ainy
"apmakonoriyHi BnactnsocTi"
BiAANOBIAHO [0 OHOBNEHOI
iHhopmawuii 3 6e3nekn
3aCTOCYBaHHSA Ajl0UnX PEYOBYH.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCSLIB NicNs 3aTBEPAKEHHS

36.

BPOHXO-MYHAN®
n

Kancynu Teepai no 3,5
mr; no 10 kancyny
6nictepi; no 1 a6o 3
6nicTepun y KapTOHHiIl
Kopoo6Li

CaHpo3
dapmacbioTikan3
a.4.

CnoseHisa

Nex
PapmaueBTUYHaA
KoMnaHisa g.4.,
CnoBeHis (NepBuHHe
Ta BTOPVHHE
nakyBaHHS,
KOHTPONb cepil,
BMNYyCK cepii); OM
dapma CA,
LBeiiLapis
(BUpPOGHMLTBO iN
bulk, koHTposb
cepir)

LLiBeiiuapis
CnoBeHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPpYKLU|ii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpaLiiiuii nepiog, abo
AIK pe3ynbTar OLiHKN 3BIiTY 3
[OcCnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 MiaHy
negiatpuyHux gocnimpxeHs (PIP) -
3MiHN BHECEHO [0 pPO3Ainy
"®apmMakonoriyHi BnactTusocTi"
BifNOBIAHO 1O OHOB/IEHOT
iHdhopmauii 3 6e3nekn
3aCTOCYBaHHSA fAjl0UNX PEYOBHH.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS

6e3 peyenma

UA/14268/01/01
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Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

37.

BPY®EH® PANIA

Kancynm m siki no 400
mr, no 10 kancyn y
6nicTepi, no 1 6nictepy
Y KapTOHHIli kopoobLi

AB6OTT Jlabopatopi3
m6X

HimeuunHa

lentek lMpaiiBeT
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:

3MiHKM | TURY - 3MiHK WOoA0
6e3nekn/edheKTUBHOCTI 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, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
chapmakoHarnsag,.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHWX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnag

6e3 peyenma

UA/17980/01/01

38.

BYMIBAKAIH

PO34UH ANs iH'EKLN, 5
mr/ma no 10 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

TOB "APTEPIYM
nTo”

YKpaiHa

MAT "Tanuudapm”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa Y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHsA roTOBOro NikapcbKoro
3aco06y (iHLWi 3MiHW) - 36iNbLUEHHS
TepMiHy NpUAAaTHOCTI Ha nigcTasi
OaHnX CTabiNbHOCTi, OTPUMAaHKX B
peanbHOMY Yaci 3aTBepaKeHo:
TEPMIH MPUOATHOCTI 1 pik
3anponoHoBaHo: TEPMIH
MPUOATHOCTI 2 poku 3MiHK
BHECEHI B iHCTPYKLit0 Ans
MeAMYHOro 3acTtocyBaHHs 13y p.
"TepmiH npugaTHocTi" (BBeAeHHs

3a peyenmom

UA/17950/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiH NpOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS)
39. BA3UTPEH PO3unH ANs iH'ekui 20 TOB "HIKO" Ykpaina OEMO CA Mpevujis BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/14521/01/01
Mr/mMa no 5 mn B amnyni, SAPMACBIOTIKAN marepianis:
no 5 amnyn B naui i3 IHOACTPI , Ipeuis 3MiHK | TUNY - 3MiHK WoA0
KapTOHYy (Hepo3sdhacoBaHwuii 6e3nekn/edeKkTBHOCTI Ta
NPOAYKT, NepB/HHA hapmakoHarnsgy (iHwi 3miHn) -
ynakoBka, BTOPYHHA BHECEHHS 3MiHU [0 pO3giny
yrnakoBkKa, «MapkyBaHHA» MKA N13:
KOHTpOsib); TOB 3anponoHoBaHo: MAPKYBAHHA
"HIKO", YkpaiHa 3rigHO 3aTBEpAXEHOro TEKCTY
(KkOHTpOAb, BMNYCK MapKyBaHHS. OHOB/IEHHS TEKCTY
cepii) MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3acoby 3 BHeCEHHsIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEPAKEHHS
40. BA3OCTEHOH KOHUEHTpaT ans AT KeBenbT EcToHiA AT «KeBenbT» EcToHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/14734/01/01

NPUroTyBaHHS PO3YNHY
Ans iHdysii 20 mMkr/Mn
no 1 mn B amnysi, no 5,
10 a6o 20 amnyn B
KapTOHHI ynakoBsLi 3i
cneuianbHUM TpUMadem
ans amnyn

mMartepianis:

TEXHiIYHY MOMW/IKY BUNPaB/EHO B
TEKCTi MapKyBaHHS1 Ha BTOPUHHI
ynakosLi J/13. 3anponoHoBaHo:
BIAOMOCTI, WO BKA3YHOTbCH
HA 30BHILLUHIN YMAKOBL|
NIKAPCbKOIO 3ACOBY
BA3OCTEHOH, koHueHTpart ans
NMPUrOTYBaHHA PO3YMHY 415
iHdpysiid, 20 mkr/mn, no 1 mn B
amnynax Ne 5y KapTOHHii
ynakoBLj KapToHHa kopobka —
BTOPVHHA YMAKOBKA {.....) 4.
NIKAPCbKA ®OPMA TA
KINbKICTb OAVNHNLIb B
YMNAKOBL| KoHueHTpat ans
NPUrOTYBaHHA PO3YMHY 415
iHdpysiin 20 mkr/mn 5 amnyn no 1
mn. {.....} BIAOMOCTI, WO
BKA3YIOTbCHA HA 30BHILLHINA
YMAKOBLII NIKAPCbKOIO
3ACOBY BA3OCTEHOH,
KOHLeHTpaT 4718 NpUroTyBaHHs
pO3unHy A8 iHgysili, 20 mMkr/mn,
no 1 mn B amnynax Ne 10 y
KapTOHHI/ ynakoBL,. KapToHHa
Kopo6ka — BTOPVIHHA
YNAKOBKA {.....} 4. NIKAPCbKA
SOPMA TA KINbKICTb
ONHNMLIb B YNAKOBLII
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KoHueHTpaT Ans NpuroTyBaHHs
pO34uHy ans iHgysiii 20 mkr/mn 10
amnyn no 1 mn.
{.....} 3a3HaueHe BUNpaBeHHsA
Bignosigae marepianam
peecTpaLiiiHoro Aocke
41. BA3OCTEHOH KOHLeHTpaT Ans AT KeBenbT EcToHis AT "KeBenbT" EcToHisn BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/14734/01/01
NPUroTyBaHHS PO3UNHY maTepianis:
Ans iHdy3in 20 Mkr/Mn 3MiHW | TUny - 3MiHK Woao
no 1 mn B amnyni, no 5, 6e3nekn/edekTUBHOCTI Ta
10 a6o 20 amnyn B thapmakoHarnagy (iHwi 3miHu) -
KapTOHHIN ynakosLi 3i BHECEHHS 3MiH 40 po34iny
cneyjanbHUM TpUMayem «MapkyBaHHA» MKA N13.
ansa amnyn 3anponoHoBaHo: MapKyBaHHS.
BignosigHo fo 3aTBepAkeHOro
TEKCTYy MapKyBaHHS. 3MiHu
BHECEHi B TEKCT MapKyBaHHS
yNaKkoBKM NiKapCbKoro 3acoby
LLOA0 3a3HaYEeHHS OAVHNLb
BMMIipIOBaHHA y cuctemi Sl
42, BANANCOBAN NopoLLOK (Cy6CcTaHuis) y Karsik Xemi BB Higepnaxngu Karsik Xemi 6B HigepnaHgm BHECEHHS 3MiH 40 peecTpaLinHmx - UA/1818/01/01

nosieTNIeHOBNX
naketax ans
hapmaLeBTUYHOro
3acTOCyBaHHs

mMartepianis: 3MiHu | TUNy - 3MiHK 3
AKocTi. A®l. KoHTposb A®I (iHwi
3MiHW) - OHOBJIEHHS BXeE
3aTBEPAKEHNX METOZIB KOHTPOO
SAKOCTi nikapcbkoro 3acoby, a came
BUKaAEeHHS TEKCTY AEPXaBHO
MOBOIO 3TifJHO Cy4aCHWX BUMOT.
3MiHu | TUnNYy - 3MiHK 3 aKocTi. AdI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikaii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWIA/NPOMDKHWIA
npoAyKT/peareHT, Wwo
BMKOPMCTOBYHOTLCS Y MpoLeci
BMPOGHMLUTBA ADI (iHLi 3MiHK) -
BUA/IEHHA MOKa3HMKa
«MikpobionoriyHa uncToTa» 3i
Cneuundpikauii Ta meTogis
KOHTpoNto APl y 3B'A3KYy 3
npuBeAeHHsAM MaTepianis
peecTpauiiHoro Aocbe [0
opuvriHaNIbHNX MaTepianis
BMPOGHMKA. 3MiHK | TNy - 3MiHK 3
akocTi. A®l. BUpobHMUTBO. 3MiHM
B npoveci BupobHuutea Ad|
(He3HayHa 3MiHa y npoueci
BMpo6HULTBa API). 3MiHK A0
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

marepianis peecTpaujiinHoro
[ocbe, po3giny 3.2.S.2.2, y 3B'A3ky
i3 3MiHaMK y cxemi cuHTesy Adl,
AKi 6ynn BBeAeHi Ana onTuMisauii
npoLecy, a came 3aMiHa peareHty
Hartpito Banibnpoart Ha 50%
PO34MH rigpoKcuay HaTpito. 3miHa
peareHTy He BN/IMHyNa Ha AKIiCTb
Ta cneumdikayito cybcTaHLil.
3arsepmkeHo: Bangucosan
YTBOPIOETHCA LLUIAXOM
3MilLyBaHHS OfHOrO ekBiBasieHTa
Ba/IbNPOEBOT KAC/I0TK 3 ABOMA
ekBiBasieHTaMn Banbnpoat
HaTpito.
3anponoHoBaHo: Bangvicosan
YTBOPIOETLCA B pe3ynbTarti peakwii
Bas/1IbNPOEBOI KNCoTn 3 50 %
PO34YMHOM TigPOKCUAY HATPItO.
BHeceHi yTOYHEHHS A0
npusHayeHHs cybcTaHLi:
3arsepkeHo: 1A BupobHuLTBa
HeCTepUsIbHUX NiKapCbKux hopm
3anponoHosaHo: 1A
chapmaLeBTUYHOIO 3aCTOCYBaHHSI.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHSA AiSSIbHOCTI
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 (KO
3a3Ha4YeHo y JOCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI cepTuddikata
BiANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SKLLO
3a3HayvyeHo Yy [10CbE) - 3MiHa
agpecu BupobHuka A®Il KaTsik
Xewmi BB/Katwijk chemie bv, 6e3
3MiHM MicLA BUPO6HMLTBA. 3MiHN |
TMNYy - AAMIHICTPaTUBHI 3MiHW.
3MiHa HaiMeHyBaHHA Ta/abo
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

afipecu 3asBHUKa (BacHuka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa agpecy 3asiBHUKA

43.

BANNICAPTAH

TabneTku, BKpUTI
NAiBKOBOK 060JI0HKOIO,
no 40 mr no 10 Tabnetok
y 6nicTepi; no 1
6nicTepy y KapTOHHIiA
Kopoo6Li;

no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEWHepy y KapTOHHIl
Kopoo6Li

FETEPO J1AB3
NIMITE[,

IHais

[eTepo /1a63
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3:
3anponoHoBaHo: MAPKMPOBKA
B cooTBeTCTBUN C YTBEPXKAEHHBIM
TEKCTOM MapKupoBKN. OHOB/IEHHS
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKkoro 3acoby BiANoBiAHO A0
BMMOr Hakaly MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHs1 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBEpAKEHHS

3a peyenmom

UA/15787/01/01

BANNICAPTAH

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
80 mr no 10 TabneTtok y
6nictepi; no 1 6nictepy
Y KapTOHHIli kopobLyi;

no 30 TabneTok y
KOHTeliHepi; no 1
KOHTEHepY Y KapTOHHiIl
Kopoo6Li

FETEPO J1AB3
NIMITE[,

IHAjA

IeTepo /1a63
NimiTen

IHAjA

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKNPOBKA
B cooTBeTCTBUN C YTBEPXKAEHHBIM
TEKCTOM MapK1MpoBKU. OHOB/IEHHSA
TEKCTYy MapKyBaHHs ynakoBKu
nikapcbKkoro 3acoby BiANoOBiAHO A0
BUMOr Hakady MOS3 YkpaiHu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHchopmawii Lwoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHs 3MiH NPOTArom 6-Tu
MicsILiB Nicns 3aTBepAKEHHS

3a peyernmom

UA/15787/01/02

45,

BANCAPTAH

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 160 mr no 10
TabneTtok y 6nictepi; no
1 6nicTepy y KapTOHHiiA
KopobLi;

no 30 TabneTok y
KOHTelHepi; no 1
KOHTEHepY Y KapTOHHI
Kopo6Li

FETEPO J1AB3
NIMITE[,

IHais

leTepo /1a63
Nimiten

IHais

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
BHECEHHS 3MiH 4,0 po3ainy
“MapkyBaHHa" MKA N13:
3anponoHosaHo: MAPKNPOBKA
B cOOTBETCTBUM C YTBEPXKAEHHbBIM
TEKCTOM MapKMpOBKN. OHOB/IEHHS

3a peyenmom

UA/15787/01/03
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BiAnoBigHO A0
BMMOr Hakasy MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeAEeHHS 3MiH NpOTArom 6-Tu
MicALiB Nicsa 3aTBepAKeHHs
46. BA/NICAPTAH TabneTkn, BKPUTI FETEPO NNAB3 IHais leTepo /1a63 IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/15787/01/04
NNIBKOBOK 060/TI0HKOIO, NIMITEL, NimiTen marepianis:
no 320 mr no 10 3MiHK | TUNY - 3MiHK WoA0
TabneTtok y 6nictepi; no 6e3nekn/edeKkTBHOCTI Ta
1 6nicTepy y KapTOHHii hapmakoHarnsgy (iHwi 3miHn) -
KopobLi; BHECEHHS 3MiH 0 po3ainy
no 30 TabneTok y “MapkyBaHHa" MKA N13:
KOHTeliHepi; no 1 3anponoHoBaHo: MAPKPOBKA
KOHTeHepy Y KapTOHHIl B cOOTBETCTBUM C YTBEPXAEHHBIM
Kopoo6Li TEKCTOM MapKMpoBkn. OHOBMIEHHS
TEKCTY MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby BiAnoBiAHO A0
BMMOr Hakaly MO3 Ykpainu Big,
23.07.2015 p. Ne460 3 BHECEHHAM
iHbopmauii Wwoa0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
47. BAP®APUH-®C Tabnetku no 2,5 mr, no TOB "ACIHO YkpaiHa TOB "dapma Ctapt" YkpaiHa BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/5747/01/01
10 Ta6neToK y 6aictepi, YKPATHA" marepianis:

no 1, 3 a6o 10 6nicTepis
y nayui 3 KapToHy

3MiHK | TNy - 3MiHW 3 SKOCTI.
["oTOBWMIA NiKapcbKuii 3acio.
KOHTpO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneundikauiii Ta/abo gonycTnMmx
MeX roTOBOrO J1iKkapCbKOro 3acoby
(iHWi 3miHn); CynyTHS 3MmiHa -
3MiHu 3 sKocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y meToAax BMNpo6yBaHHSA
roTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHM y MeTogax BunpobyBaHb
(BKtovatoun 3amiHy abo
ponosHeHHA)) (B.11.r.2. (r) IB)3miHa
B creuudikaLii Ta meTogax
KOHTPO0 /13 32 NOKa3HNKOM
«CynpoBigHi JOMILLKN», a came
3MiHa HOPMYBaHHA ANsi
iAeHTndiKoBaHUX JOMILLOK
6eH3anbaueToH (gomiwka C) 1a 4-
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

rigpoKcukymapuH (gomiwka B), wo
06yMOB/IEHO 3MiHOK HOPMYBaHHS
[OMiLLOK B ADL. Y meToguui
3MiHEHO KOHLIEHTpaLit0 PO34UHY
nopieHAHHA (b), 3anponoHoBaHo:
Ha Bunyck - flomiwka C — He
6inbwe 0,3 % Jomiwkn B — He
6inbLue 0,3 % Byab-AKoi iHWOT
[OMiLLKM — He 6inblue 0,5 % Cyma
OOMiLOK — He 6inbwe 1,0 %. Ha
TepMiH npugartHocTi - Jowmiwka C
— He 6inbLue 0,3 % Jomiwwkm B —
He 6inbLue 0,3 % Bbyab-aKoi iHLWwoT
OOMiLLKM — He 6inbwe 0,5 % Cyma
OOMILWOK — He 6inblue 1,5 %
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOGHULTBI (iHLUI 3MiHW) - 3MiHK
o posginis 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta
KOHTPO/II0 npotecy., 3.2.P.3.4.
KOHTPO/b KPUTUYHUX CTagin i
NPOMiXHOI npoAaykuii, 3.2.P.3.5.
Banigauis npouecy Ta/a6o iioro
OLjiHKa Y 3B’A3KYy 3 HEOOXIAHICTIO
YTOUYHEHHS iHdhopMaLii CTOCOBHO
HaHeceHHs1 Homepy cepii Ta
TepMiHy NpUAATHOCTI Ha cTagisx
«®dacyBaHHA» Ta «[MakyBaHHA»,
LLIO 06YMOB/IEHO TEXHO/OFYHOO
MOX/IBICTIO HAHECEHHS HOMEPY
cepii Ta TepMiHy NpuaaTHOCTI —
METOA0M APYKY B JONOBHEHHS A0
MeTOAy HaHeCeHHs BiTUCKY;
3MiHU | TUNY - 3MiHW 3 AKOCTI.
OTOBWIA NiKapcbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
Me>X roTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHW) - NpuBeaEHHS
cneumdikauii 13 3a NOKa3HMKOM
«MikpobionoriyHa uncrota» y
BiANOBIAHICTb A0 BUMOT EP,
[0AAaTKOBO BBEAEHHS
nepioguYHOCTI NPOBeAEHHS
KoHTpot M3 3a AaHum
NOKa3HUKOM, a came Ha nepLuii
cepii y poui Ta He pigule, HixX Ha
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KOXHIli 5 cepii. 3miHu | Tuny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHK) - 3 po3giny 3.2.P.5.1
BWy4eHO creumdikauito ans
KOHTPO/IO TabneTok
Hepo3ghacoBaHux TabsieTok Ta
"3 NpoTArom BUBYEHHSA
cTabinbHocTi. HagaHo
Cneuudpikanii nuwe ansa M3 Ha
BUMYCK Ta NPOTSArOM TEPMiHY
npugaTHocTi. KoHTponb TabneTok
Hepo3acoBaHyx onucaHui y
po3ginax 3.2.P.3.4. Ta 3.2.P.3.5.
Cneuudikauist Ha BUBYEHHS
cTabinbHoOCTi HagaHa y po3gini
3.2.P.8.1.
3minu |l TUny - 3MiHK 3 AKOCTI.
AO®I. (iHWi 3MiHK); CynyTHSA 3MiHa -
3MiHu 3 sikocTi. A®l. KoHTponb
A®| (iHWi 3MiHM) NogaHHA
OHOB/IEHOTO MacTep-haiina Ha
A®I Big 3aTBEPIAKEHOrO
BMPO6HMKA 3 BiZNOBIAHUMY
3MiHamu fo cneuudikauii AdD|
3anponoHosaHo: [IM® Bepcii
AP/WFA/B/Ver-004

48.

BAP®APUH-®C

Tabnetku no 3 mr, no 10
Tabnetok y 6nictepi, no
1, 3 abo 10 6nicTepiB y

nauui 3 KapToHy

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "®apma Crapt”

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX FOTOBOrO NiKapCbKoro 3acoby
(iHwWi 3miHK); CynyTHA 3MiHa -
3MiHu 3 sIKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y MeTozax BUNPO6YyBaHHA
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM Y MeTodax BUNpobyBaHb
(BKKOYALOUM 3aMiHy a60
AonosHeHHs)) (B.11.r.2. (r) IB)3miHa
B cneundikauii Ta meTogax
KOHTPON0 /13 38 NOKa3HNKOM
«CynpoBigHi AOMILLKM», a came
3MiHa HOPMYBaHHA AN

3a peyenmom

UA/5747/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

iAeHTNIKOBaHUX JOMILLOK
6eH3anbaueToH (gomiwka C) Ta 4-
rifpPOKCMKyMapuH (aomiwika B), wo
06yMOB/IEHO 3MiHOKO HOPMYBaHHS
nomiwok B A®l. Y metoaumui
3MIiHEHO KOHLIEHTpaLito PO34nHY
nopiBHaHHSA (b), 3anponoHoBaHo:
Ha Bunyck - Jomiwka C — He
6inbLe 0,3 % flomiwku B — He
6inbLe 0,3 % Byab-AKoi iHWOT
OOMiLLKM — He 6inbwe 0,5 % Cyma
[OMILLOK — He 6inblue 1,0 %. Ha
TepMiH npugatHocTi - Jomiwka C
— He 6inbLe 0,3 % [Jomiwkn B —
He 6inbLue 0,3 % byab-aKoi iHLWOT
[OMiLKM — He Ginblue 0,5 % Cyma
[OOMILLOK — He Ginble 1,5 %; 3miHu
| TNy - 3MiHK 3 AKoCTi. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOBHULTBI (iHLLi 3MiHM) - 3MiHK
4o posginis 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta
KOHTpoOsIto npotecy., 3.2.P.3.4.
KOHTPO/b KPUTUYHUX CTagil i
npoMixHoi npoaykuii, 3.2.P.3.5.
Banigauis npouecy Ta/abo ioro
OLjiHKa Y 3B’A3KY 3 HEOOXIAHICTIO
YTOUYHEHHS iHhopMaLlii CTOCOBHO
HaHeceHHs1 Homepy cepii Ta
TepMiHy NpuaaTHOCTI Ha cTagisx
«PacyBaHHa» Ta «laKyBaHHS»,
1140 06YMOB/IEHO TEXHO/IOTYHOHO
MOX/IMBICTIO HAHECEHHS HOMEpY
cepii Ta TepMiHy NpuaaTHOCTi —
METOA0M APYKY B AOMNOBHEHHS A0
MeTOAYy HaHeCeHHSs BiATUCKY;
3MiHM | TUMy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(iHWI 3MiHKW) - NpuBEAEHHSA
cneumaikauii MN13 3a NokasHUKOM
«MikpobionoriyHa uncrota» y
BiANOBIAHICTb A0 BMMoOT EP,
[0AAaTKOBO BBEAEHHS
nepioguyHOCTi NPOBeAEHHS
KOHTpo0 /13 32 AaHum
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MOKa3HUKOM, a came Ha nepLuii
cepii y pouji Ta He pigLle, HiX Ha
KOXHi 5 cepii. 3miHu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHW) - 3 po3giny 3.2.P.5.1
BW/IyYeHO cneumdikauito ans
KOHTPO/I0 TabneTok
Hepo3dacoBaHux TabneTok Ta
113 NpoTAroM BUBYEHHS
cTabinbHocTi. HagaHo
Cneuudpikauii nvuwe ansa M3 Ha
BUMYCK Ta NPOTArOM TEPMiHY
npugaTHocTi. KOHTponb TabneTok
Hepo3dacoBaHWX OnNncaHwin y
po3ginax 3.2.P.3.4. Ta 3.2.P.3.5.
CneuudikaLlist Ha BUBYEHHS
CTabiNbHOCTI HagaHa y po3aini
3.2.P.8.1.; 3miHu Il TMNY - 3MiHK 3
akocTi. A®L. (iHwi 3miHK); CynyTHA
3MiHa - 3MiHK 3 siKocTi. AdI.
KoHTposib A®I (iHLWi 3MiHK)
nofaHHsi OHOB/IEHOTO MacTep-
thaiina Ha A®I Big 3aTBEpPAKEHOTO
BMPOGHMKa 3 BiANOBIAHUMY
3MiHamu o cneumdikauii AdI.
3anponoHoBaHo: M® Bepcii
AP/WFA/B/Ver-004

49,

BENKENA®

nioghinisat Ansa posunHy
Ons iH’ekyii no 3,0 mr; 1
chNakoH 3 NOPOLLKOM Yy
6nicTepHiin ynakosLi; no
1 6nicTepHili ynakoBLji B
KapTOHHIA Kopoo6Li

TOB "[KOHCOH i
[PKOHCOH YKpaiHa"

Ykpaina

Brpo6HMUTBO,
nepBUHHA ynakoBKa
Ta KOHTPO/1b SIKOCTI:

BCN
PapmacboTVKan3

C.n.A, ltanis;
BTopuHHa ynakoBska,
KOHTPO/1b SIKOCTi Ta

BUNYCK cepil:
AHcceH
PapmauesTuka HB,
Benbris

ITania/
Benbris

BHECEHHS 3MiH 0 peecTpaLinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpauiiiHoro NocBigYeHHST)
BHeceHHs 3MiH A0 agpecu
3asBHMKa B 3B'AA3KY 3i 3MiHOO
MicUs NPOBaMKEHHS AiSNIbHOCTI

3a peyernmom

UA/4405/01/03

50.

BEH/TA®AKCUH-
3H

Tabnetku no 37,5 Mr no
10 Tabnetok y 6nictepi;
no 3 abo 5 6nictepis y
KOpoO6Lii 3 KapTOHY

ToBapucTBO 3
obmexeHoo
BiANOBIAA/ILHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeMCcTBO
"300poB's Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTuyHE
nigNpMEMCTBO
"340poB's Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHK | TURY - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil xapakTepucTuui
NiKapcbKoro 3acoby, TeKCTi

3a peyenmom

UA/13809/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IHOBAHOIO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS /iKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NPoBeAeHNX
BiAMNOBIAHO A0 NnaHy
negiatpuyHux gocnimpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHu
BHECEHO Y po3aisin "OcobmBOoCTi
3acTocyBaHHA", "3acTocyBaHHA y
nepiog, BaritTHoCTi abo rogyBaHHs
rpyaar0" (40noBHEHHS iHdopmMaLii
3 6e3nekn), "MobiuHi peakwyji"
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
BiAMNOBiAHO 4O OHOB/IEHOT
iHchopmauii woao 6esnekn
3aCTOCyBaHHSA Ait040i peYOBUHM

51.

BEH/TA®AKCUH-
3H

Tabnetku no 75 mr no 10
Tabnetok y 6nictepi; no
3 abo 5 6nictepiB y
KOpOO6Li 3 KapTOHY

ToBapucTBO 3
obmexeHoo
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaueBTUyHe
nignpMeMCTBO
"3p0poB's Hapoay"

YKpaiHa

ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"XapkiBcbke
hapmaLeBTUyHE
niANPMEMCTBO
"3p0poB's Hapoay"

Ykpaina

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
hapmMakoHarnagy. 3miHa y
KOPOTKIil xapakrepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi Ans
MEJMYHOIO 3aCTOCYBaHHS Ha
nigcrasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
[ocnipkeHb 3 6e3nekn
3aCTOCYyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiinii nepiog, abo
AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUxX
BIANOBIAHO A0 niaHy
nepjatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM
YNOBHOB&XEHVNM OPraHoM) - 3MiHU
BHECEHO y po3ain "OcobnmnBoCTi
3acTocyBaHHA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rogyBaHHs
rpyaato" (40NoBHEHHS iHhopmauil

3a peyenmom

UA/13809/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3 6e3nekn), "MobiuHi peakwyi"
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
BiAMNOBiAHO 4O OHOB/IEHOT
iHchopmauii woao 6esnekn
3aCTOCyBaHHSA Ait040i peYOBUHM
52. BEHOKOP pO3uunH NS iH exuin, 50 MpvBaTHe YkpaiHa MpuBaTtHe YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/14785/01/01
Mr/M Mo 2 MA B amnyni; akuioHepHe akuioHepHe mMartepianis:
no 10 amnyn B navui 3 TOBapUCTBO TOBapuCTBO 3MiHK | TURY - 3MiHK 3 AKOCTI. ADI.
KapTOoHY; Mo 2 M/ B "Nlekxim-Xapkis" "Nlekxim-Xapkis" KoHTponb A®l. 3miHa y
amnyni; no 5 amnyn B napameTpax cneuucpikaii Ta/abo
6nicTepi; no 2 6nictepn O0NYCTUMUX MEX, BUSHAUYEHUX Y
y nauui 3 KapToHy; no 5 cneuudikalisx Ha A®l, abo
M B amnysii; no 5 BUXIiAHWIA/NPOMIKXHWIA
amnyn B navui 3 npoaykT/peareHT, LWwo
KapToHy; Mo 5 mn B BUKOPVCTOBYHOTBCS Y NPOLECI
amnyni; no 5 amnyn B BUpo6HULUTBa API (BUNYUYEHHS
6nicTepi, no 1 6nictepy HEe3HaYHOro NoKasHMKa SKOCTi
y nauui 3 kKapToHy; no 2 (Hanpviknag, BUy4YeHHs
M1 abo 5 mn B amnyni; 3acTapisioro NokasHuka)); CynyTHs
no 100 amnyn B nauu,i 3 3MiHa - 3MiHK 3 AKOCTi. ADI.
KapTOHY KoHTponb A®I. 3miHa y meTogax
BUnNpobysaHHsA APl abo BMXiAHOrO
martepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPXEHNX MeTodax
BMNPOBYBaHHS) - BUNYYEHHS 3i
Cneuucdpikauii / MeTogis
BUMPOOYBaHHA KOHTPO/Ib 3
NoKasHWKOM "Baxkki MeTann" ans
A®| ETAMeTnArigpokeunipuanHy
cyKuMHaTty
53. BEPMOKC® Tabnetku no 100 mr; no TOB "[JKOHCOH i YkpaiHa MocomeankameHTa MopTtyranis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/4226/01/01
6 TabneTtok y 6nictepi; [xoHCOH YkpaiHa" Cocbegage TekHika marepianis: 3miHu | Tuny -
no 1 6nictepy y dapmaueyTtuka, C.A. AOMIHICTpaTMBHI 3MiHW. 3MiHa
KapTOHHII nayui HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHoOro NocBig4YeHHS)
3MiHa agpecu 3asBHUKA.
54, BIHMNOLIETUH- Tabnetkn no 5 mr no 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/2576/02/01
AAPHNLUA TabneToK y KOHTYPHiii "GapmaueBTuyHa "®apmaueBTnyHa marepianis:

YapyHKOBI1 ynakoBLii; no
3 ab0 Mo 5 KOHTYpHUX
4apyHKOBUX YNakoBOK B
nauui

dipma "dapHuus"

ipma "AapHuua"

3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHS TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHdhopmaLil Wwoao
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHA y cuctemi Sl.
3amiHa po3giny “I'padiuHe
0(hOPM/IEHHS YNaKOBKN” Ha
“MapkyBaHHa" B MKA J13.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBE[EHHS 3MiH: NpoTArom 6
MicsILiB 3 ATV 3aTBEPAKEHHS
55. BIHMNOLIETUH- KOHUEHTpaT ons MpAT Ykpaina MpAT YkpaiH BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/2576/01/01
AAPHUUA pO3unHy Ans iHdysii, 5 "dbapmaueBTnyHa "®apmMaueBTnYHa marepianis:
Mr/M/1 MO 2 M1 B amnyrii; ipma "JapHuus" thipma "AapHuus" 3MiHM | TURy - 3MiHK Woao
no 5 amnyn y KOHTYpHiiA 6e3nekn/edeKkTMBHOCTI Ta
YapyHKOBIli ynakoBLij; no thapmakoHarnsgy (iHwi 3MiHn) -
2 KOHTYpHI YapyHKOBI OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM y nauii; no 2 yNakoBKMW NikapCbKoro 3acoby 3
M1 B amnyni; no 10 BHECEHHSM iHhopMauii Woao
amnyn y KOHTYPHii 3a3HaYeHHs OAUHNL
YapyHKOBIli ynakoBLj; no BUMIPIOBaHHSA Y cuctemi Sl.
1 KOHTYpHI YapyHKOBIl BBefeHHs1 3MiH NpoTArom 6-tu
yNakoBLji B NayLi MicAILiB nic/a 3aTBepAKEHHs!
56. BOJIBIT® TabneTkun BKpUTI KYCYM XENTXKEP IHais KYCYM XENTXKEP IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/9290/01/01

060/10HKO M0 5 Mr; Mo
10 Tabnetok y 6nicTepi,
no 3 6nictepu y
KapTOHHI ynakosLi

NBT ATA

NBT NTA4

marepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUNPOBYBaHHS roTOBOrO
nikapcbkoro 3acoby (iHLWi 3MiHN Y
mMeTogax BunpobysaHb
(BKKOYAOUM 3aMiHy a60
[OMOBHEHHS)) - 3MiHM Y MeTogax
BMNpo6yBaHHA 13 1o T.
"PO34YMHEHHA": - YTOYHEHO TUN
npunagy 4718 PO34NHEHHS, -
3MiHEHO PO3YMHHWK A4NA
NpUroTyBaHHs CTaHAapTHOro
PO34MHY, KOHLEHTpaLis PO3UnHYy
3a/IMLWAETLCA HE3MIHHOIO,
BHECEHO OMNMC NPUroTYBaHHS
XOJ1I0CTOr0 PO3YMHY,
- YTOYHEHO KiNTbKICTb iHXEKLIiiA
PO34MHIB; 3MiHW | TUMY - 3MiHK 3

AKOCTi. [0TOBWIA Nikapcbknii 3acib.

KOHTpO/b rOTOBOrO NiKapCbKOro
3acoby. 3miHa y MmeTofax
BMNPOBYBaHHSA rOTOBOrO

NiKapcbKoro 3acoby (HesHayHa
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa Y 3aTBEppKEHUX MeTogax
BUNPOBYBaHHS) -
3MiHM Y MeTogax B1NpobyBaHHSA
N3 po 1. "CynposigHi JOMILIKN" -
BHECEHHS ONWCY MPUroTYBaHHA
XO/10CTOr0 PO3yMHY Ta
PO3YMHHIIKA, | YTOUHEHO Ki/TbKICTb
iHXXeKLi po34nHIB. 3MiHM | TUnNY -
3MiHK 3 AKOCTi. FoTOBMIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepIKEHNX
MeToAax BUNPOBYBaHHS) - 3MiHW Y
mMeTodax BunpobyBaHHs 13 oo T.
"O[HOPIAHICTb 030BaHNX
OAMHULL" - BHECEHHSA onucy
NPUroTyBaHHS XO/TIOCTOr0 PO3YNHY
i YTOUHEHO KiNbKICTb iHXeKL,il
PO34nHIB; 3MiHM | TUMY - 3MiHW 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEpKeHNX MeTofax
BMNPOOYBaHHSA) - 3MiHU y MeToAax
BUNPO6YBaHHA MN13 go 1. "
KinbkicHe BU3HauYeHHs" - BHECEHHSA
OMNCy NPUroTyBaHHA X0J10CTOrO
PO34YMHY | YTOUHEHO Ki/fIbKIiCTb
iHXeKLi/ po34nHiIB;). 3MiHM | TNy -
3MiHM Wwoao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu);
3anponoHOBaHo: BiANOBIAHO A0
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1

57.

FABAMNMEHTUH

NOPOLLIOK (Cy6CcTaHUis) y
NosieTUNEHOBNX
nakeTax gns
chapmaueBTUYHOrO
3aCcTOCYyBaHHsI

XIKAN N4

IHais

XIKAN Nta,

IHais

BHECEHHS 3MiH 40 peecTpavinHmx
MaTepianis: 3miHu | TUny - 3MiHK 3
akocTi. A®l. KoHTponb AdI. 3miHa
y napameTpax cneuudikawii
Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikaLlisx Ha
A®l, ab0 BUXIQHMA/NPOMDKHUIA
NpoAyKT/peareHT, LWwo
BMKOPMCTOBYHOTLCS Y MpoLecCi
BMpo6HMUTBA ADI (iHLWi 3MiHK) -

UA/6811/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BHECEHHS 3MiH [0
Cneuudpikauii/MeTopgis
BMNPOGyBaHHSA AD| MabaneHTuH,
30KpeMa: BU/TyYEHHS NOoKasHuka
"Mikpob6ionoriyHa uncrorta” 3
BiANOBIAHUM METOA0M
BMNPOGYyBaHHA. CynyTHS 3MiHa -
3MiHu 3 siKkocTi. A®l. KoHTponb
A®I. 3miHa y meTodax
BMnNpobyBaHHA APl abo BMXigHOTO
martepiany/npomiKHOro
nNpoAykTy/pearexTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepPKEHNX MeTOoAaxX
BMNPOGYBaHHS). 3MiHu | Tuny -
3MiHu 3 sKocTi. A®l. KoHTponb
A®I (iHWi 3MiHW) - OHOB/IEHHS BXE
3aTBEPAKEHNX METOZIB KOHTPOO
AKOCTI NliKapcbKoro 3acoby, a
came: BUKIafeHHS TEKCTY
YKPaiHCbKOK MOBOIO 3riHO
Cy4YaCHUX BUMOT. 3MiHW | Tvny -
3MiHu 3 sikocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikavisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoAayKT/peareHT, LWwo
BMKOPUCTOBYIOTLCSA Y MpoLeci
BMPO6HMUTBA ADI (iHLWi 3MiHK) -
BHECEHHS 3MiH A0
Cneuudpikanii/MeTogais
BMNpOoGyBaHHs AD| MabaneHTuH,
30KpeMa: BUTy4YEHHS NOoKasHuKa
"Bakki meTanu" 3 BiANOBIAHUM
MeTOoA0M BUNPO6yBaHHSA. CynyTHSA
3MiHa - 3MiHu 3 akocTi. AdL.
KoHTponb A®I. 3miHa y meTogax
BMNpobyBaHHa A®l abo BMXigHOTO
marepiany/npomiKHOro
nNpoAaykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepPKEHNX MeToAaX
BMNPOGYBaHHS). 3MiHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb
A®| (iHWi 3MiHW) - OHOBNEHHSA
DMF Ha A®| MabaneHTuH Bif
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KpanesibH1Lji y Kopobu,i 3
KapToHY

3MiHK | TNy - 3MiHW 3 SKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
dhapmakonei/moHorpadii. 3miHu,

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Bupo6Huka "Nikal Ltd", India 3
Version-0003, No: HJ/A-
GAB/USP/M3-1/A1/UA/15-00 Bia
30.06.2018 Ha Version-0005, No:
HJ/GAB/USP/US/AP/14-08 Big
05.07.2019. BHeceHHs 3MiH A0
po3gainy «lpu3HayeHHs»: 3aMiHa
"0N5 BUPOOHULTBA HECTEPUIBHUX
nikapcbkunx dhopm” Ha "ans
dhapmaLeBTUYHOro 3acTocyBaHHA"
58. FANA30MIH® cnpeii HasaslbHUiA, BapLuaBcbkuii Monbwa BapLuaBchbKuii Monbua BHECEHHS 3MiH j0 peecTpaLiinHmx 6e3 peyenma UA/16346/01/01
KOMBI po3uuH, (1,0 mr + 50,0 thapmaLeBTUYHMI thapmaLeBTUYHWI marepianis:
mr)/mn no 10 mny 3aBof Monbdha AT 3aBog Monbdha AT, 3MiHM | TUMy - 3MiHX 3 AKOCTI.
dhnakoHi-KpanenbHUL; Monbuwa (KOHTposb [oTOBMIA Nikapcbkuii 3aci6. 3MiHK
no 1 donakoHy 3 Ta BuUnyck cepii); y BUPOGHMLTBI. 3miHa po3mipy
PO3YMHOM Yy KOPOOL MepaHa ®apma cepii (BkItoYaoun gianasoH
KapTOHHIl AKLjioOHepHe po3Mipy cepil) rotoBoro
ToBapucTso, nikapcbKoro 3acoby (36inbweHHs
Monbwa 00 10 pasiB MOPIBHSAHO i3
(BMPOGHULTBO, 3aTBEPXEHMM PO3MIPOM) -
nepBUHHE Ta BBEEHHSA AOAATKOBOrO PO3Mipy
BTOpPUHHE cepil roToBOro NikapcbKoro 3acoby
nakyBaHHs, - 1000 «r (1000 n) — 100 000
KOHTPO/b Ta BUMYCK hnakoHis no 10 ms.
cepii) 3anponoHoBaHo: 100 kr (100 1) —
10 000 dpnakoHis no 10 ms. 500 kr
(500 n) — 50 000 chnakoHiB no 10
M. 1000 kr (1000 1) — 100 000
donakoHis no 10 M.
3MiHW | TUMY - 3MiHX 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (BKIrOYatoun gianasoH
po3mipy cepii) roToBoro
niKkapcbKoro 3acoby (36i/bLUeHHs
[0 10 pasiB NMOPIBHAHO i3
3aTBEPIAKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro /likapcbKoro 3acoby
- 500 kr (500 1) — 50 000
donakoHiB no 10 mn
59. FANIYM-XEE/Ib Kpanni opasbHi no 30 M Bionoriwe HimeuunHa Bionoriwe HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/3283/01/01
y thnakoHi-kpanesnbHuLj; XalinbmiTrens XalinbmiTTens marepianis:
no 1 cpnakoHy- Xeenb Mvb6X Xeenb M'm6X
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Ne Hasga snikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

60. FTAHATOH®

TabneTku, BKpUTI

AB6OTT Jlabopatopi3

HimeuunHa

NnoB'si3aHi 3 HEOOXiAHICTIO
npuBeAeHHs y BiANOBIAHICTb A0
MOHorpadii AdY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHanbHOI thapMakonei
Aepxasun €C (3miHa 'y
cneuudikauisix, NoB'A3aHa 3i
3aMiHO BUMOT MoHorpadii APy
ab0 iHLOI HaLioHasTbHOT
thapmakonei gepxasu €C Ha
BMMOrY MoHorpadii €sponeiicbKol
thapmakonel) - 3MiH1M BUMOr
cneuudikauii 418 BUXigHOTo
maTtepiany Calcium fluoratum,
30kpema: 3amiHa MoHorpadii HAB
Ha MoHorpadito Ph. Eur.
3anponoHoBaHo: Specificaton
according to Ph. Eur. monograph
«Calcium fluoratum for
homoeopathic preparations»

NiBKOBOK 060JI0HKOIO,
no 50 mr, no 10
Tabnetok y 6nictepi; no
4 6nicTepu B KAPTOHHIl
Kopoo6Li

m6X

Maiinan ENA K.,
Kart3usama MnnaHt

AnoHis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHU [0 y3araslbHEHUX AaHMX Npo
cuctemy hapmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAasIbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
YNOBHOB&XEHOT 0CO6U 3as1BHYKA,
BiANOBiAaIbHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Thomas

Nisslein, DVM, PhD / Tomac

3a peyenmom

UA/12614/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hiccnaii, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOT
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg
61. FACTPUTON "AP. Kpanni opasbHi no 20 [Op. M'yctaB KnsiiH HimeuyunHa [Op. M'yctaB KnsiiH HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/8950/01/01
KNANRH" mn, abo no 50 mn, abo v6X & Ko. KI Mv6X & Ko. KI marepianis:
no 100 mn y donakoHax 3 3MiHM | TURy - 3MiHK Woao
KpanesibHuLelo; no 1 6e3nekn/edeKkTMBHOCTI Ta
h1aKoHy Y KapTOHHIi thapmakoHarnagy (iHwi 3MiHn) -
Kopoo6Li 3amiHa po3giny «[paciyHe
0hOPMNEHHS YNaKoBKM» Ha
po3gin “MapkysaHHs” MKA N3:
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEpP)KEHOrO TEKCTY
MapKyBaHHS.
3MiHV BHECeHi B TEKCT
MapKyBaHHS YNakoBK/ NikapCbKoro
3aco6by LW040 3a3HaYEHHS
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
SI.
62. FTATUMAK TabneTkn, BKPUTI MAKNEOLC IHais MAKNEO/AC IHais BHECEHHS 3MiH [0 peecTpauiiHnxX 3a peyenmom UA/3159/01/02
060/10HKOI0, N0 400 wmr; PAPMACBIOTUKAN PAPMACBIOTUKAN marepianis:
no 5 tabnetok y C NIMITEL C NNIMITEL 3MiHK | TUny - 3MiHK Woa0
6nicTepi; no 1 6nictepy 6e3nekn/edeKkTBHOCTI Ta
B KapPTOHHIl ynakoBLi thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13:
3arBepaxkeHo: MAPKNPOBKA
TeKCT MapKUPOBKY NEPBUYHON 1
BTOPUYHOW YNaKoBKM
npunaraeTcs. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapcbKoro
3ac00y 3 BHECEHHAM iHthopmalii
LLOA0 3a3HaYEHHS OAUHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicsUIB Nicns 3aTBEpPAKEHHS
63. FEKCAKCUM® | CYCNEH3ist AN1s1 iH'eKUiA, CaHocpi Mactep dpaHuis CaHodpi Mactep, PpaHuin BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B ®paHuis (NoBHWIA mMartepianis:
BAKUVHA ANA nonepeaHsLo LMK BUPOBHMLTBA,
MPODINAKTUKA 3anoBHEHUX LNpULax 3 BUNYCK cepi'l);‘ 3MiHM | TUMY - 3MiHK Y NiArOTOBLY
ANODTEPII, 1-et0 (abo 2-ma) CaHocpi-ABeHTiC koBnaukis flip off, ki €
NPABLA, OKPEMWUMMW rofikamu, no Mpaiisit Ko. N1T4,, KOMMOHEHTaMM MEPBUHHOIO
KALLUTOKY . 1 Wnpuuy B KAPTOHHINA Mnardpopma naKyBaHHs, Lo
(ALENONAPHUN ynakosui; no 0,5 mn (1 NoricTvkM Ta BUKOPUCTOBYHTHCS A1St
KOMMOHEHT), [03a) B nornepeaHbo AncTpubyLii y m.

06TUCHEHHS 3aNOBHEHUX Ta
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep

n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

ynakoska) nocsi04YeHHs1

FENATUTY B 3anoBHEHUX LnpuLax 3 Bypanewr, nepexkpuTUX NPO6Ko h/IaKoHIB Ha
PEKOMBIHAHTHA, | 1-eto0 (abo 2-ma) YropwuHa 2-ilA niHii 3anoBHEHHs B 6yaiBni 33
noniomMmienity OKpemMumu rosikamu, no (BTOPUHHE (B33) Ha BUPOGHWYIN fAinbHULI B
IHAKTUBOBAHA 1 wnpuuy B nakyBaHHs, BUNYyCK Banb-ge-Poli, ®paHuisi; 3MiHu |
TA CTaHOApPTHO-EKCMOPTHIl cepir) MMy - 3MiHW 0 cneyudikadii
3AXBOPHOBAHDb, ynakoBLii, fika MICTUTbCA CKNSIHNX KOHTEeliHepiB, L0
CMPUYNHEHUX Y KapTOHHI kopobu,i 3 BMKOPUCTOBYHOTHCS K NEPBUHHA
HAEMOPHILUS IHCTpYKUieo ans ynakoBKa NiKapcbKoro 3acoby: -
TUny B MeANYHOro [ofaBaHHA TeCTy Ha apceH (As) 3
KOH''OFOBAHA, 3acTocyBaHHs; o 0,5 KpUTEpieM NPUAHATHOCTI «He
AACOPBOBAHA, M (1 gosa) B 6inbLwe 0,1 ppT»; - 3MiHa
PIAKA nonepeaHbLO rpaHNyHOro 3Ha4eHHa ansa

3anoBHEHUX LINpULAax 3 BUNPOOYBaHHA Ha rigponiTuyHy

1-et0 (abo 2-ma) CTilikicTb 3 «?1,3 mL HCI 0,1M» Ha

OKpPEMWUMW rofikamu, no «?1,6 mL HCI 0,1M». PepaakuiliHi

10 wnpuLiB B KAPTOHHIN 3MiHn go po3giny 3.2.P.7.

ynakosui; no 0,5 mn (1

[03a) B nonepefHbLo

3anoBHEHUX LINpULax 3

1-et0 (abo 2-ma)

OKpeMUMU rosikamu, no

10 wnpwuuis B

CTaHAapTHO-eKCMOPTHIi

ynakoBLii, fika MICTUTbCA

Y KapTOHHI kopobu,i 3

IHCTpYKUieo ans

MeAUYHOro

3acTocyBaHHs; no 0,5

M (1 gosa) y

nakoHax, no 10

(h/1aKOHIB Yy KapPTOHHIi

ynakosui; no 0,5 mn (1

[03a) y dhiakoHax, no

10 dpnakoHiB B

CTaHAapTHO-eKCNOPTHIi

ynakoBLii, fika MICTUTbCA

Y KapTOHHiIlA KopobLi.

64. FEKCAKCUM® | CYCNeH3is AN iH'eKUil, CaHodpi MacTep PpaHLis CaHodpi MacTep, ®paHLis BHECEHHS 3MiH [0 peecTpauiiiHux | 3a peyernmom UA/13080/01/01
HEXAXIM no 0,5 mn (1 gosa) B ®paHuia (NoBHWIA YropumHa marepianis:
BAKUVHA And nonepegHL0 LMK BUPOBOHNLTBA, 3MiHN | TURY - 3MiHW 3 AKOCTi. ADI.
MPO®INTAKTUKUN 3anoBHEHWX LWnpuLax 3 BUNyCK cepil); Bypo6HMLUTBO (iHLWi 3MiHN) -
ONDTEPII, 1-e10 (a60 2-ma) CaHodi-ABeHTiC OHoBeHHs po3ainis CTD gocke
NMPABLA, OKpeEMUMY rosikamu, no Mpaiisit Ko. N174,, Ans gitoyoi pevoBuHK Inactivated
KALLU/TIOKY 1 wnpu1uy B KAPTOHHIN Mnatchopma Vero Trivalent Poliovaccine 3
(ALENIONAPHUIA ynakosLi; no 0,5 mn (1 NOTicTVKN Ta MeTOI rapmoHisadii iHdopmadii Ta
KOMMOHEHT), [03a) B nonepesHb0 AncTpubyuii y m. OHOBJIEHHS AaHNX ANs
FENATUTY B 3anoBHEeHUX LWnpuuax 3 Bypanewr, BifNOBIAHOCTI 3 MPOMUC/I0BOIO
PEKOMBIHAHTHA, | 1-eio0 (a6o 2-ma) YropumHa [OKyMeHTauieo. TepmiH BBeAEHHS
nonioMieniTy OKpeMUMM rosikamu, no (BTOpUHHE 3MiH - civyeHb 2022. 3MiHu | Tuny -
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

IHAKTUBOBAHA 1 wnpuuy B nakyBaHHs1, BUMYCK 3miHu 3 axkocTi. A®l. KoHTponb

TA CTaHOAPTHO-EKCMOPTHIl cepir) A®|. 3miHa y napameTpax

3AXBOPIHOBAHDb, yNakoBLii, fika MICTUTbCA cneumdikauii Ta/abo gonycTUMnx

CMPUYNHEHUX Y KapTOHHI kopobu,i 3 MeX, BU3Ha4YeHnX y creumdikayisx

HAEMOPHILUS IHCTpYKUieo ans Ha A®|, abo BYXigHWA/NPOMIKHWIA

TIny B MeaunyHoro npoaykT/peareHT, Lwo

KOH'HOFOBAHA, 3acTocyBaHHs; no 0,5 BMKOPUCTOBYHOTbCS Y MPOLECi

AACOPBOBAHA, M (1 gosa) B BMPOGHULTBa AP (3BYXKEHHS

PIAKA nonepeaHbLo [0NYCTUMUX MEX, BUSHAYEHUX Y

3anoBHEHUX LINpULax 3
1-et0 (abo 2-ma)
OKpPemMVMU rosikamu, no
10 wnpuLiB B KAPTOHHIN
ynakosui; no 0,5 mn (1
[03a) B nonepefHbL0
3anoBHEHUX LINpULax 3
1-et0 (abo 2-ma)
OKpPeMVMY rosikamu, no
10 wnpwuuis B
CTaHfapTHO-eKCNOPTHIl
yNakoBLii, fika MICTUTbCA
Y KapTOHHI kopobu,i 3
IHCTpYKUieo ans
MeAUYHOro
3acTocyBaHHs; no 0,5
M (1 gosa) y
nakoHax, no 10
(h/1aKOHIB Yy KapPTOHHIi
ynakosui; no 0,5 mn (1
[03a) y dhiakoHax, no
10 dpnakoHiB B
CTaHfapTHO-eKCNOPTHIi
ynakoBLii, fika MICTUTbCA
Y KapTOHHIll KOpooLi.

cneumdikauii Ha nikapcbki 3acobu,
[ANSA AKMX OTPUMYETLCA [,03BIN HA
BUMYyCK cepii Bif, opiLiiiHoro
perynsTopHOro opraxy) -
3BYXXEHHSI AONYCTUMUX MEX Npu
BM3HAYEHHI b6akTepiasibHUX
€HJ0TOKCUHIB y NpoLieci
BMPOOHULTBA Ai04OT PeYOBUHMU
Inactivated Vero Trivalent
Poliovaccine Bulk 3 ? 50 IU/ml Ha
< 50 IU/ml. TepmiH BBeZileHHS 3MiH
- civeHb 2022. 3minu | TNy -
3miHu 3 axkocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikayisx
Ha A®I, abo BYXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpOOHULUTBa API (BUNYUYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUy4YeHHs
3acTapifioro nokasHuka)) -
BupganeHHs tTecty Mycoplasma
NS CynepHaTaHTIB KOHTPOSIbHUX
KNiTVH y NpoLeci BUPO6GHNLTBA
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1,2T1a3.

TepMiH BBEAEHHS 3MiH - CiYeHb
2022. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTposnb Adl. 3miHa
y napameTpax cneuudikawiii
Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikauisix Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLECI
BUpo6HUUTBa AP (iHLLI 3MiHK) -
BusHauyeHHs BMiCTY
bGaKTepiasibHUX EHAOTOKCUHIB Y
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

npoveci BUpobHuLTBa
iHaKTMBOBaHVX NONIOBIpYCIiB TUNIB
1, 2 Ta 3 Ha cTagii
KOHLIEHTPOBaHNX OYNLLEHNX
BipyCcHux cycneHsiii (CPVS) Ta
MOHOB&JIEHTHUX H6asIKiB 3aMiCTb
KOHTPO/0 Yy NpoLeci
BMPOOHMLTBA. TEPMiH BBEAEHHS
3MiH - civyeHb 2022, 3miHun | Tvny -
3miHu 3 aKkocTi. A®l. KoHTponb
A®|. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BMNPOBYBaHHSA) - 3MiHK y
BMNPOGYBaHHI NPy BU3HAYEHHiI
aKTMBHOCTI 3BOPOTHOT
TpaHckpuntasmu (Reverse
transcriptase activity) metogom
dhnyopecueHTHO-MiYeHOT
3BOPOTHOT TpaHcKpunTasn
(FPERT, Fluorescent Product
Enhanced Reverse Transcriptase),
LLI0 BUKOPUCTOBYETLCS ANSA
KOHTPO/0 po6040i NOCiBHOT NapTil
y npoveci BUpobHMLTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1, 2 Ta 3. TepMmiH BBEEHHS 3MiH -
civyeHb 2022. 3MiHu | TUNy - 3MiHK
3 AKocTi. A®l. KoHTponb AdI.
3MiHa y MeToAax BMNpoGyBaHHS
A®| abo BUXiZHOrO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0
[0noBHEHHS) A®| abo
BUMXiAHOr0/MPOMiXXHOIO NPOAYKTY) -
[ofaBaHHA anbTepHaTUBHOIO
meTtogy MJIP 3 MmikpoMaTpyyHUm
aHanizom (PCR with microarray
detection test) ons BU3HaYEHHs
Mycoplasma Ha cTagii 36opy
oanHnyHKX BipyciB (Single Virus
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Harvest y npoueci BupobHuuTBa
iHaKTMBOBaHVX NONIOBIpYCIiB TUNIB
1, 2 Ta 3. TepmiH BBEEHHSA 3MiH -

ciyeHb 2022. « 3minHu Il TNy -
3MiHu 3 aKocTi. AL,

Brpo6HMLTBO. 3MiHM B Npoueci

BMPOGHMLUTBA ADI| (3miHa

CTOCYETbCA aKTMBHOI PeYOBUHN

6ion1oriyHoOro/iMyHoONoriYHOro

NOXOKEHHSA ab0 BUKOPUCTaHHSA

XiMiyHUX A®| y BUPOOHULTBI
nikapcbKoro 3acoby
6io10riyHOro/iMyHOMOriYHOrO
MOXOKEHHS, Sika MOXe MaTh
3HaYHWUIA BN/IMB Ha SKICTb, 6e3neky
Ta ehpeKTVBHICTb NiKapCbKoro
3aco0y, i He cTocyeTbCA
nNpoToKosy). 3MiHM y NpoLieci
BMPO6HULITBA Ha cTagil
Concentrated Trivalent
Poliovaccine Bulk Ha ocHOBI
aHanizy KpMTUYHOCTI mpovuecy,
nepernsg napameTpis
BMPOGHMLTBA.

TepmiH BBEAEHHS 3MiH - CiueHb
2022

65.

FEKCUTEKC

necapii no 16 mr; no 5
necapiiB y ctpuni; no 1
abo 2 cTpunn y nauu; i3
KapToHYy

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPUEMCTBO
"CMNEPKO
YKPAIHA"

Ykpaina

CninbHe yKpaiHCbKO-
icnaHcbke
nignpueMcTBO
"Cnepko YkpaiHa"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHu Il TUNYy - 3MiHK 3 AKOCTI. ADL.
(iHwWi 3miHKW) - oHOoBNEHHA DMF Ha
A®| XnoprekcuauHy 6irntokoHaTt
Big, BUpo6HuMKa Unilab Chemicals
and Pharmactuticals Pvt. Ltd.,
India 3 Bepcii No.: UNI/DMF-F/004
Ver. No.: 1.10 Ha No.: UNI/DMF-
F/004 Ver. No.: 02

6e3 peyenma

UA/15693/01/01

66.

FTEMOTPAH®

pO34uH NS iH'ekuiin, 50
mr/mn, no 5 mn a6o no
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nicTepu B nauLi 3
KapToHYy

AT "dapmak”

YKpaiHa

AT "dapmak"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis:
3MiHM | TRy - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3acio.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO JlikapCbKOro 3acoby
(IHLWi 3MiHW) - HE3HAYHI 3MiHN Y
dhopMy/ItoBaHHi BUMOr
cneundikavii 3a NOKa3HUKOM
«lgeHTudikalis», 6e3 3mMiHn
MEeTOAMKM BUNPO6YBaHHs (APY

3a peyernmom

UA/13975/01/01

120




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

2.2.29); 3miHu | TMRY - 3MiHM 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby (a5
NpUBELEHHS Y BiANOBIAHICTb 3
L®Y abo EBponelicbkor
hapMakoneero Ta BUyYEHHS
nocvNaHHA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOBYBaHHS i
oro Homep) - 3MiHK 3a
MOKa3HNKOM «CTepUbHICTb»
(A®Y 2.6.1), 30Kpema, BUTy4eHO
NoBHE BUKIAJEHHS NPOBEAEHHS
METOAVKMN

67.

FTEMOTPAH®

pO34uH aNns iH'ekyiin, 100
mr/mn no 5 mn abo no
10 mn B amnyni; no 5
amnyn y 6nictepi; no 1
abo 2 6nictepn B nayui 3
KapToHYy

AT "®dapmak”

YKpaiHa

AT "dapmak”

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEX FOTOBOrO NiKapCbKoro 3acoby
(IHWWIi 3MiHW) - HE3HAYHI 3MiHN Y
dhopMyItoBaHHI BUMOr
crneundikavii 3a NOKa3HMKOM
«laeHTUdikauis», 6e3 3mMiHun
MEeTOAMKM BUNPOBYBaHHSA (APY
2.2.29); 3minu | TMRY - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA rOTOBOIO
nikapcbKoro 3acoby (415
NpYBELEHHS Y BiANOBIAHICTb 3
[®Y abo EBponelicbKkoto
chapmakoneeto Ta BUNyYEHHS
nocunaHHs Ha 3actapinui
BHYTPILLHI MeToA, BUNPObyBaHHS i
oro Homep) - 3MiHK 3a
NOKa3HNKOM «CTepUIbHICTb»
(A®Y 2.6.1), 30Kkpema, BUIyHEHO
NoBHE BUKNaJEHHSA NPOBEAEHHS
MeToAVKM

3a peyenmom

UA/13975/01/02

68.

FEHTAKCAH

NopoLLOK (CybcTaHUis) y
naswkax i3
nonietuneHTepecTanar
y AN BUPO6GHMUTBA

TOB
"GapmaleBTuyHa
KoMnaHis "dapKoC"

YKpaiHa

TOB
"®apmaueBTnyHa
KoMnaHis "dapKoC"

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMaTtepianis: 3mMiHa 3asaBHUKa
(BnacHvika peecTpadiiHoro

noceig4yeHHs) (3rigHo Hakasy MO3

UA/0831/01/01
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3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ne Hasga snikapcbko20
n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Big 23.07.2015 Ne 460): 3miHu |
TMNY - AOMIHICTPaTUBHI 3MiHW.

HecTepusIbHNX
nikapcbknx hopm

TOB "[OKr

YKpaiHa

TOB "KM

YkpaiHa

3MiHa HalimeHyBaHHSA Ta/abo
afpecu MicLs NPoBaKeHHS
LisiNbHOCTI BUpOOHUKaA
(BKKOYAOUM, 3a HEOOXIAHOCTI,
MicLie NPOBEAEHHSI KOHTPO/I0
AIKOCTI), abo BfiacHuKa mMacTep-
(haiina Ha Adl, abo
noctayanbHuka A®I/BuxigHoro
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 3aCTOCOBYOTbCH Y
BMPO6HMLTBI ADI (KO
3a3HayYeHo y JOCbE Ha NiKapCbKuii
3acib) 3a BiACyTHOCTI cepTuddikara
BiANOBIAHOCTI EBpONechbkili
thapmMakonei y 3aTBepyxeHoMy
nocbe, abo BMPOOHUKA HOBOI
[OMOMDKHOT PEYOBUHY (SIKLLO
3a3HayveHo y A0CbE) 3MiHa Ha3Bu
BMpO6HUKa API, 6e3 3MiHN MicuA
BMPO6GHULTBA
BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3

UA/6719/01/01

69. FENAPUHOBA
MA3b

Mas3b; o 25 r abo no 40
ry Ty6i; no 1 Ty6i B
nauuj

"dbapmaLeBTnyHa
habpuka"

"PapmaueBTnyHa
habpuka"

sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBabHuWit
3aci6. 3MiHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby
(3miHa macu/o6'emy BMICTY
KOHTeliHepa 6araTtof030B0ro
nNiKkapcbKkoro 3acoby ans
HenapeHTepasibHOro
3acTocyBaHHs (abo
0[IHOA030BOr0, YacTKOBOrO
BVKOPUCTaHHS)) - BBeAeHHsA
[o[aTKoBOT ynakoBku — Ty6a 40,
6e3 3MiHM NepBUHHOr0
nakyBa/lbHOro martepiany, 3
BiANOBIAHVMMYK 3MiHaMK [0 po3ainy
«YnakoBKa» Ta
cneuudikavii/meTogax KOHTPOo
[KocTi n. «Maca BMicTy
yNakoBKM». 3MiH/ BHECEHO B
IHCTPYKLil0 ANs MeguyHoro
3aCTOCYBaHHA y p. "Ynakoska" 3
BIAMNOBIAHUMU 3MiHAMU Y TEKCTI

MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3aco6y (BBegeHHs1 3MiH NpOTAroM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
6-TW MicsLIB Nicns 3aTBEPAKEHHS)
70. raPOKCUCEYOB Kancynu no 500 mr no Mepak Nesenbluadt HimeuyunHa Mepak Nesenbliadpt HimeuuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6720/01/01
NHA MEAAK 10 kancyn y 6nictepi; no chrop KniHiwe dorop KniHiwe marepianis:
10 6nicTepiB y kopobui 3 | LUneuianbnpenapar Lneuiansnpenapat 3MiHM | TURy - 3MiHK Woao
KapToHYy e M6X e M6X, HimeuunHa 6e3nekn/edeKkTMBHOCTI Ta
(BUPOGHVIK, WO thapmakoHarnagy. BeegeHHs abo
BignoBigae 3a 3MiHV [0 y3ara/ibBHEHUX AaHuX Mpo
BTOPWHHE cuctemy hapmakoHarnagy
nakyBaHHs, (BBEAEHHSA y3araslbHEHUX AaHNX
MapKyBaHHs npo cucTemy dpapmakoHarnsgy,
nepBUHHOI 3MiHa YNOBHOBaXEHOT 0cobu,
yrnaKkoBKH, BiANOBIA&/IbHOI 3a 3AiICHEHHS
KOHTPO/1b/BUNPOOYB chapmakoHarnsgy; KOHTakTHoI
aHHA cepii Ta 3a ocobu 3 hapmakoHarnsgy
BUMYCK cepil); XaynT 3asBHUKA ANA 34IACHEHHSA
dapma Amaper thapmakoHarnagy B YKpaiHi, AKLio
Mv6X, HimeyunHa, BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
HimeuunHa ocobw, BiaNoBiAa/IbHOT 3a
(BMPOGHUIK, L0 3[jiCHEeHHs1 hapmakoHariagy
Bignosigae 3a (BK/THOYAKOYM KOHTAKTHI AaHi)
BMPOGHMLTBO Ta/abo 3MiHW y PO3MILLEHHI
nikapcbKoro 3acoby, MacTep-caiina cuctemun
nepBuHHE, BTOPUHHE thapmakoHarnagy) - 3amiHa
nakyBaHHs, KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
MapKyBaHHs1, 0co6u 3asBHWKa, BiANOBiAALHOI
KOHTPO/b/BUNPOGYB 3a (hapmakoHarnag, B YkpaiHi.
aHHs cepii) MponoHoBaHa pepfakuis: bakyH
AHHa OnekcaHgpiBHa. 3MiHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
dhapmMakoHarniag B YkpaiHi
71. FNHIOKO3A- po3unH gns iHdysin, 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/14001/01/01
AAPHNLUSA mr/mn, no 200 mn abo "apmaueBTnyHa "hapmMaueBTNYHa marepianis:

no 400 mn a6o no 250
M1 abo no 500 mny
dhnakoHax

ipma "OapHuus”

ipma "JapHuus”

3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnsagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BignoBigabHOI 3a 3MjiACHEHHSI
hapMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiICHEHHS
thapmakoHarnagy B YkpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobu, BiANoBiAa/IbHOI 3a
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3[jiCHEeHHs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
mMacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pegakuis: Typok
B'ayecnas B'a4yecnaBoBuy

72.

FT’PAHOLUNT® 34

niodpinizaT ANs posumHy
Ans iH'ekuii no 33,6 mMaH
MO (263 mkr) Ne 5: no 5
donakoHiB 3i ckna Tvna |
¢ niogoinizatom,
YKyrnopeHux npobkamu
ryMOBUMW GYTUIOBUMU
Ta 06XaTvx KoBnavykamu
atoMiHIEBMMU B
KomnnekTi 3 5 amnynamu
no 1 mn 3sicknatuny | 3
PO34MHHKKOM (BOAa AN
iH'EKLiI1) B KAPTOHHIlA
Kopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

Faynt ®apma
NiBpoH , ®paHuis
(BMpPOGHMLTBO
PO3YMHHNIKa,
nepBuHHE
nakyBaHHS,
KOHTPO/Ib SKOCTI);
CaHodpi BiHTpon
IHpacTpia, ®paHuis
(BTOpPUHHE
nakyBaHHs,
KOHTPO/1b SIKOCTi Ta
BUMNYCK cepiit
niodpinisaty Ta
pO34nHHKKa); LLyrai
dapma
MaHyhekTypuHr Ko.
Nta, AnoHis
(BUPOBHMLTBO
niocpinisaty,
nepBuHHE
nakyBaHHs,
KOHTPO/1b SIKOCTI)

PpaHuin
AnoHis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHuW Il TUny - 3MiHK 3 aKocTi. AdI.
KoHTposnb A®L. 3miHa y
napameTpax cneundikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYIOTHCS Y NPOLECI
BMPO6HULTBA AD| (BUNYYEHHS
napameTpa cneundikauii, Akui
MOXe MaTh CyTTEBWIA BB Ha
AKiCTb A®| Ta/abo rotoBoro
nikapcbKoro 3acoby) - BUganeHHs
i3 po3giny «Bunpo6oByBaHHS Ha
BMICT AOMILLOK» A0C/igKyBaHOrO
napameTpa «binok knitnH CHO»
(meTtogom ILA) cneuudpikauii AdI
Ha OCHOBI ICTOPUYHUX AaHWX
BMPOGHULITBA, AaHWX Banigauii
BUPOGHMLTBA ADI, CTATUCTUYHMX
JaHnx ananisy cepii A®l; 3miHum 11
TUMY - 3MiHW 3 AKOCTi. ADI.
KoHTposnb A®L. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
crneundikauiax Ha A®l, abo
BUXiAHWIA/NPOMDKHWIA
npoAayKT/peareHT, Wwo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPO6HUMLTBA AD| (BUNYYEHHS
napameTpa cneundikauii, Akui
MOXe MaTh CyTTEBWIA BB Ha
AKiCTb A®| Ta/abo rotoBoro
nikapcbKoro 3acoby) - BUaaneHHs
i3 po3giny «BunpoboByBaHHS Ha
BMICT AOMILLOK» A0C/igKyBaHOroO
napametpa «3anuwkosa JHK»

3a peyenmom

UA/5627/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(meTogom ILA immyHoRiraHaHWI
aHarniz)) cneumdikauii APl Ha
OCHOBI ICTOPUYHMX AaHNX
BMPOOHMLITBA, AaHWX Banigauii
BMPOGHMLTBA ADI, CTATUCTUYHKX
JaHnx ananisy cepii Adl.
Pepaktopcbki npasku: 3.2.S.4.
(pogatkm 5 Ta 9 fo posginy
3.2.5.4.3 BuyyeHi).
73. DAKAPBA3VH MOpPOLUIOK ANS Mepak esenbwadT HimeuyunHa BTopuHHe Himeuunna/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/6987/01/03
MELAK NPUroTyBaHHA dotop KAiHiwe nakyBaHHs, Yecbka mMartepianis: yTOUHEHHS
pPO3uunHy Ans iHdys3ii Lneuianbnpenapar MapKyBaHHS, Pecny6nika | HanucaHHs nikapcbkoi popmu B
no 500 mr; 1 conakoH 3 e M6X KOHTPO/b Ta BUMYCK Haka3i MO3 YkpaiHu Ne 347 Bipg,
NOpPOLLKOM Y KopobLi 3 cepi: 24.02.2021 B npoueci BHECEHHA

KapTOoHY

Mepak esenbwadt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuuunHa;
Bupo6HuyTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS Ta
KOHTpPOb cepii:
OHKome[,
MeHbodeKUEPIHT
a.c., Yecbka
Pecny6nika;
Bupo6HMLTBO "in
bulk", nepsuHHe
nakyBaHHSA Ta
KOHTPO/b cepil:
OHkoTek dapma
MpogakwH MbX,
HimeuumnHa,;
MapkyBaHHA Ta
BTOPUHHE
nakyBaHHs,
HaHeCeHHs 3aX1CHOT
nniBKn
(onuioHanbHoO):
Meg-IKC-MNpecc
'mM6X, HimewunHa

3MiH (3MiHuK | TUNY - 3MiHK 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechkili
thapmakonei: gna A®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[LOMOMDKHOT peYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBuii cepTudikat Big, HOBOro
BMPOGHMKa (3amMiHa abo
[ONOBHEHHS) BBefeHHs
BUpo6HUKa APl fakapbasuH
SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,
China 3 nogaHHsiIM HOBOro
CepTuchikaTta BiANOBIAHOCTI
€Bponelicbkiin hapmakonei Ne R1-
CEP 2010-315-Rev 01. 3MiHu |
TUny - 3MiHK 3 AKOCTI. [0TOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHMUTBI. 3MiHU y npoLeci
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKOYaK4n
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI
roToBOro fikapcbkoro 3acoby (iHLwi
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM) CynyTHS 3MiHa - 3MiHW 3
sKocTi. FoToBWMIA Nikapcbkuii 3aci6.
3MiHN y BUpPO6HMLTBI. 3amiHa abo

BBEAEHHS [0AATKOBOI AiflbHML,

BUPOGHMLITBA A1 YaCTMHM abo

BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA oNS BTOPUHHOTO
nakyBaHHs) - BBeeHHsA
[04aTKOBOT BUPOBGHMYOT AifIbHUL
Meg-IKC-MNpecc M'm6X / Med-X-
Press GmbH 3a agpecoto
Mpaxepuwrir 1, 38644 ocnap,
HimeuunHa / Pracherstieg 1,
38644 Goslar, Germany,
BiANOBIAA/IbHOI 32 MapKyBaHHS Ta
BTOPWHHE MakKyBaHHS, HAHECEHHS
3axMCHOI nNiBku (OnNuioHanbHO) Ta,
SIK HAC/MiJOoK, 3MiHN Y npoLeci
BTOPMHHOrO nakysaHHs J13.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNSA 3aTBEPAYKEHHS.).
Pepakuis B Hakasi: NOPOLLOK Ans
NPUroTyBaHHS PO34UHY ANS
iH'exuili abo iHdyy3in no 500 mr
a6o 1000 mr. BipHa peaakuis:

MOPOLLOK A/IA NPUroTyBaHHA
po3uuHy Ans iHdysiii no 500 mr

a6o no 1000 mr.

74.

DAKAPBA3VH
MEAAK

NOpPOLLOK ANA
NPUroTyBaHHA
po3uuHy Ans iHdys3in
no 1000 wmr; 1 dhnakoH 3
NMOPOLLKOM Y KOpo6Li 3
KapToHy

Mepak lesenbwadt
chrop KniHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

BTopuHHe
nakyBaHHs,
MapKyBaHHs,

KOHTPO/b Ta BUMYCK

cepii:

Mepak esenbliadpt

dorop KNiHiwe

Lneuiansnpenapat
e M6X, HimeuumnHa;

Bupo6HuyTBO "in
bulk", nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS Ta
KOHTPO/b cepil:
OHkomepq
MeHbODEKYEPIHT
a.c., Yecbka
Pecnyb6nika;
Bupo6HMLUTBO “in

Himeyunna/
Yecbka
Pecny6nika

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianiB: yTOUHEHHSA
HanucaHHsa nikapcbKoi chopmu B
Haka3i MO3 YkpaiHu Ne 347 Bipg,
24.02.2021 B npoueci BHECEHHS
3MiH (3MiHn | TUNY - 3MiHK 3
akocTi. CepTtudikat
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[0MOMIDKHOT peYOBUHM

3a peyernmom

UA/6987/01/04
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

bulk", nepBuHHe
nakyBaHHs Ta
KOHTpPONb cepii:
OHkoTek ®apma
MpopgakwH MvéxX,
HimeuumnHa,;
MapkyBaHHsa Ta
BTOPUHHE
nakyBaHHs,
HaHeCceHHA 3ax1cHoT
nniBku
(onuioHanbHoO):
Meg-IKC-MNpecc
v6X, HimeuunHa

(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) -
HoBwii cepTudikar Big HOBOro

BMPOGHMKa (3aMiHa abo
[ONOBHEHHS) BBeaeHHs
BMpOo6HUKa AP| nakapbasnH
SUZHOU LIXIN
PHARMACEUTICAL CO., LTD.,

China 3 nogaHHsiM HOBOTO

CepTucpikaTa BiANOBIAHOCTI

€Bponelicbkiit hapmakonei Ne R1-
CEP 2010-315-Rev 01. 3MmiHm |
TUny - 3MiHK 3 AKOCTI. [0TOBWMIA

nikapcbkuii 3aci6. 3miHn y

BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM) CynyTHSA 3MiHa - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
3MiHU y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiflbHML,
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BUPOGHMYOro npovecy
roTOBOro NikapcbKoro 3acoby

(AinbHULSA AN18 BTOPUHHOMO

nakyBaHHs) - BBefeHHs
[04aTKOBOT BUPOBGHMYOT AifIbHULL
Mepg-IKC-Mpecc M'm6X / Med-X-
Press GmbH 3a agpecoto
MpaxepwrTir 1, 38644 Nocnap,
HimeuuunHa / Pracherstieg 1,
38644 Goslar, Germany,
BiANOBIAA/IbHOI 3@ MapKyBaHHSA Ta
BTOPWHHE NaKyBaHHS, HAHECEHHS
3aX1CHOT NiBKY (OnuioHanbHO) Ta,
K HAcCNifoK, 3MiHN y npoveci

BTOPWHHOTO nakyBaHHs J13.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALiB MiCNSA 3aTBEPAYKEHHS.).

Pepakuis B Hakasi: NOpoLOK Ans

NPUroTyBaHHS PO3YnHY Ans
iH'ekUili abo iHdyy3iit no 500 mr
a6o 1000 mr. BipHa pegakuis:
NOPOLLOK A1 NPUroTyBaHHA

po3uuHy ans iHdysiii no 500 mr
a6o no 1000 mr.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

75.

DANALVH

Cyno3uTopii BariHa/bHi
no 100 mr; no 3
cynosuTtopii y
namiHoBaHii donb3i
(ctpuni); no 1 ctpuny 3 1
annikaTopom y
KapTOHHI KOopooLi

Mdpaiizep IHk.

CLUA

dapmauis i AngKoH
Komnani N1N1C

CLIA

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
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
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnagy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy: fitoua
pefakuis: ®paHcyasa yma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: Bapbapa
[le bepHapgi/ Barbara De
Bernardi. 3MiHa KOHTaKTHUX AaHNX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
dhapmakoHarnsay

3a peyernmom

UA/11124/01/01

76.

AAPYHABIP KPKA

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 400 wmr; no 30
TabneTok y dosiakoHi 3
nonieTuneHy BUCOKOI
LLiNIbHOCTI 3
noninponisieHoBo
KPWLLIKOHO, LLLO
3aKpy4vyeTbCs, i3
3aXUCTOM Bif
BiAKPUBAHHSA AiTbMU; MO
2 doNaKkoHW y KapTOHHIN
Kopoo6Li

KPKA, a.4., HoBo
MecTo

CnoseHis

BMPOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b Ta BUMYCK
cepii: KPKA, a.4.,
HoBo mecTo,
CnoseHis;
KOHTPO/b cepii
(TinbKM hiznyHi Ta
XiMiYHi meToau
KOHTpont0): KPKA,
A0.4a., Hoso mecTo,
CnoseHis

CnoBeHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHs roTOBOrO J1iKapCbKOro
3ac00y (36ibLUEeHHS TEPMIHY
NpYUAATHOCTI FOTOBOTO NiKapPCbKOro
3acoby) - N ToproBoi ynakoBkn
(nigTBEPAXKYETLCA AaHUMU
peasibHOro Yacy) - 36iNbLUeHHs
TepMiHy NpMAATHOCTI FOTOBOTO
nikapcbKoro 3acooby.
3aTBepmkeHo: TepMiH
npuaaTHOCTI. 2 POKK.
3anponoHoBaHo: TepMmiH

3a peyernmom

UA/17159/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npuaaTHoOCTI. 3 pokn. BeedeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPKEHHS
77. AAPYHABIP KPKA TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis BMPOGHMLTBO "in CnoBeHisi BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/17159/01/02
NNiBKOBOK 060/I0HKOHO, MecTo bulk", nepBrHHe Ta mMartepianis: 3MiHu | TNy - 3MiHK 3
no 600 mr; no 30 BTOPVHHE AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
TabneTok y dosiakoHi 3 nakyBaHHs, CrabinbHicTb. 3MiHa y TepMiHax
nonieTuneHy BUCOKOI KOHTPO/b Ta BUMYCK npuaaTHoOCTI abo ymoBax
LWiNbHOCTI 3 cepii: KPKA, a.4., 36epiraHHsa roToBOro NikapcbKoro
noninponisieHoBo HoBo mecTo, 3ac00y (36ibLUEeHHS TEPMiHY
KPWLLIKOHO, LLLO CnoBeHis; NpYAATHOCTI FOTOBOTO NiKaPCbKOro
3aKpyyvyeTbCs, i3 KOHTPO/Ib cepii 3acoby) - 1 TOproBoi ynakoBkn
3axMCTOM Bif (TinbKM hiznyHi Ta (nigTBEPAKYETLCA AaHUMU
BiAKPUBAHHSA AiTbMU; MO XiMiYHi meToaU peasibHOro Yacy) - 36iNbLUeHHs
2 donakoHW y KapTOHHIl KOHTpomt0): KPKA, TepMiHy NpWAATHOCTI FOTOBOTO
Kopoo6Li A.4., Hoso mecTo, nikapcbKoro 3acooby.
CnoBeHis 3aTBepmkeHo: TepMiH
npuaaTHOCTI. 2 POKK.
3anponoHoBaHo: TepMmiH
npuaaTHocCTI. 3 poku. BBeaeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
78. OAPYHABIP KPKA TabneTkn, BKPUTI KPKA, a.4., Hoso CnoseHis BUPOBHMUTBO "in CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/17159/01/03
NAIBKOBOK 060/TI0HKOIO, MecTo bulk", nepBrHHe Ta mMartepianis: 3MiHu | TUny - 3MiHK 3
no 800 mr; no 30 BTOpPUHHE sKocTi. FoToBwMIA Nikapcbkuii 3aci6.
Tabnetok y hnakoHi 3 nakyBaHHs, CT1abifibHICTb. 3MiHa y TepMiHax
nonieTuneHy BUCOKOI KOHTPO/1b Ta BUMYCK npugaTHocTi abo ymoBax
LiNIbHOCTI 3 cepii: KPKA, a.4., 36epiraHHsA roTOBOro NikapcbKoro
noninponisieHoBOK HoBo mecTo, 3aco6y (36iNbLUEeHHS TEPMiHY
KPULLIKOIO, LLIO CnoBeHis; NPWAATHOCTI TOTOBOTO JTiKAPCbKOro
3aKpyyyeTbcs, i3 KOHTPO/Ib cepii 3acoby) - [N ToproBoi ynakoBKku
3aXUCTOM Bif (TiNbKM isnyHi Ta (niaTBEPOXKYETHCA AAHUMU
BiAKPVBAHHSA AiTbMU; NO XiMiYHi MmeTogm peasibHOro yacy) - 36i/bLIeHHS
1 donakoHy y KapTOHHIiA KOHTpOst0): KPKA, TepMiHy NpuAaTHOCTI rOTOBOro
KopoobLi 4.4., HoBo mecTo, niKapcbKoro 3acooby.
CnoBeHis 3arBepmkeHo: TepMmiH
NPUAATHOCTI. 2 POKW.
3anponoHoBaHo: TepMiH
npugaTHocTi. 3 pokun. BeeaeHHsA
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHS
79. ABALE 200 TabneTky Wwunyui, no MpAT YkpaiHa E-®apma TpeHTO ITanis BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/18138/01/01
200 mr no 20 TabneTok y "GapmaueBTuyHa C.n.A. marepianis:

Ty6i, no 1 Ty6i B nayu,i

dipma "dapHuus"

3MiHM | TUny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHS TEKCTY MapKyBaHHS
YyNaKoBKM NiKapCbKoro 3acoby 3
BHECEHHAM iHdhopmaLil Wwoao
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA Y cuctemi Sl.

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

80.

LOBALE NTOHT

TabneTku WwWunyui, no
600 mr no 10 TabneTok y
Ty6i, no 1 Ty6i B nayu,i

MpAT
"dbapmaLeBTnyHa
ipma "JapHuus”

YKpaiHa

E-®apma TpeHTO
C.nA,

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopMmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nicna 3aTBepAKEHHs!

6e3 peyenma

UA/18139/01/01

81.

AENO-NPOBEPA®

CYCneH3ist gNst iH'eKwji,
150 mr/mn, no 3,3 Mny
donakoHi; no 1 dpnakony
B KapTOHHIi kopobLyi

MN®ANIEP IHK.

CWA

Mdpaiizep
MeHtochekuypuHr
Benbris HB, benbris

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHu |l TUNYy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOIO 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKMIHIYHUMU, KAIHIYHUMMN
JaHUMK Ta fiaHumK 3
hapmakoHarnsay - 3MiH1 BHeCeHO
[0 IHCTPYKUIT A48 Mean4Horo
3aCTOCYyBaHHSA MiKapcbKoro 3acoby
00 po3ginis "®apmakonorivHi
BnactusocTi" Ta "OcobnnBocTi
3acTocyBaHHA" BignoBigHO 40
marepianis peecTpaujiitHoro
[ocbe. BBeeHHs 3MiH NpoTArom
3-X MicsaUIB nicns 3aTBEpPAKEHHS

3a peyenmom

UA/0499/01/01

82.

AENO-NPOBEPA®

CYCNeH3ist ANA iH'eKLilA,
150 mr/mn; no 3,3 Mny
dhnakoHi; no 1 dpnakony
B KapTOHHiiA KOpO6L

Mdcpaiizep IHK.

CLIA

Mdpaiizep
MeHodheKIypUHr
Benbris HB

Benbris

BHECEHHS 3MiH 1O peecTpaviiHnx
mMartepianis:
3MiHK | TUNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnisgy. BeegeHHs abo
3MiHM [0 y3ara/iHEHUX AaHuX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cuctemy chapmakoHarnsgy,
3MiHa YyNoBHOBaXeHOi 0cobu,
BiAMNOBiAa/IbHOI 3a 34iACHEHHSI

hapmakoHarnsgy; KOHTakTHol

3a peyenmom

UA/0499/01/01
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n/n

Hasga snikapcbko20
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
thapmakoHarnagy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3asiBHMKA,
BiANOBIAAIbHOT 3a 34iiCHEHHS
thapmakoHarnsgy: fitoua
pefakuis: ®paHcyasa yma-
Cinnan/ Francoise Dumas-Sillan.
MponoHoBaHa pepakuis: Bapbapa
[e bepHapgi/ Barbara De
Bernardi. 3MiHa KOHTaKTHUX AaHWX
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiiCHEHHS
dpapmakoHarnsay

83.

AENO-NPOBEPA®

CycneHsist gns iH'ekujin,
150 mr/mn; no 1 mn
cycneHsii y gonakoHi abo
3aMoBHEHOMY LUMPUL,
no 1 cpnakoHy a6o 1
LUNPULLY B KAPTOHHIi
KopooLi

Mdpaiizep IHkK.

CLUA

Mdpaiizep
MeHtoghekUypuHr
Benbria H

Benbris

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHY | TRy - 3MiHK WoAo
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHU [0 y3araslbHEHUX AaHMX Npo
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,
BiANOBIA&/IbHOI 3a 3AiICHEHHS
thapmakoHarnsagy:
[Litova pepakuin: dpaHcyasa
[Jywma-Cinnan/ Francoise Dumas-
Sillan. NMponoHoBaHa pegakuis:

3a peyenmom

UA/11244/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Bap6apa [le BepHappi/ Barbara
De Bernardi. 3MiHa KOHTaKTHUX
[aHyX YNOBHOB&XeEHOI 0co6u
3as1BHMKA, BignoBigasibHOI 3a
3[jiCHEHHSI hapMakoHarsay
84. AEMNPECAH TabneTkn, BKPUTI ToBapucTBo 3 YkpaiHa Bunyck cepii: Ykpaina BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/13811/01/01
NAiBKOBOK 000I0HKOMO, o6MexeHo ToBapucTBO 3 Marepianis: 3mMiHu | TMny - 3MiHK
no 5 mr, no 10 Tabnetok BiANOBIAANIbHICTIO 06MeXeHo ofo 6e3nekn/edekTMBHOCTI Ta
y 6nictepi; no 3 abo 6 "Xapkiscbke BiANOBIAA/LHICTIO thapmakoHarnsgy. 3miHa 'y
6nicTepiB y kopobuj 3 thapmaueBTUYHe "XapkiBcbke KOPOTKIil XapakTepucTuui
KapToHYy nigNpPUEMCTBO hapmaLeBTUyHE NiKapcbKoro 3acoby, TekcTi
"3p0poB.'s Hapoay" nigNpPMEMCTBO MapKyBaHHS Ta IHCTPYKLU|i Ans
"300poB's Hapoay", Me[NYHOro 3acTocyBaHHA Ha
YkpaiHa; Yci ctagii nigcTasi perynsipHo
BMPOGHMLTBA, OHOB/IHOBAHOrO 3BITY 3 6e3neku
KOHTPO/b AKOCTI: nikapcbKkoro 3acoby, abo
ToBapucTBO 3 pocnipkeHb 3 6e3neku
06MeXeHo 3acToCyBaHHSA NikapcbKoro 3acoby
BiANOBiAA/IbHICTIO B nicnsipeecTpaLiiiuii nepiog, abo
"®APMEKC Irpyn-, AIK pe3ybTar OLiHKN 3BiTY 3
YkpaiHa [OCnigpKeHb, NpoBeAeHNX
BiANOBIAHO A0 MiaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3rof)keHo 3 KOMNETEHTHUM
YMOBHOB&XEHVM OPraHoM) - 3MiHU
BHECeHi 10 iIHCTPYKUii ans
MeJMNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco61BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyvHi peakuji”
BiANOBIAHO A0 OHOBNEHOI
iHchbopmawii 3 6e3neku gjtoyoi
PEeYOoBWHM
85. AEMNPECAH TabneTkn, BKPUTI ToBapucTBO 3 YkpaiHa Bunyck cepii: Ykpaina BHECEHHS 3MiH 40 peecTpauiiHnX 3a peyernmom UA/13811/01/02
NAiBKOBOK 000I0HKOMO, o6MexeHo ToBapucTBo 3 MaTepianis: 3MiHU | TNy - 3MiHK
no 10 mr, no 10 BiANOBiAANLHICTIO 06MmexXeHo wofo 6esnekn/edekTMBHOCTI Ta
TabneTtok y 6aictepi; no "XapkiBcbke BiANOBIAA/LHICTIO thapmakoHarnsgy. 3miHa 'y
3 abo 6 6nictepiB y hapmaueBTuyHe "XapkiBcbke KOPOTKIil XapakTepucTuui
KOpo6Li 3 KapTOHY nigNpPUEMCTBO hapmaLeBTuyHE NiKapcbKoro 3acoby, TekcTi

"340poB'a Hapoay"

nigNpMEMCTBO
"340poB's Hapoay"”,
YkpaiHa; Yci ctagii
BMPOGHMLTBA,
KOHTPO/b AKOCTI:
ToBapucTso 3
06MeXeHot
BifNOBIAANLHICTIO

MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IHOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnipkeHb 3 6e3neku
3acToCyBaHHSA NikapcbKoro 3acoby

B nicnsipeecTpauiiHmnii nepioa, abo
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"®APMEKC rPyn", AK pe3ynbTaT OLiHK/ 3BITYy 3
YkpaiHa nocnimkeHb, NpoBeaeHnX
BIANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rofkeHo 3 KOMMETEHTHUM
YNOBHOB&XEHVNM OPraHoM) - 3MiHu
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y posginu:
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobivHi peaxwii”
BifNOBIAHO 1O OHOB/IEHOT
iHchbopmawii 3 6esneku giroyoi
pPEeYOoBMHM
86. OENPECAH TabneTku, BKPUTI ToBapucTBo 3 Ykpaina Bunyck cepii: YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13811/01/03
NAiBKOBOK 060/I0HKOHO, obmexeHoro ToBapucTBo 3 marepianis: 3miHu | Tvny - 3miHn
no 20 mr, no 10 BigNOBiAa/IbHICTIO 06MeXeHOo Loao 6e3nekn/edeKTMBHOCTI Ta
Tabnetok y 6nictepi; no "XapkiBcbke BiANOBIAANILHICTIO hapmMakoHarnagy. 3miHa y
3 abo 6 6nicTepiB y thapmaueBTuuHe "XapkiBCcbke KOPOTKIil xapakrepucTuui
KOpOO6Li 3 KapTOHY nignpMeEMCTBO hapmaueBTUYHe nikapcbKoro 3acoby, TeKCTi
"340p0oB'a Hapoay" nignpueMcTBO MapKyBaHHS Ta IHCTPYKLIi AN
"340poB'a Hapoay", Me[MYHOro 3aCToCyBaHHA Ha
YkpaiHa; Yci cTagii nigcrasi perynsipHo
BUPOGHMLTBA, OHOB/IOBAHOIO 3BITY 3 6e3neku
KOHTPO/b SIKOCTI: nikapcbKoro 3acoby, abo
ToBapucTBO 3 JocnimpkeHb 3 6esnekn
06MeXeHo 3acTocyBaHHSA NikapcbKoro 3acoby
BiANOBIAA/ILHICTIO B nicnspeecTpauiinHnin nepiog, abo
"®APMEKC rPym", AK pe3ynbTaT OLiHK/ 3BITYy 3
YkpaiHa nocnimkeHb, NpoBefeHnX
BIANOBIAHO A0 niaHy
nepjatpuyHux gocnigpkeHs (PIP)
(3MiHY Y3rof)KeHO 3 KOMNETEHTHUM
YMOBHOB&XEHVNM OPraHoM) - 3MiHU
BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y posainu:
"Oco61MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rofyBaHHs
rpyaaro”, "MobivHi peaxuii”
BifNOBIAHO 1O OHOB/IEHOT
iHchopmawii 3 6esneku gjroyoi
PeYOoBWHM
87. LOEPEBIO TPABA Tpasa no 50 ry nayui 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2357/01/01
BHYTPILLUHIM MakeToMm; no PapmaLeBTUYHA PapmaueBTUYHA marepianis:

1,5 r y chinbTp-nakeTi; no

habpuka "Biona"

habpuka "Biona"

3MiHW | TNy - 3MiHK WoA0
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
20 dhinbTp-nakeTiB y 6e3nekn/edeKTUBHOCTI Ta
nauui thapmakoHarnagy (iHwi 3MiHu) -
3MiHV BHECEHI B TEKCT MapKyBaHHs
yNakoBOK NiKapCbKOoro 3acoby
(n.17) wono HaHeceHHs Toprosoil
Mapku
88. ANBA30/- PO34uH ANs iH'ekui, 10 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/4780/01/01
OAPHULUA Mr/mn no 1 mn a6o 5 mn "PapmaLeBThYHA "PapMaueBTNYHA mMartepianis:
B amnyni; no 5 amnyny ipma "OapHuus" ipma "AapHuug" 3MiHW | TUny - 3MiHK Woao
KOHTYPHIli YapyHKOBIi 6e3nekn/edekTUBHOCTI Ta
YyNakoBLii; MO 2 KOHTYPHI hapmakoHarnsgy - BHECEHHS 3MiH
YapyHKOBi YNakoBKW B [0 posginy “MapkysaHHs" MKA
nauu,i N3. 3anponoHoBaHo:
MAPKYBAHHSA BignosigHo fo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!
89. AVNKNO®PEHAK Cyno3nTopii pekTasibHi MpuBatHe Ykpaina MpusaTHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/13933/01/01
no 0,1 r in bulk: Ne1000 akujioHepHe akujioHepHe marepianis:
(no 5 cynosuTopiiB y TOBapuCTBO TOBapuCTBO 3MiHM | TUNY - 3MiHK WOA0

6nictepi, no 200
6nicTepiB y ALLMKY)

"Jlekxim-Xapkis"

"Jlekxim-Xapkis"

6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJ/IEHHS BXe 3aTBEePKEeHOro
TEKCTY MapKyBaHHs A/151 yNakoBKn
in bulk: Ne 1000 (no 5
cynosuTopiiB y 6nictepi: no 200
6nicTepiB y ALMKY (BHECEHHS
no3HayYeHb OAVHWLb
BVMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTMHCbKOro angasity, Ta
ToLWwo)): 3arBepaxeHo: MPAGIYHE
O®OPMJIEHHA YNAKOBKU
[opaetbesa. Ans nikapcbkoro
3acoby y goopmi in bulk:
MAPKYBAHHA. JogaeTtbes.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpAXeHOro
TEKCTY MapKyBaHHs. [na
nikapcbKoro 3acoby y gopmi in
bulk: MAPKYBAHHSA. BignosigHo
[0 3aTBEPAXKEHOIO TEKCTY
MapKyBaHHS, L0 A0AAETLCS.
3MiHM BHECEHI B TEKCT
MapKyBaHHS YNakoBKW J1iKapCbKOro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aco0y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NpoTArom 3-x
MicAILiB Nic/a 3aTBepAKEHHs!

90.

AVNKNO®PEHAK

Cyno3nTopii pekTasbHi
no0,1r,no5
cynosuTopiiB y 6nictepi,
no 2 6nictepu B navui

MpuBatHe
akujioHepHe
TOBapUCTBO

"JlekxiM-Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOBJIEHHS BXe 3aTBEPAKEHOro
TEKCTY MapKyBaHHs A/19 yNakoBKu
in bulk: Ne 1000 (no 5
cynosuTopiiB y 6nictepi: no 200
6nicTepiB y ALMKY (BHECEHHS
no3HayYeHb OAMHWLb
BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTMHCbLKOro andgasity, Ta
ToWo)): 3arBepmkeHo: MPAGIYHE
O®OPMNEHHSA YMAKOBKU
Lopaetbesa. AN nikapcbkoro
3acoby y goopmi in bulk:
MAPKYBAHHA. JogaeTtbes.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo fo 3aTBepAXeHOro
TeKCTy MapkyBaHHs. ns
nikapcbKoro 3acoby y gopmi in
bulk: MAPKYBAHHSA. BignosigHo
[0 3aTBEPAXKEHOrO TEKCTY
MapKyBaHHS, L0 AOAAETHCS.
3MiHWN BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NikapCbKoro
3aco0y o0 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 3-x
MicALB Nicnsa 3aTBepAKeHHs

3a peyenmom

UA/7239/01/01

91.

OVNKNO®EHAK

renb 5% no40r, 50,
100 r y Ty6i B nauuj

MpAT
dapmaueBTUyYHa
habpuka "Biona"

Ykpaina

MpAT
dPapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnagy. 3miHn y
KOPOTKiil XxapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHA Ta IHCTPYKLIi 4115
MeJUYHOrO 3aCTOCYBaHHS
reHepuyHUX/ribpuaHMx/6ionoai6HN
X nikapcbknx 3aco6iB nicns
BHECEHHS TiEl caMoi 3MiHW Ha
pedyepeHTHUIA npenapart (3miHa He

6e3 peyenma

UA/7167/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
noTpebye HafaHHs XOAHNX HOBUX
[04aTKOBUX aHuX) - 3MiHU
BHECEHO Y po3ain
"MpoTunnokasaHHs", "OcobamBoCTi
3acTocyBaHHSA", "3acTocyBaHHs y
nepiog, BaritTHOCTi abo rofyBaHHsA
rPyAAH0" IHCTPYKLIT 4718 MeanyHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
BiAANOBIAHO [0 OHOBNEHOI
iHchopmawii Lwoao pedepeHTHOro
nikapcbkoro 3acoby Auknak® resb
5%. BBeAeHHsA 3MiH NPOTAromM 6-Tn
MiCSLIB NicNs 3aTBEPAYKEHHS
92. OVHACTAT niodpinizaT ANs posumHy MOAN3EP IHK. CWA Mdpaiizep Benbris BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/2286/01/02
Ans iH'ekuivi no 40 wr; 10 MeHtochekuypuHr CWA marepianis:
h/1aKoHIB 3 Benbria HB, benbris
niocpinizatom y (BUPOBHVK oNs 3MiHW 11 TUNY - 3MiHK WOA0
KapTOHHI Kopoo6Li PO3UYMHHVMKA: MOBHWI Gesnekn/edheKTUBHOCTI Ta
LMK BMPOGHNLTBA thapmakoHarnagy. 3minu y
Ta BUMyCK); KOPOTKill XapakTepucTuui
Mcpaiisep nikapcbKoro 3acoby, TekcTi
MeHtochekuypuHr MapKyBaHHs Ta iHCTPYKLi 415
Benbria HB, benbris MEAMYHOTO 3aCTOCYBaHHS y
(BTOpUHHE 3B'AA3KY i3 HOBVMY AaHUMK 3
NakyBaHH#A, BAMyCK AKOCTI, AOKMIHIYHUMU, KNIHIYHAMM
cepii); dapmalis | [aHUMK Ta JaHuMm 3
AN/PKOH KomnaHi chapmakoHarnszy - 3MiH1 BHECEHO
JNC, CLIA ) [0 IHCTPYKUIT A48 Mean4Horo
(B1po6HMUTBO in 3aCTOCYBaHHs NiKapcbKOro 3acoby
bulk, nepsuHHe [0 po3ginis "MpoTunokasaHHs" Ta
nakyBaHHs) "OCco6ANBOCTI 3aCTOCYBaHHS"
BiANOBIAHO A0 MaTepiasniB
peecTpauiiHoro focbe. BBeaeHHS
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
93. ANHACTAT nioghinizat Ans po3unHy MOANIEP IHK. CWA AkTasic ITanis ITanisa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/2525/01/01
Ans iH'ekuii no 40 wmr, 5 C.n.A,, ltania Benbris marepianis:
dhnakoHiB 3 (BMpOGHYKK Ans CWA

niocpinizatom y
KomnnekTi 3 5 amnynamun
PO3YMHHYKKA MO 2 M
(HaTpito xnopua, Boga
ONs iH'eKUili) B
KapTOHHI Kopoo6Li

PO3YMHHVMKA: NMOBHWIA
LMK BUPOGHMLTBA
Ta BUNyCK);
Mdpaiizep
MeHtochekuypuHr
Benvria HB, benbris
(BUPOBHVK oNs
PO3YMHHMKA: NOBHWI

3MiHu |l TUNYy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeAMYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM faHNMU 3
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
LMK BUPOGHMLTBA SAKOCTi, AOKMIHIYHUMU, KIHIYHMUN
Ta BUMyCK); JaHUMK Ta AaHumm 3
Mdpaiizep hapmakoHarnsay - 3MiHM BHECEHO
MeHtochekuypuHr [0 IHCTPYKUiT 4519 MeaMYHOro
Benbrist HB, benbris 3acToCcyBaHHSA NikapcbKoro 3acoby
(BTOPUHHE [0 po3ginis "MpoTunokasaHHa" Ta
nakyBaHHs1, BUMYCK "Oco6nMBOCTI 3aCTOCYBaHHA"
cepii); Papmauis i BigNoBIAHO A0 MaTepianis
AngxoH KomnaHi peecTpauiiiHoro focbe. BBeaeHHS
NNc, CWA 3MiH NpOTArom 6-Tu MicauiB nicns
(BMPOGHULTBO in 3aTBEPKEHHS
bulk, nepsuHHe
nakyBaHHs)
94. auvn Punie renb; no 15 r a6o no 50 MeHTONnaTym AHrniA MeHTONnaTym Benvka BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/0377/01/01
r, a6o no 100 r y Ty6i; no KomnaHi flimiteq KomnaHi fMlimiteq BpuTtaHis marepianis:
1 Ty6i B KAPTOHHIA 3MiHM | TUMy - 3MiHX 3 AKOCTI.
KOpooLi [oTOBMIA NikapcbKuii 3aci6.
KOHTPO/Ib FOTOBOIO NiKapCbKoro -
BHECEHHS He3HauHUX 3MiH A0
MeTogay BunpobysaHHsA (MTM-
HPLC-1) 3a nokasHukamu
"laeHTudpikauis *, "KinbkicHe
BU3HaYeHHa" Ta "CynyTHi
OOMiLLKM", 30Kpema: 3MiHN B
npo6onifroToBLi
BMNPO6OBYBAHOrO Ta CTaHAapPTHUX
PO34MHIB. 3MiHW 3anNPOMNOHOBaHI
ONA NigBULLEHHS TOYHOCTI MeToay
BUNPOBYBaHHSA
95. ANNPOCNAH® CycneHsis gns iH'ekujn OpraHoH CeHTpan LLiBefuapis [nsa amnyn: PpaHuis/ BHECEHHS 3MiH [0 peecTpaLliiiHux | 3a peyenmom UA/9168/01/01
AN BUPOGHWKIB LLepiHr- lcT TM6X Bupo6Huk in bulk, Benbris martepianis: 3mMiHu | TUny -
Mnay Na6o H.B., nepBuHHe AAMIHICTpaTMBHI 3MiHW. 3MiHa
Benbris; CEHEKCI HSC nakyBaHHs: HaliMeHyBaHHA Ta/abo agpecu
- EPYBIJIb CEHT KIJEP, CEHEKCI HSC - 3asBHVKa (B/1acHMKa
®paHuin: no 1 mn B EPYBI/Ib CEHT peecTpaLiiiHoro NocBigYeHHs) -
amnyni; no 5 amnyn B KNEP, ®paHujs; 3MiHa Ha3BW 3asBHVIKA Bi4NOBIAHO
KapTOHHI kopobuj; Ans Brpo6HuK 3a [0 pilleHHA KoMnaHii Ta
BUpobHuka CEHEKCI NOBHUM LK/IOM: YTOUYHEHHSA afpecu 3asaBHUKa ONA
HSC - EPYBI/Ib CEHT LepiHr-Mnay /1a6o npuBeLEeHHs Yy BiANOBIAHICTb A0
KNEP, ®paHuisa: no 1 mn H.B., Benbrig; Ans OHOBJIEHOIO BUTArYy 3 TOProBoro
B nonepeaHbLo nonepeaHLo PeecTpy kpaiHu 3asBHUKA
HanoBHEHOMY LLUNPUL, HanoBHEHUX (BBegeHHs 3MiH NpOTAromM 6-Tu
no 1 wnpuuy B wnpuuis: CEHEKCI MiCALiB MicNA 3aTBEPKEHHS)
KomnnekTi 3 1 abo 2 HSC - EPYBI/1b
CTEPU/IbHUMW FroSIKamu B CEHT KNEP,
naacTUKoBOMy dpaHuis
KOHTEWHepi B KApPTOHHIlA
Kopoo6ui
96. ANXNOP-25 TabneTkn no 25 mr; no Inka Jlaboparopi3 IHAjs Inka Jlaboparopi3 IHAiA BHECEHHS 3MiH 10 peecTpaLiiHNX 3a peyenmom UA/16700/01/01

137




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

10 TabneTok B 6ricTepi,
no 3 6nictepu B
yNakoBLii 3 KApTOHY

Nimiteq

nra.

marepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO JliKapCbKOro 3acoby
(iHWi 3MiHW) - OHOBNIEHHSA
[ianasoHy ckaHyBaHHS (4OBXWUHU
XBWJi) NoKasHuKa «lgeHTrdikauis,
Y®», XiHONIHOBWIA XOBTUIA Nak:
6yno 41043 HM, cTano: 41243 Hwm;
3MiHM | TUMy - 3MiHU 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUNPOBYBaHHA roTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYALOUM 3aMiHy ab0
[OMNOBHEHHS)) - YTOUHEHHSA
BHOCSITbCS 3Ti{HO OHOB/IEHNX
J0oNyCTUMUX MeX y cneumdikauii

97.

LIAMAKC®

Kancynm Teepgi no 50 mr
no 10 kancyn y 6nictepi;
no 3 6nictepu B navui

TOB "®APMEKC
reyn

Ykpaina

TOB "®APMEKC
reyn*

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

TeXHiYHa NoMusKa (3rigHo Hakasy
MO3 Big 23.07.2015 Ne 460),
BunpaBneHo TexHiYHy NOMWKY B
IHCTPYKUiT ANa MeguyHoro
3acToCyBaHHSA NikapcbKoro 3acoby
y po3ginax "OcobnnBocTi
3acTocyBaHHA" Ta "Mo6iuHI
peakuii": 3aTBepmxeHo: "o
cKnagy UbOoro nikapcbkoro 3acoby
BXOAWTb a3opy6iH (E 122), skwuii
MOXE CMPUYNHATI asepridHi
peakuii"; 3anponoHosaHo: "o
CKnagy Lboro Nikapcbkoro 3acoby
BXOAMTb XOBTUiA 3axig FCF (E
110), SK1iA MOXe CIPUYNHATK
anepriyHi peakuii"; Takox
3a3Ha4yeHOo KOPEKTHUIA Homep
Hakasy MOS3: 3atBepmKeHo: "...
04.08.2015 Ne 489 ...".
3anponoHoBaHo: "... 15.07.2020
Ne 1609 ...". 3a3HauyeHe
BUNpaB/eHHs Bignosigae
marepianam peecTpauiiHoro
[0CbE

3a peyenmom

UA/11090/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

98.

AICTPENTASA
AICTPENT

Cyno3uTopii pekTasbHi
15000 MO+1250 MO; no
6 cynosuTtopiie y
6nictepi; no 1 6nictepy
B KapPTOHHI kopobui

"BIOME[-/MOB/IH"
BUTBYPHS
CYPOBILL |
LLEMAOHEK

CMYJIKA AKUVNHA

MonbLwa

"BIOMES-NHOBIH"
BUTBYPHS
CYPOBIL, |
LLEMNAOHEK

CMYJIKA AKLIMNHA

Monbwa

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHeceHHs 3MiH f0 po3giny
«MapkyBaHHs» MKA /13 :
3arBepaxeHo: MapKyBaHHS.
JopaeTbea.
3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCeHHsIM iHdhopMaii
LLIOA0 3a3HAYEHHS OANHULb
BMMipIOBaHHs y cuctemi Sl

3a peyernmom

UA/5275/01/01

99.

LOKCULMKNIHY
XIKNAT

KpucTaniuyHnii NopoLLIoK
(cybeTaHuin) y
NoABINHMX
NoNieTUNEHOBUX MilLIKax
Ans dapmaleBTUYHOro
3acToCyBaHHS

TOB "XapkiBcbke
thapmavueBTuyHe
nignpMeEMCTBO
"340poB'a Hapoay"

YKpaiHa

Xebeit [oHrceHr
dapmacbtoTikan Ko.,
nra.

Kutaii

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny - 3MiHu 3
AkocTi. A®I. CTabinbHicTb. 3miHa
nepiogy NOBTOPHMX
BMnpobyBaHb/nepiogy 36epiraHHs
abo ymoB 36epiraHHa Ad®l (3a
BiiCYTHOCTI Y 3aTBEpIKEHOMY
[oCbe cepTudpikaTa BigNOBIAHOCTI
€Bponelicbkiin dhapmakonei, Wwo
BK/IIOHAE Nepiog, NOBTOPHOTO
BMNpOo6YBaHHSA) (Nepiog,
NMOBTOPHOrO BUNpOoGyBaHHs/Nepios,
36epiraHHs) - 36inbLIeHHs abo
BBEEHHS nepiogy NOBTOPHOIO
BMNpOGyBaHHs/Nepiogy
36epiraHHs Ha OCHOBI pe3y/bTaTiB
[OCnigpKeHb y peasibHOMY Yaci.
36inbLIeHHs nepiogy 36epiraHHs
Ha OCHOBI pe3y/bTaTiB
OOCNiMKEHb Yy peasibHOMY Yaci
A®| Nlokecnumkniny xiknat
3aTBepaXeHHo: 1 pik.
3anponoHoBaHo: 4 poku

UA/15528/01/01

100.

JNOLETAKCEN
"EBEBE"

KOHLeHTpaT ans
pO34uHy ans iHgysiii, 10
Mr/mn no 2 mn (20 mr)
a6o 8 mn (80 mr), abo
16 mn (160 wmr) y
thnakoHi; no 1 conakoHy
B KOpOOLi

EBEBE ®apma
Fec.m.6.X. Hpr.KI

ABCTpIs

EBEBE ®apma
lec.m.6.X. Hdpr. KI

ABCTpif

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHW | TUMY - 3MiHX 3 AKOCTI.
CepTudbikar signosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
€Bponeiicbkiit
chapmakonei/MoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BWIyYEHHSA cepTudiikaTa

3a peyernmom

UA/11091/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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 BUPOOHMKA -
nofaHHs OHOBJ/IEHOrO cepTudiikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne RO-CEP 2012-
029-Rev 01 (3aTBepaxeHo: RO-
CEP 2012-029-Rev 00) ans
nitoyoi pevoBuHY Docetaxel Big
BXe 3aTBEep)KeHOro BUpPo6HMKa
POLYMED THERAPEUTICS,
INC., KuTaii.
3MiHW | TUMY - 3MiHX 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l'E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ana
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
dhapmakonei Ne RO-CEP 2012-
029-Rev 02 ans Aitoyoi pevoBuHN
Docetaxel Big, Bxe 3aTBEpAXeHOoro
BMpo6HMKa POLYMED
THERAPEUTICS, INC., KuTaii.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudikaT BiANOBIAHOCTI
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Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

€Bponeiicbki
thapmakonei/MoHorpadir.

cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro

y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT pEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkil hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -

BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2012-
029-Rev 00 gnsa Aitoyoi pevoBUHU

BMpo6HMKa POLYMED
THERAPEUTICS, INC., KuTaii.
3MiHK | TURY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
dhapmaxkonei Ne R1-CEP 2012-
029-Rev 01 gns Aitoyoi pevoBuHN
Docetaxel Big, Bxe 3aTBEpAXeHOro
BMpo6HMKa POLYMED

THERAPEUTICS, INC., KuTaii, fiK

MopaHHsA HoBOro abo OHOBMEHOTO

NPOAYKTY, L0 BUKOPUCTOBYHOTHCS

NoAaHHsi OHOBJ/IEHOTO cepTudikaTa

Docetaxel Big Bxe 3aTBEpAKEHOro
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Hacnigok 3MiHa agpecy BacHuka
CEP (3aTBepxeHo: 3040 Post
Oak Blvd. Suite 1110 Houston,
Texas 77056; 3anpornoHoBaHo;
6200 Savoy Drive, Suite 1200,
Houston, Texas 77036, USA
101. | AOUETAKCEN- KOHLeHTpaT Ans Mictpan Kenitan AHrnis AkTaBic ITanis ITanis BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/13982/01/01
BICTA pO34unHy ans iHgysiii, 20 MeHeKMeHT C.n.A. mMartepianis:
mr/ma no 1 mn (20 wr), Nimiten 3MiHW | TUny - 3MiHK Woao
a6o no 4 mn (80 mr), 6e3nekn/edekTUBHOCTI Ta
abo 7 mn (140 mr) y thapmakoHarnagy (iHwi 3miHu) -
chnakoHi; no 1 conakoHy BHECEHHS 3MiH [0 po3ainy
B KQpPTOHHI kopobuj “MapkyBaHHsa" MKA N13:
3anponoHosaHo: MAPKPOBKA.
CornacHo yTBepXAeHHOMY TEeKCTy
MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac06y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAVHNLb
BUMIPIOBaHHSA Y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicAILiB nic/a 3aTBepAKEHHs!
102. | AYCNOATANIH® TabneTkn, BKPUTI AG60TT Xenckea HigepnaHan MaiinaH PpaHuis BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/8813/01/01

060/10HKOt0, Nno 135 wr,
no 15 tabnetok y
6nictepi; no 1 6nictepy
Y KapTOHHIl kopoobLi

MpopgaxTtc B.B.

Nab6opaTtopiz CAC

marepianis:
3MiHK | TNy - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy hapMakoHarnagy
(BBEAEHHSA y3araslbHEHUX AaHNX
npo cucTemy dphapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0cobH,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
hapmMakoHarnagy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BifiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BKTHOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CO6M 3as1BHMKA,
BignoBigasnbHOI 3a
thapmakoHarnag. dirova pegakuis:
Dr. Monica Buchberger,
Pharm.PhD / ip. MoHika
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Byx6eprep, Pharm.PhD.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnaiin, DVM, PhD. 3miHa
KOHTaKTHUX AaHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a hapmakoHarnsg

103.

AYCNATANIH®

Karncynu nposioHrosaHol
4ii, TBepai no 200 mr, no
10 kancyn y 6nictepi; no
3 6nicTepu B KAPTOHHiIl
Kopobui; no 15 kancyny
6nictepi; no 1, 2, abo 4
6nicTepy B KAPTOHHIA
Kopoo6Li

ABOGOTT Xenckea
Mpopgaxrtc B.B.

HigepnaHan

MalinaH
NabopaTtopiz CAC

PpaHuin

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHY | TRy - 3MiHK WoAao
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; KOHTaKTHOI
ocobu 3 hapmakoHarnsgy
3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobu, BiANOBIAA/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. diroya pegakuis:
Dr. Monica Buchberger,
Pharm.PhD / ip. MoHika
Byx6eprep, Pharm.PhD.
MponoHoBaHa pepakuis: Thomas
Nisslein, DVM, PhD / Tomac
Hiccnsaii, DVM, PhD. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
0co6u 3as1BHMKA, BiAMNOBiAA/IbHOT
3a hapmakoHarnsg,

3a peyenmom

UA/8813/02/01

104.

AKOPOTESIK®

nnacTvp
TpaHcaepmasibHuii, 25
MKr/rog; 1 nnactup
TpaHcaepMasibHui y
nakeri; no 5 nakeTis y
KapTOHHIA Kopoo6Li

TOB "[KOHCOH i
[>KOHCOH YKpaiHa"

Ykpaina

AHCcceH
dapmauesTuka HB

Benbris

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHAM iHdhopmaLil Wwoao

3a peyernmom

UA/1362/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3a3HayYeHHs OAVHNLb
BMMIipoBaHHsA y cuctemi Sl
105. | AKOPOrE3IK® nnactmp TOB "[KOHCOH i Ykpaina AHCcceH Benbris BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/1362/01/02
TpaHcaepmanbHuii, 50 [PKOHCOH YKpaiHa" dapmauesTuka HB marepianis:
MKr/rog; 1 nnactup 3MiHK | TUNY - 3MiHK WoA0
TpaHcaepMasibHUi y 6e3nekn/edhekTMBHOCTI Ta
naketi; no 5 nakeTiB y hapmakoHarnsgy (iHwi 3miHn) -
KapTOHHIA Kopoo6Li OHOB/IEHHS TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BMMiptoBaHHS y cuctemi Sl
106. | AIOPOrE3IK® nnactmp TOB "[>KOHCOH i Ykpaina AHCcceH Benbris BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/1362/01/03
TpaHcaepmanbHuii, 100 J[>KOHCOH YKpaiHa" PapmauesTmka HB mMartepianis:
MKr/rog; 1 nnactup 3MiHKM | TRy - 3MiHW WOA0
TpaHcaepMasibHui y 6e3nekn/edeKTMBHOCTI Ta
nakeTi; no 5 nakeTis y thapmakoHarnagy (iHLwi 3MiHu) -
KapTOHHI Kopoo6Li OHOB/IEHHSA TEKCTY MapKyBaHHsA
yNaKkoBKM MikapCbKoro 3acoby 3
BHECEHHSAM iHdhopMaLii Wwoao
3a3Ha4YeHHs oAnHWLb
BUMIipHOBaHHSA y cuctemi Sl
107. | AKOPOrE3IK® nnactup TOB "[>XOHCOH i YkpaiHa AHcceH Benbris BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/1362/01/04
TpaHcaepManibHuiA, 75 JPKOHCOH YKpaiHa" dapmauesTmka HB mMartepianis:
MKr/rog; 1 nnactup 3MiHKM | TUNY - 3MiHK WOA0
TpaHcaepMabHUI y 6e3nekn/edhekTMBHOCTI Ta
nakeTi; no 5 nakeTiB y thapmakoHarniagy (iHwi 3miHu) -
KapTOHHii Kopo6Li OHOBJIEHHA TEKCTY MapKyBaHHS
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHhopMaLii Woa0
3a3HaYeHHs OAUHULb
BMMiptoBaHHsA y cuctemi Sl
108. | EBEPCENT LwamnyHb 2% no 25 mn BPOC NT[, pevis BPOC NTA, pevis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/8776/01/01

a6o 60 mn, a6o 120 mn
y NN1acTUKOBOMY
dhnakoHi; no 1 donakoHy
Y KapTOHHili kopobLi

mMartepianis: 3miHu | TUny - 3MiHn
LoAo 6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yNakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMmalLlii Lwoao
3a3HaYeHHs OaUHULb
BVMIiptOBaHHSA y cuctemi Sl.
3amiHa po3giny «IpadiuHe
0hOpPMNEHHS YNaKoBKV» Ha
«MapKyBaHHS» B 3aTBEpPAXEHNX
MKSA N3. 3atBepaxeHo: MpadivHe
0hOPMNEHHS YNaKOBKM.
Bignosigae HagaHomy rpachivHOMy
306paKeHH!0. 3anponoHOBaHo:
MapkyBaHHs1. BignosigHo Ao
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aTBEPKEHOTO TEKCTY
MapKyBaHHS.
109. | EBEPO/IIMYC- Tabnetkn no 10 mrno 5 TOB YkpaiHa nepBuUHHe, BTOPUHHE Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17149/01/03
BICTA Tabnetok y 6nictepi; no "®apmavleBTUYHa nakyBaHHs, Unni Marepianis: 3MiHu | Tuny - 3MiHn 3
6 6nicTepiB y KApTOHHIA KoMnaHis Bicta" KOHTPO/b SKOCTI, siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
Kopoo6Li Bunyck cepii: CIHTOH CrabinbHicTb. 3MiHa y TepMiHax
XicnaHis, C. /1., npugaTHocTi abo ymoBax
IcnaHisi; 36epiraHHs roToBOrO J1iKapCbKOro
BMPOGHMLTBO, 3ac006y (36ibLIEeHHS TEPMIHY
nepBUHHE, BTOPUHHE NPVUAATHOCTI FOTOBOTO NiKAPCHbKOro
nakyBaHHs: CiHTOH 3aco6y) - [1na ToproBoi ynakoBku
Yuni Ntpa., Yuni (nigTBEPAXYETLCA AaHUMN
peasibHOro yacy) 36inbLUeHHs
TepMiHy NpuaaTHOCTI FOTOBOro
NiKapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX Pe3ynbTaTiB
[0BrOCTPOKOBUX AOCNIAKEHD
CTabinbHOCTI y peasibHOMY Yaci:
3arBepakeHo: TepmiH
NpUAATHOCTI 2 POKK
3anponoHoBaHo: TepMiH
npugaTHocTi 3 pokn 3MiHU BHECEHI
B IHCTPYKLiIO ANA MeAUYHOro
3actocyBaHHs 13y p. "TepmiH
npugatHocTi". BBeaeHHa 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPAKEHHS.
110. | EBEPO/IMYC- Tabnetku no 5 mr, no 5 TOB Ykpaina nepBuHHE, BTOPVHHE IcnaHis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/17149/01/02
BICTA Tabnetok y 6nictepi; no "PapmaLeBTnyHa nakyBaHHs, Ynni MaTepianis: 3miHu | Tuny - 3MiHK 3

6 6nicTepiB y KapTOHHI
KopooLi

KomnaHisi Bicta"

KOHTPO/b SIKOCTI,
Bunyck cepii: CiHTOH
XicnaHis, C. /1.,
IcnaHisi;
BMPOGHMLTBO,
nepBuHHE, BTOPUHHE
nakyBaHHs: CiHTOH
Yuni Nitga., Yuni

AKOCTi. [0TOBWIA Nikapcbknii 3acib.
CrabinbHicTb. 3MiHa y TepMiHax
npuaatHocTi abo ymoBax
36epiraHHsa roTOBOrO J1iKapCbKOro
3ac006y (36ibLUEHHS TEPMIHY
NpYAATHOCTI FOTOBOTO NiKaPCLKOro
3acoby) - 1 ToproBoi ynakoBku
(niaTBEPOKYETHCA AAHUMU
peanbHOro vacy) 36inbLIeHHs
TepMiHy NpMAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI
NO3UTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX A0CAIAXEHD
CTabiNbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMmiH
npuaaTHOCTI 2 poku
3anponoHoBaHo: TepMiH
NpuAaTHOCTI 3 POKU 3MiHWN BHECEHI
B IHCTPYKL,O 4718 MeAnYHOro
3actocyBaHHsA JI3 y p. "TepMiH
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
npugatHocTi". BBeaeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS.
111. | EBEPO/IMYC- Tabnetku no 2,5 mr, no 5 TOB YkpaiHa nepBuHHE, BTOPUHHE Icnanis/ BHECEHHS 3MiH 0 peecTpauiiiHux | 3a peyernmom UA/17149/01/01
BICTA Tabnetok y 6nictepi; no "PapmaLeBThYHA nakyBaHHs, Ynni MaTepianis: 3miHu | TNy - 3MiHK 3
6 6nicTepiB y KAPTOHHIl KomMmnaHis Bicta" KOHTPO/b SIKOCTI, AKOCTI. [O0TOBWMIA Nikapcbkunii 3aci6.
Kopoo6Li Bunyck cepii: CiHTOH CrabinbHicTb. 3MiHa y TepMiHax
XicnaHig, C. /1., npuaatHocTi abo ymoBax
IcnaHis; 36epiraHHs roTOBOTO J1iKapCbKOro
BMPOGHMLTBO, 3ac00y (36ibLUEeHHS TEPMiHY
nepBUHHE, BTOPUHHE NpYAATHOCTI FOTOBOTO NiKaPCbKOro
nakyBaHHs: CiHTOH 3acoby) - 1 TOproBoi ynakoBkn
Yuni Ntga., Ywni (nigTBEPAKYETLCA AaHUMU
peanbHOro vyacy) 36inbLIeHHs
TepMiHy NpWAATHOCTI FOTOBOTO
nikapcbKoro 3acoby Ha OCHOBI
NO3NTUBHUX pe3ynbTaTiB
[,0BrOCTPOKOBUX AOCAIAXKEHD
CTabiNIbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMiH
npuaaTHOCTI 2 poKu
3anponoHoBaHo: TepMmiH
NpuAaTHOCTI 3 POKU 3MiHWN BHECEHI
B IHCTPYKL,O 4519 MeAnYHOro
3actocyBaHHs /13 y p. "TepMmiH
npuaatHocTi". BBeAeHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.
112. | EBKANINTA nneta no 50 ry navkax 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2124/01/01
nnNCcTA BHYTPILLUHIM MakeToMm; no PapmaLeBTUYHA PapmaueBTUYHA marepianis:
1,5 ry chinbTp-nakerti, no chabpvka "Biona" thabpuka "Biona" 3MiHM | TUNY - 3MiHK WOA0
20 goinbTp-nakeTiB y 6e3nekn/edekTMBHOCTI Ta
nauu,i hapmakoHarnsgy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woao HaHeceHHs TOprosoi
Mapku
113. | EBKANINTOBUN Masb, Mo 20r abo 50 ry [Op. Taiicc HimeuyunHa [p. Talicc HimeuuunHa BHECEHHS 3MiH 0 peecTpaLiintHmx 6e3 peyenma UA/2332/01/01
BA/NIb3AM Bl 6aHLi; no 1 6aHui B HaTypBapeH Mv6X HatypBapeH 'vbX, mMartepianis:
3ACTYAN KapTOHHIA Kopoo6Li HimeuuunHa (£o3sin 3MiHM | TUNY - 3MiHW 3 AKOCTI.
OP.TANCC Ha BUMycK cepii, [oTOBWIA NikapcbKuii 3aci6.

BUPOGHMLTBO
Hepo3dhacoBaHOl
NpoAyKLii, NnepBuHHe
Ta BTOPVIHHE
nakyBaHHs;
BMPOGHMLTBO
Hepo3dacoBaHOl
npoAyKuii, NnepBnUHHE

KOHTpO/1b rOTOBOrO /liKapCbKOro
3acoby. 3miHa napameTpis
cneumdikauin Ta/abo gonycTummx
MEeX roTOBOrO JliKapCbKOro 3acoby
(8ONOBHEHHS cneumdikayii HOBUM
NMOKa3HUKOM 3 BifNoBiAHNM
METOLOM BUNPOOYBaHHS) -
[onoBHEHHA cneumndikauii npu
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Ta BTOPVIHHE
nakyBaHHs)

BUMYCKY HOBUM MOKa3HWUKOM 3
Bi4NOBIAHMM METOA0M
BUNPOo6YBaHHS «KinbkicHui
aHanis. Kap-3-eH» (0,45-1,35
/100 r); 3MiHK | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
KOHTpO/b roTOBOrO NiKapCbKOro
3acoby. 3miHa napameTpis
cneumdikayin Ta/abo gonycTummx
MeX roTOBOrO JliKapCbKOro 3acoby
(BMNyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3aCTapifioro NokasHWKa, Takoro Ak
3arnax Ta cMak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- BUlyYeHHsA napameTpa 3i
cneuudikaLii npu BunNycky
«KinbKicHuii aHani3. AKTUBHI
IHIPIZIEHTW (3arasibHUIA BMICT)»;
3MiHK | TUNY - 3MiHW 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO JliKapCbKOro 3acoby
(iHwWi 3miHW); PepakuiiiHi npaBku B
cneundikauii M3, a came B TecTi
laeHTudikauis (MX BigbuTkn)
nepecopmytoBaHHA KpUTEpIiB
NPUAHATHOCTI AN1A NepeBipKn
iLeHTUYHOCTII B cneyudikauii ans
KpaLol XapakTepucTukn
iAEeHTWYHICTI, B TecTy KinbkicTb
HamnoBHEHHS (3BaXXyBaHHS)
NpoBefeHHA KOHTPOIO Mig, Yac
BMPOBHMYOro npouecy
nikapcbKoro 3acoby, B TecTi
Mikpob6ionoriuHa uncrota
NPOBeAEHHS KOHTPO/O
LLIOHaliMeHLLe A/15 OfHI€ET cepil Ha
pik. BignosigHa npumiTka gogaHo
A0 cneundikauii npy Bunycky. IHLwi
peAakLiiHi npaBku € hopMasibHO
apanTauieto. 3miHu | Tuny - 3MiHn
3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneuudikaLii Ta/abo
[OMYyCTUMMX MEX r0TOBOro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

niKapcbKoro 3acoby (iHLi 3MiHW) -
3MiHa napameTpa crneuudikauii
npy BUMycCKy 3 «TemnepaTypa
KpannenagiHHsa» Ha napameTp
«neHeTpauis» (OCKiNbku
3anpornoHoBaHuii napameTp 6inbLu
TOYHO BM3HAYAE PEOJIOTiYHI
BNacTUBOCTI Masi); 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cnevumdikadii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
nNiKapcbkoro 3acoby (iHLi 3MiHu) -
3MiHa napameTpa cneuudikauii Ha
TEepPMiH NPMAATHOCTI 3 «BigHOCHA
rycTUHa» Ha napameTp
«neHeTpauis» (0CKiNbkn
3anponoHoBaHWii napameTp 6inbLu
TOYHO BM3HAYaE PEOSIONiyHi
BAcTMBOCTI Masi); 3miHu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NikapcbKoro 3acoby (iHLWi 3MiHW);
3amiHa napameTpa B cneuydikadii
Ha TepMiH NpuAaaTHOCTI
«KinbkicHuii BMicT. EBKaninTosa
onis (B nepepaxyHky Ha 1.8
LMHeos)» Ha napaMmeTp
«KinbkicHuii aHanis. 1,8 -
LyHeon», 6e3 3MiH KpuTepiiB
NpUAHATHOCTI: £10% Big,
noYaTKoBOro 3HaYeHHs; 3MiHn |
TUny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3amiHa napameTpa B cneuydikadii
Ha TepMiH NpuAaaTHOCTI
«KinbKicHuii BMicT. Onisi COCHOBOI
XBOi» Ha napameTp «KinbKicHWi
aHani3. Kap-3-eH» 6e3 3MiH
KpUTEPIiB NPUIAHATHOCTI: +10% Big
MOYaTKOBOrO 3HaYeHHS; 3MiHu |
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TUny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3miHa y cneuudikauii npy BUnycky
MeX BMICTYy aHaniTU4HOro
mapkepa A1 eBKkaslinToBoi 0Nii-
1,8-uuHeony BigNOBIAHO A0
MoHorpadii EP. EBkaninToBa onis,
3 ypaxyBaHHSIM KOHLeHTpaulii
€BKaninToBoi ofii B roTOBOMY
NPOAYKTI, 3anponoOHOBaHO:
KifibkicHUIA aHani3 1.8-uuHeon
MiHiMym 5.25 r/100r; 3miHu | Tvny -
3MiHK 3 AKOCTi. FoTOBUIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MiHa y MeTogax BunpobyBaHHs
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3MmiHa y 3aTBEpMKEHNX
MeToAax BUNpPobyBaHHs) - 3MiHa Y
3aTBEPMXKEHNX METOAAX
BMNPOGYBaHHA A1 3a6e3neyeHHs
NPaBU/ILHOTO BU3HAYEHHS BMICTY
aKTUBHOI PEYOBUHU B TOTOBOMY
NPOAYKTi, B CTAHAAPTHOMY PO3YMHI
3aMmicTb cneuundivHoi ana cepii
onii XBOi COCHOBOI 6yae
3aCTOCOBaHUA aHaNITUYHWIA
Mapkep kap-3-eH. BHeceHi
peakuiiiHi npaBkn [0 onucy
meToay.

114.

E3OMENPAS3O/1-
MB

niodpinizaT ANs po3umHy
Ans iH'ekuii no 40 wr; 1
dhnakoH 3 niogpinizatom
y nauLii 3 kKapToHy

M.BioTek NimiTeq

Benvka
BpuTanis

_IMMAKY/T
NAV®CANEHC3
MPABIT NIMITEA

IHais

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH J0 po3ainy
«MapkyBaHHs» MKA N13.
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPL)KEHOrO TEKCTY
MapKyBaHHs1. OHOBMIEHHS TEKCTY
MapKyBaHHs YNakoBK/ NiKapcbKoro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHS OANHNLb
BVMIiptOBaHHA y cuctemi Sl.
BBefeHHs1 3MiH NpoTsarom 6-Tu

3a peyenmom

UA/17324/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

MicsAILiB Nic/a 3aTBepAKEHHSs

115.

E3OMENPAS3O0/1-
DAPMEKC

niodpinizaT ANs posumHy
ONA iH ek Ta iHdysin,
no 40 mr y cpnakoHi no 1
donakoHy y nauii

TOB "®APMEKC
reymn"

YKpaiHa

TOB "®APMEKC

reymn"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynopoBasbHuWi
3aci6. 3MiHa po3mipy ynakoBku
roToOBOro Nikapcbkoro 3acoby
(BWTyYEHHS! yNaKkoBKV NEBHOrO
po3mipy)

BunyyeHHsa ynakosku no 40 mry
h1akoHi 3 MapKyBaHHSAM
YKpPaiHCbKOO MOBOIO; Mo 1
pN1aKoHyY Y KOHTYPHIli YapyHKOBIi
yNakoBLii; N0 1 KOHTYpHIi
YapyHKOBIli ynakoBLji B mauui 3
MapKyBaHHSAM YKPaiHCLKOK Ta
pociiicbkolo MoBamu, 3
BiANOBIAHVMMY 3MiHaMK [0 po3ainy
«YnakoBka». 3MiHW BHECEHI B
IHCTPYKLil0 ANs MegnyHoro
3acTocyBaHHsA J13 y p. "Ynakoska"
(BMlyYEHHS yNakoBKW NEBHOTO
po3mipy).

BBefieHHs 3MiH NpoTArom 6-x
MicAILiB Nicns 3aTBePAKEHHS.

3a peyenmom

UA/15738/01/01

116.

EK3U®IH HEO

Kpem, 10 mr/rno 10 r
abo no 15ry Ty6i, no 1
Ty6i B KAPTOHHI KOpo6Lyi

€Bpo Navigkep
MpaiisiT NimiTeq

IHais

IHaoko Pemegic

Nimiteq

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
Ha3BW likapcbKOro 3acoby - 3miHa
LLOA0 Ha3BW NikapcbKoro 3acoby
3arsepaxeHo: JJAMIOEPM
LAMIDERM 3anponoHoBaHo:
EK3M®IH HEO EXIFINE NEO.
BBeneHHs 3MiH NpoTArom 3-x
MicsILiB Nicns 3aTBEpAKEHHS

6e3 peyenma

UA/1679/01/01

117.

ENANPA3A

KOHLeHTpaT Ans
pO3UMHY ANs iHdysii, 2
Mmr/mn; no 3 Mny
dhnakoHi; no 1 dpnakony
B KapTOHHiiA KOpO6L

Laviep

dapmacbioTikans
Ipnangis Niviteq,

IpnaHgis

BiANOBigabHNIA 3a
Bunyck cepii: LWaitep
dapmacbioTikans
Ipnangis Nimiteq,

IpnaHgis

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHKM | TURy - 3MiHK 3 SKoCTi. ADI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKA
BUXiHOro/MpoMiXHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTLCH Y
BMPOGHMYOMY npotieci APl abo
3MiHa BMPOGHUMKa (BKIOYatoun, ge
HeobXxiHO, MicLie NpoBeAeHHS
KOHTponto sikocTi) APl (3a
BiACYTHOCTI cepTudpikata
BiANOBiAHOCTI €Bponeicbkil

3a peyenmom

UA/13360/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

hapmakonei y 3aTBepAKeHOMY
[0CbE)(3MiHM [0 3aX0piB,
noB'si3aHnX 3 KOHTponem A®I, abo
[OOJaBaHHsA AibHULi, e
nNpoBOANTbLCA
KOHTPO/b/BUNPOBYBaHHA cepil) —
BBE[EHHS A04ATKOBOI AiNbHNL,
BignoBiga/IbHOT 3a BipycHe
TectyBaHHA Ana New Workind Cell
Bank — Baxter AG Benatzkygasse
2-6 1221 Vienna Austria; 3MiHu |
TMny - 3MiHu 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHM B Npoueci
BUpo6HUUTBa AP| (HE3HAYHA
3MiHa y npoueci BUpobHuLTBa
A®I) He3HaUHI 3MiHM B MpOLECi
BMPOOHULITBA : BBEEHHS HOBOT
cepii gns Working Cell Bank
Ne500058443; 3miHu | Tuny -
3MiHu 3 aKocTi. AL,
Brpo6HMLTBO. 3MiHM B Npoueci
BMPO6HMLTBA AD| (He3HaYHA
3MiHa y npoLeci BUpo6bHMLTBa
A®I) - He3HauHI 3MiHW A0
cepefoBuLLa 415 MPUTOTYBaHHSA
Working Cell Bank; 3minu | Tuny -
3MiHn 3 aKocTi. AdI.
Brpo6HMLTBO. 3MiHM B Npoueci
BUpo6HUUTBa AP| (HE3HAYHA
3MiHa y npoueci BUpobHuLTBa
A®I) - He3HauHi 3MiHK B NpoLeCi
BMpo6HUUTBa Working Cell Bank,
LLLO BK/1HOYAOTb 36i/IbLUEHHS
KiIbKOCTi MOKOJTiHb Ta
HanpayboBaHUX hriakoHiB; 3MiHu |
TMny - 3MiHu 3 akocTi. AdI.
Brpo6HMLTBO. 3MiHM
BMNPO6YBaHb abo A0NyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLI0 BCTAHOB/IEHi y cneyudikauisx
(nonaBaHHs HOBOTO
BUNPOOYBaHHA Ta AONYCTUMUX
MeX) - AoAaBaHHS KITUHHOI NiHil
CHO 3awmicTb k1iTuH Hela ans
TecTyBaHHSA CTOPOHHIX areHTiB y M.
3.2.5.2.4.Control of critical steps
and intermediates.; 3miHu | TNy -
3MiHn 3 aKocTi. AdI.
BUpo6HMLTBO. 3MiHN
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BMNpPOGYyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuytea Adl,
LLIO BCTAHOB/EHI y cneuudikavisx

(nopaBaHHS HOBOTO

BUNPOOYBaHHA Ta AONYCTUMUX

MeX) - fofaBaHHSA BUNpobyBaHHSA
MVM (Minute Virus of Mice) ans
TeCcTyBaHHS CTOPOHHIX areHTiB y .
3.2.S.2.4.Control of critical steps
and intermediates.; 3miHu | TUNY -
3MiHu 3 aKocTi. AL,
Brpo6HMLTBO. 3MiHM

BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuutea Adl,
LLIO BCTAHOB/EHI y cneuudikavisx

(BWNYyYEHHSI HECYTTEBOIO
BMNPOBYBAHHS) — BUSTYYEHHS
metogy PERT (Product enhanced
reverse transcriptase) gns
TeCcTyBaHHS CTOPOHHIX areHTiB y .
3.2.S.2.4.Control of critical steps
and intermediates.; 3miHu | TURY -
3MiHu 3 aKocTi. AL,
Brpo6HMLTBO. 3MiHM

BMNpoGyBaHb abo AOMYyCTUMUX
MeX y npoueci BupobHuytea Adl,
LLIO BCTAHOB/EHI y cneyudikavisx

(BWNYyYEHHSI HECYTTEBOIO
BUNPOOYBaHHS) - BUTyYEHHS
KNiTUH Hela gnsa TectyBaHHA

CTOPOHHIX areHTiB y M.
3.2.S.2.4.Control of critical steps
and intermediates

118.

ENI®OP

TabneTkn
NPONOHIoBaHol Aji No
100 mr no 14 TabneTok y
6nicTepi; no 2 6nictepn
B KapTOHHI kopobLyi

Mdpaizep Eiy.Ci.Mi.
KopnopeiiH

CLUA

Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Mchainzep IpnanHgis
dapmacbloTikans,
IpnaHgis; NepBrHHe
Ta BTOPUHHE
nakyBaHHS1, BUNYCK
cepii: Mcpaiizep
MeHtochekuypuHr
[Loiiuneng r'v6X,
HimeuyunHa

HimeuunHa
IpnaHgis

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHY | TUny - 3MiHK WoAao
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHU [0 y3araslbHEHNX AaHWX Npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiAMiHHA Bif, YNOBHOBa)XEHOI

3a peyernmom

UA/14972/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
hapmakoHarnsgy) -3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnagy: fivova pegakuis
- ®paHcyasa Ayma-CinnaH/
Francoise Dumas-Sillan.
[MponoHoBaHa pepakuis - bapbapa
[e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMNOBHOBaXeHOT 0COOM 3asBHMKA,
BigNoBiAa/IbHOI 3a 3[jACHEHHSI
dhapmakoHarnsgy

119.

ENI®OP

Tabnetku
NpO/IOHroBaHoi Aji no 50
Mr no 14 tabneTok y
6nicTepi; no 2 6nictepn
B KQpPTOHHI kopobuj

Mdpaiizep Eny.Ci.Mi.
KopnopeiiwH

CLUA

Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI:
Mcpaiizep Ipnangis
dapmacbtoTikans,
IpnaHgjs; MepBuHHE
Ta BTOPVHHE
nakyBaHHs1, BUNYCK
cepii: Mdpaiizep
MeHtoghekUypuHr
[Jonuneng rmoéxX,
HimeuunHa

IpnaHgjs
HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNy - 3MiHK WoA0
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
thapmakoHarnagy: fivova pegakuis
- ®paHcyasa Jyma-CinnaH/
Francoise Dumas-Sillan.
[MponoHoBaHa pepakuis - bapbapa
[e BepHapgi/ Barbara De
Bernardi. 3mMiHa KOHTaKTHUX AaHUX
YMOBHOB&XEHOT 0COOM 3as1BHMKA,
BigNoBiga/IbHOI 3a 3MjiICHEHHSI

3a peyernmom

UA/14972/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

chapmakoHarnagy

120.

E/TOKOM®

masb 0,1 % no 15 r abo
301y Ty6i; no 1 Ty6i y
KapTOHHIA KOpooLi

OpraHoH CeHTpan
lct TM6X

LLiBeiiuapis

LepiHr-Mnay Na6o
H.B.

Benbris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiiHOro NocBig4YeHHs)
3MiHa HalimeHyBaHHA Ta agpecu
3asBHMKa. BBefeHHs 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHS

3a peyenmom

UA/6293/01/01

121.

E/TOKOM®

nocbiioH 0,1 % no 30 mn
y thnakoHi-kpanesnbHuLj;
no 1 cpnakoHy y
KapTOHHI Kopoo6Li

OpraHoH CeHTpan
IcT FTM6X

LLisefuapis

dPamap MoHpeanb
IHK.

KaHaga

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTtepianis: 3miHu | TNy -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpauiiiHoro NocBigYeHHs)
3MiHa HaliMeHyBaHHA Ta agpecu
3anBHUKa. BBeAeHHS 3MiH
NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

3a peyernmom

UA/6293/03/01

122.

E/TOKOM®

kpem 0,1 % no 15 r abo
30ry Ty6i; no 1 Ty6i y
KapTOHHI KOPOOL;i

OpraHoH CeHTpan
lcT TM6X

LLiBefiuapis

LepiHr-MNnay /1a6o
H.B.

Benbriga

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3MiHu | Tuny -
AAMIHICTpaTVBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKA (BacHMKa
peecTpauiiiHoro nNoceig4yeHHs)
3MmiHa HaliMeHyBaHHS Ta agpecu
3asBHUKa. BBeAeHHS 3MiH
NpPOTSrom 6-Tu MicAuiB nicas
3aTBEpKEHHS

3a peyenmom

UA/6293/02/01

123.

EMETOH

PO3UMH ANA iH'EKLiiA, 2
mr/mn; no 2 mn abo no 4
M/1 B amnyni; no 5
amnyn y nayui 3 KapToHy

TOB "HIKO"

Ykpaina

KoHTpO/b, BUMYCK
cepii: TOB "HIKO",
YKpaiHa;
HeposdgacoBaHuii
NPOAYKT, NepBrHHA

ynakoBKa, BTOPUHHA
ynakoBKa, KOHTPO/b:

JEMO CA
®APMACHIOTIKAN
IHOACTPI, Tpevjis

YkpaiHa/
pevis

BHECEHHS 3MiH 10 peecTpaLiiHnx
Marepianis: 3miHu | TMny - 3MiHK
Lwoao 6e3nekn/edeKTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH [0 po3ainy
«MapkyBaHHs» MKA 13:
3artBepmkeHo: TeKCT MapKyBaHHA
NepBUHHOI Ta BTOPUHHOI YNaKoBKN
rn3s.
3anponoHoBaHo: 3rigHo
3aTBEPKEHOTO TEKCTY
MapKyBaHHs. OHOBMIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac00y 3 BHECEHHAM iHchopmalii
LLOA0 3a3HAaYEHHS OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BeefieHHs 3MiH npoTarom 3-x
MicsILiB Nicns 3aTBepAKEHHS.

3a peyernmom

UA/13447/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHA roTOBOrO NiKapCbKoro
3ac006y (36i1bLUEeHHS TEPMiIHY
NPYAATHOCTI FOTOBOTO NiKAPCHbKOro
3acoby) - [N TOproBoi ynakoBKu
(nigTBEPAXYETLCA AaHUMM
peasibHOro yacy) - 36i/bLIeHHS
TepMmiHy npugarHocTi [N13:
3aTBepmkeHo: TepMmiH
NPpUAATHOCTI — 2 POKK.
3anponoHoBaHo: TepMiH
npugaTHocTi — 2,5 pokn. 3MiHK
BHECEHI B iHCTPYKLit0 ANs
Me[nYHOro 3actocysaHHa /13 'y p.
"TepMiH npugaTtHocTi". BBeeHHs
3MiH NpoTAroM 3-X micsuiB nicns
3aTBEPAKEHHS.

124.

EHEMA-CENNA
OJJHOPA3OBA
KNI3MA

PO34nH peKTasibHUiA, 16
r/6r,no 120 mny
donakoHi; no 1 dpnakoHy
3 N1aCTUKOBOIO
KPYILLIKOIO 3 KaHIoNer y
KapTOHHI ynakoBLi

Ximi4yHO-
thapmaueBTUYHa
na6oparopis "A.

Cenna" c.p.n.

ITanis

XimiyHo-
thapmavLeBTUYHa
na6opartopis "A.

Cenna" c.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
BHECEHHS 3MiH A0 po3gainy “
MapkyBaHHA" MKA /13.
3anponoHoBaHo: MAPKYBAHHA
3rigHO 3aTBEP)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

6e3 peyenma

UA/16016/01/01

125.

EHTEPO®YPUN®

cycneHsist opasibHa, 200
Mr/5 mn; no 90 mny
thnakoHi; no 1 conakoHy
3 NN1ACTUKOBOIO JIOXKKOLO-
[103aTOPOM Y KapTOHHIl
Kopoo6Li

BocHanek a.4.

BocHis i
lepuerosuH
a

BocHanek 4.4

BocHis i
epueroBuH
a

BHECEHHS 3MiH 40 peecTpaviinHmx
mMartepianis:
3MiHM | TUMY - 3MiHU 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPO6HMLTBI. 3amMiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BMPOGHULITBA AN18 YaCcTUHU abo
BCbOro BUPOBHMYOro npovecy
rOTOBOrO liKapcbKoro 3acoby (iHLwi
3MiHW). BBEEHHS 3MiH NPOTAroM
6-TN MicALIB NicNsA 3aTBEPLKEHHS.
CynyTHS 3MiHa - 3MiHU 3 SKOCTI.
[oTOBWIA Nikapcbkuii 3aci6.

3a peyernmom

UA/1991/02/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Cucrtema
KOHTeliHep/3aKynopoBabHui
3aci6 (iHWi 3MiHW) -MNepeHeceHHsA
BMPOGHMLTBA PiAKNX Ta
HaniBTBepAUX Nikapcbknx opm 3
BVMPOGHWYOI finbHuLi 1 Ha
BMPOGHMYY AiNbHMLO 2, L0
po3TalloBaHa 3a TIEH X Camoto
afpecoto. Ak HacnigoK 3MiHU
MiCLSl BUPO6HULITBA HE3HAYHA
3MiHa po3Mipy BTOPUHHOT
ynakoBku1. BBeaeHHS 3MiH
NpoTArom 6-Tn MicAUiB micns
3aTBepPMKEHHS. 3MiHu | TUny -
3MiHu 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNtOYarOUN AianasoH po3mipy
cepii) roToBOro NikapcbKoro
3acoby (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
po3mipom) - [MNepeHeceHHs
BUPOGHMUTBA PiAKUX Ta
HaniBTBEPAMX NiKapCbknx hopm 3
BVMPOGHMYOI AinbHNLi 1 Ha
BUPOOHUYY AiNbHULIO 2, WO
po3TalloBaHa 3a TIiE X CaMoto
agpecoto. AK HacnigoK 3MiHN
MicLA BUPOGHMLTBA, 36i/bLIEHHS
po3mipy cepii N3 i3 750 n, wo
Bignosigae 8334 cnakoH go 2000
N, Wo Bignosigae 22222
donakoHam.

BBegeHHs1 3MiH npoTsarom 6-tu
MicALiB Nicsa 3aTBepAKeHHs

126.

ENINEH

pO3unH ANs iH'ekuin, 0,3
Mr/[03y PO34nH Ans
iH'ekuyjin, 0,3 mr/go3y; no
2 M1 PO3UUNHY Y
nonepegHbLO HanoBHEHiN
py4ui; no 1 nonepegHLo
HanoBHEHIN pyuyLj B TyOi;
no 1 Ty6i B kopobu, 3
KapToHy

ME[A AB

Lseuis

€spochiHc
Biochapma Mpogakt
TecTiHr, JaHis
(komnaHis, LWo
BignoBigae 3a
npoBefeHHs
KOHTPOJIO SIKOCTI );
MEJA ®apma M'mbeX
eHf Ko. KT,
HimeuunHa
(BUPOGHNK,
BiANoBigabHUIA 3a
BUMYCK cepii);
MepigiaH Megikan

[Nanis
HimeuunHa
CLIA
HigepnaHgm

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
["oTOBMIA NiKapcbkuii 3acio.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MmeToAax
BMNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBepKeHNX MeTogax
BMNPOBYBaHHS) - HE3HAYHI 3MiHW Y
3aTBEpIXEHI MeToauLi
BUMPOBYBaHHA 3a NOKa3HWKOM
«BwmicT HaTpito MeTabicynbdiTy»
(lon chromatography). 3miHu |

3a peyernmom

UA/14931/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

TekHonogxmc, IHK.,
CLUA (BMpOGHUK,
BiZiNOBIAabHUIA 3a
BVMPOGHMLTBO
Hepo3dacoBaHOl
npoAayKuit
(nigroToBka,
acenTnyHa
hinbTpavis,
HarnoBHEHHA Ta
yKynopka));
Mepigian Megikan
TekHonogxmc, IHK.,
CLUA (BMpOGHUK,
BiZiNOBIAabHUIA 3a
TecTyBaHHSA Ta
KOMMekTawito);
MMN® b.B.
(MaHyhakTypiHr
MekemKuHr
dapmaka),
HigepnaHgm
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
MM® B.B.
(MaHydhakTypiHr
MexkemKnHr
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);
®apm/lor dapma
Norictnk 'M6X,
HimeuyunHa
(anbTepHaTMBHWMIA
BUPOGHUK,

TUMYy - 3MiHW 3 AKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHM y MeTogax BunpobysaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS)) - BBEAEHHS
a/lbTEPHATUBHOIO
HaniBaBTOMaTU4YHOTO MeToay
BUMPOBYBaHHSA 3a NOKa3HWKOM
«PYHKLIOHABLHICTL> (3
BUKOPUCTaHHAM
aBTOMaTWN30BaHOr0 CTeHay
BUNPOGYBaHHA OYHKLiOHaIbHOCTI
RothGreaves)
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
$apm/lor Papma
NopxicTik TM6X ,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIgabHUIA 3a
MapKyBaHHS Ta
BTOPWHHY YNakoBKy)
127. | ENINEH OHIOP PO34UNH NS iH'EKLN, MEJA AB Lseuis MM B.B. HigepnaHgm BHECEHHS 3MiH 0 peecTpaLinHmx UA/14932/01/01
0,15 mr/go3y; no 2 mn (MaHyhakTypiHr Himeuunna marepianis:
pPO34MHY y nonepesHsLo MekemXuHr CLA 3MiHK | TUNY - 3MiHW 3 AKOCTI.
HanoBHeHiIN pyyuj; no 1 dapmaka), ["oTOBWMIA NiKapcbkuii 3acio.
nonepeaHbLO HanoBHEeHIl Higepnanan KOHTpO/b roTOBOrO NiKapCbKoro
pyuui B Ty6i; no 1 Ty6i B (BUPOBHUK, 3acoby. 3miHa y meToAax

KOpo6Li 3 KapTOHY

BiANOBIAaIbHNIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
€spochiHc
Biochapma Mpogakt
TecTiHr, JaHis
(komnaHis, LWo
BignoBigae 3a
npoBefeHHs
KOHTPO/HO 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

BMNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBepKeHNX MeTogax
BMNPOGYBaHHS) - He3HauHi 3MiHN y
3aTBEpIXEHI MeToauLi
BUMNPOBYBaHHSA 3a NOKa3HWKOM
«BwmicT HaTpito MeTabicynbdiTy»
(lon chromatography); 3miHu |
TMMYy - 3MiHW 3 SKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y MeTofax BUNPO6yBaHHA
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM Y MeTodax BUNpobyBaHb
(BKKOYaLOUM 3aMiHy a60o
[OMNOBHEHHS)). BBEAeHHSA
a/lbTePHATUBHOIO
HaniBaBTOMaTU4HOro MeToay
BUNPOBYBaHHS 3a NOKa3HMKOM
«®YHKLiOHaNbHICTb» (3
BUKOPUCTaHHAM
aBTOMAaTW30BaHOIO CTEHAY
BMNPOGYBaHHA (DYHKLIOHaIbHOCTI
RothGreaves)

158




n/n

Hasga snikapcbko20
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);
POW-AENBTA
v6X eHg Ko. Kr,
HimeuunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiZiNOBIAabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dapma
Norictuk M'M6X,
HimeyunHa
(anbTepHaTMBHWMIA
BMPOGHUK,
BiANoOBigabHUIA 3a
MapKyBaHHS Ta
BTOPVHHY YNakoBKy);
®apm/lor dapma
NoricTnk M'm6X,
HimeuyunHa
(anbTepHaTMBHWMIA
BUPOBHUK,
BiANOBiAA/IbHWIA 32
MapKyBaHHS Ta
BTOPUHHY YNaKoBKY)

128.

EMIPYBIUUH -
BICTA

PO34uH ANS iH eKuin, 2
mr/mn no 5, a6o 10, a6o
25, a6o 50, a6o 100 mn
y donakoHi, no 1
(h/1aKOHY B KapTOHHii
Kopoo6Li

Mictpan Kenitan
MeHeaXmeHT
Nimiten

AHrnis

AkTaBic ITanis

C.n.A., ltanis;

CingaH ®apma
Cc.p.N,,

ITanis

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edheKTUBHOCTI Ta
hapmakoHarnagy (iHLwi 3MiHu) -
BHECEHHS 3MiH 40 po34iny
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKNPOBKA
CornacHo yTBepXAeHHOMY TEeKCTy
MapKupoBKW. OHOBNEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHchopmaii
LLO0A0 3a3HAaYEHHS OAVHNLb

3a peyenmom

UA/14658/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVIMIipIOBaHHS y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicALIB MiCNsA 3aTBEPPKEHHS.

129.

ENIPYBILUNH-TEBA

PO34uH ANs iH'eKLi abo
iHdpysii, 2 mr/mn no 5
mn, a6o 10 mn, a6o 25
My donakoHi; no 1
(h/1aKOHY B KapTOHHIiii
Kopoo6Li

TeBa
$apmaueBTikas
IHpacTpi3 /T4,

13painb

dapmaxewmi B.B.

HigepnaHgu

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3HayYeHHs OAVHNLb
BMMIpIOBaHHSA y cuctemi Sl Ta
YHicpikauisi BUknafeHHs TekcTy
(Hanpuviknag, iHdopmadii "Cepisi:",
"Oo:", "P.IM. Ne"). 3amiHa po3giny
«[padiyHe ohopmneHHs
yNakoBKM» Ha po3fin
«MapkyBaHHA» MKHA N13:
3anponoHoBaHo: MAPKYBAHHA
3rifHO 3aTBEPAKEHOrO TEKCTY
MapKyBaHHS.BBegeHHs 3MiH
NpOTArom 6-X MicAuis nicas
3aTBEPAKEHHS

3a peyenmom

UA/11806/01/01

130.

EPA3ABAH

Kpem, 100 mr/lrno2r
abono5ryTy6i;nol
Ty6i B KAPTOHHI KOpo6Lyi

JenbTta Megjken
MpomoyLH3 Al

LLiBefiuapis

JeHapoH BpeHac
NimiTen

Benuka
BpuTaHis

BHECEHHS 3MiH 0 peecTpavinHmx
martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHULI BUNycKy cepii abo micue
NpoBefEeHHSA KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMIOpTEP, BKIOYAKOUM
BMNYCK Cepiil) - 3MiHa Ha3BMK
BMPOGHMKa 13, 6e3 3MiHM Micus
BUPOGHMLTBA. 3MiHV BHECEHO B
IHCTPYKLil0 418 MeguyHoro
3acToCcyBaHHS W00
HaliMeHyBaHHS1 BUPOGHMKa 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKV NikapCbKoro
3acoby (BeBefeHHS 3MiH NPOTAroM
6 MicALUiB nicia 3aTBEpPAKEHHS)

6e3 peyenma

UA/9636/01/01

131.

EPOTEKC ANA
YO/NOBIKIB

TabneTku, BKPUTI
NAiBKOBOK 000I0HKOIO,
no 50 mr no 1 a6o 4
TabneTtkn y bnicrepi; no

CninbHe yKpaiHCbKO-
icnaHcbke
nigNpPUeEMCTBO
"CIMEPKO

YKpaiHa

AkTasic /1T4.

MasibTa

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edpeKkTMBHOCTI Ta

3a peyenmom

UA/15460/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
1 6nicTepy y KapTOHHii YKPAIHA" thapmakoHarnsgy (iHwi 3MiHn) -
nauui OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NiKaPCbKOro 3acooby.
BBegeHHs 3MiH npoTsarom 6-Tv
MicALiB Nicna 3aTBepAKeHHs
132. | EPOTEKC Ansa TabneTkn, BKPUTI CninbHe yKpaiHCbKO- Ykpaina AxTasic /174, ManbTa BHECEHHS 3MiH 40 peecTpaLinHmx 3a peyernmom UA/15460/01/02
YONOBIKIB NAiBKOBOK 000I0HKOMO, icnaHcbke marepianis:
no 100 mr no 1 a6o 4 nigNpPUEMCTBO 3MiHK | TUNY - 3MiHK WoA0
Tabnetkn y 6nictepi; no "CMEPKO 6e3nekn/edekTMBHOCTI Ta
1 6nicTepy y KapTOHHii YKPATHA" hapmakoHarnsgy (iHwi 3miHn) -
nauui OHOB/IEHHA TEKCTY MapKyBaHHSA
YMakoBKM MiKapCbKOro 3acooby.
BBegeHHs1 3MiH npoTsarom 6-Tu
MicALiB Nicasa 3aTBepAKeHHs
133. | EPYMNHIN Tabnetku no 2 mr no 10 neHmapk IHais FneHmapk IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/14981/01/01
Tabnetok y 6nictepi; no PapmacbloThKan3 dapmacboTukans3 marepianis:
3 6nicTepu B KAPTOHHIl nra. nra. 3MiHKM | TUNY - 3MiHK WoA0

Kopoo6Li

6e3nekn/edeKkTBHOCTI 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
hapmakoHarnsgy) - 3miHa
YMOBHOBaXXEHOT 0CO6M 3as1BHMKaA,
BiANOBIAA/ILHOT 32
hapMakoHarnsag.
MponoHoBaHa pepakuin: YTe
XodpHep / Ute Hoeffner. 3miHa
KOHTaKTHUX laHNX YNOBHOBaXKEHOT
ocobw, BignoBiAa/bHOI 3a
hapmakoHarnsg. BeegeHHs
KOHTaKTHOI 0CO6M YNOBHOBaXKEHOT
0co6u 3as1BHMKA, BiANOBiAa/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis:
MawmeToBa [liHa HisiziBHa. 3MiHa
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTaKTHUX AaHNX KOHTaKTHOT
0Cco6M YNoBHOBaXXEHOI 0COo6YU
3asBHWKa, BIANOBIAA/ILHOI 3a
hapmakoHarnsg B YkpaiHi. 3miHa
MicLs 34iliCHEHHS OCHOBHOI
OiSNBHOCTI 3 dhapmakoHarnagy.
3MiHa MiCL,e3HaxX0MKEHHS MacTep-
chaiina cuctemu chapmakoHarnsgy
134. | EPYMNHIN Tabnetku no 4 mr no 10 neHmapk IHais neHmapk IHais BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyernmom UA/14981/01/02
Tabnetok y 6nictepi; no dapmacbloTmkans dapmacboTrKans marepianis:
3 6nicTepu B KAPTOHHiIl nra. nra. 3MiHK | TUNY - 3MiHK WoA0

Kopoo6Li

6e3nekn/edeKkTBHOCTI 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; KOHTakTHoOI
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 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXeHOT 0CObM 3as1BHMKA,
BiANOBIA&/ILHOT 32
hapmakoHarnsg.
lMponoHoBaHa pepakuis: YTe
XodpHep / Ute Hoeffner. 3miHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOT 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAA/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
lMponoHoBaHa pepakuis:
MawmeToBa [iHa HisiziBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOI
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnag B YkpaiHi. 3miHa
MicLS 34iiCHEHHA OCHOBHOI

LOisNbHOCTI 3 hapmakoHarnsgy.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHa MiCL,e3HaxX0MKEHHS MacTep-
chaiina cuctemu hapmakoHarnsgy

135.

EPYNHIN

Tabnetku no 8 mr no 10
Tabnetok y 6nictepi; no
3 6nicTepu B KAPTOHHIl
Kopoo6Li

neHmapk
dapmacboTuKan3
nra.

IHais

"neHmapk
PapmacboTrKan3
nra.

IHais

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI 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 hapMakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CObM 3as1BHMKA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuis: YTe
XodpHep / Ute Hoeffner. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOT 3a
thapmakoHarnsg,. BeegeHHs
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3asiBHMKA, BiAMNOBiAa/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
lMponoHoBaHa pepakuis:
MawmeToBa [iHa HisiziBHa. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0C06M YNOBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnag B Ykpaini. 3miHa
MicLS 34iiCHEHHA OCHOBHOI
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicL,e3HaxXoMKeHHs1 MacTep-
dhaiina cuctemun chapmakoHarnsgy

3a peyernmom

UA/14981/01/03

136.

ECKY3AH®
KPANMI

Kpansi opasbHi no 20 mn
y thnakoHi 3
KpanesibHuueto; no 1
hNakoHy B KAPTOHHIl

ecrnapma m6X

HimevunHa

Papma BepHirepoge
M6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHW | TUnY - 3MiHK 3 SKocTi. AdPI.
BUpO6HMLTBO. 3MiHW B MpOLIECi

6e3 peyenma

UA/0217/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Kopoo6Li BMPO6HMLTBA AD| (HEe3HaYHA
3MiHa y npoLeci BUpo6bHMLTBa
AQDI) -
3MiHa BHOCUTLCA Y 3B'A3KY 3
OTPMMaHHAM Bif BUpo6HuKa AdDI
AeTani3oBaHoi BUPOOHUYOI
IHCTPYKL,ii CTOCOBHO NapameTpis
Ta BUKOPUCTaHHA 061aAHaHHS.
BnacHe BMpoGHUUKIA NpoLec He
3MIHIETLCS
137. | ECMEPOH® PO34UH A8 iH'eKLii, 10 Mepk Wapn i Joym LLiBeiiuapis Bupo6HMLTBO in HigepnaHamn BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/7719/01/01
mr/mn; no 5 mn (50 mr) y IOEA Tm6X bulk, / marepianis: 3miHu | Tuny:
dhnakoHi; no 10 nepBUHHe/BTOpPUHHe | HimeuyumHa/ AAMiHICTpaTUBHI 3MiHW. 3MiHa
(p/1aKOHIB Y KapPTOHHIl nakyBaHHs, CnosayunHa HalilMeHyBaHHs1 Ta/abo agpecu
Kopoo6Li KOHTPO/b AKOCTi Ta 3asBHMKa (BNacHvka
BMMYycK cepii: H.B. peecTpauiiiHOro NoCBigYEHHS).
OpraHoH, 3MiHa Ha3BY 3asBHMKa BiANOBIAHO
Higepnangu; [0 pilleHHA KoMNaHii Ta
Bnpo6HMLTBO in YTOUHEHHS afpecy 3asBHMKa AN
bulk, nepsuHHe npuBeAeHHs y BiANOBIAHICTb J0
nakyBaHHs Ta OHOBJ/IEHOTO BUTATY 3 TOProBOro
KOHTPO/b AKOCTI: PeecTpy kpaiHu 3asBHUKa.
Circhpig XamenoH BBeneHHs1 3MiH NpoTAroM 6-Tu
v6X, HimeuunHa; MiCALIB MiCNA 3aTBEPAKEHHS.
AnbTepHaTVUBHUIA 3miHa 3asBHMKa (BNacHvKa
KOHTPO/b AKOCTI: peecTpauiiiHoro NocBigYeHHS)
XamersbH pAc a.c., (3rigHo Hakasy MO3 Big,
CnosayunHa 23.07.2015 Ne 460). BBegeHHs
3MiH NPOTAroM 6-TM MicALiB nicns
3aTBEPAKEHHS.
138. | ECTPOXE/Ib renb AN Micuesoro BeseH Xenckea CA Benbris Oendapm Benbria BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/4120/01/01

3acTocyBaHHs, 0,6 mr/r;
no 80 r y dpsiakoHi 3
[,03y04NUM MPUCTPOEM;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

[poreH6oc CA

mMaTepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AinbHUUI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJTHO SKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMIOPTEP, BKIOYAKOUM
BWMNYCK Cepiii) 3MiHa Ha3Bu Ta
agpecy BUpo6Hvka MN13, 6e3 3miHu
MicLs BUPOGHULTBA. 3MiHN
BHECEHO B IHCTPYKL,il0 AN
MeAMYHOro 3acToCyBaHHA LOAO
HaliMeHyBaHHs Ta
MiCLie3HaXOAKEHHS BUPOOHUKA i3
BiNOBIAHMMYW 3MiHAMW Y TEKCTI
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby.
139. | E®dCTAT TabneTkn, BKPUTI MpAT Ykpaina [xenecapm CA, Mpeuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17530/01/01
NAiBKOBOK 060I0HKOMO, "®apmavleBTUYHa marepianis:
no 80 Mr no 14 ta6neTtok ipma "OapHuus” 3MiHK | TUNY - 3MiHK WoA0
y 6aicTepi; no 2 6e3nekn/edeKkTBHOCTI Ta
6nictepu B nauui hapmakoHarnsgy (iHwi 3miHn) -
OHOBJ/IEHHA TEKCTY MapKyBaHHs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
TepMmiH BBeZleHHS 3MiH NPOTSArom 6
MicALiB Nicasa 3aTBepAKeHHs
140. | E®CTAT TabneTkn, BKPUTI MpAT YkpaiHa DxeHedhapm CA Ipeuis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/17530/01/02
NAiBKOBOK 000I0HKOMO, "apmaueBTnyHa marepianis:
no 120 mr no 14 ipma "OapHuus” 3MiHKM | TUNY - 3MiHK WoA0
TabneTtok y 6nictepi; no 6e3nekn/edeKkTBHOCTI Ta
2 6nictepu B navui thapmakoHarnagy (iHwi 3MiHu) -
OHOBJIEHHA TEKCTY MapKyBaHHS
yMakoBKM NikapcbKoro 3acoby 3
BHECEeHHAM iHdhopMaui Wwoao
3a3HaYeHHS OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
TepMiH BBEEHHS 3MiH NPOTAroM 6
MiCALiB Nicna 3aTBepAKEeHHs
141. | XXOBYOIHHUNA 36ip, Mo 50 r y mavu,i 3 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/2476/01/01
3bIP BHYTPILLHIM NakeToMm; rno $PapmaLeBTUYHA $PapmaueBTUYHA marepianis:
1,5 ry dpinbTp-nakeTi; no habpuka "Biona" habpuka "Biona" 3MiHM | TURy - 3MiHK Woao
20 inbTp-nakeTiB y 6e3nekn/edeKkTBHOCTI Ta
nauui thapmakoHarnagy (iHwi 3MiHu) -
3MiHM A0 N. 17 «lHwe» TekcTy
MapKyBaHHS: BHECEHHS rpadivHOi
Ta TEeKCTOBOI iHdhopmauii Wwoa0
TOProBoi Mapku, nig, kot byae
peastisyBaTucs fikapcbkumii 3aci6
142. | 3A/IACTA® Tabnetkn no 2,5 mr no 7 KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso Monbuwa BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/12069/01/01
Tabnetok y 6nictepi; no MecTo mecTo, CroBeHis; CnoBeHis mMartepianis:

4 abo no 8 bnicTtepiB y
KapTOHHIA Kopoo6Li

KPKA, Monbwa Cn.

3.0.0., MNMonbLua

3MiHM | TUNy - aAMiHICTpPaTUBHI
3MiHW. BrunyyeHHs BUPO6HUYOI
AiNbHULI (BKAOYAOUM AiNbHUL
ans A®l, npomikHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHUL 418 NPOBeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepiid,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZIHOTO MaTepiany, peareHTy
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab0 AONOMIXXHOT PevyoBUHU (SKLLO
3a3HayeHo y JOChE) - BUTYUYEHHSN
BMPOGHWYOI AinbHULi ans AdI
onaHsanivy Mylan Laboratories
Limited, India. 3anmwmunnn
3aTBEPMKEHOr0 BMpobHUKa Krka,
d.d., Novo mesto, Slovenia, wo
BUKOHYE Ti caMi hyHKU;T, WO i
BUYyYeHUiA. 3MiHn | TNy - 3MiHK 3
akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/NMPOMIXXHOro
nNpoAykTy/pearexTy, Lo
BUKOPVCTOBYHOTLCH Y
BUpo6HUYOMY npoueci AdPl, abo
3MiHa BUPO6HUKa (BKOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) AP (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
[0Cbe)(iHLi 3MiHN) - BBEAEHHS
KOHTPaKTHOTO BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTea
NPOMDKHOr0 NPOAYKTY OnaH3aniHy
WIPS. BBeeHHs 3MiH NPOTAroM
6-TV MicALLIB NiCN1sA 3aTBEPKEHHS.

143.

SANNACTA®

TabneTtkn no 5 mr no 7
Tabnetok y 6nictepi; no
4 abo no 8 bnicTepis y
KapTOHHI KOopooLi

KPKA, a.4., HoBo
MecTo

CnoBeHis

KPKA, a.4a., Hoso
mecTo, C/oBeHis;
KPKA, Monbwa Cn.
3.0.0., Monbwa

CnoBeHisi
MonbLa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHW | TUny - agMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPoAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
LOinbHUUI 015 NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPO/O
cepii) abo nocTavasibHMKa
BUXiQHOrO Martepiany, peareHty
ab0 AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayYeHo y A0CLE) - BUNTyYEeHHS
BMPOGHWYOI AinbHuLi ans AdI
onaH3aniHy Mylan Laboratories
Limited, India. 3anmwwnnn
3aTBepmAKeHoro BupobHuka Krka,
d.d., Novo mesto, Slovenia, wo
BMKOHYE Ti cami chyHKL,i, WO |
BUIYYEHUA. 3MiHM | TUNYy - 3MiHK 3

3a peyenmom

UA/12069/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

akocTi. A®l. BupobHuuTBO. 3MiHa
BMPOOHUKA BMXiAHOrO/NMPOMIXXHOro
nNpoAykTy/peareHTy, Lo
BUKOPVCTOBYHOTLCH Y
BUpo6HUYOMY npoueci AdPl, abo
3MiHa BUPO6HUKa (BKIKOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
[0Cbe)(iHLI 3MiHN) - BBEAEHHS
KOHTPaKTHOrO BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTea
NPOMDKHOr0 NPOAYKTY OnaH3aniHy
WIPS. BBeeHHs 3MiH NPOTAroM
6-TV MicALLIB NiCN1sA 3aTBEPIKEHHS.

144.

SANNACTA®

TabneTkun no 7,5 mr no 7
Tabnetok y 6nictepi; no
4 abo no 8 bnicTepis y
KapTOHHI KOopooLi

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mecTo, C/oBeHis;
KPKA, Monbwa Cn.
3.0.0., Monbwa

Monbwa
CnoseHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHW | TUny - agMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPoAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
LOinbHUUI 015 NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPO/O
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayYeHo y A0CLE) - BUNTyYEeHHS
BMPOGHWYOI AinbHuLi ans AdI
onaH3aniHy Mylan Laboratories
Limited, India. 3anmwwnnn
3aTBepmAKeHoro BupobHuka Krka,
d.d., Novo mesto, Slovenia, wo
BMKOHYE Ti cami chyHKL,i, WO |
BUyYEHWUIA. 3MiHM | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
npoayKTy/peareHTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPO6HMYOMY npotieci AdDl, abo
3MiHa BUpPO6HUKa (BK/TlOYatoum, ae
Heo6XifHO, MicLe NpoBefeHHs
KOHTposnto skocTi) APl (3a
BiJICYTHOCTI cepTudpikata

3a peyenmom

UA/12069/01/03
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepyxeHoMy
[0Cbe)(iHLi 3MiHN) - BBEAEHHS

KOHTPaKTHOTO BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTea
NPOMDKHOr0 NPOAYKTY OnaH3aniHy
WIPS. BBeeHHs 3MiH NPOTAroM
6-TV MicALLIB NiCN1sA 3aTBEPKEHHS.

145.

SANNIACTA®

TabneTkn no 10 mr no 7
Tabnetok y 6nictepi; no
4 abo no 8 bnicTepis y
KapTOHHIA KopooLi

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mecTo, C/oBeHis;

KPKA, Monbwa Cn.

3.0.0., Monbwa

CnoBeHisi
MonbLa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHW | TUny - agMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHULI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPoAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
OinbHUUI 015 NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHSI KOHTPO/IO
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMDKHOT PEYOBUHU (SIKLLLO
3a3HayYeHo y A0CLE) - BUNTyYEeHHS
BMPOGHWYOI AinbHuLi ans AdI
onaH3aniHy Mylan Laboratories
Limited, India. 3anmwwnnn
3aTBepMAKeHoro BupobHuka Krka,
d.d., Novo mesto, Slovenia, wo
BMKOHYE Ti cami chyHKL,i, WO |
BUyYEHUIA. 3MiHM | TUNY - 3MiHK 3
AKocTi. A®l. BUpo6HULTBO. 3MiHa
BMPOGHMKA BUXIAHOro/NPOMKHOrO
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
[ocbe)(iHWi 3MiHN) - BBEAEHHS
KOHTPaKTHOro BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6HuuTBa
NPOMIKHOIO NPOAYKTY OnlaH3aniHy
WIPS. BBefieHHs1 3MiH NpoTArom
6-TW MicALIB Nic/1a 3aTBEPKEHHS.

3a peyernmom

UA/12069/01/04
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

146.

SANNIACTA®

Tabnetkn no 15 mr no 7
Tabnetok y 6nictepi; no
4 abo no 8 bnicTepis y
KapTOHHI KOopooLi

KPKA, a.4., HoBo
MecTo

CnoseHis

KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
KPKA, Monbuwa Cn.
3.0.0., Monbwa

CnoBeHisi
MonbLua

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:
3MiHM | TUny - aaMiHiCTpPaTUBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHUUI (BKNHOYAKOUN AiNbHUL
ons A®l, npoMiXXHOro NPOAYKTY
ab0o roToBOro slikapcbKoro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo nocTavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HayYeHo y A0CLE) - BUTyYEeHHS
BMPOGHWYOI AinbHuLi ans AdI
onaH3aniHy Mylan Laboratories
Limited, India. 3anmwwnnn
3aTBEpMAKEHOro BupobHuka Krka,
d.d., Novo mesto, Slovenia, wo
BMKOHYE Ti cami chyHKL,i, WO |
BUyYEHWUIA. 3MiHM | TUNY - 3MiHKW 3
AKOCTi. A®l. BUpo6bHMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPWCTOBYHOTLCS Y
BMPOGHMYOMY npotieci APl abo
3MiHa BUpPO6HUKa (BKIOYatoum, ae
Heo6XifHo, Micue NpoBefeHHs
KOHTpOnto skocTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(iHWi 3MiHN) - BBEAEHHS
KOHTPaKTHOro BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6HuuTBa
NPOMIXHOro NPOAYKTY onaH3aniHy
WIPS. BBefieHHs1 3MiH NpOTArom
6-TN MicALIB Nic/1s 3aTBEPKEHHS.

3a peyernmom

UA/12069/01/05

147.

3AJIACTA®

Tabnetkn no 20 mr no 7
Tabnetok y 6nictepi; no
4 abo no 8 bnicTepiB y
KapTOHHIA Kopoo6Li

KPKA, a.4., Hoso
MecCTo

CnoBeHisa

KPKA, a.4., Hoso
mecTo, CroBeHis;

KPKA, Monbwa Cn.

3.0.0., MonbLa

CnoseHisi
Monbwa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - aAMiHICTPaTVBHI
3MiHW. BunyyeHHs1 BUpO6HMYOT
AiNbHULI (BKAOYAOYM AiNbHUL
ans A®l, npomikHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHS1, BUPOBOHMKa,

3a peyenmom

UA/12069/01/06
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HayYeHo y A0CLE) - BUTyYEHHS
BMPOGHWYOI AinbHuLi ans AdI
onaH3aniHy Mylan Laboratories
Limited, India. 3anmwwnnn
3aTBEpMAKeHOro BupobHuka Krka,
d.d., Novo mesto, Slovenia, wo
BMKOHYE Ti cami chyHKL,i, WO |
BUyYEHWUIA. 3MiHM | TUNY - 3MiHK 3
AKOCTi. A®l. BUpo6HMLTBO. 3MiHa
BMPOGHUKA BUXIAHOro/NPOMKHOrO
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHLCH Y
BMPOGHMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BK/TOYatoum, ae
Heo6XifHO, Micue NpoBefeHHs
KOHTPOIO sIKOCTi) AdI (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe)(iHWi 3MiHN) - BBEAEHHS
KOHTPaKTHOro BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6HuuTBa
NPOMIXHOro NPOAYKTY onaH3aniHy
WIPS. BBefieHHs1 3MiH NpOTArom
6-TN MicALIB Nic/1s 3aTBEPKEHHS.

148.

3AJIACTA® Q-
TAB®

Tabnetku, Wo
ANCnepryrThLes B
POTOBI NOPOXHWHI, N0 5
Mr 10 7 TabneTok y
6nicTepi; no 4 abo no 8
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4., Hoso
MecCTo

CnoBeHisa

KPKA Monbla Cn. 3
0.0., MNMonbLya;
KPKA, a.4a., Hoso
MecTo, CnoBeHis

CnoseHisi
Monbwa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - aAMiHICTPaTVBHI
3MiHW. BunyyeHHs1 BUpO6HMYOT
AiNbHULI (BKAOYAOYM AiNbHUL
ans A®l, npomikHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXXHOT PevyoBUHU (SIKLLO
3a3HayeHo y OCbE) - BUSTYUYEHHS
BUPOGHMYOT ainbHULi ans Adl
onaxzaniHy Mylan Laboratories
Limited, India; 3miHu | TMNY - 3MiHK

3a peyenmom

UA/12069/02/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3 AKocTi. A®l. Bupo6HMLTBO.
3MiHa BUpO6HMKa
BWXi4HOro/MpoMiXHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYHOTHLCS Y
BMPOGHMYOMY npotieci AdPl, abo
3MiHa BUpPO6HUKa (BKTOYatoum, ae
Heo6XifHO, MicLue NpoBefeHHs
KOHTpOnto skocTi) APl (3a
BiICYTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHoOMy
[ocbe)(iHWi 3MiHN) - BBEAEHHS
KOHTPaKTHOro BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTBa
NPOMIXHOro NPOAYKTY onaH3aniHy
WIPS. BBefieHHs1 3MiH NpOTArom
6-TN MicALIB Nic/1s 3aTBEPKEHHS.

149.

3AJIACTA® Q-
TAB®

TabneTtku, Wo
ANCnepryrThLes B
POTOBI NOPOXHWHI, MO
7,5 Mr no 7 TabneTtok y
6nicTepi; no 4 abo no 8
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4., Hoso
MecTo

CnoseHisa

KPKA Monbla Cn. 3
0.0., MNMonbLya;
KPKA, a.4a., Hoso
MecTo, CnoBeHis

CnoseHisi
Monbwa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - aAMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpOGHMYOT
AiNbHULI (BKAOYAOYM AiNbHUL
ans A®l, npomikHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
AiNbHWL 418 NPOBEeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXXHOT PevyoBUHU (SIKLLO
3a3HayeHo y OCbE) - BUSTYUYEHHS
BUPOGHMYOT AinbHULi ans Adl
onax3aniHy Mylan Laboratories
Limited, India; 3miHun | TMny - 3MiHN
3 AkocTi. A®l. Bupo6bHULTBO.
3miHa BUpOGHMKa
BWXi4HOro/MpOMiXKHOro
NpoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHUYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) AdI (3a
BICYTHOCTI cepTudikata
BIANOBIAHOCTI EBPONENChbkili
chapmakonei y 3aTBepaKeHoMy

3a peyenmom

UA/12069/02/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[ocbe)(iHWi 3MiHN) - BBEAEHHS
KOHTPaKTHOro BUPOGHUKA
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTBa
NPOMIXHOro NPOAYKTY onaH3aniHy
WIPS. BBefieHHs1 3MiH NpOTArom
6-TN MicALIB Nic/1s 3aTBEPKEHHS.

150.

3AJIACTA® Q-
TAB®

Tabnetku, Wo
ANCnepryrThLes B
POTOBI NOPOXHWHI, MO
10 Mr no 7 TabneTok y
6nicTepi; no 4 abo no 8
6nicTepiB y KAPTOHHIi
Kopoobui

KPKA, a.4., Hoso
MecCTo

CnoseHisa

KPKA MonbLa Cn. 3
0.0., MNMonbLya;
KPKA, a.4a., Hoso
MecTo, CnoBeHis

CnoBeHisi
Monbwa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - aAMiHICTPaTUBHI
3MiHW. BunyyeHHs BUpO6HMYOT
AiNbHULI (BKAOYAOYM AiNbHUL
ans A®l, npomikHOro NpoayKTy
a60 roToBOro Nikapcbkoro 3acooby,
AiNbHWL 418 NPOBEAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXKXHOT PevyoBUHU (SIKLLO
3a3HayeHo y OCbE) - BUSTYUYEHHS
BUPOGHMYOT AinbHULi ans Adl
onaxzaniHy Mylan Laboratories
Limited, India; 3miHun | TMny - 3MiHK
3 AkocTi. A®l. Bupo6bHULTBO.
3miHa BUpOGHMKa
BWXi4HOro/MpOMiXKHOro
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)(iHLI 3MiHW) - BBEAEHHS
KOHTPaKTHOro BMPOGHMKa
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTBa
NPOMDKHOr0 NPOAYKTY OnaH3aniHy
WIPS. BBefieHHS1 3MiH NPOTArom
6-TU MicALIB NicNsa 3aTBEPKEHHS.

3a peyenmom

UA/12069/02/03

151.

3ANACTA® Q-
TAB®

TabneTtku, Wwo
AVCnepryoTbes B
POTOBI NOPOXHWHI, MO
15 Mr no 7 TabneTok y

6nicTepi; no 4 abo no 8

KPKA, a.4., Hoso
MecTo

CnoBeHisa

KPKA Monbla Cn. 3
0.0., Monbua;
KPKA, a.4., Hoso
mecTo, CnoBeHis

CnoBeHis
Monba

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHK | TUNY - aaMiHICTpaTMBHI
3MiHW. BunyyeHHs BUPO6HUYOI
OinbHUUI (BKNOYAKYM AiNbHULI

3a peyernmom

UA/12069/02/04
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

6nicTepiB y KAPTOHHIi
Kopoobui

ans A®l, npomikHOro NpoaykTy
ab0 roToBOro NiKapcbkoro 3acooby,
AiNbHUL 418 NPOBeAEHHSA
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NpoBEeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3Ha4YeHo y [JOCbE) - BUSTYUYEHHS
BMPOGHUYOI AinbHULi anst AdI
onaH3aniHy Mylan Laboratories
Limited, India; 3miHun | TMny - 3MiHN
3 AkocTi. A®l. Bupo6HMLTBO.
3MiHa BUpOGHMKa
BWXi4HOro/MpOMiXKHOro
npoayKTy/peareHTy, Wwo
BMKOPVCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) APl (3a
BiICYTHOCTi cepTudikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
[0CbE)(iHLI 3MiHW) - BBEAEHHS
KOHTPaKTHOro BMPOGHMKa
Topharman Shandong Co., Ltd,
China gns BupobHuuTBa
NPOMDKHOro NPOAYKTY onaH3aniHy
WIPS. BBefeHHs1 3MiH NpoTSArom
6-TU MicALIB NicNsA 3aTBEPKEHHS.

152.

3ANACTA® Q-
TAB®

TabneTtku, Wwo
AVCnepryoTbes B
POTOBI NOPOXHWHI, NO
20 Mr no 7 TabneTok y
6nictepi; no 4 a6o no 8
6nicTepiB y KAPTOHHIi
Kopoo6Li

KPKA, a.4., Hoso
MecTo

CnoBeHisa

KPKA MonbLa Cn. 3
0.0., Monbua;
KPKA, a.4., Hoso
mecTo, CrnoBeHis

CnoBeHis
Monbwa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHK | TNy - aAMIHICTpaTUBHI
3MiHW. BunyyeHHs BUPOGHUYOI
AinbHUUI (BKOYAOYM AiNbHUL
onsa A®l, npoMiXXHOro NPoAyKTYy
ab60 roToBOro NiKapcbkoro 3acooy,
OiNbHWL 418 NPOBeAEeHHS
nakyBaHHs1, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,
MicLie NPOBEeAEHHSI KOHTPO/I0
cepii) abo noctavasibHUKa
BMXIAHOrO MaTepiany, peareHTy
ab0 AONOMIXHOT pevyoBUHU (SKLLO
3a3HayYeHo y OCLE) - BUTYUYEHHS
BMPOGHWYOI AinbHuLi ans AdI
onax3aniHy Mylan Laboratories

3a peyenmom

UA/12069/02/05
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Limited, India; 3miHun | TMny - 3MiHN
3 fkocTi. A®l. Bupo6HMLTBO.
3MiHa BUpPOGHMKa
BWXi4HOro/MpOMiXKHOro
npoayKTy/peareHTy, Wwo
BMKOPWCTOBYIOTbCH Y
BMPOGHMYOMY npotieci Adl, abo
3MiHa BUPOGHWMKa (BKNOYaoun, ae
HeobXxifHO, MicLe NpoBeAeHHS
KOHTposto sikocTi) APl (3a
BiJCYTHOCTI cepTudikata
BiZiNOBIAHOCTI €BPONENCHKIit
hapmakonei y 3aTBepAKeHOMY
[0CbE)(iHLI 3MiHW) - BBEAEHHS
KOHTPaKTHOro BMPOGHMKa
Topharman Shandong Co., Ltd,
China gns Bupo6bHuuTBa
NPOMDKHOro NPOAYKTY onaH3aniHy
WIPS. BBefeHHs1 3MiH NpoTSArom
6-TU MicALIB NicNsA 3aTBEPKEHHS.

153.

3AMEKCEH

pO3unH AN1s iH ekuin 50
Mr/M1 N0 2 M1 B amnyri,
no 10 amnyn B naudi,
abo no 5 amnyn B
6nicTepi, no 2 6nictepn
y nauyui, abo no 5 mn B
amnyni, no 5 amnyn B
nauyj, abo no 5 amnyn B
6nictepi, no 1 6nictepy
y nayui 3 KapToHy

MpusatHe
akujioHepHe
TOBapuCTBO

"Nlekxim-Xapkis"

Ykpaina

MpuBaTHe
akujioHepHe
TOBapWCTBO

"Nlekxim-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHM | TUNY - 3MiHK 3 SKOCTi. AdI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, LWwo
BMKOPMCTOBYHOTLCS Y MpoLecCi
BMPOGHMLTBA AD| (BUNYyYEHHS
He3Ha4yHOro NokasHuka SKocTi
(ranpuknag BUyYeHHS
3aCcTapisioro NokasHvka)); CynyTHS
3MiHa - 3MiHK 3 KoCTi. AL,
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
BMNPOGYBaHHS) - BUTYYEHHS 3i
Cneuundpikauii / MeTogis
BMNPOGYBaHHA KOHTPO/Ib 3a
NnoKasHMKOM "Baxkki MeTasin" ans
AD| ETUAMETUATIAPOKCUNIPUANHY
CyKUMHaTy

3a peyernmom

UA/15163/01/01

154.

3ACNOKINNNBUN

36ip, 0o 50rabono 75r

MpAT

YKpaiHa

MpAT

YKpaiHa

BHECEHHS 3MiH 10 peecTpaLiiHNX

6e3 peyenma

UA/2195/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3BIP Ne2 y nayui 3 BHYTPILLHIM dapmaueBTUYHA dapmaneBTMYHA marepianis:
naketom; no 1,5ry thabpuka "Biona" thabpuka "Biona" 3MiHKM | TUNY - 3MiHW WoA0
inbTp-nakeTi; no 20 6e3nekn/edeKkTMBHOCTI Ta
iNbTp-nakeTiB y naui hapmakoHarnagy (iHwi 3MiHn) -
3MiHN [0 N.17 «IHWwe» TekcTy
MapKyBaHHS: BHECEHHSA rpadiuHOl
Ta TEeKCTOBOI iHhopmaLii npo
TOProBy mMapky, nig sikowo éyae
peasnisyBaTtucs nikapcbkuii 3aci6
155. | 3BIPOBOHO Tpasa no 50 r abo no 75 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/2126/01/01
TPABA 'y naykax 3 BHYTPILLHIM dapmaLeBTUYHA $apmaueBTUYHA martepianis:
naketom; no 1,5ry habpuka "Biona" habpuka "Biona"
inbTp-nareti; no 20 3MiHW | TURY - 3MiHW WOA0
hinbTp-naketis y naqui 6e3nekn/ecpeKTMBHOCTI Ta
hapmakoHarnsgy - 3mMiHM BHeCeHi
B TEKCT MapKyBaHHS1 yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCeHHA TOProsoi Mapkn
156. | 3BOKC PO34MH N8 iHdysiid, 2 MOANIEP IHK. CWA ®pe3seHiyc Kabi YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/1969/02/01

mr/mn; no 300 mn B
cuctemi gns
BHYTPILLHbOBEHHOTO
BBeZleHHs; no 1 cuctemi
B ynakosLi 3
namiHOBaHoOi (Qo/brv; No
100 mn B cuctemi gns
BHYTPILLUHLOIO
BBEAEHHS; N0 1 cuctemi
B ynakosLi 3
namiHoBaHoil ¢osbrn

Hopre AC

marepianis:
3MiHK | TUNY - 3MiHW 3 AKOCTI.
["oTOBWIA NiKapcbKuii 3acio.
Cucrtema
KOHTelHep/3aKynoptoBasbHWi
3aci6. 3miHa y nepBuHHIi ynakosLi
rOTOBOrO JlikapcbKoro 3acoby (iHLwi
3MiHW) - BHECEHHS 3MiH A0
mMaTtepianis peecTpawiiHoro gockbe
(p. 3.2.P.2.4.1a3.2.P.7.), a came
3MiHV B CUCTEMI YNakKoBKK
Freeflex: gogaetbcs nepBuHHa
nniska Tuny A, BUroToB/ieHa 3
noninponinexy (PP) 3
BMKOPUCTaHHAM e3dTanaTHoro
KaTanisartopy, 415 iHy3iiiHoro
nakety Freeflex, BHacnigok 3miHn
B BMPOGHMYOMY NpOLLECi
BUrOTOB/IEHHA CUPOBWHN
noninponineny (PP) y
BMPOGHULTBI MNiBkv TNy A ans
iHcpysiiiHOT cuctemmn Freeflex
(3MiHeHOo npouec cnHTesy
noninponinery 3 BUKOPUCTaHHAM
KaTasnizaropy, Lo He MICTUTb
branatn). Y cknagi cuctemu
ynakoBku Freeflex He Bigbynocb
3MiH. 3anponoHoBaHo: NepBNHHA
nniska Tuny A iHdyysiiiHoro
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cuctemun Freeflex, Burotoenexa 3
noninponisieHy 3 BUKOPUCTaHHAM
6e3hTasiaTHOro Katanisaropa

157.

30MALMA

KOHLeHTpaT ans
NPUroTyBaHHS PO3YNHY
Ans iHdysin, 4 mr/5 mn,
no 5 mn y donakoHi; no 1
abo no 4, abo no 10
hnakoHiB y navui 3
KapToHYy

ToBapucTBO 3
obmexeHoto
BiANOBIAA/LHICTIO
"POKET-®APM"

YKpaiHa

TOB "dapmiges”

NatBis

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHLwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMauii Wwoao
3a3HayYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
TepMiH BBEAEHHS 3MiH NPOTAroM 6
MicsILiB Nicns 3aTBEPAKEHHS

3a peyenmom

UA/13408/01/01

158.

IBPAHC

Kancynv no 75 mr, no 7
Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHIl
KopooLi

NMOANSEP
EAY.CLII.
KOPMOPEWLIH

CLUA

Mdpaiizep
MeHtohekyypuHr
[onuneng Mm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:

3MiHK | TURY - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHV [0 y3arasibHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHuX
npo cuctemy chapmakoHarnsgy,
3MiHa yNoBHOBaXEHOI 0co6H,
BiANOBIAA/IbHOI 3a 34iICHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnsgy
3aABHUKaA A1 3MiACHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, yNOBHOBaXeHO|
ocobw, BiANOBiAa/ILHOT 3a
3fjiicHeHHs chapmakoHarnsgy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/ab0o 3MiHN Y PO3MILLEHHI
MacTep-haiina cuctemm
thapmakoHarnagy) - 3amiHa
YNOBHOB&XEHOT 0CO6U 3asIBHYKA,
BiANOBIA&/IbHOI 32 34iICHEHHS
thapmakoHarnagy: NponoHosaHa
pepakuis: bap6apa e BepHapai/
Barbara De Bernardi. 3miHa
KOHTaKTHUX JaHnX YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a 3fjiicHeHHsa chapmakoHarnsgy

3a peyenmom

UA/15747/01/01

159.

IBPAHC

kancynu no 100 mr, no 7

MNPAN3EP

CWA

Mdpaiizep

HimeyynHa

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/15747/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6ui

ENY.CLII.
KOPMOPEWILLH

MeHtochekuypuHr
[oiuneng Tm6X

marepianis:

3MiHKM | TUNY - 3MiHW WoA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3ara/lbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa YyNOBHOB&XeHOI 0cobu,
BiANoBiAa/IbHOI 3a 3[jACHEHHSI
hapmMakoHarnagy; KOHTakTHoI
0cobu 3 hapmakoHarnsgy
3asiBHMKa AN 34iNCHEHHS
thapmakoHarnagy B YKpaiHi, AKLo
BOHa BifIMiHHA Bif, yNIOBHOB&XEHOI
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAKOYUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XEHOT 0CObM 3as1BHMKA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapg,i/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YyrOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a 3gjlicHeHHsa chapmakoHarnsgy

160.

IBPAHC

Kancynu no 125 wmr, no 7
Kancyn y 6nictepi; no 3
6nicTepun y KapTOHHiIl
Kopoo6Li

MOAV3EP
ENY.CLII.
KOPMOPEWILLH

CLUA

Mdpaiizep
MeHtochekuypuHr
[Loiuneng Tm6X

HimeuunHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:

3MiHK | TUNY - 3MiHK WoA0
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 BifIMiHHA Bifj YyNTOBHOB&XEHOI

3a peyernmom

UA/15747/01/03
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ocobw, BignoBiAa/IbHOI 3a
3[jiCHEeHHS1 hapMakoHarisgy
(BKNHOYAOYUMN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-cbaiina cuctemm
thapmakoHarnsgy) - 3miHa
YMOBHOB&XeHOT 0CObM 3as1BHMKaA,
BiANOBIAA/IbHOI 3a 3AiICHEHHS
thapmakoHarnsgy: NponoHosaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
0co6u 3as1BHMKA, BiAMNOBIAA/IbHOT
3a 3gjlicHeHHsa chapmakoHarnsay
161. | IBYNPOM ANA CyCneHsisi opasibHa, No tOHinab, NN CWA BupobHnuTBO, Icnanis/ BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/15878/01/01
LITEA 100 mr/5 mn no 100 mn, nepBuHHE Ta Higepnavgn | matepianis: 3miHW | Tuny - 3MiHW 3
150 mn a6o 200 mn y BTOPVIHHE / siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
thnakoHi; no 1 conakoHy nakyBaHHs, MonbLa 3MiHn y BUPO6HMLTBI. 3amiHa abo
Y KOMNJIeKTi 3i KOHTPO/b AKOCTI, BBEAEHHS [0AATKOBOI AiNlbHML,
LUNPWLLOM-403aTOPOM M0 BUMYCK cepii BUPOGHMLITBA A1 YacTMHM abo
5 M B KAPTOHHIN roTOBOIO BCbOr0 BMPOBHMYOrO npouecy
Kopoo6Li nikapcbKoro 3acoby: rOTOBOrO JliKapCcbKoro 3acoby
dapmacbeppa (4inbHWUA AN BTOPUMHHOTO
MaHydekuypiH, nakyBaHHs) - BBE,EHHS
C.J1., IcnaHis; [04aTKOBOIT [i/TbHULL BUPOGHMLTBA
Bupo6bHnuTBO, roTOBOrO JIiKapCbKOro 3acoby,
nepBuHHE Ta BiANOBIA&/IbHOI 38 BTOPUHHE
BTOPUHHE nakyBaHHs: Egecbapm C.J1.,
nakyBaHHS, IcnaHis. BBeieHHA 3MiH MPOTArom
KOHTPO/b AKOCTI, 6-TV1 MiCALIB NiCNSA 3aTBEPLKEHHS.
BUMYCK cepil 3MiHn | TURY - 3MiHK 3 AKOCTI.
roToBOro [oTOBWIA Nikapcbkuii 3aci6. 3MiHK

nikapcbKoro 3acoby:
[Lendapm Bnagen
B.B., HigepnaHau;
KoHTposb sKocTi (3a
BUHATKOM
Mikpo6ionoriyHoro
KOHTPO/I10), BUMYCK
cepil rotoBoro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
BUPOBHMLTBO,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/b SKOCTI:

y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNbHML,
BMPOOHULITBA /19 YACTUHU abo

BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCbKoro 3acoby

(8iNbHULA 4N NepBUHHOIO

nakyBaHHS1) - BBEAEHHS
[0[aTKOBOT [i/TbHULL BUPOGHMLTBA
roTOBOrO JIiKapCbKOro 3acoby,
BiANOBIA&bHOI 3a NEepBUHHE
nakyBaHHs: Egecbapm C.J1.,
IcnaHisf. BBeileHHA 3MiH NPOTArom
6-TV MiCALIB NiCNSA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUpO6HMLTBI. 3amiHa abo

178




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Epedapm, C.J1., BBEAEHHS [0AATKOBOI AiflbHML,
IcnaHis; Bunyck BUPOGHMLITBA A1 YaCTMHM abo
cepii rotoBoro BCbOr0 BMPOBHMYOro npouecy
npogykty: TOB OC rOTOBOrO JliKapCbKoro 3acoby
$apmauis, MonbLua,; (minbHULSA, Ha SAKIN NpoBOASATLCA
AnbTepHaTuBHa 6yAb-AKi BUPO6HUYI cTagji, 3a
AinbHUUA Ans BMHATKOM BUMYCKY Cepid,
npoBefeHHs KOHTPO/II0 SKOCTi, NePBMHHOTO Ta
MiKpo6ionoriyHoro BTOPUHHOIO NakyBaHHA, A5
KOHTPO/0 HeCTepUsIbHNX NiKapCbKunx
(cy6porosip 3 3aco6iB) - BBEEHHS 104ATKOBOI
BMPOBHMKOM LiNbHULL BUPOGHULITBA FOTOBOMO
dapmanigep, C.A.): nikapcbKoro 3acooby,
Biona6 C.J1., IcnaHis BiAnoBigasIbHOI 3a BUPOOHULTBO:
Epnedapm C.J1., IcnaHisi. BBefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
Y BUPOGHULTBI. 3MiHa
iMnopTepa/3MiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA AiNbHALLI,
Ha SAKili 34jACHI0ETbCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
BBE/IEHHS 40aTKOBOro
BMpOGHMKa /13, BigNoBigabHOrO
3a KOHTpPO/1b AKOCTI - Efechapm
C.J1., IcnaHis.
BBegeHHs 3MiH npoTsarom 6-Tv
MicsILiB Nicns 3aTBepKEHHS.
162. | IBYNPOM ANA CyCMeH3sisi opasibHa no tOHinab, N CWA BupobHnuTBO, Icnanis/ BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/15878/01/02
LOITEA ®OPTE 200 wmr/5 mn no 30 mn, nepBuHHE Ta Higepnavgn | matepianis: 3miHW | Tuny - 3MiHW 3
100 mn, 150 mn, 200 mn BTOPVIHHE / siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
y donakoHi; no 1 nakyBaHHs, Monbua 3MiHn y BUpPO6HMLTBI. 3amiHa abo
dh1akoHy B KOMMJIEKTI 3i KOHTPO/b AKOCTI, BBEAEHHS [0AATKOBOI AiNlbHML,
LUNPWLLOM-A03aTOPOM M0 BUMYCK cepii BUPOGHMLITBA A1 YacTMHM abo
5 M B KAPTOHHIN roTOBOIO BCbOr0 BMPOBHMYOrO npouecy
Kopoo6Li nikapcbKoro 3acoby: rOTOBOrO JliKapCcbkoro 3acoby
dapmacbeppa (4inbHWUA AN BTOPUHHOTO
MaHydekuypiH, nakyBaHHs) - BBE,EHHS
C.J1., IcnaHis; [04aTKOBOT [i/TbHULL BUPOGHMLTBA
Bupo6bHnuTBO, roTOBOrO JIiKapCbKOro 3acoby,
nepBuHHE Ta BiANOBIA&/IbHOI 38 BTOPUHHE
BTOPUHHE nakyBaHHs: Egecbapm C.J1.,
nakyBaHHS, IcnaHis. BBeieHHA 3MiH MPOTArom
KOHTPO/b AKOCTI, 6-TV1 MiCALIB NiCNSA 3aTBEPLKEHHS.
BMNyCK cepii 3MiHu | TMNY - 3MiHK 3 AKOCTI.
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
roTOBOrO [oTOBMIA NiKapcbkunii 3aci6. 3miHn

niKkapcbKoro 3acoby:
[endapm Bnagen
B.B., HinepnaHnaw;
KoHTposb sikocTi (3a
BUHSATKOM
MiKpo6iosioriyHoro
KOHTPO/II0), BUMYCK
cepii rotoBoro
NPOAYKTY:
dapmanigep, C.A.,
IcnaHis;
BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTPO/b SIKOCTI:
Epedapm, C.J1.,
Icnanis; Bunyck
cepii rotoBoro
npoaykrty: TOB OC
dapmauis, MonbLua;
AnbTepHaTMBHa
AinbHUUA Ana
npoBefeHHs
Mikpo6ionoriyHoro
KOHTPO/IO
(cy6porosip 3
BYPOBHUKOM
dapmanigep, C.A.):
Biona6 C.J1., IcnaHis

y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOBHULITBA A/15 YaCTUHU abo

BCbOro BUPOBHMYOro npovecy
roToOBOro Nikapcbkoro 3acoby

(8inbHULA A8 NEPBUHHOIO

nakyBaHHS) - BBEEHHSI

[04aTKOBOI [i/TbHULL BUPOBGHMLTBA

roTOBOrO JliKapCbKOro 3acoby,

BiANOBIA&/ILHOT 32 NepBUHHE

nakyeaHHs: Egecbapm C.J1.,
Icnanis. BBegeHHs 3MiH NPOTATroM
6-TU MicAUIB NicNA 3aTBEPKEHHS.

3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHn

y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AiflbHUL,
BMPOGHULITBA 4715 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy

roToOBOro NikapCbKoro 3acoby
(minbHUUSA, Ha KN NPOBOAATLCA
6yab-AKi BUPOOHUYI cTagjl, 3a
BUHSATKOM BUMYCKY Cepil,
KOHTPOJII0 AKOCTi, NEePBUHHOTO Ta
BTOPVHHOIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKunx
3aco6iB) - BBe,EHHS J40AATKOBOI
LiNbHUL BUPOBHULITBA FOTOBOIO
niKkapcbKoro 3acooby,
BiAMOBIA&/IbHOI 3@ BUPOGHMLTBO:
Epnedbapm C.J1., IcnaHis. BBefeHHSA
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMNYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofAaBaHHS AinbHULY,
Ha sKili 3AjiiCHIOETbCA
KOHTPO/b/BMNPOGYBaHHSA cepil) -
BBEJEHHA 40AaTKOBOro
BMpO6HMKa /13, BiANOBIAa/IbHOMO
3a KOHTPO/Ib AKOCTI - Egedhapm
C.J1., IcnaHisi. BBefeHHA 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHSA
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

163.

IBYNMPO®EH

TabneTku, BKPUTI
060710HKot0, Mo 200 Mr,
no 10 TabneTtok y
6nictepi; no 1 a6o 3,
abo 5 6nicTepiB y nauui
3 KapTOHY

AT "BITAMIHA"

YkpaiHa

AT "BITAMIHN"

Ykpaina

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:
3MiHW | TUMY - 3MiHX 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO JlikapCbKoro 3acoby
(iHLWi 3MiHW): CynyTHA 3MiHa -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNpPOGyBaHHS) -
3MiHeHa YacToTa BUNpo6yBaHHs
po3giny «MikpobionoriuHa
yacToTa» B creumndikauii gns
KOHTPOJTI0 TOTOBOTO NiKapCbKOro
3aco6by i3 BU3HAYEHO
NepioANYHICTIO - KOHTPOSb B
KOXHIili NepLUili i KOXHI m'ATil
cepii, ane He pifLie ogHOro pasy B
piK

6e3 peyenma

UA/8817/01/01

164.

IBYNPO®EH

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 200 mr; no 10
Tabnetok y 6nictepi; no
5 6nicTepis y nauyj

My6niuHe
akujioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHWYNIA LEHTP
"BopLyariBcbkuii
XiMmiKo-
hapMaLeBTUYHWIA
3aBog”

YKpaiHa

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHNYNIA LEHTP
"BopuyariBcbKuii
Ximiko-
thapmaLeBTUYHWI
3asof"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3miHa po3mipy
cepii (BkItOYatoun dianasoH
po3Mipy cepil) rotoBoro
nNiKapcbKoro 3acoby (36i/bLUEeHHs
[0 10 pasiB MOPIBHSAHO i3
3aTBEPXXEHVM PO3MIPOM) -
36inbLUeHHs po3mipy cepii N3 3
189,00 kr (12 000 TuC. Mak.
Ne10x5) go 409,51 kr (26 000 TuC.
nak. Ne10x5); 3MiHu | Tuny - 3mMiHK
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. 3MiHN y BUPOGHULTBI. 3MiHK
y Npoueci BUpo6HMLTBA rOTOBOrO
nikapcbKoro 3acoby, BKI0YaK4n
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI
rOTOBOrO JliKapCcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOOHULITBA) - BHECEHHS 3MiH Y
npoLec BUPO6HULTBA NikapCbKoro

6e3 peyenma

UA/3304/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3acoby, 3okpema: 36iNbLIeHHs
LIBUAKOCTI TabneTyBaHHA Ta
BBEAEHHA onepawi
KOMNaKTyBaHHA /15 NOKPaLLeHHSA
NIMHHOCTI Macu ans
TabnetyBaHHs

165.

IKEPBUC®

Kpanni o4Hi, emynbcis, 1
mr/mn; Ne 30 (5x6): no
0,3 MmN B THOOMK-
KpanenbHui ans
OHOKPATHOrO
3aCcTOCyBaHHs; Nno 5
TIOBUK-KpanenbHNLpb y
namiHoBaHOMy
/TIOMIHIEBOMY MakeTi;
no 6 nakeTiB y KAPTOHHIl
Kopoobui

CaHTteH AT

DiHNAHAIA

EkcenbBiXeH,
PpaHuis
(B1pOGHMLTBO,
KOHTPO/b SIKOCTI,
nepBuHHE
nakyBaHHS Ta
BTOPUHHE
nakyBaHHs1, BUNYCK
cepiin); CaHTeH AT,
®iHNAHZiA (BUMYyCK
cepiii); Cepginak,
®paHuia (BTOpUHHE
nakyBaHHs1)

®paHuis
PiHNAHAIA

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis:

3MiHuM Il TMny - 3MiHK WoAao
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy. BHeceHHs abo
3MiHa(1) 40 3060B'A3aHbL Ta YMOB
BMAaui peectpauiinHoro
NoCBiAYeHHS, BKoyatoun Mnax
ynpasiHHA pu3nkKamu
(3acTocyBaHHs 3MiH(1), Ski(a)
BMMaratTb(€) nofanbLioro
06I'pyHTYBaHHSI HOBYMMU
[00aTKOBUM J@aHNMMK, LLIO MatoTb
Ha/JaBaTnCA KOMMNETEHTHUM
OopraHoMm, OCKi/Ibkv BUMaraeTbcs
CyTTEBA OL|iHKa KOMMNETEHTHUM
OopraHoMm) - 3MiH1 BHECEHO [0
IHCTPYKUiT AN MeguuHoro
3aCTOCYyBaHHSA MiKapcbKoro 3acoby
[0 po3ginis
"MpoTmnokasaHHA","OcobanBoCTI
3actocyBaHHs", "Cnoci6
3acTocyBaHHA Ta o3un", "MobiyHi
peakuii" Ak pe3ynbTar nogaHHs
OHOBJIEHOrO NAaHy ynpasiHHA
pr3nKamMu; Takox BHeCeHo
pefakuiiHi npaBku (Y3rofkeHHs
MeAMYHOI TepMiHoNoriT) Ao
po3zinis "®apmakonoriyHi
BnacTueocTi", "B3aemogis 3
iHLWMMKW nikapcbkMK 3acobamu Ta
iHLWi BMAW B3aemogiit",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "3aaTtHicTb BNAMBaTK Ha
LWBMAKICTb peakLii Npu KepyBaHHI
aBTOTpPaHCMOpPTOM abo iHWKMK
MexaHisMamu". BBefileHHs 3MiH
npoTArom 3-x MicAuiB nicns
3aTBEPAKEHHS

3a peyenmom

UA/17100/01/01

166.

ITOH® K/TACIK

Masb no 25r,no 50,

Llecpa

HimeyunHa

eTon

HimeyunHa

BHECEHHS 3MiH 10 peecTpaLiinHmx

6e3 peyenma

UA/16843/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 100 r masi y Ty6i; no ApuHaiimiTTens [esyHpxaitcndpriere marepianis:
1 Ty6i y KApTOHHiIl 'mM6X i Ko.KI -YHA 3MiHM | TUNY - 3MiHK 3 SKOCTi. AdI.
Kopoo6ui dapmanpogykTe Brpo6HMLUTBO. 3MiHa BUPOOHMKa
v6X, HimeyunHa BWXi4HOro/MpOMiXKHOro
(BUPOBHMLTBO npoAaykTy/peareHTy, Lo
Hepo3dacosaHoro BMKOPWCTOBYIOTbCH Y
NpoAyKTy, NepBUHHE BMPOGHMYOMY npotieci Adl, abo
Ta BTOPVHHE 3MiHa BUPOGHWMKa (BKNOYaoun, ae
nakyeaHHs); Liecpa HeobXxifHO, MicLe NpoBeAeHHS
ApuHaiimitTTens KOHTposto sikocTi) APl (3a
'm6X i Ko. KT, BiJCYTHOCTI cepTudikata
HimeuumnHa (Bunyck BiZiNOBIAHOCTI €BPONENCHKIit
cepii) hapmakonei y 3aTBepAKeHOMY
[0CbE)(iHLWi 3MiHK) - 3aMiHa
BMPOGHMKa AP| TepneHTuHy
mMogzpuHn Bruder Unterweger
GmbH, Austria Ha Herbrand
PharmaChemicals GmbH,
Germany
167. | IMOBAKC MOJIO® | cycneHsia ans iH'ekuiii CaHocdpi MNactep PpaHuin CAHO®I BIHTPOIN PpaHuin BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14266/01/01
BAKUUHA And no 0,5 mn (1 gosa) y IHOACTPIA, marepianis:
MPO®DINAKTUKN nonepegHL0 ®paHuis 3MiHN | TURY - 3MiHW 3 AKOCTi. ADI.
noniomMienitTy 3anoBHEHOMY LUNpuL 3 (3anoBHeHHs Bypo6HMLUTBO (iHLLi 3MiHN) -
IHAKTUBOBAHA NPVKPINIEHO FONKOK LINPU1LiB, KOHTPO/b OHoBneHHs po3sginis CTD gocbe
PIAKA (abo 2-ma okpeMummn AKOCTI Ans gitoyoi pevoBrHK Inactivated

ronkamu); no 1 wnpuuy
B KApPTOHHI KOpo6L,; no
0,5wmn (1 goza) y
nonepeaHLo
3aMoBHEHOMY LIMPUL; 3
NPVIKPIN/IEHOO TONKOO
(abo 2-ma okpemumu
rosikamun) B cTaHgapTHoO-
€KCMOPTHI ynakoBLi,
AKa MICTUTbCA Y
KapTOHHI KOpo6L;i 3
iHCTpyKUi€eto aAns
MeANYHOro
3aCTOCYBaHHS;

no 5 mn (10 go3) y
hNakoHi 3 3aXUCHUM
KoBnaykom; no 1 a6o 10
(h/1aKOHIB B KApTOHHIlA
Kopo6ui; no 5 mn (10
£03) y hnakoHi 3
3aXMCHM KOBMAYKOM;
no 1 a6o 10 dnakoHis B
CTaHA4apTHO-EKCMOPTHIl
yNakoBLi, fika MiCTUTbCS

(CTepunbHicTb));
CaHodpi MNactep,
®paHuis (NoBHWIA
LMK BUPOBHMLITBA,
BUMYCK cepii);
CaHodi-ABEHTIC
Mpaiisit Ko. N1T4,,
Mnatchopma
foricTukn Ta
anctpnbyuii 'y m.
Byaanewr,
YropwmHa
(BTOpPUHHE
nakyBaHHs1, BUNYCK
cepii)

Vero Trivalent Poliovaccine 3
MeTOI rapmoHisadii iHdopmadii Ta
OHOBJ/IEHHA JaHuX Ans
BifNOBIAHOCTI 3 MPOMUC/I0BOIO
OOKyMeHTauier. TepMiH BBEAEHHS
3MiH - civyeHb 2022. 3minHu | Tvny -
3MiHY 3 sikocTi. A®l. KoHTponb
A®l. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HAYEHNX Yy cnewundikadisax
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoAayKT/peareHT, Wwo
BUKOPWCTOBYHOTHLCS Y NPOLECI
BMPO6HMLTBA AP (3BYXKEHHSA
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuunagikaLii Ha nikapcbki 3acoou,
AN AKMX OTPUMYETLCS [03BiN Ha
BWMYCK cepii Big, ogoiliiHoro
perynsTopHOro opraxy) -
3BY)XEHHS AONYCTUMUX MEX Npu
BM3HAYEHHI H6akTepiasibHUX
€HO0TOKCUHIB Y npoueci
BMPOGHULTBA Ait04OT PEYOBUHMN
Inactivated Vero Trivalent
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,

3asiBHUK

KpaiHa

Bupo6HuK

KpaiHa

ynakoska)
Y KapTOHHI kopobu,i 3
IHCTpYKUieo ans

3asiBHUKa

BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeAUYHOro
3acTOCyBaHHs

3 AkocTi. A®I. KoHTponb AdI.
3MiHa y napameTpax

Ha A®I, abo BYXigHWA/NPOMIKHWIA
npoayKT/peareHT, LWo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpOOHULUTBa API (BUNYUYEHHS
He3Ha4yHOro nokKasHmka sKocTi
(Hanpviknag, BUy4YeHHs
3acTapifioro nokasHuka)) -
BupganenHsa tTecty Mycoplasma
NS CynepHaTaHTIB KOHTPOSIbHUX
KNITUH y npoueci BUpo6HULTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1,2T1a3.

TepMiH BBEAEHHS 3MiH - CiYeHb
2022. 3MiHu | Tuny - 3MiHu 3
akocTi. A®l. KoHTponb Adl. 3miHa
y napameTtpax cneuudikawiii
Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikauisix Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BMPOGHMLUTBA ADI (iHLLI 3MiHK);
BusHauyeHHs BMiCTY
6akTepiasibHNX eHAOTOKCUHIB y
npoueci BUpobHULTBAa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB

1, 2 Ta 3 Ha cTagii
KOHLIEHTPOBaHNX OYNLLEHNX
BipycHUx cycnensiii (CPVS) Ta
MOHOB&JIEHTHUX HasKiB 3amiCTb
KOHTPOIO Yy NpoLeci
BMPOGHMLTBA. TEPMIH BBEAEHHSA
3MiH - civyeHb 2022. 3minHu | Tuny -
3MiHu 3 siKocTi. A®l. KoHTponb
A®I. 3miHa y meTogax
BMNpobyBaHHA APl abo BMXigHOTO
marepiany/npomiKHOro
nNpoAykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBepPKEHNX MeToAaX

Poliovaccine Bulk 3 ? 50 IU/ml Ha
< 50 IU/ml. TepmiH BBeZileHHS 3MiH
- civyeHb 2022.3MiHu | Tuny - 3MiHn

cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikayisx

BUMPOOYBaHHSA) - 3MiHN Y
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMNPOGYBaHHI NPy BU3HAYEHHiI
aKTMBHOCTI 3BOPOTHOT
TpaHckpuntasmu (Reverse
transcriptase activity) metogom
dhnyopecueHTHO-MiYeHOT
3BOPOTHOT TpaHcKpunTasn
(FPERT, Fluorescent Product
Enhanced Reverse Transcriptase),
LLI0 BUKOPUCTOBYETLCS ANSA
KOHTPO/0 po6040i NOCiBHOT NapTil
y npoveci BUpobHMLTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1, 2 Ta 3. TepMmiH BBEEHHS 3MiH -
civyeHb 2022. 3MiHu | TUNy - 3MiHK
3 AKocTi. A®l. KoHTponb AdI.
3MiHa y MeToAax BMNpoGyBaHHS
A®| abo BUXiZHOrO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHK Y
mMeToAax BUNpobyBaHHSA
(BKKOYALOUM 3aMiHy ab0
[0noBHEHHS) A®| abo
BUWXiAHOrO/MPOMiXXHOIO NPOAYKTY) -
[JlofaBaHHs anbTepHaTUBHOIO
meTogy MNP 3 MmikpoMaTpryHUm
aHanizom (PCR with microarray
detection test) ons BU3HaYEHHs
Mycoplasma Ha cTagii 36opy
oAVHMYHUX BipyciB (Single Virus
Harvest y npoueci BupobHuLTBa
iHaKTMBOBaHMX MONIOBIPYCIB TUMIB
1, 2 Ta 3. TepMmiH BBEEHHS 3MiH -
ciyeHb 2022. 3MiHu Il TUnNy - 3MiHK
3 AKocTi. A®l. BUpo6bHMLTBO.
3MiHu B npoLieci BUpo6HMLUTBa AdI
(3MiHa cTOCY€ETbCA aKTUBHOIT
PEYOBWHM
6io/10riyHOro/iMyHOMOrYHOrO
NOXOMAKEHHA ab0 BUKOPUCTaHHSA
XiMiyHUX A®| y BUPOOHULTBI
nikapcbKoro 3acoby
6ionoriyHoro/iMmyHos10r4HOro
NMOXOKEHHS, SIKa MOXe MaTu
3HaYHUIA BNIMB Ha SKICTb, 6e3neky
Ta eDEKTUBHICTb NiKapCbKoro
3acoby, i He cTocyeTbCs

NpPOTOKOAY) - 3MiHW Y NpoLueci
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPO6GHULITBA Ha cTagil
Concentrated Trivalent
Poliovaccine Bulk Ha ocHOBI
aHanizy KpMTUYHOCTI mpovuecy,
nepernsg napameTpis
BMPOGHMLTBA.
TepmiH BBEAEHHS 3MiH - CiueHb
2022.
168. | IHAOBA3WNH-TEBA | renbno45ryTy6i; nol | TOB "TeBa YkpaiHa" Ykpaina BankaHdapma- Bonrapis BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/0400/01/01
Ty6i y KapTOHHIl navui TposiH AT marepianis:

3MiHK | TUNY - 3MiHW 3 AKOCTI.
Ceprtucpikat BignosigHocTi/lE-
cepTudiikaTt BiAMNoBIAHOCTI
€Bponeiicbkili
thapmaxkonei/moHorpadii.
MogaHHA HOBOro abo OHOB/IEHOTO
cepTuikaTa BignoBigHOCTI a6o
BUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ans
[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignosigHOCTI
€Bponeicbkin hapmakonei) -
OHoBReHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
noAaHHs OHOBJ/IEHOTO cepTudikaty
BiANOBIAHOCTI EBpONechbkili
thapmakonei R1-CEP 2005-263-
Rev 05 Big, 3aTBEpPAKEHOIO
BMpoGHMKa Expansia PCAS,
®paHuia Aitoyoi pevoBuHU
TPOKCepyTuH (3aTBepakeHo: R1-
CEP 2005-263-Rev 04); 3miHu |
TMNy - 3MiHK 3 AKocTi. ADI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCS Y MpoLeci
BMPO6HMLTBA ADI (3BY)KEHHSA
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneumdikawii) - 3By>KEHHA Mexi B
cneundikauii APl 3a NoOKa3HMKOM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«ETuneHrnikonb» (3aTBEpAKEHO:
«He 6inbLe 0,15%;
3anponoHOBaHoO; He binbLue
0,088%)
169. | IHCYMAH PANIA® pO34uH aNns iH'ekyiin, 100 TOB "CaHodi- Ykpaina CaHodpi-ABeHTiC HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/9531/01/01
MO/mn, gns BUPOGHUKaA ABeHTiC YkpaiHa" [Jonunang MrmoéxX, YkpaiHa marepianis:
CaHodhi-ABeHTiC HimeuyunHa TexHiYHa nomuska (3rigHo Hakasy
Hoiunang MméX, (BMPOGHMLTBO 3a MO3 Big 23.07.2015 Ne 460),
HimeuunHa: Nel, Ne 5 MOBHWUM LMK/IOM); BvinpaBneHo TexHiYHy NOMUKY B
(no 5 mn y donakoHi; no TOB "®APMA TEKCTi MapKyBaHHS1 BTOPUHHOI
1 abo no 5 donakoHiB y NAN®", Ykpaina ynakoBku /13 (Bupo6bHuuTBOo TOB
KapTOHHI kopobu), Ne 5 (BMPO6GHMLTBO 3 «DAPMA JIAN®»).
(5x1), Ne 10 (5x2) (no 3 nakyBaHHs in bulk 3AMPOMNOHOBAHO: 2.
M/ Y KapTpumki; no 5 pipMU-BUPOBHYKA KINLKICTb AIo4YOl PEHOBUHN
KapTpuaxis y 6nictepi, "CaHodpi-ABeHTIC IHCYNiH noavHM 1 M po3unHy
no 1 a6o no 2 6nictepu [Joiunang Mrmex", MICTWUTb: iHCYiHY ntoguHn 100 MO
Y KapTOHHIli kopobLi); Ne HimeuuunHa, (exBiBanieHTHO 3,571 mr). Takox
1 (no 10 mn y chnakoHi; BTOPVHHE BiZIHOB/IEHO PO3[inN B TEKCTI
nol cpnakoHy y nakyBaHHs, MapKyBaHHS y pyKOBaHOMY
KapTOHHI kopobuj); ans KOHTPONb Ta BUMYCK Burnagi: 11. HaiimeHyBaHHs i
BMpo6HMKa TOB cepii) MiCLLe3Hax0MKEHHSI BUPOOHMKa
«®apma Naiid», Ta/abo 3asBHKKa 12. Homep
YkpaiHa: Ne 5 (no 5 mny peecTpaLiiiiHoro noceigyeHHs 13.
dnakoHi; no 5 dpnakoHis Homep cepii nikapcbkoro 3acoby
Y KapTOHHIl1 kopobu); Ne 14. Kateropis Bignycky 15. Ans
5(x1) (no3mny nikapcbkunx 3acobis, sk
KapTpuaxi; no 5 npu3HayeHi 4ns caMocCTiiHOro
KapTpuaxiB y 6nictepi, niKyBaHHS - iHdhopmMaLlisi LWoao
no 1 6nictepy B 3acTocyBaHHsA 16. IHdopmalis,
KapTOHHI kopobu); Ne 5 L0 HaHocKTbCA WpndyTom bpainns
(no 3 mny kapTpuaxXi, 17. IHwe.
BMOHTOBaHOMY B 3a3HaueHe BUMpaBeHHs
OZHOpa30BY LINPpUL- BignoBigae apxiBHUM MaTepianam
pyuky ConoCrap® (6e3 peecTpauiiHoro JoChE.
rOJIOK AN iH'eKUiA); No 5
LUNPWL-PYYOK B
KapTOHHI kopo6u); Ne 1
(no 10 mn y chnakoHi; no
1 chnakoHy y KapTOHHil
Kopo6Li)
170. | KANbLIA-A3 TabneTku XysasibHi, No AciHo Papma Al LBeliuapis Takega AC Hopseris BHECEHHS 3MiH 10 peecTpaLiiHnX 6e3 peyenma UA/12922/01/01
HIKOMEL, 30 a6o no 60, abo no 90 martepianis:
OCTEO®OPTE TabneTok y dh/iakoHi; no 3MiHK | TUNY - 3MiHW 3 AKOCTI.

1 donakoHy B KapPTOHHii
Kopoo6Li

CepTuddikart signosigHocTi/lE-
cepTudikaTt BiAMNOBIAHOCTI
€Bponeiicbkili
hapmakonei/MoHorpadil.
MoaaHHsA HoBOro abo OHOBMEHOTO
cepTudikaTa BignoBigHocTi abo
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

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

BUXiAHOTO
matepiany/peareHTy/npoMiXHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCS

y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
HoBwii cepTudpikat Big Bxe
3aTBEPAKEHOr0 BUPOOHUKA -
MogaHHs HoBoro CepTtudikaty RO-
CEP 2015-199-Rev 01
BiNOBIAHOCTI €BPONENCHKOI
thapmakonei KOHUeHTpaTy
Xonekanbuucepony (NopoLuKosa
chopma) Bif 3aTBEPLKEHOrO
BMpo6HMka DSM Nutritional
Products Ltd. 3miHu | TUny - 3MiHu
3 aKocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiANOBIAHOCTI EBpONechbkili
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) -
BunyueHHs cepTudikartis (3a
HasiBHOCTi My/NbTUMIETHOTO
cepTugpikata Ha martepian) -
BUNy4YeHHs CepTudikaty
BiANOBIAHOCTI EBpONechbkili
hapmakonei 4nsa Ailo4oi peyoBmHU
xonekanbumudepon (uncra
peyoBuHa) CEP R1-CEP 2009-
050-Rev 01 y 3B'A3Ky i3 NOgaHHAM
HoBoro CepTudpikaty
BiANOBIAHOCTI €BpONENCHKOI
thapmakonel KOHLeHTpaty

Xonekanbumdepony (MopoLuKoBa
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
chopma) Bif BUpoGHMKa DSM

Nutritional Products France SAS.
3MiHu | TURY - 3MiHM 3 AKOCTI.
Ceprtucpikat BignosigHocTi/l E-

cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/mMmoHorpadii.

MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo

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

BUXiAHOTO
matepiany/peareHTy/npoMiXHOro

NPOAYKTY, WO BUKOPUCTOBYHOTHCSA

y BUpOGHMLTBI ADI; ana
[0MoMKHOT peyoBuHu (ME-

cepTuddikaTt BiANOBIAHOCTI
€Bponelicbkin hapmakonei gns
Adl/BnxigHoro
martepiany/peareHTy/npoMiKHOro
npoaykTy abo AONOMiXHOT
PeyoBUHM) - BunyyeHHs
cepTtudikaTis (y BUNnagky
HasiBHOCTI My/IbTUMIETHOIO
cepTugpikata Ha martepian) -
BunyyeHHs ME-cepTtudpikaty
BiANOBIAHOCTI EBpONechbkili
chapmakonei 415 Aitoyoi pevoBUHU
xonekanbumucepon (uncta
peyoBuHa) CEP R1-CEP 2009-
050-Rev 01 y 38’s13Ky i3 NogaHHAM
HoBoro CepTudikaty
BiANOBIAHOCTi EBPONENCHKOI
hapmMakonei KoHUeHTpaTy
Xonekanbundepony (nopoLukosa
chopma) Bif BUpo6GHMKa DSM
Nutritional Products France SAS.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuucikaii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS
cneuudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BiANOBIAHMM METOAOM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMNPOGYBaHHS) - BHOCATLCS 3MiHK
0o posginy 3.2.5.4.1
Cneundikauis peectpauiiiHoro
[l0CbE, a came OCKi/IbKN HOBWA
CEP RO-CEP 2015-199-Rev 01
(nopowwkonogibHa chopma)
BK/TIOYAE [iBa AOAATKOBUX METOAN
Ha BU3Ha4yeHHs BMicTy all-rac-?-
tocopherol (8-12mg/g) Ta sodium
ascorbate (30-44 mg/g)(onmcaHux
B CEP), po po3giny 3.2.5.4.1
Creuudpikanis gogarotbca Asa
[04aTKOBUX TECTU. FK HacnifoK
OHOBJIOKOTLCA BIAMNOBIAHI pPo34inv
PeecTpauiiiHoro gocke. 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y meToaax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikKHOro
npoAayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLUTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUNPOGYBaHHS) - 3MiHW A0
po3giniB 3.2.S.4. KoHTponb AdI,
He3HauHi 3MiHW [0 3aTBEpPKEHO!
npoueaypu BUNPo6yBaHHS Airoyol
PeyoBUHN: - 3aCTOCyBaTH
cTaHaapTHUIA 3pasok (Esp. ®apm.)
(a came cTaHAapPTHUIA 3pa3ok
xonekanbuudepony (CRS),
KpUCTanivyHuin), sK
aNbTepHATUBHUI 3aTBEPAKEHOMY
ctaHgapty DSM (BTOpUHHWIA) npu
npoBefeHHi BUNpobyBaHb
meTogom BEPX gns TecTiB
“OfHOopIgHICTb BMICTY” Ta
“BuU3HayeHHsa ynctoTu Mpoayktn
po3nagy”. fk HacnigokK 3MiHU A0
BiAMOBIAHMX PO34iNiB
peecTpauiiiHoro Aocke. * 3MiHu |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHS
rOTOBOrO JliKapCbKOro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX
MeTofax BUNPO6yBaHHS) - 3MiHK
00 po3ginis 3.2.P.5 KOHTPO/b
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nNikapcbKoro 3acoby, He3HauHi
3MiHW [0 3aTBepPKEHOT
npoueaypu BUNpobyBaHHSA
rOTOBOrO JliKapCbKOro 3acoby:
3acTocyBaTy CTaHAaPTHWIA 3pasok
(EBp. Papm) ( TO6TO cTaHAAPTHUIA
3pasok xonekanbuudepony
(CRS), kpuCTasliuHUiA), Ha 3aMiHy
3aTBepKeHoMy ctaHaapTy DSM
(BTOPWHHMIA) NpY NMPOBEAEHHI
BUNpobyBaHb MeToAoM BEPX ansa
TecTiB “OAHOPIAHICTb BMICTY” Ta
“Bu3HavyeHHsa ynctoTtu Mpoayktn
posnaay”

171.

KANbLJIO
FMIOKOHAT
CTABII30BAHUI

PO3unH ANs iH'ekui, 100
mr/ma no 5 mn a6o 10
M/1 B amnyni; no 5 abo
10 amnyn y navu,;

no 5 mn a6o 10 mn B
amnyni; no 5 amnyny
6nictepi; no 1 abo no 2
6nictepu B nauui

AT "dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
Marepianis: 3miHu | Tuny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
Kogy ATX - 3MiHM BHECEHO A0
IHCTPYKLi 415 MegnyHoro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
[0 po3ainy
"PapmakoTepanesTuyHa rpyna”
Bi4NOBIAHO 4,0 MKHAPOAHOro
Knacudpikatopa BOO3
(http://www.whocc.no/atc_ddd_ind
ex/): 3aTtBepmxeHo: MNpenapatu
Kanbujto. Kog ATX A12A A03.
3anponoHoBaHo: KpoBo3amiHHWKM
Ta nepdysiiiHi po3unHU. Po3umnH
AN BHYTPILLHbOBEHHOIO
BBefleHHs. PO3unHu, Wwo
3aCTOCOBYIOTLCSA A1 KOPeKLii
nopyLUeHb eNeKTPONITHOTO
6anaHcy. Enektponitn. Kog ATX
B0O5B BO1. BBegeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPAKEHHS.

3a peyernmom

UA/4900/01/01

172.

KAHAIA

PO34MH A9 POTOBOI
NOPOXHUHU 1 % no 15
M1y do/1aKkoHi i3
Npo6Koo-KpanebHULLE
Ta KOBMaykoMm 3
KOHTPOJ1EM NEPLLOro
BigKpUTTA; no 1
hNakoHy B KAPTOHHIl
ynakoBLi

neHmapk
PapmacboTrKan3
nra.

IHais

nenmapk
PapmacbioTrKan3
nra.

IHAis

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3MiHu | Tuny - 3MiHN 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
Cucrema
KOHTeliHep/3aKynoptoBanbHWii
3aci6. 3miHa y NepBWHHIi ynakoBLi
roTOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW) BHECEHHS 3MiH [0
marepianiB peecTpauiiiHoro AoCbe
p. 3.2.P.7. Cucrtema
KOHTeliHep/3aKynoptoBanbHuWi
3acib, a came OMOBHEHHS

6e3 peyenma

UA/8209/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

KoBnayka nepBMHHOT yNakoBKN
KiflbLieM /191 KOHTPOJTIO MEepLLOro
BIAKPWTTSA, 3 BigNOBIgHUM 3MiHAMU
00 p. «YnakoBka» BBefeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEpKEHHS.

173.

KAHJI[,

renb BariHabHWiA, 20
mr/r, no 30 r y Ty6i; no 1
Ty6i 3 annikatopom B
KapTOHHI ynakoBL,i

rneHmapk
®PapmacboTuKan3
nrg.

IHais

rneHmapk
PapmacboTrKan3
nrp.

IHais

BHECEHHS 3MiH 0 peecTpavlinHmx
mMartepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edekTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
OHOBJIEHHS TEKCTY MapKyBaHHSs
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSM iHdhopMaui Wwoao
3a3HayYeHHs OAVHNLb
BVMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH o MKA N3,
OOfaBaHHAM po3giny
«MapKyBaHHs»: ponoHoBaHa
pefakuis: MapkyBaHHs 3rigHo
3aTBEPLKEHOr0 TEKCTY
MapKyBaHHSA. BBegeHHs 3MiH
NpOTAroM 6-Tu MicALiB nicas
3aTBEPKEHHS

6e3 peyenma

UA/0847/04/01

174.

KANcunon

PO3YMH HaLUKIPHWIA,
cnupToBMiA, No 100 Mn
a6o no 200 mn y
donakoHi, No 1 dpnakony
B nauuj; no 100 mn abo
no 200 mn y donakoHi 3
npoobkoto-
KpanenbHuLeto, no 1
hnakoHy 3 Npo6Koto-
KpanenbHULE B nayLi

MPAT "®ITOPAPM"

YKpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHW Il TMny - 3MiHK 3 aKkocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiAHOrO/NPOMIXHOro
npoAaykTy/peareHTy, o
BMKOPUCTOBYIOTLCSA Y
BUpo6HMYOMY npoLeci AdDl, abo
3MiHa BUPO6HUKa (BKIOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO sKOCTi) APl (3a
BifICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONeichbkili
thapmakonei y 3aTBepxeHoOMy
[0Cbe)(BBEAEHHS HOBOMO
BMpOGHMKa AP| 3 HaAaHHAM
macTep-aiina Ha Adl) -
BBE/EHHS 404aTKOBOrO
BMpo6GHUKa ana A®l Kucnota
caniymnosa Hebei Jingye Medical
Technology Corp., LTD., Coastal
Port Pharmaceutical Branch,
Kutaii 3 HagaHHsIM DMF Ha AOl.
3anponoHosaHo: China Jiangsu
Medicines & Health Products

6e3 peyenma

UA/1046/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Import & Export (Group)
Corporation, Kutaii Hebei Jiangye
Chemical Co., Ltd., Kutaii Hebei
Jingye Medical Technology Corp.,
LTD., Coastal Port Pharmaceutical
Branch, Kutaii
175. | KAPBOMNA KOHLUeHTpaT ana Akkoppa Xenckea Benvka Akkopfa Xenckea Benwuka BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/13716/01/01
pO3uunHy ans iHgysiii, 10 Nimitepn BputaHis NimiTen , Benvka BpuTaHis mMartepianis:
mr/mn, no 5 mn, aéo no BpuTtaHis (BTOpuHHE IHAis 3MiHW | TUMY - 3MiHX 3 AKOCTI.
15 mn, a6o no 45 wmn, nakyBaHHs); AKKopa Manbta Ceprtudpikat BignosigHocTi/l E-

abo no 60 mny
chnakoHi; no 1 conakoHy
B KQpPTOHHI kopobuj

Xenckea fimites,
Benuka BputaHis
(BignoBiganbHWiA 3a
BUNyCK cepil);
AcTpoH Pe3bopuy
NimiTen, Benvka
BpuTaHis (KOHTPOb
AKOCTI cepii); IHTac
dapmachboTikans
Nimitep, 1HAiA
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHS,
KOHTPO/Ib AKOCTI
cepii
(anbTepHaTMBHWMIA
BMPOGHUK)); IHTac
dapmacbloTikans
Nimitep, 1HAiA
(BPO6GHMLTBO
roToBOro
niKkapcbKoro 3acoby,
nepBuHHE Ta
BTOPUHHE
nakyBaHHs,
KOHTPO/b AKOCTI
cepii); ®apmasanig,
nra.
Mikpob6ionoriuHa
naboparopis,
YropLmHa
(KOHTpO/b AKOCTI
cepi); Papmagokc
Xenckea /114,
ManbTa (KOHTpO/b
AKOCTI cepii)

cepTuaikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT peYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakone) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHNKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiZANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2002-
091-Rev 06 gns Aitoyoi pevoBUHN
Carboplatin Big Bxe
3aTBEPLKEHOIO BUPOGHMKA
HERAEUS DEUTSCHLAND
GMBH & CO. KG. 3MiHu | Tuny -
3MiHn 3 axocTi. CepTudpikar
BignosigHocTi/l E-cepTudikat
BiZANOBIAHOCTI EBpONechbkili
thapmakonei/moHorpadii.
MogaHHA HOoBOro abo OHOB/IEHOTO
cepTugikaTa BignoBigHOCTI a6o
BWUyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna A®l; ans
BWXifHOro
marepiany/peareHTy/npomikHOro
NPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpOGHMLTBI ADI; ana
[0MOMIDKHOT peYOBUHM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkilt hapmakonei) -

OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2003-
155-Rev 02 (3aTBEepaxeHo: R1-
CEP 2003-155-Rev 01) gns
aitovoi peyosuHu Carboplatin Big
BXe 3aTBepA)KeHOro B1UpobHMKa
SUN PHARMACEUTICAL
INDUSTRIES LIMITED. 3MiHn |
TMny - 3MiHK 3 AkocTi. CepTudikar
BignosigHocTi/l E-cepTudikar
BiANOBIAHOCTI EBpONechbkili
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOrO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiXKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT pEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkili hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2009-
264-Rev 02 (3aTBEepmkeHo: R1-
CEP 2009-264-Rev 01) ans
aitoyoi peyosrHy Carboplatin
BMpo6HMKa UMICORE
ARGENTINA S.A., Argentina.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudbikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOrO
cepTudiikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit

hapmakonei: gns A®l; ans
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Hasga snikapcbko20

dopma sunycky

3asiBHUK

n/n

3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o

176.

KAPZIOCTAL

Tabnetkn no 6,25 mr no

CTAOA

BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS

y BUpOGHMLTBI ADI; ans
[L0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2009-
264-Rev 03 g5 Aitoyoi pevoBuHN
Carboplatin Bupo6Hv1ka UMICORE
ARGENTINA S.A., Argentina.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudiikaTa BignosigHocTi abo
BW/yYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gns Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkil hapmakoneri) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2002-
091-Rev 05 (3aTBEepmkeHo: R1-
CEP 2002-091-Rev 04) ansa
aitovoi peyosuHu Carboplatin Big
BXe 3aTBepA)KeHOro BUpobHuKa
HERAEUS DEUTSCHLAND
GMBH & CO. KG.

nocsio4YeHHs

7 Tabnetok y 6nictepi;
no 4 6nictepv B
KapTOHHIA Kopoo6Li

ApuHrarimitrens Al

HimeyunHa

"Xemodhapm" AL,
Pecny6nika Cepbis
(BMpPOGHMLTBO
Hepo3gacoBaHoro
NPOAYKTY, NePBUHHE

Ta BTOPUHHE

MasibTa
HimeuunHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
CepTudbikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI

€Bponeicbkii

3a peyenmom

UA/3966/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nakyBaHHs,
KOHTPO/Ib cepiif);
CTAIA
ApuHaiimitTTens Arl,
HimeuuunHa (Bunyck
cepii)

thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTtudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOro BUPOBHYKA -
MofaHHA OHOBIEHOrO
cepTugikaTa BignNoBigHOCTI
€sponeiicbkili hapmakonei CEP
R1-CEP 2004-287-REV 03
(nonepepgHs Bepcis CEP R1-CEP
2004-287-REV 02) Big,
3aTBEPKEHOr0 BUPOGHMKA
Zhejiang Huahai Pharmaceutical
Co., Ltd, China ana A®I
Kapsegunony. Ak Hacnigok, 6yno
36iNbLUEHO Nepiog NOBTOPHOTO
BMNpobyBaHHA 3 36 micsuis [0 48
Micsuis

177.

KAPZIOCTAL

Tabnetku no 12,5 mr no
7 Tabnetok y 6nictepi;
no 4 6nictepv B
KapTOHHIA KOopoo6Li

CTALA
ApuHrarimitrens Al

HimeyunHa

"Xemodapm" AL,
Pecny6nika Cepbis
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepiif);
CTAIA
ApuHaiimitTens Arl,
HimeuumnHa (Bunyck
cepii)

HimeuunHa
Pecny6nika
Cepbis

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
CepTudbikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkil
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 BUpO6HULTBI ADI; ans
[,0MOMDKHOT PEYOBUHM
(cepTtudpikaT BignoBIgHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBneHn cepTudikar Big yxe
3aTBEPAKEHOIO BUPOBHMKA -

3a peyenmom

UA/3966/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MofaHHA OHOBIEHOrO
cepTugikaTa BignNoBIigHOCTI
€sponeiicbkiii hapmakonei CEP
R1-CEP 2004-287-REV 03
(nonepegHs Bepcis CEP R1-CEP
2004-287-REV 02) Big,
3aTBEPKEHOr0 BUPOGHUKA
Zhejiang Huahai Pharmaceutical
Co., Ltd, China ana A®I
Kapsegunony. Ak Hacnigok, 6yno
36iNbLUEHO Nepiog NOBTOPHOTO
BMNpobyBaHHA 3 36 micsuis fo 48
Micsuis

178.

KAPZIOCTAL

Tabnetkun no 25 mr no 14

TabneTtok y 6nictepi; no
2 6nicTepy B KAPTOHHIi
Kopoobui

CTALA
ApuHarimitrens Al

HimeyunHa

"Xemodapm" AL,
Pecny6nika Cepbis
(BMpPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b Cepiif);
CTAIA
ApuHaiimitTens Arl,
HimeuumnHa (Bunyck
cepii)

HimeuunHa
Pecny6nika
Cepbis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
CepTudpikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkil
thapmakonei/MoHorpadil.
MopaHHsA HoBOro abo OHOBMEHOrO
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
(cepTudhikaT BignoBigHOCTI
€Bponeiicbkilt hapmakoneri) -
OHoBneHW cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOBHMKA -
MofaHHA OHOBIEHOrO
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei CEP
R1-CEP 2004-287-REV 03
(nonepegHs sepcis CEP R1-CEP
2004-287-REV 02) Big
3aTBEPKEHOr0 BUPOGHUKA
Zhejiang Huahai Pharmaceutical
Co., Ltd, China gns A®l
Kapsegunony. Sk Hacnigok, 6yno
36i/1bLLEHO Nepiog NOBTOPHOTO
BMNpo6yBaHHA 3 36 micauiB fo 48
Micauis

3a peyenmom

UA/3966/01/03

179.

KAPCUN®

TabneTkn, BKPUTI

060/10HKOH, M0 22,5 Mr

AT "Cogpapma”

Bonrapis

Brpo6HMLUTBO
Hepo3sdiacoBaHol

Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
mMaTepianis: 3mMiHu | Tuny -

6e3 peyenma

UA/2773/01/01
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Ymosu

Howmep

n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

no 10 TabneTok y
6nicTepi; no 8 6nicTepis
Y KapTOHHI navui

NpoAyKLii, NepBUHHA
Ta BTOpPVHHA
ynakoska: AT
"Cocpapma”,
Bonrapisi; 4,03Bin Ha
BUMNYCK cepii: AT
"Cocpapma”,
Bonrapis

Bonrapis

AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HaliMeHyBaHHS Ta agpecu
3asBHUKA aHr/iNCbKOK MOBOI.
3MiHu | TMRY - AgMiHICTpaTUBHI
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 Cepiii) - 3MiHa HanucaHHs
HaliMeHyBaHHs Ta agpecun micus
NPOBaKEHHS AiSNIbHOCTI
BMpo6HuKa N3 (003Bin Ha BMNYyCK
cepii) aHrnilicbkoro MoBoto, 6e3
3MiHW MiCLl BUPOGHMLTBA. 3MiHM |
TMNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHsA Ta/abo
afpecu MicLs NPoBaKeHHS
AiSNbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby,
BK/1HOUAKOUN AiNTbHUL BUMYCKY
cepii abo MicLe NnpoBefeHHS
KOHTPO/IIO SKOCTI. (AIANbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iIMNopTep, He
BK/THOHAK0UM BUMYCK Cepiif). 3miHa
HanncaHHs HaliMeHyBaHHs Ta
afpecu MicLa NPOBaKeHHN
AisnbHOCTI BUpO6HMKa M3
(BigNoBigaIbHOIO 3a BUPOGHNLTBO
Hepo3dhacoBaHOT NPoAyKLi,
NepPBUHHY Ta BTOPUHHY YNaKoBKy),
aHrMicbKOK MOBOIO, 6€3 3MiHN
Micus BUPO6HMLTBA
BHECEHHS 3MiH 40 peecTpaLinHmx

6e3 peyenma

UA/2773/01/02

180.

KAPCUN® ®OPTE

Kancynm Teepgi no 90 mr
no 6 kancyn y é6nictepi,
no 5 6nictepis y
KapTOHHIM nayui

AT "Codchapma”

Bonrapis

Brpo6HMLUTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
Ta BTOPUHHA
ynakoska: AT
"Codhapma”,
Bonrapisi; [o3Bin Ha

BMnyck cepii: AT

marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu

3asiBHMKA aHIiNCbKOK MOBOHO.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"Codpapma"
Bonrapis

3MiHu | TURY - AgMiHICTpaTUBHI
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
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOYM
BUWMYCK Cepiii) - 3MiHa HanucaHHs
HaliMeHyBaHHs Ta agpecun micus
NPOBaKEHHS AiSNIbHOCTI
BMpo6HuKa N3 (803Bin Ha BMNYyCK
cepii) aHrnilicbkoro MoBoOto, 6e3
3MiHW MiCLS BUPOGHMLTBA. 3MiHK |
TMNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHSA Ta/abo
afpecu MicLs NPOBaKeHHS
AiSNbHOCTI BUPO6HMKa/imnopTepa
roTOBOrO JliKapCbKOro 3acoby,
BK/1HOUAKOUN AiNTbHUL BUMYCKY
cepii abo MicLe NnpoBefeHHS
KOHTPO/IHO SKOCTI. (AIANbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iIMNopTep, He
BK/THOHAI0UM BUMNYCK CEpiit) - 3miHa
HanncaHHs HaliMeHyBaHHs Ta
afpecu MicLs NPOBaKeHHN
AisnbHOCTI BUpO6HMKa M3
(BigNoBigaIbHOrO 3a BUPOGHNLTBO
Hepo3dhacoBaHOT NPoAYKLi,
NepPBUHHY Ta BTOPUHHY YNaKoBKy),
aHrNicbKOK MOBOIO, 6€3 3MiHN
Micus BUPO6HMLTBA

181.

KETOJIOHT -
JAPHULIA®

PO34nH NS iH'ekuin, 30
mr/mn, no 1 mn B
amnyni; no 5 amnyny
KOHTYPHIli YapyHKOBIi1
YMaKoBLii; MO 2 KOHTYPHI
YapyHKOBI YNakoBK/ B
nauuj; no 1 mna B amnyni;
no 10 amnyny
KOHTYPHIli YapyHKOBIi
ynakosLj; no 1
KOHTYPHIli YapyHKOBIi
ynakoBLi B nayi

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHU | TUNY - 3MiHK 3 AKOCTI.
["oTOBMIA NiKapcbkuii 3acio.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo gonycTnMmx
MeX roTOBOrO J1iKapCbKOro 3acoby
(BMIyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3aCTapifioro NokasHWKa, Takoro Ak
3anax Ta cMmak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- 3 NoKasHuKa «lgeHTundikawis»

3a peyernmom

UA/2190/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BW/lyYeHO TecT D ans BU3HaYeHHs
[,0MOMDKHOT peYOBMHM NOBIAOH;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEpKeHNX MeTofax
BMNPOBYBaHHS) -
CynyTHSA 3MiHa
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO NiKapcbKoro 3acoby.
3MiHa napameTpiB cneumdikadii
Ta/abo [oNyCTUMUX MEX FOTOBOTO
niKapcbkoro 3acoby (iHLwi 3MiHu) -
BHECEHO pefakLiiiHi 3MiHN Ta
npaBKW 3a NOKa3HMKamm
«BbakTepiasibHi eHAO0TOKCUHM» Ta
«KifbkicHe BU3HaYeHHs» (4oAaHo
BHYTPILLHI cTaHAAPTHWUIA 3pa3ok
KeToponaky TpoMeTamiHy).
MeToguka Ta kputepii
NPUAHATHOCTI HE 3MIHWANCS;
3MiHu | TUNYy - 3MiHKM 3 AKocTi. AdI.
KoHTponb A®I. 3miHa y meTogax
BMnNpobyBaHHa APl abo BMXigHOTO
martepiany/npomiKHOro
nNpoAykTy/peareHTy, Lo
BUKOPVCTOBYETLCA Y NPOLIECI
BUpoGHULUTBA AP (IHLLI 3MiHK Y
mMeTofax BUNPO6yBaHHSA
(BKTrovatoum 3amiHy abo
[ONOBHEHHS) A®I abo
BWXiHOr0/MPOMIKHOrO NPoAyKTY)
CynyTHS 3MmiHa
- 3MiHM 3 AkocTi. A®Pl. KoHTponb
A®|. 3miHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuudikadisax
Ha A®l, a6o BUXiZHWIA/NPOMIDKHNIA
npoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHLCS Y NPOLECI
BMPO6HUMLTBA AP (iHLLI 3MiHK)
(B.1.6.1. (x) IB)
3MiHM y cneuudikauii Ta metogax
BXiZIHOro KOHTPO/IIO 3a
MOKa3HNKaMU:
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

- «PO3u4nHHICTb» (NpuBEAeHO Yy
BiANOBIAHICTb 4O MaTepianis
BUPOGHMKIB ADI);

- «pH po3uunHy», «[1po3opicTb
PO3uUnHy», «KO/bOPOBICTb
pO3unHy», «CynpoBigHi JOMILLKN»,
«BakTepianbHi eHAOTOKCMHM» Ta
«KinbkicHe BU3HaYEHHA» (BHECEHO
penakuiiiHi npasku, Aki ochopmneHi
BIANOBIAHO 4O pekoMeHAauin Ta
cTunictukm 4oY);

- «MikpobionoriyHa unctoTa»
(BHeceHi pepakuiiiHi npaBku, AKi
odhopmeHi BignNoBigHO
pekomeHaauili Ta CTURicTUKN
3aranbHuX ctaten 2.6.12 Ta 5.1.4.
EP);

- «3a/IMLLIKOBI KiNbKOCTiI OpraHivyHmx
PO34YMHHKKIB» ([OAAHO METOAUNKY
Ta HOPMyBaHHSA KOHTPOJIIO
3a/IULLKOBUX KiNlbKOCTEl
OpraHiyHUX pPo34MHHUKIB Ans Ad|
Bifi HOBOro BMpo6Huka Vasudha
Pharma Chem Limited, IHgis Ta go
METOAVKN Bif, 3aTBEPAKEHOIO
BMpoGHUMKa Symed Labs Limited,
IHAjis BHECEHO pefakLiliHi npaBsky,
AKi ochopmeHi BIiANOBIAHO A0
pekomeHAaLili Ta CTUNICTUKA
Aoy);
3MiHn | TURY - 3MiHK 3 aKocTi. 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
BMPOGHMLTBA ADI (iHLLI 3MiHN) -
BU/TYYEHHS 3 NOKa3HMKa
«laeHTudikauis» tecty C ans
NPOBEEHHS SIKOro
BMKOPUCTOBYIOTb MeTof 2.2.25.
Abcop6LiiHa cnekTpohoToMETpIs
B Y/IbTpadhioNneToBiit i BUAMMIN
061acTsAx Ta BHECEHO pefaKLiiiHi
npasku, ki ochopmIeHi BiANOBIAHO
[0 pekoMeHAaLiil Ta CTUMICTUKM
A®Y; 3miHM | TMNY - 3MiHK 3
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
akocTi. A®l. KoHTposnb Adl. 3miHa
y napameTpax cneuudikawiii

202

Ta/abo fonycTUMUX MEX,
BM3HAYEHNX Y cneundikauisx Ha
A®I, ab0 BMXigHWIA/NPOMIKHWIA
npoAayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLECI
BUpoOHULUTBa API (BUNYUYEHHS
He3Hay4yHOro nokKasHuka sKocTi
(Hanpviknag, BUy4YeHHs
3acTapifioro NokasHuka))
CynyTHS 3MmiHa
- 3miHu 3 aKocTi. A®l. KoHTponb
A®|. 3miHa y MeToax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BUNPOBYBaHHSA);
BU/yYEHHS 3 cneuudikauii Ta
MeTOAiB BXiAHOIO KOHTPO/IO Ha
AD| nokasHrKa «Baxki MeTasin».
3MiHM | Tuny - 3MiHK 3 skocTi. AdI.
CrabinbHicTb. 3MiHa nepiogy
NOBTOPHMX BMNPOGYBaHb/nepiogy
36epiraHHs abo yMOB 36epiraHHs
Al (3a BigCYTHOCTI y
3aTBepPKEHOMY A0CHE
cepTudpikaTa BignoBiAHOCTI
€Bponelicbkiin hapmakonei, Lo
BK/IHOYA€E Nepios NOBTOPHOrO
BMNpOGYBaHHS) (Nepiog,
NOBTOPHOro BUNpoByBaHHs/nepios,
36epiraHHs) - 36inbLUeHHsT a60
BBE/leHHs nepiofy NOBTOPHOrO
BMNpOGYBaHHs/Nepioay
36epiraHHs Ha OCHOBI pe3ynbTaTiB
OOCNigpKeHb y peanbHOMY Yaci -
3MiHa TepMiHy npugartHocTi AdI
015 BXifHOTO KOHTPO/0
(3aTBEPMAXEHO: 3 POKY;
3anponoHoBaHo: 5 pokiB); 3MiHu |
MRy - 3MiHu 3 akocTi. AdI.
KoHTponb A®l. 3miHa y
napameTpax cneuucikaii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneundikauisx Ha A®l, abo




n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUXiAHWA/NPOMDKHWIA
npoAayKT/peareHT, wWwo
BMKOPUCTOBYIOTLCSA Y MpoLeci
BMPOGHMLTBA AD| (4ONOBHEHHS
cneuuaqikaLii HOBUM MOKa3HUKOM
AKOCTI Ta BifNoBiAHVM METOL0M
BMNPOGYBaHHS) - AONOBHEHHS
crneundikavii Ta MeToiB BXigHOro
KOHTPO/IH0 HOBMM NMOKa3HUKOM
«1,2-AuxnopeTaH» 3 BigNoBigHNM
MeTOA0M BUNPOGYBaHHS, Y 3B'A3KY
3 BBE/JEHHAM HOBOIO BMPOGHMKa
A®l Vasudha Pharma Chem
Limited, IHais; 3miHn I Tuny -
3MiHn 3 aKocTi. AdI.
Brpo6HMLUTBO. 3MiHa BUPOOHMKa
BMXiZAHOro/NPOMiXHOro
nNpoAykTy/pearexTy, Lo
BUKOPVCTOBYHOTLCH Y
BUpo6HUYOMY npoueci AdPl, abo
3MiHa BUPO6HUKa (BKIKOYatoum, ae
HeobXxiAHO, MicLe NpoBeAeHHS
KOHTPONIO AKOCTi) APl (3a
BiICYTHOCTI cepTudikara
BiANOBIAHOCTI EBpONechbkili
thapmakonei y 3aTBepayxeHoMy
[0CbE)(BBEAEHHS HOBOMO
BMPOGHMKa AP| 3 HaAaHHAM
macTep-gaiina Ha A®l) - BBeAeHO
HOBOro BUPOGHUKa Aitoyoil
PEYOoBMHN KETOpONaky
TpomeTamiHy Vasudha Pharma
Chem Limited, IHgjs

182.

KETOHAN®
DOPTE

TabneTku, BKPUTI
NAiBKOBOK 060JI0HKOIO,
no 100 mr no 20
TabneTok y ¢hsiakoHi; no
1 donakoHy B KapTOHHii
Kopobui, no 10 TabneTok
y 6nicTepi; no 1
6nicTepy B KAPTOHHIi
Kopoo6Li

CaHpo3
dapmacbioTikan3

a.4.

CnoseHis

Nek C.A., Monba
(BUPOBHMLTBO
Hepo3dgacoBaHOl
NpOoAYKL,ii, KOHTPO/Tb
cepii); ek
PapmaueBTMyHA
KoMnaHis 4. 4.,
CnoseHis
(BPO6GHMLTBO
Hepo3dacoBaHoi
NpoAyKLUii, NepBnUHHa
i BTOPUHHHA
ynakoBKa, KOHTPO/Tb
cepii, f03BIN HA
BWMYCK Cepil)

Monbwa
CnoBeHisi

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHW | TUMY - 3MiHX 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpONechbkili
thapmakonei: gna Adl; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUPOGHMUTBI ADI; ans

3a peyernmom

UA/8325/04/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[L,0MOMIXHOT PEYOBUHU
(cepTudpikat BignoBigHOCTI
€Bponeiicbkiii hapmakoner) -
OHoBREeHWi cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
OHoBrEHHs cepTudikarty
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2003-
136-Rev 06 (3aTBEpakeHo: R1-
CEP 2003-136-Rev 05) ans
Lit040i pevoBUHY KeTonpodeH Big,
BXe 3aTBep)KeHOro BUpPo6HMKa
(Zhejiang Jiuzhou Pharmaceutical
Co., Ltd, KnTai).
3MiHK | TURY - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLEeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapmMakonei
aepxasu €C (3miHa 'y
cneumaikauisx, nos'a3aHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLLIA HawioHanbHil hapmakonei
fepxasun €C) - npuBefeHHs
cneuudikaLii Aito4oi pevoBUHN
KeTonpodieH, Big BUpo6HuKa M3,
Y BigNoBigHICTb A0 MOHorpadii
«Ketoprofen» EP, y 3B'A3ky 3
BUAANEHHAM TecTy «Baxki
MeTann».

183.

KUCEHb _
MEAVYHUA
rA30MOAIEHUIA

ras y 6anoHax o6’emom
1n,2n,,3n,5n,8n,
10 n, 40 n, y moHo610Li
o6’emom 480 nTa 3
rasudikatopis
KpiOreHHMX

[HouipHe
nigNpPUEMCTBO
«Meccep YkpaiHa»

YKpaiHa

[JouipHe
nignpueMcTBO
«Meccep YkpaiHa»

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHMKa
peecTpavLinHOro NocBig4YeHHs) -
3MiHa agpecy 3asBHMKa; 3MiHu |
TMNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHs Ta/abo
afpecu MicLA NPOBaKEeHHS
LisiNbHOCTI BUpo6HMKa/imnopTepa
rOTOBOTO JliKapCbKOro 3acoby,
BK/THOYAKYM AiNbHULL BUMYCKY

3a peyenmom

UA/18225/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

cepii abo micue npoBefeHHs
KOHTPOJIH0 SKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IOYAKYM
BUMYCK cepiid) - 3MiHa agpecun
3aTBEpPAXEHOro BUpo6HUKa M13
[JouipHe nignpremcTtBo «Meccep
YkpaiHa», 6e3 3MiHu Micusa
NPOBaPKEHHSA AISSIbHOCTI

184.

KUCEHb _
MEAVYHUA
rA30MOAIEHMIA

ras y crasieBux 6anoHax
o6'emom 1 na6o 2 n,
abo 3 nabo 4 n,abo 5 n
ab6o 10 n, abo 12 n, abo
40 n,abo 50 nTay
rasmdpikatopax
KpiOreHHMX

TOB "AInt ENP
FA3"

YKpaiHa

TOB "Alni ENP
FA3"

Ykpaina

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:

3MiHKM | TURY - 3MiHK WOA0
6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy - OHOBMEHHS
TEeKCTYy MapKyBaHHS ynakoBK/
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl; 3minHm Il Tvny - BBEAEHHSA
[04aTKOBOro BUpo6HUKa APl
KnceHnb megnunnii pigkuin NAT
"NMiHpe a3 YkpaiHa", YkpaiHa
agpeca Micus NPoBaKeHHs
AisnbHocTi: [loHeubka 06nacTb,
Map’iHCbKWiA palioH, MicTo
Kypaxose, npom3oHa Ne 70;
3anpornoHosaHo: MAT
«J1bBIBCbKMIA XiMiYHWIA 3aBOA.
YkpaiHa
KT «TOB "3anopisbkuii
aBTOreHHuit 3aBog" i KomnaHisi»,
YkpaiHa MNMAT «/liHge a3
YKkpaiHa», YkpaiHa.

3a peyernmom

UA/16705/01/01

185.

KUCEHb _
MEAVYHWIA
PIOKUIA

pignHa (cybcTaHuis) y
KpioreHHOMy pe3epByapi
ANns BUpobHMLTBA
KUCHIO MeANYHOro
rasonogiéHoro

[ouipHe
nigNpPUEMCTBO
«Meccep YkpaiHa»

YKpaiHa

[JouipHe
nignpueMcTBo
«Meccep YkpaiHa»

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKA (BlacHMKa
peecTpavLiniHOro NocBigYeHHS) -
3MiHa agpecu 3asBHVKa; 3MiHN |
TMNY - AGMIHICTPATUBHI 3MiHW.
3miHa HaliMeHyBaHHA Ta/abo
afpecu MicLs NPOBaKeHHN
LiSiNbHOCTI BUpOBOHUKaA
(BKKOYAOUM, 32 HEOOXIAHOCTI,
MicLie NPOBEeAEHHSI KOHTPO/I0
SIKOCTI), ab0 Bf1acHMKa MacTep-

UA/13394/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thaiina Ha Adl, abo
nocravansbHuka A®I/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOOHULTBI ADI (SKLWO
3a3HayYeHo y [A0CLE Ha NikapcbKuii
3acib) 3a BigcyTHOCTI cepTudikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKa HOBOT
O0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HaYeHo Yy A0CLE) - 3MiHa
afipecu 3aTBepiKeHoro
BMpoGHUKa A®| [ovipHe
nignpuemMcTeo «Meccep YkpaiHa»,
6e3 3MiHN MiCLA NPOBaKEHHS
LisIbHOCTI

186.

KWUCNOTA
AMIHOKAMPOHOB
A-DAPHULA

po3unH ans iHdysiii, 50
mr/mn, no 100 mny
dhnakoHax; no 100 mny
chnakoHi, no 1 chnakoHy
y navui

MpAT
"GapmaueBTnyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn) -
OHOB/EHHA TEKCTY MapKyBaHHSA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13.
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY MapKyBaHHs. TepMiH
BBEZEHHS 3MiH NPoTSrom 6
MicAILiB nicna 3aTBepAKEHHs!

3a peyernmom

UA/13836/01/01

187.

KITPYLA®

KOHL,eHTpaT ans
po3unHy Aans iHgysii, 25
Mr/M1 Mo 4 mn
KOHUEHTpaTy Yy h/1akoHi;
no 1 donakoHy 3
npenapaTom B
KapTOHHIA KOpoo6Li

Mepk Wapn i Joym
IAEA TM6X

LLiBeiiuapis

BUPOBHUK
Hepo3dgacoBaHOl
NPOAYKLT, KOHTPO/b
SAKOCTi Ta
TecTyBaHHs
cTabinbHoCTI,
nepBuHHe
nakysaHHa: MC/,
Ipnangis (Kapnoy),
IpnaHgis; KOHTposb
AKOCTI Ta
TecTyBaHHsA
ctabinbHocTi: MCL
IHTEepHeLWwHN
M6X/MC/L, IpnaHais

Ipnangis/
HigepnaHgm
/

Benwuka
BpuTtaHis/
Himeuunna/
Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis: 3MiHu | TURY -
AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpaLiiHOro NocBigYeHHs) -
3MiHa Ha3BM 3asIBHMKA Bi4NOBIAHO
[0 pilleHHs koMnaHii Ta
YTOUYHEHHS afipecu 3asiBHMKa A/1A
npuBeAEeHHs y BiANOBIAHICTb A0
OHOBJ/IEHOTO BUTATY 3 TOProBOro
PeecTpy kpaiHn 3asBHUKa
(BBefeHHA 3MiH NpOTArom 6-Tu
MiCALIB MiCNsA 3aTBEPLKEHHS);
3MiHa 3asBHMKa (B/1acHUKa

3a peyenmom

UA/16209/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BpiHHi), IpnaHgis; peecTpauiiiHoro NocBig4YEeHHS)
H.B. OpraHoH, (3rigHo Hakasy MO3 Big
Higepnangu; 23.07.2015 Ne 460) BeefeHHs
KosaHc JlabopaTtopi3 3MiH NpoTArom 6-Tu MicauiB nicns
NimiTen (KosaHc), 3aTBEPKEHHS
Benwuka bBputaHis;
TecTyBaHHSA
CTabiNbHOCTI:
HysicaH 62X,
HimeyunHa;
BTOPWHHE
nakyBaHHs, [03BiN
Ha BUMYCK cepii:
LepiHr-Mnay Na6o
H.B., Benbris
188. | KNAPUTPOMIUWH- | TabneTtku, BKPUTI TOB "AcTpadapm” Ykpaina TOB "AcTpadapm" YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14154/01/02
ACTPA®APM 060/10HKOH0, M0 500 Mmr; marepianis:
no 7 TabneTtok y 3MiHM | TUMy - 3MiHX 3 AKOCTI.
6nictepi; no 1 abo no 2 [oTOBMIA NikapcbKuii 3aci6.
6nicTepn B KOpOOU KOHTPO/Ib FOTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEX FOTOBOrO NiKapCbKoro 3acoby
(iHLWi 3MiHK) - BBEAEHHSA
nepioguYHOCTI KOHTPOJIIO 3a
nokasHukom "MikpobionoriyHa
yucToTa': BUKOHYETLCA AN
KOXHOI flecATol cepii, ane He
pigwe ogHoro pasy B pik
189. | KOPAAPOH® PO34UH ANS iH'eKLiiA, 50 TOB "CaHodi- Ykpaina CaHodpi BiHTpon ®paHuin BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/3683/01/01

mr/mn; Ne 6: no 3 mn B
amnyni; no 6 amnyn B
noniMepHMX YapyHkax y
KapTOHHIA Kopoo6Li

ABeHTIC YKpaiHa"

IHaacTpia

mMartepianis:

BMMpPaB/IEHO TEXHIYHY MOMUIIKY B
TeKCTi MapKyBaHHS BTOPUHHOT
ynakosku J13.
3AMPOMNOHOBAHO: 2.
KINBKICTb AIH0YOT PEHOBUHN
50 mr/mn AmiogapoH 1 mn
PO34MHY MICTUTL: aMiofapoHy
TIAPOXIOPUAY .o.vvveeee 50 mr
11.HAVIMEHYBAHHS |
MICLIE3HAXO>XEHHA
BNPOBHWKA TA/ABO
3AABHWKA Bupo6Huk: CaHodi
BiHTpon IHgacTpia, ®paHuis 1 py
e ns Bipx Ambape et Jlarpas
33565 KAPBEOH BJ/IAH CEJEKC,
PpaHuis. 3a3HayeHe
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMNpaB/IEHHS BiNOBifae
apxiBHUM marepiasiam
peecTpaujiiiHoro AockLe
190. | KODAH Tabnetku no 10 BocHanek 4.4 BocHist i BocHanek 4.4 BocHis i BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/3998/01/01
BOCHAJ/EK® Tabnetok y 6nictepi; no epueroBuH epLerosuH martepianis:
1 6nicTepy B KAPTOHHIN a a 3MiHKM | TUMY - 3MiHW 3 SIKOCTI.

Kopoo6Li

Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeicbkii
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXiAHICTIO
npuBELEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLOT HauioHaNbHOT hapMakonei
aepxasu €C (3miHa 'y
cneumagikauisx, nos'a3aHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLUIA HavioHaNbHIl hapmakonel
aepxasun €C) - NpuBeAEHHSA
cneuudikauii Ta MeTogiB
KoHTponto A®I napauetamon y
BIANOBIAHICTb 40 BUMOT
MoHorpadii Paracetamol EP 3a
nokasHvkamu «lgeHTtudikauis»,
«CynpoBigHi AOMILLKM». 3MiHN |
Tuny - 3miHu 3 skocTi. CepTuddikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiAANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,OMOMDKHOT peYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkii hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAXEHOr0 BUPOOHUKA -

nogaHHA OHOB/1EHOTO CepTVI(*)iKaTa

BiZANOBIAHOCTI EBpONechbkili
chapmakonei Ne R1-CEP 2003-
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

059-Rev 04 (3aTBepaxeHo: R1-
CEP 2003-059-Rev 03) gna
Aitoyoi pevosuHn Propyphenazone
Bif] BXXe 3aTBEPAKEHOI0
BupobHuka SHANDONG XINHUA
PHARMACEUTICAL CO., LTD.
3MiHn | TURY - 3MiHK 3 AKOCTI.
CepTudpikart BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbki
thapmakonei/MoHorpadir.
MopaHHsA HoBOro abo OHOBMEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei: gna Adl; ans
BUXiAHOTO
martepiany/peareHTy/npoMiKHOro
MPOAYKTY, WO BUKOPUCTOBYIOTHCA
y BUpO6GHULTBI ADI; Ans
[,0MOMDKHOT PEYOBUHN
(cepTudbikaT BignoBigHOCTI
€Bponeiicbkil hapmakonei) -
OHoBNEHWIA cepTudikar Big, yxe
3aTBEPAKEHOrO BUPOOHMKA -
nofaHHA OHOB/IEHOro cepTudikaTa
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei Ne R1-CEP 2000-
124-Rev 08 (3aTBEpAXKEHO: R1-
CEP 2000-124-Rev 07) pns
nitoyoi pevoBnHN Paracetamol Big,
BXe 3aTBepA)KeHOro BUpobHuKa
Angiu Lu'an Pharmaceutical Co.,
Ltd

191.

KPUHOH®

renb BariHanbHWi 8 %;
no 1,45 r (wo
BignoBigae no3i gns
BBeAeHHs 1,125 1) B
0iHO030BOMY
ansikartopi, BknageHomy
B bararoLuapoBy
ynakoBky; no 6 a6o 15
0fHOA,030BMX
ansikaTopiB y KapTOHHIl
Kopoo6Li

Apec TpeiigiHr C.A.

LLiBeiiuapis

mMaponak ar,
Llseiiuapis
(nepBuHHa
ynakoska); ®nit
Na6opaTopis
Niviteq,
BenvkobputaHis
(BMPOGHYMK
Hepo3dacoBaHoi
npoAaykuii Ta
KOHTPO/Ib SKOCTI);
Xepp MaHgi
PiyapacoH Nimiten,
BenukobpuTanis
(KOHTpPO/1b SIKOCTI);

LLiBeiiuapis
Benukobput
aHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - amiHicTpaTUBHiI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
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
3a3HaYeHo Y 10CbE Ha NiKapCbknii

3a peyenmom

UA/3490/01/01
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Bupo6HuK

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ne Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

BUPOGHUKa

3acib) 3a BigcyTHOCTI cepTudikata

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

LleHTpan ®apma
(KoHTpakT lMekiHr)
Nimviten,
BenukobpuTaHis
(BTOpPMHHA ynakoBka
Ta BUNyck cepii)

Monbwa

BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepiKeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (AIKLLLO
3a3HayYeHo y J0CbE) - 3MiHa Ha3Bu
OiNbHUL, L0 NPOBOAUTL KOHTPO/Tb
akocTi A®l 3a n. "Po3mip yacTok",
6e3 3MiHn Micua BUPOGHMLTBA.
3anponoHoBaHo: Catalent
Nottingham Limited,
Benukobputanis. 3MiHu | Tuny -
3MiHuM 3 sikocTi. CepTudikat
BignosigHocTI/TE-cepTudpikar
BiZiNOBIAHOCTI €BPONENCHKIit
thapmakonei/mMmoHorpadii.
MopaHHA HOBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BW/TyYEHHS cepTudikata
BiANOBIAHOCTI EBpONechbkili
thapmakonei: gna Ad®l; ans
BUXiAHOTO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, WO BUKOPUCTOBYHOTHCS
y BUpOGHMLTBI ADI; ans
[L,0MOMDKHOT PeYOBUHU
(cepTudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei Ne R1-CEP 2005-
299-Rev 02 (3aTBepaeHo: R1-
CEP 2005-299-Rev 01) gns
aitoyoi pevoBuHY Progesterone
Micronised, non-micronised Big
BXE 3aTBEepAKeHOro BUPO6HNKa,
AIK HAC/iOK YTOYHEHHSI HA3BU
BVMPOGHMYOT AiNbHUL
(3aTBepmxeHo: PHARMACIA &
UPJOHN COMPANY;
3anpornoHosaHo: PHARMACIA &
UPJOHN COMPANY LLC)
BHECEHHS 3MiH 40 peecTpalinHmx

3a peyenmom

UA/2677/02/01

192.

KYTIBEAT™

Kpem 0,05 %; no 15ry
Ty6i; no 1 Ty6i y
KapTOHHI ynakoBLi

"nakcoCmiTKnsiiH
Ekcnopt flimiteq

Benuvka
BpuTaHis

nakcoCmiTKnsiiH
PapmacboTVKan3
C.A.

marepianis:

3MiHu || TUNYy - 3MiHK WoA0

6e3nekn/edpeKTMBHOCTI Ta
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuLi
NiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHUMU 3
SKOCTi, AOKNIHIYHUMU, KIHIYHMUN
JaHUMK Ta AaHumm 3
dhapmakoHarnsgy - 3miH1M BHECEHO
B IHCTPYKL,O 4519 MeAn4YHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
00 po3gainy "OcobnunsocTi
3acTocyBaHHsA". BBeeHHS 3MiH
npoTsArom 6 micsuis nicns
3aTBEPAXKEHHS

UA/2677/01/01

193.

KYTIBEAT™

mMasb 0,005 %; no 15ry
Ty6i; no 1 Ty6i y
KapTOHHI ynakosLii

nakcoCmiTKnsiiH
Ekcnopt NimiTeq

Benuka
BputaHis

"nakcoCmiTKnsiiH
dapmacboTrKan3
C.A.

Monbwa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:

3MiHuW Il TMny - 3MiHK WoAo
6e3nekn/edheKTUBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakrepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi AN
MeJMNYHOro 3aCTOCYBaHHS Y
3B'A3KY i3 HOBUMM JaHNMU 3
AKOCTI, AOKNIHIYHUMM, KIIHIYHUMUW
JaHMMK Ta JaHumm 3
thapmakoHarnsgy - 3MiHM BHECEHO
B IHCTPYKLiO ANA MeMYHOro
3acToCyBaHHSA NikapcbKoro 3acoby
[0 po3gainy "OcobnunBocTi
3acTocyBaHHA". BBeeHHS 3MiH
npoTarom 6 micsAuis nicns
3aTBEPAKEHHS

3a peyernmom

UA/13444/01/01

194.

NADPAKCUH® XR

TabneTku
NPOIOHroBaHoi Aji o 75
Mr, no 14 Tabnetok y
6nicTepi 3 KaneHgapHo
LUKasoto; no 2 6nictepu
Y KapTOHHiIli kopobui

[Jekcenb ®apma
TexHonomxus /itg.

13painb

[Jekcenb N1,

13painb

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHK | TUNY -3MiHY WoA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|i Ans
MeJNYHOr0 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionoaioHM

X NliKapcbknX 3acobiB nicns

3a peyenmom

211




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BHECEHHS Tiel caMoi 3MiHW Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye Hafi@HHS XOLHUX HOBUX

[0[aTKOBUX AaHWX) - 3MiHN
BHECeHi 10 IHCTPYKUii ons
MeJNYHOro 3aCTOCyBaHHS

nikapcbKoro 3acoby y po3ainu:

"Oco611BOCTI 3aCTOCyBaHHA",

"Cnocib 3acTocyBaHHA Ta fo3un"
(iHdhopmauis woao 6e3nekn),
"Mo6ivHi peakui™ BigNoBigHO A0
iHchopmauii LWoao MeanyHoro
3acTocyBaHHA pehepeHTHOro
nikapcbkoro 3acoby (Efexor XL 75
mg, 150 mg, He 3apeeCcTpoBaHuit
B YKpaiHi). BBELEHHS 3MiH

NPOTAroM 6-Tu MicAuiB nicns

3aTBEPAKEHHSA. 3MiHM | TRy -

3MiHM Wwoao
6e3nekn/edhekTMBHOCTI Ta

thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui

NiKapcbKoro 3acoby, TekcTi

MapKyBaHHS Ta IHCTPYKLU|i Ans

MeMYHOro 3aCTOCYBaHHS Ha

nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbKkoro 3acoby, abo
pocnigpkeHb 3 6e3neku

3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo

AK pe3ynbTar OLiHKW 3BiTY 3

[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MiaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpPraHoM)- 3MiHK

BHECeHi [0 IHCTPYKUii ons
MeJMNYHOro 3aCTOCyBaHHS

nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,

BariTHOCTi abo rogyBaHHs

rpyaato”, "Mo6ivHi peakuji”

BiAANOBIAHO [0 OHOBMEHOI

iHchbopmawii 3 6e3neku gjroyoi

PEeyoBVHW. BBEAEHHS 3MiH

NpoTArom 6-Tn MicALiB nicns

3aTBep/mKxeHHs. 3MiHu | Tuny -
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHM Woao
6e3nekn/edhekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3mMiHn)
Po3zgineHHs TekcTy iHCTpyKuUii ans
MeAUYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby 3
3aTBEPAKEHHAM OKPEMUX
IHCTPYKLili ANS KOXHOTO
[103yBaHHA. BBEAEHHS 3MiH
NpoTArom 6-Tn MicAUiB nmicns
3aTBEPAKEHHSA

195.

NA®AKCUH® XR

Tabnetku
NPOJIOHroBaHoI Aji No
150 wr, no 14 tabneTtok
y 6nicTepi 3
Kau1eHAapHO0 LLIKaUTOH;
no 2 6nicrepun y
KapTOHHI Kopoo6Li

[Jekcenb ®apma
TexHonopxus /T,

I13pains

[ekcenb /ITA4.

I3painb

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY -3MiHK LWoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHu y
KOPOTKIil XapakTepucTuLi
nNiKapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MeAUYHOr0 3aCTOCYBaHHS
reHepuyHUX/ribpuaHmx/6ionoai6HN
X nikapcbknx 3aco6iB nicns
BHECEHHA TiEl caMoi 3MiHM Ha
pedyepeHTHUIA npenapar (3MiHa He
noTpebye HafaHHS XXOAHNX HOBUX
[0[aTKOBUX AaHuX) - 3MiHU
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOro 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ginu:
"Oco6/1MBOCTI 3aCTOCyBaHHSA",
"Cnoci6 3acTocyBaHHS Ta fo3mn”
(iHdopmauisa woao 6esneku),
"Mo6iuHi peakuii" BigNoBigHO A0
iHhopMauii LWoa0 MeanyHoro
3acTocyBaHHA pethepeHTHOro
nikapcbkoro 3acoby (Efexor XL 75
mg, 150 mg, He 3apeecTpoBaHuii
B YKpaiHi). BBEeHHS 3MiH
NpPOTArom 6-T1 MicALiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
3MiHM Wwoao
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IOBAHOIO 3BITY 3 6e3neku

3a peyernmom

UA/13444/01/02
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpauiiiuii nepiog, abo
AK pe3ynbTar OLiHKN 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHO 3 KOMMNETEHTHUM
YMOBHOB&XEHVIM OpPraHoM)- 3MiHK
BHECeHi [0 IHCTPYKUii ons
MEJUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyvHi peakuji”
BiAANOBIAHO [0 OHOBNEHOI
iHchbopmawii 3 6e3neku gjroyoi
PEeyYoBVHN. BBEAEHHS 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBep/mKeHHs. 3MiHu | Tuny -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHun)
Po3pineHHs TekcTy iHCTpYKLUiT Ans
MEJUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby 3
3aTBEPMAKEHHAM OKPEMUX
IHCTPYKLi [NS KOXHOro
[03yBaHHA. BBEAieHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAXKEHHS

196.

NEBOKCUME]

Kpanni O4Hi, po3unH, 5
Mr/mn, no 5 mny
nonimepHomy thnakoHi-
KpanenbHuyj; no 1
dhnakoHy-KpanenbHuLi B
KapTOHHI Kopoo6Li

YOPNA, MEAVLH
OOTANILMIKC
INAYNAPI NTA,

LTI,

TypeuunHa

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

TypeyunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: TeXHIYHa NoOMUIKa
(3rigHo Hakasy MO3 Big,
23.07.2015 Ne 460),
BnnpaBneHo TexHiYHy NOMWUAKY B
IHCTPYKLi AN MeguyHoro
3aCTOCYyBaHHA — rpamMatnyHa
nomuska y posginax
"®apmMakonoriyHi BnactneocTi”,
"MokasaHHs", "OcobnmBoCTi
3acTocyBaHHsA", "Mo6IYHI peakwii”.
3a3HayeHe BUMpaBs/IeHHSA
BiANoOBigae marepianam
peecTpaLiiHoro Aocbe.

3a peyernmom

UA/18206/01/01

197.

NEBO®/IOKCALA
H-ACTPA®APM

TabneTkn, BKPUTI
060/10HKOH, Mo 500 mr

TOB "AcTpadchapm”

Ykpaina

TOB "AcTpadhapm”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis:

UA/14395/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

no 7 TabneTtok y
6nictepi; no 1 abo no 2
6nictepu y kopobu,i 3
KapToHYy

3MiHM | TUMy - 3MiHU 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(iHWi 3MiHW) - BBEAEHHSA
nepioguYHOCTI KOHTPOJIIO 3a
nokasHukom "MikpobionoriuHa
yucToTa": BUKOHYETLCA AN
KOXHOI flecATol cepii, ane He
pigwe ogHoro pasy B pik

198.

NEBO®ONIK

PO34uH NS iH KLl abo
iHcpysiii, 50 mr/mn no 1
MA, 4 Mn, 9 Mny
chnakoHi; no 1 abo 5
hNakoHIB 3 PO34YUHOM Y
KapTOHHI ynakosLii

Mepnak esenbwadT
dotop KAiHiwe
Lneuiansnpenapar
e M6X

HimeuunHa

IAT Bionorika MM6X,
HimeuyunHa
(BUpOBGHMLTBO "in
bulk", nepBuHHe
nakyBaHHA Ta
KOHTPO/b Cepiif);
Mepak e3enbladt
dorop KNiHiwe
Lnewuiansnpenapat
e M6X, HimeuunHa
(BTOpPUHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b Ta BUMYCK
cepii)

HimeuunHa

BHECEHHS 3MiH 40 peecTpavinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3arasibHEHUX AaHuX npo
cuctemy hapMmakoHarnagy
(BBEAEHHSA y3araslbHEHNX AaHUX
npo cuctemy chapmakoHarnsgy,
3MiHa yNOBHOB&XeHOI 0coou,
BiANOBIAA/IbHOI 3a 3AiACHEHHS
thapmakoHarnsgy; KOHTakTHoOI
ocobu 3 hapmakoHarnagy
3aABHUKa 419 3MiACHEHHS
hapmakoHarnsagy B YkpaiHi, Ko
BOHa BiIMiHHA Bif, yNOBHOB&XXEHOI
ocobw, BiANoBiAa/IbHOT 3a
3fjiicHeHHs hapmakoHarnsgy
(BKIHOYAKOYM KOHTAKTHI AaHi)
Ta/ab0 3MiHN Y PO3MILLEHHI
mMacTep-haiina cuctemm
thapmakoHarnsgy) - 3miHa
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
dhapMakoHarnisg B YkpaiHi

3a peyernmom

UA/16366/01/01

199.

NEBOLUWVH-H

pO34nH ans iHgysiii, 500
mr/100 mn, no 100 mn
a6o no 150 mn y
donakoHi; no 1 donakoHy
B NayLi 3 KapTOHY

TOB "®APMACE"

YKpaiHa

HeposdacoBaHuii
NPOAYKT, NepBUHHA
ynakoBKa, BTOPUHHA
ynakoBKa, KOHTPO/Ib:

BIOCEP C.A.
NMAPEHTEPAJ

Ipeuis/
YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
mMarepianis: 3MiHu | Tuny - 3MiHN 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
CT1abifibHICTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHA rOTOBOrO J1iKapCbKOro

3a peyenmom

UA/12842/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CONwHC
IHOACTPI, Mpeuisi;
KoHTpO/b, BUMYCK

cepii: TOB
"®OAPMACEN",
YkpaiHa

3ac00y (36ibLUEeHHS TEPMiHY
NpYAATHOCTI FOTOBOTO NiKapPCbKOro
3aco6y) - [lna TOproBoi ynakoBku
(nigTBEPOAXKYETLCA AaHUMU
peasibHOro yacy) 3MiHu BHeCeHi
[0 IHCTPYKUIT A4N18 Mean4Horo
3aCTOCYyBaHHS /iKapcbKoro 3acoby
y po3gin "TepMiH npugaTHocTi".
36iNblUeHHS TeEPMiIHY NpuaaTHOCTI
rOTOBOrO JliKapCbKOro 3acoby.
3arBepaXeHo: 2 poku
3anponoHoBaHo: 3 poku. 3MiHu |
MRy - 3MiHM LWoAo
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|i Ans
MeJMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynspHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3acToCcyBaHHSA NikapcbKoro 3acoby
B nicnsipeecTpaiiiuii nepiog, abo
AIK pe3ynbTar OLiHKN 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MaHy
negiatpuyHux gocnimxkers (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVNM OpraHoM) 3MiHu
BHEeCeHi [0 IHCTPYKUii ons
MeJNYHOro 3aCTOCyBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCyBaHHA",
"Mo6iuHi peakuii" BigNoBigHO A0
OHOBJ/IEHOT iHdhopMaLii 3 6e3nekn
[ir040T PEYOBUHN.

200.

NEC®AINb

PO34nH AN4 iH'eKLii, 50
mr/mn; no 5 mn B
amnyni; no 5 a6o 10
amnyn y nayui 3
KapToHy; Mo 5 mn B
amnyni; no 5 amnyny
6nicTepi; no 1 a6o 2
6nictepun y nauui 3
KapToHy

AT "®dapmak”

Ykpaina

AT "®apmak”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3ac006y (36ibLIEeHHS TEPMiHY
NPVUAATHOCTI FOTOBOTO NiKaPCbKOro
3aco6y) - [1na ToproBoi ynakoBku
(nigTBEPAXYETLCA AaHUMN
peasibHOro 4acy) — 36i/IbLUEHHS

3a peyernmom

UA/12317/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TepMmiHy 36epiraHHs M3
(3aTBEPAXEHO: 2 POKY;
3anpornoHoBaHo: 3 poku). 3MiHu
BHeCeHi B po3ain "TepmiH
NpUAAaTHOCTI" B iIHCTPYKL,itO ANs
MEJMYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3MiHa y MeToAax BUNpoGyBaHHS
roTOBOrO NlikapcbKoro 3acoby (ans
npyBELEHHS Y BiANOBIAHICTb 3
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNyYEHHS
NoCWNaHHS Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
I0ro HoMep)— BUYYEHHSA
BUKNAEeHHA NMOBHOI METOAVKN 3a
NoKasHUKOM «CTepU/bHICTb» B
MeTogax KoHTponto M3 ta
[0[aH0 NoCUIaHHA Ha 3araibHi
ctarTi EP go 3aTBepgxeHoro
nocunaHHAa Ha A®Y.; 3minm Il Tuny
- 3MiHK 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN BUNPOOYyBaHb
abo 4oNyCTUMUX MEX,
BCTaHOBJIEHNX Y cneuudikauisx,
nif yac BUPOBGHMLTBA FOTOBOrO
NiKapcbKoro 3acoby (po3LwMpeHHs
3aTBEPMKEHNX AOMYCTUMUX MEX
0151 NOKA3HUKIB, SIKi MOXYTb MaTu
iCTOTHWIA BNAMB Ha 3arasibHy
AKICTb FOTOBOIO J1iKapCbKOro
3acoby) — 3MiHa KpuTepiiB
NPUAHATHOCTI 38 NOKA3HMKOM
«pH» y cneumndikavii Ha MOMKHWUIA
NPOAYKT «IpUroToBaHnii PO34nH»
(3atBepmxeHo: Big 8,0 go 9,0;
3anponoHoBaHo: Big 8,0 Ao 9,5)

201.

NIAOKCAH .
MEHTO/ CNPEN

cnpeii oAns poToBoi
NOPOXHWHWK, 2 Mr/0,5 Mr
Ha 1 mn; no 30 mny
donakoHi, no 1 dpnakoHy
B KOpOO6Li

TOB "CaHpo3
YkpaiHa"

YKpaiHa

NabopaTopia
Ksanichap HB
(KBanicpap HB),
Benbris
(BMPOGHMLTBO 3a
NMOBHMM LMK/IOM);

Benbris

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TUMy - 3MiHX 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPOBGHULTBI. 3MiHW y npoueci
BMPOGHMLTBA FOTOBOTO

6e3 peyenma

UA/16228/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Nex
dPapmaueBTUyHa
KomnaHia A4.4.,
CnoBeHis (BUMycK
cepiif)

nNiKapcbKoro 3acoby, BKIKOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPY BUPOOHULITBI
rOTOBOrO JliKapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA); CynyTHA 3MiHa -
3MiHK 3 AKOCTI. FoTOBUIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOOHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby (iHLwi
3MiHW) - BHECEHHS HE3HaYHUX 3MiH
y npouec BUPOBGHULITBA, 30Kpema:
3MiHa nopaaky foAaBaHHS
KOMMOHEHTIB, L0 3MiLLYIOTbCS B
npoveci BUpobHULTBA. Y 3B'A3KY 3
nepeHeceHHAM NPoAYKTY Ha HoBe
BMPOGHMYE 06N1agHaHHA
BMPOGHMUMIA NpoLEec afanToBaHo
[10 HOBOTO 06/1aAHaHHSA 3
TEXHIYHWX MPUYMH. FK HAcigoK,
nocnigoBHa 3miHa noe'sidaHa 3
3MiHOK TepMiHy 36epiraHHs
npoaykty in bulk - go 12 gHiB y
BVMPOGHMYOMY pe3epByapi
(peakTop) Ta 1 AeHb Y MasIEHbKNX
HPDE KoHTeliHepax

202.

NOMEKCUH®

Kpem 2 % no 30 r y Ty6i;
no 1 Ty6i y KapTOHHIiA
Kopoo6Li

Pekopgarti AineHg,
nTg

Ipnangis

Pekopgaarti IngacTpia
Ximika e
dapmacesTika
C.n.A, Itanis;
BAM®APMA C.P.J1.,
ITanis

ITanis

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3MiHuK | TuNy: 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs) - 3MiHa BHOCUTbCS 3a
pilLeHHAM 3asiBHUKA - KOMNaHii
Pekopgati Aineng /174, Ipnangis -
i nonsirae y BBefeHHi
aflbTePHATUBHOIO BUPOBHMKA
roTOBOro NikapCbKoro 3acoby
BAM®APMA C.P.11., ITanis,
BignoBiganbHOro 3a BCi cTagji
BMPOGHMYOro npovecy,
BK/TH04AI04N BTOPUHHE NaKyBaHHSA

3a peyenmom

UA/6094/02/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[0 BXe 3aTBEPAKEHOr0
BMpO6HUKa Pekopaari IHgacTpia
Ximika e dPapmacesTika C.n.A.,
ITanis; 3miHu | Tvny: 3MiHn 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN y BUPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHs)- 3MiHa BHOCUTbCS 3a
pilleHHAM 3asiBHMKA - KOMMaHii
Pekoppaarti Aineng N1a, IpnaHais -
i nonsirae y BBefieHHi
a/IbTEPHATUBHOIO BUPOBHMKA
roToBOro Nikapcbkoro 3acoby
BAM®APMA C.P.1N., ITanis,
BiAgnoBigasIbHOro 3a BCi cTagji
BMPOGHMYOro npouecy,
BK/THOHAI0UN NEPBUHHE NakyBaHHSA
[0 BXe 3aTBEPAKEHOr0
BMpO6HUKa Pekopaari IHgacTpia
Ximika e dapmacesTika C.n.A.,
ITanis; 3miHu | Tvny: 3MiHn 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YacTMHM abo
BCbOr0 BUPOGHMYOro npoLecy
rOTOBOrO JliKapCbKoro 3acoby
(minbHULSA, Ha SKIN NpoBOASATLCA
6yAb-AKi BUPO6HUYI cTagji, 3a
BMHATKOM BUMYCKY CEpiid,
KOHTPO/II0 SKOCTi, NePBMHHOTO Ta
BTOPVHHOTIO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKunx
3aco6iB) - 3MiHa BHOCUTLCSA 3a
pilleHHAM 3asiBHMKA - KOMMaHii
Pekoppaati Aineng /14, Ipnangis -
i nonarae y BBefleHHi
aflbTEPHATUBHOIO BUPOBHMKA
rOTOBOrO JliKapCbKoro 3acoby
BAM®APMA C.P.J., ITanis, wo
Bignosigae 3a BCi cTagii
BVMPOGHWYOrO MpoLecy roToBoi
nNiKapcbkoi hopMU 3@ BUHATKOM
BUMYCKY Cepili, KOHTPO/IO AKOCTI,
NEPBUHHOTO Ta BTOPUHHOIO
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nakyBaHHS, 4151 HECTePUSIbHUX
nikapcbKknx 3acobiB 0 BXe
3aTBEPKEHOIO BUPOGHMKA

220

Pekopgarti IHgacTpia Ximika e
$apmacesTika C.n.A., Itanis;
3MiHM | TUNy: 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHn
Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo gofasaHHs
BMPOGHMKa, LU0 BiAnosigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
Bxtoyaroun
KOHTPO/b/BUNPOBYBaHHS cepil -
3MiHa BHOCUTbLCSA 3a PiLLEHHSAM
3asBHUKa - koMnaHii Pekopaari
AineHg NTp, lpnaHgis - i nonsrae y
BBe/leHHi anbTepHaTUBHOIO
BMPOGHMKA rOTOBOTO NiKapCbKOro
3acoby BAM®APMA C.P.J1.,
ITanis, BignoBifanLHOro 3a BCi
cTagjii BUpOo6GHNYOro npouecy, y
TOMY 4MC/i 3a BUMYCK cepii,
BK/1IOHAOUM KOHTPO/Ib Cepil 4o
BXE 3aTBEPKEHOro BUPOOHMKa
Pekopgarti IHgacTpia Ximika e
$apmacesTika C.n.A., Itanis.
3MiHU BHECEHO B IHCTPYKLiO AN1a
MeAMYHOro 3acTOCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXOAKEHHS BUPOGHMKA
(nopaBaHHA aslbTepHATVBHOIO
BUPOGHUKA) 3 BiANOBIAHUMMU
3MiHaMu y TEKCTi MapKyBaHHs
YMakoBKM NiKapCbKOro 3acoby;
3MiHK | TUNY: 3MiHW 3 SKOCTI.

[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Yy BUPOBHMLTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro NikapCbKoro 3acoby

(He3HauHa 3miHa y mpoueci
BUpO6HMLTBA) - He3HauyHa 3miHa
o posginy 3.2.P.3.3 «Onuc

BMPOGHMYOTO npouecy Ta




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

KOHTPO/I0 MPOLLECY» 3 METOI
TexHi4yHoI aganTauii Ha eTani
NpuUroTyBaHHA NinodinbHOI hasm
B B1po6HMYOro npovecy, Lo byae
3aCTOCOBYBATUCSA NnLLE A0
npowecy BUpobHNULTBA
NiKapcbKoro 3acoby Ha AifbHUL
BAM®APMA C.P.J1., ITanis.
Bupo6HMumnii npouec ans
3aTBEPKEHOr0 BUPOGHUKA
Pekopgarti IHpacTpia Ximika e
dapmacesTika C.n.A., ITanis
3a/MWAETLCA HE3MIHHUM; 3MiHW |
Tuny: 3MiHW 3 SKOCTi. FoTOBUIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHa po3mipy cepil
(BK/IKOYAKOUYM diana3oH po3Mipy
cepil) roToBOro NikapcbKoro
3acoby (36inbweHHsA go 10 pasis
NOPIBHAHO i3 3aTBEpPIKEHUM
po3mipom) - Ans onTumisawi
BMPOBHNYOro npouecy, BHOCATLCA
3MiHK go po3gainy 3.2.P.3.2.
“Cknaf Ha cepito”, a came
36iNbLUEHHS po3Mipy cepii Ao 1500
Kr.
Po3wmip cepii gnsa 3aTBepgKeHoro
BMpO6HUKa Pekopaari IHgacTpia
Ximika e dPapmacesTika C.n.A.,
ITania 3aMwaeTbca HE3MIHHUM —
500 Kr; 3MiHM | TUMy: 3MiHKW 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN Y BUPOGHULTBI. 3MiHK
BMNpOoGYyBaHb abo AOMYyCTUMUX
MeX, BCTAHOB/NEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOrO
nikapcbKoro 3acoby (BUYYEHHS
HecCyTTEBOro BUNPOOYBaHHSA B
npoveci BUpobHuUTBa) - HesHauyHa
3MiHa go posginy 3.2.P.3.4
«KOHTPO/b KPUTUYHKX eTaniB Ta
NPOMDKHUX NPOAYKTIB», a came
BUAA/IEHHS eTany KOHTPOIo
06'eMHOI Barn nepeg hasot
3anoBHEHHS TPy6 5K TaKoro, skui
ABNSAETHCA HEKPUTUYHUM.
HasBHuii kOHTpONb Ha cTagii Tube

filling (Controls during filling).
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

Brpo6Huumnii npouec ans
3aTBEPAXEHOr0 BUPOGHUKA
Pekopgarti IHgacTpia Ximika e
dapmacesTika C.n.A., ITanis
3/IMWAETHLCA HE3MIHHUM

203.

NIOMYCTUH
MEAAK

kancynu no 40 mr, no 20
Karncyn y KoHTeliHepi; no
1 KoHTelHepy B Nauui

Mepak lesenbwadpt
chrop KniHiwe
Lnevjanbnpenapat
e m6X

HimeyunHa

Brpo6HuK, wo
BignoBigae 3a
MapKyBaHHs1
nepBUHHOT
yNaKkoBKM, BTOPVHHE
nakyBaHHs,
KOHTPO/b/BMNPOGYB
aHHs cepii Ta 3a
BUNYCK cepil:
Mepak esenbwadt
dotop KniHiwe
Lneujansnpenapat
e M6X, HimeuuunHa;
B1po6HMK, LWo
Bignosigae 3a
BMPOGHMLTBO
nikapcbKoro 3acoby,
nepBuHHE
nakyBaHHS,
KOHTPO/b/BMNPOGYB
aHHsa cepii: Xaynt
Papma Amaper
'mM6X, HimewunHa

HimeuunHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianiB: yTOUHEHHSA
HanMcaHHA BUPOGHUKA B HakKasi
MO3 Ykpainuu Ne 301 Big,
22.02.2021 B npoueci BHECEHHS
3MiH (3MiHU | TUNY - 3MiHK WOA0
6e3nekn/edeKkTBHOCTI 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; KOHTakTHoOI
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 3MiHW y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
KOHTaKTHOT 0CO6M YNOBHOBaXKEHOT
0cobu 3asiBHUKa, BIANOBIA&/IbHOT
3a thapmakoHarnsg B Ykpaii.
MponoHoBaHa pepakuis: bakyH
AHHa OnekcaHgpiBHa.). Pepakuin
B Hakasi: MaynT ®apma Amaper
vM6X, HimeyunHa. BipHa
pepakuis: Xaynt ®apma Amaper
m6X, HimeyumnHa.

3a peyenmom

UA/6988/01/01

204.

NYMIFAH®

Kpansi o4Hi, po3yuH, 0,1
Mr/mn; no 3 Mny
dhnakoHi-KkpanenbHuL,;
no 1 dpnakoHy-
KpanesibHuULi y
KapTOHHIM nayui

AnnepraH
dapmacboTikan3

IpnaHgis

AnnepraH
dapmacbioTikans

IpnaHgis

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnagy. BeeneHHs a6o
3MiHV [0 y3araslbHEHUX AaHuX Mpo
cuctemy thapmakoHarnsagy
(BBEAEHHSA Y3araslbHEHUX AaHWX
npo cuctemy chapmakoHarnsgy,
3MiHa YNOBHOBaXEHOT 0Co6MU,

3a peyernmom

UA/13815/01/01
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n/n

Hasga snikapcbko20
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.
MponoHoBaHa pepakuis: CiHa
Wapep / Sina Schader. 3miHa
KOHTaKTHUX AaHUX YNOBHOBaXKEHOT
ocobw, BignoBiAa/IbHOI 3a
thapmMakoHarnag. 3miHa
KOHTaKTHOI 0COBU YNOBHOBaXKEHOT
0co6u 3asiBHMKA, BiAMNOBIAA/IbHOT
3a (papmakoHarnsg, B YkpaiHi.
MponoHoBaHa pegakuis: Yymak
Aptem Bonogumuposuy. 3miHa
KOHTaKTHUX AaHUX KOHTaKTHOT
0Cc0o6M YyNoBHOBaXKEHOI 0CO6YU
3as1BHMKA, BignoBigasbHOI 3a
thapmakoHarnag B Ykpaini. 3miHa
MiCLLe3HaXOKEHHS MacTep-
thaiina cuctemu
chapmakoHarnsgy.

205.

MAAJIOKC®

Tabnetkn xysasbHi Ne
20 (10x2): mo 10
Tabnetok y 6nictepi; no
2 6nicTepu y KapTOHHI
Kopoo6Li

TOB "CaHodpi-
ABeHTiC YkpaiHa"

Ykpaina

CaHodpi C.n.A.,
ITanis; CAHO®I
C.M.A.

ITanis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:

3MiHK | TUNY - 3MiHW 3 AKOCTI.
OTOBUIA NiKapCbKMin 3aci6. 3MiHK
Y BUPOGHULTBI. 3MiHN
BMNPO6YBaHb abo A0NYyCTUMUX
MeX, BCTAHOB/IEHNX Y
cneuudikauisix, nig yac
BMPOBHWLTBA FOTOBOrO
nikapcbKoro 3acoby - 3MiHV B
npoLeci KOHTPOSHO KiNlbKICHOrO
BM3HAUYEHHSI aKTUBHUX IHrpedieHTiB
y roTosiin cymiwi Ha eTani (V)
BMPOGHNYOro npoLecy.;
3anponoHoBaHo: Step V: Final
blend

6e3 peyenma

UA/1076/03/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
In the final blend the following
starting materials (which could be
sieved on a net sieve), previously
weighed, are added
- Maltitol - Lemon flavor - Talc -
Magnesium stearate And mix for
about 10 minutes
206. | MABTEPA® PO3YUH ANS iH'EKLLIN, ®.XodpdpmaHH-/15 LLiBeiiuapis ®.XodhhmaHH-/1a LLiBeiiuapis BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/14231/01/01
1400 mr/11,7 mn; no Pow Jtg, Pow fltg, marepianis:
11,7 mn y conakoHi; no 1 LBeiiuapis 3MiHM | TUMy - 3MiHK Woao
(h1aKoHY Y KapTOHHilA (BunpobyBaHHs 6e3nekn/edeKkTMBHOCTI Ta
Kopoo6Li KOHTPOJIHO SIKOCTI); thapmakoHarnsgy (iHwi 3MiHn) -
®.XohcpmaHH-/15 OHOBJ/IEHHA TEKCTY MapKyBaHHA
Pow Ta, yNakoBOK iKapCbKoro 3acoby;
LLseliyapis BHECEHHS iHhopMaLii Woao
(BMPOBHNLTBO 3a3HaYeHHs OAUHNL
Hepo3dhacoBaHOl BMMIpIOBaHHA y cuctemi Sl Ha
NPOAYKLT, NnepBUHHE NepBUHHY YNakoBKy NiKapCbKoro
Ta BTOPVHHE 3acoby. BeefieHHsA 3MiH NPOTArom
nakyBaHHs, 6-TW MicALiB Nicna 3aTBEPAKEHHS
BMNPOGYBaHHSA
KOHTPO/IO AKOCTI,
BUNYyCK cepii)
207. | MANAEKNA TabneTkn, BKPUTI Maiinax IHais MaiinaH IHais BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyernmom UA/17912/01/01
NAiBKOBOK 000I0HKOHO, NabopaTtopis Na6opaTopi3 marepianis:
no 60 Mr no 28 TabneTok Nimiteq NimiTen
Yy Henposopomy 3MiHV | TUNY - 3MiHK WO/0
NonIeTniIeHoBOMY 6e3nekn/eddeKTMBHOCTI Ta
thnakoi 6nakuTHoro thapmakoHarnsy - BHECEHHS 3MiH
Konbopy 3 6n1akMTHOIO [0 po3giny «MapkysaHHs» MKS
Henpo3opoto n3
noninponineHoBolo 3anponoHosaHo: Mapkuposka. B
KPULLKOIO B KAPTOHHIN COOTBETCTBUM C YTBEPKAEHHBIM
kopooui TEKCTOM MapKMpOBKM. 3MiHM
BHECEHI W00 BUTYyYEHHS
iHchopmauii woao 2D koayBaHHA Y
TEKCTi MapKyBaHHS1 Ha BTOPUHHIl
ynakosLi. OHOB/IEHHA TEKCTY
MapKyBaHHS YNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopMmawii
LLOA0 3a3HaYEHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs 3MiH NpoTArom 6-tu
MiCALiB Nicna 3aTBepKeHHsA
208. | MAKMNEHEM MOPOLLOK A1 PO3UNHY Makneoac IHAiA EliCiEc [o6dap ITanisa BHECEHHS 3MiH 10 peecTpaviiiHnx 3a peyenmom UA/11138/01/02
08 iH'ekuin no 1000 mr dapmacbloTUkanc C.MN.A. mMartepianis:
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

1 a60 10 dhrakoHis 3
MOPOLLKOM Y KapTOHHiiA
ynakoBLi

Nimiteq

3MiHM | TURy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
00 po3ainy «MapkyBaHHs» MKA
n3:

3anponoHoBaHo: MAPKYBAHHA
3rifiHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKW
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULbL
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTAarom 6-Tu
MicALiB Nicna 3aTBepAKeHHs

209.

MAKTPUBIP

TabneTkn, BKPUTI
NAiBKOBOK 060I0HKOIO;
no 30 TabneTok y
thnakoHi; no 1 chnakoHy
B KQpPTOHHIl ynakoBLi

Makneopc
PapmacbloTrKanc
Nimitepn

IHais

Makneogc
dapmMacbloTUKanc
NimiTen

IHais

BHECEHHS 3MiH 0 peecTpalinHmx
mMarepianis: BUNPaBeHO TEXHIUHY
NOMUIIKY B iHCTPYKUiT AN
MEJUYHOIO 3aCTOCYBaHHS
nikapcbKoro 3acoby, a came
BunpasneHi opdorpadivHi
NOMW/IKM B po3ginax
"®apmakonorivyHi BnacTmBocTi”,
"MokasaHHs", "B3aemogis 3
HLWIMMKN NikapcbkMK 3acobamu Ta
iHWi BnAy B3aemogiii", "Cnocio
3aCTOCyBaHHA Ta fo3un"

3a peyernmom

UA/14208/01/01

210.

MAPBE/IOH®

Tabnetku; no 21
Tabnetui B 6nicTepi; no
1 6nicTtepy B cawwe; no 3
calle B KapTOHHIi
ynakoBLi

OpraHoH CeHTpan
IcT FTM6X

LLisefuapis

3a NOBHUM LNKIOM:
H.B. OpraHoH

HigepnaHgm

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3miHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3asBHUKa (BNnacHvKa
peecTpaLiiiHoro NocBigYeHHs) -
3MiHa Ha3BM 3asIBHMKA BigNOBILHO
[0 pilleHHA KoMnaHii Ta
YTOUYHEHHS afipecu 3asiBHMKa 415
npuBeLEeHHs Yy BIANOBIAHICTb A0
OHOBJ/IEHOTO BUTATY 3 TOProBoro
PeecTpy kpaiHu 3asBHUKa
(BBegeHHs 3MiH NpOTAromM 6-Tu
MicsLIB MicNs 3aTBepAXXEHHS)

3a peyernmom

UA/10176/01/01

211.

MAPYKCA®

TabneTku, BKPUTI
NAiBKOBOK 060I0HKOHO,
no 10 mr no 14 tabnetok
y 6nicTepi; no 2 a6o no
6 6nicTepiB B KAPTOHHIN
KopooLi

KPKA, a.4., Hoso
MecTo

CnoBeHisa

BUPOBHUYMBO "in
bulk", nepguHHe ma
BMOPUHHE
rnakysaHHsl,
KOHMPO/ib ma
BUIYCK cepil:
KPKA, a.4., Hoso
mecTo, CroBeHis;
rnepsuHHe ma

CnoseHis/
HimeuunHa

BHECEHHS 3MiH 1O peecTpaviiHnx

mMartepianis: 3MiHu | TUny - 3MiHN 3

sKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa

iMnopTepa/3amiHu, WO CTOCYTbCS

BWMYCKY Cepii Ta KOHTPO/IHO SKOCTI
roTOBOro Nikapcbkoro 3acoby

(3amiHa abo gogaBaHHA GiNbHALLI,

Ha AKili 3AiACHI0ETbCSA

3a peyenmom

UA/15590/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMOPUHHE KOHTPO/b/BMNPOGYBaHHSA cepil) -
nakysaHHs ma [ofaBaHHs BUpobHuka HN30X
BUMYCK cepil: (HaujonanbHi nabopaTtopist 3a
TAL d®apma M'M6X, 34paB’e, OKOJIE iH XpPaHo)
HimeuuunHa; [JanmaTiHoBa yniya 3, 8000 Hoso
KOHMPpO/ib cepil: mecTo, CnoseHis/ NLZOH
TAL d®apma M'vM6X, (Nacionalni laboratorij za zdravje,
HimeuuunHa; okolje in hrano), Dalmatinova ulica
KOHMPpO/ib cepil: 3, 8000 Novo mesto, Slovenia
HN30X BiANOBIAA/IbHOIO 3a KOHTPO/Tb
(HauioHanbHi cepii. 3miHn | TMNy - 3MiHK 3
nab6opaTtopis 3a siKocTi. FoToBWIA Nikapcbkuii 3aci6.
34paB'e, OKOJIE iH 3MiHN Yy BUPOGHMLTBI. 3MiHa
XpaHo), CroBeHis; iMnopTepa/3miHu, WO CTOCYTbCSA
KOHMPO/ib BUNYCKY Cepii Ta KOHTPOJIH0 SKOCTI
MiKpob6iosio2idHoi rOTOBOrO JliKapCbKoro 3acoby
yucmomu cepii (y (3amiHa abo fofAaBaHHS AiNbHULY,
BUNaoKy KOHMPOJIo Ha SIKii1 34jICHI0ETbCS
cepiil TAL ®apma KOHTPO/b/BMNPOGYBaHHSA cepil) -
rm6X): hofasaHHA BUpPO6HUKa JSlabop J1IC
Na6op N1C CE & Ko. CE & Ko. KI', MeHrenbcenbg,
KI, HimeuunHa 4,5,6, 97708 bepg bep Boknet-
'pocceHbpax, HimeuunHa/ Labor
LS SE & Co. KG, Mangelsfeld
4,5,6, 97708 Bad Bocklet-
Grossenbrach, Germany,
BiANOBIAA/ILHOrO 3a KOHTPO/1b
MiKpOGi0NoriYHOI YncToTK cepii (y
BUNaAKy KOHTposto cepii TAL,
Papma 'mbX).
212. | MAPYKCA® TabneTku, BKpUTI KPKA, a.4., HoBo CnoseHis BUPO6HUYMBO "in CnoseHis/ BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/15590/01/02
NNiBKOBOK 060/I0HKOHO, MecTo bulk", nepguHHe ma HimeyuunHa mMartepianis: 3MiHu | TNy - 3MiHK 3

no 20 mr no 14 tabnetok
y 6nicTepi; no 2 a6o no
6 6nicTepiB B KAPTOHHIl
Kopoo6Li

BMOPUHHE
rnakysaHHsl,
KOHMPO/b ma
BUMYCK cepil:
KPKA, a.4a., Hoso
mMecTo, CrnoBeHis;
nepsuHHe ma
BMOPUHHE
nakysaHHsi ma
BUMYCK cepil:
TAL ®apma 'M6X,
HimeuuunHa;
KOHMPO/ib cepil:
TAL ®apma 'M6X,
HimeuuunHa;
KOHMPO/ib cepil:
HN30X

AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHN Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo fofaBaHHA OiNbHULL,
Ha SKii 34iCHI0ETbCSA
KOHTPO/b/BMNPO6YBaHHSA cepil) -
nofaBaHHsA BUpobHuka HN30X
(HauioHanbHi naboparopist 3a
34paB’e, OKOJIE iH XpPaHo)
[JanmaTiHoBa yniya 3, 8000 Hoso
mecTo, CnoseHis/ NLZOH
(Nacionalni laboratorij za zdravje,
okolje in hrano), Dalmatinova ulica
3, 8000 Novo mesto, Slovenia
BiANOBiAa/IbHOIO 3a KOHTPO/1b
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

(HaujoHanbHi
nab6opaTtopis 3a
34paB'e, OKONE iH
xpaHo), CnoBeHis;
KOHMPO/1b
MiKpO6i0/102i4HOI
yucmomu cepii (y
BUNAOKy KOHMPO/II0
cepii TA4 ®apma
v6X):
Na6op N1C CE & Ko.
KI', HimeuunHa

cepii. 3MiHW | TURY - 3MiHK 3

sKocTi. FoToBWMIA Nikapcbkuii 3aci6.

3MiHNn y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKiil 34jiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHSA cepil) -
[ofasaHHsA BUpo6Hvka Slabop J1C
CE & Ko. KI', MeHrenbcdenbs,
4,5,6, 97708 bep bepn boknet-
'pocceHbpax, HimeuunHa/ Labor
LS SE & Co. KG, Mangelsfeld
4,5,6, 97708 Bad Bocklet-
Grossenbrach, Germany,
BiANOBiAa/IbHOIO 3a KOHTPO/1b
MiKpOGiONOriYHOI YncToTn cepii (y
BMNaAKy KoHTposto cepii TAL
Papma 'M6X).

213.

METWUNEPIrOBPEBI
H

PO34nH ANs iH'ekuin 0,2
Mr/Ma no 1 mn B amnyri;
no 5 amnyn y 6nictepi;
no 10 6nictepis y
KapTOHHI ynakoBL,i

«Xemothapm» All

Cepbis

«Xemodhapm» Afl

Cepbis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3miHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npugaTHocTi abo ymoBax
36epiraHHs roToBOrO J1iKapCbKOro
3ac06y (3MEHLUEHHS TePMiHY
NPUAATHOCTI FOTOBOTO NiKaPCbKOro
3acoby) - 1519 Toprosoi ynakoBKu.
3MeHLLIEeHHA TEPMiHY NPUAATHOCTI
rOTOBOrO JliKapCcbKoro 3acoby
MeTuneprobpesiH, po34uH Ansa
iH'ekuiin 0,2 mr/mn. 3aTBEpAXKEHO:
3 roga. 3anponoHoBaHo: 2 roga.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MICALIB MiCNSA 3aTBEPI)KEHHS HE
pekoMeHA0BaHo [0
3aTBEPKEHHS, OCKINIbKN 3MiHa
CTOCYHTbCS SAKOCTI JliKapCbKOro
3aco6by.

3a peyernmom

UA/9077/01/01

214.

METOTPEKCAT
"EBEBE"

KOHLeHTpaT ans
pO3unHy ans

iHdpysiin, 100 mr/mn no 5
M (500 mr), a6o no 10
mn (1000 wmr), abo no 50
M1 (5000 Mr) y doiakoHi;
no 1 cpnakoHy B
KapTOHHI Kopoo6Li

EBEBE ®apma
lec.m.6.X. Hoor Kl

ABCTpIs

EBEBE ®apma
lFec.m.6.X. Hdr. KT,
ABCTpIs (MOBHWIA
LK BUPOOHULTBA);
Na6op N+C Al,
HimeuyunHa
(TectyBaHHs); MMM
Mikpob6ionoriwec
Mptodpiabop Mm6X,

ITanisa
AscTpis

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
BHeceHHs 3MiH [0 po3giny
«MapkyBaHHs» MKA /13.
3anponoHoBaHo: MapkyBaHHs
3rigHo 3aTBEpPAKEHOI0 TEKCTY

3a peyenmom

UA/1209/02/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
ABCTpIsA MapKyBaHHS. OHOB/IEHHS TEKCTY
(TecTyBaHHs) MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HAaYEHHS OAVHNLB
BUMIpPIOBaHHSA Y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.
215. | MIHIAON Kancynum m'ski Mini Xenckepe Benvka OniB Xenckepe IHais BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/17103/01/01
xenatuHosi no 200 wmr, Nimiten BpuTanis

no 4 a6o no 10 kancyny
6nictepi; no 1 6nictepy
B KApPTOHHIli Kopobu,i

marepianis: 3miHu | Tuny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakTepucTumui
nikapcbKoro 3acoby, TEKCTi
MapKyBaHHSA Ta IHCTPYKLUIi Ans
MeAMNYHOro 3aCTOCyBaHHS
reHepuyHuX/ribpuaHvx/6ionoai6HN
X NiKkapcbKkux 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[0[AaTKOBUX AaHuX) 3MiHN BHECEHI
[0 IHCTPYKUiT 4519 MeaNYHOro
3aCTOCYyBaHHSA NikapcbKoro 3acoby
y po3ginu: "MokasaHHs",
"MpoTunokasaHHs", "B3aemogis 3
iHLWIMMK NiKapcbkMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6MBOCTI 3acTOCyBaHHS",
"3acTocyBaHHSA y nepiog
BariTHOCTi abo rogyBaHHs
rpyaao”, "Cnocib 3actocyBaHHS
Ta nosun" (iHcpopmavis wono
6e3nekn), "MepenosyBaHHA",
"MobiuHi peakuyii" BigNoBigHO A0
iHhopMaLii Woa0 MeguyHoro
3acToCyBaHHsA pethepeHTHOro
nikapcbkoro 3acoby (Anadin
LiquiFast 200mg Capsules, He
3apeecTpoBaHuii B YKpaiHi). 3MiHu
| TMny - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy. 3miHa 'y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPpYKLU|ii Ans
MeAMYHOr0o 3aCTOCYBaHHS Ha
nigcTasi perynsipHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku

nikapcbKoro 3acoby, abo
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Ne Hasga snikapcbko20

dopma sunycky

3asiBHUK

n/n 3acoby

(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

216. | MIO3M

NMOPOLLIOK A/15

[ocnigpkeHb 3 6e3nekn
3aCTOCYyBaHHSA MikapcbKoro 3acoby
B nicnspeecTpaLiiiHnii nepiog, abo

AK pe3ynbTaT OLiHK/ 3BITYy 3
JocnimKeHb, NpoBeAeHUxX
BIANOBIAHO A0 NnaHy
negiatpnyHux gocnigpkeHs (PIP)
(3MiHy y3rokeHo 3 KOMMETEHTHUM
YNOBHOB&XEHNM OpraHoM) 3MiHu
BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOr0o 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepiog
BariTHOCTi abo rogyBaHHs rpyaat”
BiAANOBIAHO [0 OHOBNEHOI
iHchopmawii 3 6e3neku gjroyoi
PEYOBYVHM.

NpUroTyBaHHs
KOHLeHTpaty ans
pO3unHy Ans iHgysili no
50 mr; 1 chnakoH 3
MOPOLLKOM Y KapTOHHilA
navu,i

[xensarim FOpon
B.B.

Higepnangu

HanoBHEHHS
hnakoHiB Ta
BUPOGHMLTBO
KIHLLEBOro NPoAYKTY,
MapKyBaHHS Ta
nakyBaHHs,
KOHTPO/Ib AKOCTI
N3, Bunyck cepii:
[bxeH3aim lpnaHg
Nimiten, lpnaxgis;
BMPOGHMLTBO AC,
NpUroTyBaHHs
po3umny 13 ana
niodpinizauii:
[xeHzalim
dnaHgepc 6864,
Benbrisa

IpnaHgis/
Benbris

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaKEHHS AiS/TIbHOCTI
BMPOGHMKa/iMnopTepa rotToBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/IOUAOUM BUMYCK Cepilt).
BHeceHHs 3MiH 0 maTepianiB
peecTpauiiHoro AockE p.
3.2.P.3.1. BUpo6HukK, a came
3MiHa Ha3BW BYPOGHWYOI AiNbHNL,

LLIO BiNOBiAA€E 3a TECTyBaHHS
cepii Microchem Laboratories
(Ireland) Limited T/A Eurofins
Lancaster Laboratories, 6e3 3mMiHu
Micus BUPOBGHULTBA. BBEAEHHSA
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBep/MKeHHs. 3MiHu | Tuny -
AAMIHICTPaTVBHI 3MiHW.
BunyyeHHss BUPOGHMYOT finbHNL
(Brrovatoum ginbHuui ansa Adl,
NPOMIXXHOro NPoAyKTy abo
rOTOBOTO JliKapCbKOro 3acoby,
OiNbHWL 418 NPOBeAEeHHS
nakyBaHHs1, BUPOGHMKa,
BiANOBIAA/ILHOrO 3a BUNYCK Cepii,

MicLie NpoBefeHHs] KOHTPO/I0

3a peyernmom

UA/11618/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

cepii) abo nocTavanbHVKa
BMXIZIHOTO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SKLLO
3a3HayeHo y AoCbE). BHeceHHs
3MiH 40 maTepianis
peecTpaLiiHoro Aockbe, a came
BWTyYEHHS BUPOOHUYOT AiNbHUL
'N3, BignosiganbHoOI 3a
MapKyBaHHA Ta nakyBaHHA 13,
BMNYCK cepii [pkeH3anm Nlimites,
Benvika bputaHisi /Genzyme
Limited, United Kingdom (37
Hollands Road, Haverhill, CB9
8PU, United Kingdom). BHeceHHs
npaBoK A0 AEeKibKOX po3ainis
peecTpauiiHoro Aochbe
(oHOBNEHHSA p. 3.2.P.3.1.,
3.2.P.3.3. 3 meTOI0 BijOOpaxkeHs
3MiH): BunpaBneHHsl Ha3Bu Ta
aapecy BUpoGHMKa 6ios1orivyHoT
aKTUBHOI cybCTaHUii 3 Genzyme
Corp., 45, 51, 76, 74 and 80, New
York Avenue, Framingham, MA
01701, USA Ha Genzyme
Corporation, 45, 51, 76, 74 and
80, New York Avenue,
Framingham, MA 01701, United
States. BHeceHi yTOUYHEHHs y p.
3.2.P.3.1. cTOCOBHO BUPOBHUYOT
AinbHuui Genzyme Ireland
Limited, Ireland, a came 6yna
BHeceHa 3MiHa abpesiatypu «Ltd»
Ha «Limited» Ta BHeceHo
YTOUYHEHHA B afpecy 3 IDA
Industrial Estate Ha IDA Industrial
Estate Park. ¥ p. 3.2.P.3.1.y
BCTyMHOMY naparpaci jogaHo
KOHTPO/Ib AKOCTI SIK AiSANIbHICTb
Genzyme Ireland Limited, Ireland.
Mpu LpOMy, Ha3Ba BUPOOHMKA,
azpeca Ta yHKLi BXe KOPEKTHO
Bif06GpakeHi B peecTpauiiHux
[OKyMeHTax 3aTBepKEeHNX B
YKpaiHi. 3MiH/ BHECeHO B
IHCTPYKLil0 ANA MeguyHoro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
00 HaliMeHyBaHHA Ta
MiCLie3HaXOMKEHHS BUPOOHMKA
(BUNYYEHHS BUPOBHMYOI AiNTbHULL).
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BBegeHHs1 3MiH npoTsarom 6-Tu
MicsILiB Nicns 3aTBepKEHHS.
217. | MIPANEKC® NA Tabnetkn BepiHrep HimeuunHa, BupobHnuTBO, HimeuunHa BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/3432/02/01
NPOJIOHroBaHoI Aji No IHrenbxanm nepBuHHE Ta marepianis: 3miHu | Tvny - 3miHu 3
0,375 mr; no 10 IHTepHewHN M6X BTOPVIHHE siKocTi. FoToBWIA Nnikapcbkuii 3aci6.
Tabnetok y 6nictepi, no nakyBaHHs, 3MiHn y BUpPO6HMLTBI. 3amiHa abo
3 6nicTepu B KAPTOHHiIl MapKyBaHHs1, BBEAEHHS [0AATKOBOI AiNbHML,
Kopoobui KOHTPO/b AKOCTI, BMPOOHULITBA /19 YACTUHU abo
BK/THOHAI0YM BCbOro BMPOBHMYOro npoecy

[OCNiMKEHHS
CTabinbHOCTI Ta
BWMNYCK Cepil:
BepiHrep
IHrenbxaiim ®apma
v6X i Ko. KT,
HimeuumnHa;
Bupo6bHnuTBO,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
[ocnimKeHHs
cTabinbHOCTI Ta
BUMYCK cepil
roToBOro
nikapcbKoro 3acoby:
PoTtTeHgopd dapma
Mv6X, HimeyunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHs,
MapKyBaHHS:
PoTtTeHgopd dapma
'M6X, HimeyunHa

rOTOBOrO JliKapCbKoro 3acoby
(minbHULSA, Ha SKIN NpoBOASATLCA
6yAb-AKi BUPO6HUUI cTagji, 3a
BMHATKOM BUMYCKY Cepid,
KOHTPO/II0 AKOCTi, NePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHS, A1
HeCTepUsIbHUX NiKapCbKunx
3acob6iB). BBefieHHs 00AaTKOBOT
BMPOGHWYOI AinbHNL PoTTeHgopd
®apma N'v6X, OcTeHdenbaep
LWtpacce 51-61, 59320
EHHirepnox, Himeuunxa,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
rOTOBOIO JIiKApCbKOro 3acoby.
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
OTOBUIA NiKapCbKMin 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPO/IO SKOCTI
rOTOBOrO JliKapCcbKoro 3acoby
(3amiHa abo gofaBaHHsA
BMPOGHMKAa, LU0 BiANOBiAaE 3a
BBE3EHHS Ta/abo BMMNYCK cepii) -
Bxtoyatoun
KOHTPO/1b/BMNPOGYBaHHSA cepii.
JlogaBaHHA BUPOOHWMKA -
PotteHzopch ®apma MvbX,
OcTeHgenbaep LWtpacce 51-61,
59320 EHHirepnox, HimeuunHa,
BiANOBiAa/IbHOrO 3a KOHTPO/1b
AKOCTI, BKOYAOUN JOCAIIKEHHS
cTabinbHOCTI Ta BUMYCK cepil
rOTOBOIO JIiKApCbKOro 3acoby.
3MiHN BHECEHO B IHCTPYKLiO 418
MeAMYHOro 3acToCyBaHHS LOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHMMW 3MiHAMW Y TEKCTi
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MapKyBaHHS yNakoBKMW NiKapCbKOro

3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MiCALLIB NIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUpPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YaCTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbkoro 3acoby
(8iNbHULA 4N NePBUHHOIO
nakyBaHHs). BeegeHHs
anbTepHaTUBHOT BUPOOHUYOI
AinbHuui PotteHgopd Papma
vm6X, Am dnsiireHaans 3, 59320
EHHirepnox, HimeuunHa,
BiANOBIA&/IbHOT 32 NEPBUHHY
yNakoBKy roTOBOrO /1iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TU MicAUIB NicNA 3aTBEPKEHHS.
3MiHu | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiflbHML,
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BUPOGHMYOro npovecy
roTOBOro NikapcbKoro 3acoby
(AinbHULSA AN18 BTOPUHHOMO
nakyBaHHs1). BBegeHHS
aNbTepHaTUBHOT BUPOOHNYOI
AinbHuui Pottengopd ®apma
m6X, Am dnsiireHgans 3, 59320
EHHirepnox, Himeuunta,
BiANOBIAA/IbHOI 3@ BTOPUHHY
yNakoBKy Ta MapKyBaHHS FOTOBOr0
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bknovatoum ginbHULi ans Adl,
MPOMIXHOro NPoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa

BMXIAHOIO MaTepiasny, peareHTy
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

ab0 AONOMIXXHOT PevyoBUHU (SKLLO
3a3HayeHo y [OCbE).
BunyuyeHHs asibTepHaTUBHOI
BMPO6HUYOI AinbHULi BepiHrep
IHrenbxaiim ®apma Mm6X i Ko. KI,
BipkeHgopdep LTpacce 65,
88397 bibepax/Pucc
BiANOBIA&/IbHOT 38 KOHTPO/1b
SIKOCTi rOTOBOrO NiKapcbKoro
3ac00y, BK/I0HYAKUN LOCAIMKEHHS
cTabinbHOCTI 3 MaTepianis
peecTpavuiiiHoro Aocke. 3MiHu |
TMny - AGMIHICTPaTVBHI 3MiHW.
3MiHa HalimeHyBaHHsi Ta/abo
afpecy Micus NpoBaKeHHs
AiSNbHOCTI BUPO6HUMKa/imnopTepa
roToBOro Nikapcbkoro 3acoby,
BK/OYAKOUY AiNTbHUL BUNYCKY
cepii abo micue npoBefeHHs
KOHTPOJIH0 SKOCTI. (AiSNbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/IO4aK0UM BUMYCK cepili). 3MiHa
Ha3BW BMPOGHMKA
BiANOBIAA/IbHOIO 3a KOHTPO/Tb
AKOCTi rOTOBOr0 NiKapCbKOro
3ac006y, BKIIOYAUM LOCAIMKEHHS
cTabinbHOCTI 3 dact MM6X Ha
EBpocpinc PACT 'm6X —
npuBeLEeHHs Yy BIANOBIAHICTb A0
OHOBJ/IEHUX PEECTPALiiHNX
MaTepianis BUpo6HuKa (JlineHsis
Ha BMPO6HMLTBO Ta CepTudikar
GMP). Agpeca Ta BCi BUPO6HUYI
onepavii 3amwatTbcs
HE3MIHHUMW.

218.

MIPAMEKC® N4

TabneTkn
NPONOHIoBaHol Aji No
0,75 wmr; no 10 TabneTok
y 6nicTepi, no 3
6nicTepy B KAPTOHHIA
Kopoo6Li

BepiHrep
IHrenbxanm
IHTepHewHn M6X

HimeuunHa

Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
[ocnimKeHHs
cTabinbHOCTI Ta

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbkunit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBeEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA, Ha AKIN NPoBOAATLCA

BWMNYCK Cepil: 6yab-AKi BUPO6HUYI cTagji, 3a
BepiHrep BMHATKOM BUMYCKY CEepid,
IHrenbxanm ®apma KOHTPOJIH0 SIKOCTi, NEPBMHHOIO Ta
'm6X i Ko. KI, BTOPUHHOIO NakyBaHHs, ANsi

3a peyenmom

UA/3432/02/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HimeyuunHa; HeCTepUsIbHNX NiKapCbKunx
Brpo6HMUTBO, 3acobiB). BBefieHHs [0AaTKOBOT
KOHTPO/b AKOCTI, BMPOGHWYOI AinbHNL PoTTeHaopd
BK/IOYA0UMN dapma N'v6X, OcTeHdenbaep

AocnimKeHHs
cTabinbHOCTI Ta
BUMYCK cepil
roToBOro
nikapcbKoro 3acoby:
PoTtTengopd dapma
M6X, HimeuunHa,;
MepBuHHE Ta
BTOPUHHE
nakyBaHHS,
MapKyBaHHS:
PotTeHgopd dapma
'mM6X, HimeuunHa

LWtpacce 51-61, 59320
EHHirepnox, Himeuunta,
BiANOBIAA/IbHOI 32 BUPOOHMLITBO
roToBOrO Nikapcbkoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiICALIB MIiCNA 3aTBEPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnoBiAae 3a
BBE3EHHs Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/1b/BUNPOGYBaHHSA cepii.
JlogasaHHA BUPOOHWKA -
PotteHgopch ®apma MvbX,
OcTeHgenbaep LWtpacce 51-61,
59320 EHHirepnox, HimeuunHa,
BiANOBiAa/IbHOIO 3a KOHTPO/1b
AKOCTI, BKNOYAOUN [OCAIIKEHHSA
cTabiNbHOCTI Ta BUMYCK cepil
roToBOrO Nikapcbkoro 3acoby.
3MiHU BHECEHO B IHCTPYKLiO AN1a
MeAMYHOro 3acTOCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS yNakoBKV NikapCbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MiCALIB MIC/1A 3aTBEPLKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A5 YaCTUHN abo
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(4inbHULA ANA NEPBUHHOIO
nakysaHHs). BBegeHHs
aNbTepHaTUBHOT BUPOBHNYOT
AinbHuui Pottengopd ®apmva
'm6X, Am dnsitrengans 3, 59320
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

EHHirepnox, HimeuunHa,
BiANOBIA&/IbHOT 38 NEPBUHHY
yNakoBKy roTOBOrO /iKapCbKOro
3acoby. BBefeHHs 3MiH MPOTAroM
6-TN MicAUIB NicNA 3aTBEPKEHHS.
3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHn
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS [OAATKOBOI AifbHUL
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BUPOBHMYOro npovecy
roTOBOro NikapcbKoro 3acoby
(AinbHULSA AN18 BTOPUHHOMO
nakyBaHHs1). BBegeHHS
aNbTepHaTUBHOT BUPOOHNYOI
AinbHuui Pottengopd ®apma
vm6X, Am dnsiireHgans 3, 59320
EHHirepnox, HimeuunHa,
BiANOBIAA/IbHOI 3@ BTOPUHHY
yNakoBKy Ta MapKyBaHHS FOTOBOr0
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bkntovatoum ginbHULi ans Adl,
MPOMIXHOro NPoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HaYeHo y [OCbLE).
BunyyeHHs anbTepHaTuBHOT
BMPOBOHUYOT AinbHULI BepiHrep
IHrenbxaiim ®apma MméX i Ko. Kr,
BipkeHgopdep LUTpacce 65,
88397 bibepax/Pucc
BiANOBIA&bHOI 38 KOHTPO/b
AKOCTi FOTOBOTO NiKapPCbKOro
3aco0by, BKIYaun AOCNIMKEHHS
cTabinbHOCTI 3 MaTepianis
peecTpauiiiHoro Aocbe. 3MiHu |
TMNY - AOMIHICTPaTUBHI 3MiHW.
3MiHa HalimeHyBaHHSA Ta/abo
apecu MicLs NPOBaKEHHS
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AiSNbHOCTI BUPO6HUMKa/imnopTepa
roToBOro Nikapcbkoro 3acoby,
BK/OYAKOUY AiNTbHUL BUNYCKY
cepii abo micue npoBefeHHs

KOHTPOJIH0 SKOCTI. (AiSNbHICTb, 3a

AKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/1O4AK0UM BUMYCK cepili). 3MiHa
Ha3BW BMPOGHMKA
BiANOBIAA/IbHOIO 3a KOHTPO/Tb
AKOCTi rOTOBOr0 NiKapCbKOro
3ac06y, BKIIOYAUM LOCNIMKEHHS
cTabinbHOCTI 3 dact MM6X Ha
EBpocpinc PACT 'm6X —
npuBeLeHHs Yy BIANOBIAHICTb A0
OHOBJ/IEHUX PEECTPALiiHNX
MaTepianis BUpo6HuKa (JlineHsis
Ha BMPO6HMLTBO Ta CepTudikar
GMP). Agpeca Ta BCi BUPO6HUYI
onepavii 3amwatTbca
HE3MIHHUMW.

219.

MIPAMEKC® N4

TabneTkn
NPONOHIoBaHol Aji No
1,5 mr; no 10 TabneTok y
6nictepi, no 3 6nictepn
B KapTOHHI kopobLyi

Bepinrep
IHrenbxanm
IHTepHewHn M6 X

HimeuunHa

Brpo6HMUTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
MapKyBaHHS,
KOHTPO/b SIKOCTI,
BK/THOHAI0UM
LocnimKeHHs
cTabinbHOCTI Ta
BWMNYCK Cepil:
BepiHrep
IHrenbxanm ®apma
v6X i Ko. K,
HimeuumnHa,;
Brpo6HMUTBO,
KOHTPO/b SIKOCTI,
BK/TIOHA0YUM
[ocnipkKeHHs
cTabinbHOCTI Ta
BMNYyCK cepil
roTOBOroO
nikapcbKoro 3acoby:
PotTeHzopdh ®apma
'm6X, HimeuunHa;
MNepBuHHE Ta

HimeuunHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOro BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(AinbHULA, Ha AKIN NPOBOAATLCA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPO/IHO SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HecTepuUsbHUX NiKapCbKunx
3aco6iB). BBegeHHA JoAaTKoBOI
BMPOGHMYOT AinbHNLi PoTTeHaopd
dapma Mv6X, OcTeHensbaep
Ltpacce 51-61, 59320
EHHirepnox, HimeuunHa,
Bi4NoBiAa/IbHOT 38 BUPOOHULTBO
rOTOBOrO /1iKapCbKOro 3acoby.
BBegeHHs1 3MiH npoTArom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
Yy BUPOGHULTBI. 3MiHa

BTOPWHHE
nakyBaHHs, iMnopTepa/3aMiHu, L0 CTOCYTbCA
MapKyBaHHS: BUMYCKY Cepii Ta KOHTPOJII0 SKOCTi

3a peyenmom

UA/3432/02/03
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

PotTengopd dapma
v6X, HimeuunHa

rOTOBOrO JliKapCbkoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnosigae 3a
BBE3EHHS Ta/abo BMMNYCK cepil) -
Bxkntoyatoun
KOHTPO/1b/BUNPOGYBaHHSA cepii.
JlogasaHHA BUPOOHWKA -
PotreHgopc ®apma MvbX,
OcTeHgenbaep LWrpacce 51-61,
59320 EHHirepnox, HimeuunHa,
BiANOBiAa/IbHOIO 3a KOHTPO/1b
AKOCTI, BKNOYAOUN [OCAIIKEHHSA
cTabiNbHOCTI Ta BUMYCK cepil
roToBOrO NiKapcbKoro 3acoby.
3MiHM BHECEHO B IHCTPYKLiO AN1a
MeAMYHOro 3acToCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MiCALIB MIC/1A 3aTBEPLKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A/15 YaCTUHN ab0
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(4inbHULA ANA NEPBUHHOIO
nakysaHHs). BBegeHHs
aNbTepHaTUBHOT BUPOBHNYOT
AinbHuui Pottengopc ®apmva
'm6X, Am dnsitrengans 3, 59320
EHHirepnox, HimeuunHa,
BiANOBIA&NbHOI 32 NEPBUHHY
yNaKoBKy roTOBOTO NiKapCbKOro
3acoby. BBefieHHs 3MiH NPOTSArom
6-TV MiCALIB NIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUpPO6GHMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiflbHML,
BUPOGHMLITBA A1 YacTMHM abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCbKOro 3acoby
(8inbHULA oNS BTOPUHHOTO
nakyBaHHs). BeegeHHs
a/IbTEPHATMBHOIT BUPOGHNYOI
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

AinbHuui Pottengopd ®apma
vm6X, Am dnsiireHgans 3, 59320
EHHirepnox, Himeuyuna,
BiANOBIAA/IbHOI 3@ BTOPUHHY
yNakoBKy Ta MapKyBaHHS FOTOBOr0
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHu | TUny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs1 BUPOGHMYOT AinbHNL
(Bknovatoum ginbHULi ans Adl,
NMPOMIXHOro NPoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHYKa,
BiANOBIAA/ILHOrO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
a60 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HaYeHo y [0CbLE).
BunyyeHHs anbTepHaTuBHOT
BMPOBOHUYOT AinbHULI BepiHrep
IHrenbxaiim ®apma Mv6X i Ko. KI,
BipkeHgopdep LUTpacce 65,
88397 bibepax/Pucc
BiANOBIA&bHOI 38 KOHTPO/b
AKOCTi FOTOBOTO NiKapPCbKOro
3aco0by, BKIYaun AOCNIMKEHHS
cTabinbHOCTI 3 MaTepianis
peecTpauiiiHoro Aocbe. 3MiHu |
TMNY - AOMIHICTPATUBHI 3MiHW.
3MiHa HalimeHyBaHHsA Ta/abo
afpecu MicLs NPOBaKEeHHSs
AiSNbHOCTI BUPO6HMKa/imnopTepa
rOTOBOrO JliKapCbKOro 3acoby,
BK/1HOUAKOUN AiNTbHUL BUMYCKY
cepii abo MicLe NnpoBefeHHS
KOHTPO/IIO SKOCTI. (AIANbHICTb, 3a
AKy Bignosigae
BMPOGHMK/iIMNopTep, He
BK/THOHAK0UM BUMYCK Cepiif). 3miHa
Ha3BuW BNPOGHMKA
BiANOBiAa/IbHOIO 3a KOHTPO/1b
SIKOCTi rOTOBOrO NiKapcbKoro
3ac00y, BK/1I0HAKUN LOCAIMKEHHS
cTabinbHOCTI 3 ®acT MM6X Ha
Espodinc PACT I'm6X —
npuBeAeHHs Y BiANOBIAHICTb A0
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
OHOBJ/IEHUX PEECTPALiiHNX
MaTepianis BUpo6HuKa (JlineHsis
Ha BMPO6HMLTBO Ta CepTudikar
GMP). Agpeca Ta BCi BUPO6HUYI
onepavii 3amwatTbca
HE3MiHHUMMU.
220. | M-M-PBAKCNPO® MOPOLLIOK AJ151 CyCneH3il Mepk Wapn i Joym LLiBefiuapis BrpO6HMK BaKLMHM CLIA BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/14950/01/01
BAKUUHA And Ons iH'ekuiid, 1 donakoH 3 IOEA TM6X, in bulk Ta nepsuHHe | HigepnaHan mMartepianis:
NMPODITAKTUKN nopowkom (1 gosa) Ta 1 nakyBaHHs: Mepk 3MiHu Il Tuny - 3miHK 3 skocTi. API.
KOPY, h1aKoH 3 PO3UYVHHUKOM LWapn i foym Kopn., Brpo6HMLTBO. 3MiHM
EMIAEMIYHOIO (Bofa Ans iH'ekuiid) no CLUA; BTopyHHe BMNPO6YBaHb abo A0NYyCTUMUX
NMAPOTUTY TA 0,7 My KapTOHHIi nakyBaHHs, BUMYCK MeX y npoueci BupobHuutea Adl,
KPACHYXU XXUBA Kopo6Li; 1 dnakoH 3 cepii BakU1Hu Ta LLI0 BCTAHOB/EHi y cneyudikauisx
nopotwukom (1 gosa) Ta 1 pOo34MHHKKA: Mepk (iHLWi 3MiHW) - 3MiHK A0
nonepegHL0 Wapn i foym B.B., aHaniTMYHUX npoLeayp nig vac
HanoBHEHWIA WNpuL, 3 HigepnaHgm BMPOGHMYOro npouecy in bulk
PO34MHHKKOM (BOAa AN aKTMBHOI peyoBrHM Mumps virus
iH'ekyiit) no 0,7 mn B Jeryl Lynn™ [Level B] strain (live,
KOMN/IekTi 3 ABOMa attenuated) 3 METOIO [OCATHEHHS
rosikaMu y KapTOHHIlA Li/IbOBOI KiNbKOCTI KNITUH 3a
Kopo6ui; 10 dhnakoHiB 3 ryCTMHOIO, & He 3a Macoo.
nopotukom Ta 10 [JlogaBaHHA HOBMX BUNPOGYBaHb 3
dhnakoHiB 3 BIAMNOBIAHUMU KpPUTEPISMU
PO34MHHKKOM (BOAA NS NPUAHATHOCTI B MPOLLECi KOHTPOTI0
iH’exuiid) no 0,7 mn B (Control Roller Process) npu
OKpeMUX KapTOHHMX BMPOBOHULTBI Ail04NX PEUYOBWH -
Kopobkax BipyCy KOpy, BipyCy napoTuTy Ta
BipyCy KpacHyxu. Peknacudikauis
OCHOBHUX KPUTUYHMX NapameTpiB
npouecy (Critical Process
Parameters, CPP) Ta (Critical
Quality Attributes CQA) y
BiAMNOBIAHOCTI A0 Ai0UMX KEPIBHUX
HacTtaHos ICH
221. | MOMETA3OH- cnpeii HasaslbHUiA, TOB «TeBa Ykpaina BMPOBHMUTBO 3a Yecbka BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyernmom UA/15611/01/01
TEBA cycnensis, 50 mkr/gosa, YkpaiHa» NMOBHUM LMK/IOM: Pecny6nika/ marepianis: 3MiHa 3asBHMKa
no 10 r (60 go3), y TeBa Yex IHAacTpi3 Benvka (BnacHwvka peecTpadiiHoro
dhNakoHi 3 403yUNM c.p.o., Yecbka BpuTaHis nocBig4yeHHs1). 3MiHW BHECEHI B

cnpeli-Hacocom Ta
po3nusnoBayem,
3aKPUTUM KOBMAYKOM; MO
1 donakoHy B KapTOHHIi
KopooLi

Pecnyb6nika;
KOHTPO/b cepii 3a
NOKa3HNKOM
"Bu3HayeHHsA
MOMeTa30Hy
dypoaTty y masmx
Kpannsx/uactkax':
Menb6ypH
CaiHTndpik Mlimiten,
Benuka BputaHis

TEKCT MapKyBaHHs ynakosku J13
(TMTyNbHa CcTOpiHKa) LWOoA0
3asBHMKA. 3MiHM | TUNy - 3MiHK
LoAo 6e3nekn/edeKTMBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy chapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
hapmakoHarnsgy B YkpaiHi, Ko
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy). 3miHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnag. ditoya pegakuis:
Orit Stern-Maman. NponoHoBaHa
pegakuisi: Buctposa OkcaHa
BiTaniiBHa.3MiHa KOHTaAKTHUX
[aHyX YNOBHOB&XeHOI 0co6u
3as1BHMKA, BignoBigasbHOI 3a
hapmakoHarnsag.

222.

MOMETASOHY
DYPOAT

NopoLLOK (CybCcTaHuis) y
NoABINHMX
nonieTuNeHoBux
nakeTtax onasa
chapmaueBTUYHOIO
3aCcToCyBaHHS

Yemo I6epika, C.A.

IcnaHis

IHpgycTpiane Kimika,
c.p.n.

ITanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:

3MiHu Il TUNY — No4aHO OHOB/IEHY
Bepcito DMF Ha A®| momeTa3oHy
chypoaTy Bif BUPO6HUKaA
INDUSTRIALE CHIMICA S.r.l.,
ITania (3anponoHoBaHo: version
2020/0421), 3 BignoBiAHUMY
3MiHamu y cneumadikauii i MeTogax
KOHTPO/H0, Y TOMY YMC/i 3MiHa
HIDKHBOT MEXi KiJIbKICHOTrO BMiCTY
A®I| (3anponoHoBaHo: Bif 98,0%
[0 102,0% B nepepaxyHKy Ha Cyxy
PevoBMHy), Ta 3MiHa YMOB
36epiraHHs

UA/15441/01/01

223.

MOHTEN

TabneTkn, BKPUTI
NNIBKOBOK 060/1I0HKOIO,
no 10 mr; no 7 TabneTok
y 6nicTepi; no 4
6nictepu B nauui

My6niuHe
akuioHepHe
TOBapuCTBO

"HaykoBo-

BVMPOGHNYMNIA LEHTP
"BopLyariBcbkuii

Ykpaina

My6niyHe
akuioHepHe
TOBapWCTBO

"HaykoBo-

BMPOGHUYNIA LEHTP
"BopLyariBcbKuii

YkpaiHa

BHECEHHS 3MiH 40 peecTpalinHmx
mMarepianis: 3MiHu | TNy - 3MiHK 3
sKocTi. FoToBWIA Nikapcbkuii 3aci6.
CrabinbHicTb. 3MiHa y TepMiHax
npuaaTHoOCTI abo ymoBax
36epiraHHsa roToBOro JliKapCbKOro

XiMiko- XimiKO- 3ac006y (36ibLUEeHHS TEPMiHY
chapmaLeBTUYHNI dhapmaLeBTUYHMI NpUAATHOCTI TOTOBOrO NiKapCbKOro
3asof” 3asofa” 3aco6y) - [1na ToproBoi ynakoBku
YkpaiHa ) (nigTBEPAXYETLCA AaHumu
(dbacyBaHHs i3 peasibHOro yacy) - 36i/bLUeHHS
dhopmm "in bulk" TepMiHy NpnAaTHOCTI rOTOBOro

3a peyernmom

UA/16297/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPO6HMKIB CaHiko NiKapcbKoro 3acoby Ha OCHOBI
H.B., Benebris; NO3UTUBHUX pe3y/bTaTiB
CiHTOH Xicnanis [,0BrOCTPOKOBUX A0CAIAKEHD
C.J1., IcnaHis) CTabiNIbHOCTI y peasibHOMY Yaci:
3aTBepmkeHo: TepMmiH
nNpuAATHOCTI 2 POKU.
3anponoHoBaHo: TepMmiH
npuaaTHocTi 3 poku. 3MiHK
BHECEHI B iHCTPYKLito Ans
MeAMYHOro 3actocyBaHHs 13y p.
"TepMmiH npugaTHoCTI". BBeAeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS.
224. | MOP®IH KANUEKC | po3uuH ans iHexuiii, 10 AT "Kanuekc" Natsis AT "TpiHaekc", NatBia BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15322/01/01
mr/m; no 1 mn B Natsis (BUPOGHNK, CnosayunHa marepianis:
amnyrni; no 5 amnyn B KWl Bignosigae 3a 3MiHM | TURy - 3MiHK Woao
KOHTYPHIli YapyHKOBIi KOHTPO/1b 6e3nekn/edekTMBHOCTI Ta
ynakosui (niggoHi); no 1, cepii/sunpobyBaHHs) hapmakoHarnsgy. BeegeHHs abo
2 a60 20 KOHTYpHUX ; AT "Kanuekc", 3MiHV [0 y3ara/ibHEHUX AaHuX Mpo
YapyHKOBMX YNakoBOK NartBist (BUPOBHUIK, cuctemy hapmakoHarnagy
(nipgaoHis) B nayui AKWI BignoBigae 3a (BBEAEHHSA y3araslbHEHUX AaHNX
BMMYycK cepii); XBM npo cuctemy chapmakoHarnsgy,
dapma c.p.o., 3MiHa YNOBHOBaXEHOT 0cobu,
CnosayuunHa (BCi BiANOBIA&/IbHOI 3a 3AiICHEHHS
cTagii BUpo6bHM4oro thapmakoHarnsay; KOHTaKTHOl
npouecy, Kpim ocobu 3 hapmakoHarnsgy
BUMYCKY Cepil) 3asBHUKA ANS 34IACHEHHSA
thapmakoHarnagy B YkpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOI
ocobw, BiANOBIAA/IbHOI 3a
3[jiCHEeHHs1 hapmakoHariagy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnsgy) - 3miHa
KOHTaKTHOI 0CO6M YNOBHOBaXXEHOT
0co6u 3as1BHMKA, BiAMNOBiAa/IbHOT
3a (hapmakoHarnag, B YkpaiHi.
lMponoHoBaHa pepakuis:
MapTuHuyk Oner
Bonogumunposuy. 3miHa
KOHTaKTHUX AAaHUX KOHTaKTHOI
0cobu ynoBHOBaXeHOT 0cobum
3asBHVKa, BignoBiganbHOI 3a
hapmakoHarnag Ykpaii
225. | MOP®IHY PO34uH ANs iH'eKui 1%, TOB "XapkiBcbke Ykpaina ToBapucTBO 3 YkpaiHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/5174/01/01
rigpoxnoprupg no 1 mn B amnyni; no 5 hapmaueBTUyHe 06MmexXeHo mMaTepianis: 3miHu | TNy -
amnyn y 6nictepi; no 1 nigNpPUeEMCTBO BiANOBIAA/IbHICTIO AAMIHICTpaTMBHI 3MiHK. 3MiHa
abo 2, abo 20 6nicTepiB "3a0poB'st Hapoay" “XapkiBcbke HaliMeHyBaHHs1 Ta/abo aapecu
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
y KOpo6Lj 3 KApTOHY thapmaueBTyHe MiCLi NPOBaKEHHS AiS/TIbHOCTI
nignpueMCcTBO BMPOGHMKa/imnopTepa rotoBoro
“3p0poB’s Hapoay” NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPOO AKOCTI.
(aisnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/IMNIOPTEp, BK/IKOYAKOUM
BUMNYCK cepii) 3miHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa /13, 6e3 3mMiHM Micus
BMPOGHMLTBA. BBEAEHHS 3MiH
npoTArom 6-Tn MicALiB nicns
3aTBEPAKEHHS.
226. | MyYHWUUI NNCTA nueta no 50 ry navkax 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/2260/01/01
BHYTPILLHIM MakeTom; no PapmaLeBTUYHa PapmaueBTUYHa marepianis:
2 ry dhinbTp-nakeTi; No thabpvka "Biona" thabpuka "Biona" 3MiHM | TURy - 3MiHK Woao
20 goinbTp-nakeTiB y 6e3nekn/edekTMBHOCTI Ta
navu,i thapmakoHarnsgy (iHwi 3MiHn) -
3MiHV BHECeHi B TEKCT
MapKyBaHHS YNakoBOK NikapCbKoro
3aco6y (n.17) Woa0 HaHeCeHHs!
TOProBOi MapkKu
227. | HA COH TabneTkn, BKPUTI MpAT "TexHonor" Ykpaina MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/9512/01/01
o060s10HKot0 no 10 marepianis:
Tabnetok y 6nictepi; no 3MiHM | TUNY - 3MiHK WOA0
2 6nictepn y nauui 3 6e3nekn/edekTMBHOCTI Ta
KapToHy thapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
yNaKkoBKM NiKapcbKoro 3acoby
LLI0A0 3a3HaYeHHS OANHULb
BUMIpPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsILiB Nicns 3aTBepAKEHHS
228. | HASBOHEKC® cnpeii HasasTbHUIA, OpraHoH CeHTpaui LLiBefiuapis LWepiHr-Mnay /1a6o Benbrisi/ BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/7491/01/01
[030BaHuin, 50 MKr/po3y, lcT TM6X H.B., Benbria; MC/, Cinranyp marepianis: 3miHu | Tuny -
no 18 r (140 po3) IHTepHewHn MM6X AAMIHICTpaTMBHI 3MiHX. 3MiHa
cycneHsii y (cbinis Cinranyp), HalilMeHyBaHHs Ta/abo agpecu
nonieTuneHosomy Cinranyp 3asBHMKa (BNacHuKa
dhnakoHi 3 fo3yoUnm peecTpauiiHoro nNoceig4yeHHs)
HacocoM- 3MiHa Ha3BY 3asiBHMKa BiANoBiAHO
posnuaosayem, [0 pilleHHA KoMNaHii Ta
3aKpUTUM KOBMaYKoM; Nno YTOUHEHHS afpecu 3asiBHMKa 4151
1 donakoHy y KapTOHHiiA npuBeAeHHs y BiANOBIAHICTb [0
Kopoo6Li OHOBJ/IEHOTO BUTArY 3 TOProBoro
PeecTpy KpaiHu 3aaBHMKA.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsILiB NicNs 3aTBEPAYKEHHS
229. | HABOHEKC® cnpeii Ha3asTbHUIA, OpraHoH CeHTpan LLiBefiuapis LepiHr-Mnay /1a6o Benbrisa/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/11264/01/01
CUHYC [030BaHuii, 50 MKr/gosy, IcT TM6X H.B., Benbrig; MC, Cinranyp mMartepianis: 3mMiHu | Tuny -
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 10 r (60 pos3) IHTepHewHn M6X AAMiHICTpaTUBHI 3MiHW. 3MiHa
cycnensii y (cpinis Cinranyp), HalilMeHyBaHHs Ta/abo agpecu
nonieTuneHosomy Cinranyp 3asBHMKa (BNacHvka
hakoHi 3 403y0UM peecTpaLiiHoro NocBigYeHHs) -
Hacocom- 3MiHa Ha3BW 3asBHMKA Ta
po3nuoBaYem, YTOYHEHHS afipecu 3asiBHMKa
3aKpUTUM KOBMa4KoM, No (BBefeHHs 3MiH npoTarom 6
1 donakoHy y KapTOHHiiA MiCALiB MicNna 3aTBepAKEHHS)
Kopoo6ui
230. | HEBAHAK® Kpanni O4Hi, cycneHsis, HoBapTic ®apma Al LLiBefiuapis AsKoH-KyBpbop Benebris 3MiHW, WO NOTPebyTh HOBOT 3a peyenmom
3 mr/mn, no 3 mny peecTpauii: JoAaBaHHA HOBOI
hnakoHi-kpanenbHuLi cunun gjilpossegerns (3 mr/mn)
"Apon-TeiHep®"; no 1
dhnakoHy B KOpo6Li 3 MepiognyHICTb NOAAHHSA
KapToHYy perynspHO OHOB/IHOBAHOIO 3BITY 3
6e3neku, BignoBigHo Ao Mopaaky
3pjificHeHHs1 hapMakoHarnsay,
3aTBEPKEHOI0 HaKa3oM
MiHicTepcTBa OXOpPOHM 340POB’SA
Ykpainu Big 27 rpygHs 2006 poky
Ne 898, 3apeecTpoBaHoro B
MiHicTepcTBi tocTuLi YkpaiHn 29
ciuHa 2007 poky 3a Ne 73/13340 (y
pefakuii Hakasy MiHicTepcTBa
OXOPOHU 340pOB's YKpaiHu Big, 26
BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTpOKamu,
3a3Ha4YeHVIMU y NepioanNYHOCTI
noJaHHsA perynsipHuX 3BiTiB 3
6e3neku.
231. | HIBANIH PO34UH NS iH'eKUiiA, 1 AT «Codchapma» Bonrapis AT «Cothapmax» Bonrapis BHECEHHS 3MiH 40 peecTpaviinHmx 3a peyernmom UA/3335/01/01

mr/mn, no 1 mn B
amnyni; no 10 amnyny
6nictepi; no 1 6nictepy
B KapPTOHHII nauui

martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHUKa (B1acHMKa
peecTpavLiiniHOro NocBigYeHHs) -
3MiHa HaliMeHyBaHHSA Ta agpecu
3asBHUKA aHr/iNCbKOI0 MOBOIO;
3MiHY | TUny - AgMiHICTpaTWBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AISSIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nNiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
NpoBeAeHHS KOHTPO/IO AKOCTI.
(AisnbHICTb, 3a SKy BigNoOBiAaE
BMPOGHUK/IMNOPTEp, BKIKOYAKOUM
BMNYCK Cepiit) - 3MiHa HanMcaHHs
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HalilMeHyBaHHS Ta agpecu micus
NPOBaPKEHHA Ai/IbHOCTI
BUPOGHMKa 13 aHrniicbkoto
MOBOI0, 6€3 3MiHM Micus
BMpO6GHULTBA

232.

HIBANIH

PO34nH NS iH'eKuin, 2,5
Mr/mMa no 1 mn B amnyri;
no 10 amnyn y 6nictepi;
no 1 6nictepy B
KapTOHHIM navui

AT «Codchapma»

Bonrapis

AT «Cochapmax

Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3asBHUKA aHI/iNCLKOI0 MOBOIO;
3MiHK | TUNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJTHO SKOCTI.
(misnbHiCTb, 3a Ky Bignosigae
BUPOGHMK/IMOPTEP, BKIOYAKOUN
BWMYCK Cepiii) - 3MiHa HanucaHHs
HalilMeHyBaHHSA Ta agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPO6HMKa 13 aHrNifncbKo
MOBOI0, 6€3 3MiHK Micus
BMpO6GHULTBA

3a peyenmom

UA/3335/01/02

233.

HIBANIH

PO34nH NS iH'eKLin, 5
Mr/mn no 1 mn B amnyni;
no 10 amnyn y 6nicTepi;
no 1 6nictepy B
KapTOHHIN navui

AT «Codchapma»
By

Bonrapis

AT «Codhapmax

Bonrapis

BHECEHHS 3MiH 40 peecTpaLinHmx
martepianis: 3mMiHu | TUny -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaLiiiHoro NocBigYeHHs) -
3MiHa HalilMeHyBaHHS Ta agpecu
3aABHUKA aHI/iNCbKOI0 MOBOIO;
3MiHK | TUnNy - AAMiHICTpaTVBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaKEHHS AISSIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapcbKoro 3acoby, BK/IKHa0UM
AOinbHULI BUNYycKy cepii abo micue
NpoBefEeHHSA KOHTPOJIIO AKOCTI.
([isnbHICTB, 3a SAKy BignoBifae
BUPOGHMK/IMNOPTEP, BKIOYAKOUN
BWMYCK Cepiii) - 3MiHa HanucaHHs
HaliMeHyBaHHS Ta agpecu micus

3a peyernmom

UA/3335/01/03
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NPOBaKEHHS AiNIbHOCTI
BMPOGHMKa 13 aHrNiicbKo
MOBOI0, 6€3 3MiHM MicLsA
BMPO6GHULTBA
234. | HIKOPE/b® Tabnetku no 10 mr, no Jekcenb ®apma I13painb BMNPO6YBaHHsA I13painb BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17691/01/01
10 Tabnetok y 6nictepi, TexHonomxms /1ta. KOHTPOSO SIKOCTI martepianis yTOUHEHHs
no 3 abo 6 6nictepis B (mikpobionoriuHwuia peecTpauiiiHoi npoueaypv B
KapTOHHII nayui KOHTpONb): TOB Hakasi MO3 YkpaiHu Ne 60 Big,
IHCTUTYT Xap4oBoT 16.01.2021 B npoLeci BHECEHHA
Mikpob6iosorii Ta 3MiH - 3MiHK | TMNY - 3MiHKW 3
CMOXVBYMX TOBApIB, siKocTi. FoToBWIA Nikapcbkuii 3aci6.
13pains; KOHTpO/1b rOTOBOrO NiKapCbKoro
BMPOGHMLTBO, 3acoby. 3miHa napameTpis
nakyBaHHs, cneuudikauin Ta/abo gonycTummx
BMNPOGYBaHHSA MEX roTOBOro NiKapCbKoro 3acoby
KOHTPOJO SKOCTI (iHwWi 3miHK) - MprBeaEHHS
(chizmKO-XiMiuHWMIA cneumaikauii y MKA 3a
KOHTPO/Ib) Ta BUMYCK NOKasHUKOM «laeHTndikauis» y
cepii: Jekcenb N14., BIANOBIAHICTb A0 OpUTiHANIBHMX
13painb mMartepianis BUPO6HMKa
235. | HIKOPE/1Ib® Tabnetku no 20 mr, No [Jekcenb ®apma I13painb BMNPOOYBaHHSA I3painb BHECEHHS 3MiH [0 peecTpauiiHnxX 3a peyenmom UA/17691/01/02
10 Tabnetok y 6nicTepi, TexHonomxus /it KOHTPOJO SKOCTI martepianis yTOYHEHHSs
no 3 abo 6 6nictepis B (mikpoGionoriyHmia peecTpauiiiHoi npoueaypu B
KapTOHHIM nayui KOHTpOs/b): TOB Haka3i MO3 YkpaiHu Ne 60 Big
IHCTUTYT Xap4oBoi 16.01.2021 B npoLieci BHeCeHHsI
Mikpo6iosorii Ta 3MiH - 3MiHuK | TUNY - 3MiHK 3
CMNOXMUBYMX TOBApIB, AKOCTi. [0TOBWIA Nikapcbkuii 3aci6.
13pains; KOHTPO/Ib rOTOBOrO NiKapcbkoro
BUPOBHMLTBO, 3acoby. 3miHa napameTpis
nakyBaHHs, cneuudikauin Ta/abo gonycTummx
BUNPOOYBaHHSA MeX roTOBOrO J1iKkapCbKOro 3acoby
KOHTPOJO SIKOCTI (iHWi 3miHKW) - MprBeAEeHHA
(hisnko-ximiuHuiA cneumnadikayii y MKA 3a
KOHTPO/Ib) Ta BUNYCK NoKasHUKOM «laeHTudikauis» y
cepii: Aekcenb N14., BIANOBIAHICTb 4O OPUTiHANTbHUX
13painb mMartepianis BUPO6HMKa
236. | HOBAPUHI® KinbLe BariHanbHe, 11,7 OpraHoH CeHTpaui LLiBefiuapis 3a NOBHUM LMKIOM: HigepnaHnan BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/9613/01/01
Mr/2,7 mr, no 1 KinbLo y lcT TM6X H.B. OpraHoH marepianis: 3MiHu | TURY -
cawe; no 1 cawe B AAMIHICTpaTVBHI 3MiHX. 3MiHa
KapTOHHIA Kopoo6Li HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHuKa
peeCTpaL,iiiHOro NocBiAYEHHS) -
3MiHa Ha3BW 3asiBHMKA Ta
YTOUHEHHS afipecu 3asiBHUKa
(BBeAEHHSI 3MiH NMpOTAroM 6
MicsLB MicNs 3aTBepAXEHHS)
237. | HOBOKAIH pO34nH aNa iHdysili MpuBaTHe YkpaiHa MpuBatHe YkpaiHa BHECEHHS 3MiH 10 peecTpaLjiiiHnx | 3a peyenmom UA/4883/01/02
0,25%; no 200 mn abo akujioHepHe akujioHepHe Marepianis: 3miHu | Tuny -
no 400 M y nasLkax TOBapuCTBO TOBapUCTBO AAMIHICTPaTVBHI 3MiHW.
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PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Ne Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

BunyyeHHs: BUPOGHMYOT AinbHNL

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

"lHdpy3ia"

"IHdpy3ia”

(Bknoyatoum ginbHULi ans Adl,
MPOMIXHOro NpoAyKTy abo
roTOBOrO JliKapCbKOro 3acoby,
LinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMIXHOT PeYOBUHU (SIKLLO
3a3HavYeHo y A0CbE) BunyyeHHs
BMPOGHWYOI [i/TbHNL FOTOBOrO
nikapcbkoro 3acoby HoBokaiH,
po3unH ans iHdysiii 0,25 %,
po3uunH ans iHdysiii 0,5 % ans
npoBefeHHs nakyBaHHs,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a
BWMNYCK Cepil, MicLie NPOBeAEHHS
KOHTPO/II0 cepii 3a aapecoto M.
BiHHuUgA, ByNn. Bonowkosa 6.55.
3MiHM BHeCeHi B po3ain
"Micue3HaxokeHHA BUPOGHMKa
Ta agpeca Micus NPOBaKEeHHS
0ro AisanbHOCTI" B IHCTPYKLiO ANs
MeANYHOr0 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B’A3Ky 3
BW/TYYEHHAM OHI€ET 3 BUPOOHUUNX
AinbHUUbL N3, K HAcNigok -
BIANOBIAHI 3MiHW B TEKCTi
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBepPAKEHHS.
BHECEHHS 3MiH [j0 peecTpaLiinHmx

3a peyenmom

UA/4883/01/01

238.

HOBOKAIH

po3uunH ans iHgysiii 0,5
%, no 200 mn abo no
400 MmN y naswkax

MpuBatHe
akujioHepHe
TOBapuUCTBO "IHdy3is

YKpaiHa

MNpvBaTHe
akuioHepHe
TOBapuCTBO

"IHdpy3in”

YkpaiHa

marepianis: 3miHu | Tuny -
ALMIHICTPaTUBHI 3MiHN.
BunyyeHHs BUPOOGHMYOT AiNTbHULL
(Brrovatoun ainbHuui ansa Adl,
MPOMIXXHOro NpoAyKTy abo
roTOBOrO JIiKapCbKOro 3acoby,
OiNbHWL 418 NPOBEeAEHHS
nakyBaHHS, BUPOOHMKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MicLie NPOBEAEHHS KOHTPO/IHO
cepii) abo nocTavanbHyKa
BMXIZHOrO MaTepiany, peareHTy
a60 AONOMIXKXHOT PevyoBUHU (SIKLLO

3a3HAuYeHo Yy 0CLE) BUsyyeHHs
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no 50 mr, 1 conakoH 3
MOPOLLKOM Y KapTOHHiiA
Kopoo6Li

3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnsgy - BHECEHHS 3MiH

00 po3giny “MapkyBaHHs” MKA

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BMPOGHWYOI [i/TbHNL FOTOBOrO
nikapcbkoro 3acoby HoBokaiH,
po3unH ans iHdysiii 0,25 %,
po3uunH ang iHdysiii 0,5 % ans
npoBefeHHs nakyBaHHs,
BMPOGHWKA, BiANOBIfa/IbHOTO 3a
BWMNYCK Cepil, MicLie NPOBEAEHHS
KOHTPO/II0 cepii 3a aapecoto M.
BiHHuugA, ByNn. Bonowkosa 6.55.
3MiHM BHeCeHi B po3ain
"Micue3HaxokeHHA BUPOGHMKa
Ta agpeca Micus NPOBaKEeHHS
0ro AisanbHOCTI" B IHCTPYKLiO ANs
MeAUYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y 3B’A3Ky 3
BW/TYYEHHAM OAHI€ET 3 BUPOOHUYNX
AinbHUUbL N3, K HAcNifok -
BIANOBIAHI 3MiHW B TEKCTi
MapKyBaHHS YNakoBK/ NiKapCbKOro
3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.
239. | OKCANINNATUH KOHUEHTpaT ons EBEBE ®apma ABCTpIs EBEBE ®apma ABCTpist BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/6314/02/01
"EBEBE" pO3unHy Ans iHdysii, 5 Fec.m.6.X. Hoor Kl lFec.m.6.X. Haor. KT, Himeuunna marepianis:
mr/ma no 10 mn (50 wmr), ABCTpIs (MOBHWIA
ab6o 20 mn (100 mr), abo LMK BUPOOHULTBA); 3MiHW | TUY - 3MIHW WOAO
30 mn (150 wr), a6o 40 Na6op /IC CE & Ko. Beanekn/echeKTBHOCTI Ta
M (200 mr) y chnakoHi; Kr, HimewunHa thapmakoHarnsgy - 3amina
nol qan_aKOHy B (KOHTpOI‘Ib/BI/II?IpOf)yB po3giny «padiune othopMIeHHs
KapTOHHI Kopoo6Li aHHs cepii); YNakoBKU» Ha PO3LiN
YwmcpopaHa JlaGop «MapkyBaHHs» MKS /13;
chiop AHaNITIK yHA 3anponoHoBaHo: MapkyBaHHS.
AypTparcqopuyHr 3rijHO 3aTBEPKEHOTO TEKCTY
TMGX&Ko.KT, MapKyBaHHs. OHOB/IEHHS TEKCTY
Himeuqnta MapKyBaHHs yMaKOBKM JlIKapCbKOro
(koHTpONIL/BUNPOGYB 3aco6y 3 BHECEHHAM iHchopmali
aHHA cepii) LO/J0 3a3HAYEHHS OMHULb
BMMIpIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicSLiB NicNsA 3aTBEPAYKEHHS
240. | OKCANINNATIH- NOpOLLOK AN MicTtpan Kenitan AHrNIA AkTasic Itanis ITanis BHECEHHS 3MiH 0 peecTpaviinHmx 3a peyernmom UA/13987/01/01
BICTA NPUroTyBaHHA PO3YNHY MeHeaXmeHT C.n.A. mMartepianis:
Ans iHdysin (5 mr/mn) Nimiten
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

n3”:
3anpornoHoBaHo: MapkupoBka.
CornacHo yTBepXAeHHOMY TeKCTy
MapK1poBKW. OHOBNEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapcbKoro
3ac06y 3 BHECEHHAM iHthopmalyii
LLOA0 3a3HaYEHHS OOVHNLL
BUMIpPIOBaHHSA y cuctemi Sl.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEpPAKEHHS

241.

OKCANMINNATIH-
BICTA

MOPOLLIOK A/1A
NPUroTYBaHHS PO3UNHY
Ans iHdoysin (5 mr/mn)
no 100 mr, 1 chnakoH 3
MOPOLLKOM Y KapTOHHIl
Kopoo6Li

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

AkTasic ITanis
C.n.A.

ITanisa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:

3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarnsgy - BHECEHHS 3MiH
[0 po3gainy “MapkyBaHHs" MKA
n3:
3anpornoHoBaHo: MapkKnpoBskKa.
CornacHo yTBepXaeHHOMY TeKCTy
MapkupoBKW. OHOBNEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1iKapCbKOro
3ac06y 3 BHECEHHSM iHchopMmalii
LLIOA0 3a3HAYEHHST OAVHNLL
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCALB Nicnsa 3aTBepAKeHHs

3a peyenmom

UA/13987/01/02

242.

OKTAIAM 10%

po3uunH ans iHdysiii 10
%, no 20 mn, 50 mn, 100
M1 a6o 200 M1 pO3UMHY
ANs iHdy3il y donakoHi;
no 1 dpnakoHy B
KapTOHHIA KOpoo6Li

OkTaghapma
dPapmaueBTmkKa
MpopaykTioHcrec

M.6.X

ABCTpis

BUPOBHUK,
BiANOBiAa/IbHWIA 3a
BMPOBHMUTBO 3a
NOBHUM LMK/IOM, 3a
BVK/THOUEHHAM

BTOPUHHOI YMNakoBKU:

OkTtadapma Ab
Napc dopccennc
rara 23, CTOKrosibm,
11275, WBewis
Octapharma AB
Lars Forssells gata
23, Stockholm,
11275, Sweden
BUPOBHUK,
BiANOBiAaIbHNIA 3a
BMPOGHULITBO 3a
MOBHVM LMK/IOM:
OkTadapma

LLisewjs
PpaHuin
ABCTpist

BHECEHHS 3MiH 40 peecTpalinHmx
marepianis:
3MiHKM | TUny - 3MiHK 3 AkocTi. ADI.
MpoekTHWiA NpocTip Ta
nicnsapeecTpaviiHiii IPOTOKON
yNpas/liHHA 3MiHaMW.
BnpoBamkeHHS 3MiH, L0
nepepbayeHi y 3aTBepkeHomy
NPOTOKOAI YyNpaBAiHHA 3MiHamMu
(BNpoBagKeHHs 3MiHW ANns
6ionoriyHoro/iMmyHooriYHoro
nikapcbKoro 3acoby) -
BukopucTaHHa dpakuii I,
BiJOKPEM/IEHOI LLISIXOM
inbTpauii 6e3 BUKOPUCTaHHS
inbTpa Ha AinbHuLi Octapharma
Produktionsgesellschaft
Deutschland mbH, HimeuyunHa gns
BVMPOGHMLTBA rOTOBOrO

3a peyernmom

UA/15583/01/01

248




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
dapmaueBTrKa NiKapcbKoro 3acoby Ha AifbHUL
MpopykTioHcrec Oxtachapma AB, LBeLis; 3MiHu |
M.6.X. TMny - 3MiHu 3 akocTi. AdI.
Ob6epnaaep MpoekTHWiA npocTip Ta
LWtpacce 235, 1100 nicnsapeecTpaviliHiii NPOToKON
BigeHb, ABcTpis ynpasniHHA 3MiHaMK. BunyyeHHs
Octapharma 3aTBEPAKEHOI0 NPOTOKO/TY
Pharmazeutika ynpas/iHHA 3MiHaMy ana APl -
Produktionsges BunyuyeHHs1 3aTBEpPAKEHOIO
m.b.H. MPOTOKO/TY YNpaB/iHHA 3MiHamMM 3i
Oberlaaerstrasse cKnagy peecTpauiiiHoro focChbe;
235, 1100 Vienna, 3MiHn | TURY - 3MiHK 3 aKocTi. API.
Austria Brpo6HMLTBO. 3MiHM
BUPOBHUK, BUNPO6YBaHb abo A0NyCTUMUX
BiZiNOBIAabHUIA 3a MeX y npoueci BupobHuutea Adl,
BMPOGHMLITBO 3a LLI0 BCTAHOB/IEHi y cneyudikavisx
NOBHUM LMK/IOM, 3a (iHWi 3miHW) - Mogudikauis
BUK/IOYEHHAM MeToAy BU3HAYEHHSA 3arasibHOro
BTOPUHHOI YNaKoBKK: 6inka 6iypeToBuM MeETOAOM A5
Oktadhapma 3paskiB nnasmu FFP, S1, IP1,;
72 pto o Mapuan 3Minn Il TUny - 3MiHK 3 AKOCTI.
douw, 67380 A®|. BUpo6HMLTBO. 3MiHM B
NiHronbLueiim, npoueci Bupo6bHuLUTBa A®I (3mMiHa
®paHuisa CTOCYETbLCSH aKTUBHOI PEYOBUHMN
Octapharma 6io10riyHOro/iMyHOMOriYHOrO
72 rue du Marechal NOXOKEHHS1 260 BUKOPUCTAHHS
Foch, 67380 XiMiyHUX AD| y BUPOOHULTBI
Lingolsheim, France nikapcbKoro 3acoby
BUPOBHUK, 6ionoriyHoro/iMmyHos10r4HOro
BiZiNOBIAabHUIA 3a NOXOPKEHHSA, sika MOXKe MaTu
BTOPUHHE 3HauYHWIA BN/IVB Ha AKICTb, 6esneky
nakyBaHHs: Ta eDEKTUBHICTb NiKapCbKoro
Oktadhapma [eccay 3acoby, i He cTocyeTbCs
6X NpoTOoKONy) - BukopuctaHHs
OTTo-PeiiTep- Ppakuii 1, BUpobneHoi Ha
Ltpacce 3, [leccay- ainbHuui Oktachapma AB, Lsewis
Poccnay, CakcoHis- AK BUXigHOro matepiany ans
AHxanbT, 06847, BMPOOHMLTBA KiIHLEBOro NPOAYKTY
HimeyunHa Ha AinbHuLi OkTadapma
Octapharma Dessau dapmaueBTuka MpoaykTioHcrec
GmbX M.6.X., ABCTpist
Otto-Reuter-Strasse
3, Dessau-Rosslau,
Sachsen-Anhalt,
06847, Germany
243. | OKTANJIEKC 500 MOPOLLIOK Ta PO3UYNHHUK OxTadapma ABCTpIs Brpo6HMK Himeuunna BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/14313/01/01
MO 0151 pO34MHY ONS dapmaueBTUKa (anbTepHaTuBHWIA), PpaHuin martepianis:
iHcpysin no 500 MO; agi MpogykTioHcrec BiANOBIAa/IbHNIA 3a AscTpis 3MiHW | TUny - 3MiHK 3 AKOCTI.
KOpPO6KM 06’eAHYIOTLCS M.6.X. BTOPVIHHE oTOBWIA Nikapcbkunii 3aci6.
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MK cO6010 nakyBaHHSA Ta KOHTpO/b roTOBOrO NiKapCbKoro
NAacTUKOBOIO NAIBKOIO: Bi3ya/lbHy 3acoby. 3miHa y MmeTofax
KapTOHHa Kopobka Nel: iHCnekuijto: BMNPOGYBaHHS FOTOBOrO
no 1 donakoHy 3 Oktadapma [eccay nikapcbKoro 3acoby (HesHayHa
MOPOLLKOM AN PO3YUHY mM6X , HimeuunHa; 3MiHa Y 3aTBeppKeHNX MeTogax
AN iH'ekuili Ta Brpo6HuK, BMNpobyBaHHSA) - 3MiHa TecT-
IHCTpYKLUi€0 Npo BiANOBIAa/IbHNIA 32 cMcTeMu 451 BU3HAYEHHS BMICTY
3aCTOCyBaHHS; KapTOHHA BUPOGHMLTBO 3a dhakTopy koarynsuii kposi X
Kopo6ka Ne2: no 1 NOBHUM LMK/IOM: XPOMOreHHUM MeToA0M
hakoHy i3 OkTadapma (Chromogenic Substrate Assay) y
PO34MHHKKOM (BOAa ANs dapmaLeBTuKa roTOBOMY NikapCbKOMy
iH'eKwiiA, 20 mn) y MpogykTioHcrec 3ac06i.TepMiH BBEAEHHS 3MiH -
KapTOHHI KOpoo6Li M.6.X., ABCTpis; npoTarom 6 micsAuis nicns
pa3oMm 3 KOMMNEKTOM BUPOGHMK 3aTBEPMKEHHS; 3MiHM Il Tvny -
0151 PO3YMHEHHA Ta BiZiNOBIAabHUIA 3a 3MiHu 3 siKoCTi. FOTOBWIA
BHYTPILLHbOBEHHOIO BMPOGHMLITBO 3a nikapcbkuii 3aci6. KoHTposb
BBeAeHHs (1 wnpuy, NOBHUM LIMK/IOM 3a roToBOro Nikapcbkoro 3acoby.
ofHopasoBuid; 1 BUK/IOYEHHAM 3MiHa y MeTogax BUNpobyBaHHs
KOMNIEKT 415 nepeHocy BTOPVHHOT yNaKoBKu: roTOBOrO /liKapCbKOro 3acoby
(1 pByxkiHUeBa rosnka, 1 Oktadhapma, (cyTTeBa 3MiHa y
hiNbTpoBasIbHA r0/1Ka); ®paHuisa 6ionoriyHomMy/iMmyHONOriYHOMY/iIMYH
1 komnnekT Ans iHdysin OXiMiYHOMY MeToZi BUNPObyBaHHS
(ronka-metenuk); 2 abo meToai, y AKomy
NPOCOYEHMX CNNPTOM BUKOPWCTOBYETLCA 6Gi0NOriYHNIA
TammnoHiB) peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
NOPIBHAHHA (CTaH4apTHOTO
npenapary), Lo He 3a3Ha4YeHnin y
3aTBepXeHOMY NPOTOKON) -
3awmiHa BunpobysaHHs lMiporexn
(Pyrogens) Ha BUNpobyBaHHs 3
BM3HAYEHHS BMICTY 6aKTepiasibHUX
eHfoTokcuHiB (Endotoxins) y
cneuudikavii npy BUMYyCKy
roToBOrO Nikapcbkoro 3acoby.
TepmiH BBEL,EHHS 3MiH - NPOTAroM
6 MicALiB nic/a 3aTBepAKEHHS
244. | ONIMENb N4E emynbCis Ans iHys3iid; Bakctep C.A. Benbris BXigHWIA KOHTPOSb, Benbris BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/17379/01/01

no 1000 mny
TpyKaMmepHoMy
nnacTMKOBOMY NakeTi B
3aXUCHIi 060/10HLi, WO
MiCTUTb Nor/MHau
KWUCHIO; MO 6 NakeTiB y
KapTOHHI kopo6Lj; no
1500 mny
TpUKaMmepHoMy
nnacTMKOBOMY NakeTi B
3aXUCHIii 060/10HL, WO

KOHTPO/1b
NPOMiXXHOTIO
NpOAYKTY,
BMPOGHMLTBO,
nakyBaHHS,
KOHTPO/b SKOCTi Ta
BWMNYCK Cepil:
Bakctep C.A.

marepianis: yTO4YHEHHA
HanucaHHA ynakoBOK B HaKasi
MOS3 YkpaiHu Ne 301 Big,
22.02.2021 B npoLieci BHECEHHS
3MiH (3MiHM | TUMY - 4ONOBHEHHS
crneundikavii ona givoyol
peyosuHM Kanito xnopug, we
OZHV/M MOKa3HWKOM YMCTOTH, &
came BU3HAYEHHAM KiflbKOCTI
[JOMILLKM CBUHLO, AN
3aTBEPKEHMX BUPOOHUKIB K+S
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

MICTUTb MOrNHaY
KUCHI0; N0 4 nakeTtn y
KapTOHHii Kopobuj; no
2000 mny
TprKamepHoMy
nnacTMKOBOMY NakeTi B
3aXUCHIii 060/10HL, WO
MICTUTb MOrNNHaY
KUCHI0; N0 4 naketn y
KapTOHHI KOopoo6Li

KALI GMBH, HimeuuunHa, Klinge
Chemicals Ltd, BenukobpuTtaHis
Ta Merck KGaA, HimeuunHa; 3MiHu
| TMNY - OHOBNEHHA pPO3iny
«CucTtema
KOHTelHep/3akynoptoBasibHUiA
3aci6», y BignoBigAHOCTI 4O BUMOT
[ilo4oro BMAaHHA €Bponecbkol
thapmakonei (3aranbHa cTaTTa
[ON15 NNacTUKOBKX MaTepianis);
3MiHU | TUNY - OHOB/IEHHSA PO34iNny
«¥YnakoBKa», a camMme BUAaNIEHHSA
iHhopMauii LWoA0 HasABHOCTI
iHAMKaTopa KUCHK0. 3MiHW BHECEHO
B IHCTPYKL,O 4718 MeANYHOro
nikapcbKoro 3acoby y p.
"Ynakoska". BBegeHHs1 3MiH
NpoTArom 6-Tn MicALiB nicns
3aTBepMXeHHs). Pepakuis B
Hakasi: no 1000 mny
TpUKaMepHOMY NIacTUKOBOMY
nakeTi B 3aXMCHiil 060/10HLj, L0
MIiCTUTb NOrNMHaY Ta iHaMKaTop
KMCHIO; MO 6 NakeTiB Y KapTOHHIl
kopo6ui; no 1500 mny
TpUKaMepHOMyY NIacTUKOBOMY
nakeTi B 3aXMCHIili 06010HLj, Lo
MICTUTb MOFNMHAY Ta iHAUKaTop
KMCHIO; MO 4 NakeTn y KapTOHHiiA
Kopo6uii; no 2000 mn'y
TPUKaMepHOMY N1acTUKOBOMY
nakeTi B 3aXMCHill 060/10HLj, L0
MICTUTb MOr/IMHAY Ta iHanKaTop
KVCHIO; MO 4 MakeTn y KapTOHHIi
Kopobui. BipHa pepgaxuis: no
1000 mn y TpukamepHomy
NNacTUKOBOMY NakeTi B
3axUCHili 060M0HL, O MICTUTb
NOr/IMHay KUCHIO; No 6 nakeTiB y
KapTOHHi kopo6ui; no 1500 mn
y TPYKamMepHOMY M/1aCTUKOBOMY
nakeTi B 3aXUCHili 060/10HL, WO
MICTUTb MOF/INHAaY KUCHIO; No 4
nakeTu y KapTOHHili Kopoo6Li; no
2000 mn y TpMKaMmepHomMy
NNacTUKOBOMY NakeTi B
3axUCHili 060M0HL, O MICTUTb
NornMHay KUCHIO; Mo 4 nakeTn y
KapTOHHii KOpoOGLi.

251




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
245. | ONIME/b N9E emynbCis Ans iHdysii Bakctep C.A. Benebris BXiHWIA KOHTPO/b, Benebris BHECEHHS 3MiH 40 peecTpauliiiHux | 3a peyernmom UA/17381/01/01
no 1000 mny KOHTPONb mMartepianis: yTOUHEHHSs
TpyKaMmepHomy NPOMIXXHOI0 HanMcaHHA ynakoBOK B Hakasi
naacTMKOBOMY NakeTi B NPOAYKTY, MO3 Ykpainu Ne 301 Big,
3axUCHii 060M0HL, WO BUPOGHMLTBO, 22.02.2021 B npoueci BHECEHHA
MiCTUTb NornnHay nakyBaHHs, 3MiH (3MiHW | TUNY - 3MiHW 3 AKOCTI.
KWUCHIO; MO 6 MakeTiB y KOHTPO/b AKOCTi Ta A®I. KoHTponb A®I. 3miHa y
KapTOHHI Kopo6uj; no BUNYCK cepil: napameTpax cneuucpikaii Ta/abo
1500 mny Bakctep C.A. [OMYCTUMUX MEX, BUSHAUEHUX Y

TprKamepHoOMy
N1acTUKOBOMY MakeTi B
3aXMCHi 060/10HL, L0
MICTUTb MOrNHaY
KUCHI0; N0 4 nakeTtn y
KapTOHHii Kopobuj; no
2000 mny
TprKamepHoMy
nnacTMKOBOMY NakeTi B
3aXUCHIii 060/10HL, WO
MICTUTb MOrNNHaY
KUCHI0; N0 4 naketn y
KapTOHHI KOopooLi

cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Y NPOLEC
BUpo6GHUUTBA AP (iHLLi 3MiHK) -
[ONOBHEHHA cnevudikauii ans
Aitoyoi peyoBrHK Kaito xnopug,
LLie OAHVM MOKa3HWKOM YUCTOTH, a
came BU3HAYEHHAM KiNlbKOCTI
[OOMILLKM CBUHLO, AN
3aTBEpPKEHUX BUPOOHUKIB K+S
KALI GMBH, HimeuunHa, Klinge
Chemicals Ltd, BenukobputaHis
Ta Merck KGaA, HimeuuunHa; 3mMiHu
| TUnYy - 3MiHK 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeiicbkili
thapmakonei/moHorpadii. 3miHu,
noB'si3aHi 3 HEOOXiAHICTIO
npuBeLEeHHs Yy BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HauioHaNbHOT hapmMakonei
aepxasu €C (iHWi 3MiHn) -
OHOB/IEHHA po3ainy «Cuctema
KOHTelHep/3akynoptoBasibHUiA
3aci6», y BignoBiAHOCTI 4O BUMOT
[ilo4oro BMAaHHA €Bponecbkol
thapmakonei (3aranbHa cTaTTa
[O/15 NNacTUKOBKX MaTepianis);
3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
po3giny «YnakoBka», a came
BUAAUIEHHSA iHthopmaii Lwoao
HasiBHOCTI iHAMKaTOPa KUCHIO.
3MiHV BHECEHO B IHCTPYKLi0 ANs
MEJUYHOTO 3aCTOCYBaHHS
NiKapCbKoro 3acoby vy p.
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Ne Hasga snikapcbko20 3asBHUK

n/n 3acoby

dopma sunycky
(nikapcbka ¢hopma,

KpaiHa
3asiBHUKa

Ymosu
Bionycky

Bupo6HuK KpaiHa

BUPOGHUKa

PeecmpayjiliHa npoyedypa Homep

peecmpayiliHo2o

ynakoska)

nocsio4YeHHs

"YnakoBka".

BBeneHHs1 3MiH NpoTAroM 6-Tu
MICALIB MiCNA 3aTBEPLYKEHHS).
Pepakuisi B Hakasi: no 1000 mny
TpUKaMepHOMyY NIacTUKOBOMY
nakeTi B 3aXMCHIii 06010HLj, L0
MICTUTb MOFNMHAY Ta iHAUKaTop
KMCHIO; MO0 6 MakKeTiB y KApTOHHIi
Kopo6ui; no 1500 mny
TPUKaMepHOMY N1acTUKOBOMY
nakeTi B 3aXMCHill 060/10HLj, L0
MICTUTb MOr/IMHAY Ta iHamKaTop
KVCHIO; MO 4 MakeTn y KapTOHHIi
Kopo6Li; no 2000 mn 'y
TpUKaMepHOMY NIacTUKOBOMY
nakeTi B 3aXMCHiil 060/10HLj, L0
MIiCTUTb NOrNMHaY Ta iHaMKaTop
KMCHIO; MO 4 NakeTn y KapTOHHiiA
Kopo6ui. BipHa pepakuis:
eMynbcifa ans iHdysiii; no 1000
My TpMKamMepHoOMY
nNNacTUKOBOMY NakeTi B
3axUCHili 060NOHL, O MICTUTb
Nor/MHay KUCHIO; Nno 6 nakeTiB y
KapTOHHi kopo6ui; no 1500 mn
y TPYKamMmepHOMY N/1aCTUKOBOMY
nakeTi B 3aXUCHili 060/10HL, WO
MICTUTb MOF/INHAaY KUCHIO; Nno 4
nakeTu y KapTOHHili Kopoo6Li; no
2000 mn y TpMKaMmepHomMy
nNNacTUKOBOMY NakeTi B
3axUCHili 060M0OHL, O MICTUTb
NornMHay KUCHIO; Mo 4 nakeTn y
KapTOHHii KOpoOGLi.

246.

OMENPA30/ -
TEBA

Kancynm
racTpope3nCTEHTHI
TBepai no 40 mr, no 10
Kancyn y 6nictepi; no 3
6nictepu B KOpOOLi

Tesa
dapmauesTikan
IHpacTpi3 /T4,

13painb

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
peecTpauiiiHoro Homepa B
Hakasi MO3 YkpaiHu Ne 301 Big
22.02.2021 B npoueci
nepepeecTpauii. Pegakuis B
Hakasi: Ana no3yBaHHs no 20 wmr -
UA/15152/01/01; ans fo3yBaHHA
no 40 mr - UA/15152/01/02. BipHa
peaakuifa: ana go3yBaHHA no 20
mr - UA/15152/01/02; gnsa
A03yBaHHA No 40 mr -
UA/15152/01/01.

3a peyenmom

UA/15152/01/01

247.

OMENPA30/ -
TEBA

Kancynu
racTpOPe3nCTEHTHI

TeBa
dapmaueBTikas

13painb

Tesa ®apma C.J1.Y.

IcnaHis

BHECEHHS 3MiH 40 peecTpaLinHmx
MaTepianiB: YTOUHEHHS

3a peyernmom

UA/15152/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
TBepai no 20 mr; no 10 IHpacTpi3 /T4, peecTpauiiiHoro Homepa B
Kancyn y 6nictepi; no 3 Hakasi MO3 YkpaiHu Ne 301 Big
6nicTepn B KOpOOL 22.02.2021 B npoueci
nepepeecTpauii. Pegakuis B
Hakasi: Ana no3yBaHHs no 20 mr -
UA/15152/01/01; ans Ao3yBaHHA
no 40 mr - UA/15152/01/02. BipHa
peaakuifa: ana goslysBaHHA no 20
mr - UA/15152/01/02; pgnsa
A03yBaHHA No 40 mr -
UA/15152/01/01.
248. | oMnoc Kancynm 3 AJIKANOIL AL Pecny6nika BWMNYCK Cepil: Pecny6nika BHECEHHS 3MiH [0 peecTpaLliniHux | 3a peyenmom UA/17913/01/01
MoZAmnpikoBaHUM Ckon'e MiBHiuHa ANKANOIL AL MiBHiuHa marepianis: 3MiHu | TURY -
BUBI/IbHEHHAM, TBEPA], Makefi0Hist Ckon’e, Pecny6nika MakepfoHisi/ AAMIHICTpaTMBHI 3MiHW. 3MiHa
no 0,4 mr, no 10 kancyn MiBHIiYHa MakeoHis; Icnanis/ Ha3BW JIIKapCbKOro 3acoby.
y 6nicTepi; no 3 BMPOGHMLTBO Himeuunna/ 3MiHU BHeceHi Wwoao Hassu J13.
6nicTepun y KapTOHHiIl Hepo3hacoBaHoro Yecbka 3arsepopkeHo: OM/10C (OMLOS).
Kopobui NPOAYKTY, NEPBUHHE Pecny6nika 3anponoHoBaHo: OM/1IOC
Ta BTOpPVHHE (OMLOS®). 3miHu | Tuny -
nakyBaHHs, AAMIHICTpaTMBHI 3MiHW. 3MiHa
KOHTPO/Ib SAKOCTI HaliMeHyBaHHA Ta/abo agpecu
(hiznyHNiA, XiMiYHKi 3asBHMKa (BNacHvka
Ta peecTpaLiiHoro NocBigYeHHs) -
MiKpOGioNoriYHNiA): 3MiHa agpecu 3asBHuka M13.
CIHTOH XICIMAHIA 3MiHu | TUNY - AgMiHICTpaTUBHI
C. 1., IcnaHis; 3MiHW. 3MiHa HaliMeHyBaHHs
BUPOBHMLTBO Ta/abo agpecu micusa
Hepo3dacoBaHoro NPOBaKEHHS AiNIbHOCTI
NpPOAYKTY, NepBUHHE BMPOGHMKa/iMnopTepa rotoBoro
Ta BTOPVIHHE NiKapcbKoro 3acoby, BKOYaum
nakyBaHHs, AinbHULI BUNYCKy cepii abo micue
KOHTPO/b AKOCTI npoBeAeHHS KOHTPOO AKOCTI.
(chiznuHnii Ta (@isnbHiCTb, 3a AKy Bignosigae
XiMiYHWI): BMPOGHMK/iMNIOpPTEp, BK/IKOYAKOYM
PotTeHzopdh ®apma BUMYCK Cepiid) - 3MiHa agpecun
'm6X, HimeuunHa; BUpO6HMKa /13, 6€3 3MiHK Micus
KOHTPO/Ib SKOCTI BMPOGHMLTBA. 3MiHW | TRy -
(chiznuHwnii Ta 3MiHM Wwoao
XimMiuHui1): KYIHTA- 6e3nekn/edhekTMBHOCTI Ta
AHANITIKA c.p.o. thapmakoHarnagy (iHwi 3miHn).
Yecbka Pecny6nika OHOBEHHA TEKCTY MapKyBaHHA
yMakoBKM NikapcbKoro 3acoby 3
BHECEHHSAM iHchopMalLlii Lwoao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHSA y cuctemi Sl.
249. | OPTAMETPUN® Tabnetkn no 5 mr no 30 OpraHoH CeHTpaui LLiBefiuapis 3a MOBHUM LIMK/IOM: HigepnaHamn BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/2844/01/01

Tabnetok y 6nictepi; no
1 6nicTepy y KapTOHHii
Kopo6Ui

IcT TM6X

H.B. OpraHoH

martepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HaliMeHyBaHHs1 Ta/abo aapecu
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3anBHUKa (BlacHMKa
peecTpaLiiHOro NocBigYeHHs) -
3MiHa Ha3BYW Ta YTOYHEHHs agpecun
3asBHUKa (BBeeHHs 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS)

250. | OCMAMOKC AT TabneTtku, Wo CaHpos CnoseHis CaHpo3 T'M6X — ABCTpis BHECEHHS 3MiH 0 peecTpavlinHmx 3a peyenmom UA/3975/04/01

aucneprytoTees, no 500 dapmacbioTikan3 Bupo6Hunya mMartepianis: 3MiHu | TNy - 3MiHK 3

mr, no 10 Tabnetok y a.4. AinbHUUA AKOCTi. [OTOBWIA Nikapcbknii 3aci6.

6nicTepi, no 2 6nictepn
B KapTOHHIl kopobuj; no
12 Tabnetok y 6nictepi,
no 1 6nictepy B
KapTOHHIA KOopoo6Li

AHTWiHeKU,HI TN3

Ta XimiuHi Onepauii

KyHane (AIXO N3
KyHanb)

KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y MeToAax
BMNPOBYBaHHSA rOTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN Y
MeTogax BunpobyBaHb
(BKrovatoum 3amiHy abo
[OMOBHEHHS)) - 3 ONKCy TecTy 3a
NOKa3HUKOM «30BHILLHI BUrNAL»
BUJTYYEHO HAA/IMLLKOBY
iHchopmawito Ta ckopoTuTK onuc
npoueanypv o «OuiHka
30BHILUHLOrO BUIAAy Tabnetku
(Hanpwvknag, BisyanbHO)»
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNSA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MEX FOTOBOrO NiKapCbKoro 3acoby
(BMNyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapisioro NokasHUKa, Takoro siK
3anax Ta cMak, abo igeHTudikauis
6apBHYIKIB Y/ CMaKOBMX 106aBOK))
- BUy4YeHHs 3i cneymdpikanii Ta
MeToZAiB KOHTposto /13 nokasHuka
«3anax». BunyyeHHs nokasHuka
3anax 06yMOBIEHO ETUYHUMU
NPUYMHAMU - € PU3NK BUHVKHEHHS
anepriyHoi peakuii y aHanitmka.
Takox napameTp 3anax YiTko
3a3HaveHunii K 3acTapinuii y
PernameHTi Komicii (EC) Ne
1234/2008. BeefeHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEpPMAXEHHA. [0AaTKoBO
NPOMNOHYETLCA NpMBECTU chopmat
cneundikauii Ta meToais
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KoHTposnto 13 fo opuriHanbHOT
[OOKyMeHTaUil, a came

cneundikaLis BUNycky Ta
cneumdikauis Ha TepMiH
npuaaTHOCTI NpeAcTaBneHa B
OfHI Tabnumui, AHaNiTUYHI
METOAVKN Ta NOCWUNAHHSA Ha
BiAMNOBIAHI CTATTi AitoYoi pefakuil
EP npegctasneri y surnsagi
oKpeMoi Tabnuui, a Takox
3aTeBepaxeHHa MKA 113
YKpaiHCbKOK MOBOLO; 3MiHM | TUNy
- 3MiHK 3 sIKOCTi. FoTOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nikapcbKoro 3acoby (JONOBHEHHSA
cneumdikauii HOBUM NMOKa3HNKOM 3
Bi4NOBIAHMM METOA0M
BUNPOBYBaHHS) - AONOBHEHHS
cneuudikauii M13 nokasHWKOM
«lgeHTundikauis AMOKCULNAIHY»
meTogom UV-cnekTpockonii
BignoBigHo fo cratTi EP 2.2.25.
[Jonyctumi mexi y cneundikauii
3a3Ha4YeHo «BiANoBiIga€E»; 3MiHM |
TUny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAKEHNX
MeToAax BUNpPoGyBaHHS) -
OHOBJIEHHS 3aTBEPAXXEHOro
meToay BunpobysaHHA /13 3a
nokasHukoMm «lgeHTudikauis
amokcuLuniHy MetoomM TLLUX».
MPUHLMN Ta yMOBW NPOBEAEHHS
BMNPOOYBaHHA He 3MiHWUNCS,
NpUroTyBaHHs cTaHAapTHOro
po3unHy Ta Rf-3HaueHHs
afanToBaHi 4o Ailuux cTaHaapTiB
na6opartopii. Onnc Konbopy GinbLu
TOYHILWMIA. JofaHO NOCKMNAHHS, WO
BMNpOGYBaHHS BiAnoBigHo Ao EP.
3aTBepoKeHi BanifauiiiHi aaHi €
ailicHumu Ta gopatotbea. MeTop,

ifeHTdiKaL,ii 3 BUKOPUCTaHHSM
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

TLWX € anbTepHaTUBHUM METOAOM
UV-igeHTudpikauii; a3miHn | Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOro Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNPOGyBaHHSA
rOTOBOrO JliKapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepIKEHNX
MeToAax BUNpobyBaHHS) -
He3HauHi 3MiHV B ONWCi METOANKMN
BMNpobyBaHHA 113 3a
NOKa3HNKOM «laeHTudikayis
TUTaHy AioKCuAy» KO/TbopoBa
peakuisi. 3MiHW HecyTb
dhopmanbHuii xapaktep. Onuc
3abapBieHHs GifbLLU TOYHILLIN;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa y MmeTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby (HesHayHa
3MiHa Y 3aTBeppKeHUX MeTogax
BUNPOGYBaHHS) - BUyYEHHS
Ha[/IMLWKOBOI iHdhopMmaL,ii 3 onucy
MeToAuKM BUNpobyBaHHs 13 3a
NoKasHUKOM «CTyniHb
JAncrnepryBaHHs», OCKi/IbKn TecT
BMKOHYETbLCS BIAMNOBIAHO A0
3aranbHoi cTatTi EP «Tabnetku.
TabneTkn gvcneprosaHi: CTyniHb
[AvcnepryBaHHs», HOPMyBaHHS
cneumdikauii 3amMweHo 6e3 3MiH;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMNPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby (s
NpUBELEHHS Y BiANOBIAHICTb 3
L®Y abo EBponelicbkor
hapMakoneero Ta BUyYEHHS
NoCWNaHHSA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOBYBaHHS i
10ro HoMep) - BUSTyYEHHS
HaZ/MLWKOBOI iHdhopMmaL,ii 3 onucy
MeToAuMKM BUNpobyBaHHs 13 3a
NoKasHUKOM «OAHOPIAHICTb

[1030BaHNX OAVNHULG» Ta
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

CKOPOTUTU ONWC TecTy A0
nocunaHHs Ha gjrounii EP metog,
OCKi/TIbKW TECT NMPOBOAUTLCA
BignoBigHo go cratTti EP 2.9.40,
HOpMYBaHHS cneumdikawi
3a/IMLLEHO 6e3 3MiH; 3MiHu | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHs
HEe3HaYyHOro NoKasHuka
(Hanpuknapg, 3actapinoro
nokasHuka, Takoro sik 3anax Ta
cmMak, abo iaeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BUyYeHHs 3i cneuymdikauii MN3
nokasHuka «Po3nagaHHa», AaHui
NOKa3HUK He Aae A0AATKOBUX
AaHux npo skictb N13. MNigrotoska
3paskiB AN BUSHAYEHHS yacy
po3nagaHHsA aHastoriyHa
npoueaypi Npu BU3HaYEHHi
PO3YMHEHHS. TeCT PO3UMHEHHS €
6iNbLU YYTNNBUM ON151 BUAB/IEHHSA
MOX/IUBUX BiAXWUMEHb, HDK TECT Ha
PO3YMHEHHST; 3MiHN | TURY - 3MiHN
3 AKOCTi. F0TOBMIA NiKapCbKuii
3aci6. KoHTponb rotosoro
nikapcbKoro 3acoby. 3MiHa
napameTpiB cneuudikauii Ta/abo
[OMyCTUMMX MEX rOTOBOro
nikapcbKoro 3acoby (BUy4YeHHs
He3HaYyHOro NokKasHuka
(ranpuknag 3actapinoro
rokasHuKa, Takoro ik 3anax Ta
cmak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- BUYUYNTN HE3HAYHI MOKA3HWKY,
LLIO 3a3HayeHi y cneumdikayii MNN3
3 iH(hopMmaLjiiiHolo MeToto Anst
napameTpy «PO3UMHEHHS» -
MiHIMYM, MakcumyMm, cepesHe
3HaYeHHs, BiJHOCHe cTaHAapTHe
BiXW/1EHHA. TeCT PO34MHEHHS
BMKOHYETbLCS BIAMNOBIAHO A0
MoHorpadii EP 2.9.3 i oTpumaHe
yepes 15 XBUINH 3HAYEHHA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BK/THOYAE BCi AaHi L0

cneuudikauin Ta/abo gonycTummx
MeX roTOBOrO JliKkapCbKoro 3acoby

«yepes 45 xB» [0 «yepe3 15 xB» ,
3HaueHHA Q 3aULLEHO 6e3 3MiH;

KOHTpO/1b rOTOBOrO NiKapCbKoro

3anponoHoBaHi 3 iHhopmav,iliHow
METOH0.; 3MiHM | TUNY - 3MiHN 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
niKapcbkoro 3acoby (iHWi 3mMiHW y
mMeTofax BunpobyBaHb
(BrTrovatoum 3amiHy abo
[LOMOBHEHHS)) - 3aMiHa
3aTBEPKEHOr0 MeToay
BV3HAYEHHS PO3YVHEHHS Aito4oTl
peuyoBMHW. MeToa 6a3yeTbecs Ha
BM3HAYEHHI KiNIbKOCTi pO3UYMHEHOT
pPEevoBUHM 3 BUKOPUCTAHHAM UV-
CNEeKTPOCKONii 3 HACTYMHUMU
napameTtpamu 50 06/xB, npunag,
Tuny nonari, yac 15 xB, Q=70 %.
Hemae 3MiH y cepefoBuLLi
PO3UYMHEHHS. JTIMITU Y
cneuudikauii He 3mMiHWAKUCS, ane
ONMC OHOBJIEHO BiANOBIAHO A0
ctaHgaptis EP. logaHo nimitn
Ans cTagin 2 Ta 3. 3miHa HasBu
TecTy 3 «PO3UMHEHHA» Ha
«Po3unHeHHs (0,1 M HCI)»
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicns 3aTBepPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3viHa napameTpis

(3BY)XEHHSA AONYCTUMUX MEX) -
3BY)XXEHHS JONYCTUMUX MEX ANS
napameTpy «Po3unHeHHs» 3

LU0 Y3roXYETbCS i3
3anponoHoBaHNM MeTOZO0M.

3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.

3acoby. 3miHa y meToaax
BMNPOGYBaHHSA rOTOBOTO
nikapcbKoro 3acoby (s

npuBeAEeHHS Y BigNoOBIgHICTb 3
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNYYEHHS

NoCWNaHHS Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
10ro HoMep) - BUSTyYEHHS
HaJ/MLWKOBOI iHchopmaL,ii 3 onucy
MeToAVK/ BUNpobysaHHsA /13 3a
nokasHukoMm «Bmict Bogn» Ta
CKOPOTWUTW ONUC TECTy [0
nocunaHHA Ha gjtounin EP meTop,
OCKi/IbK/ TECT NPOBOANTLCA
BignosigHo fo ctatTi EP 2.5.12,
meTog A, HOPMYBaHHS
cneuudikauii 3a/mLeHo 6e3 3MiH;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbKoro 3acoby (ons
npvBELEHHS Y BiANOBIAHICTb 3
[®Y abo €BponelicbKoro
chapmakoneeto Ta BUNyYEeHHS
NoCcWNaHHs Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPObyBaHHS i
10ro HoMep) - BUSTyYEHHS
Haf/MLWKOBOI iHchopmaL,ii 3 onucy
MeToAVK/ BUNpobysaHHsA /13 3a
nokasHnkom «MikpobionoriyHa
yncToTa» Ta CKOPOTUTK Onnc
TecTy 10 NOCUIaHHA Ha Ailounii
EP meTog, ockinbku Tect
NpOBOAMUTLCA BifNOBIAHO 0 CTATTI
EP 2.6.12, 2.6.13 (gitoue
BUAaHHA)2.5.12, meToa A,
peakLito KpUTepito NPUIAHATHOCTI
3a jaHVM NOKa3HMKOM
ajanToBaHo BignosigHo o EP;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (He3HauyHa

260

3MiHa Y 3aTBEpKEHUX METOAAX
BUMNPOGYBaHHS) - BHECEHHS

HE3HAYHWX 3MiH Y 3aTBepXeHy

MEeTOAMKY BU3HAYEHHS CYyMyTHIX
Aomiwok metogom BEPX, a came:




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
- 3MiHM y rpagieHTHIli nporpami,

(npn uboMy pyxoma chasa,
Temneparypa, LUBUAKICTb NMOTOKY,
yac po3fiNeHHs, AOBXUHA XBUNI
npwv geTtekuii, Tun Ta po3mipu
KOJTOHKWN HEe 3MiHIOITbCS); -
BK/TOYEHO NPUrOTYBaHHSA
cTaHAapTHoro posunHy (LOQ 0.05
%) 3 BifNOBIAHNM 3pa3koM
XpomaTorpamu. - 4o po3giny
MpuaaTHicTb XpomaTorpadiyHoT
cMCTeMU BKIOYEH] 10AATKOBI
napameTpu, Taki Sk 4ncno
TEOPeTUYHUX Tapifok, YyTMBICTb
Ta KoedilieHT cumeTpii -
po3paxyHKoBi hopmynn
afanToBaHi BiANOBIAHO, -
OHOBJ/IEHO 3pas3kn XxpomaTorpam;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3viHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(BMNyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapifioro NokasHUkKa, Takoro siK
3anax Ta cmak, abo igeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BUyYeHHs 3i cneuymdikauii MN3
BW3HAYEHHS CYMNPOBIAHMX AOMILLOK
4-rigpokcudpeHinriiumH, 6-
amiHoneHiumnnaHosa kucnora, 4-
rigpokcudeHinraiumn-
aMOKCULMAIH OCKINbKW 3a3HaYeHi
[OOMILLKM KOHTPONtoTbCA B API
BiANOBiAHO 0 kepiBHMUTBA ICH
Q6A. BBeieHHs 3MiH NpoTArom 6-
TN MiCALIB NiCNA 3aTBEPMAKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(monoBHeHHsA cnevudikavii HOBUM
NOKa3HWKOM 3 BifnoBigHUM
MEeTOA0M BUMPOGYBaHHS) -

[0NOBHEHHS cneumdikauii MNN3
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
HOBVIM MOKa3HWKOM — «TPUMEpHUIA
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aMOKCULMAIH>» 3 NIMITOM» He
6inbwe 0,5 %» npu BUNYyCKy Ta
0115 TepMiHy NMpUAATHOCTI.
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3viHa napaveTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(monoBHeHHsA cnevudikavii HOBUM
NOKa3HWKOM 3 BifnoBigHUM
MEeTOA0M BUMPOGYBaHHS) -
[OMNoBHEHHA creumdikayii MN3
nokasHnkom «DC gomiwku K 1, 11,
I, IV (cyma)» 3 BignoBigH1M
nimMiTOM «He 6Ginblue 1,0 %» npn
BUMYCKY Ta AN5 TEPMiHy
npugaTHocTi. BBeeHHS 3MiH
npoTArom 6-Tn MicAUiB nmicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneumdikawii
Ta/abo [oNyCTUMUX MEX rOTOBOTO
nikapcbKoro 3acoby (BUYYEHHS
HEe3HaYyHOro NoKasHUKa
(Hanpuknag 3actapinoro
nokasHuKa, Takoro sk 3anax Ta
cmMak, abo igeHTudikauis
6apBHYKIB YN CMaKOBMX J06ABOK))
- BUNy4YeHHs 3i cneuudikawi
noKasHuKa «cyma HeBiJoMUX
pomiwok < 1,0 % Ha Bunyck, < 2,0
% Ha TepMiH npugaTHOCTI». Bci
HeBifOMI (HeigeHTUdiKoBaHI)
[LOMILLKM BK/TOYEHO A0 3arasibHol
CymMy fOMiLLOK. BBeAEHHSA 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX FOTOBOrO

NiKapcbKoro 3acoby (3BY)XKEHHs!




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[ONYCTUMUX MEX) - 3BY)KEHHS
J0NyCTUMMX MeX A8 NOKa3HUKa

[l0AaTKOBOIO METOAY BU3HAYEHHSI

KOHTPO/1b TOTOBOTO JiKAPCHKOro

«CynyTHi AOMILLKN: KOXHOI
HEBIAOMOI JOMILLKU» Y
cneumaikalii npu BUNYycky Ta
TepMiHy npugatHocTi 3 < 0,4 % fo
He GinbLue 0,2 %; 3miHu | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX FOTOBOrO
NiKapcbKoro 3acoby (3BY)XeHHS
[0MYyCTUMUX MEX) - 3BY)XXEHHS
[OMNyCTUMUX MEXi 3a NOKa3HWKOM
«CynyTHi AOMILLKK: cyma
LOMILLOK» ANns cneumdikayii npu
Bunycky 3 < 4,0 % o He Ginblie
3,0 % ansa cneyudikauii Ha TEPMiH
npuaatHocTi 3 < 4,5 % fo He
6inbLue 4,0 %; 3MiHn | TNy -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHM y MeTogax BunpobysaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS)) - BBEA,EHHSA

CynpoBigHMX gomiwok B M3
MeToAoM ynbTpa-BEPX fo Bxe
3aTBepxeHoro metogy BEPX.
BBegeHHs1 3MiH npoTsarom 6-tu
MiCAILiB NicNs 3aTBEPKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.

3acoby. 3miHa y meTofax
BMNPOGYBaHHSA rOTOBOTO
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nikapcbkoro 3acoby (He3HauyHa
3MiHa y 3aTBEpKeHNX MeTofax
BUMNPOGYBaHHS) - BHECEHHS
He3Ha4yHWX 3MiH B 3aTBepKeHWi
meTof BunpobysaHHA /13 3a
nokasHUkoM «KinbkicHe
BU3HayYeHHA» meTodoM BEPX, a

came 3miHWnacsa npoboniaroToska
BMNPOGYBAHOro po3uynHy 6e3




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

3MiHM KiHL,EBOI KOHLeHTpaLii,
[ofaHi nocunaHHA Ha EP,
Bi4MNOBIAHO OHOBNEHA hopmyia
pO3paxyHky, iHLi
XpomatorpadivHi yMoBu He
3MIHUAUCS; 3MiHK | TURY - 3MiHK 3
sKocTi. [oToBWIA Nikapcbkuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (iHwWi 3mMiHW y
mMeTofax BunpobyBaHb
(BKTrovatoum 3amiHy abo
[OMOBHEHHS)) - BBEA,EHHSA
[0AAaTKOBOrO METOAY BU3HAYEHHS
KifibkicHoro BmicTy B /13 meTogom
ynbTpa-BEPX no BXe
3aTBepxeHoro metogy BEPX.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB Nicnsa 3aTBepKEHHS;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHN
BMNpo6yBaHb abo A0MyCTUMUX
MeX, BCTAHOB/IEHVX Y
crneundikayisx, nig vyac
BVMPOGHMLTBA rOTOBOIO
niKapcbKoro 3acoby (iHLwi 3MiHW) -
nig vyac BMpo6HuLTBa /13
NPOMOHYETHLCA 3aMIHUTN TECT Ha
OHOPIZHICTb Macu Tectom, npu
AKOMY BM3HAYAETHCA Maca
Tabnetkn. 3anponoHoBaHi 3MiHW
NpV3BOAATL [0 CNPOLLEHHSA Onucy
Ta nposefeHHs IPC-
BUNPoBYyBaHHA. TecTyBaHHA Macu
ANA TabneTok 3 MOKPUTTAM
CNpsSIMOBaHE Ha MOHITOPVHT
npoLecy NOKpUTTS; 3MiHK | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHW Y NpoLeci
BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPO6GHULITBA) - ONTUMI3aLisi
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMpOGHMYOro npouecy M13.
OCHOBHI 3MiHK:

- KiNbKIiCTb nigcepiin Ha eTani
rpaHynsuii 3MiHeHo 3 4 Ha 5,
po3mip cepii He 3MiHUBCS;

- NPV NPUrOTYBaHHI rpaHy ATy

3MiHEeHO NopSALOoK AoAaBaHHSA

IHrpefieHTiB; - 3MiHEHO PO3MIp
cuTa Ha eTani rpaHynsau;i;

- ONTMMIi30BaHi poboyi napameTpu
(4ac 3miwyBaHHs, Temneparypa);

- aganToBaHi NnapameTpu
HaHeCEeHHs NOKPUTTS;

BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;

3MiHK | TUNY - 3MiHK 3 AKOCTI.
FoToBWiA Nikapcbkuii 3aci6. Onuc
Ta cknag,. 3miHa y cknagi
(JONOMIKHMX peyoBUHaXx) roTOBOro
nikapcbKkoro 3acoby (iHwi
[O0MNOMiXHI peyoBrHNY) - Byap-ska
He3HauyHa 3MiHa KinbKicHOro
cknagy AONOMDKHUX PEYOBUH Y
roTOBOMY NiKapCbKOMY 3ac0bi -
3MiHa KifIbKOCTi AOMOMDKHUX
peyoBuH y cknagi M3 - marito
CTeaparty Ta Lien/10/1031
MIKPOKpUCTaNivyHoI (KiNbKiCTb
OCTaHHbOI 3MIHIOETBLCA 415
36epexeHHs 3arasibHoi Macu
TabneTtku); 3MiHu | Tuny - 3MiHu 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
Onuc Ta ckiag. 3miHa y cknagi
(JONOMIKHMX peyoBUHaXx) roTOBOro
nikapcbkoro 3acoby (iHwi
[LOMOMDKHI pEYOBUHM) - 3aMiHa
OfHIET ONOMDKHOT PEYOBUHMN Ha
iHLLY 3 TUMKU camyMK
hyHKLiOHANTbHUMMA
Xapaktepuctukamu Ta Ha Tomy
camoMy piBHi - 3amiHa y cknagi
"N3 [ONOMIXHOT pEYOBUHN

«KPOXMa/lb PO3YMHHUI» Ha
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«TiAPOKCUMPONINIKPOXMaUsTb
rOpPOXO0BUIA NPOXeNaTuHi3oBaHN»
3 TUMU caMUM (DYHKLOHA/TbHUM
xapaktepuctvkamv. BeegeHHs
3MiH NPOTAroM 6-Tu MicALiB nicns
3aTBEPAXKEHHS
251. | OCMAMOKC AT TabneTtku, Wo CaHpo3 CnoseHis CaHpo3 'M6X — ABCTpist BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/3975/04/03
AvcnepryoTses, no dapmacbloTikans Bupo6Huya marepianis: 3miHu | TMny - 3MiHu 3
1000 mr, no 6 a6o 10 n.4. OinbHUUS sKocTi. [oToBWIA Nikapcbkuii 3aci6.

Tabnetok y 6nictepi; no
2 6nicTepy B KAPTOHHIN
Kopoo6Li

AHTWiIHEKU,HI TN3

Ta XimiyHi Onepauii

Kynane (AIXO N3
KyHA/1b)

KOHTpO/b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA roTOBOIO
nikapcbkoro 3acoby (iHWi 3mMiHK y
mMeToAax BunpobyBaHb
(BkTrovatoum 3amiHy abo
[OMNOBHEHHS)) - 3 ONUCY TeCTy 3a
NOKa3HUKOM «30BHILLHIN BUrNAL»
BUJTYYEHO HaA/IMLLKOBY
iHbopMmaLLito Ta CKOPOTUTK ONUC
npoueaypu Ao «OujiHka
30BHILUHLOrO BUINIAAY TabneTku
(Hanpuknag, Bi3yasibHO)»
BBefeHHs1 3MiH NpoTArom 6-tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHU | TUNY - 3MiHK 3 AKOCTI.
["oTOBMIA NiKapcbkuii 3acio.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
crneundikauii Ta/abo gonycTnuMmx
MeX roTOBOrO J1iKkapCbKOro 3acoby
(BMyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3aCTapifioro NokasHWKa, Takoro Ak
3anax Ta cMmak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- BUTy4YeHHs 3i cneumdikauii Ta
MeToZiB KOHTposto /13 nokasHuka
«3anax». BunyyeHHs nokasHvka
3anax 06yMOB/IEHO eTUYHUMM
NPUYMHAMU - € PU3NK BUHUKHEHHS
anepriyHoi peakuii y aHanitmka.
Takox napameTp 3anax 4iTko
3a3HayYeHnt ik 3acTapinuii y
PernamenTi kowmicii (EC) Ne
1234/2008. BBeeHHs 3MiH
NpOTAroM 6-Tu MicAuiB nicas
3arBepKeHHsA. [JoaaTKkoBo
NPOMNOHYETLCA NpMBECTU hopmat
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[OKymMeHTauji, a came
cneumdikauis BUNycky Ta
cneumagikalis Ha TepMiH
npuaaTHOCTI NpeAcTaB/ieHa B
OfHiln Tabnuui, AHaNITUYHI
METOAVKN Ta NOCUNaHHA Ha
BIANOBIAHI CTATTi Ail0YOoi pefakwi
EP npeactaeneHi y Burnsagi
oKpemoi Tabnui, a Takox
3aTBepAXeHHa MKA 113
YKPaIHCbKOK MOBOH); 3MiHM | Tumy
- 3MiHK 3 sIKOCTi. FOTOBMIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (4ONOBHEHHS
cneuuaqikaii HOBUM NOKa3HUKOM 3
BiANOBIAHUM METOA0M
BMNPOGYBaHHS) - AONOBHEHHS
cneuundikavii I'N13 nokasHUKOM
«laeHTudikaLis AMOKCULUAIHY»
meTogom UV-cnekTpockonii
BignosigHo o cratTti EP 2.2.25.
[onyctumi mexi y cneuudikawii
3a3HaYeHo «BiANoBigaE»; 3MiHM |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3acié. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro Nikapcbkoro 3acoby
(He3HayHa 3miHa y 3aTBEpAKEHNX
MeToAax BUNPobyBaHHS) -
OHOBJ/IEHHS 3aTBEPAKEHOIO
mMeToay BunpobyBaHHs /13 3a
NOKa3HNKOM «laeHTudikauis
amokcuuuniHy metogom TLX».
MPUHLMN Ta yMOBW NPOBEAEHHSA
BUNPOOBYBaHHSA HE 3MiHUANCS,
NPUroTyBaHHA CTaH4apTHOro
po3unHy Ta Rf-3HaueHHs
afanToBaHi A0 Ailunx cTaHaapTiB
nabopartopii. Onunc Konbopy GinbLu
TOYHIWWA. [logaHo NocWIaHHSA, Wo
BMNpOGYBaHHSA BiAnoBigHo o EP.
3aTBeppKeHi BanifauiiHi gaHi €

OificHMMKM Ta godatTbes. MeTog

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
cneuudikaLii Ta MeTogiB
KOHTponto M3 fo opuriHanbHoI
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

ineHTUdpikaLii 3 BUKOPUCTaHHAM
TLWX € anbTepHaTUBHUM METOAOM
UV-igeHTudikauii; 3minm | Tuny -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acooy.
3MiHa y MeToAax BUNpoGyBaHHS
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MmiHa y 3aTBEPAXEHNX
MeToAax BUNpPoGyBaHHS) -
He3HauHi 3MiHW B ONUCI METOANKN
BunNpobysaHHA 13 3a
nokasHukoMm «lgeHTudikauis
TUTaHy AjioKcnay» Ko/lbopoBa
peakuisi. 3MiHV HecyTb
chopmanbHuin xapaktep. Onuc
3ab6apBieHHs GifbLU TOYHILLIN;
3MiHM | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BUMPOOYBaHHA rOTOBOIO
nikapcbkoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpKEHUX METOAAX
BMNPOGYBaHHS) - BUTyYEHHS
HaAMLWKOBOI iHGhopMaLil 3 onucy
MeToAVKM BUNpobysaHHs 13 3a
nokasHUKoM «CTyniHb
[mMcnepryBaHHs», OCKiNbKY TecT
BMKOHYETLCA BifNOBIAHO A0
3arasibHoOi cTaTTi EP «TabneTku.
TabneTkn AvcneproBaHi: CTyniHb
[AvcnepryBaHHs», HOPMYBaHHS
cneundikauii 3asmweHo 6e3 3MmiH;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
OTOBWIA NiKapcbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa y MeTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby (ans
NnpuBeAEHHSA Y Bi4NOBIAHICTb 3
L®Y a6o EBponelicbkoro
chapmakoneeto Ta BUNyYeHHs
nocvNaHHA Ha 3acTapinuii
BHYTPILLHI MeToA BUNPOGYBaHHS i
I0ro HoMep) - BUSTyUYeHHS
HaAMLWKOBOI iHdhopMaLiTl 3 onucy
MeToAVKM BUNpobysaHHs 13 3a

NoKasHNKOM «OaHOpPIAHICTb
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

[030BaHNX OAUHNLB» Ta
CKOPOTUTU ONWC TecTy A0
nocunaHHs Ha gitounii EP metop,
OCKi/IbK/ TECT NPOBOANTLCA
BignosigHo o cratti EP 2.9.40,
HOPMYBaHHA creumdikavi
3a/IMLLIEHO 6e3 3MiH; 3MiHu | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo fonyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (BUy4YeHHs
He3HaYyHOro NokKasHuka
(ranpuknag 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cmak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- BWIy4eHHs 3i cneumdpikayii MN3
nokasHuka «Po3nagaHHsa», AaHuii
NOKa3HUK He fa€e AOAATKOBUX
JaHnx npo skicTb J13. MNigrotoBka
3paskiB AN BU3HAYEHHS Yacy
po3najaHHs aHaoriyHa
npoweaypi Npy BU3HAYeHHi
PO34MHEHHS. TeCT PO3UMHEHHS €
6iNbLL YYTAVBUM A5 BUSB/IEHHSA
MOXJIMBUX BIXWU/IEHb, HXK TECT Ha
PO3UYMHEHHS; 3MiHU | TUNY - 3MiHK
3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. KoHTposb rotoBoro
nikapcbKoro 3acoby. 3miHa
napamMeTpiB cneuudikaLii Ta/abo
[OMYyCTUMMX MEX roTOBOro
niKkapcbKoro 3acoby (BUYYEHHS
HEe3HaYHOro NoKasHuKa
(Hanpukiag 3actapinoro
rokasHuKa, Takoro sk 3anax Ta
cmMak, abo igeHTudikauis
6apBHYKIB Y1 CMaKoBMX J06ABOK))
- BUNYUYNTN HE3HAYHI MOKA3HUKY,
LLIO 3a3HayeHi y cneumadikayii MNN3
3 iHhopMmaLjiiiHo MeTo ANs
napameTpy «PO3YMHEHHS» -
MiHIMYM, MakcumyMm, cepesHe
3HaYeHHs, BiJHOCHe CTaHAapTHe
BiXWNEHHS. TeCT PO3UMHEHHS
BMKOHYETLCA BifNOBIAHO A0
MoHorpadpii EP 2.9.3 i oTpumaHe
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
yepes 15 XBUINH 3HaUYeHHA

«yepes 45 xB» [0 «yepe3 15 xB» ,

3HauyeHHA Q 3aMLLEHO 6e3 3MiH;

BKJ/IHOYAE BCi AaHi WO
3anpornoHoBaHi 3 iHhopMal,iiiHo
METOH0.; 3MiHM | TURY - 3MiHN 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nNikapcbKoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYALOUM 3aMiHy ab0o
[OMNOBHEHHS)) - 3aMiHa
3aTBEPAKEHOIO MeToAy
BU3HAYEHHS PO3UYMHEHHS Ait0HOiT
peyoBuHn. MeTog 6a3yeTbCs Ha
BM3HAYEHHI KiNIbKOCTi pO3UYMHEHOT
peyvoBUHM 3 BUKOPUCTAHHAM UV-
CNeKTPOoCKonNii 3 HaCTYNHUMM
napameTtpamu 50 06/xB, npunag
Tuny nonari, yac 15 xB, Q=70 %.
Hemae 3miH y cepefoBuLLi
PO34YUHEHHS. JTiMITK y
cneuunagikaLii He 3miHUNKcs, ane
OnMC OHOB/IEHO BiANOBIAHO A0
ctaHgaptis EP. logaHo nimitn
ansa ctagiii 2 Ta 3. 3MiHa HasBM
TecTy 3 «PO3UYMHEHHA» Ha
«Po3unHeHHs (0,1 M HCI)»
BBeneHHs 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX rOTOBOro NiKapCbKoro 3acoby
(3BYXXEHHS AOMYCTUMUX MEX) -
3BY)XXEHHSA AOMYCTUMUX MEX ANS
napameTpy «P0O34YMHEHHS» 3

LU0 Y3roKYETLCS i3
3anponoHoBaHYM METOZO0M.

3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO

niKapcbKoro 3acoby (a5
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NpUBELEHHS Y BiANOBIAHICTb 3
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L®Y abo EBponelicbkor
hapMakoneero Ta BUYyYEHHS
NnoCcWNaHHA Ha 3acTapinunii
BHYTPILLHI MeToA, BUNPOBYBaHHS i
10ro HoMep) - BUSTyYEHHS
Ha[/IMLWKOBOI iHdhopMmaL,ii 3 onucy
MeToAuKM BUNpobyBaHHs 13 3a
NoKasHNKOM «BMiCT Boau» Ta
CKOPOTUTU ONWC TecTy A0
nocunaHHs Ha gjtounii EP metog,
OCKifIbKU TECT NPOBOANTLCA
BignoBigHo go cratTti EP 2.5.12,
mMeTog A, HOpMyBaHHS
cneumdikauii 3a1MweHo 6e3 3MiH;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWMIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMNPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby (s
NpUBELEHHS Y BiANOBIAHICTb 3
L®Y abo EBponelicbkor
hapMakoneero Ta BUyYEHHS
NnocvNaHHA Ha 3acTapinuii
BHYTPILLHI MeToA, BUNPOBYBaHHS i
10ro HoMep) - BUSTyYEHHS
HaZ/MLWKOBOI iHdhopMmaL,ii 3 onucy
MeToAuMKM BUNpobyBaHHs 13 3a
nokasHukom «MikpobiosioriyHa
yncToTa» Ta CKOPOTUTY ONnc
TecTy [0 NOCUIaHHA Ha Aitounii
EP meTop, ockinbku Tect
NpPOBOAMTLCS BiANOBIAHO A0 CTaATTI
EP 2.6.12, 2.6.13 (gitoue
BMAAHHA)2.5.12, meTog A,
pefakLito KpUTepito NPUAHATHOCTI
3a AaHyM NOKasHMKOM
a/ianToBaHo BignoBigHo Ao EP;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3acio.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nNikapcbKoro 3acoby (HesHauyHa
3MiHa Y 3aTBEpPKEHUX MeTogax
BMNPOBYBAHHS) - BHECEHHS

HEe3HaYHMX 3MiH Y 3aTBEPAXEHY

METOAMKY BU3HAYEHHSI CYNyTHIX




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

Aomiwok metogom BEPX, a came:
- 3MiHM y rpaflieHTHIli nporpami,
(npw ubomy pyxoma thasa,
Temneparypa, LWBWAKICTb NMOTOKY,
yac po3fiNeHHs, AOBXUHA XBUNI
npwv geTekuii, Tun Ta po3mipu
KOJIOHKN HE 3MIHIOIOTbCS); -
BK/TIOYEHO NPUrOTYBaHHSA
cTaHgapTHoro posuyvHy (LOQ 0.05
%) 3 BiANOBIAHUM 3pa3KkoM
XpomaTorpamu. - 4o po3giny
MpuaatHicTb xpomartorpadiyHoi
CUCTEMW BK/THOYEHI A0AaTKOBI
napameTpu, Taki K 4ncno
TEOPEeTUYHUX Tapifiok, YyTAMBICTb
Ta koediLieHT cumeTpii -
po3paxyHKoBi hoopmMyu
afianTosaHi BiANOBIAHO, -
OHOBJ/IEHO 3pa3kn XxpomaTorpam;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeX roTOBOrO JliKapCbKOro 3acoby
(BMNyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3aCTapifioro NokasHWKa, Takoro sk
3arnax Ta cMak, abo igeHTudikauis
6apBHYKIB 4N CMaKoBUX J06ABOK))
- BWIy4eHHs 3i cneumdpikayii MN3
BW3HAYEHHS CYNPOBiAHMX AOMILLOK
4-rifgpoKeudeHinrniuuH, 6-
aMiHoMeHiynnnaHoBa KucnoTa, 4-
rigpokcudpeHinrniunn-
aMOKCULMAIH OCKINbKW 3a3HaYeHI
[OOMILLKM KOHTPOooTbes B ADI
BiAnoBiAHO A0 kepiBHULUTBA ICH
QO6A. BBefieHHs 3MiH NpoTArom 6-
TV MiCALIB MiCNA 3aTBEPMAKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
OTOBWIA NiKapcbKMii 3aci6.
KOHTpO/b roTOBOrO NliKapCbKOro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
Me>X roTOBOrO JliKapCbKOro 3acoby
(8ONOBHEHHS cneumdikauii HOBUM
NMOKa3HUKOM 3 BifnoBigHNM
METOA0M BUNPOOBYBaHHSA) -

272




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
[OMNoBHEHHA creumdikayii MN3
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amMOoKCULMAIH» 3 NIMITOM» He
6inblwe 0,5 %» npw BUMYCKY Ta
015 TepMiHY NpUAaTHOCTI.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
3MiHK | TUNY - 3MiHK 3 AKOCTI.
OTOBWIA NiKapcbKMii 3aci6.
KOHTpO/b roTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
Me>X roTOBOrO JliKapCbKOro 3acoby
(8ONOBHEHHS cneumdikauii HOBUM
NMOKa3HUKOM 3 BifNoBigHNM
METOAO0M BUMPOOYBaHHS) -
[0NOBHEHHS cneumdikayii MNN3
nokasHunkom «DC gomiwkn K 1, 11,
I, IV (cyma)» 3 BignoBigHUM
nNiMiTOM «He 6Ginblue 1,0 %» npu
BUMYCKY Ta 4151 TEPMiHY
npugaTHocTi. BBeeHHS 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPMKEHHS; 3MiHW | TUNY -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO /iKapCbKOro 3acoby.
3miHa napameTpiB cneuudikauii
Ta/abo fonyCTUMUX MEX rOTOBOrO
nNikapcbKoro 3acoby (BUyYeHHs
HE3HaYyHOro NoKasHuka
(Hanpuknapg, 3actapinoro
rokasHuKa, Takoro ik 3anax Ta
cmMak, abo iaeHTudikauis
6apBHYKIB YN CMaKOBUX 106ABOK))
- BUYYeHHs 3i cneumndikauii
MOKa3HMKa «CyMa HeBifOMUX
nomiwok < 1,0 % Ha Bunyck, < 2,0
% Ha TepMmiH NpugaTHocTi». Bci
HeBifOMiI (HeigeHTUIKoBaHI)
[LOMILLKM BKTHOYEHO A0 3arasibHol
CyMy AOMILLOK. BBeAEHHS 3MiH
npoTArom 6-Tn MicAUiB micns
3aTBEPMKEHHS; 3MiHM | TUnY -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa napameTpiB cneumdikadii

HOBUM MNOKa3HNKOM — «TpVIMepHI/IVI

Ta/ab0 AOMyCTMMUX MEX FOTOBOIO




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
NiKapcbKoro 3acoby (3BY)XeHHS
[ONYCTUMUX MEX) - 3BY)KEHHSI
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HEBIZOMOIT AOMILLKN» Y

3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb

[OMNYCTUMUX MEX) - 3BY)XXEHHS

«CynyTHi AOMILLKK: cyma
OOMILLIOK» AnA cneyudikauii npw
BMNycky 3 < 4,0 % go He Ginble

npugaTtHocTi 3 < 4,5 % [0 He
6inbLue 4,0 %; 3MiHm | TUny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHM y MeTogax BUnpobyBaHb
(BKKOYALOUM 3aMiHy ab0o
[OMNOBHEHHS)) - BBEAEHHSA
[04aTKOBOro MeToAy BU3HAYEHHS
CynpoBigHNX Aomiwok B /13
meToAom ynbTpa-BEPX fo Bxe
3areBepmakeHoro metogy BEPX.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPLYKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKOoro
3acoby. 3miHa y meToaax
BUMPOBYBaHHA roTOBOrO
nNikapcbkoro 3acoby (HesHauHa
3MiHa Y 3aTBEeppKEHUX MeTogax
BMNPOBYBAHHS) - BHECEHHS
He3HaYyHMX 3MiH B 3aTBEpPKEeHWI
meToZ BMnpobyBaHHsA /13 3a
nokasHukoMm «KinbkicHe

BM3Ha4YeHHsA» meTogom BEPX, a

[OMYCTUMMX MEX A/151 NOKa3HMKa
«CynyTHi AOMILLK/: KOXHOI

cneumdikauii npu BUMYCKy Ta
TepMiHy npugatHocTi 3 < 0,4 % go
He GinbLue 0,2 %; 3MiHu | Tuny -

roToBOrO Nikapcbkoro 3acoby.

3MiHa napameTpiB cnevumdikadii

Ta/abo foMyCTUMUX MEX roTOBOro
niKkapcbKoro 3acoby (3BY)XXEHHs

AonyctumMmnx MeXi 3a MOKa3HUKOM

3,0 % ansa cneuudpikauii Ha TepMiH

came 3MiHWIacs npo6oniaroToBka




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMNPOGYBaHOro po3unHy 6e3
3MiHU KiHLEBOT KOHLeHTpauii,
[ofaHi nocunaHHs Ha EP,
BiANOBIAHO OHOBNEeHa chopmyna
po3paxyHky, iHLUi
XpomaTorpadiyHi yMoBU He
3MIHWUCS; 3MiHK | TURY - 3MiHK 3
sKocTi. FoToBwMIA Nnikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa y meToaax
BUMNPOBYBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYALOUM 3aMiHy a60
[OMNOBHEHHS)) - BBEAEHHSA
[04aTKOBOro MeToAy BU3HAYEHHS
KinbKicHoro BMicTy B /13 meTof0om
yneTpa-BEPX f0 Bxe
3areBepmakeHoro metogy BEPX.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MIiCNA 3aTBEPLKEHHS;
3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
Y BUPOBGHULTBI. 3MiHN
BMNpoGyBaHb abo AOMYyCTUMUX
MeX, BCTAHOB/NEHVX Y
cneuudikauisix, nig yac
BMPOOHWLTBA FOTOBOTO
nNiKapcbkoro 3acoby (iHLwi 3MiHK) -
nig yac BupobHuuTea /13
MPOMNOHYETHLCA 3aMiHUTU TECT Ha
O HOPIAHICTb Macu TecToMm, Npu
AKOMY BM3HAYAETHLCA Maca
TabneTkn. 3anpornoHoBaHi 3MiHK
NpV3BOAATb [0 CNPOLLEHHA onucy
Ta nposefeHHs IPC-
BUNPOOYBaHHA. TecTyBaHHA Macu
ANA TabneTok 3 MOKPUTTAM
cnpsiMoBaHe Ha MOHITOPUHT
npouecy NOKpUTTS; 3MiHM | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BMPOGHMLTBI. 3MiHU Y NpoLeci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro NikapCbKoro 3acoby
(He3HayHa 3MiHa y npoueci
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BMPOGHMLTBA) - ONTUMI3auis
BMpo6HUYoro npouecy Ma3.

OCHOBHi 3MiHU:

- KifIbKIiCTb Nifcepiil Ha eTani
rpaHynsuii 3MiHeHo 3 4 Ha 5,
po3Mip cepii He 3MiHMBCS;

- NPV NPUrOTYBaHHI rpaHynATy

3MiHEHO NOPSAOK AoLaBaHHS

iHrpedieHTiB; - 3MiHEHO pPo3Mip
cuTa Ha eTani rpaHynsu;i;

- ONTMMIi30BaHi po6oyi napameTpu
(4ac 3miwyBaHHs, Temnepartypa);

- aganToBaHi napameTpu
HaHeCeHHs MoKpUTTS;

BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MIiCNA 3aTBEPPKEHHS;

3MiHM | TUny - 3MiHK 3 AKOCTI.
oTOBMIA Nikapcbkuii 3acib. Onuc
Ta cknag,. 3miHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOTO
nikapcbKkoro 3acoby (iHwi
[LOMOMDKHI peqyoBUHN) - Byab-sika
He3HayHa 3MiHa KiNlbKiCHOro
cKknagy AOMOMKHUX PEYOBUH Y
roTOBOMY NiKapCbKOMY 3ac00i -
3MiHa KifIbKOCTi AOMNOMIXKHUX
peyoBuH y cknagi M3 - marnito
cTeapaTy Ta Lienon03m
MIKPOKPUCTaiYHOI (KiNbKICTb
OCTaHHbOT 3MIHIETLCS AN
36epexeHHs 3arasibHol Macu
TabneTtkn); 3miHu | Tuny - 3MiHu 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6.
Onuc Ta cknag,. 3miHa y cknagi
(AONOMDKHMX peYOBMHAX) FOTOBOTO
nikapcbkoro 3acoby (iHwi
[L0MOMDKHI peqyoBuHN) - 3amiHa
OfHIET ONOMDKHOT PEYOBUHMN Ha
iHWWY 3 TMK camnmMn
PYHKLiOHa/TbHUMMU
XapaktepucTmkamu Ta Ha Tomy
camoMy piBHi - 3amiHa y cknagi
13 fONOMiXHOI pevyoBUHU
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
«KPOXMaslb PO3UYUHHUI» Ha
«TiApOKCMNPONIKPOXMasb
rOPOXOBUIA NPOXeNaTuHi3oBaHui»
3 TUMW caMnM (DYHKLOHA/TbHUM
xapakrepuctrkamv. BeegeHHs
3MiH NPOTArom 6-Tn MicauiB nicns
3aTBEPAKEHHS
252. | NAHTOrAP Kancynu; no 15 kancyn y Mepy, HimeuyunHa AuunHo ®apma Al LLiBefiuapis BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/10445/01/01
6nictepi; no 6 6nictepis dapmacbioTikanc LBeiiLapis HimeyuunHa martepianis:
Y KapTOHHIl Kopobui m6eX (BUPOGHKK in-bulk);
Knoke ®apwma- 3MiHM | TUNY - 3MiHK WoA0
Cepsic MMOX, 6e3nekn/eddeKTUBHOCTI Ta
HIME“leIHa hapmMakoHarnagy - OHOB/IEHHS
(npopykuis in-bulk, TEKCTY MapKyBaHHs! yYNakoBKU
[BUPOGHNK, WO NiKapCLKOro 3aco6y 3 BHECEHHAM
3AINCHIOE NepBUHHE iHchopMmaLii 100 3a3HaYeHHs!
Ta BTOpMHHE OAMHWL BUMIPIOBAHHS Y CUCTEMI
nakyBaHHs ); Mepu, S
dapma 'm6X i Ko.
KraA, HimeuunHa
(BUPOBHUIK, L0
3[iICHIOE NEpPBUHHE
Ta BTOPVHHE
nakyBaHHS,
BiANOBIAa/IbHNIA 3a
BMNYCK cepiit)
253. | NAPALETAMON KpUCTaniuHniA MOPOLLIOK MpAT YkpaiHa dapmcoH IHAis BHECEHHS 3MiH 0 peecTpaLiinHmx - UA/17153/01/01
(cybeTaHuis) y naketax "bapmaveBTnyHa dapmac’toTikan MaTepianis: 3miHu | Tuny -

nonieTuNeHoBUX Ans
thapMaLeBTNYHOTO
3aCTOCYBaHHs

chipma "OapHuus”

I'ypxapar MNet. JITA,.
(FOHIT 1)

AOMIHICTpaTMBHI 3MiHW. 3MiHa
HalilMeHyBaHHs1 Ta/abo agpecu
MiCLiA NPOBaKEHHS AiS/IbHOCTI
BMPOOGHMKa (BKItOYatoun, 3a
Heo6XiAHOCTI, MicLie NPOBeAEHHS
KOHTPO/IO AKOCTI), a60 BracHuka
MacTep-caiina Ha Adl, abo
noctavanbHuka Ad®l/BuxigHoro
martepiany/peareHTy/npoMiKHOro
NPOAYKTY, WO 3aCTOCOBYOTLCA Y
BMPOBOHULTBI ADI (SKLWO
3a3HayYeHo y JOCbE Ha Nikapcbkuii
3acib) 3a BigCcyTHOCTI cepTudpikata
BiANOBIAHOCTI EBpONechbkili
hapmakonei y 3aTBepaxeHOMY
[ocbe, abo BUPOOHMKaA HOBOT
[0MNOMDKHOT PEYOBMHU (SIKLLLO
3a3HayeHo y Aocbe) 3MiHa
HaliMeHyBaHHs1 BUPOGHMKa AdI
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

napaueTtamony, 6e3 3miHu micus
BMPOGHMLTBA.

254,

NMAPALIEETAMON B.
BPAYH 10 MIr/Mn

po3unH ans iHdysiii, 10
mr/m; no 10 mny
amnyni, no 20 amnyn y
KapTOHHI kopo6Lj; no
50 mn1 a6o 100 mn'y
donakoHi; no 10
h1aKOHIB Yy KapPTOHHIi
Kopoo6Li

B. bpayH
Menb3yHreH Al

HimeyunHa

B. BpayH Megikan
CA

Icnanis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:

3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy. 3miHa 'y
KOPOTKIll XapakTepucTuLi
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTpyKLUii Ans
MEAMYHOro 3aCTOCYBaHHS Ha
nigcrasi perynspHo
OHOBJ/IKOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
pocnigpkeHb 3 6e3neku
3aCTOCYyBaHHS MiKapcbKoro 3acoby
B nicnsipeecTpadiiHuii nepiog, abo
AK pe3ynbTaT OLiHKV 3BITY 3
JocnimKeHb, NpoBeAeHUX
BIANOBIAHO [0 NNaHy
negiatpuyHux gocnigpkers (PIP)
(3MiHy y3rofkeHO 3 KOMMETEHTHUM
YNOBHOB&XXEHUM OpPraHoM) - 3MiHu
BHECEHI [0 iHCTPYKLiT Ans
MeANYHOr0 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs rpyaat”
BifNOBIAHO 1O OHOB/IEHOT
iHchopmawii 3 6esneku gjiroyoi
peyoBMHW. BBEAEHHSA 3MiH
NpOTAroM 6-Tu MicAliB nicas
3aTBEPMKEHHS

3a peyernmom

UA/17143/01/01

255,

NMAPOKCUH

TabneTku, BKPUTI
NAiBKOBOK 0B0I0HKOIO,
no 20 mr; no 10
TabneTtok y 6nictepi; no
3 abo 6 6nictepiB y
KapTOHHIM nayui

TOB "ACIHO
YKPAIHA"

YKpaiHa

TOB "dapma Crapt”

Ykpaina

BHECEHHS 3MiH 0 peecTpavinHmx
mMartepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTMBHOCTI Ta
hapmakoHarnagy. 3miHa y
KOPOTKiil xapakTepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKLUii Ans
MeJMNYHOro 3aCTOCyBaHHSA Ha
nigcTasi perynsapHo
OHOB/IIOBAHOrO 3BITY 3 6e3neku
nikapcbkoro 3acoby, abo
JocnimkeHb 3 6esnekn
3aCTOCYyBaHHSA Mlikapcbkoro 3acoby

3a peyenmom

UA/3184/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

B nicnsipeecTpauiiinii nepiog, abo
AIK pe3ynbTar OLiHKW 3BiTY 3
[ocnigpKeHb, NpoBefeHnX
BIANOBIAHO A0 MaHy
negiatpuyHux gocnimxkeHs (PIP)
(3MiHY Y3rof>KeHo 3 KOMMNETEHTHUM
YMOBHOB&XEHVM OPraHoM) - 3MiHU
BHECeHi [0 IHCTPYKUii ons
MEJUYHOTO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu:
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaato”, "Mo6iyvHi peakuji”
BiAANOBIAHO [0 OHOBNEHOI
iHchopmawii 3 6e3neku gjroyoi
peyoBMHW. BBEAEHHSA 3MiH
npoTArom 3-x MicALUIB 3 Aatu
3aTBEPAKEHHS

256.

NMEMETPEKCEL, -
BICTA CONMIOT

KOHL,eHTpaT ans
NPUroTYBaHHS PO3UNHY
Ans iHdoy3ili no 25 mr/mn
no 4 mn (100 mr) a6o no
20 mn (500 wmr), a6o no
40 mn (1000 mr) y
donakoHi, No 1 dpnakoHy
Y KapTOHHIl kopoobLi

MicTtpan Kenitan
MeHemKMeHT
Nimiteq

AHrnis

Dl
dapmacbtoTikanc
Ntp., Bonrapis
(BTOpPUHHE
nakyBaHHs); ITECT
nnwc, €.p.o., Yecbka
Pecny6nika
(KOHTpO/b AKOCTI
(6ionoriuHuid,
MiKpO6iooriyHuniA));
KBiHTa-AHaniTika
C.p.0., YecbKka
Pecny6nika
(KOHTpO/b AKOCTI
(pizmKo-ximMiuHMi));
oHKOMe[,
MaHyhakTopiHr a.c.,
Yecbka Pecnybnika
(BMPOGHULTBO,
nepBuHHE
nakyBaHHS,
KOHTPO/Ib SIKOCTI);
CiHTOH c.p.o.,
Yecbka Pecnybnika
(KOHTPO/Ib IKOCTI,
BUMYCK cepii);
CiHTOH XicnaHis,
C.J1., IcnaHis
(KOHTpO/b AKOCTI,
BWMYCK cepil)

Bonrapis
Yecbka
Pecny6nika
IcnaHis

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

BUMPAaBIEHHS TEXHIYHOT MOMWUSIKN
y MKA y po3gini «Cknag»:
3aTBEpMKEHA pejakLis «kucnorta
ouToBa 6e3BofHa»,
3anponoHoBaHa — «K1cnoTa
NIMMOHHa». 3anBfieHa npoueaypa
BUMPAaBIEHHS TEXHIYHOT MOMWUSIKN
wofo pefakuii cknagy M3y
MeTogax KOHTPOsIH SIKOCTI,
pekomeH0BaHo 10
3aTBEPIKEHHS, OCKINIbKM
3anponoHoBaHa pefakuis cknagy
BiANoOBigae marepianam
peecTpaLiiHoro gocbe
BvinpaBneHo TexHiYHy NOMUKY B
IHCTPYKLi 415 MegnyHoro
3aCTOCyBaHHS NiKapcbKoro 3acoby
y po3gini "Cknag" 3atBepaXeHo:
"Oitoya peyoBuHa: nemeTpekces; 1
MJ1 KOHLLEHTpATy MiCTUTb
nemeTpekceay 25 Mr; AONOMiXHa
peyoBuHa: L-apriHiH, L-uucTeiH,
nponineHrnikosb, K1UcioTa ouToBa
6e3B0AHa, BoAa A5 iH'eKUin';
3anponoHoBaHo: "Ajtoya
peyoBuHa: nemeTpekces; 1 mMn
KOHLIEHTpaTy MiCTUTb

3a peyenmom

UA/18044/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nemetpekcegy 25 Mr; fONOMKHA
peyoBuHa: L-apriHiH, L-unctein,
nponineHrikosb, kucnota
NIMMOHHa, BoAa ANst iH'EKLLR".
3a3HaueHe BUMpaBeHHs
BiAnoBigae marepianam
peecTpauiiiHoro Aocke
257. | NEHTAKCUM® nopowuok Haemophilus CaHodpi Nactep dpaHuin NOBHUIA LMK PpaHuia/ BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/13010/01/01
BAKUUHA And influenzae Tnny b Ta BMPOGHMLTBA, ITanis/ marepianis: 3miHu | TMny - 3MiHu 3
MPO®DINAKTUKN CyCneHsist aNs iH'ekuin 3aMoBHEHHS Ta YropwuHa sKocTi. [oToBWIA Nikapcbkuii 3aci6.
OUDTEPII, (0,5 mn); no 1 chnakoHy niodpinisatis Cuctema
NPABLA, 3 nopoLukom T1a 1 (dbnaxoHm), KOHTeliHep/3aKynopoBasbHuWii
KALUTOKY nonepegHL0 BTOpPUHHE 3aci6. 3miHa napameTpis
(ALEMIONAPHNIA 3anoBHEHOMY LUNPULLY nakyBaHHs, cneuudikauin Ta/abo gonycTummx
KOMMOHEHT), (0,5 mn) 3 NpuUKpinIeHo KOHTPO/b AKOCTI, MeXX MepBUHHOI YNaKkoBKN
noniomMienitTy rosnkoto (abo 2 BWMNYCK Cepil: rOTOBOrO JliKapCcbkoro 3acoby
IHAKTUBOBAHA OKpemMumu ronkamu), Lo CaHodpi MNactep, (8ONOBHEHHS cneumdikauii HOBUM
TA BAKUUHA ANA | micTuTb cycneHsito gns PpaHuis; MOKa3HUKOM 3 BifnoBigHNM
MPO®DINAKTUKN iH'EKUlA, B KAPTOHHIN 3aMoBHEHHS Ta METOA0M BUMPOOYBaHHS) -
IHDEKLLIA, KopobLi; no 1 dhnakoHy 3 niocpinisayis [onoBHeHHs cneumdikayii ans
CNPUYNHEHUNX nopowkom T1a 1 (cbnakoHw): nopwHs (Plunger stopper)
HAEMOPHILUS nonepegHL0 CAHO®I C.MN.A., NOKa3HUKOM SIKOCTi EHA0TOKCUHM.
TANY B 3anoBHEHOMY LUNpULLY ITanis; TepMiH BBELIEHHS 3MiH - NOTUIA
KOH'FOTOBAHA, (0,5 mn) 3 NpuUKpinIEHO BTOPVHHE 2022 poky; 3miHun | Tuny - 3miHn 3
AACOPBEOBAHA rosnkoto (abo 2 nakyBaHHs1, BUNYyCK sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
OKpemMumu ronkamu), Lo cepi: Cuctema

MICTUTb CyCMeH3ito Ans
iH'eKUil, y cTaHOApTHO-
€KCMOPTHIl ynakoBL,
sKa MiCTUTbCH Y
KapTOHHI kopobui (3
IHCTpYKUieto ans
MeAUYHOro
3aCTOCYBaHHS)

CaHodi-ABeHTIC
Mpaiisit Ko. N174,,
Mnatchopma
NOTicTVKN Ta
AncTpubyuii y m.
Bypanewr,
YropumHa

KOHTeliHep/3aKynopoBabHuWit
3aci6. 3miHa napameTpis
cneuudikayin Ta/abo gonycTummx
MeXX MepBUHHOI YNaKkoBKU
rOTOBOrO JliKapCcbKoro 3acoby
(BMyYEHHS HE3HAYHOTO
nokasHuka (Hanpvknag
3acTapifnioro nokasHuka)) -
BunyyeHHs BUNpo6yBaHHA Ha
CTepUnbHICTb 3i cneyudikavii ans
nopwHs (Plunger stopper). TepMiH
BBE/EHHS 3MiH - NtoTuii 2022
POKyY; 3MiHW | TUny - 3MiHK 3
akocTi. CepTudpikat
BignosigHocTI/TE-cepTudpikat
BIANOBIAHOCTI EBPONENChbkili
hapmakonei/moHorpadii. 3miHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BIANOBIAHICTb A0
MoHorpadii 4PY abo
€Bponeiicbkoi thapmakonei, abo
iHLWOT HaLjoHaNbHOT hapMakonei
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

aepxasu €C (3miHa 'y
cneumikauisx, nos'a3aHa 3i
3miHamu B 1®Y, abo
€Bponeiicbkili hapmakonei, abo
iHLUIA HawioHanbHIl hapmakonel
nepxasu €C) - loaaBaHHs
BMNPOGYyBaHHA Ha apceH (Arsenic
test) ana ckna, wWo
BUKOPUCTOBYETLCA A1 NEPBUHHOI
YMakoBKM NiKapCbKOro 3acoby,
BiAMNOBIAHO 40 BUMOr MOHOrpadii
Ph. Eur. 3.2.1. TepmiH BBEfEHHSA
3MiH - toTKin 2022 poky; 3MiHu I
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3mMiHa napameTpiB cneuudikadiii
Ta/abo foNyCTUMUX MEX FOTOBOrO
nikapcbKoro 3acoby (3miHa
3HaxoAWTbCS No3a
3aTBEPAKEHNMMN JONYCTUMUMM
Mexamu cneuuduikawin) -
[apMoHi3auis HanmcaHHsA
KpUTEPITB NPUAHATHOCTI W00
KifIbKICHOTO BMICTY AndpTepiiHoro
aHaTokcuHy (Diphtheria potency
assay) y cneuudpikauii npu
Bunycky Final Bulk Product Ta npu
KOHTpoNi cTabinbHocTi ansa Final
Bulk Product Ta Filled Product 6e3
3MiHV Y METOAULI BU3HAYEHHS.
Y3romxeHHs iHchopmauii B po3gini
3.2.P.1 3 iHhopmalieto, sika
HaHOCUTLCA Ha NakyBaslbHi
matepianu. BunpasneHHs
TEXHIYHOT MOMWUSIKL Y CKnagj
ZOMOMDKHUX PEYOBWH - A0 aBaHHSA
eTaHony. 3MiHW BHOCATLCA A0
peecTpavuiiHoro NocBigYeHHs,
MKS, IHCTpyKLUii N5 MeguyHoro
3acTtocyBaHHA y p."Cknag” 3
BiANOBIAHUMY 3MiHAMU Y TEKCTi
MapKyBaHHS YNakoBKV NiKapCbKoro
3acoby. TepMiH BBEAEHHS 3MiH -
ntoTuii 2022 poky

258.

MNEHTAKCUM®
BAKUVIHA AS1s1
NPO®INAKTUKN
ONDTEPII,

nopowwok Haemophilus
influenzae Tuny b Ta
CyCneHsis gns iH'ekujn
(0,5 mn) no 1 chniakoHy 3

CaHodpi MacTep

dpaHuis

CaHodpi MacTep,
®paHLia (NoBHWMiA
LKA BUPOBHMLTBA,
3anoBHEHHS Ta

®paHuis
ITanisa
YropumHa

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:

3a peyernmom

UA/13010/01/01
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

NMPABLA, nopolukom Ta 1 niodpinizauis 3MiHW | TUNy - fofaBaHHsA

KALLUJTHOKY nonepegHL0 (cbnakoHm), nokasHuka siKocTi «Hac

(ALENIONAPHUIA 3anoBHeHOMy LUNpULY BTOPVHHE PO3UMHEHHS» A0 crneumndikayii npu

KOMIMOHEHT), (0,5 mn) 3 NpuUKpINIEHO nakyBaHHs, Bunycky BAKUWHW ONA

noniomMmienitTy ronkoto (a6o 2 KOHTPO/b AKOCTI, MPODITAKTVIKN IHOEKLIIN,

IHAKTUBOBAHA OKpeEMUMU rofikamu), Lo BUMYCK cepii); CNPUYNHEHUX HAEMOPHILUS

TA BAKUVHA ANA MICTUTb CyCMeH3ito aAns CAHO®I C.IM.A., TWMY B KOH'OrOBAHOI,

MPO®INAKTUKUN iH'EKLi, B KAPTOHHIl ITanis (3anoBHEHHS ANCOPEOBAHOI ans ginsiHkm

IHOEKLIA, Kopob6ui; no 1 dynakoHy 3 Ta niodpinizauis Sanofi Pasteur Marcy I'Etoile Ta Ha

CMPUYNHEHUX nopolukom Ta 1 (dbnakoHm)); eTani «in process control» ans

HAEMOPHILUS nonepegHL0 CaHodpi-ABeHTiC ainaHkm Sanofi Pasteur Val de

TIny B 3anoBHeHOMy LUNpULY Mpaiisit Ko. N14,., Reuil, 3 kpuTepieM NpURHATHOCTI

KOH’IOTOBAHA, (0,5 mn) 3 NpuKpinIEHO Mnartdpopma «? 20 cekyHO». TepmiH BBeEHHS

AAQCOPBOBAHA ronkoto (a6o 2 noricTukn Ta 3MiH - ceprieHb 2021; 3MiHK | TNy

OKpeEMUMU rofikamu), Lo
MICTUTb CyCMeH3ito aAns
iH'eKLji, B cTaHAAPTHO-
€KCMOPTHIlA ynakoBL,,
Aka MiCTUTbCS y
KapTOHHI kopobui (3
IHCTpYKUi€eto ans
MeANYHOro
3acTOoCyBaHHS)

AncTpubyLii y m.
Bypanewr,
YropLmHa
(BTOPUHHE

nakyBaHHs, BUMYyCK
cepir)

- pegakuiiiHi npasku B onuci
MeTOAVKN BUNPOGYBaHHSA
BAKUVIHW ONTA MPO®ITAKTUKA
IHPEKLIA, CIPUYMHEHUX
HAEMOPHILUS TLMNY B
KOH'IOTOBAHOI,
ACOPEBEOBAHOI 3a
nokasHukammn «Onuc nioginizaty»
Ta «Onuc nicns BiAHOB/IEHHA,
6e3 3MiH y MeTogj BUNPoBYyBaHHS.
TepmiH BBEAEHHS 3MiH - CepreHb
2021; 3miHu | TNy - pepakuiiiti
npaBKy B ONWCi METOANKM
BMNpo6yBaHHA BAKUWHW ON1A
MPOITAKTVKN IHOEKLIIN,
CMPNYNHEHWNX HAEMOPHILUS
TUMY B KOH'KOTOBAHOI,
ALCOPBEOBAHOI 3a NokasH1KOM
«BmicT pocchopy», 6€3 3miH y
meTogi BunpobyBaHHs. TepMiH
BBEEHHS 3MiH - ceprieHb 2021;
3MiHU | TUNY - pefakuiiiHi Npasky B
onuci MeToANKN BUNPOBYBaHHS
npw sunycky BAKUVHW ONA
MPODITAKTVKN IHOEKLIIN,
CNPUYNHEHWX HAEMOPHILUS
TUMY B KOH'KOTOBAHOI,
ACOPBOBAHOI 3a nokasHWKom
«BmicT caxapo3n», 6e3 3MmiH y
MeToAi BUNpo6yBaHHA. TepMiH
BBEAEHHS 3MiH - cepreHb 2021;
3MiHW | TUNY - pegakuiiHi npaBku B
onunci MeToAMK BUNPOGYBaHHS Npu
Bunycky BAKLWHW ANA
MPO®IIAKTUKM IHPEKLLINA,
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

CNPUYMHEHWX HAEMOPHILUS
TUMY B KOH'KOTOBAHOI,
ACOPEBEOBAHOI 3a
nokasHukamm «lgeHTudikais
Haemophilus» Ta «lgeHTudikauis
NpaBLLeBOro aHaTOKCUHY», 6e3
3MiH Y MeToax BUNPOOyBaHHS.
TepMiH BBEEHHS 3MiH - cepneHb
2021; 3miHu | TUNY - 3MiHa Y
MeToAuLi BUNpobyBaHHsA 3a
NOKa3HUKOM «TecCT Ha LiNiCHICTb
3aKPUTTA KOHTEHEpa», Lo
BWKOHYETLCA NPY BUBYEHHI
cTabinbHocTi BAKLUWHW AN1A
MPO®INTAKTUKN IHdJEKLJ,II7I,
CNPUYNHEHWX HAEMOPHILUS
TUMY B KOH'KOTOBAHOI,
ALCOPBOBAHOI — 3amiHa
6apBHUKa prbodnasiHy Ha
dnyopecueiH Ta BBeeHHS
iHCTPyMEHTaIbHOTO MeToay
aeTekuii. TepMiH BBEAEHHS 3MiH -
cepneHb 2021; 3MiHun | Tuny -
OHOB/IEHHS iHhOpMaUT Woa0
BMPOGHNYOro NpoLecy, HagaHH:
OHOB/IEHUX AaHWX LWOA0
pocnigpkeHb cTabifibHOCTI Ta
Y3rO[pKEHHS iHchopMaLii Mk
niueHsiamy 6e3 3MiH y BUPOBHNYIi
npaktuui gns BAKUMHW ONA
MPO®PINAKTNKN IHQ>EKLI,II7I,
CIMPNYNHEHWNX HAEMOPHILUS
TWUMY B KOH'KOFOBAHOI,

A COPEOBAHOI. TepmiH
BBEJEHHS 3MiH - cepneHb 2021

259.

MEHTAKCUM®
BAKLUWHA AN
MPO®INAKTUKN
ONOTEPII,
MPABLS,
KALLUTHOKY
(ALENIONAPHUIA
KOMIMOHEHT),
nonioMIENITY
IHAKTUBOBAHA
TA BAKUWHA ansa
MPO®INAKTUKN
IHPEKLLIA,

nopowok Haemophilus
influenzae Tuny b Ta
CYyCNeH3ist ANst iH'eKwiin
(0,5 mn); no 1 chnakory
3 nopowkom Ta 1
nonepeaHLo
3anoBHEHOMY LUMPULY
(0,5 mn) 3 NpuUKpINIEHO
ronkoto (a6o 2
OKpEMUMU rofiKamu), Lo
MICTUTb CyCrneH3ito aAns
iH'EKLii, B KAPTOHHIl
Kopobui; No 1 dpnakoHy 3

CaHocpi MNactep

PpaHuis

NOBHWI LMK
BMPOGHMLTBA,
3anoBHeHHs Ta

niodhinizauisa

(dbnakoHm),
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
CaHocpi NacTep ,
dpaHLis;
3anoBHeHHs Ta
niogpinizauis

®paHuis
ITanisa
YropLmHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHK | TUNy - 3MiHK 3 AkocTi. ADI.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIiAHWA/NPOMDKHWIA
NpoAyKT/peareHT, Wwo
BMKOPMCTOBYIOTLCS Y MpoLeci
BMPOGHMLTBA AD| (BUNYyYEHHS
He3HaYyHOro NokasHuka SKocTi
(Hanpukiag BUTyYEeHHS

3a peyernmom

UA/13010/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
CMPUYNHEHUX nopolukom Ta 1 (cbnakoHm): CAHOO®I 3aCcTapisioro NoKasHwka)) -
HAEMOPHILUS nonepeaHsLo C.N.A,, ITanis; BuganeHHs Tecty Mycoplasma
TIny B 3anoBHEHOMY LUNpULLY BTOPUHHE ONA cynepHaTaHTIB KOHTPOSIbHUX
KOH’IOTOBAHA, (0,5 mn) 3 NpuUKpINIEHO nakyBaHHs, BUNYyCK KMITUH y npoueci BUpobHNLTBa
AAQCOPBOBAHA ronkoto (a6o 2 cepii: CaHodi- iHaKTMBOBaHVX NONIOBIpYCIiB TUNIB

OKpeEMUMU rofikamu), Lo
MICTUTb CyCMeH3ito aAns
iH'eKLji, B cTaHAAPTHO-
€KCMOPTHIlA ynakoBsL,,
Aka MiCTUTbCS Y
KapTOHHI kopobui (3
IHCTpYKUieto Ans
MeANYHOro
3acTOCyBaHHS)

ABeHTic MpaiiBiT Ko.
Nta., Mnatdopma
NOTiCTUKN Ta
AncTpubyLii y m.
Bypanewr,
YropumHa

1, 2 Ta 3. TepmiH BBEAEHHSA 3MiH -
ciyeHb 2022; 3MiHn | TURY - 3MiHN
3 AKoCTi. A®I. KOHTponb AdI.
3MiHa y napameTpax
cneuudikauin Ta/abo gonycTummx
MeX, BU3HaYeHnX y cneuundikadisax
Ha A®l, a60 BUXiZHWIA/NPOMIDKHWIA
npoAyKT/peareHT, Wwo
BUKOPVCTOBYIOTHLCS Yy NPOLEC
BMPOGHMLTBA ADI (iHLLI 3MiHN) -
Bur3HaueHHs BMIiCTY
6akTepiasibHNUX eHAOTOKCUHIB Y
npoveci BUpobHULTBA
iHaKTMBOBaHMX MOMIOBIPYCIB TUMIB
1, 2 Ta 3 Ha cTagil
KOHLEHTPOBAHNX OUMLLIEHNX
BipycHux cycneHsiin (CPVS) Ta
MOHOB&a/IEHTHUX GasKiB 3amiCTb
KOHTPO/I0 Y NpoLeci BUPO6HULITBa
(IPC) Ha cTagii npomixHnx CPVS.
TepMiH BBEAEHHS 3MiH - CiYeHb
2022; 3miHun | TMny - 3MiHK 3
akocTi. A®l. KoHTposnb Adl. 3miHa
y MeTogax BunpobysaHHa A®l abo
BMXifHOro Martepiany/npomMixxHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPKEHNX MeTodax
BUNPOBYBAHHS) - 3MiHN Y
BMNPOOGYBaHHI NpU BU3HAYEHHI
aKTVBHOCTi 3BOPOTHOI
TpaHCKpUNTa3y MeToAoMm
donyopecueHTHO-MiYeHOI
3BOPOTHOI TPaHCKpunTasn
(FPERT, fluorescent product
enhanced reverse transcriptase),
LLI0 BUKOPUCTOBYETLCSA ANA
KOHTPO0 po60oy0i NociBHOT napTil
y NpoLieci BUPo6HULTBA
iHaKTMBOBaHMX MOMIOBIPYCIB TUMIB
1, 2 Ta 3. TepMiH BBEi€HHS 3MiH -
civeHb 2022; 3MiHu | TURY - 3MiHK
3 sikocTi. A®I. Bupo6HMUTBO (iHLLUi
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

3MiHK) - OHoBNeHHS po3ginis CTD
[OCbE ANA AiloYol peYOBUHU
Inactivated Vero Trivalent
Poliovaccine Bulk 3 meTot0
rapMoHisau,i iHndhopmadii Ta
OHOBJIEHHS AaHUX ANsi
BiAMOBIAHOCTI 3 MPOMMUC/IOBOID
OOKyMeHTauieto. TepMiH BBEAEHHSA
3MiH - ciyeHb 2022; 3MiHu | TUny -
3miHu 3 aKkocTi. A®l. KoHTponb
A®|. 3miHa y napameTpax
cneuudikayin Ta/abo gonycTummx
MeX, BU3Ha4YeHnX y creumdikayisx
Ha A®|, abo BYXigHWA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BMPOOHULTBa AP (3BY)XKEHHS
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneumdikauii Ha nikapcbki 3acobu,
[ANSA AKMX OTPUMYETLCA [,03BIN HA
BUMYyCK cepii Big, opiLiiiHoro
perynsTopHOro opraxy) -
3BY)XEHHSA [OMYyCTUMNX MEX Mpu
BM3HAYEHHI b6akTepiasibHUX
€HJO0TOKCUHIB y NpoLieci
BMPOOHULTBA Ai04OT PeYOBUHU
Inactivated Vero Trivalent
Poliovaccine Bulk 3 ? 50 IU/ml go
< 50 IU/ml. TepmiH BBeZleHHS 3MiH
- civeHb 2022; 3MiHu | TUny - 3MiHK
3 AkocTi. A®I. KoHTponb AdI.
3MmiHa y MeTogax BunpobyBaHHs
A®| abo BMXiAHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMpOo6HUMLTBA ADI (iHLWi 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKtovatoun 3amiHy abo
[0noBHEHHS) A®| abo
BUXiZAHOrO/NMPOMIXXHOr0 NPOAYKTY) -
[ofaBaHHA aflbTePHATUBHOIO
meTtoay MJIP 3 MmikpoMaTpryHUM
aHanizom (PCR and microarray)
0151 BU3Ha4YeHHs Mycoplasma Ha
cTagii 360py 0AMHUYHMX BipyCiB
(Single Virus Harvest) y npoueci
BMPOGHMLTBA IHAKTUBOBaHMNX
nosiosipycis TuniB 1, 2 Ta 3.
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TepmiH BBEAEHHS 3MiH - CiueHb
2022; 3MiHu Il TUnNy - 3MiHK 3
akocTi. A®l. BupobHMLUTBO. 3MiHM
B npoteci BMpo6HuuTea AdI
(3MiHa cTOCYEThCA aKTUBHOIT
PEYOBWHM
6io10riyHOro/iMyHOMOriYHOrO
NOXOMAXKEHHSA ab0 BUKOPUCTaHHSA
XiMiyHUX AD| y BUPOOHULTBI
nikapcbKoro 3acoby
6ionoriyHoro/iMmyHos10r4HOro
NMOXOKEHHS, SIKa MOXe MaTu
3HaYHUIA BNIMB Ha SKICTb, 6e3neky
Ta eDEKTUBHICTb NiKapCbKoro
3acoby, i He cTocyeTbCs
NPOTOKOAY) - 3MiHW Y NPOLECi
BMPOOHULITBA Ha cTag,ji
Concentrated Trivalent
Poliovaccine Bulk Ha oCHOBI
aHasi3y KpUTUYHOCTI npouecy,
nepernag napameTpis
BVMPOGHMLTBA. TEPMIH BBEAEHHS
3MiH - civyeHb 2022

260.

NEPLIIO
BOASAHOrO
EKCTPAKT

eKCTpaKT pigknii no 25
My donakoHi; no 1
dhnakoHy B nauui 3
KapToOHy; No 25 Mny
chnakoHax; no 25 mn y
chnakoHax, yKynopeHux
npobkamu-
KpanenbHULAMU; No 25
M1y o1aKoHi,
YKYMOpeHoMy Mpo6Koto-
KpanenbHueto, no 1
dhnakoHy B nauydi; no 50
My dhakoHax,
YKyrnopeHux npobkamu-
KpanensHuuamu; no 50
My dhnakoHi,
YKyrnopeHoMy Npo6Koto-
KpanenbHuLeto, no 1
dhnakoHy B nauuj

MpAT
PapmaueBTUyYHa
thabpuka "Biona"

Ykpaina

MpAT
PapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: 3miHu | Tvny - 3MiHu 3
siKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3miHa chopmu abo po3mipy
KOHTeliHepa un
3aKynoplBasIbHOTO 3acoby
(NepBUHHOT yNaKkoBKK)
(HecTepunbHI nikapcbki 3aco6m) -
BBEJEeHHSA [0AaTKOBUX YNakoBOK
no 25 mMn y dpnakoHax 3 cksiomacu
mapkm OC ($B-30-18),
YKynopeHux npobkamu-
KpanenbHuuamu 3 LDPE (2.2.E) Ta
kpywkamm (1.4 K) y nayui Ta 6e3
naudku, 3 BignoBigHMMM 3MiHaMK A0
p. «YnakoBka». 3MiHM SIKICHOro Ta
KiNbKICHOTO ck1agy nakyBaslbHOro
marepiany He Bigbynoch; 3MiHu |
TUny - 3MiHK 3 AKOCTi. [OTOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOrO JliKapCbKOro 3acoby.
3MiHa y MeTofax BUNPO6yBaHHA
roTOBOro NikapCbKoro 3acoby
(He3HayHa 3MiHa y 3aTBepMAKEHNX

6e3 peyenma

UA/0365/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

MeToAax BUNpPoGyBaHHS) -
BHECEHHS 3MiHM 00 MeTopais
KOHTPOJIO SIKOCTi JliKapCbKOro

3acoby n. «<06’em BMICTY
YNaKoBKW» (3MEHLLEHHS Ki/IbKOCTi
3paskiB, 06’'eM AKX BU3HAYAETLCS,
8o 1 donakoHy); 3miHum | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. Cuctema
KOHTeliHep/3aKynopoBanbHWi
3aci6. 3MiHa po3mipy ynakoBku
roTOBOro NikapcbKoro 3acoby

(3miHa macu/o6'emy BMICTY

KOHTeliHepa 6araTtof030B0ro
nikapcbkoro 3acoby Ans
HenapeHTepasbHOro
3acTocyBaHHs (abo
0/IHO,030B0Or0, YaCTKOBOrO
BMKOPUCTaHHS)) - BBEAEHHS
[0AaTKOBOrO PO3Mipy ynakoBku No
50 mn y chnakoHax 3 ckaomacu
mapkm OC ($B-50-18),
YKynopeHux npobkamu-
KpanenbHuusamu 3 LDPE (2.2.E) Ta
Kpuwkamm (1.4 K), 6e3 3miHu
NepBUHHOTO NaKyBas1bHOrO
marepiany Ta 3 BiAnoBiAHUMY
3miHamu go MKA N3 p. «Cknag»
Ta p. «YnakoBka» (3anponoHoBaHi
ynakoBkK: o 50 My hnakoHax
Ta no 50 mn y chnakoHi; no 1
hnakoHy B nayi) BeegeHHs 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPMKEHHS; 3MiHM | TNy -
3MiHV Wwoao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHW BHECEHI B TEKCT MapKyBaHHS
YyNaKoBOK NiKapCbKoro 3acoby
(n.17) woao HaHeCEeHHs TOProBoi
Mapku (BBefeHHs 3MiH NPOTAroM
6-TV MicsALIB MiCNs 3aTBEPLKEHHS)

261.

nineyq,
BOCHAEK®

cnpeii HaLKipHUIA,
pPO34mnH 2% no 60 mny
dnakoHi 3
posnuntoBayem; no 1
(h/1aKOHY B KapTOHHii
Kopoo6Li

BocHanek g.4.,

BocHis i
lepuerosuH
a

BocHanek g.4.,

BocHis i
epueroBuH
a

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:
3MiHW | TUMY - 3MiHX 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHn
y BUPO6HULTBI. 3aMiHa abo
BBEAEHHS [0AATKOBOI AifbHML,
BMPOGHULITBA /18 YaCTUHU abo

6e3 peyenma

UA/1840/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BCbOr0 BUPOOHMYOro npouecy
roToBOrO NiKapcbKoro 3acoby.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB MiCNA 3aTBEPPKEHHS;
CYNYTHS 3MiHa: - 3MiHM 3 SIKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Yy BUPOBHMLTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
rOTOBOrO /iKapCbKOro 3acoby.
BBegeHHs1 3MiH npoTAarom 6-Tu
MiCALiB Micna 3aTBepKEHHS. -
3MiHu 3 siKoCTi. FOTOBWIA
nikapcbkuii 3aci6. 3miHn y
BUPOGHUUTBI. 3MiHa po3Mmipy cepii
(BKNtOYarOUN AianasoH po3mipy
cepii) roToBOro NikapcbKoro
3acoby (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPKEHUM
po3mipom). BBefieHHs 3MiH
NpPOTAroM 6-Tu MicAuiB nicns
3aTBEPAKEHHS. - 3MiHU 3 AKOCTI.
["oTOBWMIA NiKapcbKuii 3aci6.
Cuctema
KOHTelHep/3akynoptoBasibHUiA
3acib nepeHeceHHs1 BUPOGHMLTBA
pigKnX Ta HaniBTBEpANX
nNikapcbknx g)opm 3 BUPOOHNYOT
AinbHUUI 1 Ha BUPOOHUYY
AinbHMLLO 2, Lo po3TalloBaHa 3a
Tieto X camoto agpecoto: 71000,
Capaeso, HOkiueBa, 53, BocHis i
I'epuoroBuHa. Fk HacniAoK 3MiHW
MiCL BUPOOHULTBA: - 36i/bLUEHHSA
po3mipy cepii 113 3 120 n (2 000
dhnakoHiB) Ta 200 n (3 333
dnakoHiB) Ha 400 n (6 666
(h/1aKOHIB); - HE3HAYHI 3MiHV B
onuci BUpo6HM4oro npouecy,
3MiHW AOMNYCTUMUX MEX
napameTpiB TEXHO/OrYHOro
npouecy; - He3HayHe 36iNbLUeHHs]
PO3Mipy BTOPUHHOI YNaKoBKu
(kapTOHHOI KOpo6kK) 3 122 x 56,5
X 49 Ha 122 x 57 x 52. BBefieHHA
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHSA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
262. | Nineyqn cnpeii HaLKipHWUIA, BocHanek 4.4., BocHist i BocHanek g.4., BocHis i BHECEHHS 3MiH 40 peecTpalinHmx 6e3 peyenma UA/1840/01/02
BOCHAJIEK® pPo34mnH 5% no 60 MmNy l'epuerosuH epueroBuH martepianis:
dnakoHi 3 a a

posnuntoBayem; no 1
(b/1aKOHY B KapTOHHii
Kopoo6Li

3MiHW | TUMY - 3MiHX 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHu
y BUPOGHMLTBI. 3amiHa abo
BBEAEHHS OAATKOBOI AiflbHML,
BMPOGHULITBA AN15 YaCTUHU abo
BCbOro BUPOGHMYOro npovecy
rOTOBOrO /iKapCbKOro 3acooy.
BBegeHHs1 3MiH npoTsarom 6-Tv
MiCAILiB Nicns 3aTBepPKEHHS;
CYMYTHS 3MiHa - 3MiHW 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
Y BUPOGHULTBI. 3MiHW y npoueci
BVMPOGHMLTBA rOTOBOIO
nNiKapcbKoro 3acoby, BKIHOYAKUN
NPOMIKHUIA MPOAYKT, WO
3aCTOCOBYETLCA MPU BUPOOHULITBI
rOTOBOrO JliKapCbKOro 3acoby.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB MiCNSA 3aTBEPAYKEHHS. -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHULTBI. 3MiHa po3mipy cepil
(BK/OYAKOUN Aiana3oH po3mipy
cepil) roToBOro nikapcbKoro
3aco6y (36inbweHHsA fo 10 pasis
NOPIBHSHO i3 3aTBEPIKEHVM
po3mipom). BBeaeHHS 3MiH
NpoTArom 6-T1 MicALiB nicns
3aTBEPIKEHHS. - 3MiHM 3 AKOCTI.
[oTOBWIA NikapcbKuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBabHWi
3acib nepeHeceHHs BUpoOHMLTBA
pigKkux Ta HaniBTBEPAMX
nNikapcbknx )opm 3 BUPOOHNYOT
OinbHUU 1 Ha BUPOGHMYY
AiNbHULIO 2, WO po3TalloBaHa 3a
Ti€lo X camoto agpecoto: 71000,
CapaeBo, FOkiveBa, 53, BocHis i
I'epuoroBmHa. Fk HaciA0K 3MiHW
MiCLs BAPOOHMLTBA: - 36i/TbLUEHHS
po3mipy cepii M3 3120 n (2 000
donakoHiB) Ta 200 n (3 333
dhnakoHiB) Ha 400 n (6 666
hNakoHIB); - HE3HAYHI 3MiHV B
Onuci BUPO6GHMYOro npouecy,
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3MiHW AONYCTUMUX MEX
napameTpiB TeXHO/I0M4HOro
npouecy; - He3HauHe 36iMbLUeHHS
PO3Mipy BTOPUHHOI yNaKoBKu
(kapTOHHOI kKOpO6kKM) 3 122 X 56,5
X 49 Ha 122 x 57 x 52. BBefieHHsA
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
263. | NMK-MEPL, TabneTkn, BKPUTI Mepy, HimeuunHa Knoke ®apma- HimeyunHa BHECEHHS 3MiH 0 peecTpauiiHnX 3a peyenmom UA/9031/01/01
NAiBKOBOK 060I0HKOMO, dapmacbloTikanc Cepgic 'mM6X, marepianis:
no 100 mr, no 10 M6X HimeuyunHa
TabneTok y 6nictepi, no (nepeuHHe Ta 3MiHW | TUY - 3MIHW WOAO
3 a6o no 9 6nicTepiB y BTOpPUHHE 6Geanek/echekTBHOCTI Ta
KapTOHHIA KOopoo6Li nakyBaHHs); Kn_OKe (hapMaKoHar sy - OHOB/IEHHS
®apma-Cepsic TEKCTy MapKyBaHHS yNaKkoBKM
TMO6X, HimeuunHa NIKapCbKOro 3acoby 3 BHECEHHSAM
(npoaykuis in-bulk); iHchopmalLLii 00 3a3HaYeHHs
Mepu ®apma MmoX i OAVHULL BUMIDIOBAHHS Y CUCTEMI
Ko. KlaA, S|
HimeuyunHa
(BMPOGHYMK
BiANOBiAa/IbHWIA 3a
BMnyck cepii); Mepy,
dapma 'm6X i Ko.
KraA, HimeuunHa
(nepBuHHe Ta
BTOPWHHE
nakyBaHHs)
264. | NOAOPOXHUKA nneta no 50 ry navkax 3 MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/2263/01/01
BE/MMKOIro BHYTPILLUHIM MakeToMm; no PapmaLeBTUYHA PapmaueBTUYHA marepianis:
nnCcTA 1,5 ry chinbTp-nakeTi; no chabpvka "Biona" thabpuka "Biona"
20 cpinbTp-nakeTis y 3MiHM | TUNY - 3MiHK WO/0
naqui 6e3nekn/ecPekTUBHOCTI Ta
hapmakoHarnsigy - 3MmiHM BHECEHI
B TEKCT MapKyBaHHS yNakoBOK
nikapcbkoro 3acoby (n.17) woao
HaHeCceHHsA TOProBoi Mapku
265. | NONNHY lrNPKOro Tpasa, no 50 r y naykax MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaviinHmx 6e3 peyenma UA/2264/01/01
TPABA 3 BHYTPILLHIM NakeToM PapmaLeBTUYHa PapmaneBTUYHaA marepianis:

thabpuka "Biona"

thabpuka "Biona"

3MiHK | TNy - 3MiHK WoA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
3MiHM BHECEHI B TEKCT
MapKyBaHHS1 yNakoBOK J1ikapCbKOro
3aco6y (n.17) Wwoa0 HaHeCeHHs
TOProBOi MapKu
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

266.

MONIAEKCA 3
DEHITE®PPUHOM

cnpeii Ha3asTbHUIA,
po34mnH no 15 mny
dnakoHi 3
posnuntoBayem; no 1
(b/1aKOHY B KapTOHHii
Kopoo6Li

NabopaTtopii
Bywapa Pekopaarti

®paHLis

CodpapTekc

®paHuis

BHECEHHS 3MiH 40 peecTpalinHmx
martepianis:

3MiHKM | TURY - 3MiHK WOoA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy. BeegeHHs a6o
3MiHW [0 y3araslbHEHUX AaHuX Mpo
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, yNIOBHOB&XXEHOI
ocobu, BiANoBiAa/IbHOT 3a
3pjiicCHeHHs chapmakoHarnagy
(BK/IHOYAKOYUM KOHTAKTHI AaHi)
Ta/abo 3MiHV Y PO3MILLEHHI
MacTep-caiina cuctemu
thapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CO6M 3asiBHMKA,
BiANOBiAa1bHOT 3a
thapmakoHarnsag.
MponoHoBaHa pepakuis: Paola
Pirovano. 3miHa KOHTaKTHUX
[aHvx ynoBHOBaXeHOI 0cobw,
BiANOBIA&/IbHOT 32
thapmakoHarnag.
3MiHa MicLsa 34iliCHEHHA OCHOBHOI
LifNbHOCTI 3 hapmakoHarnsgy

3a peyernmom

UA/2831/01/01

267.

MONDKNHAKC

Kancysim BariHasibHi, no
6 kancyn y 6nictepi, no
1 a6o 2 6nictepu B
KapTOHHI KOpOOL

Na6opatopis
IHHOTeK
IHTepHacbiioHab

PpaHuis

Bupo6HMK,
BiANOBiAa/IbHWIA 3a
nakyBaHHS,
KOHTPO/b | BUMYCK
cepii: IHHOTepa
LLysi, ®paHuis;
Bupo6HMK,
BiANOBiAa/IbHWIA 3a
BUPOBHMLTBO in
bulk: KataneHt
®paHy, BeiHxelim
CA, ®paHuia abo
CBICC KETC Al,
LBeiiuapis

PpaHuis/
LLiBefiuapis

BHECEHHS 3MiH 40 peecTpaLinHmx
Marepianis: 3miHu Il Tuny - 3MiHK
ofo 6e3nekn/edekTMBHOCTI Ta
thapmakoHarnsgy. 3mMiHu y
KOPOTKIil XapakTepucTuui
NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTPYKLU|ii Ans
MeAMNYHOr0 3aCTOCYBaHHSA y
3B'A3KY i3 HOBUMM JaHNMU 3
SKOCTi, AOKMIHIYHUMU, KAIHIYHUMUW
JaHuMK Ta iaHumm 3
thapmakoHarnsgy - OHoBNeHO
iHchopmavito y posginax
"Moka3aHHa" (pegaryBaHHs TEKCTY
3 YTOYUHEHHAIM iHdopMmalLi),

3a peyenmom

UA/10193/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
"Mo6iuHi peakwyi” iIHCTPYKUIT Ans
MeAUYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby BiANoBiAHO A0
marepianis peecTpaujinHoro
[OCbE.
BBefieHHs1 3MiH NpoTArom 6-Tu
MiCALIB NicNs 3aTBEPAKEHHS
268. | NPEBEHAP® 13/ CYCNeH3is AN iH'eKuili MOANIEP CWA Baet CWA BHECEHHS 3MiH 1O peecTpaviiHnX 3a peyenmom UA/15864/01/01
PREVENAR® 13, no 1 gosi (0,5 mn)y EWY.CLMI. dapmaceyTuKasic, Benebris marepianis:
BAKUVHA nonepeaHsLo KOPMOPENLLH Benwvka BpuTtaHis; IpnaHgjs
NMHEBMOKOKOBA HanoBHEHOMY LUNPUL; Mdpaiizep Benuka 3MiHU | TUMY - 3MiHU LWOAO
MONICAXAPUAHA no 1 nonepeaHL0 MeHtochekuypuHr BpuTtaHis Besrnekn/edheKTUBHOCTI Ta
KOH’''OTOBAHA HanoBHEHOMY LUNPULY Benbrisa HB, hapmakoHarnsigy. BeegeHHs abo
(TPUHAQUATUBA Ta OfHilA BilOKpeMeHil Benebrist; Mdpaiizep 3MiHN [0 y3araslbHEeHNX AaHUX Npo
JIEHTHA ronul s ) Ipnena cucTemy chapmakoHarnsgy
AACOPBOBAHA) iHAMBIOYa/TbHOMY YOX/i PapmaceyTuKasc, (BBEAEHHSA y3araslbHEHUX AaHNX
Y 3aKpuTOomy IpnaHgis; bakctep Mpo cucTeMy hapMakoHarnsiay,
NNacTMKoBOMY PbapmaceyTukan 3MiHa yNOBHOBaXEHOT 0co6M,
KOHTelHepi; no 1 ContowuHe N11C, BiANOBIAANLHOT 32 34iJCHEHHS
NNacTUKOBOMY . CLUA chapmakoHarnaay; KOHTakTHOI
KOHTENHEPY Y KAPTOHHIN 0co6u 3 thapmakoHarnagy
kopoou 3asBHUKA A1 3AINCHEHHS
thapmakoHarnagy B YKpaiHi, AKLio
BOHa BiZiMiHHa Bif, YNOBHOBaXeHOT|
ocobw, 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/IbHOI 3a 34iACHEHHSI
chapmakoHarnsgy: MponoHoBaHa
pepakuis: bapbapa [le BepHapgi/
Barbara De Bernardi. 3miHa
KOHTaKTHUX A@aHNX YNOBHOBaXKEHOI
0cobu 3asBHWKa, BiANOBIAAbHOI
3a 3[jiicHeHHs hapmakoHarnsgy
269. | NPEHECA® Tabnetkn no 8 mr, no 10 KPKA, a.4., Hoso CnoseHis KPKA, a.4., Hoso CnoBeHis BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/5145/01/03

TabneTtok y 6aictepi; no
3 abo no 6, abo no 9
6nicTepiB B KAPTOHHIlA
Kopoo6Li

MecTo

mecTo, C/1oBeHis
(BMpOGHMLTBO "in
bulk", nepBrHHe Ta
BTOPWHHE
nakyBaHHs,
KOHTpONb cepii Ta
BMNycK cepii); KPKA,

marepianiB: yTO4YHEHHA
HanucaHHA [03yBaHHA B HaKasi
MO3 Ykpaiuu Ne 347 Big,
24.02.2021 B npoLieci BHECEHHS
3MiH BignoBigHO A0
peecTpauiiiHoro nocBig4eHHA
3a Ne UA/5145/01/03 (3miHu | Tuny
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KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu

Howmep

n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

Kpaina Bupo6HuK

3asiBHUKa

BUPOGHUKa

- 3MiHM 3 SIKOCTi. [0TOBMIA

Bionycky

peecmpayiliHo2o
nocsio4yeHHs

A0.4a., Hoeso mecTo,
CnoBeHis (KOHTpONb
cepii)

YkpaiHa AT "BITAMIHWN"

Ykpaina

nikapcbkuii 3aci6. 3miHn y
BMPOGHULTBI. 3MiHN Y NpoLeci
BMPOOHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - 3MiHA y Mpoueci
BMpOOHULTBA, a came eTanis
3MiLLyBaHHS CyXOro rpaHynsTy -
[0AaBaHHA Lenonosu,
MIKpOKpUCTasTivyHOI B ABa eTanu.
3arasibHa KifbKiCTb yCix
IHrpeaieHTiB 3aUIMLIaETbCA
HE3MiHHOI0; 3MiHU | TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3aci6.
3MiHU Y BUPOGHMLTBI. 3MiHK
BMNPO6YBaHb abo A0NyCTUMUX
MeX, BCTAHOB/IEHUX Y
cneuudikauisix, nig yac
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby (iHLUi 3MiHK) -
3MiHa 4acTOTW BHYTPILLHBOIO
KOHTPO/O TabNeTok 3a
NoKasHUKaMW KOHTPO/Tb Barm,
TBEpAOCTi Ta AiameTpa LoA0
KOHTpO/t0 y na6opatopii. AkicTb
NPoAyKLii 3a/MLIaeTbes
He3MiHHO. BBeaeHHS 3MiH
NPOTAroM 6-Tu MicAuiB nicns
3aTBepMKeHHs). Pepakuis B
Hakasi: TabneTku no 4 mr, no 10
Tabnetok y 6nictepi; no 3 abo no
6, 260 no 9 6nicTepiB B KAPTOHHIi
Kopo6ui. BipHa pepakuis:
Ta6neTkn no 8 mr, no 10
Tabnetok y 6nictepi; no 3 a6o
no 6, a6o no 9 6Gnictepis B
KapTOHHili Kopoo6Li.
BHECEHHS 3MiH 40 peecTpaLinHmx

6e3 peyenma

UA/4889/01/01

270.

NMPUCUNKA
ONTAYA

nopotuok no 50 ry 6aHui
nnacTmacosiii; no 1
6aHLi B nayLi 3 KapToHy;
no 50 r y KoHTeliHepax
noniMepHnX

AT "BITAMIHA"

marepianis:

3MiHK | TUNY - 3MiHW 3 AKOCTI.

Ceprtucpikat BignosigHocTi/l'E-

cepTuduikaTt BiAMNoOBIAHOCTI
€Bponeiicbkili

hapmakonei/moHorpadii.
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

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) -
HoBwii cepTudikar Big HOBOro
BMPOGHMKa (3aMiHa abo
[IOMOBHEHHS) - NOAAHHSI HOBOTO
cepTudpikaTa BignoBigHOCTI
€Bponelicbkiit hapmakonei Ne R1-
CEP 2012-347-Rev 00 gnsa gitoyoi
peyoBuMHM Zinc oxide Big HOBOro
BMpo6HMKa EVERZINC
NEDERLAND B.V., Netherlands

271.

NMPUYENN TPABA

Tpasa no 50 r y naukax 3
BHYTPILLHIM NakeToMm; no
1,5 ry cpinbTp-nakeTi; no
20 nakeTiB y nauui

MpAT
dapmaueBTUyYHa
habpuka "Biona"

YKpaiHa

MpAT
PapmaueBTMyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:

3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnsagy - 3miHv go n. 17
«|HWe» TeKCTy MapKyBaHHS:
BHECEHHS rpadiiyHoi Ta TEKCTOBOT
iHhopmaLii WwoA0 ToproBoi Mapku,
nig sikotro byae peanisysaTucs
nikapcbkunii 3aci6

6e3 peyenma

UA/2265/01/01

272.

NPIOPVKC™ |
PRIORIX™
KOMBIHOBAHA
BAKLVHA AN1A
NMPO®INAKTUKN
KOPY,
EMIAEMIYHOTO
NAPOTUTY TA
KPACHYXM

niodpinizaT ANs posumHy
Ans iH'ekuin, 1
MOHOA,030BUIi (h1aKkoH
(1 po3a) 3 niodpinizatom
Y KOMMN/EeKTi 3
PO34MHHKKOM (BOAa AN
iH'eKLji1) y nonepeaHbO
HaNoOBHEHOMY LUMPUL Ta
[ABOMa rofikamv B
KapTOHHI kopo6ui; 100
MOHOZA030BuMX (1 fo3a)
dhnakoHiB 3
niocpinizatom y
KOMM/IEKTI 3

FnakcoCmiTKnsiiH
Ekcnopt Mimiteq

Benvka
BpuTaHis

nakcoCmiTKnsiiH

Bionomxikans C.A.

Benbris

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHu Il TUny - 3miHK 3 AkocTi. API.
KoHTponb A®I. 3miHa y meToaax

BunNpobyBaHHA APl abo BMXigHOTO
marepiany/npomiKHOro
npoaykTy/peareHty, Lo

BMKOPUCTOBYETLCS Y NPOLIECI
BMpOG6HMLTBA ADI (CyTTEBA 3MiHA

6ionoriyHoMy/iMmyHoNOriYHOMY/iMYH
OXiMiYHOMY MeToZi BUNPobyBaHHS
abo meToai, y AKomy
BMKOPUCTOBYETbLCS BionoriyHuii

3a peyenmom

UA/13694/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep

n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o

ynakoska) nocsi04YeHHs1
PO34MHHKKOM (BOAA ANs peareHT ans 6ionoriyHoro Adl,
iH'ekujin) B amnynax Ne abo ioro 3amiHa) - 3miHa meToay
100 B oKpeMiii ynakosLy; BMNPOGYBaHHS 3a NOKA3HUKOM
1 MynbTUA030BWiA «lgeHTudikayis» (Identity), skuia
donakoH (2 posn) 3 BMKOHYETbLCS N1 measles,
niocpinizatom y mumps and rubella monovalent
KOMM/IEKTI 3 bulks Ha eTanax BupobHuLTBa
PO34MHHKKOM (BOAa ANs niroumnx pevosuH Single Harvest Ta
iH'eKUili) B amnyni; no Virus pool. 3aTBepgxeHo: ldentity:
100 wryk hakoHiB Ta Seroneutralisation.
amnysn B oKpemMumx 3anponoHoBaHo: ldentity: Reverse
Kopobkax Ttanscription Quantitative-
Polymerase Chain Reaction (RT
Q-PCR); 3MiHu Il TUNY - 3MiHK 3
AKOCTi. FOTOBMIA Nnikapcbkuii 3acio.
KOHTpO/b roTOBOrO NliKapCbKOro
3acoby. 3miHa y meTofax
BMNPOBYBaHHA rOTOBOrO
nikapcbKoro 3acoby (cyTresa
3MiHa y
6ionoriyHomMy/iMmyHONOriYHOMY/iIMYH
OXiMiYHOMY MeToZi BUNPObyBaHHS
abo meToai, y AKomy
BUKOPWCTOBYETLCA 6Gi0NOriYHNIA
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapaTty
NOPIBHAHHA (CTaH4apTHOTO
npenapary), Lo He 3a3Ha4YeHnin y
3aTBepXeHOMY NPOTOKON) -
3miHa meTogy BUNPObyBaHHA
rOTOBOrO JliKapCbKOro 3acoby 3a
NOKa3HWKOM «laeHTudikauis»
(Identity), sikMii BUKOHYETbCS ANA
KOMMOHeHTIB measles, mumps Ta
rubella. 3atBepmxeHo: Identity:
Seroneutralisation.
3anponoHoBaHo: Identity: Reverse
Ttanscription Quantitative-
Polymerase Chain Reaction (RT
Q-PCR)

273. | NPIOPUKC- niochinizoBaHuii nakcoCmiTKnsiAH Benvka nakcoCmiTKnsiiH Benbris BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/16549/01/01
TETPA™ NOPOLLIOK ANs iH'ekujnn, 1 Ekcnopt flimiteq BpuTanis Bionogxikans C.A marepianis:
KOMBIHOBAHA b/1aKoH 3 MOPOLLKOM Y 3MiHM Il Tuny - 3MiHK 3 skocTi. AdI.
BAKUVHA ANA KOMMNEKTI 3 KoHTponb A®L. 3miHa y MeToAax
MPO®INAKTUKN PO34MHHKKOM (BOAA NS BunpobysaHHA APl abo BMXigHOTO
KOPY, iH'exuiii) no 0,5 mn (1 marepiany/npomikHOro
ENIAEMIYHOIo [03a) y nonepeaHL0 npoAykTy/peareHTy, Lo
NMAPOTUTY, HanoBHEHOMY LnpuLi (y BMKOPUCTOBYETLCS Y NPOLIECI

KPACHYXWU TA

KOMMJ/IEKTI 3 AsomMa

BMpo6HULUTBa AP (CyTTEBA 3MiHA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BITPSAHOI BICNWA,
XVBA
ATEHYWOBAHA

ronkamun abo 6e3 rosnok)
abo y amnynax y
BaKyyMHiii CTEPUNbHIiA
ynakosLi; no 1
BaKyyMHill CTEpUNbHIl
YNaKoBLIi Y KApTOHHiiA
Kopo6ui; 1 dnakoH 3
MOPOLLKOM Y KOMMJIEKTi 3
PO34nHHKKOM (BOAA NS
iH'exuiii) no 0,5 mn (1
[03a) y nonepegHL0
HanoBHeHOMY LnpuLi (y
KOMN/ekTi 3 ABOMa
rosikamu) y BakyyMHii
CTepusbHIll ynakoBLi; No
10 BakyyMHUX
CTepU/IbHUX YNakoBOK Y
KapTOHHi Kopobuj; 1
h/1aKOH 3 NOPOLLKOM Y
KOMM/EKTi 3
PO34nHHKKOM (BOAA ANA
iH’exuiii) no 0,5 mn (1
[03a) y nonepegHb0
HanoBHEHOMY LLUNPULL y
BaKyyMHiil CTepUbHIl
ynakosui; no 1, 10, 20
a60 50 BaKkyyMHMX
CTepU/IbHUX YNakoBOK y
KapTOHHI kopobuj; 1
h1aKOH 3 MOPOLLUKOM Y
KOMNeKTi 3
PO34MHHKKOM (BOAa ANs
iH'ekwiid) no 0,5 mn (1
[03a) B amnysi y
BaKyyMHill CTEpUNbHIl
ynakosui; no 1, 10 a6o
100 BakyyMHUX
CTepU/IbHUX YNakoBOK Y
KapTOHHiiA Kopo6Li

y
6ionoriyHomy/imyHonoriYHomy/imyH
OXiMiYHOMY MeTofi BUNPOByBaHHSA

abo meTogi, y Komy
BMKOPUCTOBYETHLCS GionorivHuii
peareHT ans 6ionoriyHoro Adl,
abo ioro 3amiHa) - 3miHa meToay
BUMPOOYBaHHSA 3a NOKa3HWKOM
«laeHTndikauis» (Identity), akuii
BUKOHYETbLCA A4/19 measles, mump,
rubella and varicella monovalent
bulks Ha eTanax Bupo6HULTBA
aitounx pevoBuH Single Harvest Ta
Virus pool. 3aTBepaxeHo: ldentity:
Seroneutralisation.
3anponoHoBaHo: ldentity: -
Reverse Ttanscription
Quantitative-Polymerase Chain
Reaction (RT Q-PCR) for measles,
mump, and rubella, - Quantitative-
Polymerase Chain Reaction (Q-
PCR) for varicella; 3miHu Il Tvny -
3MiHu 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roTOBOro NikapcbKoro 3acoby
(cyTTeBa 3miHa y
6ionoriyHomy/imyHonoriYHomy/imyH
OXiMiYHOMY MeTofi BUNPOByBaHHSA
abo meTogi, y Komy
BMKOPUCTOBYETLCS GionorivHuii
peareHT, abo ix 3amiHa, abo
6ionoriyHoro npenapary
NOPIBHAHHA (CTaH4apTHOro
npenapary), Lo He 3a3HayYeHuit y
3aTBEPAKEHOMY NPOTOKON) -
3MiHa meToay BUNPO6YBaHHSA
roTOBOrO JliKapCbKOro 3acoby 3a
nokasHuKoM «lgeHTundikauis»
(Identity), sikMin BUKOHY€ETbCA ANA
KOMMOHEHTIB measles, mumps,
rubella and varicella.
3arBepmxeHo: Identity:
Seroneutralisation.
3anponoHoBaHo: ldentity: -
Reverse Ttanscription
Quantitative-Polymerase Chain
Reaction (RT Q-PCR) for measles,
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
mump, and rubella. - Quantitative-
Polymerase Chain Reaction (Q-
PCR) for varicella
274. | NPOXEKTA® pO34uH ANs iH'ekuin, 20 AT "®apmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/12798/01/01

BO/mMnno 1 mn B
amnyni; no 10 amnyn y
nauuj; mo 1 mn B ammnyni;
no 5 amnyn y 6nictepi;
no 2 6nictepu B naywj 3
KapToHYy

mMaTtepianis: 3miHu | TNy -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3anBHUKa (BacHuKa
peecTpauiiiHoro nNoceig4yeHHs)
3MiHa Ha3BW Ta afpecu 3asBHUKA.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiICALIB MiCNSA 3aTBEPAKEHHS.
3MiHu | TUNY - AgMiHICTpaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micusa
NPOBaKEHHS AiNIbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHUK/iMNIOpPTEp, BK/IKOYAKO4M
BWMNYCK Cepiii) 3MiHa Ha3Bu Ta
agpecy BupobHuka Ma3.
BBegeHHs1 3MiH npoTsarom 6-Tu
MiCAILiB NicNs 3aTBEPIKEHHS.
3MiHu | TUnYy - 3MiHK Woao
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHwn)
3amiHa po3giny "MapkyBaHHS.
BignoBigae HafaHoMy TeKCTy
MapKyBaHHS" Ha po3zin
«MapKyBaHHs. 3rifgHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs1» B 3aTBEPKEHUX
MK$A 13.0OHOBNEHHSA TEKCTY
MapKyBaHHS YNakoBKV NikapCbKoro
3acoby 3 BHeCEHHsIM iHdhopMaLii
LLI0A0 3a3HAYEHHS OANHULb
BVMIipIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHu | TURY - 3MiHK 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
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BUKOPVCTOBYHOTBCS Y NPOLECI
BMPOGHMLTBA AD| (ONOBHEHHS

cneuudikaLii HOBUM NOKa3HUKOM
SKOCTi Ta BiANOBIAHNM METOAOM
BMNPO6YBaHHSA) BHECEHHSA 3MiH 0
Cneuucpikauii APl BasonpecuH,
30KpeMa: JOMNOBHEHHS po3giny
"lpeHTudpikauis” Tectom Mac-
cnekTpoMeTpil 3 BiANOBIAHUM
MEeTOA0M BUMPOGYBaHHSA. 3MiHu |
TMNy - 3MiHK 3 AKocTi. API.
KoHTponb A®l. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuucpikalisx Ha A®l, abo
BUXiAHWA/NPOMDKHWIA
npoAyKT/peareHT, LWwo
BMKOPUCTOBYHOTLCSA Y MpoLeci
BMPO6HMLTBA ADI (3BY)KEHHSA
[OMYCTUMUX MEX, BUSHAUYEHUX Y
cneuudikawyii)
BHECEHHS 3MiH J0 Crneumndikaui
A®I BasonpecuH, 30Kkpema:
3BY)XXEHHS [OMYCTUMUX MEX 3a
nokasHukom "bakTepiasibHi
€HA0TOKCUHW"; [OMNOBHEHHA
BiAMNOBIAHWM MOCUIAHHAM Ha
aitody pegakuio EP.
3aTBepkeHo: He binbLue 100
MO/Mr 3anponoHOBaHO: MeHLUEe
10 MO/mr 3MiHn | TUny - 3MiHu 3
AKocTi. A®l. KoHTponb A®I. 3miHa
y napameTpax crneuudikavii
Ta/abo fonycTMMUX MEX,
BM3HAYeHUX y cneuudpikauisx Ha
A®|, 260 BUXigHWIA/NPOMIDKHNIA
npoAyKT/peareHT, wWwo
BUKOPVCTOBYHOTHCS Y NPOLECI
BMPOGHMLTBA AP (3BYXKEHHSA
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuunagikaLii) BHECEHHS 3MiH [0
Cneuucpikauii APl BasonpecuH,
30Kpema: 3BY)XEHHS JONyCTUMUX
MeX 3a NMOKa3HUKOM
"Tpucptopourosa kucnora". 3MiHn
| TNy - 3miHK 3 AkocTi. AdI.
KoHTposnb A®L. 3miHa y

napameTpax cneuudikauii Ta/abo

A0NnyCTUMNX MEX, BUSHAYEHUX Y
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

cneuudikalisx Ha Adl, abo
BUXIiAHWIA/NPOMIKHWIA
npoayKT/peareHT, Wo
BUKOPVCTOBYHOTBCS Yy NPOLEC
BUpoOHULUTBa AP (iHLLI 3MiHW)
BHECEHHS 3MiH f0 Cneumndikauii
A®| BasonpecuH, 30kpemMa: 3a
nokasHukom "KinbkicHe
BU3HAYEHHS" fofaBaHHsA
HOPMYBaHHS KisIbKiCHOTO BMICTY
Ba30NPECUHY; JOMOBHEHHS
BiAMNOBIAHWM MOCUIAHHAM Ha
aitody pegakuito EP. 3MiHn | Tuny -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. KoHTponb
rOTOBOrO JliKapCbKOro 3acoby.
3MmiHa y MeTogax BunpobyBaHHs
roToOBOro fikapcbKoro 3acoby (a5
NpUBELEHHS Y BiANOBIAHICTb 3
L®Y abo EBponelicbkor
hapMakoneero Ta BUYyYEHHS
NnoCcWNaHHA Ha 3acTapinunii
BHYTPILLHI MeToA, BUNPOBYBaHHS i
l0ro HoMep) BHECEHHSI 3MiH [0
MeTogis BunpobyBaHHs /13 3a
NokasHUKoOM "CTepunbHiCTb",
30KpeEMa: BUTyYEHHSI MOBHOTO
Onuncy NpPoBefeHHA MEeTOANKU;
[OMOBHEHHS BigNOBigHUM
nocunaHHsAM Ha fjlouy pefakLito
EP. 3miHu | Tuny - 3miHK 3 AKOCTI.
CepTudbikat BignosigHocTi/lE-
cepTuddikaTt BiANOBIAHOCTI
€Bponeiicbkii
thapmaxonei/MoHorpadii. 3MiHu,
noB'sA3aHi 3 HEOOXIAHICTIO
npuBELEHHS Y BiANOBIAHICTb A0
MoHorpadii 4dY abo
€Bponeiicbkoi thapmakonei, abo
iHLIOT HauioHasIbHOI dhapmakonei
nepxasun €C (3miHa y
cneumdikauisx, nos'AsaHa 3i
3miHamu B ®Y, abo
€Bponeiickkili hapmakonei, abo
iHWIili HawioHanbHIK hapmakonei
aepxasun €C) BHECEHHS 3MiH [0
Cneuundpikauii APl BasonpecuH,
30KpeMa: KpuTepii NPUAHATHOCTI
3a NokasHukoM "MikpobiosioriyHa
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

yuctoTta" NnpuBeAeHo y
BignoBigHICTbL Ao BMMOT EP Ta
[OKyMeHTauii BUpo6HuKa. 3MiHu |
TUny - 3MiHK 3 skocTi. AdI.
KoHTponb A®L. 3miHa y MeToAax
BunpobysaHHA APl abo BMXigHOTO
marepiany/npomikHOro
npoayKTy/peareHTy, Wwo
BMKOPUCTOBYETLCA Y NPOLIECI
BMPOGHMLTBA AD| (HE3HAYHI 3MiHN
y 3aTBEPMXEHNX MeTodax
BMNPOGYBaHHSA) BHECEHHS 3MiH A0
MeTogis BunpobyBaHHsA AdI
BasonpecyH 3a NoKkasHUKOM
"TpudpTopovyToBa kucnora”,
30Kpema: BUyYeHHs iHdhopmawii
LLIO0S0 NnocTavaIbHUKIB
CTaHAapTHUX 3pas3kiB, He3HauHi
3MiHW B PO3paxyHKOBUX
dhopmynax.
3MiHn | TURY - 3MiHK 3 aKocTi. API.
KoHTponb A®l. 3miHa y meTogax
BuNpobyBaHHA A®l abo BMXigHOTO
martepiany/npomikHOro
npoayKTy/pearenTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMPO6HMLTBA AP (iHLLI 3MiHW)
BHECeHHS 3MiH 4o MeTogis
BUNpo6yBaHHsa A®| BasonpecuH
3a NoKa3HUKoM "KinbkicHe
BM3HA4YEHHA", 30Kpema: 3MiHa
npo6oniAroTOBKN PO3UMHIB;
[04aHo OMUC NPUroTyBaHHSA
PO34MHY A9 NepeBipKu
NpUAATHOCTI cUCTemu, foAaHo
KpuTepii npuaaTHoOCTI cucTemu,
[04aHO0 Po3paxyHKoBi hopMyn
AN BU3HAYEHHS BMICTY
Ba30MpPeCuHYy.

275.

MPOXXECTOXE/1b
®

renb, 10 mr/r, no 80 ry
Ty6i; no 1 Ty6i y
KOMMAEKTI 3i Wwnatenem-
[,03aTOPOM Y KapTOHHIiA
nauui

BeseH Xenckea CA

Beneris

Brpo6HMUTBO,
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepii Ta KOHTPONb
cepii (ximiuHi Ta
pi3nuHi
BUNPOBYBAHHS):
Lendapm
[OporeH6oc CA,

Benbrisi/
PpaHuin

BHECEHHS 3MiH 40 peecTpavinHmx
mMartepianis: 3miHu | Tuny -
AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
MicUs NPOBaMKEHHS AiSNIbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKOYaK4n
AinbHULI BUNYycKy cepii abo micue
NpOBeAEHHs1 KOHTPOJO SKOCTI.
(AisnbHICTb, 3a SIKY BiANOBIAAE

3a peyernmom

UA/3839/01/01
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n/n 3acoby

Ne Hasga snikapcbko20

dopma sunycky

3asiBHUK

KpaiHa

Bupo6HuK

(nikapcbka ¢hopma,
ynakoska)

3asiBHUKa

Benbris;

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

276.

MPOKCIYM®

MOPOLLIOK A/ISt PO3UMHY

NMPOPAPMA

MasibTa

BrnpobyBaHHs
KOHTPO/O SIKOCTI
cepii
(mikpobionoriyHe
BUNPOOGYBaHHS,
HecTepusbHe):
Kyani KoHTpon,
®paHuisa

BMPOGHUWK/IMNOPTEp, BK/IKOYAKOYM
BUMYCK Cepiid) - 3MiHa
HallMeHyBaHHA Ta agpecu
BMPOGHMKa /13, 6e3 3MiHM Micus
BUPOOHMLTBA. 3MiHV BHECEHI Y
po3ain "Bupo6HMK" B IHCTPYKL,itO
4N MeiNYHOrO 3aCTOCYBaHHA Y
3B'A3KY 3i 3MiHOKO Ha3BU
BMPOOHMKA Ta K HACNIAOK -
BiANOBIAHI 3MiHW y TEKCTI
MapKyBaHHS yNakoBKV NikapcbKoro
3acoby; 3MiHW | TUny - 3MiHK 3
AKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA AiNbHALL,
Ha AKil 34jiCHI0ETbCSA
KOHTPONb/BUNPOBYBaHHSA cepil) -
[opasaHHsa BUpobHuMka Quali
Controle, 9 rue Francois Truffaut,
MERU, 60110, France/ Kyani
KoHTpon 9 pto dpaHcoic
TprocpdpayT, Mepy, 60110,
$paHuin, BignosigansHoro 3a
BMNPOGYBaHHSA KOHTPO/IO AKOCTI
cepii (MikpobionoriuHe
BUNPOBYBaHHS, HECTEPW/IbHE) Ta
3a3HayeHHs IYHKLiA ansa Bxe
3aTBEPKEHOr0 BUPOGHMKA
Oencapm AporeH6oc CA, Benbrisa
(BMpO6HULITBO, NEPBUHHE Ta
BTOPVIHHE NakKyBaHHSA, BUMYCK cepii
Ta KOHTPO/b cepil (XiMiyuHi Ta
hi3n4Hi BUNpo6yBaHHs))

ONs iH ek no 40 wmr;
no 1 dnakoHy y
KapTOHHIN nayui

IHTEepHeLHN
TpeiguHr Miviteq

Na6opaTopioc
HopwmoH C.A.

Icnanis

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:

3MiHW | TUMY - 3MiHX 3 AKOCTI.
Ceprtudpikat BignosigHocTi/l E-
cepTuaikaT BiANOBIAHOCTI
€Bponeicbkii
thapmakonei/mMmoHorpadii.
MopaHHA HoBOro abo OHOB/IEHOTO
cepTudpikaTa BignosigHocTi abo
BUyYEHHS cepTudikata
BiZANOBIAHOCTI EBpONechbkili

3a peyenmom

UA/13996/02/01
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hapmakonei: ans A®l; ans



n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUXiAHOIO
matepiany/peareHTy/npoMiXHOro
NPOAYKTY, L0 BUKOPUCTOBYIOTLCSA

y BUpOGHMLTBI ADI; ans
[L0MOMDKHOT PeYOBUHU
(cepTtudhikaT BigNOBIAHOCTI
€Bponeiicbkin hapmakonei) -
OHoOBNEeHWit cepTudikar Big yxe
3aTBEPAKEHOr0 BUPOOHUKA -
nofaHHA OHOBJ/IEHOrO cepTudikaTa
BiANOBIAHOCTI EBpONechbkili
thapmakonei CEP Ne R1-CEP
2011-058-Rev 03 Big
3aTBEPAKEHOr0 BUPOGHUKA
UQUIFA, Mekcvika giroyoi
PEeYOBMHM NAHTONPAa30/1y HaTPIlo
cecksirigpar. 3anponoHoBaHo:
CEP Ne R1-CEP 2011-058-Rev 03

277.

NPOCTATUNEH-
LMHK

Cyno3uTopii pekTasbHi
no 5 cynosutopiis y
6nicTepi; no 1 a6o 2
6nictepun y nauui 3
KapToHy

MpuBartHe
akuioHepHe
TOBapUCTBO

"Nlekxim-Xapkis"

YKpaiHa

MNpvBatHe
akuioHepHe
TOBapUCTBO

"Mlekxim-Xapkis

YkpaiHna

BHECEHHS 3MiH 40 peecTpavlinHmx
mMartepianis:

3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edheKTUBHOCTI Ta
chapmakoHarnsgy - OHOBNEHHS
BXe 3aTBEPA)KEHOro TEKCTY
MapKyBaHHSI: 3anponoHOBaHO:
MAPKYBAHHSA. BignosigHo fo
3aTBEPLXXEHOTO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHS yNnakoBKu
nikapcbKoro 3acoby Lwoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHst 3MiH NpoTArom 3-x
MicSLIB Nicns 3aTBEpAKEHHS

6e3 peyenma

UA/7223/01/01

278.

NPOCTATWNEK-
LMHK

Cyno3uTopIi peKkTasbHi in
bulk: no 5 cynosuTopiis
y 6nicTepi, no 200
6nicTepiB y AWMKY

MpuBatHe
akujioHepHe
TOBapUCTBO

"Jlekxim-Xapkis"

YKpaiHa

MNpvBaTHe
akujioHepHe
TOBapuCTBO

"JlekxiMm-Xapkis"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:

3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta
hapMakoHarniagy - OHOB/IEHHS
BXE 3aTBePAXKEHOro TEKCTy
MapkyBaHHs in bulk: no 5
cynosuTopiiB y 6aictepi, no 200
6nicTepiB y ALWKMKY (BHECEHHSA
no3HavyeHb OAMHWLbB

UA/13990/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUMIPIOBaHHS, 3 BUKOPUCTaHHAM
niTep naTuHCbKoro andgasity, Ta
TOLLLO): 3arMponoHOBaHO:
MAPKYBAHHSA. BignosigHo go
3aTBEPKEHOr0 TEKCTY
MapKyBaHHA. MAPKYBAHHA
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTy MapKyBaHHS, L0
[opaeTbes. 3MiHN BHECEHI B TEKCT
MapKyBaHHS YNakoBKV NikapCbKOro
3aco0y W00 3a3HaYeHHs
OAVHWLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeeHHS 3MiH NpoTArom 3-x
MicAILiB nicns 3aTBepPIKEHHS

279.

NMYPEIFOH®

pO34uH NS iH'ekyiin, 833
MO/mn no 0,420 mn
(300 MO/0,36 mn) abo
0,780 mn (600 MO/0,72
M) y KapTpuaxki; no 1
KapTpuaxy y Bigkputomy
N1acTUKOBOMY /I0TKY B
KOMMAEKTi 3 ronkamu, no
2 KOMMJIEKTY TOMI0K — 2
KapTOHHi KOPOGKK
(KoXeH KOMMNeKT no 3
rOSIKW1, KOXHa rosika B
iHAVBIAya/ibHOMY
nnacTuKoBOMy
KOHTEIiHepI) y KapTOHHiIl
nauui

OpraHoH CeHTpan
lcT TM6X

LLiBefiuapis

Brpo6HMLUTBO
Hepo3dghacoBaHOl
npoaykuii Ta
nepBMHHA ynakoBka,
KOHTPO/b SIKOCTI,
TECTyBaHHS
CTepUIbLHOCTI Ta
H6akTepianbHUX
€HAO0TOKCUHIB
roToBOro
nikapcbkoro 3acoby
(KOHTPO/Ib SIKOCTI Ta
TECTyBaHHS
cTabinbHocTi),

Bi3yaslbHa iHCMeKL,isi:

BetTep ®apma-
®epTuryHr Frm6X i
Ko. KT, HimeuuunHa;

KoHTpOsib sIKOCTi,
TecTyBaHHs
CTepUbLHOCTI Ta
bakTepianbHKX
€HAO0TOKCUHIB
roTOBOro
nikapcbKoro 3acoby
(KOHTpO/b AKOCTI Ta
TecTyBaHHS
cTabinbHOCTI),
BisyasibHa iHcnekuis:

Bettep ®apma-
depTuryHr MrMoX i
Ko. KI', HimevunHa;

HimeyunHa/
Higepnangn

BHECEHHS 3MiH 0 peecTpavinHmx
marepianis: 3miHu | Tuny -
AAMIHICTpaTVBHI 3MiHX. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHuKa
peecTpauiiiHoro nNoceig4yeHHs)
3MiHa Ha3BY 3asiBHMKa BiANoBIAHO
[0 pilleHHA KoMNaHii Ta
YTOUHEHHS afpecu 3asiBHMKA 4151
npuBeAeHHs y BiANOBIAHICTb 40
OHOBJ/IEHOTO BUTArY 3 TOProBoro
PeecTpy KpaiHu 3afaBHMKA.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAYKEHHS

3a peyenmom

UA/5023/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BizyanbHa
iHCnekuisn: BeTtep
Papma-dPepTuryHr

v6X i Ko. K,

HimeuuunHa;
KoHTposb skocTi Ta

TecTyBaHHSA

cTabinbHOCTI,
BTOPUHHA YNaKoBKa,
[l03BiNT HA BUMYCK
cepi:
H.B. OpraHoH,
HigepnaHgm

280.

MYCTUPHUKA
HACTOUMKA

HacToika no 25 mny
chnakoHi; no 1 donakoHy
B nauuyj; no 25 mn a6o
no 50 mn y dpnakoHax;
no 25 mn y pnakoHax
YKynopeHux npobkamu-
KpanesbHUUsAMK; no 25
My do1aKoHi
YKynopeHoMy Npo6Koto-
KparnesibHuueto; no 1
dhnakoHy B nauuj; no 50
MY hnakoHax
YKYNopeHux npobkamu-
KpanenbHULAMU; No 50
M1y hraKkoHi
YKYMOpeHOMy Mpo6Koto-
KpanenbHuLeto; no 1
donakoHy B nauuj

MpAT
dapmaueBTUyHa
thabpuka "Biona"

Ykpaina

MpAT
PapmaueBTUyHa
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH 0 peecTpalinHmx
marepianis: 3miHu | TNy - 3MiHK
ofo 6e3nekun/edekTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3miHn)
3MiHV BHECeHi B TEKCT
MapKyBaHHS YNakoBOK NikapCbKoro
3aco6y (n.17) Woa0 HaHeCeHHs!
TOProBOi MapKu.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MiCALIB MiCNA 3aTBEPAKEHHS.
3MiHn | TURY - 3MiHK 3 SKOCTI.
[oTOBMIA Nikapcbkuii 3aci6.
Cucrtema
KOHTeliHep/3aKynopoBanbHWii
3aci6. 3miHa chopmu abo po3mipy
KOHTeliHepa un
3aKynoplBasIbHOTO 3acoby
(NepBUHHOT yNaKkoBKK)
(HecTepunbHI nikapcbki 3aco6m)
BBegeHHs1 40AaTKOBUX YNakoBOK
nikapcbkoro 3acoby (no 25 mn abo
no 50 Mn y dpnakoHax, yKynopeHunx
npo6kamu-kpanenbHULAMA; no 1
donakoHy y nauui; no 25 mn a6o no
50 My dhnakoHi, yKynopeHux
npobkamu-kpanesbHULAMY), 3
BiANOBIAHMMU 3MiHAMU [0
p.YnakoBka, 6€3 3MiHu
NepBUHHOTO NaKyBas1bHOro
MaTepiany 3MiHW BHECEHI B po3fin
"YnakoBka" (BBeAEHHS
[04aTKOBMX YNakoBOK) B
IHCTPYKLi0 AN MeguyHoro
3acToCyBaHHSA Nikapcbkoro
3aco6by, siK HacnigokK -

6e3 peyenma

UA/6543/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3aTBEPMAKEHHS TEKCTY
MapKyBaHHS 40AATKOBMX YNakoBOK
nikapcbKoro 3acoby. BeefeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBepMKEHHS. 3MiHU | TUny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNpo6yBaHHS
rOTOBOrO JliKapCbkoro 3acoby
(He3HayHa 3MiHa y 3aTBepAKEHNX
MeToAax BUNpPo6yBaHHS)
BHECEHHS 3MiH [0
Cneuumdpikauii/MeTofiB KOHTPO/O
AKOCTI NiKapCcbKoro 3acoby 3a n.
«O6’em BMICTY yNnakoBKku», a came
3MEHLLUEHHS KiJIbKOCTi 3paskiB,
06’em AKMX BU3Ha4aeTbCs, A0 1
donakoHy

281.

NMYCTUPHUKA
TPABA

Tpasa, no 50 r abo no
100 r y naykax 3
BHYTPILLHIM MakeToMm; no
1,5 r y chinbTp-nakeTi; no
20 dhinbTp-nakeTiB y
nauuj

MpAT
PapmaLeBTUYHa
thabpvka "Biona"

YKpaiHa

MpAT
PapmaueBTUYHaA
thabpuka "Biona"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:

3MiHM | TUMy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy - 3miHn go n.17
«|HWe» TeKCTy MapKyBaHHA:
BHECEeHHS rpadiyHol Ta TEKCTOBOI
iHchopmauii npo Toprosy mapky,
nig sikoro 6yae peanisyBaTucs
nikapcbkunii 3aci6

6e3 peyenma

UA/2266/01/01

282.

PABIMAK

TabneTkn, BKPUTI
060/10HKOI0,
KMLLKOBOPO34MHHI no 10
Mr 10 7 TabneToK y
CTpuni; No 2 cTpunu B
KapTOHHIA ynakoBL,i; no
15 Tabnetok y 6nicTepi;
no 1 a6o 2 6nictepu B
KapTOHHI ynakoBLi

Makneopc
PapmacboTmKanc
Nimiteq

IHais

Makneozc
dapmMacboTUKanc
NimiTen

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13:
3anponoHoBaHo: MAPKYBAHHA.
3rifHO 3aTBEPKEHOrO TEKCTY
MapKyBaHHs1. 3MiHN BHECEHI B
TEKCT MapKyBaHHs ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3Ha4YeHHs 0AnHWLb
BUMIPIOBaHHSA y cuctemi Sl.
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLIB MiCNsA 3aTBEPKEHHS.

3a peyernmom

UA/3161/01/02

283.

PABIMAK

TabneTkn, BKPUTI

Makneozc

IHAjs

Makneoac

IHAiA

BHECEHHS 3MiH 10 peecTpaLiiHnX

3a peyenmom

UA/3161/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
060/10HKOIO, dapmacbloTUKasic dapmacboTUKasIC maTepianis:
KMLLKOBOPO34MHHI no 20 Nimitepn NimiTen 3MiHKM | TUNY - 3MiHW WoA0
Mr no 7 Tabnetok y 6e3nekn/edhekTMBHOCTI Ta
CTpwni; No 2 cTpunu B hapmakoHarnagy (iHwi 3MiHn) -
KapTOHHIA ynakoBL,i; no BHECEHHS 3MiH 0 po3ainy
15 Tabnetok y 6nicTepi; «MapkyBaHHs» MKA N13:
no 1 abo 2 6nictepu B 3anponoHoBaHo: MAPKYBAHHA.
KapTOHHI ynakoBLi 3rigHO 3aTBEpAXEHOro TEKCTY
MapKyBaHHS. 3MiHN BHECEHI B
TEKCT MapKyBaHHS ynakoBKu
nikapcbKoro 3acoby Lwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB NiCNA 3aTBEPKEHHS.
284. | PANITYC cupon, 30 mr/5 mn no Makneoac IHais Makneoac IHais BHECEHHS 3MiH 40 peecTpavlinHmx 3a peyenmom UA/6153/01/01
120 mn 'y dpnakoHi; no 1 $apmacbloTukanc dapmacbloTukanc martepianis:
h1akoHy 3 MipHUM Nimiten Nimiteq 3MiHY | Tuny - 3MiHK WoAo
KOBMAYKOM Y KapTOHHil 6e3nekn/edheKTUBHOCTI Ta
ynakoBLi thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKHA N13:
3arBepaxeHo: MAPKVIPOBKA
TeKCT MapKUPOBKW NEPBUYHON 1
BTOPWYHOW YNakoBKu
npunaraeTcs. 3anponoHoOBaHo:
MAPKYBAHHSA 3rigHo
3aTBEPKEHOr0 TEKCTY
MapKyBaHHs. 3MiHU BHECEHI B
TEKCT MapKyBaHHS yNakoBKM
nikapcbKoro 3acoby woao
3a3HaYeHHs OAUHULb
BVMIiptOBaHHA y cuctemi Sl.
BBegeHHs1 3MiH npoTArom 6-Tu
MicALB Nicnsa 3aTBepAKeHHs
285. | PEMUKENA® niodhinisat Ansa po3unHy TOB "[JKOHCOH i YkpaiHa BWMNYCK Cepil: HigepnaHgm BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/4904/01/01
Ans iHdy3iii no 100 wr; LDKOHCOH Ykpaina" AHCcceH / LWseliuapis MaTtepianis: 3miHu | TNy -
1 chnakoH 3 NOpOLLKOM Y Baitonogxuke B.B., AAMIHICTpaTMBHI 3MiHW. 3MiHa
KapTOHHI KOPOOLi HigepnaHaw; HaliMeHyBaHHA Ta/abo agpecu
BUPOGHMLTBO 3a 3anBHUKa (B1acHMKa
NMOBHWUM LMK/IOM: peecTpauiiiHoro NocBigYeHHs)
Cinar AT, BHeceHHs 3MiH A0 agpecu
LBeiiLapis 3asBHVKa B 3B’A3KY 3i 3MiHOIO
MiCLSi NPOBAMKEHHS AifNIbHOCTI
286. | PEHHI® 3 TabneTkn XyBasibHi; N0 Baliep KoHcblomep LLIBeliyapis [enbthapm aviapg dpaHuis BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/7798/01/01
MEHTONOBUM 12 Tabnetok y 6nicTepi 3 Kep Al marepianis:
CMAKOM nepdpopadieto; no 1 abo

no 2 6nictepu B
KapPTOHHIN Kopoo6Lij; no 6

3MiHU | TUny - AAMiHICTpaTUBHI
3MiHW. BuiyyeHHst BUpo6HMYOT
OinbHUUI (BKNOYAKYM AiNbHULI
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
Tabnetok y 6nictepi; no ans A®l, npomikHOro NpoaykTy
2 abo no 4 6nictepu B ab0 roToBOro NiKapcbkoro 3acooby,
KapTOHHiiA Kopo6Li 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 AOCbE) - BunyyeHHs
aNbTepHaTUBHOT BUPOBHNYOT
AinbHuUi ana A®l KanbLito
kap6oHaTty Mineraria Sacilese
S.p.a., ltaly
287. | PENNATAN KOHUEHTpaT gns Lanep IpnaHgais Lainep Ipnangis BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15890/01/01
pO3uunHy ANns iHdysii, 1 dapmacbloTikans dapmachbloTikans marepianis:

mr/mn, no 3,5 mn
KOHUEHTPATy Y h/1aKkoHi,
no 1 donakoHy B
KapTOHHIA Kopoo6Li

IpnaHgis Nimiteq,

Ipnangis Nimiteq,
(BignoBiganbHuii 3a
BWMYCK cepil)

3MiHW | TUNY - 3BY)XXEHHSA
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikauii npm Bunycky Ha Ad|
01151 NOKa3HUKa «KapTyBaHHsi
rnikaHiB» (Metog Glycan-2AB), nik
rpymu 3: 3 «16,0% po 21,7 %» fo
«16,1% no 21,7%». BHeceHHs
pefakLuifiHuX NpaBokK B PO34in
3.2.5.2.3 w040 BUAASIEHHSA
riNOX/1I0PUTY HATPItO, OCKISIbKN BiH
HIKO/IN He BUKOPMCTOBYBABCS B
npoueci BUpOOHULITBA, a TakoX
BMMPaBUTK JONYCTAMY MEXY 3a
NoKa3HNKOM «BioHaBaHTaXKeHHS»
Ha cTagii nonepefHboi hinbTpavi
3 «> 10 KYO /100 mn (Vetter)» Ha
«? 1 KYO /100 mn (Vetter)» Ta
MeXy 3a NOKa3HUKOM
«BbioHaBaHTaxeHHs» Ha cTagil
cTepunisytoyoi dinbTpauii 3 «? 1
KYO /100 mn (CBI) abo > 1 KYO /
100 mn (Vetter)» Ha «? 1 CFU /
100 mn (CBI Ta Vetter)» y po3gini
3.2.P.3.3; 3miHu | TNy -
[ofaBaHHsA NokasHuKa «MexaHiyHi
BK/IIOYEHHS» A0 cneundikauiii
cTabinbHocTi M3, mexi
NPUAHSATHOCTI cTaHOBNSATL ? 6000
4yacTok, 2?10 MKM / KOHTeliHep Ta ?
600 YacTUHOK, ? 25 MKm /
KOHTeliHep
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
288. | PUBOKCUH TabneTku, BKPUTI BigkpuTe Pecny6nika BigkpuTe Pecny6nika BHECEHHS 3MiH [0 peecTpauliiHux | 3a peyenmom UA/10293/01/01
NNiBKOBOK 060/1I0HKOHO, akuioHepHe Binopycb akuioHepHe Binopycb martepianis:
no 200 mr no 10 TOBapuUCTBO TOBapuUCTBO 3MiHK | TUny - 3MiHK WoA0
Tabnetok y 6nictepi; no "BoprcoBCbKNi «BoprcoBCcbkuii 6e3nekn/edheKTUBHOCTI Ta
5 6nicTepiB y nayui 3 3aB0j, MeAUYHNX 3aB0O[, MeANYHUX thapmakoHarnagy (iHwi 3MiHu) -
KapTOHY npenaparis" npenaparie», Lex Ne OHOBNEHHSA TEKCTY MapKyBaHHA
4 NepBUHHOI Ta BTOPUHHOI YNaKoBKN
nikapcbKoro 3acoby. BeegeHHs
3MiH NPOTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
289. | PUCNONENT® PO34unH opasibHUiA, 1 TOB "[>XOHCOH i Ykpaina AHcceH Benbris BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/0692/02/01
mr/mn; no 30 mn abo [xoHCOH YkpaiHa" dapmauesTmka HB marepianis: 3miHu | Tuny -
100 mn y dpnakoHi; no 1 AAMiHICTpaTUBHI 3MiHW. 3MiHa
dhnakoHy pasom 3 HalilMeHyBaHHs1 Ta/abo agpecu
nineTKor-A03aTopoM Y 3asBHMKa (BNacHvka
KapTOHHI ynakoBL,i peecTpauiiiHoOro NocBig4YeHHs)
BHeceHHs 3MiH 0 agpecy
3as1BHMKa B 3B’A3KY 3i 3MiHOI0
MiCUsi NPOBaMKEHHS AiiSIbHOCTI
290. | PUCCET® PO34uMH opasibHUiA, 1 TeBa I13painb Mepkne 'vbX, HimeyuunHa BHECEHHS 3MiH 0 peecTpaLiinHmx 3a peyenmom UA/13379/01/01
mr/mn no 30 mn a6o 100 dapmaueBTiKa HimeyunHa martepianis:
M1y doiakoHi; no 1 IHpacTpi3 114, (ginbHUUA, SKa 3MiHK | TUNY - 3MiHW 3 AKOCTI.

dhnakoHy pasom i3
afanTepom i 403yUnm
NPVUCTPOEM Yy KOpOObLi

Bignosigae 3a
BMPOGHMLTBO
Hepo3dacoBaHOl
NPOAYKLIT, NEPBUHHY
Ta BTOPUHHY
ynakoBky); Mepkne
'm6X, HimeyunHa
(@inbHUUS, Ska
BignoBsigae 3a
[03BiN Ha BUNYCK
cepii); TpaHctapm
Norictik TM6X,
HimeyunHa
(@inbHUUSA, SKka
BignoBsigae 3a
BTOPVHHY YNaKOBKY)

[oTOBMIA Nikapcbkuii 3aci6. 3MiHK
Yy BUPOBHULTBI. 3MiHW y npoueci
BMPOOHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS NMPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHULITBA) - BHECEHHS 3MiH 10
BUPOGHMYOTro npoLiecy, 3okpema:
1. BUKOpUCTaHHS KOHTEHePIB i3
HepXasitoyoi cTani Ansa
NPUroTyBaHHS MigroToBYOro
PO34MHY; KOHTENHepn Ans
Hepo3dhacoBaHOro NPoAyKTy (in
bulk) He 060B'A3KOBO NOBUHHI BYTU
i3 HepXas.itouoi CTasli, asie NOBUHHI
6yTV npugaTHUMK (BiANOBIAHO A0
Banigauii). 2. PucnepnaoH saBnse
€06010 BUXiAHY PEYOBUHY, L0
BifHOCUTLCA [0 4 Knacy
Hebe3neyHnX XiMiYHUX PEYOBUH.
PvicnepvaoH noBuHeH 6yTn
nonepeaHb0 3MOYeHUii
PO3UYNHHWKOM [151 YHUKHEHHS
nuny Ta 3abpygHeHHs iHLWoro
obnagHaHHA. 3. PefakUiiiHi 3MiHK,
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

npuBeaeHi y BignoBigHICTb A0
sumor GMP

291.

PIHA3AN®

cnpeli Ha3aNbHUIA,
n[o3soBaHuii 0,5 mr/mn no
10 mn y dhnakoHi, no 1
dnakoHy 3 A03YHUMM
HacocoM y maui

MpAT
"GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
hipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis:
3MiHK | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI 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 hapMakoHarnsgy
(BKNHOYAKOUN KOHTaKTHI AaHi)
Ta/abo 3MiHV y PO3MILLEHHI
macTep-chaiina cuctemm
hapmakoHarnsgy) - 3miHa
YMOBHOBaXEHOT 0CObM 3as1BHMKA,
BiANOBIAa/ILHOT 3a
hapmakoHarnsg.
lMponoHoBaHa pepakuisi: Typok
B'ayecnas B'ayecnasoBuy

6e3 peyenma

UA/1751/02/01

292,

PIHA3AN®

cnpeli Ha3aNbHUIA,
no3oBaHuii 1,0 mr/mn no
10 mn y donakoHi, no 1
dnakoHy 3 403YHUMM
HacocoM y naudi

MpAT
"®GapmaueBTuyHa
ipma "OapHuus”

Ykpaina

MpAT
"®apmaueBTnyHa
ipma "JapHuus”

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis:
3MiHKM | TUNY - 3MiHK WoA0
6e3nekn/edeKkTBHOCTI Ta
thapmakoHarnsgy. BeefeHHs abo
3MiHU [0 y3araslbHEHNX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,
3MiHa yNOBHOB&XeHOi 0cobu,
BigNoBiga/bHOI 3a 3MjiACHEHHSI
hapmMakoHarnaay; KOHTaKTHOI
0cobu 3 hapmakoHarnsgy
3aABHUKa 419 3MiCHEHHS
thapmakoHarnagy B YKpaiHi, kLo
BOHa BiIMiHHA Bif, yTOBHOB&XEHOI
ocobw, BignoBiAa/bHOI 3a
3[jiCHEeHHs1 hapmakoHarnagy
(BKNHOYAKOYUM KOHTaKTHI AaHi)
Ta/ab0 3MiHW Y PO3MiLLLeHHi

6e3 peyenma

UA/1751/02/02
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ynakoBka); PoBa
dapmacbioTikanc

3acTapifioro NokasHuka)) -
BunyuyeHHs Tecty «OnTtuyHe

06epTaHHs» i3 cneumndikauii APl -

N14., lpnangis

Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
YMNOBHOBaXeHOT 0CO6M 3asBHMKA,
BiANOBIAA/IbHOT 32
thapmakoHarnsag.
MponoHoBaHa pepakuis: Typok
B'ayecnas B'a4yecnaBoBuy
293. | POBATIHEKC Kancynm PoBa IpnaHgis KataneHt HimeyuunHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/17341/01/01
KVLLKOBOPO3YMHHI, M SKi; dapmachbloTikanc Himeuunna Egepbav IpnaHgjs marepianis:
no 10 kancyn B 6ricTepi, nra. xiMBEIY, PymyHis 3MiHM | TUMy - 3MiHK Woao
no 5 6nictepis B nayui 3 HimeyunHa 6e3nekn/edeKkTMBHOCTI Ta
KapToHYy (BUPOGHUK, thapmakoHarnsgy (iHwi 3MiHn) -
BiANOBIgaIbHNIA 32 OHOBJ/IEHHSI TEKCTY MapKyBaHHS
HanoBHEHHS yNakoBKMW NikapCbKoro 3acoby 3
kancyn); MMN® B.B. BHECEHHSM iHhopMaLii Woao
(MaHydhakTypuHr 3a3HaYeHHs OAUHNL
MaxkiHr Papmaka), BUMIpIOBaHHA y cuctemi Sl
HigepnaHgm
(nepBuHHa Ta
BTOPWHHA
ynakoBka); Posa
dapmacbloTikanc
Nta., lpnangis
(BignoBifanbHuii 3a
NOBHWIA LMK
BMpOGHULTBA (KpiM
HanoBHEHHS
kancyn)); C.K. Csicc
Kanc PymyHis
C.P.N., PymyHis
(BUPOGHNK,
BiANoBigabHUIA 3a
HaNOBHEHHS Kancysi)
294. | POBAXON Kancynm PoBa IpnaHgis KataneHt HimeyunHa BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/17342/01/01
KMLLKOBOPO34MHHI, M SIKi; dapmacbioTikanc HimeuunHa Egep6ay | Higepnangu mMartepianis:
no 10 kancyn B 6nicTepi, nrg. IxiM6EY, IpnaHgjs 3MiHW | TURY - 3MiHK 3 SKocTi. API.
no 5 6nicTepis B Nayuj 3 HimeyunHa PyMmyHis KoHTposnb A®L. 3miHa y
KapToHy (BUPOBHUK, napameTpax cneuudikadii Ta/abo
BiANOBIAaIbHNIA 3a [OMYCTUMUX MEX, BUSHAUEHUX Y
HanOBHEHHA cneuudikauisx Ha A®l, abo
kancyn); MNeo B.B. BUXiAHWIA/NPOMIKHWIA
(ManydhakTypuHr npoaykT/peareHT, Lo
MakiHr Papmaka), BVKOPUCTOBYIOTLCS Y NPOLECI
HigepnaHnamn BUpo6HULUTBa API (BUNYYEHHS
(nepBuHHa Ta HE3HaYHOro NoKasHMKa SKOCTi
BTOPWHHA (Hanpviknag, BUy4YeHHs
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(BUPOGHNK, KamdeH.
BiANOBigabHUIA 3a
NOBHUIA LKA
BMPO6HULITBA (KpiM
HanoBHEHHS
kancyn)); C.K. Csicc
Kanc PymyHis
C.P.J1., PymyHis
(BUPOGHUK,
BiANOBiAA/IbHWIA 32
HamnoBHEHHS Kancyn)
295. | PO3ATON Kpanni O4Hi, PO34”H No AT "Apaveq Monbwa AT "Apamef Monbua BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/17942/01/01
0,3 mr/m; mo 3 Mn dapma" dapma", MonbLia PymyHis marepianis:
PO34MHY Y (hr1akoHi- (Bunyck cepii); K.T. 3MiHK | TUNY - 3MiHW 3 AKOCTI.
KpanesibHuuj; no 1 a6o 3 POM®APM OTOBUIA NiKapCbKMin 3aci6. 3MiHK
dhnakoHu-KpanenbHULL B KOMMAHI C.P.11., Yy BUPOGHULTBI. 3MiHW y npoueci
KapTOHHIA Kopoo6Li PymyHis BUPOGHMLTBA FOTOBOro
(BMPOGHMLTBO "in NiKapcbKoro 3acoby, BKOYaum
bulk", nakyBaHHs i NPOMDKHUIA NPOAYKT, L0
KOHTPO/b cepil) 3aCTOCOBYETLCA MPY BUPOBHULTBI
roTOBOrO /liKapcbKoro 3acoby (iHLwi
3MiHW) - BHECEHHS HE3HAYHUX 3MiH
[10 BUPOBHMYOro npovecy,
30KpeMa: BUAaSIEHHA HaLLIKY
2% A®| bimaTonpocT
296. | PO3TOPOIMMLUI nnoau; no 50T, 100 r MpAT Ykpaina MpAT YkpaiHa BHECEHHS 3MiH 0 peecTpaLiinHmx 6e3 peyenma UA/13993/01/01
nnoaun a6o no 200 r y nayui 3 dapmaueBTUYHA dapmaueBTUYHA martepianis:
BHYTPILUHIM NakeTom chabpvka "Biona" thabpuka "Biona" 3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
3MiHM Jo N. 17 «IHwe» TekcTy
MapKyBaHHS: BHECEHHS rpadivHOi
Ta TeKCToBOI iHdhopmaLji Wwoao
TOProBoi Mapku, nig sikoto byae
peasnizyBaTtucs nikapcbkuii 3aci6
297. | POMALLUKW KBITKW | kBiTkn no 40 r a6o no 50 MpAT YkpaiHa MpAT YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnX 6e3 peyenma UA/6610/01/01
I'y naykax 3 BHYTPILLHIM $PapmaLeBTUYHA PapmaueBTUYHA marepianis:
naketom; no 1,5ry habpuka "Biona" habpuka "Biona" 3MiHY | Tuny - 3MiHK LWoAao
inbTp-nakeTi; no 20 6e3nekn/edeKkTBHOCTI Ta
hiNbTP-nakeTiB y navwi thapmakoHarnagy (iHwi 3MiHu) -
3MiHW BHECEHI B TEKCT
MapKyBaHHS YNakoBOK NiKapCbKoro
3aco6y (n.17) WwoA0 HaHeCEHHS
TOProBoi Mapku
298. | CAH3M1AM1M 1000 MOPOLLOK A1 PO3UMHY CeHc Jlabopatopic IHAis CeHc labopatopic IHgis BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/17260/01/01

Ans iH'ekuii no 1000 mr
1 donakoH 3 NOPOLLUKOM Y
KapPTOHHII ynakoBLi

MeT. NiTA.

ret. /114,

mMartepianis:
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

299.

CAHOPWH-

3MiHM | TURy - 3MiHK Woao
6e3nekn/edhekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHhopmalLlii LLoao
3a3HayYeHHs OAVHNLb
BUMIpPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHA" MKA N3:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpAXEHOr0
TEKCTY MapKyBaHHS.
TepMiH BBEEHHS 3MiH: MPOTAroM
6 micauis 3 gaTu 3aTBEpKEHHS

300.

AHANEPTH

CAHOPUWH-

Kpanni HazanbHi no 10
M1 no 10 M 'y dhNakoHi;
no 1 dnakoHy B
KapTOHHIA KopooLi

"KcaHTic ®apma
NimiTen"

Kinp

TEBA Yex IHaacTpi3
c.p.o.

Yecbka
Pecny6nika

BHECEHHS 3MiH 40 peecTpavlinHmx
martepianis:
3MiHKM | TURY - 3MiHW WOA0
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3miHu) -
BHECEHHS 3MiH 4,0 po34iny
«MapkyBaHHA» MKA N13:
3anponoHoBaHo: MapKyBaHHs.
3rifHO 3aTBEPAKEHOr0 TEKCTY
MapKyBaHHS. OHOB/IEHHS TEKCTY
MapKyBaHHS yNakoBK/ NikapCbKoro
3ac00y 3 BHECEHHAM iHthopmaii
LLOA0 3a3HaYEeHHS OAVHNLb
BUMIPIOBaHHSA y cuctemi Sl.
BBefeHHs1 3MiH NpoTArom 6-tu
MicsILiB Micnsi 3aTBepPAKEHHS.

UA/6611/01/01

301.

BPOHXO

CAHOPWH-

Tabnetku wunydi no 200
mr no 6, abo no 10, a6o
no 20 Tabnetok y Ty6i,
no 1 Ty6i B KAPTOHHY
nauyky; no 10 TabneTtok y
Ty6i, no 3 Ty6u B
KapTOHHY nauky

Tabnetku wunydi no 600

"KcaHTic ®apma
Nimiten"

Kinp

CaHeka
dapmacbioTikans
AT, CnoBaubka

Pecny6nika

Saneca

Pharmaceuticals
a.s., Nitrianska 100,

92027 Hlohovec

CnoBaLbka
Pecny6nika

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnsgy (iHwi 3MiHn) -
BHECEHHS 3MiH 0 po34iny
«MapkyBaHHs» MKA N13:
3anponoHoBaHo: MapKyBaHHS.
3rigHo 3aTBEpAXXEHOro TEKCTY
MapKyBaHHs1. OHOB/MIEHHS TEKCTY
MapKyBaHHS1 YNakoBKW J1ikapCbKOro
3aco6y 3 BHECEHHSIM iHchopMmalyii
LLI0A0 3a3HAYEHHST OAVHNLb
BVMIiptOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-u
MiCAILiB Micns 3aTBEPAKEHHS.

6e3 peyenma

UA/16834/01/01

"KcaHTic ®apma

Kinp

CaHeka

Cnosalbka

BHECEHHS 3MiH 0 peecTpaLiiHNX
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6e3 peyenma

UA/16834/01/02




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BPOHXO Mr no 6, abo no 10, a6o Nimiten" dapmacbloTikans Pecny6nika marepianis:
no 20 TabneTok y Ty6i, AT, CnoBaubka 3MiHKM | TUNY - 3MiHW WoA0
no 1 Ty6i B KAPTOHHY Pecny6nika 6e3nekn/edhekTMBHOCTI Ta
nauky; no 10 Tabnetok y Saneca hapmakoHarnagy (iHwi 3MiHn) -
Ty6i, no 3 Ty6u B Pharmaceuticals BHECEHHS 3MiH 0 po3ainy
KapTOHHY nauyky a.s., Nitrianska 100, «MapkyBaHHs» MKA N13:
92027 Hlohovec 3anponoHoBaHo: MapKyBaHHS.
3rigHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHs1. OHOB/IEHHS TEKCTY
MapKyBaHHS YNakoBKV NikapCbKOro
3acoby 3 BHeCEeHHsIM iHdhopMaLii
LLLOZ0 3a3HAYEHHST OAVHNLb
BVIMIipIOBaHHSA y cuctemi Sl.
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB NiCNA 3aTBEPKEHHS.
302. | CEAAPUCTOH® Kancysnu; no 10 kancyn y Ecnapma M'm6X HimeuyunHa AngaHc ®apma Himeuunna BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/13150/01/01
KAMNCYNn 6nictepi; no 3 abo 6, 'M6X, HimeyunHa martepianis:

abo 10 6nictepiB y
KapTOHHIA KopooLi

(BPO6GHMLTBO
Hepo3dacoBaHOro
NpPOAYKTY, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BUMYCK cepii);
ecnapma dapma
Cepsices 'M6X,
HimeuyunHa
(BTOpPUHHE
nakyBaHHs); ®apma
BepHirepoge M'vbX,
HimeyunHa
(BPO6GHMLTBO
Hepo3dacoBaHOro
NpPOAYKTY, NepBUHHE
nakyBaHHS,
BTOPUHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMYCK cepil)

3MiHW | TUMY - 3MiHX 3 AKOCTI.
["oTOBWMIA NikapcbKuii 3acio.
KOHTpO/b roTOBOrO NikapCbKoro
3acoby. 3miHa y meTogax
BUMPOBYBaHHA roTOBOIO
niKapcbkoro 3acoby (iHWi 3mMiHK y
mMeTofax BunpobyBaHb
(BkTtovatoum 3amiHy abo
[OOMOBHEHHS)) - 3MiHW y MeToAuL
nepe.ipka iAeHTUYHOCTI Ta
BU3HAYEHHS BMICTY HaTUBHOTO
CyXOro eKCTpakTy 3Bepo60i0 y
rOTOBOMY MPOAYKTI LUISAXOM
BVICOKPePeKTNBHOI PigUHHOT
xpomartorpadii (BEPX) y
nepepaxyHky Ha th1iaBoHOIgN
(npuroTyBaHHA TECTOBOrO Ta
NOPIBHIOBAHOr0 PO34MHIB); 3MiHU |
TMMYy - 3MiHW 3 SKOCTi. F0TOBWIA
nikapcbkuii 3aci6. KoHTponb
roTOBOIO JIiKApCbKOro 3acoby.
3MiHa y meTodax BMNpobyBaHHS
roTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb
(BKovatoum 3amiHy abo
[LOMNOBHEHHS)) - 3MiHW y MeToauL
nepeBsipKn IAEHTUYHOCTI
HaTMBHOTO CyXOro eKCTpaKTy
3Bepob0ot0 y roTOBOMY NPOAYKTi y
nepepaxyHky Ha HapToAiaHTPOHU
Ta BU3HAYEHHSI BMICTY 3ara/lbHOro
rinepuuyHy LWNSXOM
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BVICOKOEPEeKTNBHOI PigUHHOT
xpomatorpadii (npurotyBaHHs
TECTOBOrO Ta NOPIBHIOBAHOTO
PO34MHIB, YMOBHU
XpomarorpadyBaHHs). 3MiHu |
TMny - 3MiHW 3 IKOCTi. TOTOBWIA
nikapcbkuii 3aci6. KoHTposb
roToBOrO Nikapcbkoro 3acoby.
3MiHa y MeToAax BUNpo6yBaHHS
rOTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobyBaHb
(BKntovatoun 3amiHy abo
[LOMNOBHEHHS)) - 3MiHW y MeToauL
nepeBipkX iAeHTUYHOCTI Ta
BU3HAYEHHS BMICTY HaTUBHOIO
CYyXOro eKCTPaKTy KOPeHio
BasIepnaHn y roToBoMy npoaykTi 3
BUKOPUCTaHHAM
BVCOKOEPEeKTNBHOI PigUHHOT
xpomatorpadii (npurotyBaHHs
TECTOBOrO Ta NOPIBHIOBAHOTO
PO34MHIB, 3MiLLlyBaHHS €/TEHTIB)

303.

CEM/1I0MIH®

Tabnetku no 2,5 mMr no
14 Tabnetok y 6nictepi,
no 2, 4 abo 6 6nictepis
Y KapTOHHIl1 ynakoBLi

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis:
3MiHM | TURy - 3MiHK Woao
6e3nekn/edeKkTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNakoBKM NiKapcbkoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHNL
BUMIPIOBaHHSA Y cuctemi Sl.
TepMmiH BBEL,EHHS 3MiH: MPOTAroM
6 MicALiB 3 AaTK 3aTBepPAKEHHS

3a peyenmom

UA/9382/01/01

304.

CEM/TIOMIH®

Tabnetku no 5 mr no 14
TabneTtok y 6nictepi, no
2, 4 abo 6 bnictepiB y
KapTOHHI ynakoBLi

TOB "KYCYM
DAPM"

YKpaiHa

TOB "KYCYM
PAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
TepMiH BBEL,EHHS 3MiH: MPOTAroM
6 MicsUiB 3 JaTN 3aTBEPMKEHHS

3a peyenmom

UA/9382/01/02

305.

CENTIMNIM 1000

NMOPOLLIOK AJ151 PO3UMHY
08 iH ekyii, no 1000 mr
no 1 doiakoHy y

CeHc Jlabopatopic
Met. /T4,

IHais

CeHc JlabopaTtopic
Met. 114,

IHais

BHECEHHS 3MiH 1O peecTpaviiHnx
mMartepianis:
3MiHW | TMNy - 3MiHKM WoA0

3a peyenmom

UA/17278/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KapTOHHI ynakoBLi 6e3nekn/edeKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHu) -
OHOBJ/IEHHS TEKCTY MapKyBaHHs
yMakoBKM MikapcbKoro 3acoby 3
BHECEeHHSAM iHdhopMauii Wwoao
3a3HauYeHHs OAMHULb
BVIMIipIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH [0 po3giny
“MapkyBaHHA" MKA N13:
3anponoHoBaHo: MAPKYBAHHA
BignosigHo 1o 3aTBEpAXeHOro
TEeKCTY MapKyBaHHS. TepMiH
BBE/IeHHs 3MiH NpoTArom 6
MicALiB Nicna 3aTBepAKeHHs
306. | CIHMKAPAI® TabneTkn, BKPUTI BepiHrep HimeuunHa BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpalinHmx 3a peyernmom UA/15722/01/01
NAiBKOBOK 060I0HKOIO, IHrenbxanm nepBuHHE Ta pevis marepianis: 3MiHu | TURY -
12,5 mr/1000 mr, no 10 IHTepHewHn M6X BTOPVIHHE AAMIHICTpaTMBHI 3MiHW. 3MiHa
Tabnetok B 6nicTepi; no nakyBaHHs, HalilmeHyBaHHs Ta/abo agpecu
6 6nicTepiB y KapTOHHIiA KOHTPO/b AKOCTI, MiCLil NPOBaKEHHS AiS/TbHOCTI
Kopoobui BUNYCK cepil: BUPOGHMKa/iMnopTepa rotoBoro
BepiHrep nikapcbKoro 3acoby, BKIOYaUn
IHrenbxaivm ®apma AinbHULI BUNYCKy cepii abo micue
'm6X i Ko. KT, NpoBeAeHHS KOHTPOJIKO AKOCTI.
HimeuumnHa; (@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMLTBO, BMPOGHMK/iMNopTep, He

KOHTPO/1b SKOCTI (32
BUHSATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"), NnepBuHHE
Ta BTOPVHHE
nakyBaHHS1, BUNYCK
cepii: BepiHrep
IHrenbxaiim Ennac
A.E., l'peuis;
KOHTPO/1b SKOCTI (32
BUHSATKOM TecTy
"Mikpob6ionoriyHa
ynuctoTa'): A eHg Em
LTa6bTect Mm6X,
HimeyumnHa;
KOHTPO/b AKOCTi Npy
[OCNimpKeHHi
cTabinbHOCTI (3a
BUHSATKOM TecTy
"Mikpob6ionoriuHa
ymctoTa"): EBpochiHC

PACT 'm6X, yuctoTa". 3MiHn | TMNy - 3MiHK 3
HimeuunHa; AKOCTI. [0TOBWMIA Nikapcbkunii 3acib.
a/bTepHaTVBHa 3MiHM Y BUpO6HMLTBI. 3MiHa

BK/IO4AK0UM BUMYCK cepili). 3MiHa
Ha3BW aibTePHATUBHOI
na6opartopii gns koHTponto N3
4ns no3yBaHHA 5 mMr/1000 Mr 3a
nokasHukom"MikpobionoriyHa
yucToTa'”.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiS/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbkoro 3acoby, BKIOYAK4N
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMNOpTEp, He
BK/IOYAK0UM BUMYCK cepili). 3MiHa
Ha3BW aNbTepHaTUBHOI
na6opartopii ans KoHTponto M3
Ans posysaHHsa 12,5 mr/1000 mr
3a nokasHvkom “"MikpobionoriyHa
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nab6oparopis gns iMnopTepa/3aMiHu, Lo CTOCYThCSA

KOHTPOO TecTy
"Mikpob6ionoriyHa
yucrota™ CIrc
IHCTUTYT PpeseHiyc
'm6X, HimeuunHa;
Na6op /1IC CE eHa
Ko. KI', HimeuunHa;
K oEiCiEc ENE,
Ipeuis

BUNYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roToOBOro NikapCbKoro 3acoby
(3amiHa abo goAaBaHHS AinbHULY,
Ha SKill 34jiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHA cepii).
BBeaeHHs 104aTKOBOI AiNbHNL,
siKa 34iCHIOE KOHTPOJIb SIKOCTi Npu
[ocnimpkeHHi ctabinbHocTi 13
Ansa posyeaHHa 5 mr/1000 mr (3a
BUHATKOM TecTy "MikpobionoriyHa
yucrota") Eurofins PHAST
GmbH / EBpodpiHc PACT M'm6X,
LLI0 3HAXOAUTLCA 3a afpecolo
Kardinal-Wendel-Strasse 16
66424 Homburg, Germany /
KapgiHan-BeHgens-LUTtp. 16
66424 Xombypr, HimeuunHa.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Cepii Ta KOHTPOJIH0 AKOCTI
roToOBOro Nikapcbkoro 3acoby
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKiil 34jiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil).
BBeaeHHs 404aTKOBOI AiNbHNL,
siKa 34iCHIOE KOHTPOJIb SIKOCTi Npu
[ocnimkeHHi ctabinbHocTi 13
Ansa gosyBaHHsa 12,5 mr/1000 Mr
(3a BUHATKOM TecTy
"MikpobionoriyHa uncrora")
Eurofins PHAST GmbH,
Germany / EBpochiHc PACT M'mM6X,
LLIO 3HAXOANTLCA 3a afpecoro
Kardinal-Wendel-Strasse 16
66424 Homburg, Germany /
KappgiHan-Bengens-LWTp. 16
66424 Xombypr, HimeuunHa.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Yy BUPOBHMLTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, LLIO
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro NikapCbKoro 3acoby

(He3HayHa 3MiHa y npoueci

316




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMPOGHMLTBA). BHECEHHS 3MiH A0
po3giny 3.2.P.3. MNMpouec
BMPOGHMLTBA NiKapCbKOro 3acoby,
30kpema: B po3gini 3.2.P.3.2.
Cknag Ha cepito 3a3Ha4YeHHs
KOPEKTHOI KiNIbKOCTi BOAMK, LU0
BMKOPWUCTOBYETLCSA /1A NMOKPUTTSA
TabneTok ANa fo3yBaHHA 5
Mr/1000 mr.(BunpasneHHs
pefakuiiiHoi NOMUIIKN).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKMii 3aci6. 3MiHK
Yy BUPOBHMLTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro NikapCbKoro 3acoby
(He3HauHa 3miHa y mpoueci
BUpPOOHULTBA). BHeceHHs 3MiH g0
po3giny 3.2.P.3. Mpouec
BMPOGHMLTBA NiKapCbKOro 3acoby,
30Kpema: B po3gini 3.2.P.3.2.
Cknag Ha cepito 3a3HayYeHHs
KOPEKTHOI KiJIbKOCTi BOAW, L0
BMKOPWUCTOBYETHCSA A1 MOKPUTTS
Tabnetok ans fosyBaHHa 12,5
Mr/1000 mr. (BunpaBneHHs
pefakuiiiHoi noMunku). 3miHu |
TMNYy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bknovatoum 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 A0oCbe). BunyyeHHs
[BOX a/IbTEPHATUBHUX [iNbHULIb
019 BTOPUHHOTO nakysaHHA 13
Ana gosysBaHHa 5 mr/1000 mr
PharmLong Pharma Logistik
GmbH, Germany Ta Stegemann
Lohnverpackungen & Logistischer
Service e. K., Germany. 3MiHu |
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

TMny - AGMiIHICTPaTVBHI 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 NpoBeAEHHS KOHTPO/IHO
cepii) abo nocTavanbHVKa
BMXIZHOrO MaTepiany, peareHTy
ab0 AONOMIKHOT PevyoBUHU (SIKLLO
3a3HayeHo y OCbE). BunyyeHHs
[BOX aNlbTEPHATUBHUX [iNbHULIb
[AN151 BTOPUHHOIO nakysaHHA 13
Ansa gosyBaHHsa 12,5 mr/1000 Mr
PharmLong Pharma Logistik
GmbH, Germany Ta Stegemann
Lohnverpackungen & Logistischer
Service e. K., Germany.

307.

CIHIDKAPAI®

TabneTkn, BKPUTI
NNIBKOBOK 060/1I0HKOIO,
5 mr/1000 wmr, no 10
Tabnetok B 6nicTepi; no
6 6nicTepiB y KapTOHHIiA
Kopoobui

BepiHrep
IHrenbxaim
IHTepHewHN M6X

HimeyunHa

BMPOGHMLTBO,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
BepiHrep
IHrenbxaiv ®apma
vm6X i Ko. KT,
HimeuumnHa;
BMPOGHMLTBO,
KOHTPO/1b SKOCTI (32
BUHSATKOM TecTy
"Mikpob6ionoriyHa
yuctoTa"), NnepBuHHE
Ta BTOpPVHHE
nakyBaHHS1, BUNYCK
cepii: BepiHrep
IHrenbxaiim Ennac
A.E., l'peuis;
KOHTPO/1b SKOCTI (32
BUHSATKOM TecTy
"Mikpob6ionoriyHa
ynuctoTa'): A eHg Em
LTa6bTect Mm6X,
HimeyumnHa;
KOHTPO/b AKOCTi Npy
[OCNimpKeHHi
CTabinbHocTi (3a

Himeyunna/
pevis

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
MiCLil NPOBaXEHHS AiS/IbHOCTI
BUPOGHMKa/iMnopTepa rotoBoro
NiKapcbKoro 3acoby, BKIOYaum
AinbHULI BUNYCKy cepii abo micue
npoBeAeHHS KOHTPOIO AKOCTI.
(@isnbHiCTb, 3a AKy Bignosigae
BMPOGHMK/iMNopTep, He
BK/IO4AK0UM BUMYCK cepild). 3MiHa
Ha3BW aibTePHATUBHOI
na6opartopii gns koHTponto N3
4ns po3yBaHHA 5 mMr/1000 Mmr 3a
nokasHukom"MikpobionoriyHa
yucToTa”.
3MiHu | TUNY - AgMiHICTpPaTUBHI
3MiHW. 3MiHa HaliMeHyBaHHs
Ta/abo agpecu micus
NPOBaPKEHHS AiSA/IbHOCTI
BMPOGHMKa/imnopTepa rotoBoro
nikapcbKoro 3acoby, BKI0YaK4n
AinbHULI BUNYycKy cepii abo micue
NpoBeLEHHSA KOHTPOJTHO SKOCTI.
(misnbHicTb, 3a AKy Bignosigae
BUPOGHMK/IMNOpTEp, He
BK/IOYAI0UM BUMYCK cepili). 3MiHa
Ha3BW asibTEPHATUBHOI

3a peyernmom

UA/15724/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

BUHATKOM TecTy
"Mikpo6ionoriyHa
yuctoTa"): EBpochiHC
®ACT M'mbX,
HimeuumnHa,;
anbTepHaTUBHA
nab6oparopis ons
KOHTPO/IO TecTy
"Mikpob6ionoriyHa
yucrora™ CIrc
IHCTUTYT PpeseHiyc
'm6X, HimeyunHa;
Na6op /1IC CE eHa
Ko. KI', HimeuunHa;
K oEiCiEc ENE,
Ipeuis

na6opartopii gns koHTponto N3
4ns nosyeBaHHA 12,5 mr/1000 mr
3a nokasHukom "MikpobionoriyHa
ynctoTa". 3miHu | TNy - 3MiHK 3
sKocTi. FoToBWMIA Nnikapcbkuii 3aci6.
3MiHN y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKill 34jiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHA cepil).
BBeaeHHs 404aTKOBOI AiNbHNL,
siKa 34iCHIOE KOHTPOJIb SIKOCTI Npu
[ocnimkeHHi ctabinbHocTi 13
Ansa posyeaHHa 5 mr/1000 mr (3a
BUHATKOM TecTy "MikpobionoriyHa
yucrota") Eurofins PHAST
GmbH / EBpodpiHc PACT M'm6X,
LU0 3HAXOAMTLCA 3a afpecolo
Kardinal-Wendel-Strasse 16
66424 Homburg, Germany /
KapgiHan-BeHgens-LUTtp. 16
66424 Xombypr, HimeyunHa.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBGHULTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro NikapCbKoro 3acoby
(3amiHa abo goAaBaHHS AinbHULY,
Ha SKill 34jiCHI0ETbCSA
KOHTPO/b/BUNPOBYBaHHA cepii).
BBeaeHHs 104aTKOBOI AiNbHUL,
siKa 34iCHIOE KOHTPOJIb SIKOCTi Npu
[ocnimpkeHHi ctabinbHocTi 13
Ansa gosyBaHHsa 12,5 mr/1000 Mr
(3a BUHATKOM TecTy
"MikpobionoriyHa uncrora")
Eurofins PHAST GmbH,
Germany / EBpochiHc PACT M'mM6X,
LL|0 3HAXOAMTbLCA 3a afpecolo
Kardinal-Wendel-Strasse 16
66424 Homburg, Germany /
KappgiHan-Bengens-LWTp. 16
66424 Xombypr, HimeuunHa.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
Y BUPOBHULTBI. 3MiHM Y NpoLeCi
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
nocsio4yeHHs

ynakoska)

BMPOOHWLTBA FOTOBOTO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCS NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby
(He3HayHa 3MiHa y npoueci
BMPOGHMLTBA). BHECEHHS 3MiH A0
po3giny 3.2.P.3. MNMpouec
BMPOGHMLTBA NiKapCbKOro 3acoby,
30kpema: B po3gini 3.2.P.3.2.
Cknag Ha cepito 3a3HayYeHHs
KOPEKTHOI KiNIbKOCTi BOAMW, LU0
BMKOPWUCTOBYETLCSA /1A NMOKPUTTSA
TabneTok ANa fo3yBaHHA 5
Mr/1000 mr.(BunpasneHHs
pefakuiiiHoi NOMUIIKN).
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKMii 3aci6. 3MiHK
Yy BUPOBHULTBI. 3MiHW y npoueci
BMPOGHWLTBA FOTOBOrO
NiKapcbKoro 3acoby, BKIOYaum
NPOMDKHUIA NPOAYKT, L0
3aCTOCOBYETHCS MPU BUPOOHULTBI
roToOBOro Nikapcbkoro 3acoby
(He3HauHa 3miHa y mpoueci
BUpPOOHULTBA). BHeceHHs 3MiH 10
po3giny 3.2.P.3. Mpouec
BMPOGHMLTBA NiKapCbKOro 3acoby,
30Kpema: B po3gini 3.2.P.3.2.
Cknag Ha cepito 3a3HayYeHHs
KOPEKTHOI KiJIbKOCTi BOAW, LU0
BMKOPWUCTOBYETHCSA /18 MOKPUTTS
Tabnetok ans fosyBaHHa 12,5
Mr/1000 mr. (BunpaBneHHs
pefakuiiiHoi noMunku). 3miHu |
TMNy - AAMIHICTPaTUBHI 3MiHW.
BunyyeHHs: BUPOGHMYOT AinbHNL
(Bknovatoum ginbHULi ans Adl,
MPOMIXHOro NpoAyKTy abo
rOTOBOrO JliKapCbKOro 3acoby,
OinbHUUI 0NS NPOBeAeHHS
nakyBaHHs, BUPOOHNKa,
BiANOBIAA/ILHOIO 3a BUMNYCK Cepii,
MicLie NPOBEeAEHHS KOHTPOIO
cepii) abo noctavasibHMKa
BMXiQHOrO Martepiany, peareHty
ab0 AONOMIXHOT PevOBUHU (SIKLLO
3a3HayeHo y A0oCbe). BunyyeHHs
[BOX a/IbTEPHATUBHUX [iNbHULIb
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n/n

Hasga snikapcbko20

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

[N BTOPUHHOTO nakyBaHHA 13
ons fosyBaHHA 5 Mr/1000 mr
PharmLong Pharma Logistik

GmbH, Germany Ta Stegemann

Lohnverpackungen & Logistischer

Service e. K., Germany. 3MiHu |

TMny - AGMiIHICTPaTVBHI 3MiHW.
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

3a3HayeHo y 0CbE). BunyyeHHs

[BOX aNlbTEPHATUBHUX [iNbHULIb

[N BTOPUHHOIO nakysaHHA 13

Ansa gosyBaHHsa 12,5 mr/1000 Mr
PharmLong Pharma Logistik

GmbH, Germany Ta Stegemann

Lohnverpackungen & Logistischer
Service e. K., Germany.

308.

CMNA3ro

Tabnetku no 10
Tabnetok y 6nictepi, no
1 a6o 10 6nicTepiB y
Kopoo6Li

AHaHTa Megikeap
nra.

Benuvka
BpuTaHis

dnamiHro
dapmMacbloTUKanc
nra.

IHais

BHECEHHS 3MiH 40 peecTpaLinHmx
marepianis: TEXHIYHA MOMW/IKa
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460), BunpasneHHs
TEXHIYHOI NOMUSIKN Y Ha3Bi
BMPOGHMKA (aHrNiiCbKOK MOBOIO)
B MKA N3 Ta iHCTpYKUiT Ans
MeAMYHOro 3acTOCyBaHHS.
3aTBepakeHo Bupo6HuK, kpaiHa
dnamiHro ®apmacstotukanc /ta,.,
IHgis Flamingo Farmaceuticals
Ltd., India 3anponoHoBaHo
Bunpo6Huk, kpaiHa dnamiHro
dapmacbioTvkanc T4, IHais
Flamingo Pharmaceuticals Ltd.,
India. 3a3HayeHe BMNpaBneHHs
BiANoOBigae marepianam
peecTpaLiiiHoro Aockbe

Ne 10 — 6e3
peyenma, Ne
100 - 3a
peyenmom

UA/4544/01/01

309.

cynbniPnAa-3H

Tabnetkn no 50 mr no 10

TOB "XapkiBcbke

Ykpaina

ToBapucTtBo 3

YkpaiHa

BHECEHHS 3MiH 40 peecTpaLinHmx

Tabnetok y 6nictepi; no hapmaueBTuyHe o6GMmeXeHot martepianis: yTOYHEHHSs

2 abo 3 6nictepn y nigNpPUEMCTBO BiANOBiAa/ILHICTIO HanucaHHA BUPOGHUKA B HaKasi

Kopoo6Li "3p0pos's Hapoay" "XapkiBCcbke MO3 Ykpaiuu Ne 301 Big,
cthapmaueBTMyHe 22.02.2021 B npoueci

3a peyernmom

UA/11476/01/02
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
niANpMEMCTBO nepepeecTpauii. Pegakuis B
"340poB'a Hapoay" Hakasi: TOB "XapkiBCbke
dhapmaLeBTUYHe NiANPUEMCTBO
"3[0poB'a Hapoay", YkpaiHa.
BipHa pepakuif: ToBapucTso 3
oOMeXeHOoo BiAnoBigaNbHICTIO
"XapkiBcbke hapmaueBTMUYHe
nignpuemMmcTso "3g0poB'a
Hapoay", YKpaiHa.
310. | TAHTIBEPT Tabnetku 3i cMakom ToBapucTBo 3 YkpaiHa BCi cTagii uykny YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/16482/01/01
anesibCuHy no 3 mr, No 06MEXEHO BMPOBHULTBA, KPIM MaTepianis: 3miHu | TUny - 3MiHK 3
10 Tabnetok y 6nictepi; BiANOBIAA/LHICTIO KOHTPOJIIO SKOCTI, AKOCTi. [OTOBWIA Nikapcbkuit 3acib.
no 1, 2 abo 3 6nictepu B "®apmavleBTUYHa NepBUHHOTO Ta 3MiHM y BUPO6HMLTBI. 3amiHa abo

nauui

thipma "BepTekc”

BTOPUHHOTO
naKyBaHHs:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
thipma "BepTekc”,
YKpaina;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
thipma "BepTrekc”,
Ykpaina
BCi cTagii uukny
BVMPOGHMLTBA KPiM
BMNYyCKy cepii: TOB
"®APMEKC rPym",
YkpaiHa
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"[locnigHnii 3aBog,
«THLC", Ykpaina

BBeEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA A5 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOro Nikapcbkoro 3acoby
(AinbHULA, Ha AKIN NPOBOAATLCA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPO/II0 SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HecTepUsbHUX NiKapCbKunx
3aco6iB) BeegeHHs goaatkosoi
OiNbHULI BUpO6HULTBA
ToBapuncTBO 3 06MEXEHOID
BiANOBIAA/LHICTIO
“®apmaueBTuyHa chipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBCcbka 0611., MICTO
XapkiB, Bymus ACTPOHOMIYHA,
6yauHoK 33, NiT. «H-2» ans
BMPOBGHNYOrO Npouecy 3a
BUHSATKOM KOHTPOJO SIKOCTi Ta
NepPBUHHOTO Ta BTOPUHHOIO
naxkyBaHHs 6e3 3MiH po3mipy cepii
N3. 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBWIA Nikapcbkuii 3aci6. 3MiHK
y BUPO6GHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNlbHML,
BMPOOHULITBA [i/151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbkoro 3acoby
(8inbHULA oNS BTOPUHHOTO
nakyBaHHs) CynyTHs 3MiHa - 3MiHu
3 AKOCTi. F0TOBMIA NiKapCbKNii
3aci6. 3MiHM y BUPOBHULLTBI.
3amiHa abo BBeAEeHHA 40AATKOBOI
OiNbHUL} BUPOGHUUTBA Ans
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
YyacTvHy abo BCbOro BUPOBHNYOro
npoLiecy roToBOro Nikapcbkoro

3aco6y (AiNbHWLUA 415 NePBUHHOTO
nakyBaHHs1) BBeieHHs AinbHuLj
AN BTOPUHHOTO Ta NePBUHHOIO
nakysaHHa TOBapucTBO 3
06MEXEHOI0 BifNoBiga/IbHICTIO
“®GapmMaueBTnyHa dipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/Muss ACTPOHOMIYHa,
6yauHOK 33, NiT. «B-1» 6e3 3MiH
po3mipy cepii 13.3miHu | TNy -
3MiHu 3 IKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3MiHW y
BVMPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BWMYCKY Cepii Ta KOHTPOSIHO SKOCTI
rOTOBOrO JliKapCbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKA, LU0 BiAnosigae 3a
BBE3EHHS Ta/abo BMMNYCK cepil) -
He BKtovatoumn
KOHTPO/b/BUNPOBYBaHHA cepii -
BBefeHHs AinbHWLj ANs BUMYCKY
cepii ToBapnCTBO 3 0OMEXEHOI0
BiANOBIAA/LHICTIO
“®apmaueBTuyHa thipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MICTO
XapkiB, Bymus ACTPOHOMIYHA,
6yanHOK 33, NiT. «H-2». 3MiHK |
™My - 3MiHY LWoAo
6e3nekn/edheKTUBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHwn)
BHeceHHs 3MiH o p.
«MapkyBaHHs». OHOBEHHS
TEKCTY MapKyBaHHS ynakoBKu
NiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmawii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHSA Y CUCTEMI
Sl. BBeieHHS 3MiH NPOTArom 3-x
MiCALIB MIiCNA 3aTBEPIPKEHHS.
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3MiHa
iMnopTepa/3miHu, WO CTOCYTbCSA
BUMYCKY Cepii Ta KOHTPOSIHO SKOCTI
roTOBOro /ikapcbKoro 3acoby
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKiil 34jiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHA cepil)
[JopnasaHHA ginbHuULUi ToBapncTBO
3 06MeXeHOH0 BiANoBiAa/IbHICTIO
«[locnigHnii 3aBog «THUJIC»,
YKpaiHa (KOHTpO/b SKOCTI).
311. | TAHTIBEPT TabneTtku 3i cMakom ToBapucTBo 3 Ykpaina BCi cTagii uukny YkpaiHa BHECEHHS 3MiH [j0 peecTpaLiinHmx 6e3 peyenma UA/16483/01/01
M aTK no 3 mr, no 10 obmexeHor BMPOGHMLITBA, KPiM marepianis: 3MiHu | Tuny - 3MiHN 3
Tabnetok y 6nictepi; no BiAMNOBIAA/ILHICTIO KOHTPOJII0 SIKOCTI, sKocTi. [oToBWIA Nikapcbkuii 3aci6.
1, 2 a6o 3 6nictepu B "PapmaLeBThYHA NepPBUHHOIO Ta

navu,i

thipma "BepTekc"

BTOPUHHOTO
nakyBaHHS:
ToBapucTso 3
06MeXeHOo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
thipma "BepTtekc”,
YKpaiHa;
nepBuHHe Ta
BTOPUHHE
nakyBaHHS1, BUNYCK
cepi:
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
thipma "BepTekc”,
YkpaiHa
BCi cTagii uukny
BVMPOGHMLTBA KpiM
BMNycky cepii: TOB
"®APMEKC rPym",
Ykpaina
KOHTPO/b SIKOCTI:
ToBapucTso 3
06MeXeHoto
BiANOBIAANBLHICTIO
"[ocnigHnii 3aBog
«THUNC", YkpaiHa

3MiHM Y BUpOBHULTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBGHULITBA AN15 YaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(minbHULSA, Ha SAKIN NPOBOAATLCA
6yab-sKi BUpOOHUYI cTagjl, 3a
BMHATKOM BUMYCKY CEpiiA,
KOHTPOJII0 SKOCTi, NEePBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCTepUsIbHUX NiKapCbKmnx
3aco6iB) BeegeHHs gogatkoBoi
LiNbHUL BUPOGHULITBA
ToBapuCTBO 3 0OMEXEHOI0
BiANOBIAA/IbHICTIO
“®apmMaueBTUYHa ipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/Muss ACTPOHOMIYHA,
6yanHoK 33, niT. «H-2» ana
BMPOGHMYOro npoLiecy 3a
BUHSATKOM KOHTPOJIIO SIKOCTi Ta
NEePBUHHOTO Ta BTOPUHHOTO
nakyBaHHs 6e3 3MiH po3mipy cepii
N3. 3MiHn | TMNY - 3MiHW 3 AKOCTI.
OTOBUIA NiKapCbKMin 3aci6. 3MiHK
y BUpOGHMLTBI. 3amiHa abo
BBEEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA A5 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roTOBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOMO
nakyBaHHs1) CynyTHsi 3MiHa - 3MiHU
3 KOCTi. F0TOBUIA NiKapCbKuii
3aci6. 3MiHM y BUPOOHULTBI.
3amiHa abo BBeAEHHS 404aTKOBOI
LOiNbHULI BUPOBHULTBA AN
YacTUHM ab0 BCbOro BUPOBHMYOTO

npoLiecy roToBoro Nikapcbkoro
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3aco6y (AiNbHWUA 415 NePBYHHOMO
nakyBaHHs) BBefleHHs OinbHULL

A5 BTOPVHHOTO Ta NepPBUHHOIO
nakyBaHHs ToBapvCTBO 3
06MEXEHOH0 BifNOBiAaNbHICTIO
“®apmaveBTnyHa thipma
“Beprekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, Bymua ACTPOHOMIYHA,
6yanHoK 33, NiT. «B-1» 6e3 3miH
po3mipy cepii /13.3MiHn | TUnYy -
3MiHu 3 siKOCTi. FOTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo gofasaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3€eHHA Ta/abo Bunyck cepii) -
He Bkntovatoun
KOHTPO/b/BUNPOBYBaHHS cepil -
BBefeHHA AinbHULI ANS BUMYCKY
cepii ToBapnCTBO 3 0OMEXEHOI0
BiANOBIAA/IbHICTIO
“®GapmMaueBTnyHa dipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/Muss ACTPOHOMIYHa,
6yamnHOK 33, NiT. «H-2». 3MiHK |
MRy - 3MiHM WoAo
6e3nekn/edekTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn)
BHeceHHA 3miH go p.
«MapKyBaHHs1». OHOB/EHHSI
TEKCTY MapKyBaHHS yNakoBKM
NiKapCbKOro 3acoby 3 BHECEHHAM
iHbopmauii Wwoao 3a3HaYeHHs
OAVHMLb BUMIPIOBaHHSA Y cUCTEMI
Sl. BBeEeHHS 3MiH NpOTArom 3-x
MicAILiB Nicns 3aTBepKEHHS.
3MiHK | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NiKapcbkuii 3aci6. 3miHn
Y BUPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, L0 CTOCYTbCA
BWMYCKY Cepii Ta KOHTPOJIHO SKOCTI
roToBOro Nikapcbkoro 3acoby
(3amiHa abo fAofaBaHHA GiNbHALLI,
Ha SAKil 34iCHI0ETbCSA
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
KOHTPO/b/BMNPOGYBaHHS cepil)
[JopasaHHA ginbHULI TOBapUCTBO
3 06MEXEHO0 BiANOBIAA/IBHICTIO
«JocnigHnii 3aBog «HLUTC»,
YKpaiHa (KOHTPO/b SKOCTi).
312. | TAHTIBEPT TabneTkn 3i CMakom ToBapucTBO 3 Ykpaina BCi cTagii uukny YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHnX 6e3 peyenma UA/16484/01/01
eBkaninTy no 3 mr, no 10 o6MexeHo BMPOGHMLTBA, KPiM Marepianis: 3MiHu | Tuny - 3MiHn 3
Tabnetok y 6nictepi; no BiANOBIAANIbHICTIO KOHTPOJIO SIKOCTI, siKocTi. FoToBWIA Nikapcbkuii 3aci6.
1, 2 abo 3 6nictepn B "dapmavueBTUyHa NepBUHHOIO Ta 3MiHn y BUpPO6HMLTBI. 3amiHa abo

nauuj

thipma "BepTtekc"

BTOPUHHOTIO
naKyBaHHs:
ToBapucTso 3
06MeXeHoto
BiANOBIAANILHICTIO
"PapmaueBTnyHa
thipma "BepTtekc”,
YKpaiHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYCK
cepii:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
thipma "BepTekc”,
YkpaiHa
BCi cTagii uykny
BUPOGHMLTBA KpiM
BMMYCKy cepii: TOB
"®APMEKC r'Pyr11",
YkpaiHa
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"[ocnigHnii 3aBog
«HUNC", YKpaiHa

BBEAEHHS [0AATKOBOI AiNbHML,
BMPOOHULITBA /151 YACTUHU abo
BCbOr0 BUPOGHMYOro npouecy
rOTOBOrO JliKapCcbkoro 3acoby
(minbHULA, Ha SAKIN NpoBOASATLCA
6yAb-sKi BUPO6HUYI cTagji, 3a
BMHATKOM BUMYCKY Cepid,
KOHTPO/II0 AKOCTi, NePBUHHOTO Ta
BTOPVHHOTIO NakyBaHHSA, A1
HeCTepUsIbHNX NiKapCbKnx
3aco6iB) BeeaeHHs oAaTKOBOI
AiNbHUL BUPOGHULTBA
ToBapuncTBO 3 06MEXEHOI0
BiANOBIAA/ILHICTIO
“®apmaueBTnyHa thipma
“Beprekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, Bynvusa ACTPOHOMIYHA,
6yanHok 33, niT. «H-2» ans
BUPOGHMYOro npoLecy 3a
BUHSITKOM KOHTPOJIIO SIKOCTi Ta
NepPBUHHOTO Ta BTOPUHHOIO
nakyBaHHs 6e3 3MiH po3mipy cepii
N3. 3MiHW | TUny - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
y BUPO6HULTBI. 3aMiHa abo
BBEAEHHS [0AATKOBOI AiNbHML,
BMPOBHULITBA AN15 YaCTUHU abo
BCbOro BMPOBHMYOro npovecy
roTOBOro NikapCbKoro 3acoby
(@inbHULSA ANa BTOPUHHOMO
nakysaHHs1) CynyTHsl 3MiHa - 3MiHK
3 AKOCTi. FO0TOBWIA NiKAPCbKNi
3aci6. 3MiHN Yy BUPOOHMLITBI.
3amiHa abo BBeeHHA 00AaTKOBOI
AinbHWL| BUpOGHULTBA AN1A
4acTuHK abo BCbOTO BUPOGHNYOrO
npoLecy roToBoro Nikapcbkoro
3aco6y (AiNbHWLUSA 415 NePBUHHOTO
nakyBaHHs) BBefieHHs OiNTbHULL
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

719 BTOPVHHOTO Ta NepBUHHOIO
nakyBaHHs ToBapvCTBO 3
06MeXeHOI0 BifNoBiAabHICTIO
“®apmaueBTuyHa thipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
XapkiB, Bymus ACTPOHOMIYHA,
6yanHoK 33, NiT. «B-1» 6e3 3MiH
po3mipy cepii 13.3minu | TNy -
3MiHKM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LU0 BiAnoBigae 3a
BBE3EHHA Ta/abo BMNYCK cepil) -
He BK/tovaoumn
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBefeHHs AinbHWLi ANs BUMYCKY
cepii ToBapUCTBO 3 06MEXEHOD
BiANOBIAA/ILHICTIO
“®apmaveBTnyHa thipma
“Beprekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, Bymua ACTPOHOMIYHA,
6yanHok 33, niT. «H-2». 3MiHn |
TMNy - 3MiHK WoA0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy (iHwi 3mMiHn)
BHeceHHA 3MiH Jo p.
«MapkyBaHHs». OHOBNEHHS
TEKCTY MapKyBaHHS ynakoBKu
nNiKapcbKoro 3acoby 3 BHECEHHAM
iHchopmauii LWoao 3a3HaveHHs
OAVHWLb BUMIPIOBAHHS Y CUCTEMI
Sl. BBeieHHS 3MiH NpoTAroMm 3-x
MiCALIB MIiCNA 3aTBEPLYKEHHS.
3MiHn | TURY - 3MiHK 3 AKOCTI.
[OTOBMIA Nikapcbkuii 3aci6. 3miHK
y BUPOBGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCS
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roToOBOro NikapCbKoro 3acoby
(3amiHa abo godaBaHHS AiNbHULY,
Ha SKiil 34jiCHI0ETbCSA
KOHTPONb/BUNPOGYBaHHA cepil)
JogaBaHHA ginbHULI TOBaprCTBO

327




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
3 06MEXEHOH BiANOBiAa/IbHICTIO
«[ocnigHnii 3aBog «FHLJIC»,
YkpaiHa (KOHTPO/b SKOCTI).
313. | TAHTIBEPT PO34uH A5 pOTOBOT ToBapucTBo 3 YkpaiHa BCi cTagii uykny YkpaiHa BHECEHHS 3MiH 40 peecTpavlinHmx 6e3 peyenma UA/16355/01/01

NOPOXHUHK, 1,5 Mr/mn;
no 120 mn y donakoHi 3i
ckna abo nnactuky; no 1
dhNakoHy B KOMM/IEKTi 3
MiPHUM CTaKaH4YMKOM Y
KapTOHHI KopooLi

obmexeHoto
BiANOBIAA/LHICTIO
"GapmaueBTuyHa
thipma "BepTekc”

BMPOBHULTBA, KPIM
KOHTPOSHO SIKOCTI,
NepBUHHOTO Ta
BTOPUHHOTIO
nakyBaHHs:
ToBapucTso 3
06MexeHot
BiANOBIAA/LHICTIO
"®apmaueBTnyHa
thipma "BepTekc”,
YKpaiHa;
nepBuHHE Ta
BTOPUHHE
nakyBaHHs, BUNYyCK
cepii:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
thipma "BepTtekc”,
YKpaiHa;

BCi cTagii uukny
BMPOGHMLTBA KpiM
BWMYCKy Cepii:
ToBapucTso 3
06MeXeHo0
BiANOBiAA/IbHICTIO
"®apmaueBTnyHa
KOMMNaHis
"3p0pos'a",
YkpaiHa

mMartepianis: 3MiHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHM y BUPO6HMLTBI. 3amiHa abo
BBEEHHS 10AATKOBOI AiNbHUL
BMPOGHULITBA AN15 YaCTUHN abo
BCbOr0 BMPOOHMYOro npouecy
roToOBOro Nikapcbkoro 3acoby
(BinbHULA, Ha AKIN NPOBOAATLCA
6yab-AKi BUPO6HUYI cTagji, 3a
BUHSATKOM BUMNYCKY Cepii,
KOHTPOJIH0 SKOCTi, NEPBMHHOTO Ta
BTOPVHHOIO NakyBaHHSA, A1
HeCcTepUsbHUX NiKapCbKunx
3aco6iB) - BeegeHHs gogatkosoi
OiNbHWLI BUpO6HULTBA
BiANOBIAA/ILHOT 32 BUPOOHULITBO -
ToBapuCTBO 3 OOMEXEHOD
BiANOBIAA/IbHICTIO
“®GapmMaueBTnyHa ipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/Muss ACTPOHOMIYHa,
6yanHok 33, NiT. «H-2»(nepwnii
nosepx); 3MiHu | Tuny - 3MiHn 3
siKocTi. FoToBWIA Nikapcbkuii 3aci6.
3MiHn y BUpPO6HMLTBI. 3amiHa abo
BBEAEHHS [0AATKOBOI AiNlbHML,
BMPOOHULITBA [i/151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbkoro 3acoby
(8inbHULA oNS BTOPUHHOTO
nakyBaHHs). CynyTHs 3MiHa -
3MiHuM 3 sIKOCTi. FoTOBWIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3amiHa abo
BBEAEHHS 0AATKOBOI AiNlbHML,
BMPOOHULITBA [i/151 YACTUHU abo
BCbOr0 BMPOGHMYOro npouecy
rOTOBOrO JliKapCcbkoro 3acoby
(8iNbHULA 4N NePBUHHOIO
naxkyBaHHs) - BBeAeHHSA
[04aTKOBOI [i/TbHULL BUPOGHMLTBA
BiANOBIAA/IbHOT 382 NepPBUHHE Ta
BTOPVHHE NaKyBaHHS -
ToBapuCcTBO 3 06MEXEHOI0
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Hasga snikapcbko20

3asiBHUK

n/n

3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep

peecmpayiliHo2o

nocsio4YeHHs

314.

TAHTYM PO3A®

BiANOBIAA/IbHICTIO
“®GapmMaueBTnyHa ipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/iMuss ACTPOHOMIYHa,
B6yanHOK 33, NiT. «B-1»); 3MiHun |
TUny - 3MiHK 3 AKOCTI. [0TOBWMIA
nikapcbkuii 3aci6. 3mMiHn y
BMPOGHMLTBI. 3MiHa
iMnopTepa/3aMiHu, Lo CTOCYThCSA
BUNYCKY Ccepii Ta KOHTPOJIH0 AKOCTI
roTOBOro NikapcbKoro 3acoby
(3amiHa abo gofaBaHHs
BMPOGHMKa, LU0 BiAnosigae 3a
BBE3EHHA Ta/abo BMMNYCK cepil) -
He BK/tovaoun
KOHTPO/b/BUNPOBYBaHHSA cepil -
BBefieHHs1 f08aTKOBOI AiNbHULL
BiANOBIAA/IbHOI 3@ BUMYCK cepii
roToOBOro NikapcbKoro 3acoby -
ToBapuCTBO 3 OOMEXEHOI0
BiANOBIAA/IbHICTIO
“GapmMaueBTnyHa dipma
“BepTekc”, YkpaiHa (agpeca:
61085, XapkiBcbka 06/1., MiCTO
Xapkis, By/Muss ACTPOHOMIYHa,
6yanHOK 33, NiT. «H-2»(nepLunii
nosepx)). 3MiHV BHECEHO B
IHCTPYKLi0 ANA MeguyHoro
3acToCyBaHHA Wo40
MiCLie3HaXO)KEHHSI BUPOOHMKA 3
BiAMNOBIAHUMU 3MiHAMW Y TEKCTI
MapKyBaHHS YNakoBK/ NikapcbKoro
3acoby

rpaHyv ans
BariHa/IbHOro po34nHy
no 500 wmr; no 10 cawe B
KapTOHHIA Kopoo6Li

AsieHpe Kimike
PiyHiTe AHxeniHi
dpaHyecko -

AKP.A®. -C.nA

ITanisa

AsieHge Kimike
PiyHiTe AHxeniHi
PdpaHyecko

AK.P.A®. C.nA.

ITanisa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: yTO4YHEHHA
HanucaHHA peecTpauiiiHoro
HOMepa B Hakasi MO3 YkpaiHu
Ne 301 Big 22.02.2021 B npoueci
BHECEHHSA 3MiH (3MiHu | Tvny -
3MiHM Woao
6e3nekn/edeKkTBHOCTI Ta
hapmakoHarnsgy. BeegeHHs abo
3MiHU [0 y3araslbHEHVX AaHnX Npo
cuctemy thapmakoHarnagy
(BBEAEHHSA y3araslbHEHVX AaHUX
npo cucTemy dhapmakoHarnsgy,

3MiHa yNOBHOB&XeHOi 0cobu,

BigNoBiga/IbHOI 3a 3MjiICHEHHSI

6e3 peyenma

UA/4012/01/01

329




Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
thapmakoHarnsay; KOHTakTHOT
ocobu 3 hapmakoHarnsgy
3asBHUKA 4151 34iCHEHHS
thapmakoHarnagy B YKpaiHi, AKLL0
BOHa BiiMiHHa Bif, YyNOBHOBaXeHOT|
ocobu, BiANOBIAa/IbHOI 3a
3[jiCHEeHHSs1 hapmakoHaragy
(BK/THOYAKOYM KOHTAKTHI AaHi)
Ta/abo 3MiHW Y PO3MILLEHHI
MacTep-caiina cuctemun
thapmakoHarnagy) - 3amiHa
KOHTaKTHUX AaHUX YrOBHOBaXKEHOT
0co6u 3as1BHMKA, BiAMNOBIAA/IbHOT
3a 3fjiicHeHHs hapMakoHarnsay.
3MiHa MicLs 34jiACHEHHS OCHOBHOT
OiSNbHOCTI 3 dhapmakoHarniagy.
3MiHa MicLs 3HAXOMKEHHS
MacTep-caiina cuctemu
thapmakoHarnagy). Pegakuis B
Hakasi: UA/4012/02/01. BipHa
peaakuia: UA/4012/01/01.
315. | TEMOAAN® kancysm no 20 mr, no 1 Mepk Wapn i Joym LLiBefiuapis Brpo6HMLUTBO diHnaHgia/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyenmom UA/4893/01/02
Kancyniy cawe; no 5 I1OEA T'm6X Hepo3dgacoBaHOl Benbrisi/ mMaTtepianis: 3mMiHu | Tuny:
abo no 20 cawe y NpOoAyKLii, NepBUHHA AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapTOHHIA KOpoo6Li ynakoBka Ta HalilMeHyBaHHs Ta/abo agpecu
KOHTPO/b SIKOCTI: 3anBHUKa (BacHuKa
OpioH ®apwma, peecTpaviiiHoro nNoCBigYEHHS).
diHNAHAIA; 3MiHa Ha3BW 3asiBHMKA BigNoBiAHO
MNepBuHHa Ta [0 pilleHHa KoMnaHii Ta
BTOPWHHA ynakoBKa, YTOUHEHHSI aApecy 3asiBHMKa 4115
[03BIiNT Ha BUMYCK npuBeLeHHs Yy BiANOBIAHICTb A0
cepii: WepiHr-Mnay OHOBJIEHOrO BUTAry 3 TOProBoro
Na6o H.B., Benebris; PeecTpy kpaiHu 3asBHUKa.
AnbTepHaTUBHWIA BBegeHHs1 3MiH npoTArom 6-Tu
KOHTPO/1b SIKOCTI: MiCAILiB NicNs 3aTBEPIKEHHS.
OpioH ®apma, 3MiHa 3asiBHMKa (BnacHuka
DiHNAHAiA peecTpauiiiHoro NocBig4YeHHs)
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460).
BBegeHHs1 3MiH npoTsarom 6-Tu
MicAILiB Nicns 3aTBEPAKEHHS.
316. | TEMOAAN® Kancynu no 100 wmr, no 1 Mepk Wapn i Joym LLisefuapis Brpo6HMLUTBO PiHnaHgia/ BHECEHHS 3MiH 0 peecTpaLliiHux | 3a peyenmom UA/4893/01/03
Kancyniy cawue; no 5 IAEA TM6X Hepo3dhacoBaHO| Benbris mMartepianis: 3mMiHu | Tuny:

ab6o no 20 cawey
KapTOHHI Kopoo6Li

NpoAyKLUii, NepBnUHHA
yrnakoBka Ta
KOHTPO/b AKOCTI:
OpioH ®apma,
PiHNAHgIS;
[NepBunHHa Ta

AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (B1acHMKa
peecTpaviiiHoOro NoCBigYEHHST).
3MiHa Ha3BM 3asiBHUKA BiAMOBIgHO
[0 pileHHs KoMnaHii Ta
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BTOPWHHA yNnakoBKa, YTOUHEHHS afpecu 3asiBHMKa 4151
[03BiN Ha BUMNYCK npuBeAeHHs y BiANOBIAHICTb A0
cepii: Wepixr-Mnay OHOBJ1IEHOrO BUTAry 3 TOProBoro
Na6o H.B., Benebris; PeecTpy kpaiHu 3asBHUKa.
AnbTepHaTUBHUIA BBeneHHs 3MiH NpoTAroM 6-Tu
KOHTPO/Ib SIKOCTI: MiCALIB MIiCNA 3aTBEPLKEHHS.
OpioH ®apwma, 3miHa 3asBHMKa (BNacHvKa
PiHnAHaiIA peecTpauiiiHoro NocBigYeHHS)
(3rigHo Haka3y MO3 Big,
23.07.2015 Ne 460).
BBeneHHs 3MiH NpoTAroM 6-Tu
MicALIB MiCNA 3aTBEPKEHHS.
317. | TEMOAAN® MOPOLLIOK A1 PO3UMHY Mepk Wapn i Joym LLiBefiuapis Brpo6HMUTBO Himeuunna/ BHECEHHS 3MiH 0 peecTpauliiHux | 3a peyenmom UA/4893/02/01
Ans iHdy3iii no 100 wr, I1OEA Tm6X Hepo3dgacoBaHOl Benbris mMaTtepianis: 3mMiHu | Tuny:
1 donakoH 3 NOPOLLUKOM Y NpoAyKLuii, NnepBuUHHe AAMiHICTpaTUBHI 3MiHW. 3MiHa
KapTOHHIA KopooLi nakyBaHHS Ta HalilMeHyBaHHs Ta/abo agpecu
KOHTPO/b SIKOCTI: 3asBHUKa (BacHMKa
Bakctep OHKonomxi peecTpauiiHoro NocBigYeHHs) -
m6X, HimeuunHa,; 3MiHa Ha3BM 3asiBHUKA BigNoBigHO
BTopuHHe [0 pilleHHa KoMnaHii Ta
nakyBaHHs Ta [03BiNn YTOUHEHHSI afpecy 3asiBHMKa 415
Ha BUMYCK cepii: npuBeLeHHs Yy BiANOBIAHICTb A0
LepiHr-Mnay Na6o OHOBJIEHOrO BUTAry 3 TOProBoro
H.B., Benbris PeecTpy KpaiHu 3asaBHUKa
(BBegeHHs 3MiH MPOTAroM 6-Tu
MicsILiB nicns 3aTBepKEeHHS);
3MiHa 3asBHMKa (BNacHUKa
peecTpauiiiHoro NocBig4YeHHs)
(3rigHo Hakasy MO3 Big
23.07.2015 Ne 460) BeegeHHs
3MiH NpoTArom 6-Tu MicauiB nicns
3aTBEPAKEHHS
318. | TEPU3NAOH Kancynu Teepgi no 250 MpAT "TexHonor" YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 0 peecTpaLliiHux | 3a peyenmom UA/12302/01/01

mr, no 10 kancyny
6nicTepi; no 1 6nictepy
B NayLi 3 KapTOHY

MaTepianis: 3miHu | TUny - 3MiHK 3
siKocTi. FoToBWMIA Nikapcbkuii 3aci6.
KOHTpO/1b rOTOBOrO NiKapCbKoro
3acoby. 3miHa napameTpis
cneuudikauin Ta/abo gonycTummx
MEX FOTOBOr0 NiKapCbKoro 3acoby
(iHWi 3miHW)

He3HauHi 3MiHK y cneuudikauii
'N3 3a nokasHukamu «CynposigHi
OOMILLKM» (3BY)XXEHHS AONYCTUMUX
Mex) Ta «KinbkicCHe BU3HaYEHHS»
(pepakuiiiHi 3miHM). 3MiHWM BHECEHI
[0 IHCTPYKUIT ANA MeguyHoro
3aCTOCYBaHHSA Mikapcbkoro 3acoby
y po3gin “Mlikapcbka
¢hopma/OCHOBHI (hi3VKO-XiMiYHi
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BnacTmBocTi". 3MiHuW | TMny - 3MiHK
3 AKOCTi. F0TOBUIA NiKapCbKuii
3aci6. KoHTponb rotosoro
nikapcbKoro 3acoby. 3miHa y
MeToAax BUNpobyBaHHA roTOBOrO
nikapcbKoro 3acoby (iHLWi 3MiHN Y
meTogax BunpobysaHb
(BKKOYALOUM 3aMiHy ab0
[OMOBHEHHS)) HE3HAYHI 3MiHN Y
MeToAvKax BunpobysaHHs 13 3a
nokasHvkamy «CynpoBifHi
OOMILLKM», « KisbkicHe
BU3HAYEHHA», «PO3UYNHEHHS»,
«Mikpob6iosioriyHa unctotTa» 3MiHu
BHECEHI [0 iHCTPYKLiT Ans
MeJMYHOr0 3aCTOCYBaHHS
NiKapcbkoro 3acoby y po3ain
"Nikapcbka gpopma/OCHOBHI
i3MKO-XiMiYHi BnacTuBoCTi".
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NiKapCbKMii 3aci6.
Cucrtema
KOHTelHep/3aKynopoBabHWi
3aci6. 3mMiHa y NepBUHHIlA ynakoBLj
rOTOBOrO JliKapCbkoro 3acoby
(sKicHWIA Ta KiNbKicHWIA cknag) -
Teepai nikapcbki hopmu -
BBE/EHHA [04aTKOBOI NEPBUHHOI
ynakoBku MN3. 3MiHu | Tuny -
3MiHu 3 sIKOCTi. FOTOBWIA
nikapcbkuii 3aci6. CTabinbHICTb.
3MiHa y TepMiHax npuaaTHOCTI
ab0 ymoBax 36epiraHHsi rOTOBOrO
nikapcbKoro 3acoby (3MiHa B
ymMoBax 36epiraHHA roToBOro
nikapcbKoro 3acoby abo nicns
PO3YMHEHHSI/BIAHOBMEHHS) 3MiHA
yMOB 36epiraHHs 13, wo
06ymoB/ieHa pekoMeHauisMm
BOO3 woa0 ymoB 36epiraHHs
nikapcbKkunx 3acobis ans
KniMaTnyHuUX 30H Il Ta IV. 3miHn |
MRy - 3MiHM LWoAo
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnagy (iHwi 3miHn) —
3MiHU 0 TEKCTY MapKyBaHHS
yNakoBOK FOTOBOrO NiKapCbKro
3acoby

3arBepaxeHo: MAPKYBAHHA.
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1

BignosigHo Ao 3aTBEpPAKEHOrO
TEKCTY, L0 A0Aa€ETbCS.
3anponoHosaHo: MAPKYBAHHA.
3rifHO 3aTBEPL)KEHOTO TEKCTY
MapKyBaHHS. 3MiHN BHeCeHi [0
TEKCTY MapKyBaHHS yNakoBKu
nikapcbKoro 3acoby woao
3a3HayeHHs Ha ynakoBLi
MiKHapPOAHUX NO3HAYEHb OAUHULB
BMMIpIOBaHHS BiAMNOBIAHO A0
cuctemu Sl. 3minu Il Tuny - 3miHK
3 IKOCTi. TOTOBWIA NikapcbKuii
3aci6. Onuc Ta cknag. 3miHa y
cknagi (4ONOMIKHUX peqyoBMHaXx)
roTOBOrO /liKapCbKoro 3acoby (iHLwi
[OMOMDKHI peyoBuHM) - 3MiHa, Ska
NiATBEPMKYETLCA [OCNIMKEHHAMM
3 6ioeKBiBaSIEHTHOCTI - 3MiHa
AKICHOTO Ta KiSIbKICHOTO ckiagy
[OMOMiXXHUX PEYOBWH 3yMOB/IEHA
npuBELEHHAM Y Bi4NOBIAHICTb A0
cknafy pedhepeHTHOro npenapary
Tepu3naoH, kancynu no 250 mr,
BMpo6HMLUTBa Riemser Pharma
GmbH, Germany
(pekomeHgoBaHuii BOO3). Ak
Hacnifgok, BHECEHI 3MiHU [0
cneuudikaLii Ta MeTogiB
KOHTPON0 /13 38 NOKa3HNKOM
Onuc Ta CepefHsA Maca BMIiCTY
Kancys1. 3MiHn BHeCeHi Ao
IHCTPYKUT ANa MeguyHoro
3acToCcyBaHHSA NikapcbKoro 3acoby
y po3ain "Cknag/JonomixHi
peyoBuHU", 3 BIgNOBIAHUMUN
3MiHaMK [0 TEKCTY MapKyBaHHS
YMakoBKU NiKapCbKOro 3acoby.
3MiHu Il TUnYy - 3MiHK Woa0
6e3nekn/edeKkTMBHOCTI Ta
hapmakoHarnsgy. [Hwi 3miHu, ki
He BBIliLLN y Lieli po3ain, Aki
BK/1I0YAIOTb NOAAHHA pe3ysibTaTis
[ocnimhKeHb [0 KOMNETEHTHOrO
opraHy - 3MiHW BHECEHi 10
IHCTPYKLi 415 MeuyHOro
3aCTOCYyBaHHS MiKapcbKoro 3acoby
y po3gin "MNokasaHHA" Ta po3ainu:
"®apmMakonoriyHi BnactneocTi”,
"MMpoTunokasaHHsa", "B3aemogis 3
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

HLWMMKW NikapcbknMK 3acobamu Ta
iHLWI BMAW B3aemogiin",
"Oco6/1MBOCTI 3aCTOCYBaHHSA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rofyBaHHs
rpyaar”, "Cnocib 3actocyBaHHs
Ta gosn”, "MNepenosysaHHA",
"Mo6ivHi peakui” BigNoBigHO A0
iHdpopmauii pechepeHTHOro
nikapcbkoro 3acoby Terizidon, 250
mg capsule, BUpo6bHMLTBa
Reimser Pharma GmbH, Germany
(B YKpaiHi He 3apeeTpoBaHuii).

319.

TIAPA TPIO®

TabneTku, BKPUTI
N/1iBKOBOK 060/10HKOI0,
no 10 mr/12,5 mr/160 wr,
no 14 tabneTtok y
KOHTYPHIli YapyHKOBIi1
ynakosLi, no 1 a6o no 2
KOHTYPHI YapyHKOBI
YMakoBKM B mauLi

MpAT
"dbapmaueBTnyHa
ipma "JapHuus"

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
sKocTi. [oToBWIA Nnikapcbkuii 3aci6.
3MiHM Y BUPOBHULTBI. 3MiHa
po3mipy cepii (BkrouYatoun
gianasoH po3Mipy cepii) roToBoro
niKkapcbKoro 3acoby (36i/bLIeHHs
[0 10 pasiB NOPIBHAHO i3
3aTBEPIAKEHUM PO3MIpPOM) -
BBEJEHHA [0AaTKOBOro po3mipy
cepii roToBOro NikapcbKoro
3acoby. 3aTBeppxeHo: 83,20 kr.
3anponoHosBaHo: 83,20 Kr -
266,666 Tnc. Tabn. (19,0 T. yn.
Nel4 a6o 9,50 T. yn. Ne28); 332,80
Kr — 1066,664 Tu1c. Tabn. (76,19 1.
yn. Nel14 a6o 38,0 T.yn. Ne28).
3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3MiHK
y BUPOGHMLTBI. 3miHa po3mipy
cepii (BkItoYaoun gianasoH
po3Mipy cepil) rotoBoro
nNiKapcbKoro 3acoby (iHLi 3MiHK) -
BHECeHHs 3MiH go 3.2.P.3.2.
Cknag Ha cepito, 30Kkpema:
[ONOBHEHHS 3a3HaYeHNX PO3MIpiB
cepiii N3 iHdopmauieto Wwoao
KiNbKOCTi Ta6NETOK Ta YNakoBOK.
3MiHn | TURY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHu
y BUPOGHULTBI. 3MiHM Yy Npoueci
BVMPOGHMLTBA rOTOBOIO
nikapcbKoro 3acoby, BKOYaK4n
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA MNPV BUPOOHULITBI
roToBOro fikapcbkoro 3acoby (iHLwi

3a peyenmom

UA/15069/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW) - BHECEHHS 3MiH [0 p.

3.2.P.3. MNpoLec BMpoGHMLTBA

roTOBOrO JliKapCbKOro 3acoby,
30Kpema:

- BHECEHHS HEe3HaYHUX 3MiH [0
p.3.2.P.3.4. KOHTPO/b KpUTUYHWIA
CTafili Ta MPOMIXHOT MPOAYKLi: Ha

cTagii 4 "HaHeceHHs nniBKOBOI

060/10HKM" 3MiHa NapameTpiB
LUBMAKOCTI 06epTaHHs KoTna 3 «3-

15» 06/xB Ha «2-15» 06/xB y Ta

3MiHa napameTpiB BUTpaT

NAiBKOYTBOPIOKOYOI CycneHsii 3

«25-100» mn/xB Ha «25-300»
M/1/XB; - HE3HAYHI peAaKLiiHi
npasku B p. 3.2.P.3.3. Onuc
BMPOGHMYOro npoLecy Ta
KOHTPOJII0 NPOLLECY A5 YCYHEHHS
pi3HOUYMTaHHA MK onepauisMu B
cxeMi Ta onuci BUpoGHNYOoro

npouecy

320.

TIAPA TPIO®

TabneTku, BKpUTI
NiBKOBOK 060JI0HKOIO,
no 5 mr/12,5 mr/160 wmr,
no 14 tabneTok y
KOHTYPHIli YapyHKOBIi
ynakosLi; no 1 a6o no 2
KOHTYPHi YapyHKOBI
yNakoBOK y nauLli

MpAT
"GapmaueBTuyHa
ipma "OapHuus"

YKpaiHa

MpAT
"®apmaueBTnyHa
ipma "AapHuug"

YkpaiHa

BHECEHHS 3MiH 40 peecTpavlinHmx
MaTepianis: 3miHu | TNy - 3MiHK 3
AKOCTi. [OTOBWIA Nikapcbknit 3aci6.
3MiHU Yy BUPOGHMLTBI. 3MiHa
po3Mipy cepil (Bk/Ito4aoun
[njanasoH po3mipy cepii) roToBoro
nikapcbKoro 3acoby (36inbLeHHs
00 10 pasiB NOpiBHAHO i3
3aTBEPMKEHUM PO3MIPOM) -
BBEJEHHSA [0AaTKOBOro po3mipy
cepil roToBOro Nikapcbkoro
3acoby. 3aTBepakeHo: 83,20 kr.
3anponoHoBaHo: 83,20 Kr -
266,666 T1c. Tabn. (19,0 T. yn.
Nel4 a60 9,50 1. yn. Ne28); 332,80
kr — 1066,664 Tuc. Tabn. (76,19 T1.
yn. Nel4 a6o 38,0 T.yn. Ne28).
3MiHn | TURY - 3MiHM 3 AKOCTI.
[oTOBMIA Nikapcbkuii 3aci6. 3miHK
Yy BUPOGHULTBI. 3MiHa po3Mipy
cepii (BKIrOYatoun gianasoH
po3mipy cepii) roToBoro
nNiKapcbkoro 3acoby (iHLi 3MiHK) -
BHECEHHS 3MiH 0 3.2.P.3.2.
Cknaf Ha cepito, 30kpema:
[IONOBHEHHS 3a3Ha4YeHUX po3MipiB
cepiii N3 iHdopmauieto woao
KiNIbKOCTi Ta6N1ETOK Ta YNaKOBOK.

3a peyenmom

UA/15070/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHn | TURY - 3MiHK 3 AKOCTI.
[oTOBMIA NikapcbKuii 3aci6. 3miHK
Y BUPOGHMLTBI. 3MiHW Y npoLieci
BMPOOHWLTBA FOTOBOrO
nNiKapcbKoro 3acoby, BKIOYaum
NPOMIXXHUIA MPOAYKT, WO
3aCTOCOBYETLCSA NMPU BUPOOHULTBI
roToBOro Nikapcbkoro 3acoby (iHLwi
3MiHU) - BHECEHHS 3MiH [0 p.
3.2.P.3. MNpouec BMpobHMLTBA
roToBOro Nikapcbkoro 3acoby,
30KpeMa: - BHECEHHS! HE3HAYHUX
3MiH 8o p.3.2.P.3.4. KoHTponb
KPUTUYHWIA cTagili Ta NPOMiXHOT
npoaykuii: Ha cTagii 4 "HaneceHHsA
nNiBKOBOI 060/TOHKM" 3MiHa
napameTpiB LWBMAKOCTI 06epTaHHsA
KoTna 3 «3-15» 06/xB Ha «2-15»
06/xB y Ta 3MiHa napameTpis
BUTPAT NAiBKOYTBOPHOHOUOT
cycnersii 3 «25-100» mMn/Xs8 Ha
«25-300» MN/XB; - HE3HAYHI
pepakLuiiiHi npasku B p. 3.2.P.3.3.
Onwuc BUpo6HMYOro npoecy Ta
KOHTPOJII0 NPOLLECY A5 YCYHEHHS
pi3HOUMTaHHA MK onepauisiMu B
CcXeMi Ta onuci BUpoBHNYOro
npowecy

321.

TOHOPMA®

TabneTku, BKPUTI
060/10HKO0, Mo 10
TabneToK y KOHTYPHiii
YapyHKOBIli ynakoBLj; no
1 a60 no 3 KOHTYpHI
YapyHKOBI YNakoBKW y
nauui

MpAT
"dbapmaLeBTnyHA
ipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
thipma "AapHuus"

YkpaiHa

BHECEHHS 3MiH j0 peecTpaLiinHmx
marepianis: 3MiHu | Tuny - 3MiHN 3
akocTi. A®Il. KoHTposnb Adl. 3miHa
y MeTogax BunpobysaHHA AP abo
BMXifHOro Martepiany/npomMixHOro
npoayKTy/peareHTy, Wwo
BUKOPVCTOBYETLCA Y NPOLIECI
BMpo6HMLTBA AP (iHLWI 3MiHN Y
mMeToAax BUNpobyBaHHSA
(BKKOYaLOUM 3aMiHy a60o
[0noBHEHHS) Ad®| abo
BMXiAHOr0/MPOMiXXHOIO NPOAyKTY) -
CynyTHSA 3MiHa - 3MiHU 3 AKOCTI.
A®I. KoHTponb A®I. 3miHa y
napameTpax cneuudikauii Ta/abo
[OMYCTUMUX MEX, BUSHAYEHUX Y
cneuudikalisx Ha A®l, abo
BUXIigHWIA/NPOMDKHWIA
NpoAyKT/peareHT, LWwo
BMKOPMCTOBYHOTLCS Y MpoLecCi
BMpo6HMUTBA ADI (iHLWi 3MiHK) -

3a peyenmom

UA/0516/01/01
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

3MiHW, @ TaKoX peakuiiiHi
YTOUYHEHHSA A0 cneungikauii Ta
METOAIB BXiAHOIO KOHTPOsito Ad|
XnopTanifoH 3a nokasHukamu:
"laeHTudikauis”, "Xnopugn",
"BTpaTa B Maci npv BUCYyLLYyBaHHI"
(BHECEHO pepakuiiiHi NpaBku Ta
YTOUHEHHS, sKi 0popM/IeHi
BiANOBIAHO A0 cTUNICTUKM DY),
"CynpoBigHi
[LOMILLKM"(HOPMYBaHHS NpyUBeAEHO
BIANOBIAHO A0 BUMOr MOHOrpadii
«Chlotalidone» EP (10.0) Ta
crneundikaLii BUpobHUKa
MENADIONA, S.L., Spain.
MeToavka npuBefeHa BignoBigHO
00 MoHorpadgii «Chlotalidone» EP
(10.0)), "KinbkicHe
BM3Ha4YeHHs"(BUMOra Ao CTyNeHo
po3gineHHs nNprBeAeHa y
BIAMNOBIAHICTL 4,0 BUMOT
MoHorpadii «Chlotalidone» EP
(10.0), TakoX BHECEHI peaakuiiiHi
npasku, siki ohopMIIEeHi BifNOBIAHO
00 cTuaicTnkn oY)

322.

TOPBAKAPA®
KPUCTAN

TabneTku, BKPUTI
N/iBKOBOK 060/10HKOI0,
no 10 mr Ne 30 (15x2),
Ne 90 (15x6): no 15
Tabnetok y 6nictepi, no
2 abo 6 6nicTepis B
KapTOHHIA KOopoo6Li

TOB "CaHodi-
ABeHTIC YKpaiHa"

YKpaiHa

BCi eTanu
BMPOGHMLTBA,
nepBuHHe Ta
BTOPWHHE
nakyBaHHS,
KOHTPO/b Ta BUMYCK
cepiii TN3: TOB
"3eHTiBa", Yecbka
Pecny6nika;
BTOPWHHE
nakysaHHa: OITA
BMPOGHUYMIA
Koonepatus
iHBanigis, Yecbka
Pecny6nika

Yecbka
Pecny6nika

BHECEHHS 3MiH [j0 peecTpaLiinHmx
marepianis: 3miHu | Tvny - 3miHn
Loao 6e3nekn/edeKTMBHOCTI Ta
hapmMakoHarnagy. 3miHn y
KOPOTKIil xapakrepucTuui
nikapcbKoro 3acoby, TeKCTi
MapKyBaHHSA Ta IHCTPYKLUIi Ans
MEJUYHOIO 3aCTOCYBaHHS
reHepuyHuX/ribpuaHvx/6ionoai6HN
X NiKkapcbkux 3acobis nicns
BHECEHHS TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHs XOAHUX HOBUX
[0[AaTKOBUX AaHWX) - 3MiHW
BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOrO 3aCTOCYBaHHS
nikapcbKoro 3acoby y po3ainu:
"®apmakonorivyHi BnacTmeocTi”,
"MokasaHHs", "B3aemogis 3
HLIMMKW NikapcbkMmn 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco61BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs

3a peyenmom

UA/15927/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
rpyaao”, "Cnocib 3actocyBaHHS
Ta gosun”, "Oitn", "MNo6ivHi peakuii".
BBefieHHs1 3MiH NpoTArom 6-Tu
MicsILiB Micnsi 3aTBePAKEHHS.
323. | TOPBAKAPA® TabneTku, BKPUTI TOB "CaHodi- Ykpaina BCi eTanu Yecbka BHECEHHS 3MiH [j0 peecTpaLiinHmx 3a peyenmom UA/15927/01/02
KPUCTAN NAIBKOBOK 060/I0HKOHO, ABeHTiC YkpaiHa" BMPOGHMLTBA, Pecny6nika mMarepianis: 3miHu | Tvny - 3miHn
no 20 mr Ne 30 (15x2), nepBUHHE Ta Loao 6e3nekn/edeKTMBHOCTI Ta
Ne 90 (15x6): no 15 BTOPVIHHE hapmMakoHarnagy. 3miHn y
Tabnetok y 6nictepi, no nakyBaHHs, KOPOTKIil xapakTepucTuui
2 abo 6 6nicTepis B KOHTPO/b Ta BUMYCK nikapcbKoro 3acoby, TeKCTi
KapTOHHIA Kopoo6Li cepiii TN3: TOB MapKyBaHHS Ta IHCTPYKLIi Ans
"3eHTiBa", Uecbka Me[NYHOro 3aCTOoCyBaHHsA
Pecny6nika; reHepuyHuX/ribpuaHVx/6ionoai6HN
BTOPVIHHE X NiKkapcbKkux 3acobis nicns
nakysaHHa: OITA BHECEHHS TiEl caMoi 3MiHM Ha
BMPOGHUYMIA pedhepeHTHW npenapaT (3MiHa He
Koonepatus noTpebye HafaHHs XOAHUX HOBUX
iHBanigis, Yecbka [0[AaTKOBUX AaHWX) - 3MiHW
Pecny6nika BHECEHI [0 iHCTPYKUiT Ans
MeAUYHOr0 3aCTOCYBaHHS
nikapcbKoro 3acoby y posainu:
"®apmakonorivyHi BnacTmBocTi”,
"MokasaHHs", "B3aemogis 3
HLWIMMKN NikapcbkMK 3acobamu Ta
iHLWIi BUAW B3aemMogiin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaaro”, "Cnocié 3actocyBaHHs
Ta gosun", "Aitn", "MNo6iyHi peakuii".
BBegeHHs1 3MiH npoTsarom 6-Tu
MicAILiB Nicns 3aTBEPAKEHHS.
324. | TOPBAKAPO® TabneTkn, BKPUTI TOB "CaHogi- YkpaiHa BCi eTann Yecbka BHECEHHS 3MiH [0 peecTpauiiHnX 3a peyenmom UA/15927/01/03
KPUCTAN NAiBKOBOK 000/I0HKO ABeHTIC YKpaiHa" BMPOGHMLITBA, Pecny6nika MaTepianis: 3MiHU | TUNY - 3MiHK
no 40 mr: Ne 30 (10x3): nepBuHHE Ta ofo 6esnekn/edpekTMBHOCTI Ta
no 10 TabneTok y BTOPVHHE thapmakoHarnsgy. 3mMiHu y
6nictepi, no 3 6nictepn nakyBaHHs, KOPOTKIil XapakTepucTuui

B KapTOHHIi kopobLyi

KOHTPONb Ta BUMYCK
cepin TN3: TOB
"3eHTiBa", Uecbka
Pecnyb6nika;
BTOPWHHE
nakysaHHsa: AITA
BMPOGHUYNIA
KoonepaTtus
iHBanigis, Yecbka
Pecny6nika

NiKapcbKoro 3acoby, TekcTi
MapKyBaHHS Ta IHCTpYKLU|ii Ans
MeJNYHOr0 3aCTOCYBaHHS
reHepuyHnX/ribpuaHnx/6ionoaioHM
X niKapcbknx 3aco6is nicns
BHECEHHA TiEl caMoi 3MiHM Ha
pedhepeHTHW npenapaT (3MiHa He
noTpebye HafaHHS XXOAHUX HOBUX
[04aTKOBUX aHuX) - 3MiHU
BHECEHIi 0 iIHCTPYKUii ans
MeANYHOro 3aCTOCYBaHHS
NiKapcbKoro 3acoby y po3aisiu:
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n/n

Hasga snikapcbko20
3acoby

dopma sunycky
(nikapcbka ¢hopma,
ynakoska)

3asiBHUK

KpaiHa
3asiBHUKa

Bupo6HuK

KpaiHa
BUPOGHUKa

PeecmpayjiliHa npoyedypa

Ymosu
Bionycky

Howmep
peecmpayiliHo2o
nocsio4yeHHs

"®apmakonorivyHi BnacTmeocTi”,
"MokasaHHsA", "B3aemogis 3
HLIMMKW NikapcbkMKM 3acobamu Ta
iHLWIi BUAW B3aemMogijin”,
"Oco611BOCTI 3aCTOCYBaHHA",
"3acTocyBaHHs y nepiog,
BariTHOCTi abo rogyBaHHs
rpyaar”, "Cnocié 3actocyBaHHs
Ta gosun", "Aitn", "MNo6iuHi peakuii".
BBegeHHs1 3MiH npoTsarom 6-Tv
MicsILiB Nicns 3aTBepKEHHS.

325.

TPNAEPM®

Ma3b no 15ra6o 30ry
Ty6i; no 1 Ty6i B
KapTOHHIA KOopoo6Li

OpraHoH CeHTpan
IcT FTM6X

LLisefuapis

LepiHr-Mnay a6o
H.B.

Benbris

BHECEHHS 3MiH 0 peecTpaLinHmx
marepianis: 3MiHu | TURY -
AAMIHICTpaTMBHI 3MiHW. 3MiHa
HaliMeHyBaHHA Ta/abo agpecu
3anBHUKa (BlacHMKa
peecTpaLiiHoro NocBigYeHHs) -
3MiHa Ha3BM 3as1BHMKA Bi4NOBIgHO
[0 pilleHHsa KoMNaHii Ta
YTOUYHEHHS afpecy 3asiBHUKa AN
npuBELEHHS Y BIANOBIAHICTb A0
OHOBJIEHOr0 BUTArY 3 TOProBoro
PeecTpy kpaiHn 3asBHUKa
(BBegeHHsA 3MiH npoTArom 6
MicsILiB Mic/1a 3aTBepAKEHHS)

3a peyernmom

UA/2022/02/01

326.

T-TPIOMAKC

PO34UH A5 iH'eKL, 25
mr/mi, no 2 mn abo no 4
M/1 B amnyni; no 5
amnyn y KOHTYPHii
YapyHKOBIli ynakoBLij; no
2 KOHTYpPHi YapyHKOBI
yNakoBKM y nauLli

MpAT
"bapmaLeBTnyHa
chipma "OapHuus”

YKpaiHa

MpAT
"PapmaueBTnyHa
chipma "OapHuus”

YkpaiHa

BHECEHHS 3MiH 0 peecTpaLiinHmx
marepianis:
3MiHM | TUNY - 3MiHK WOA0
6e3nekn/edekTMBHOCTI Ta
thapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHSA
yNaKoBKM NiKapcbKoro 3acoby 3
BHECEHHAM iHthopmalLlii LLoao
3a3HaYeHHs OAUHULb
BUMIPIOBaHHSA y cuctemi Sl.
BHeceHHs 3MiH J0 po3giny
“MapkyBaHHs" MKA N3.
3anponoHosaHo: MAPKYBAHHA
BignosigHo Ao 3aTBEpAXEHOro
TEKCTY MapKyBaHHs. TepMiH
BBE/EHHS 3MiH: NPOTArom 6
MicsILiB Nicns 3aTBepAKEHHS

UA/13848/01/01

327.

YKMIM-1000

MOPOLLIOK A4/151 PO3UUHY
AN iH ekwiid, no 1000 mr
1 dhnakoH 3 NOPOLLKOM Y
KapTOHHI ynakoBLi

CeHc Jlabopatopic
MeT. NiTA.

IHais

CeHc Jlabopatopic
ret. /114,

IHais

BHECEHHS 3MiH 0 peecTpaviinHmx
marepianis:
3MiHKM | TRy - 3MiHW WOA0
6e3nekn/edeKTUBHOCTI Ta
hapmakoHarnagy (iHwi 3MiHn) -
OHOB/IEHHA TEKCTY MapKyBaHHsA
YNaKoBKM NikapCbKoro 3acoby 3

3a peyenmom

UA/17279/01/01
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
BHECEHHSAM iHthopMmalLlii Lwoao
3a3HaYeHHs OAUHULb
BMMIiptOBaHHA y cuctemi Sl.
BHeceHHs 3MiH Jo po3giny
“MapkyBaHHA" MKA N13:
3anponoHosaHo: MAPKYBAHHA.
BignosigHo Ao 3aTBEpPAXEHOr0
TEKCTY MapKyBaHHs. TepMiH
BBEZEHHS 3MiH NPOTSArom 6
MicAILiB Nic/a 3aTBepAKEHHSs!
328. | ®EPPO/IEK- Kancynu m'ski, no 10 ToBapucTBo 3 Ykpaina KOHTPO/b AKOCTI, YkpaiHa BHECEHHS 3MiH j0 peecTpaLiinHmx 3a peyenmom UA/17772/01/01
340POB'A Kancyn y énictepi; no 2 obmexeHor BWMNYCK Cepil: marepianis: 3miHu | TMny - 3MiHu 3
abo no 3, abo no 6 BiANOBIAA/ILHICTIO ToBapucTBO 3 sKocTi. [oToBwWIA Nikapcbkuii 3aci6.
6nicTepis y KopobL,i 3 "PapmaLeBThYHA 06MeXeHo Onuc Ta cknag,. 3miHa y cknagi
KapToHYy KomnaHis "3gopos'a" BiANOBIAA/LHICTIO (/ONOMDKHMX pEYOBMHAX) FOTOBOTO
"®apmavueBTUYHa nikapcbKoro 3acoby (CMakoBi
KOMnaHis nobaBku abo 6apBHUKM) -
"3p0poB'a", YkpaiHa, [opasaHHs, BUyYeHHst abo
BCi cTagii 3amiHa
BUPOGHMLTBA, CynyTHS 3MiHa
BWMNYCK Cepil: - 3MiHu 3 sKoCTi. FoToBMIA
ToBapucTBoO 3 nikapcbkuii 3aci6. KoHTponb
06MeXeHo rOTOBOIO JIiKApCbKOro 3acoby.
BiANOBIAA/LHICTIO 3miHa napameTpiB cneuudikawli
"®apmaueBTnyHa Ta/abo fOMyCTUMUX MEX FroTOBOro
KOMnaHis nikapcbKoro 3acoby (iHLi 3MiHK);

"3p0poB'a", YkpaiHa;
KOHTPO/b AKOCTI:
ToBapucTso 3
06MexeHo
BiANOBiAA/IbHICTIO
"®APMEKC Irpyn-,
YkpaiHa

- 3MiHu 3 sKocTi. FoToBMIA
nikapcbkuii 3aci6. KoHTponb
roTOBOIO JIiKApCbKOro 3acoby.
3MiHa y meTodax BMNpobyBaHHS
roTOBOrO JliKapcbKoro 3acoby (iHLwi
3MiHM Y MeTogax BunpobysaHb
(BKovatoum 3amiHy abo
[OMOBHEHHS)) - 3MiHa Y cknagi
060/10HKM Y 3B'A3KY i3 3aMiHOIO
6apBHVIKIB AN MiABULLEHHS AKOCTI
nikapcbKoro 3acoby: 6apBHUKK
noHco 4 R nak (E124), xoBTwii
3axig FCF nak (E110) Ta TuTaHy
aiokeng (E171) 3amiHeHo Ha
6GapBHUKN 3as1i3a OKCUA, YOPHUIA
(E172) Ta 3aniza okcug YepBOHUI
(E172). Ak Hacnigok BHECEHO
3MiHM [0 cneumdikayii 3a
NoKasHWKamm
"Onuc","lpeHTndikauis”,
"KinbkicHe BM3Ha4YeHHs. (3ani3o
I1)". 3MiHM BHECEHI B iIHCTPYKLLit0
A719 MEeAMYHOI0 3aCTOCYBaHHS
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
nikapcbKoro 3acoby y po3aisn
"Cknag" (4ONOMiXHI pevoBUHN) y
3B'A3KY i3 3aMiHOI0 6apBHUKIB Ta AK
HacnigoK BUTYYeHHs i3 po3ainy
"Oco6nMBOCTi 3acTOCyBaHHA"
BiANoBiAHOI iHpopmauii.
BignoBigHi 3MiHM BHECEHI Y TEKCT
MapKyBaHHS yNakoBKV NikapCbKoro
3acoby.
BeefieHHs 3MiH npoTarom 3-x
MicALiB Nica 3aTBepAKeHHs
329. | ®OPTYNIH MOPOLLIOK AN iHraNALii, MEJA ®apma M'meX HimeuunHa BMPOGHMLTBO, Himeuunna/ BHECEHHS 3MiH 0 peecTpaLinHmx 3a peyernmom UA/14364/01/01
12 mkr/posy; eHg Ko. Kl nakyBaHHs, IpnaHgjs Marepianis: TexHi4yHa nomunka
no 60 J03 NOPOLLKY Y KOHTPO/b Ta BUMYCK (3rigHo Hakasy MO3 Big
KapTpuaxi; no 1 cepii: MEJA 23.07.2015 Ne 460)
KapTpuaxy y MeHbtodhekyepuHr BunpaBneHHsa TeXHIYHOT NOMUSIKH,
KOHTeliHepi; no 1 Mv6X, HimeyunHa,; OonyLeHHOoT Npu npoueaypi
KOHTElHepy 3 aibTepHaT/BHe BHECEHHS 3MiH B.11.6.2. (B)-2.,IAHN
KapTpUKOM Y MicLie BTOPMHHOIO ((3amiHa abo goaaBaHHSA
KOMMNEKTI 3 nakyBaHHs, BMPOGHMKa, LLLO BiAnoBiaae 3a
iHraNATOPOM B YNakoBsLyi; KOHTPO/b Ta BUMYCK BBE3EHHA Ta/abo BMMNYCK cepii) -
no 60 [03 NOPOLUKY Y cepii: Mak[epmoT Bkntovaroumn
KapTpuaxi; no 1 Nab6opaTtopis T/A KOHTPONb/BUNPOGYBaHHSA cepil) A0
KapTpuaxy y MaiinaH fy6niH NiKapcbKoro 3acoby B po3gini
KOHTeliHepi; no 1 PecnipeTopi, "BMpO6GHMK (1) nikapcbkoro
KOHTeliHepy 3 IpnaHgis; 3acoby"
KapTpWKOM B YNaKoBLyi anbTepHaTuBHe
MicLie BTOPUMHHOTO
nakyBaHHs: PoLu-
[Jenbta M'M6X eHg,
Ko. KT, HimeuunHa
330. | LENECTOAEPM- Masb 0,1 %; no 15 r abo OpraHoH CeHTpas LLiBeiiuapis LepiHr-Mnay Na6o Benbris BHECEHHS 3MiH j0 peecTpaviinHmx 3a peyenmom UA/9500/01/02
B® 30 r B Ty6i; no 1 Ty6i B lcT TM6X H.B. marepianis: 3MiHu | TURY -
KapTOHHI KopooLi AAMiHICTpaTUBHI 3MiHW. 3MiHa
HalilMeHyBaHHs Ta/abo agpecu
3asBHMKa (BNacHvka
peecTpauiiHoro NocBigYeHHs) -
3MiHa Ha3BM 3asIBHMKA Bi4NOBIAHO
[0 pilleHHA KoMnaHii Ta
YTOUHEHHS afpecu 3asiBHMKa 4151
npuBeAeHHs y BiANOBIAHICTb [0
OHOBJ/IEHOTO BUTATY 3 TOProBOro
PeecTpy kpaiHn 3asBHUKa
(BBefeHHs 3MiH NpOTArom 6-Tu
MicsLIB MiCNsA 3aTBEPAKEHHS)
331. | UE®A3O/MIH MOPOLLIOK A1 PO3UMHY MpvBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH 0 peecTpauliiiHux | 3a peyernmom UA/18375/01/02
KOMBI ons iH'ekuiinolr,no 1 akuioHepHe nepBuHHE KuTalicbka mMaTepianis: BUNpPaB/eHO TEXHIYHY
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Ne Hasga snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
abo 5, abo 50 chnakoHiB TOBapUCTBO "JlekxiMm naxyBaHHs HapogHa NOMWJIKY B iHCTPYKLT -
y nayui, 1 conakoH 3 - XapkiB" PO3UYMHHNKIB, Pecny6nika rpamaTvyHa nomMuska y posginax
nopoLukom Ta 1 amnyna BTOPVHHE "Cknag", "®apmakonoriyHi
3 PO34MHHUKOM (BoAa nakyBaHHs, BractmsocTi”, "Cnoci6
Ans iH'ekuii no 10 mn B KOHTPO/b Ta BUMYCK 3acTocyBaHHs Ta o3u", "To6iuHi
amnyni) B 6nictepi, 1 cepii rotoBoro peakuii”, "Ynakoska",
6nictep y navuy,i nikapcbKoro 3acoby: "MicLe3HaxomkeHHs! BUPOGHMKa
MpuBatHe Ta iloro agpeca micugs
akuioHepHe NPOBaKEHHS AIS/IbHOCTI"
TOBapUCTBO "“J1ekxiMm
- XapkiB", YkpaiHa;
BMPOGHULITBO Ta
nepBuHHE
nakyBaHHS NOPOLLKY:
PetoHr
dapmacbloTUKan
Ko., NiTg., Kutaiicbka
HapogHa
Pecny6nika
332. | UE®A3O0/MIH MOPOLLOK A1 PO3UMHY MpuBaTHe YkpaiHa BMPOGHULITBO Ta YkpaiHa/ BHECEHHS 3MiH [0 peecTpaLliiHux | 3a peyenmom UA/18375/01/01
KOMBI Ans iH'ekuii no 0,5 r, no akujioHepHe nepBUHHE KuTalicbka Marepianis: BUNPaBeHO TEXHIUHY
1 a6o 10, abo 50 TOBapuCTBO "J1eKkxim nakyBaHHs HapogHa NOMWJIKY B IHCTPYKU,T -
hnakoHiB y nauui, 1 - Xapkis" PO3YMHHKIKIB, Pecny6nika rpamaTvyHa noMuska y posginax
h/1aKoH 3 MOPOLLUKOM Ta BTOpPUHHE "Cknag", "®apmakosioriyHi
1 amnyna 3 nakyBaHHs, BnactusocTi”, "Cnoci6
PO34nHHKKOM (BOAA NS KOHTPO/b Ta BUMYCK 3acTocyBaHHs Ta fo3u", "TobiuHi
iH'ekyjii no 5 mn B cepil rotoBoro peakuii*, "YnakoBka",
amnyni) B 6nictepi, 1 niKkapcbKoro 3acoby: "Micue3HaxokeHHA BUPOGHMKa
6nictep y nauu, MpuBaTHe Ta lioro agpeca micus
akujioHepHe NPOBaKEHHS AiS/IbHOCTI"
TOBapuCTBO "J1eKxiM
- XapkiB", YKpaiHa;
BMPOGHULITBO Ta
nepBuHHE
nakyBaHHS MOPOLLKY:
PetoHr
PapmacboTuKan
Ko., NiTa., Kutavicbka
HapogHa
Pecny6nika
333. | UMBOP 2500 PO34UH NS iH'EKLN, MeHapiHi Niokcembypr Brpo6HMUTBO IcnaHis BHECEHHS 3MiH 0 peecTpavinHmx 3a peyernmom UA/6624/01/01
12500 MO IHTEepHeLloHan nNiKapcbkoro 3acoby martepianis: 3miHu | Tuny -
aHTudakTopa-Xa/mn no OnepeiwoHc "in bulk", kKiHueBe AAMiHICTpaTUBHI 3MiHW. 3MiHa

0,2 mn (2500 MO
aHTuhakTopa-Xa) y
nonepeaHL0
3anoBHEHOMY LUNPUL;

Mokcembypr C.A.

nakyBaHHs,
KOHTPO/Ib Ta BUMYCK
cepiii:
POBI 9APMA

HalilMeHyBaHHs Ta/abo agpecu

MicLs NPOBaMKEHHS AiSNIbHOCTI
BVPOGHMKa/imnopTepa rotoBoro
NikapCcbKOro 3acoby, BK/IKYaUM
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Ne HasBa snikapcbko20 ®opma surnycKy 3asBHUK Kpaina Bupo6HuK KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n 3acoby (nikapcbka gpopma, 3asBHUKa BUPOGHUKa Bionycky peecmpayiliHo2o
ynakoska) nocsi04YeHHs1
no 2 nonepegHb0 IHOACTPIAN AinbHULI BUNYCKy cepii abo micue
3anoBHeHi Wnpuuy B CEPBICES3, C.A,, NpoBeAeHHSA KOHTPOJSIK0 AKOCTI.
6nicTepi; no 1, abo no 5, Icnanis; (aisnbHiCTb, 3a AKy Bignosigae
abo no 50 6nicTepis y BTOPUHHE BMPOGHMK/IMNIOPTEp, BK/IOYAKYM
KapTOHHIA Kopoo6Li nakyBaHHs: BWMNYCK cepiit). 3mMiHa Ha3BuK Ta
POBI ®PAPMA agpecu BUPOGHYKa,
IHOACTPIAN BiANOBIAa/IbHOrO 3a BUPOGHNLTBO
CEPBICE3, C.A,, "in bulk”, KiHLEeBe nNakyBaHHS,
Icnanis

KOHTPO/b Ta BUMNYycK cepiii 3 POBI
KOHTPAKT MEHIO®EKYEPIHT,
C.J1., IcnaHisi Ha POBI ®PAPMA
IHOACTPIAN CEPBICES, C.A.,
IcnaHisi, 6e3 3MiHK micus
BMPOGHMLTBA.
3MiHN BHECEHO B IHCTPYKLiO AN14
MeAMYHOro 3acToCyBaHHS LWOAO
HaliMeHyBaHHs Ta
MiCLie3HaXO)KEHHS BUPOOHMKA 3
BiANOBIAHUMY 3MiHAMW Y TEKCTi
MapKyBaHHS YNakoBKV NikapcbKoro
3acoby. BBefieHHs 3MiH NPOTSArom
6-T MicALIB MiCN1A 3aTBEPMAKEHHS
3MiHu | TUNY - 3MiHK 3 AKOCTI.
[OTOBWIA NikapcbKuMii 3aci6. 3MiHK
y BUPOGHMLTBI. 3amiHa abo
BBeEHHS [0AAaTKOBOI AiNbHUL
BMPOOHULITBA A/15 YaCTUHN ab0
BCbOr0 BUPOOHMYOro npouecy
roToBOro Nikapcbkoro 3acoby
(AinbHULA ANA BTOPUHHOIO
nakyBaHHs1).

BBeneHHs 104aTKOBOI AiNbHULL
[ON151 BTOPUHHOTO nakysaHHA 13
POBI ®APMA IHOACTPIAN
CEPBICES3, C.A,, IcnaHis (Bia
KomnnyteHse, 140, Ankana ge
eHapes, Magpug, 28805,
IcnaHist). BBeAEeHHs 3MiH NPOTAromM
6-TV MicALLIB NiCN1sA 3aTBEPKEHHS.

FeHepanbHUiA gUpPeKTop

AvpekTopaty chapmaLeBTUUHOro 3a6e3neyYeHHs
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MEPENIK

Aoparok 4

[0 Hakasy MiHicTepcTBa OXOPOHU
3[4,0pOB’A YKpaiHn

Big Ne

NIKAPCbKUX 3ACOBIB, AKI HE PEKOMEHAOBAHI A0 AEP)XABHOI PEECTPAL|II, NEPEPEECTPALII TA BHECEHHS! 3MIH 0
PEECTPALIVIHNX MATEPIANIB

Ne Hassa dopma sunycky 3asBHUK KpaiHa Bupo6HuK KpaiHa rMiocmasa lMpoyedypa
n/n JliKapcbKo20
3acoby
NMAHKPEATUH nenetu (cybcraHuis) y tOHivemdapm CnonyyeHe HeHcuc Ko, N14. Kopes 3acigaHHa HTP | He pekoMeHAyBaTU A0 3aTBEPMKEHHS1 - [lepXaBHY
nonieTuIeHoBmX Nimiteq KoponisctBo Ne 04 Big, peecTpauito  nikapcbkoro  3aciby, Ha  nigcrtasi
naketax 11.02.2021 HeraTVBHOIO BMCHOBKY LLLOAO SIKOCTi Ta 3 ypaxyBaHHAM
pilleHHa 3acifjaHHA HaykoBo-TexHiyHoi paan [OEL,
MO3 Ykpainu Big 04.02.2021 npotokon Ne 04
DONIrPA®™ niodpinizat ANs posymHy Bxapart Cipamc IHais Bxapart Cipamc IHais 3acigaHHa HEP | BigMoBa y AepxaBHili peecTpaLii flikapcbkoro 3acoby

08 iH ekyii no 75 MO
a6o 150 MO; 1 donakoH
3 niocpinizatom ans
PO34UHY OS5 iH'EKLIN Y
KOMMNEKTI 3
po3unHHKKOM (1 amnyna
MicTuTb 0,5 Mn
cTepunbHOT BOAN A5
iH'eKLLilA)

eHf BakuunHc
Nimiteq

eHf BakuuHc
Nimiteq

Ne 03 Big
11.02.2021

Ha nigcTaBi BWCHOBKIB E€KCMEPTHMX KOMICili Ta 3
ypaxyBaHHAM HEeraTMBHOrO BWCHOBKY [enapTameHTy
hapMaueBTNYHOI AiS/IbHOCTI Ta pPIlEHHST 3acifaHHs
HaykoBo-ekcnepTHoi pagu Big 11.02.2021 npoTtokon
Ne3

FeHepasibHUIA OUPEKTOop
AvpekTopaty chapmaLeBTUUHOrO 3a6e3neyYeHHs
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