ITEPEJIIK

Jonarox 3

a0 Haka3zy MinicTepcTBa 0X0poHH
3p0poB’s Ykpainu «IIpo nep:xxaBny
peecTpauiio (mepepeecTpanio) JikapcbKuX
3ac00iB (MeANYHUX IMYHOOi0JIOrTYHMX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauiiiHux MartepiajiiB»

Bix 10 iotoro 2023 poky Ne 273

JIKAPCBKHMX 3ACOBIB (MEJUYHUX IMYHOBIOJIOITYHUX ITPENAPATIB), IIIOJ0 SIKUX BYJIM BHECEHI
3MIHHU JO PEECTPALIMHUX MATEPIAJIIB, IKI BHOCATHCS 10 JEP)KABHOI'O PEECTPY JIKAPCBKHUX
3ACOBIB YKPAIHHA

Ne Haszea Popma sunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpauyitina npoyedypa Ymosu Homep
n/ JniKkapcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupo6HuUKa eionycky peecmpayitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
1. AKKOTIM Kancynu Teepai no Akkopa Icnanis BunpobHuuTBO NikapcbKoro IHgis/ BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/19158/01/01
20 wmr; no 1 kancyni Xenckea 3acoby, nepBuHHe Ta Benuka 3MiHu | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkui peuenmom
y cawe; no 5 cawe y C.JLY. BTOPUHHE MaKyBaHHS, BpwuTaHis/ 3aci6. 3MiHM y BUpOoBHULTBI. 3MiHa
navui KOHTPOMb SIKOCTi Cepii: ITanis/ iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
IHTAC Monbwa/ KOHTPOIMIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
GAPMACBIOTIKANS ManbTa/ (3amiHa abo foaaBaHHS AinbHULI, Ha SIKi
TIMITEL, IHais; YropwuHa 3[iNCHIOETLCS KOHTPONb/BUNPOBYBaHHSA cepii) -

BupobHuLTBO nikapcbKkoro
3acoby, NepBMHHE Ta
BTOPUHHE MaKyBaHHS,
KOHTPOSb SIKOCTi cepil:

IHTAC
DOAPMACBLIOTIKAIS
NIMITEL, IHais;
LNopaTtkoBa AinbHUUA 3
BTOPUHHOTO NaKyBaHHS:
AKKOP[I XENCKEA
NIIMITEL, Benuka
Bpuranis;
[opaTkoBa AinbHuUS 3
BTOPVHHOIO MaKyBaHHS:
J4n CANNIYEVH
(Itanist) CMA, Itanis
[opaTkoBa AinbHuUS 3
BTOPUHHOTO NaKyBaHHS:
AKKOPA-OKEN NIMITEL,
Benvka bputaHis;
[DopnaTkoBa AinbHUUS 3
BTOPUHHOTO NaKyBaHHS:
CuHonTtus lHgacTpian Cn.
3 0.0., Monbwa

[0AaBaHHS AiNbHULi 3 KOHTPOSO SAKOCTi FOTOBOMO
nikapcbkoro 3acoby -BECCIIIHI™ XaHrepi K.,
YropwwmHa. 3miHu | Tuny - 3miHn 3 sikocTi. FoToBMN
nikapcbkuii 3aci6. 3MiHW y BUpOGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHS AinbHULI, Ha SIKi
3[iNCHIOETLCSI KOHTPONbL/BUNPOBYBaHHS cepii) -
[oAaBaHHSA AiNbHWLI 3 KOHTPOIO SKOCTI cepii
roToBoro nikapcbkoro 3acoby - JIABAHANI3IC
C.P.N, Itanis. 3miHu | Tuny - 3MiHK 3 siKoCTi.
[oToBMI Nikapcbkui 3aci6. 3MiHM y BUPOBHULITBI.
3MiHa iMnopTepa/3MiHu, Lo CTOCYHTLCSI BUMYCKY
cepii Ta KOHTPOI0 SKOCTi FOTOBOrO MikKapCbKoro
3acoby (3amiHa abo foaaBaHHA AiNbHULI, Ha siKin
3[iNCHIOETLCSI KOHTPONbL/BUNPOGYBaHHS cepii) -
[ofAaBaHHSA AinbHWLI 3 KOHTPOIO SKOCTi cepii
roToBOro nikapcokoro 3acoby - PAPMABAJIIL
JIta. MikpoGionoriyHa nabopaTopisi, YropLumHa.
3MiHu | TUny - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOTO ikapCbKoro 3acoby
(3amiHa abo gogaBaHHs OinbHUUI, Ha SKin
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KoHTpornb sIKoCTi: 3[iACHIOETBLCSA KOHTPOSL/BUNPOBYBaHHA cepil) -
Micom J1a6e J1ta., ManbsTta 3amiHa AinbHULI 3 KOHTPOIHO SIKOCTi FOTOBOIO
KoHTponb sIKoCTi: nikapcbkoro 3acoby ACTPOH PECbOPY
dapmagokc Xenckea Jta. NIMITEL, Benuka BputaHisi Ha Micom J1a6e IT4.,
ManbTa ManbTta. 3miHum | Tvny - AOMiHICTpaTMBHI 3MiHW.
KoHTpornb sIKoCTi: Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
BECCIIIHI XaHrepi K., ainbHUUi gnsa A®l, npomixkHoro npogykty abo
YropwwmHa roTOBOrO MikapcbKoro 3acoby, AinbHULi Ans
KoHTponb sikocTi: npoBeAeHHs NakyBaHHsI, BUPOOHWKa,
NTABAHATNI3IC C.P.N, BignoBigansHOro 3a BMNyck cepin, micue
ITanis NPOBEAEHHST KOHTPOIIO cepii) abo nocTayanbHuKa
KOHTpOnb sKOCTi: BUXiZHOrO MaTepiany, peareHTy abo JOMOMiKHOI
SAPMABANIA N1a. PEYOBUHU (SIKLLO 3a3HAYEHO Y [OCLE) - BUNYYEHHS
MikpobionoriyHa AiNbHULI i3NKO-XiMIYHOIrO KOHTPOIO SKOCTI
JTaBopaTopis, YropwuHa roTOBOro NiKapcbkoro 3acoby - MeanyHu iHCTUTYT
BignosiganbHuii 3a BUNyCcK 3 MicLe3HaxoaXXeHHs B YCTi Hag
cepil: Jlabem/BunpobysanbHa nabopatopis m. pagew
AKKOP[I XEJNICKEA Kpanose, Bynuusa AHa YepHero, 361, 503 41
NIIMITEL], Benuka 'pageu Kpanose; nigpo3ain Ne1: synuua Axa
BputaHis YepHero, 361, 'pagey Kpanose, 503 41, Yexis; -
MeauyHUR iIHCTUTYT 3 MiCLLe3HaXOOKEHHS B YCTi
Hapg Jlabem/BunpobysanbHa nabopatopisi M.
pageu Kpanose, Bynuus Axa YepHero, 361, 503
41 Npageu Kpanose; nigpo3ain Nela: synuus
HesBanosa, 958, 'pagey Kpanose, 50003, Yexis.
3miHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHULI (BKMHOYa4YM AinbHULI Ans
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHULi AN NPOBEeAEHHS
nakyBaHHs1, BUpobHuKa, BianosigansHoro 3a
BUMNYCK Cepil, MicLie NPOBeAEHHS1 KOHTPOIIO cepii)
abo nocTayanbHKKa BUXIQHOrO marepiany,
peareHTy abo JONOMIXXHOT PEYOBUHU (SIKLLO
3a3Ha4YeHO Y [0CbE) - BUNYYEHHS AinbHULI ¢i3nko-
XiMIYHOTO KOHTPOIIO SIKOCTi FOTOBOrO MiKapCbKOro
3acoby - KBIHTA - AHAJIITUKA c.p.o., Yexis.
3MmiHu | TUNy - AgMiHIiCTpaTuBHI 3MiHWU. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKIHOYAOUN AiNbHULI Ans
A®I, npomixxHOro NpoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI Ans NpoBeAeHHS
nakyBaHHs, BUPOOHMKa, BiANOBiAanbLHOro 3a
BMMNYCK Cepil, MicLie MPOBeAEHHS KOHTPOTIO cepii)
abo noctayanbHKKa BUXigHOTO MaTtepiany,
peareHTy abo AONOMIKHOI PEYOBUHM (SIKLLO
3a3Ha4YeHo Y [OCLE) - BUNYYEHHS [OOATKOBOI
[inNbHULi 3 BTOPMHHOIO NaKyBaHHS FOTOBOIO
nikapcbkoro 3acoby - CBYC dapma a.c., Yexis.
2. AKKOTIM Kancynu Teepai no Akkopg, Icnanis BupobHuLTBO nikapcbKkoro IHgis/ BHECEHHS 3MiH [0 peecTpauinHMx maTtepianis: 3a UA/19158/01/02
100 mr; no 1 kancyni Xenckea 3acoby, NepBMHHE Ta Benvka 3MiHu | TMny - 3MiHK 3 sikocTi. FoTOBMI Nikapcbkui peuyenmom
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
y cawe; no 5 cawe y C.JLY. BTOPUHHE MaKyBaHHS, BpwuTaHis/ 3aci6. 3MiHM y BUpOOHULTBI. 3miHa
navui KOHTPOMb SKOCTI Cepii: ITanis/ iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
IHTAC Monbwa/ KOHTPOIIO SKOCTi FOTOBOIO NiKapcbKoro 3acoby
SGAPMACBIOTIKANS ManbTa/ (3amiHa abo goaaBaHHs OinbHULI, Ha SKi
TIMITEL, IHais; YropwuHa 30iICHIOETLCS KOHTPOIbL/BMNPOBYBaHHS cepii) -

BupoBHMLTBO NnikapCbKoro
3acoby, nepBuHHe Ta
BTOPVHHE NaKyBaHHs,
KOHTPOJb SIKOCTi cepil:

IHTAC
SAPMACBIOTIKANI
NIMITEL, IHais;
[NopaTtkoBa AinbHUUA 3
BTOPWHHOIO MaKyBaHHS:
AKKOP[I XEJNNICKEA
NIIMITEL], Benuka
BputaHis;
[opaTtkoBa AinbHUUA 3
BTOPUHHOTO NaKyBaHHS:
J4n cAN YENH
(Itania) CMNA, Itanis
[opaTtkoBa AinbHUUA 3
BTOPWHHOIO NMaKyBaHHS:
AKKOP[-HOKEN NIMITEL,
Benvka bpuTaHis;
[DopnaTkoBa AinbHUUS 3
BTOPWHHOIO NaKyBaHHS:
CuHonTtus IHgacTpian Cn.
30.0., Monblwa
KoHTponb sikocTi:
Micom Jlabe Jlta., ManbTa
KoHTponb sikocTi:
dapmagokc Xenckea J1Ta.
ManbTa
KoHTponb siKocTi:
BECCHIHI XaHrepi K.,
YropwuHa
KoHTponb sikocTi:
JIABAHANIBIC C.P.N,
ITania
KoHTponb sikocTi:
SAPMABANIA NTa.
Mikpob6ionoriyHa
JTabopaTopis, YropwuHa
BignosiganbHuii 3a Bunyck

[oJaBaHHSA AinbHULI 3 KOHTPOSO AKOCTi FOTOBOrO
nikapcbkoro 3acoby -BECCIIIHIT Xanrepi K.,
YropwwuHa. 3MiHn | Tuny - 3MiHm 3 akocTi. [oToBKN
nikapcbkuii 3aci6. 3miHn y BUpoOHMUTBI. 3MiHa
iMnopTepa/aMiHu, Lo CTOCYHOTLCA BUMYCKY cepii Ta
KOHTPOIIO SAKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHUUI, Ha SKiN
34iIACHIOETBLCS KOHTPOSL/BUNPOBYBaHHSA cepii) -
[0[aBaHHS AiNbHWLI 3 KOHTPOIIO AKOCTI cepii
roToBOro sikapcbkoro 3acoby - JIABAHATI3IC
C.P.1N, ITania. 3miHn | Tuny - 3MiHM 3 SKOCTI.
[oToBMI Nikapcbkun 3aci6. 3MiHM Yy BUPOBHULITBI.
3MiHa iMmnopTepa/amiHu, Lo CTOCYHOTLCS BUMYCKY
cepii Ta KOHTPOIHO AKOCTi FOTOBOrO NiKapCbKOro
3acoby (3amiHa abo goaaBaHHSA AiNbHWLI, Ha SKin
34IACHIOETBLCS KOHTPOSL/BUNPOBYBaHHSA cepii) -
[0o0aBaHHA OiNbHUL 3 KOHTPOSO SKOCTI cepii
roToBOro nikapcokoro 3acoby - PAPMABAJIIL
Jta. MikpobionoriyHa na6opatopisi, YropLymHa.
3MiHu | TUny - 3MiHK 3 akocTi. FoToBMIA Nikapcbkui
3aci6. 3MiHn y BUpOGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo foaBaHHs OinbHULI, Ha AKin
3[iNCHIOETLCSI KOHTPONbB/BUNPOBYBaHHS cepii) -
3aMiHa AinbHULI 3 KOHTPOIHO SIKOCTi FOTOBOIO
nikapcekoro 3acoby ACTPOH PECbOPY
NIMITEL, Benuka Bputanis Ha Micom Na6e JlTa,.,
ManbTta. 3miHu | Tuny - AgMiHiCTpaTMBHI 3MiHW.
BunyyeHHsA BUPOGHWYOI AinbHULI (BKITHOYAO4M
AinbHUUi ana A®Il, npomixkHoro npogykTy abo
roTOBOro nikapcbKoro 3acoby, AinbHWLi Ans
NPOBEAEHHS NaKyBaHHS, BUPOOHMKa,
BignoBigansHOro 3a BMNyck cepin, Mmicue
npoBeeHHS KOHTPOT cepii) abo nocTavanbHUKa
BVXiQHOro marepiany, peareHTy abo JONOMiIXHOI
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCHE) - BUITyYEHHS
AinbHUL i3MKO-XiMIYHOIO KOHTPOSIO AKOCTI
roTOBOro MiKapCcbKoro 3acoby - MeanyHWUm iHCTUTYT
3 MicLe3HaxoQkeHHs1 B YCTi Hag

cepil: Jlabem/BunpobyBansHa nabopatopis M. MpageL
AKKOP[J XEJICKEA Kpanose, Bynuusa Axa YepHero, 361, 503 41
NIMITEL, Benuka 'papeu Kpanose; nigpo3gin Ne1: Bynuua Axa

BputaHis YepHero, 361, MNpageu Kpanose, 503 41, Yexis; -
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MeauyHURM iIHCTUTYT 3 MiCLle3HaXOO)KEHHS B YCTi
Hap Jlabem/BunpobysansHa nabopaTopisi M.
pageu Kpanoee, Bynuusi AHa YepHero, 361, 503
41 Npapgeu Kpanose; nigpo3gin Nela: Bynuus
HesBanosa, 958, 'pagey Kpanose, 50003, Yexis.
3MiHn | TMNY - AgMiHicTpaTMBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKMHOYaouN AinbHULI 4N
A®I, npomixkHoro npoaykTy abo roroBoro
nikapcbkoro 3acoby, AinbHUL 4N8 NPOBeAeHHSs
nakyBaHHsi, BUpobHuKa, BianoBigansHoro 3a
BMMNYCK CEpil, MiCLie MPOBEAEHHS KOHTPOTIO cepii)
abo noctayanbHKKa BMXigHOro matepiany,
peareHTy abo 4ONOMiIXKHOI Pe4OoBMHN (SKLLO
3a3HaYeHo y 0CbE) - BUNYYEHHS AinbHULI (i3nKo-
XiMIYHOIO KOHTPOJO SIKOCTi FOTOBOrO NiKapCbKoro
3acoby - KBIHTA - AHAJIITUKA c.p.o., Yexisi.
3miHu | TUny - AgMiHICTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKIHOYaoun AinbHULI Ans
A®I, npomixHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULi AN NpoBeAEHHS
nakyBaHHsi, BUpobHuKa, BianosigansHoro 3a
BUMYCK Cepili, MicLle NpoBeaeHHs KOHTPOSLO cepii)
abo noctavanbHVKa BMXiQHOrO martepiany,
peareHTy abo JONOMIXXHOI PEYOBUHM (SIKLLO
3a3HaYeHO Y OCbE) - BUIyYEHHS 10OaTKOBOI
[inbHWLi 3 BTOPMHHOMO NaKyBaHHsi TOTOBOMO
nikapcbkoro 3acoby - CBYC ®apma a.c., Yexisi.

AKKOTIM

Kancynu Teepgi no
140 wr; no 1 kancyni
y cawe; no 5 cawe y
navuj

Akkopg
Xernckea
C.JLY.

Icnanis

BupobHuLTBO nikapcbKkoro

3acoby, nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOSb SIKOCTi cepii:
IHTAC
PAPMACBIOTIKANS
NIMITEL, IHais;

BupobHuLTBO NikapcbKoro

3acoby, NepBMHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI Cepii:
IHTAC
GAPMACBLIOTIKANS
NIMITEQL, IHais;
[opaTkoBa AinbHuUS 3

BTOPMHHOIO NaKyBaHHA:

AKKOP[I XENCKEA
NIIMITEL, Benuka
BputaHis;
[DopnaTkoBa AinbHULS 3

BTOPMHHOIO NaKyBaHHA:

J4n CAMII YENH

Inpis/
Benuka
BpuTanis/
ITanis/
MNonbwa/
ManbTa/
YropwuHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMI NikapCbkui
3aci6. 3MiHn y BUpoGHMUTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCSI BUMYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHS OinbHULI, Ha SIKi
3[iNCHIOETLCSI KOHTPONb/BUNPOBYBaHHS cepii) -
[0[aBaHHSA AiNbHULi 3 KOHTPOSIO SKOCTi FOTOBOMO
nikapcbkoro 3acoby -BECCIIIHI™ XaHrepi K.,
YropwuHa. 3MiHn | Tuny - 3MiHu 3 sikocTi. [oToBMIA
nikapcbkuii 3aci6. 3MiHu y BUpoBGHMUTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOTO MikapCbKoro 3acoby
(3amiHa abo foaaBaHHs OinbHULI, Ha KN
3[iNCHIOETLCSI KOHTPONbL/BUNPOGYBaHHS cepii) -
[odaBaHHSA AiNbHWLI 3 KOHTPOIO SIKOCTi cepii
roToBOro fnikapcbkoro 3acoby - JIABAHATI3IC
C.P.N, ITanis. 3miHn | Tuny - 3MiHK 3 siKOCTi.
[oToBMI Nikapcbkuit 3aci6. 3MiHKM Yy BUPOBHULITBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYIOTLCS BUMYCKY
cepii Ta KOHTPOI0 SKOCTi FOTOBOrO fiKapCbKoro
3acoby (3aMiHa abo AofaBaHHs AinbHUL, Ha sIKil

3a
peuernmom

UA/19158/01/03
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

(Itanis) CMNA, Itanis
[opaTkoBa AinbHUUS 3
BTOPWHHOIO MaKyBaHHS:

AKKOP[I-tOKEW NIMITEL,
Benuka BpuTaHis;
[opaTtkoBa AinbHUUA 3
BTOPWHHOIO MaKyBaHHS:
CuHonTtus Ingactpian Cn.
30.0., MNMonbLua
KoHTponb sKoCTi:
Micowm Jlabc Jlta., ManbsTta
KOHTpOnb sKOCTi:
dapmagokc Xenckea Jta.
ManbTta
KOHTpOnb sKOCTi:
BECCIIIHI XaHrepi K.,
YropwwmHa
KoHTpOnb sKOCTi:
JNTABAHANIZIC C.P.1,
ITanis
KoHTpOnb sKOCTi:
SAPMABANIA N1A.
MikpobionoriyHa
JTaGopaTopis, YropwuHa
BignosigansHui 3a Bunyck
cepil:

AKKOP[J XEJICKEA

NIIMITE[], Benuka

BpuTtaHisa

3[iACHIOETBLCSA KOHTPOSL/BUNPOBYBaHHSA cepii) -
Ao[aBaHHS AiNbHULI 3 KOHTPOTIO AKOCTI cepii
roToBOro nikapcobkoro 3acoby - PAPMABAJIL
JIta. MikpobionoriyHa naboparopisi, YropLymHa.
3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMI NiKapCbKNUIA
3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
imnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOrO NikapCbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SAKI
3[iACHIOETBLCSA KOHTPOSL/BUNPOBYBaHHSA cepii) -
3aMiHa AiNbHULI 3 KOHTPOIIO SKOCTi FOTOBOIO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEL, Benuka bputaHisi Ha Micom J1abe J1a.,
ManbTta. 3miHun | TMny - AOMiHICTpaTMBHI 3MiHW.
Buny4yeHHs BUPOGHMYOI AinbHMLI (BKIOYaoum
AinbHUUi ansa A®l, npomixkHoro npoaykTy abo
roToBOro NMikapcbKoro 3acoby, AinbHNLI ANS
npoBefeHHs NakyBaHHs1, BUPOOHNKa,
BiANOBigaNbHOro 3a BUMNYCK cepin, Micue
NpoBeAEHHS KOHTPOIO cepii) abo nocTavanbHUKa
BUXiZHOrO MaTepiany, peareHTy abo JOMOMiKHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUIyYEHHS
[inbHULI i3MKO-XiMIYHOTO KOHTPOSIO AKOCTI
roTOBOro nikapcbKoro 3acoby - MeanyHWm iHCTUTYT
3 MicLLe3HaxoaXXeHHs B YCTi Hag
Jlabem/BunpobysanbHa nabopatopis m. pagew
Kpanose, Bynuusa AHa YepHero, 361, 503 41
'papeu Kpanose; nigposain Ne1: Bynuua AHa
YepHero, 361, MNpagew Kpanose, 503 41, Yexist; -
MegunyHuin iIHCTUTYT 3 MicLe3HaxoaXXeHHs B YCTi
Hap Nlabem/BunpobyBanbHa nabopaTopist M.
pageu Kpanose, Bynuus Axa YepHero, 361, 503
41 Npageu Kpanose; nigpo3ain Nela: synuus
HesBanosa, 958, 'pagey Kpanose, 50003, Yexis.
3miHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. BunyveHHs
BUPOBHMYOT AinNbHUL (BKITFOYA0OUN AiNbHULI AN
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHUL ANsA NPOBEeAEHHS
nakyBaHHs, BUPOOHMKa, BiANOBiAanbLHOro 3a
BUNYCK Cepil, MicLie NPOBEAEHHS1 KOHTPOTHO cepii)
abo nocTtavarnbHVKa BUXiOHOro matepiany,
peareHTy abo AONOMIKHOI PEYOBUHM (SIKLLO
3a3Ha4YeHO Y J0CbE) - BUNYYEHHS AinbHULI ¢i3nko-
XiMiYHOTO KOHTPOIHO SIKOCTi FOTOBOrO MiKapCbKOro
3aco0y - KBIHTA - AHATTIITUKA c.p.o., Yexis.
3MmiHu | TUNy - AgMiHIiCTpaTuBHI 3MiHWU. BunyyeHHs
BUPOBHMYOT AinNbHUL (BKIHOYA0UK AiNbHULI ANs
A®I, npomixHOro NpoAykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULUI Ans NpoBeAeHHs
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[TponoBxkeHHs foaaTKa 3

Bupo6HMLITBO NnikapcbKoro
3acoby, nepBuHHe Ta
BTOPUHHE MaKyBaHHS,
KOHTPOJb SKOCTI cepii:

IHTAC
DOAPMACDBIOTIKAIS
NIMITEL, IHais;
[NopaTtkoBa AinbHUUA 3
BTOPUHHOTO NaKyBaHHS:
AKKOP[I XEJNNICKEA
NIIMITE[], Benuka
BputaHis;
[NopaTtkoBa AinbHUUA 3
BTOPWHHOIO MaKyBaHHS:
J4n CANNIYEVH
(Itanist) CMA, Itanis
LNopaTtkoBa AinbHUUA 3
BTOPUHHOTO NaKyBaHHS:
AKKOP[-OKEN NIMITEL,
Benvka bpuTaHis;
[DopaTkoBa AinbHUUS 3
BTOPWHHOIO MaKyBaHHS:
CwuHonTtus IHgacTpian Cn.
30.0., Monblwa
KoHTponb sikocTi:
Micom Jlabe Jlta., ManbTa
KoHTponb sikocTi:
dapmagokc Xenckea J11a.
ManbTa
KoHTponb sikocTi:
BECCHIHI XaHrepi K.,
YropwuHa
KoHTponb sikocTi:
JIABAHANI3IC C.P.N,
ITania

[oOaBaHHA AiNbHULI 3 KOHTPOSO AKOCTI FOTOBOro
nikapcbkoro 3acoby -BECCIIIHIT XaHrepi K.,
YropwwuHa. 3Miim | Tuny - 3MiHu 3 skocTi. [oToBMI
nikapcbkuii 3aci6. 3miHn y BUpoGHMUTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goAaBaHHs OinbHULI, Ha SKi
34iINCHIOETBLCS KOHTPOSL/BUNPOBYBaHHA cepii) -
[0[aBaHHS AiNbHWLI 3 KOHTPOIIO AKOCTI cepii
roToBOro nikapcbkoro 3acoby - JIABAHATNI3IC
C.P.J11, Itanis. 3minu | Tuny - 3MiHn 3 sikocTi.
[oToBMI Nikapcbkui 3aci6. 3MiHN Yy BUPOBHULITBI.
3MiHa iMnopTepa/3miHu, Lo CTOCYHTLCS BUMYCKY
cepii Ta KOHTPOI0 SKOCTI FOTOBOrO NiKapCbKoro
3acoby (3amiHa abo fgoaaBaHHA AiNbHWLI, Ha SKin
3[iNCHIOETLCSI KOHTPONb/BUNPOBYBaHHS cepii) -
[oAaBaHHSA AiNbHWLI 3 KOHTPOSO SKOCTi cepii
roToBOro nikapcbkoro 3acoby - PAPMABAJIIL
JItg. MikpoGionoriyHa nabopaTopisi, YropLumHa.
3MiHu | TUny - 3miHK 3 aKkocTi. FoToBMIA Nikapcbkui
3aci6. 3MiHn y BUpoGHMLTBI. 3MiHa
iMnopTepa/amiHu, Lo CTOCYHTLCS BUMYCKY cepii Ta
KOHTPOIMIO SIKOCTi FOTOBOTO MikapCbKoro 3acoby
(3amiHa abo JoaaBaHHs OinbHULI, Ha K
3[iNCHIOETLCSI KOHTPONbL/BUNPOGYBaHHS cepii) -
3aMiHa AinbHULI 3 KOHTPOIHO SIKOCTi FOTOBOIO
nikapcbkoro 3acoby ACTPOH PECBLOPY
JNIIMITEL, Benuka Bputanis Ha Micom Na6e JiTa,.,
ManbTta. 3miHu | Tuny - AOMiHiCTpaTMBHI 3MiHW.
BunyyeHHs BUPOGHMYOI AinbHULI (BKITHOYaO4M
AinbHUUi anst A®I, npomixkHoro npoaykTty abo
roTOBOro MikapcbKoro 3acoby, AinbHULi Ans
npoBefeHHs NaKyBaHHS, BUPOOHNKa,
BignosiganbHOro 3a BMNycK cepin, Micue
npoBeEHHS KOHTPOT cepii) abo nocTavanbHUKa

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nakyBaHHsi, BUpobHuKa, BianosigansHoro 3a
BMMNYCK Cepin, MiCLie NPOBEAEHHS KOHTPOTIO cepii)
abo nocTtavanbHWKa BUXigHOro mMaTepiany,
peareHTy abo LONOMIKHOI Pe4OBUHM (SIKLLO
3a3HaYeHo Y 0CbE) - BUNyYEHHS 40OaTKOBOI
OiNbHULi 3 BTOPMHHOIO NakyBaHHSA roTOBOIO
nikapcbkoro 3acoby - CBYC dapma a.c., Yexis.
4. AKKOTIM Kancynu Teepgi no Akkopa Icnanis Brpo6bHuLTBO Nnikapcbkoro IHais/ BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/19158/01/04
180 wmr; no 1 kancyni Xenckea 3acoby, nepBuHHe Ta Benwka 3MiHun | TMNy - 3MiHK 3 sIKOCTi. [OTOBUI NikapCcbKkKi peuenmom
y cawe; no 5 cawe y C.JLY. BTOPUHHE MaKyBaHHS, BpwuTaHis/ 3aci6. 3MiHM y BUpOOHULTBI. 3MiHa
navui KOHTPOMb SKOCTI Cepii: ITanis/ iMnopTepa/amiHu, Lo CTOCYIOTLCS BUMYCKY cepii Ta
IHTAC Monbwa/ KOHTPOIIO SIKOCTi FOTOBOIO Nikapcbkoro 3acoby
GAPMACBIOTIKANS ManbTa/ (3amiHa abo goAaBaHHs OinbHULI, Ha SKi
TIMITEL, IHais; YropwuHa 3[iNCHIOETLCS KOHTPONbL/BUNPOBYBaHHSA cepii) -
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

KoHTpoOnb sKoCTi:
SAPMABANIA NTa.
Mikpo6ionoriyHa
JTaBopaTopis, YropwuHa
BignosiganbHuii 3a Bunyck
cepii:

AKKOP[I XEJICKEA
JNIMITEL, Benuka
BpuTtaHia

BUXiZHOrO MaTepiany, peareHTy abo JONOMiKHOT
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUINYYEHHS
DinbHULI di3NKO-XIMIYHOIO KOHTPOSO SKOCTI
roTOBOro NiKapcbKoro 3acoby - MeanyHun iHCTUTYT
3 MicLie3Haxo4KeHHs1 B YCTi Hag
Jlabem/BunpobyBanbHa nabopartopist M. pagew
Kpanose, Bynuusa AxHa YepHero, 361, 503 41
'pageu Kpanose; nigpo3ain Ne1: Bynuusa AHa
YepHero, 361, MNpageu Kpanose, 503 41, Yexis; -
MeauyHUM iIHCTUTYT 3 MiCLle3HaXOO)KEHHS B YCTi
Hag JNlabem/BunpobysanbHa nabopaTopis M.
papeu Kpanose, Bynuus Axa YepHero, 361, 503
41 I'pagey Kpanose; nigpo3ain Neta: synuua
HesBanosa, 958, pagey Kpanose, 50003, Yexis.
3Minn | TMNy - AgMiHicTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKIHOYaoun AinbHULI Ans
A®I, npomixHOro NpoaykTy abo rotoBoro
nikapcbkoro 3acoby, OinbHULI 4N NPoBeAeHHs
nakyBaHHs1, BUpoOHuKa, BiAnoBiganbHoro 3a
BMMNYCK Cepil, MiCLie MPOBEAEHHS KOHTPOTIO Ccepii)
abo noctavanbHKKa BMXigHOTrO MaTtepiany,
peareHTy abo 4ONOMiIKHOI Pe4OoBMHN (SKLLO
3a3HaYeHo y [0CbE) - BUNYyYEHHS AinbHULI (i3nKo-
XiMIYHOIO KOHTPOSO AKOCTi FOTOBOrO NiKapCbKoro
3acoby - KBIHTA - AHATITUKA c.p.o., Yexisi.
3miHu | TUNy - AgMiHiCTpaTuBHI 3MiHW. BunyyeHHs
BMPOGHMYOI AinbHUUI (BKMHOYaK4YM AinbHULI Ans
A®I, npomixxHoro npoaykty abo rotoBoro
nikapcbKoro 3acoby, AinbHULi AN NPOBEeAEHHS
nakyBaHHs1, BUpobHuKa, BianosigansHoro 3a
BUMNYCK Cepill, MicLile MPOBEeAEHHS1 KOHTPOTIO cepii)
abo nocTayanbHKKa BUXIQHOrO marepiany,
peareHTy abo JONOMiXXHOI Pe4OBUHU (SIKLLO
3a3HaYeHO Y OCbE) - BUIyYEHHS 10OaTKOBOI
DinbHWLi 3 BTOPMHHOMO NaKyBaHHsi FOTOBOMO
nikapcbkoro 3acoby - CBYC dapma a.c., Yexis.

AKKOTIM

Karncynu TBepai no
250 wr; no 1 kancyni
y cawe; no 5 cawe y
navuj

Akkopa
Xernckea
C.JLY.

Icnanis

BupobHuLTBO nikapcbKkoro
3acoby, nepBuHHe Ta
BTOPWHHE NaKyBaHHS,
KOHTPOIb SIKOCTi cepii:

IHTAC
PAPMACBIOTIKANS
NIIMITEQL, IHais;

BupobHuLTBO Nikapcbkoro
3acoby, nepBuHHE Ta
BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTI Cepii:

IHTAC
PAPMACBIOTIKANS

Inpis/
Benuka
BpuTanis/
ITanis/
Monbwa/
ManbTa/
YropwuHa

BHECEHHS 3MiH 0 peecTpauinHuxX maTtepianis:
3MiHn | TUNYy - 3MiHK 3 gKocTi. FoTOBMI NikapCbkui
3aci6. 3MiHu y BUpOGHMLTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOIO NiKapCbKoro 3acoby
(3amiHa abo foaaBaHHs AinbHULI, Ha siKil
3[iNCHIOETLCSI KOHTPONbL/BUNPOGYBaHHS cepii) -
[0[aBaHHSA AiNbHULi 3 KOHTPOSIO SKOCTi FOTOBOMO
nikapcbkoro 3acoby -BECCIIIHI™ XaHrepi K.,
YropwuHa. 3MiHu | Tuny - 3MiHu 3 sikocTi. FoToBUMI
nikapcbkuii 3aci6. 3MiHM y BUpOBGHULUTBI. 3MiHa
iMnopTepa/3miHu, Lo CTOCYHTLCS BUNYCKY cepii Ta
KOHTPOIIO SIKOCTi FOTOBOTO fikapCbKoro 3acoby

3a
peuenmom

UA/19158/01/05
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1
NIMITEL, IHais; (3amiHa abo goaaBaHHs OinbHULI, Ha SKi

[opaTkoBa AinbHUUS 3
BTOPWHHOIO MaKyBaHHS:
AKKOP[I XEJICKEA
JIIMITEQ, Benuka
BpuTtaHis;
[opaTtkoBa AinbHUUA 3
BTOPUHHOTO NaKyBaHHS:
a4n cAnni YenH
(Itanis) CMNA, Itanis
[opnaTkoBa AinbHUUS 3
BTOPWHHOIO MaKyBaHHS:
AKKOP[I-tOKEW NIMITEL,
Benvka bputaHis;
[opaTtkoBa AinbHUUA 3
BTOPWHHOIO MaKyBaHHS:
CwuHonTtus IHaactpian Cn.
30.0., MNMonbLua
KOHTpOnb sKOCTi:
Micowm Jla6e J1ta., MansTta
KoHTpOnb sKOCTi:
dapmagokc Xernckea J114.
ManbTta
KOHTpOnb sKOCTi:
BECCHIHI XaHrepi K.,
YropwwmHa
KoHTponb sikocTi:
JNTABAHANIZIC C.P.J,
ITanis
KoHTponb sikocTi:
SAPMABANIA N1A4.
MikpobionoriyHa
TlabopaTopis, YroplmHa
BignosigansHui 3a Bunyck
cepil:

AKKOP[I XEJICKEA
NIIMITE[], Benuka
BputaHisa

30iICHIOETLCS KOHTPOIbL/BMNPOBYBaHHS cepii) -
[ofaBaHHS AinbHULI 3 KOHTPOSO SKOCTI cepii
roToBOro sikapcbkoro 3acoby - JIABAHATI3IC
C.P.J1, Itanisa. 3minun | Tuny - 3MiHn 3 sKocTi.
["oToBMI Nikapcbkuii 3aci6. 3MiHM Yy BUPOBHULITBI.
3MiHa iMmnopTepa/amiHu, Lo CTOCYOTLCS BUMYCKY
cepii Ta KOHTPOIIO SKOCTi FOTOBOrO MiKapCLKOro
3acoby (3amiHa abo foaaBaHHA AiNbHULI, Ha sIKin
3[iACHIOETBLCSA KOHTPOSL/BUNPOBYBaHHSA cepii) -
[0[aBaHHS AiNbHWLI 3 KOHTPOIIO AKOCTI cepil
roToBOro nikapcobkoro 3acoby - PAPMABAJIL
Jta. MikpobionoriyHa na6opatopisi, YropLymHa.
3MiHn | TUnYy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui
3aci6. 3MiHM y BUpOBHULTBI. 3MiHa
iMmnopTepa/aMiHu, Lo CTOCYHOTLCS BUMYCKY cepii Ta
KOHTPOIIO SKOCTi FOTOBOrO NiKapCbKoro 3acoby
(3amiHa abo goaaBaHHs OinbHULI, Ha SKi
3iACHIOETBLCS KOHTPOSL/BUNPOBYBaHHSA cepii) -
3aMiHa AiNbHULI 3 KOHTPOIO AKOCTi FOTOBOIO
nikapcbkoro 3acoby ACTPOH PECbOPY
NIMITEL, Benuka BputaHisi Ha Micom J1a6e I1T4.,
ManbTta. 3miHu | TMny - AgMiHICTpaTMBHI 3MiHW.
BunyyeHHs BUpOBGHMYOI AinbHULI (BKIHOYaO4M
AinbHUUi anst A®I, npomixkHoro npoaykTty abo
roToBOro MikapcbKoro 3acoby, AinbHULi ANS
npoBefeHHs NakyBaHHs1, BUPOOHNKa,
BignoBiganbHOro 3a BMMNycK cepin, Micue
npoBeAeHHS KOHTPOIO cepii) abo nocTavanbHUKa
BMXiQHOro matepiany, peareHTy abo JONOMiIXHOI
PEYOBUHM (SIKLLO 3a3HAYEHO Y AOCLE) - BUIYYEHHS
AiNbHULI i3NKOo-XiMIYHOrO KOHTPOIO SKOCTI
roTOBOro nikapcbKoro 3acoby - MeanyHWm iHCTUTYT
3 MicLLe3HaxoaXXeHHs B YCTi Hag
Ilabem/BunpobysansHa nabopatopis m. pagew
Kpanose, Bynuus Ana YepHero, 361, 503 41
'papeu Kpanose; nigposain Ne1: Bynuua AHa
YepHero, 361, MNpagew Kpanose, 503 41, Yexist; -
MeguyHu IHCTUTYT 3 MicLIe3HaxX0aXKEeHHS B YCTi
Hap INlabem/BunpobyBanbHa nabopaTopis M.
papeu Kpanose, Bynuus AHa YepHero, 361, 503
41 Npapgeu Kpanose; nigpo3ain Nela: Bynuus
HesBanosa, 958, 'pagey Kpanose, 50003, Yexis.
3miHu | TUNy - AgMiHIiCTpaTuBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKIHOYA0UN AiNbHULI Ans
A®I, npomixHoro npoaykty abo rotoBoro
nikapcbkoro 3acoby, AinbHUL AN NPOBEeAEHHS
nakyBaHHs1, BUpOOHMKa, BiAMOBiAanbLHOro 3a
BMNYCK Cepil, MicLle NpoBeAEHHS1 KOHTPOTH cepii)
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

abo nocTtavanbHWKa BUXigHOro mMaTepiany,
peareHTy abo JONOMIXKHOT PEYOBUHY (SIKLLO
3a3Ha4yeHo Y [OCLE) - BUMYYEHHS AiNbHULI (i3nKo-
XiMiYHOIO KOHTPOJIO AKOCTi FOTOBOIO NiKapCbKoro
3acoby - KBIHTA - AHATITUKA c.p.o., Yexisi.
3MiHn | TMNY - AgMiHicTpaTMBHI 3MiHW. BunyyeHHs
BUPOBHMYOT AinNbHULI (BKMHOYaouN AinbHULI 4N
A®I, npomixkHoro npoaykTy abo rotoBoro
nikapcbkoro 3acoby, AinbHULI 4N NpoBeAeHHs
nakyBaHHsi, BUpobHuKa, BianoBigansHoro 3a
BMMNYCK CEpil, MiCLie MPOBEAEHHS KOHTPOTIO cepii)
abo noctayanbHKKa BMXigHOro matepiany,
peareHTy abo 4ONOMiIXKHOI Pe4OoBMHN (SKLLO
3a3Ha4YeHo y [OCLE) - BUMYYEHHS OOATKOBOI
[inNbHWLi 3 BTOPMHHOIO NakyBaHHSA rOTOBOTO
nikapcbkoro 3acoby - CBYC dapma a.c., Yexis.

AKTUNI3E®

niocpinizat ans
pO34uHy ans
iHdy3in no 50 mr; 1
hnakoH 3
nioginizatom y
KOMMAeKTi 3 1
nakoHoM
pO34uMHHYKKa (BoAa
Ans iH'ekuin) no 50
MI Yy KapTOHHIN
kopooui

BepiHrep
IHrenbxanm
IHTEepHeLwHn

m6X

HimeyuuH
a

BepiHrep IHrenbxanm
dapma 'm6X i Ko. KIF

Himewumna

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/ME-cepTudikaT BiANOBIgAHOCTI
€Bponewicbkin dapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTudikaTa
BignoBigHocTi abo BUNyYeHHs cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ons
A®Il; ona BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Y BUPOOHMUTBI ADI; ansi
ponomixHoi pevoBuHu (ME-cepTudikat
BignoBigHoCTi €Bponenchki hapmakonei ans
A®l/BuxigHoro matepiany/peareHTy/NPOMIKHOrO
npoaykTy abo JONOMiXXHOI pe4oBUHM) -
OHoBneHW cepTudikaT Big BXe 3aTBEPAXKEHOIO
BMpo6HuKa. MNopgaHHsA oHosneHoro ME-
cepTudcpikaTa BignosigHocTi €Bponenchkin
capmakonei Ne R1-CEP 2000-412 - Rev 03
(3atBepmkeHo: R1-CEP 2000-412 - Rev 02) ans
Aitoyoi pevoBuHu Bovine Serum Albumin Big Bxe
3aTBepakeHoro BupobHuka LIFE
TECHNOLOGIES CORPORATION, six Hacnigok
3MiHa Ha3BW Ans 060X BUPOBHUYMX AiNbHULIb
(3aTBepmkeHo: LIFE TECHNOLOGIES NEW
ZEALAND LIMITED Ha THERMO FISHER
SCIENTIFIC NEW ZEALAND LIMITED), 6e3 3miHn
MicLus BUPOOHMUTBA. 3MiHM | Tvny - 3MiHK 3 sIKOCTI.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTi €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUNyYeHHs cepTuddikata BiAnoBiAHOCTI
€Bponevicbkin papmakonei: ana APl; ans

3a
peuerimom

UA/2944/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BUXiQHOrO MaTepiany/peareHTy/npoMiXKHOro
NpoAYKTY, L0 BUKOPUCTOBYOTLCS Y BUPOBHULTBI
A®I; gns gonomixHoi pevoBuHn (FE-ceptudpikart

BignoBigHOCTI €Bponeiickki hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixHoro
NPOAYKTY abo AOMOMIDKHOI PEYOBUHM) -
OHoBneHnr ceptudpikat Big BXe 3aTBEpAXEHOro
BMpOGHWKa . NogaHHsi oHoBneHoro ME-
cepTudikaTta BignoBigHOCTI €Bponenchkiin

capmakonei Ne R1-CEP 2000-410 - Rev 03
(satBepmxeHo: R1-CEP 2000-410 - Rev 02) ans

nitoyoi pevoBuHKM Bovine Transferringig Bxe

3aTBepaKeHoro BupobHuka LIFE
TECHNOLOGIES CORPORATION, sik Hacnigok
3MiHa Ha3Bu Ans 060X BUPOBHUUNX AinNbHULL
(3aTBepmkeHo: LIFE TECHNOLOGIES NEW
ZEALAND LIMITED Ha THERMO FISHER
SCIENTIFIC NEW ZEALAND LIMITED), 6e3 3MiHu
Micusi BUpo6HuuTBa. 3MiHu | TMny - 3MiHK 3 sIKOCTi.
[oToBMI Nikapcbkuin 3acib. KoHTponb AONOMDKHUX
pPeYoBUH (iHLWI 3MiHK) OHOBMEHHs po3giny 3.2.R.2
Ta goaasaHHs po3giny 3.2.P.4.5 «[JonomixHi
PEYOBUHM NMIOACHKOro abo TBApMHHOIO
NOXOPKEHHS» ANS Ai0Y0T peYOBMHN anbTennasm
(TPA-02; AkTnnize®)

ANEProcTon
®

TabneTkn, BKpUTI
NniBkOBOIO
obornoHkot, no 5 mr,
no 10 Tabnetok y
6nicTepi; no 1 abo 2
Gnictepu y navui 3
KapToHY

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITODAPM"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHu | TMny - 3miHn wopo 6e3neku/edPekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTKili
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha NiacTaBi perynsipHo
OHOBOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpauiiHWi nepios,
abo siK pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAeHuX BiANOBIAHO A0 NNaHy negiaTpuyHux
pocnimkeHb (PIP) (3miHy y3rogxeHo 3
KOMMNETEHTHUM YNOBHOBaXXEHVMM OpPraHoM)
3MiHU BHeceHo A0 IHCTpyKLii Ans MmeanyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"MoGiyHi peakuii" LwLoao 6e3nekn 3acTocyBaHHsI
[itoY0i pevyoBMHM BIi4NOBIAHO A0 pekoMeHaaLin
PRAC.

6e3
peuenma

UA/10337/01/01

AMBPOKCOIY

rigpoxmnorua

KpucTaniyHmn
MOPOLLIOK
(cybeTaHuis) y
nakeTax noasiiHMUX
nonieTuneHoBmx
ans

MpAT
"®PapmaLeBTu
YHa cipma
"OapHuus”

YkpaiHa

BeH MNeTpoxem & ®apma

(Ingis) MNeT. N74.

IHaia

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3MinHn | Trny - 3miHK 3 akocTi. A®Il. KoHTponb ADI.
3MiHa y napameTpax cneuudikauin Ta/abo
OOMNYCTUMKX MEX, BUSHAYEHMX y crieumdikaLisx
Ha A®l, abo BUXigHUA/NPOMIXHMIA
NpOAYKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y

UA/5360/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

chapmaLeBTUYHOTO
3acTOCyBaHHs

npoueci BupobHuuTea A®| (BUNyYeHHs
He3Ha4Horo nokasHuka siKocTi (Hanpuknag
BUITy4eHHS 3aCTapinoro NokasHvka)) BUny4YeHHs
nokasHuka «Baxxki meTanu» BignoBigHO 4O BUMOT
MoHorpadii € Ta kepisHuuTBa ICH Q3D.

AHACTPO30/
CAHOO3®

TabneTkn, BKpUTI
NniBKOBOIO
06onoHkoto, No 1 mr;
no 14 tabnetok y
6nictepi; no 2
6nictepu B
KapTOHHiI kopooLi

Canpos
dapmacbioTika
n3 a.ga.

CnogBeHisi

Cantotac ®apma 'M6X,
HimeyumHa (BUpOGHMLTBO
"in bulk", nakyBaHHs,
BUNYCK Cepii; BTOPUHHE
nakyBaHHs)

Himeyumna

BHECEHHS 3MiH [JO peecTpauifnHuX maTepianis:
3Minu |l TMNY - 3miHK Wopo 6e3nekun/edeKTUBHOCTI
Ta (hapmakoHarnsagy. BHeceHHsi abo 3miHa(m) oo
3000B'A3aHbL Ta YMOB BuAaui peecTpaLiiHoro
NnocBigYeHHs, BKMoYaoun MNnaH ynpaeniHHsS
pu3nKamMm (3aCToCyBaHHS 3MiH(K), ski(a)
BUMaratTb(€e) noganbLIoro obrpyHTyBaHHs
HOBMMM J0AaTKOBUM AAHVMMW, LLIO MaloTb
HafaBaTMCS KOMMETEHTHUM OpraHOM, OCKifIbKM
BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM
opraHom) OHoeneHo lMnaH ynpaeniHHA pyU3nkamm,
Bepcisa 2.2 Ha nikapcbkuii 3acid AHacTposon
CaHpo3®, TabneTku, BKpUTi NiBKOBOIO
obonoHkoto, no 1 mr; no 14 Tabnetok y Gnictepi;
no 2 6nictepn B KAPTOHHIN kopobui. 3MiHM
BHeceHo [0 4YacTuH: | «3aranbHa iHdpopmalis», Il
«Cneuudikauis 3 6e3nekuny, Il «MnaH 3
bapmakoHarnsgy», VI «Pestome nnany
ynpasniHHg pusmkammny, VIl «dogatku» y 38'A3Ky 3
Y3rogKeHHsM iHdopMaLii Woao pusmkis
BiANOBIAHO [0 Nepeniky BaXNNBUX PUNKIB
pedepeHTHOro 13, wo onybnikoBaHa Ha cawnTi
KOOPAMHAUINHOT rpynn 3 B3BAEMHOIO BU3HaHHA Ta
AeueHTpanizoBaHux npoueayp “CMDh”. Takox o
[MYP BHeceHO 3MiHU y 3B'A3KYy 3 ypaxyBaHHAM
komeHTapiB FRAR Big 30 6epesHsi 2022 poky, Lo
OTpUMaHi BigNoBiaHO A0 npoLeaypy
AT/H/0990/001/R/001 Ta imnnemeHTauji MYP no
cTpykTypw BignosigHo go GVP Module V Rev 2.
Pestome nnaHy ynpasniHHSA pu3nkamu Bepcis 2.2
[003€ETbCS.

3a
peuernmom

UA/13575/01/01

10.

APTITEK

pPO34MH Ans iHdY3in,
8 mr/mn no 250 mn'y
donakoHi; no 1
dnakoHy B navui

MpAT
"®apmaneBTn
YHa cipma
"OapHuus”

YkpaiHa

MpAT "®apmaueBTnyHa
cipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHn | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKui
3aci6. CtabinbHicTb. 3miHa y TepMiHax
npuaaTtHocTi abo ymoBax 36epiraHHs roTOBOro
nikapcbKkoro 3acoby (36inbLUeHHs TepMiHy
npuaaTHOCTI rOTOBOIO Nikapcbkoro 3acoby) - Ans
TOProBOi yNakoBku (NiATBEPOXKYETHCA AaHUMM
peanbHOro Yacy) 36inbLIeHHst TEpMiHY
npuaaTHOCTI Nikapcbkoro 3acoby 3 2 pokiB Ao 3
pokiB. BBeAeHHs 3MiH npoTarom 6-Tu micsauiB nicns
3aTBEPPKEHHS.

3a
peuenmom

UA/16986/01/01

11.

APNODOH®

TabneTku, BKPUTI
NniBKOBOO

ne
NABOPATYA

DdpaHUuis

JNa6opaTopii Ceps'e
IHgacTpi

®paHuia

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3minHun | TMny - 3miHn wopo 6e3nekn/edpekTMBHOCTI

3a
peuenmom

UA/0521/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

obonoHkoto, no 2,5
mr; no 30 TabneTok
y 6nicTepi; no 1
6nictepy y kopobui 3
KapTOHY

P CEPB'€

Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHeHNX AaHNX Npo CUCTEMY
cbapmakoHarnsgy (BBefAeHHs y3ararnbHEeHUX 4aHnx
npo cucteMmy apmMakoHarnsgy, amiHa
ynoBHOBaxeHoi ocobu, BianoBigansHoT 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
(bapmakoHarnagy 3asBHMKa ANg 30iMCHEHHSA
apmakoHarnsay B YKpaiHi, KO BOHA BiAMiHHA
Bif, YNOBHOBaXeHOI 0cobu, BianoBiganbHoi 3a
3piicHeHHs hapmakoHarnagy (BKroYvarym
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLleHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKA, BianoBigansHoT 3a
apmakoHarnsag B YkpaiHi.

Litoua pegakuis: PokyHb OkcaHa HOpiiBHa.
[NponoHoBaHa peaakuis: JlywneHko Jliogmuna
BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOT
ocobu 3asBHMKA, BiaNoBiganbHoI 3a
chapmakoHarnag B YKpaiHi.

12.

ADDUOA
EKCIMPEC

Kancynm m'ski no
200 mr; no 10
Kancyn mM'akux y
6nictepi; no 1 abo 2
Gnictepu B
KapTOHHiI kopobui

Oenbta
Megiken
MpomoyLH3
Al

LLiseviuapi
A

[xentek MNpaneer Jlimiteq

IHais

BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis:
3Mminn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MEeANYHOro
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBIOBAHOrO 3BIiTY 3 6e3nekn nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo siK pe3ynbTaT OLiHKM 3BiTY 3 LOCTIIXEHb,
npoBeAeHuX BiANOBIAHO A0 NNaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVUM OpPraHoM)
3MiHN BHeCeHi o iHCTPYKLii Ans MegnyHoro
3aCTOCyBaHHsI Nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHSs
rpyaar” BignosigHO Jo OHOBNEHOI iHbopMaLii 3
6e3nekn 3acToCyBaHHS Ailo40i peYoBUHM
nikapcbkoro 3acoby. BBegeHHst 3MiH MpoTarom 6-
TW MiCALB Nicnsa 3aTBEPOXKEHHS.

6e3
peuenma

UA/18381/01/01

13.

ADOULOA
MAKC
EKCMNPEC

Kancynu m'ski no
400 mr; no 10
Kancyn m'sakux y
6nictepi, no 1,2, 3
abo 10 G6nicTepis B
KapTOHili kopobui

OenbTta
Megiken
[MpomoyLH3
Al

LLisewuapi
a

Dxentek MNpaneer Jlimiteq

IHaisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3minn | TMny - 3MiHn Wopo 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsigy. 3miHa y KopoTkili
XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUii Ans Mean4Horo
3aCTOCYBaHHS Ha NiACTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo sik pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNigXEHb,

6e3
peuyenma

UA/18232/01/01




13 [TponoBkeHHs qogaTka 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
npoBeAeHnX BigNOBIAHO A0 nnaHy negiaTpuyHnx
pocnigpkens (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHV BHeCeHi [0 IHCTPYKLUii Ans MeguyHoro
3acTOCyBaHHS nikapcbkoro 3acoby Ao po3ainy
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaar” BignoBigHO [o OHOBNEHOI iHhopmaLii 3
6e3nekn 3acTocyBaHHS Ljito40i PeHOBMHM
nikapcbkoro 3acoby. BeegeHHs 3MiH npoTsirom 6-
TV MicAUiB Nicnsa 3aTBepOKEHHS
14. | AUETUNCANIY | tabneTtku no 500 wmr, AT Ykpaina AT "INy6Hndapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes UA/5708/01/01
WUNOBA no 10 TabneTtok y "Iy6Hndapm" 3MiHu | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NikapCcbkui peuenma —
KUCJIIOTA 6nictepax; no 10 3aci6. Cuctema KoHTelHep/3aKyrnoptoBanbHui Ne 10, 3a
TabneTok y 3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO peuernmom —
6nictepax, no 1 abo nikapcbkoro 3acoby (3MiHa KinbKocTi oAuHULb Ne 100
no 10 6nictepis y (Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
navui 3MiHa y Aiana3oHi 3aTBEpAXEHMX PO3MIipiB
yNaKkoBKW - 1OAAETLCA AOAATKOBUIA BU YNAKOBKU:
no 10 Tabnetok y 6nictepi, no 1 6nictepy y nayui
3 BigNOBIgHMMM 3MiHAaMK [0 po3giny “Ynakoska”
MKA 13, 6e3 3miH1 NepBMHHOIO NakyBaribHOro
MaTepiany. 3MiHM BHeceHi B po3ain "YnakoBka" B
IHCTPYKLUIilO ANs MeANYHOro 3aCTOCYBaHHS
nikapcbKkoro 3acoby y 3B"S3Ky 3 BBEAEHHSAM
[0[aTKOBKX YNaKOBOK, sIK HACMIAOK -
3aTBEPKEHHS TEKCTY MapKyBaHHs [OAATKOBUX
yNaKoBOK nikapcbkoro 3acoby BeeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
15. | AUETUNCAINILY | Ttabnetkn no 500 wmr, TOB YkpaiHa MAT "Tannudapm”, YkpaiHa BHECEHHS 3MiH O peecTpaLiiHMX maTtepianis: 6e3 UA/18859/01/01
WNOBA no 10 TabneTok y "APTEPIYM YkpaiHa TexHiuHa nomwurnka (3rigHo Hakaszy MO3 Big peuenma
KUCIIOTA 6nictepax; no 10 ntn" MAT "KviBmeanpenapat”, 23.07.2015 Ne 460). BunpaBneHo TexHiYHy
TabneTok y 6nictepi; Ykpaina NOMMUIIKY Yy TEKCTi MapKyBaHHS NepPBUHHOI
no 2 6nictepu B ynakoBKW fikapcbKkoro 3acoby: 3aTBepaeHo: 2.
nayj KINbKICTb AIto40l PEYOBUHW kucnota
aueTtuncaniumnooi 500 mr (mg)
3anponoHosaHo: 2. KINbKICTb AIK0YOTl
PEYOBWHW kncnotu aueTtuncaniumnosoi 500 mr
(mg) 3a3HayveHe BUNpaBneHHS Bignosigae
MaTepianam peectpauiiHoro ocbke.
16. | BO®EH cycneHasisi oparnbHa, My6niyHe YkpaiHa My6nivyHe akuioHepHe YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes UA/10184/01/01
100 wmr/5 mn; akuioHepHe ToBapucTBO "HaykoBo- 3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/eheKTUBHOCTI peuenma
no 100 mny TOBapuCTBO BUPOGHWYMNIA LLEHTP Ta cbapmakoHarnsgy (iHwi 3miHW). OHOBMNEHHS
nakoHi CKnsiHOMY "HaykoBo- "BopLuariBCbkuii XiMiko- TeKkcTy MapKyBaHHs1 YNakoBKM Y 3B’s13Ky 3
abo nonimepHomy; BVPOGHWYMIA dapmaueBTU4HNIA 3aBog" BUITy4eHHAM iHpopMaLlii Aka HAHOCUTbCS
no 1 pnakoHy B LeHTp POCINCBLKOIO MOBO. YTOYHEHO BUKNAAEHHS
nayui pasom 3 "BopLuariBcbk po3ginie «JoaaTkoBa iHdhopmauis. OI-1.
TOXKOIO Ui XimiKo- YnakoBka» MKA. BBeaeHHst 3aMiH npoTtarom 6-tu
[03yBanbHOI0; dapmaueBTuy MicauiB nicnsa 3aTBepaxeHHs. 3MiHu | Tuny - 3miHn
no 100 mn y 6aHui HW 3aBoa" 3 sikocTi. [0TOBMIA Nikapcbkuii 3aci6. Cuctema




14 [TponoBxkeHHs foaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nonimepHin; no 1 KOHTeVHep/3aKynoptoBanbHuiA 3aci6. 3miHa
6aHLji pa3om 3 nocTavarnbHuKka nakyBanbHUX matepianis abo
TOXKOH0 KOMMMEKTYIUMX (SIKLLO 3a3HaYeHO B OCHE)
[03yBarnbHOI B (BUNYyYeHHs nocTayanbHuka). BHeceHHs 3miH o
navui posginy 3.2.P.7 Cucrema
KOHTeWHep/3aKynoptoBarnbHWiA 3acid, a came-
BUIYYEHHS HallMeHyBaHHS MocTavanbHUKIB
nakyBanbHUX MaTtepianis ,y 3B’A3Ky 3
npuBeaEeHHSAM Y BiOMNOBIAHICTb 40 EBPONENCHKUX
BMMOT.
17. | BPAYHOOUH PO3YUH HaLLKIpHWA, B. BpayH HimeuumnH B. BpayH Mepikan AT, LLisenuapis/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes UA/18496/01/01
7,5%; no 100 mn y Menb3yHreH a LLiBenuapisi (BUpOBGHMLTBO HimeuunHa 3MiHuM | TUny - 3MiHK wopao 6eanekn/edPeKTUBHOCTI peuenma
nonieTuneHoBmx Al "in bulk", nepBuHHE Ta Ta hapmakoHarnsaay (iHwi amiHn). OHOBMEHHSs!
dnakoHax; no 250 BTOPVHHE NaKyBaHHS, TEKCTY MapKyBaHHS1 yNakoBKW MikapCcbKoro 3acoby
My KOHTponb cepii); b. BpayH OO0 HaHeceHHs WwpndTy bpanna Ha nepBUHHE
nonieTuneHoBmx Menb3yHreH Al', nakyBaHHS Ta BuAaneHHs wpudgty bpannsa 3
nakoHax 3i cnpen- HimeyumHa (Bunyck cepii) BTOPWHHOIO MaKyBaHHS, a TakoX 3MiHa hopmaTty
Hacocowm, no 20 3a3Ha4veHHs iHopmauii y po3aini 8. OATA
hbnakoHiB y 3AKIHYEHHA TEPMIHY NPUOATHOCTI.
KapTOHHiIN kopobLi BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEPKEHHS.
18. | BPUNIHTA TabneTkn, BKpUTI AcTtpa3eHeka LLsewis BupobHuuTBO TabneTok, LLseuis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/12164/01/01
NMiBKOBOO ABb BMNPoOyBaHHS, NaKkyBaHHSA 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. 3MiHa peuernmom
obornoHkoto, no 90 nikapcbkoro 3acoby, HalMeHyBaHHs Ta/abo agpecu Micus
Mr no 14 Tabnetok y BUWMYCK Cepil: NpoBaAXXeHHS AiANbHOCTI BUPOGHMKa/imnopTepa
onictepi; no 1 abo 4 Actpa3eHeka Ab roTOBOro NiKapCbKoro 3acoby, BKMYaym
Gnictepn y AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KapTOHHIN kopooLi KOHTPOIMIO AKOCTI. (QisnbHICTb, 3a AKy Bianosinae
BMPOGHMK/IMNOpTEp, BKIOYaKUM BUMYCK CEPil).
3MiHa NoLTOBOro iHAEKCY Ta 3a3HaYEHHS
BUPOBHMYMX PYHKUi BUpoGHMKa B MKA 13, 3MiHn
BHECEHO B iHCTPYKLiO ANs Mean4HOro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
«MicuesHaxoaxeHHs1 BUpoGHMKa Ta agpeca Micus
NPOBaKEHHS MOro AiNbHOCTI» 3 BiANOBIAHMMMN
3MiHaMK y TEKCTi MapKyBaHHS YNaKoBKM
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsarom 6-
TV MICALIB Nicnsa 3aTBEPOKEHHS.
3miHu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHW). OHOBMNEHHS
TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
yNaKoBOK MikapcbKoro 3acoby, a came: BHECEHHS
peAaKUiHUX NPaBOK Ta BUIYYEHHSI TEKCTY
MapKyBaHHs 6e3 3acTtocyBaHHs MixHapoaHoi
cuctemu oavHuLe Sl. BBeaeHHs1 3MiH npoTarom 6-
TW MICALIB Nicns 3aTBEPOXKEHHS.
19. | BPUNIHTA TabneTtkn, BKpUTI Actpa3eHeka LBeuis BupobHuLTBO TAbneTok, LBeuis BHECEHHS 3MiH IO peecTpaLinHMX maTepianis: 3a UA/12164/01/02
NniBKOBOIO ABb BUNpoByBaHHS, NaKyBaHHsI 3MiHu | TUNY - AgMiHiCTpaTuBHI 3MiHW. 3MiHa peuenmom

06onoHkoto, no 60

nikapcbKkoro 3acoby,

HalMeHyBaHHS Ta/abo agpecu Micus




15 [TponoBxkeHHs foaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Mr no 14 TabneTok y BUNYCK cepii: NPOBaXXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
6nictepi; no 4 Actpa3eHeka Ab roTOBOrO NMikapCbKOro 3acoby, BKMOYao4m
Gnictepn y LinbHUL BUNYCKy cepii abo Micue npoBegeHHs
KapTOHHiIN kopooLi KOHTPOIIO SKOCTI. (QisnbHICTb, 3a AKy Bignosigae
BMPOBHWMK/IMNOPTEP, BKMHOYAKOUM BUMNYCK Cepint).
3MiHa NoLTOBOro iHAEKCY Ta 3a3HaYEeHHS
BUPOBHMUMX pyHKLN BUpOoBHMKa B MKA J13. 3MiHn
BHECEHO B IHCTPYKLIO Ans MeANYHOro
3aCTOCYBaHHS fikapcbKoro 3acoby y posgin
«MicuesHaxompkeHHs BUPOOHMKa Ta agpeca Micus
NPOBaMXEHHS NOro AiiNbHOCTI» 3 BigNOBIAHMMM
3MiHaMK y TEKCTi MapKyBaHHS yNakoBKM
nikapcbkoro 3acoby. BeegeHHs aMiH npoTsirom 6-
TV MICALIB NicNs 3aTBEPOKEHHS.
3MminHn | TMny - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI
Ta hapmakoHarnsay (iHwi amiHn). OHOBMNEHHSs!
TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
yNakoBOK fikapCbKoro 3acoby, a came: BHECEHHSI
peaakuinHX NpaBoK Ta BUNYYEHHSI TEKCTY
MapKyBaHHs 6e3 3acTtocyBaHHs MixHapoaHoi
cuctemn oguHuLb Sl. BBeaeHHst 3MiH npoTsirom 6-
TV MicAUIB NicNsa 3aTBEPOKEHHS.
20. | BPOHXO- kancynu no 3,5 mr; OM dapma LLisenuapi OM dapma CA LLisenuapis BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/18520/01/01
BAKCOM OITU no 10 kancyn y CA ] 3MiHu | TUny - 3MiHK Wopao 6e3neku/edekTUBHOCTI peuenmom
6nicTepi; no 1 abo Ta cbapmakoHarnsgy (iHwi 3miHn). OHOBNEHHS
no 3 6nictepu B TEKCTY MapKyBaHHSA NEPBUHHOI Ta BTOPUHHOI
KapTOHHiI kopobui ynakoBOK fikapcbKkoro 3acoby. BBeaeHHs 3MiH
NpoTSArom 6-Tv MicsiLiB Nicnsi 3aTBEPOXEHHS.
21. | BAKCIrPUN® cycneHsis ans CaHodi PpaHuis NMOBHUW LWKN PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/16141/01/01
TETPA/ iH’ekuin; no 0,5 mny MacTep BUPOGHMLTBA, YropwuHa 3MiHu | TUny - 3MiHK Woao 6e3nekn/edeKTUBHOCTI peuenmom
VAXIGRIP nonepeaHLo 3arnoBHEHHS, NepBuHHE Ta Ta cbapmakoHarnagy (iHwi 3miHn). OHOBNEHHS
TETRA CNIT- 3anoBHEHOMY BTOPWHHE NaKyBaHHS, TEKCTY MapKyBaHHS! yMakoOBKW MikapCcbKoro 3acoby
BAKUMHA OANA | wnpwui; no 1 KOHTPOSb SIKOCTI, BUNYCK CTOCOBHO iHhopMalLlii oo noroTuny BUPOGHMKa.
MPO®INAKTUK | nonepegHbo cepil: TepMiH BBEOEHHS 3MiH - NPOTSArom 6 Micsuis nicns
nreuny 3arnoBHeHOMY CaHodi MNactep, PpaHuisa 3aTBEPKEHHS.
YOTUPLOXBA | wnpuuy 3 BTOPWHHE NaKyBaHHS,
NEHTHA, NPUKpPINneHo KOHTPOSb SIKOCTI, BUNYCK
IHAKTUBOBAH | ronkoto y KapTOHHil cepil:

A

kopobui 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO;
no0,5mny
nonepeaHLo
3anoBHeHOMY
wnpwui; no 1
nonepeaHLo
3aMnoBHEHOMY
wnpuvuy 6e3 ronku y
KapTOHHiIl kopobui 3

CaHodi Mactep, PpaHuis
3anoBHeHHS, NepBUHHE Ta
BTOPVHHE NaKyBaHHS,
KOHTPOMb SKOCTi:
CAHO®I BIHTPOI
IHOACTPIA, ®paHuis
BTOPWHHE NaKyBaHHS,
BUNYCK cepii:
CaHodi-AseHTic Npansit
Ko. Ilta., MNMnatdopma
NoricTVKM Ta AUCTpubyLii
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MapKyBaHHsAM
YKPaiHCbKOK MOBOIO;
no0,5mny
nonepegHL0
3anoBHEHOMY
wnpuui; no 1
nonepegHL0
3anoOBHEHOMY
Lwnpudy 3
NPUKPINNIEHO
TFONKOI0 Y KapTOHHIN
Kopobui 3
MapKyBaHHSM
iHO3EMHOIO MOBOIO 3i
CTUKEPOM
YKpaiHCbKOK MOBOIO;
no0,5mny
nonepegHL0
3anoBHEHOMY
wnpwui; no 1
nonepegHLo
3anoBHEHOMY
Lwnpuuy 6es ronku y
KapTOHHiIN kopobLi 3
MapKyBaHHSAM
iHO3EMHOI MOBOIO
3i CTMKEpOM
YKpalHCbKOO MOBOKO

y M. ByganewT, YropwmHa

22.

BEJIO3

TabneTkn, BKpUTI
060mnoHKol0,
KMLLKOBOPO34MHHI MO
20 mr, no 10
TabneTok y cTpuni;
no 2 abo 3 ctpunu B
KapTOHHIN ynakoBLji

ToppeHT
dapmacbioTika
ncIltg

IHAin

ToppeHT PapmachboTikanc
N

IHais

BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis:
3miHu | TMny - 3miHn wopo 6e3neku/edeKTUBHOCTI
Ta cpapmakoHarnsgy. BeegeHHst abo 3miHu oo
y3aranbHeHVX AaHuX Npo cuctemy
dapmakoHarnsay (BBeAeHHs y3ararnbHeHUX AaHnX
npo cucteMy chapmMakoHarnsay, aMmiHa
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi yNnoBHOBaXeHOT ocobu, BignoBigansHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLLeHHi
macTtep-darina cuctemu chapmakoHarnsgy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaanbHoi 3a
cbapmakoHarnsg B YKpaiHi.

[itova pepakuia: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaAKTHUX JAaHUX KOHTAKTHOT
ocobu 3aaBHMKA, BianNoBiganbHoi 3a
dapmakoHarnag B YkpaiHi.

3a
peuerimom

UA/4849/01/02
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

23.

BEPMOKC

Tabnetku no 100 mr
no 6 TabneTok y
6nictepi; no 1
Gnictepy B
KapTOHHIN ynakoBLi

BAT "lepeoH
PixTep"

YropwuHa

BAT "legeoH PixTep",
YropwumHa (gogaTkoBui
BUPOBHMK,
BiANOBIganbHWI 3a BUNYCK
cepii, opopMneHHs
cepTudikarty sKocTi);
epeoH Pixtep PymyHis
A.T., PymyHisi

YropwuHa/
PymyHis

BHECEHHS 3MiH 4O peecTpauinHnX
marepianis:3minu | Tuny - 3miHn 3 akocTi. FoToBMI
nikapcbkuii 3aci6. 3miHn y BUpOOGHULTBI. 3MiHM Y
npoteci BUpoGHMLTBA rOTOBOTO NiKapCbKOro
3acoby, BKMYaYM NPOMiKHUIA NPOAYKT, L0
3aCTOCOBYETLCS NPV BUPOOHULITBI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y NpoLeci
BMPObHMLUTBA). BUpOGHUK BBOAUTL HOBE
anbTepHaTMBHEe obnagHaHHSA ANs rpaHynioBaHHs B
KMnnsqoMmy Lwapi 6inbLuoi NpoayKTUBHOCTI Yepes
NOTiCTUYHI NPUYMHN, TOMY U HAA€E OHOBIIEHHS
onvcy npoueccy BUpobHuuTBa. 3miHu | Tuny -
3MiHuM 3 sikocTi. [oToBMI Nikapcbkuii 3aci6. 3MiHN y
BMPOBHMLUTBI. 3MiHM BUNpobyBaHb abo
[ONYyCTUMUX MEX, BCTAHOBIEHNX y cneumdikauisx,
nig Yac BUpOBHMLTBA rOTOBOrO NiKapCbKOro
3aco0by (3BY)XEHHs1 OMYCTUMUX MEX) 3MiHN
BMNpoOyBaHb abo AONYCTUMMUX MEX,
BCTaAHOBMEHUX Yy crneundpikauisx, nig vyac
BMPOBHMLTBA rOTOBOIO JlikapCbKoro 3acoby, a
camMe rapMoHi3oBaHi BUNpobyBaHHs B NPOLECI
BMPOGHMLTBA - HACUMHa rycTUHa, CUMYYiCTb,
OLHOPIAHICTb Macu, CTUPAHHICTb i CTIMKICTb 4O
po3aaBnoBaHHs BigNoBigHO A0 NoToyHoi Ph. Eur.
Mexi napameTpis IPC 3anuwaoTbcsi He3MiHHUMMU.

3a
peuernmom

UA/7363/01/01

24.

BIKAIP®

Tabnetku, no 10
TabneTok y cTpunax
abo y bnictepax; no
10 TabneTok y
6nicTepi; no 1 abo 2
6nictepu B nayui

NAT
"Tanuudgapm”

YkpaiHa

MAT "Tannudapm”,
YkpaiHa;
MAT "KniBmegnpenapart”,
Ykpaina

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3MiHu | TUny - 3miHK 3 aKkocTi. FoToBMIA Nikapcbkui
3aci6. 3MiHM y BUPOGHMUTBI (iHLWi 3MiHN)
akTyanisauis posginy 3.2.P.3.3 «Onuc
BMPOBHMYOro NpoLecy Ta KOHTPOIo MpoLiecy»,
3MiHa knacy 4ymctotn D Ha knacudikoBaHi
NPUMILLEEHHS (BUITy4eHHS iHcbopmaLii npo
Knacudikauito BUpOBHNUMX NPUMILLEHb, Y SKUX
NPOBOAATLCA CTafil TEXHOMOrYHOro npolecy
BMpOoGHMUTBa J13, y 3B’A3Ky 3i 3MiHOI Kracy
unctotn D Ha knacudikoBaHi NPUMILLIEHHS).
B3atBepaxeHo: Posgin 3.2.P.3.3. «Onuc
BMPOBGHMYOro NpoLecy Ta KOHTPOMIO MPOLECY».
«...NpUMIiLLEHHS knacy ymctotn D...»
BanponoHoBaHo: Po3ain 3.2.P.3.3. «Onuc
BMPOBGHMYOro NpoLEecy Ta KOHTPOIO MPOLECY».
«...Knacu@ikoBaHi NPUMILLEHHS. .. »

6e3
peuenma

UA/4946/01/01

25.

BINEHEM

NOPOLLOK Ans
PO34MHy Ans
iHdy3in no 500
mr/500 mry
nakoHax no 1 abo
10 dpnakoHis B
KapTOHHI kopobui

MicTtpan
Kenitan
MeHemKMeHT
Nimiten

AHrnia

BMPOBOHMLITBO MOBHUI
LIMKI1, KOHTPOJb Cepii:
ALIC AOB®AP C.N.A.,
ITANIA
BMPOGHMLTBO Ta KOHTPOIb
SIKOCTi CTEPUIbHOI CyMiLLi:
ALIC JOB®AP C.N.A.,

ITania

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHn | TUnYy - 3MiHK 3 gKocTi. FoToBMI NikapCbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acoby.
3MiHa y MmeTofax BunpobyBaHHsi FOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPobyBaHHS)
OHOBNEHHS MeToAy BUNpobyBaHHs 13 3a

3a
peuenmom

UA/18809/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

ITania

nokasHukom «KinbkicHe BusHaveHHsa» (BEPX) ta
meToamkm «OQHOPIAHICTE 4O30BAHNX OOUHMLEY,
OCKiNbKM BUNPOBYBaHHS NPOBOASATLCS B
O[jHaKOBMX YMOBaxX

26.

BOKAPA®

Kpanni oparnbHi no
20 mn abo no 50 mn,
abo no 100 mn y
nakoHax-
KpanenbHuusX; no 1
dnakoHy y
KapTOHHIN ynakoBLji

Pixapg
BittHep Al

ABcCTpis

Pixapg BittHep Al

ABcTpis

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHun | Tuny - 3MiHm 3 sikocTi. A®l. BupobHmuTBO.
3MiHu B npoueci BupobHuuTea AP (iHLwi 3MiHKM)
[opaBaHHs 404aTKOBOrO MicUs st BUPOLLYBaHHS
pocnuHHoro matepiany Lachesis: Surinam (South
America) Ta Valence (France, Europe). 3minu |
Tmny - 3MiHn 3 axkocTi. A®l. BupobHuuTBo. 3MiHM B
npoueci BupobHmutea API (iHLwi 3MiHKM)
[opaBaHHst 4oAaTKOBMX MiCLb ANS BUPOLLYBaHHSI
pocnuHHoro maTtepiany Phytolacca: Middle
Franconia (Germany, Bavaria) Ta Obermarchtal
(Germany). 3MiHu | Tuny - 3MiHK 3 sikocTi. ADI.
Bupo6HuLTBO. 3MiHK B npoueci BupobHuutea AdDI
(iHWi 3miHn) JopaBaHHs [o4aTKOBOro Micus ansi
BUPOLLYBaHHSI POCIIMHHOrO Matepiany Belladonna:
Alvier SG (Switzerland) Ta Baden Wurtemberg
(Germany). 3miHu | TUny - 3MiHK 3 AKOCTI.
CepTudikat BignosigHocTi/[E-cepTudikat
BigMNOBIOHOCTI €BpoNenchbKil
capmakonei/MoHorpadii. 3MiHKW, NoB'A3aHi 3
HeobXiaHICTIO NpMBEAEHHS Y BiANOBIAHICTb A0
MoHorpadgii ®Y abo €sponericbkoi hapmakonei,
abo iHWoi HauioHanbHOi hapmakonei aepxasu €C
(3MiHa y cneuwmdikauisix, NoB'a3aHa 3i 3MiHamu B
[dY, abo €sponeincoki dpapmakonei, abo iHLWiin
HaLuioHanbHi dhapmakonei gepxasun €C)
MpuBeaeHHs y BiANOBIAHICTL cneumdikauii girovoi
peyoBuHM Belladonna D6 go Bumor Himeubkoi
FomeonatnyHoi ®apmakonei (GHP), gitove
BuAaHHs. 3MiHu | Tuny - 3miHM 3 sKoCTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/MmoHorpadii. 3miHK, NoB'A3aHi 3
HeOOXiAHICTIO MpUBeaEeHHS Y BigMNOBIgHICTE OO
MoHorpadgii Py abo €sponelicbkoi dhapmakoneri,
abo iHWoi HauioHanbHOi hapmakonei aAepxasu €C
(3miHa y cneumdikauisx, nos's3aHa 3i 3amiHamu B
OdY, abo €poneicokiii papmakonei, abo iHwWii

HaLuioHanbHi dhapmakonei aepxasu €C)
MpuBeaeHHs y BiANOBIgHICTL cneumdikavii giroyvoi
peyoBuHM Lachesis D12 go Bumor Himeubkoi
FomeonaTnyHoi ®apmakonei (GHP), gitoue
BMOAHHS

be3
peuenma

UA/6410/01/01

27.

FEKCIKOH

necapii no 16 mr; no
5 necapiiB y

TOB "®3
"BIOPAPMA"

YkpaiHa

TOB "$3 "BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | TMny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui

6e3
peyenma

UA/15850/01/01




19 [TponoBkeHHs qogaTka 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTYPHI 3aci6. Cuctema KoHTelHep/3akynopoBanbHUi
YapyHKOBIW 3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
ynakoBLj; no 2 OONyCTUMMUX MEX NEPBUHHOI YNaKoBKM FOTOBOIO
KOHTYPHi YapyHKOBI nikapcbkoro 3acoby (iHwi 3MiHWM) BHeceHHs1 3amiH
yMakoBKM y navui 3 no p.3.2.P.7 Cucrema
KapTOHY KOHTeWHep/3aKynoptoBarnbHWiA 3acid, a came-
npvBeAeHHs cneuudikauii BXigHOrO KOHTPOSO Ha
NMiBKY NOMIBIHINXMOPUAHY, NaMiHOBaHy
nonieTuneHom y BianoBigHicTb Ao Bumor oY,
cepTudgikatie BUpobHuka Ta TY Y 27.4-14022407-
007:2007.
28. | TEMUUTABIH KOHLEeHTpaT anga Akkopg, MNonblia BupoBHMLTBO, KOHTPOSb Inpis/ BHECEHHS 3MiH O peecTpaLinHuX maTepianis: 3a UA/17799/01/01
AKKOP[O PO34MHY Ans Xenckea SIKOCTi, NEPBUHHE Ta Benuka 3MiHa 3asBHuka J13 (MIBI) (BnacHuka peuenmom
iHdpy3in, 100 mr/mn; Moncka Cn. BTOPUHHE MaKyBaHHSA: BpuTanis/ peecTpauinHOro NoceigYeHHs) (3rigHo Hakady MO3
no 2 mn (200 wmr), 10 3.0.0. IHTac ®apmacbloTikanc YropwuHa/ Big 23.07.2015 Ne 460). 3mitun | Tuny - 3MiHn
mn (1000 mr), 15 mn NMimiten, IHAais; ManbTa/ wopno 6esnekun/edpekTMBHOCTI Ta
(1500 wmr), 20 mn Brpo6HMLTBO, KOHTPOIb ITanisa dapmakoHarnsaay. BeegeHnst abo 3miHn go
(2000 mr) y SIKOCTi, NEPBUHHE Ta y3aranbHeHUX 4aHux Npo cuctemy
chnakoHi; no 1 BTOPWHHE NaKyBaHHS: dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
hnakoHy y IHTac ®apmacsbioTtikanc npo cuctemy chapmakoHarnsgy, amiHa
KapTOHHIN navui NimiTen, IHais; YNOBHOBaXeHOI 0cobMu, BignosigansHoi 3a
BTopuHHe nakyBaHHs: 3piicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
Akkopg Xenckea Jlimitea, bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHS
Benuka BputaHia bapmakoHarnsgy B YKpaiHi, AKWwo BoHa BiAMiHHa
BignosiganbHuii BUnNyck Bi ynoBHOBaxeHOi ocobu, BignoBigansHoi 3a
cepil: 3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
Akkopa Xenckea JlimiTea, KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLeHHi
Benwvka bputaHis macTep-darina cuctemu papmakoHarnagy). 3miHa
KoHTponb sikocTi cepii: YNOBHOBaXEHOT 0COOU 3asBHMKA, BignoBiganbHol
BeccniHr XaHrepi K., 3a (pbapmakoHarnsg. firova pegakuis: Dr.
YropwuHa BabuRanjendaPrasadBodi. lNponoHoBaHa
KoHTponb siKocTi cepii: pepakuisa: Arata lecesuy / Agata Gesiewicz.
AcTpoH Pesbopu JlimiTea, 3MiHa KOHTaKTHUX JaHWUX YNOBHOBaXeHOi 0cobun
Benwvka bputaHis 3asBHVKa, BignoBiganbHoi 3a hapmMakoHarnsa.
KoHTponb siKocTi cepii: 3MiHa KOHTaKTHOI 0cobu 3asBHUKA,
dapmagokc Xenckea JIlT4a., BignosiganbHoi 3a hapMakoHarnsag B YKpaiHi.
ManbTa [itova pepakuis: Wuronesa MapiaHHa BikTopiBHa.
KoHTponb siKocTi cepii: MponoHoBaHa pepakuis: LWynbl Onbra CepriiBHa.
NTABAHATNI3IC C.P.N, 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI 0cobun
ITanis 3asBHuKa, BignoBiganbHoi 3a hapmakoHarnsg B
KoHTponb sikocTi cepii: YkpaiHi.
OAPMABATIA NT4., 3MiHa Micus 3aiNCHEHHsI OCHOBHOI AiSANbHOCTI 3
Mikpob6ionoriyHa hapmakoHarnsigy. 3miHa mMicLe3HaxooKeHHs
ITabopaTopis, YroplmHa macTtep-danna cuctemu papmakoHarnagy.
29. | NIAPOKOPTU3 ma3b 1%;no 10ry On "CTAOA- Ykpaina TOB "®3 "BIO®APMA" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/5132/01/01
OH Ty6i antomiHieBil; no YKPAIHA" 3MiHM | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKUi peuernmom

1 1y6i B nayui 3
KapToHY

3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
3MiHa y MeTofax BunpobyBaHHsi FOTOBOTO
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHNX MeToAax BUNPOByBaHHS) -
BHECEHHS 3MiH 40 MeToauku BunpobyeaHHs M3
3a NoKasHUKOM «Po3Mip YacTok» BHacnigok
BBeAeHHs HoBoro mikpockony Nikon SMZ 25, sikun
no3Bonsie pobutun dotorpadii Ta cikcysatm
haKkTUYHWUIA PO3MIp YaCTOK Yy 3pasky. PefakuinHa
3MiHa B cneumdikauii IM3. Oitova pegakuis: He
GinbLue HiX 75 MKM
[MponoHoBaHa pefakuisi: He Ginble 75 Mkm
30. | FICTArNOBYNI | nioginizat gns TOB "BIOJIIK Ykpaina AT "BIONIK" YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/16084/01/01
H-BIOJIIK PO34YMHY ANs iH'eKUin DOAPMA" 3MiHa 3asiBHUKa (BflacHUKa peecTpauiiHoro peuenmom
1 amnyna 3 noceigyeHHst) MIBI (3rigHo Haka3zy MOS3 Big
nioginizatom y 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -
KOMMMEKTi 3 npoTsrom 6 Micauis nicnsa 3aTBEPKEHHS.
PO34YMHHMKOM MO 2
MmN B amnyni (HaTpito
Xxnopuay po3yuH 9
mr/mn); no 5
KOMMIIEKTIB Yy mayui
31. | FMIOPEHOPM® | Tabnetku no 30 mr; BepiHrep HimeuumH BepiHrep IHrenbxainm peuis BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/0331/01/01
no 10 Tabnetok y IHrenbxanm a Xennac CuHrn Membep 3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
6nictepi; no 6 IHTEepHeLwwHN C.A. Ta cdhapmakoHarnsaay. BeegeHHs abo 3miHv oo
GnictepiB y vm6X y3aranbHeHUX AaHnX Npo cucTemy
KapTOHHIN kopobui dapmakoHarnsaay (BBeAeHHS y3aranbHEeHUX AaHuX
npo cuctemMy chapmakoHarnsgy, aMmiHa
yMoBHOBaXeHOI ocobu, BignosigansHoi 3a
3iicHeHHs1 hapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnsgy 3asiBHMKa s 30iNCHEHHSA
bapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA
B[, yNOBHOBaXeHOI ocobu, BiANoBiaansLHoI 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLLeHHi
macTep-darina cuctemu apmakoHarnagy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BiANoOBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.
[Hitoua pepakuisi: Monisyak OneHa BikTopiBHa.
MponoHoBaHa pepakuisa: Yymak Aptem
BonoavmupoBuy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansbHoi 3a
dapmakoHarnsa B YkpaiHi.
32. | TPAHOA30N® PO34uH ANs iHdY3in, TOB "lOpis- Ykpaina TOB "HOpia-®apm" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHiX maTtepianis: 3a UA/11535/02/01
5 mr/2,5 mr/mn no Papm" 3MiHn | TUnYy - 3MiHK 3 gKocTi. FoToBMI NikapCbkui peuernmom

200 mn y nnsAwui; no
1 nnAwUi B nayui 3
KapTOHY

3aci6. Cuctema KoHTelHep/3aKynopioBarnbHUi
3aci6. 3MiHa po3mipy ynakoBKM FOTOBOrO
nikapcbkoro 3acoby (BUIyYeHHS YMakoBKM MEBHOIO
po3mipy) BunyyeHHs ynakosok no 100 mn'y
nnswkax cknsaHmx, no 100 mn ta 200 mn y
KOHTelHepax nomniMepHux. 3MiH1 BHECEHI B po3fin
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

"YnakoBka" iHCTPYKLii 4ns MeanyHoro
3acTtocyBaHHs Ta B po3gin 6.5 "Tvn Ta BmicT
NEepPBUHHOI YNaKoBKW" KOPOTKOI XapaKTepUCTUKn
nikapcbKkoro 3acoby y 3B"s13Ky 3 BUITy4YEHHAM
NEeBHOro0 poO3Mipy YNakoBOK, SIK HACMIAOK -
BUIMYYEHHS TEKCTY MapKyBaHHS BigMoOBIgHMX
ynakoBoK. BBeaeHHs1 3MiH npoTaroM 6-Tu micsauis
nicnsa 3aTBepAXXEHHS.

33.

OUKNAK®
NINOrEnb

renb 1 %; no50ry
Ty6i; no 1 Ty6i B
KapTOHHiIN kopobui

Canpos
dapmackioTika
n3 a.a.

CnogBeHisi

Cantotac ®apma 'M6X

Himeyumna

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3minn | TMny - 3miHn 3 akocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€Bponeickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikata
BiANoOBIigHOCTI abo BUNy4eHHs ceptudikara
BignoBigHOCTI €Bponeichkin dhapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NpPOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponewicbkin bapmakonei) - OHoBNeHWN
cepTugikart Bif yke 3aTBepaKeHOro BUpoBHMKa -
nogaHHs OHOBIEHOrO cepTudikaTa BignoBigHOCTI
€sponericbkin bapmakonei Ne R1-CEP 1997-066-
Rev 04 (3atBepaxeHo: R1-CEP 1997-066-Rev 03)
Ons Aitoyoi pevoBUHM AUKodeHaky HaTpilo Bif
BXe 3aTBepAkeHoro BmpobHmka Amoli Organics
Private Limited, IHgis.

6e3
peuenma

UA/0981/02/01

34.

ONKINTODEHAK-
300POB'A

pPO34MH Ans iH'ekuin,
25 mr/mn, no 3 mn B
amnyni; no 5 amnyn
Y KapTOHHIl KOpoobUi
3 Neperopoaxkamu;
no 3 Mn B amnyni;
no 5 amnyny
onictepi; no 1
6nictepy B
KapTOHHiI kopobui

ToBapucTBO 3
obmexeHo
BignoBsiganbHi
CTHO
"®apmaneBTn
YHa KOMNaHis
"3gopos's"

Ykpaina

ToBapucteo 3 obmexeHoto

BiANOBIgANbHICTIO
"®apmaueBTnYHa
KoMnaHisi "3gopos's"

YkpaiHa

BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis:
3miHn | TMny - 3MiHn Woao 6esnekn/edekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkili
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLii Ans Mean4yHoro
3aCTOCYBaHHA Ha MiACTaBi perynspHo
OHOBINIOBAHOIO 3BiTY 3 6e3neku Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbkoro 3acoby B nicrnsipeecTpauiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIXKEHb,
NpOBEAEHNX BiAMNOBIAHO A0 NMaHy negiaTpuyHMX
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBaXXEHNM OpraHoM)
3MiHM BHECEHO [0 iHCTPYKLUii Anst MeANYHOro
3acToCyBaHHSA fikapcbKkoro 3acoby Ao po3anis
"OcobnueocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepiog BariTHOCTi abo rogyBaHHs rpyaato”
(BHeceHHs1 fogaTkoBMX 3acTepexeHb), "MobivHi
peakuii” BiANoBigHO A0 OHOBMEHOI iHdopMmaLlii 3
6e3nekn 3aCToCyBaHHS Ail040i PeYOBUHN
nikapcbkoro 3acoby. BBegeHHst 3MiH npoTsirom 6-
TW MiCALIB Nicnsa 3aTBEPOKEHHS.

3a
peuernmom

UA/1539/02/01




22 [TponoBxkeHHs foaaTKa 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
CynyTHs 3MiHa - 3MiHM Woao
6e3nekn/edeKTVBHOCTI Ta hapmakoHarnsgy.
BHeceHHs1 abo 3miHa(1) oo 3060B'A3aHbL Ta yMOB
BMAayi peecTpauiiHoro NoCBIgYEHHS, BKIOYa4um
MnaH ynpaBniHHA pyu3nkamm (3acTocyBaHHS
TEKCTY, SIKUA NOTOPKEHWUI 3 KOMMNETEHTHUM
opraHoMm) 3asiBHMKOM HagaHo oHoBrneHui MnaH
ynpasniHHS pu3nkamn Bepcisa 2.0 3mMiHM BHeCEHO
0o yactuH: | «3aranbHa iHpopmauisy, V «3axoam
3 MiHimi3auii pusukie», VI «Pestome nnaHy
ynpaBniHHA pusmkammy, VIl «dogatku» y 3B’s13Ky 3
OHOBNEHHAM iHGOPMaLii B MPOEKTI IHCTPYKUIT Ha
nigctasi pekomeHgauii PRAC.
35. | AMMEAQPON PO34UH ANS iH'eKUin, MAT Ykpaina MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/4950/01/01
10 mr/Mn no 1 mn B "Tannugapm"” 3MiHuM | Tuny - 3MiHK 3 akocTi. ADL. KoHTponb AdI. peuenmom
amnyni; no 10 amnyn 3MmiHa y napameTpax crneundikaui Ta/abo
y kopobuj; no 1 mn B OOMyCTUMMUX MEX, BU3HAYEHUX Y crieumdikaLisx
amnyni; no 10 amnyn Ha A®I, abo BMXigHUA/MPOMIKHWIA
Y KOHTYpHi#A NpoayKT/peareHT, Lo BUKOPUCTOBYIOTLCS Y
YapyHKOBI npoueci BupobHuuTea AP (iHLwi 3MiHK)
ynakosui; no 1 - BUNy4YeHHs iHdopmalii i3 cneumndikauii Ha Al
KOHTYPHI BUpo6GHMKOoM [T13 Wwoao npoBeaeHHs
YapyHKOBIV ynakoBsLi BMNpobyBaHHA ANs iaeHTudikauii KoXXHoro
B nayui TapHoro Micus Ans cybcTanuii gndeHrigpamiHy
rigpoxnopua BupobHulTea Qidong Dongyue
Pharmaceutical Co., Ltd., Kutain Ta Wanbury
Limited, IHgis
36. | AUPOTOH® TabneTku no 5 wmr, BAT "T'epeoH YropuuHa BAT "T'epeoH Pixtep" YropwuHa BHECEHHS 3MiH 0 peecTpauiiHnx maTtepianis: 3a UA/7679/01/02
no 14 tabnetoky PixTep" 3minu | Tvny - 3miHn wopo 6esnekv/edekTMBHOCTI peuernmom

6nicTepi; no 1 abo
no 2, abo no 4
6nictepu B
KapTOHHIN ynakoBLi

Ta chapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nnikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKUiT A4nS Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicrnsipeecTpauiiHWi nepios,
abo sk pe3ynbTaT OUiHKM 3BIiTy 3 AOCHIAXEHb,
NPOBEAEHNX BiANOBIAHO A0 NNaHy negiaTpuyHux
pocnimkeHb (PIP) (iHwi 3MiHK1) 3MiHW BHeceHo [0
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ginu: "lNpoTunokasaHHs",
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta
iHWi B1An B3aemogain", "OcobnmBocTi
3acTocyBaHHA" BifNoBigHO 4O OHOBIEHOI
iHpopmalii 3 6e3neku Aito4oi peHOBUHM.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBEepOAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTULL Nikapcbkoro
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeOU4YHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBJIOBAHOIO 3BTy 3 6€3nekn Nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbkoro 3acoby B nicnspeecTpauinHnin nepioa,
abo sk pe3ynbTaT OLiHKM 3BITYy 3 4OCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 nnaHy negiaTpuyHnx
pocnigpkenb (PIP) (iHwi 3MiHN)
3MiHM BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3acToCyBaHHs nikapcbkoro 3acoby y po3ainu:
"B3aemogisi 3 iHWMMK nikapcbkumm 3acobamu Ta
iHWi B1An B3aemogain”, "OcobnmBocTi
3acTocyBaHHA" BignoBigHO A0 OHOBIEHOI
iHdpopmauii 3 6e3nekn Aio4oi PeYOBUHM.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepaKeHHs. 3MmiHu Il Tuny - 3miHK Wwogo
6esnekn/edeKTMBHOCTI Ta hbapmakoHarnsagy.
3MiHM Y KOPOTKilA XapaKTepUCTULi NikapCbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpYKUii ans
MEANYHOro 3aCTOCYBaHHS y 3B'AA3KY i3 HOBUMMU
OaHMMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMW
OaHUMK Ta JaHMMK 3 hapMakoHarnsay - 3MiHu
BHECEHO [0 iHCTPYKLUii AN MEANYHOro
3aCTOCYBaHHSI NiKapCcbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactusocTi”, "Baaemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHWi Buan
B3aemogin", "OcobnmeocTi 3acTocyBaHHs",
"3paTHiCTb BNNUBATK Ha LWIBMAKICTb peakuii npu
KepyBaHHi aBTOTPAHCMOPTOM abo iHLWNMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Mepepno3yBaHHs", "MobiyHi peakuii” 3rigHo 3
iHbopMaUji€to LWOoA0 MeANYHOTO 3aCTOCYBaHHSA
pedhepeHTHOro nikapcbkoro 3acoby (Zestril,
tablets). BBegeHHs1 3mMiH npoTarom 6-Tu micsiuis
nicnsa 3aTBepAXEHHSI.

37.

AOWPOTOH®

Tabnetku no 10 mr,
no 14 tabnetoky
6nictepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakosLi

BAT "T'epeoH
PixTep"

YropwuHa

BAT "legeoH Pixtep"

YropwuHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3miHn wopo 6e3neku/eddekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKTepucTu1Li Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCHIAKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocrnimpkeHb (PIP) (iHwi 3miHn) 3miHu BHeceHo o
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y po3ainu: "MNpoTunokasaHHs",

3a
peuerimom

UA/7679/01/03
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHwWi Buan B3aemogin", "OcobnueocTi
3acTocyBaHHs" BignoBigHO 4O OHOBIEHO!
iH(opMaLii 3 6e3nekun 4jto4oi pe4YoBUHMN.
BBegeHHs 3miH NpoTArom 6-Tv MicsuiB nicnsi
3aTBEepAKEHHS. 3MiHK | Tuny - 3MiHK Wogo
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpOTKili XapakTepucTuLi Nnikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MeONYHOro 3aCToCyBaHHS Ha NigcTasi perynsipHo
OHOBIOBAHOTO 3BIiTYy 3 6e3nekn nikapcbkoro
3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo siK pe3ynbTar OLUiHKM 3BiTy 3 AOCHiAXEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnx
pocnigkeHb (PIP) (iHWwi 3miHK)
3MiHN BHECEHO A0 IHCTPYKUIii AN MEeANYHOro
3acTocyBaHHs nikapcbkoro 3acoby y po3ainu:
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi B1am B3aemogain", "OcobnmeocTi
3acTocyBaHHA" BignoBigHO 40 OHOBIEHOI
iHdopMaUii 3 6e3nekun 4jto4oi peyoBUHN.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBepaKeHHs. 3miHu Il Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hapmakoHarnsgy.
3MiHM y KOPOTKiVi XapakTepucTULL NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLii Ans
ME[NYHOro 3aCTOCYBaHHs y 3B’s13Ky i3 HOBUMMU
OAaHUMW 3 SKOCTI, AOKNIHIYHUMU, KNIHIYHUMMN
AaHVMK Ta AaHvMu 3 dhapmakoHarnsgy - 3MiHun
BHECEHO A0 iHCTPYKUii ANs MeanyHoro
3aCTOCYBaHHS NikapCcbKoro 3acoby y posainu:
"®apmakornorivyHi BnactusocTi", "Baaemogis 3
iHLWMMK nikapcbkuMuy 3acobamu Ta iHLWi Buam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3paTHiCTb BNNMBATK Ha LWBMAKICTE peakuii npu
KepyBaHHi aBTOTpaHCNopTOM abo iHW1MM
MexaHiamamu", "Cnocib 3acTtocyBaHHs Ta Josu",
"Mepeno3yBaHHs", "MobiyHi peakyii” 3rigHo 3
iH(bopMaUi€to WoA0 MeANYHOr0o 3aCTOCYBaHHS
pedepeHTHOro nikapcbkoro 3acoby (Zestril,
tablets). BBegeHHs 3MiH NpoTsirom 6-Tu MicsiLiB
nicns 3aTBEPAXKEHHS.

38.

OVNPOTOH®

Tabnetku no 20 mr,
no 14 tTabnetoky
6nicTepi; no 1 abo
no 2, abo no 4
Gnictepu B
KapTOHHIN ynakoBLi

BAT "lepeoH
PixTep"

YropwuHa

BAT "l'epeoH Pixtep"

YropwuHa

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis:
3miHu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsgy. 3miHa y KopoTkii
XapaKTepucTuLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3aCTOCYBaHHSA Ha MiACTaBi perynsipHo

3a
peuerimom

UA/7679/01/04
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25
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
OHOBINIOBAHOIO 3BiTY 3 6Ge3neku Nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHs

nikapcbKkoro 3acoby B nicnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTaT OLiHKM 3BITY 3 4OCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy nediaTpuyHnx
pocnigxeHb (PIP) (iHwi 3MiHn) 3MiHM BHeceHo Ao
IHCTPYKUiT ANS MEAWNYHOro 3aCTOCYBaHHS
nikapcbkoro 3acoby y poaainu: "MpoTunokasaHHs",
"B3aemogisi 3 iHWMMKM nikapcbkumm 3acobamu Ta
iHWi B1am B3aemogin”, "OcobnmBocTi
3acTocyBaHHA" BigNoOBIOHO 4O OHOBIEHOI
iHdbopMaLii 3 6e3nekun 4jto4oi peyoBUHN.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEpAKEHHS. 3MiHK | Tuny - 3MiHK Woao
6e3nekn/edbeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHa y KOpPOTKil XapaKTepUCTULi Nikapcbkoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTPyKUii aAns
MeAMYHOro 3aCTOCYBaHHs Ha MiACTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAXEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpkeHb (PIP) (iHwi 3MiHN)
3MiHU BHEeCeHO A0 IHCTPYKLUii AN MeauyHoro
3aCTOCYBaHHS NikapCbKoro 3acoby y po3ainu:
"B3aemogis 3 iHWKMK nikapcbkumMn 3acobamu Ta
iHWi B1Am B3aemogain", "OcobnmeocTi
3acTocyBaHHA" BigNoOBiOHO 4O OHOBMEHOI
iHpopmalLii 3 6e3neku Aio4oi peYoBUHM.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBepAKeHHs1. 3minu Il Tuny - 3miHK Wwoao
6e3nekn/edekTMBHOCTI Ta hapmMakoHarnsgy.
3MiHU y KOPOTKili XapakTepucTuLL NnikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iIHCTPYKUii aAns
MELMNYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
[aHUMWN 3 SKOCTi, AOKMIHIYHUMU, KNiHIYHUMK
AaHVMK Ta AaHvMK 3 dhapmakoHarnsagy - 3MiHn
BHECEHO [0 iHCTPYKLUii Anst MeanyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby y po3ainu:
"®apmakornorivyHi BnactueocTi", "Baaemogis 3
iHWMMK nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3paTHiCTb BMNMBATK Ha LWBMAKICTE peakuii npu
KEpyBaHHi aBTOTPAHCMOPTOM abo iHWUMM
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Mepeno3yBaHHs", "MobiyHi peakyii” 3rigHoO 3
iH(bopMaUjieto LWoA0 MeANYHOTO 3aCTOCYBaHHSA

pedepeHTHOro nikapcbkoro 3acoby (Zestril,




26 [TponoBkeHHs qogaTka 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
tablets). BBegeHHs 3MiH NpoTsirom 6-Tn MicsiuiB
nicns 3aTBepAXXEHHS.
39. | AUTUNIH- PO34MH ANs iH'ekwin TOB "BIOJIIK YkpaiHa TOB "BIONIK PAPMA" YkpaiHa BHECEHHS 3MiH 4O peecTpauiiHMXx maTtepianis: 3a UA/4076/01/01
BIOJIK 20 mr/mn; no 5 mn B DOAPMA" 3MiHa 3aaBHuka J13 (MIBI) (BnacHuka peuenmom
amnyni; no 5 abo no peecTpaLiiHoro noceig4eHHs) (3rigHo Hakady MO3
10 amnyn y nauuj; Big 23.07.2015 Ne 460). TepmiH BBE4EHHS 3MiH -
no 5 mn B amnyni; npoTarom 6 micsAuiB nicns 3aTBep/KeHHs. 3MiHu |
no 5 amnyny Tnny - AQMiHICTPaTUBHI 3MiHW. (iHLWi 3MiHK). 3MiHa
6nictepi, no 1 abo Ha3BW BUPOOHMKA Ta NpUBEdEHHSI agpecu
no 2 6nictepu y MicLie3Haxo4)KeHHs1 HOBOro BUPOBHMKa y
navui BiAMOBIAHICTb 4O peecTpy Ha3B ypbaHOHIMIB y M.
Xapkosi. TexHororis BUpobHMUTBa, BUPOOHNYE
obnagHeHHs1, BUpoOHUYI AinbHULi Ta Micue
NpoBeEHHsI KOHTPOIO SKOCTi 3anmLINNCh
HEe3MiHHMMUW. TepMiH BBEAEHHS 3MiH - NPOTArom 6
MicsaUiB Micnsa 3aTBEPAXEHHS.
40. | OONOK® Kancynm AT "dapmak” YkpaiHa JIABOPATOPIOC Icnania BHECEHHS 3MiH O peecTpauinHmMx maTtepianis: - UA/16565/01/01
KULLKOBOPO3YMHHI HOPMOH, C.A. 3MiHuM | TRy - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKMit
TBepai no 30 mr; in 3aci6. Onuc Ta cknag (iHwWi 3MiHW) BUNpaBneHHs
bulk: no 11,66 kry NOMWITKM B onuci kancynu B cneuudikadii 113, a
6apabaHax came NOMiHSHI MiCUSIMM KONbOPU KPULLIEYKM Ta
KOpMycy Kancynw, 3 BianoBigHMMU 3MiHamMu B p.
«Onune» MKA N3
3MiHu | TUny - 3miHK 3 akocTi. FoToBMIA Nikapcbkui
3aci6. KoHTponb roToBOro nikapcbkoro 3acooy.
3miHa napameTpiB cneuudikauin Ta/abo
OONyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(iHWi 3MiHW) NpMBEAEHHS KPUTEPIto NMPUAHATHOCTI
3a NoKa3HMKoM «O4HOPIAHICTb Macuy» y
cneuudikauii M3 ansa gosysaHHsA 60 Mr
BignosigHo go €% (2.9.5)
41. | OHONIOK® Kancynm AT "dapmak” YkpaiHa JIABOPATOPIOC Icnania BHECEHHS 3MiH IO peecTpaLiiHuX maTtepianis: - UA/16565/01/02
KMLLKOBOPO34UHHi HOPMOH, C.A. 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA NikapCbkui
TBepai no 60 mr; in 3aci6. Onuc Ta cknag (iHwWi 3MiHW) BUNpaBneHHs
bulk: no 11,66 kry NOMUITKM B onuci kancynu B cneuudikadii 13, a
6apabaHax came NOMiHSHI MiCUSIMM KONbOPU KPULLIEYKM Ta
KOpMycy Kancynu, 3 BianoBigHMMM 3MiHaMu B p.
«Onue» MKA N3
3MiHu | TUny - 3miHK 3 skocTi. FoToBMIA NikapCbkui
3aci6. KoHTporb roToBoro nikapcbkoro 3acofy.
3miHa napameTpiB cneuudikauin Ta/abo
[0NyCTUMMUX MEX rOTOBOTO fikapcbkoro 3acoby
(iHWi 3MiHWM) NpMBEAEHHS KPUTEPIt0 NPUAHATHOCTI
3a NoKasHMKoM «O4HOpPIAHICTL Macuy y
cneuudikauii M3 ans gosysaHHsA 60 Mr
BignosigHo go €& (2.9.5)
42. | QIONIOK® Kancynm AT "®apmak” YkpaiHa AT "®apmak” YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/16564/01/01
KMLLKOBOPO3YMHHI (nakyBaHHs i3 in bulk 3MiHu | TUny - 3MiHK 3 sKkocTi. FoTOBMIA Nikapcbkui peuenmom

TBepai no 30 mr; no

dipMun-BUpOBHMKa

3aci6. Onuc Ta cknag (iHwWi 3MiHW) BUNpaBneHHs
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
10 kancyn y JlTabopaTopioc HopMoH, NOMUIKM B Onuci kancynu B cneuudikadii M3, a
6nictepi; no 3 abo 6 C.A., IcnaHisi) came MOMiHsIHI MiCLSIMM KONbOPW KPULLIEYKU Ta
GnicTepiB y nayui 3 KOprycy Kancynw, 3 BignoBigHUMW 3MiHamu B p.
KapToHY «Onue» MKA N3.
3MiHV BHECEHi B iHCTPYKLi0 AN MEANYHOIO
3acTOCyBaHHsI Nikapcbkoro 3acoby y po3ain
"Nikapcbka doopma". BBeaeHHs1 3mMiH NpoTArom 6-
TV MiCALIB Nicns 3aTBEPAKEHHS!
43. | OIONIOK® Kancynm AT "dapmak” YkpaiHa AT "®apmak" (nakyBaHHsi YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3a UA/16564/01/02
KMLLIKOBOPO3YUHHI i3 in bulk cipmu- 3MiHu | TMNy - 3MiHK 3 sIKOCTi. [OTOBUI NikapCbKuiA peuenmom
TBepai no 60 mr; no BMpoGHuKa JlTabopaTopioc 3aci6. Onuc Ta cknag (iHwWi 3MiHW) BUNpaBneHHs
10 kancyn y HopmoH, C.A., IcnaHisi) NOMUIKM B onuci kancynu B cneuudikadii M3, a
6nictepi; no 3 abo 6 came NOMiHSHI MiCLISIMM KONbOPW KPULLIEYKM Ta
6nictepiB y nayuj 3 KOpMycy Karncynu, 3 BignoBiAHNMMMN 3MiHaMK B p.
KapToHY «Onue» MKA N3.
3MiHV BHeCeHi B iHCTPYKLi0 AN MeANYHOrO
3aCTOCYBaHHS NikapcbKoro 3acoby y po3ain
"lNikapcbka hopma". BBeaeHHSA 3MiH NpOTArom 6-
TV MicaUiB Nicnsa 3aTBepaXEHHSA
44. | EHIICTON Tabnetku no 50 Bionoriwe HimeyumnH Bionoriwe XannbmitTens HimeuunHa BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/2053/02/01
TabneTok y Xannbmittenb a Xeenb M'M6X 3MiHuM | TRy - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKMit peuyenma
KOHTenHepi Xeenb M'm6X 3aci6. KoHTporb roToBoro nikapcbkoro 3acoby.

noninponineHoBoMmy;
no 1 KOHTeNHepy B
KopobLi 3 KapTOHY

3miHa napameTpiB cneuudikauin Ta/abo
[ONyCTUMMUX MEX rOTOBOIO Nikapcbkoro 3acoby
(iHLWi 3MiHW) BHECEHHS 3MiH JOo crieumndikauii 3a .
«3anax», a came- 3MiHIETLCA DOPMYIIOBaHHS 3
«6e3 3anaxy» Ha «be3 3anaxy 4o 3nerka ¢
cornoakyBatuiny. 3anax € cyo’eKTMBHUM BiguyTTaM,
sIKe YaCTO BaXKKO YiTKO OnMcaTy CrioBamu.
Ockinbkn TabneTkun MiCTATb NakTo3y, Aesiki Noan
MOXYTb TPOXV NOMITUTU CONOAKYBaTUIA 3anax.
Takox, BHECEHHS peAakLiiHUX 3MiH B mapameTpu
TecTy «Yac posnagy» Ta «OgHOpPIAHICTE Macu»
BignosigHo Ao Ph. Eur. 3miHn | Tuny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkui 3aci6. KoHTponb
roToBOro fikapcbkoro 3acoby. 3miHa napameTpis
cneuudikauin Ta/abo 4ONyCTUMUX MEX rOTOBOIO
nikapcbkoro 3acoby (iHLWi 3MiHWM) BHECEHHS 3MiH [0
cneuudikauii 3a n. «CepegHs Maca», a came-
3MiHa nimiTy cneumdikauii BignosigHo Ao
nonoxeHst MoHorpadii EP po3gin 2.9.5
OpHopigHicTb Macy ANnst OAUHULI O30BaHOIO
nikapcbkoro 3acoby (Tabnuua 2.9.5-1, ans
TabneTok i3 cepeaHboo Macor 250 Mr i binbLue
BiaxmneHHs 5 % [03BoNeHo). 3aTBEpAXEHO:
CepepHsi maca 298-304 Mr, HoOMiHanbHa Maca:
301,5 mr. 3anponoHoBaHo: CepegHsa maca 301,5
Mr £ 5 %. 3MmiHu | TMNy - 3miHn 3 akocTi. FoToBMI
nikapcbkuii 3aci6. KoHTponb rotoBoro nikapcbkoro
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3acoby. 3miHa y MeTogax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (iHwWi 3MiHWM y MeTofax
BUNpoOyBaHb (BKNOYayn 3amiHy abo

[OMOBHEHHS)) BHECEHHS 3MiH 4o cneundikauii 3a
n. «Konip», a came-BUny4YeHHs NOCMNaHHA Ha
eHumknonegito «Taschenlexikon der Farben»

BuaaBHuuTBa «Muster-Schmidt-Verlag», ockinbku
BOHa Ginblue He BUAAETLCA. BU3HayeHHs, K i

paHilwe, NPOBOANTLCS Bi3yarnbHO.

45.

ENIMAT

TabneTkn, BKpUTI
NniBKOBOKO
obornoHkoto, no 50
mr no 10 TabneTok y
6nictepi; no 10
GnictepiB y
KapTOHHiI kopooLi

ToppeHT
dapmacbioTika
nc JlTa.

IHAis

ToppeHT PapmacbtoTikanc
Tta.

IHgia

BHECEHHS 3MiH IO peecTpaLiiHux maTepianis:
3minu | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI
Ta phapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHnX Npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHNX AaHnx
npo cucteMy chapmakoHarnsgy, aMmiHa
YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
34icHeHHs1 dhapmakoHarnagy; KOHTaKTHOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iiCHEHHSA
bapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, YNOBHOBaXeHOI 0cobu, BiANOBiAanbHoi 3a
3piicHeHHs hapmakoHarnagy (BKrrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mactep-darnna cuctemu dapmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BignoBiganbHoT 3a
hbapmakoHarnsg B YKpaiHi.

[Hitoya pepakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaAKTHUX AaHUX KOHTaKTHOT
ocobu 3asBHMKaA, BiaNoOBiganbHoOI 3a
dapMakoHarnag B YKpaiHi.

3a
peuernmom

UA/14138/01/01

46.

ENIMAT

TabneTkun, BKpUTI
NniBKOBOO
obonoHkoto, no 100
mr no 10 TabneTok y
6nictepi; no 10
GnictepiB y
KapTOHHiI kopobui

ToppeHT
dapmacbioTika
nc JlTa.

IHAin

ToppeHT PapmachboTikanc
Nta.

IHAis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3miHn | TMny - 3MiHn Woao 6esnekn/edekTUBHOCTI
Ta cpapmakoHarnsgy. BeegeHHs abo 3miHu oo
y3aranbHeHVX JaHnX Npo cuctemy
bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHNX
npo cucteMy chapMakoHarnsay, aMmiHa
yMNoBHOBaXxeHOoi ocobu, BignosigansHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHoOi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 34inCHEHHs
bapmakoHarnsgy B YKpaiHi, Ko BoHa BigMiHHa
Bif, YNOBHOBaXXeHOI 0cobu, BiANoBiganbHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKYaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLleHHi
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansHoi 3a
bapmakoHarnsg B YKpaiHi.

[itoua pepakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuis: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaAKTHUX JAaHUX KOHTAKTHO!

3a
peuernmom

UA/14138/01/02
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o
noceio4yeHHs1

ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
dapmakoHarnsg B YKpaiHi.

47.

€BPOKCUM

MOPOLLIOK ANst
iH'ekuin no 750 wmr, 1
abo 10 pnakoHiB 3
NMOPOLLIKOM B
KapTOHHiN Kopobui

€Bpo
TNandkep N1g

Benuka
Bputanis

EnCiEc Jo6dap C.IM.A.

ITania

BHECEHHS 3MiH IO peecTpauinHuX maTepianis:
3MiHn | Tuny - 3MiHn 3 sKkocTi. CepTudikar
BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
€Bponewckkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHOBreHoro cepTudikaTa
BiANoBigHOCTI abo BUMyYeHHs1 cepTudikata
BiNoOBIigHOCTI €Bponenchkin dapmakonei: ons
A®l; ansa suxigHoro
marepiany/peareHTy/npOMiIXHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BiANOBIAHOCTI
€sponewicbkin bapmakonei) - OHoBNeHWN
cepTuddikart Bif yxKe 3aTBEpaKEHOro BUPOBHMKA.
MopaHHA oHoBREeHoro cepTudpikaTta BigNOBIAHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 1996-007 -
Rev 05 (3atBepmxeHo: R1-CEP 1996-007 - Rev
04) gnsa AdI Lledhypokeumy HaTpieBa Cinb
CTepurbHa Bif BXe 3aTBEPKEHOro BUPOOHNKa
ACS DOBFAR S.P.A, ltaly

3a
peuernmom

UA/12560/01/01

48.

€BPOKCHUM

NOPOLLOK Ans
iH'ekuinno 1,5r, 1
abo 10 cpnakoHiB 3
MOPOLLKOM B

KapTOHHIN kopobui

€Bpo
Nandkep Ntg

Benuka
Bputanis

EnCiEc Jo6dap C.MN.A.

ITanis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar
BignoBigHocTi/E-cepTudikat BianoBigHOCTI
€Bponenickkin apmakonei/MoHorpadii. NogaHHs
HoBOro abo OHOBMNeHoro ceptudikata
BignNoBigHOCTI abo BUNy4eHHs cepTudikata
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, WO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ansi
AOMOMDKHOT pe4oBUHM (CepTudikaT BiANOBIAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif yxke 3aTBepaKEHOro BUPOBHMKa.
MopaHHA oHoBNeHoro cepTudikaTta BiANoBIAHOCTI
€sponevicbkint apmakonei Ne R1-CEP 1996-007 -
Rev 05 (3aTBepmkeHo: R1-CEP 1996-007 - Rev
04) ona A®I Liedypokcumy HaTpieBa cinb
cTepwnbHa Bif BXe 3aTBep>KEHOro BUpobHUKa
ACS DOBFAR S.P.A, Italy

3a
peuernmom

UA/12560/01/02

49.

E€BPO®ACT

Kancynu xxenaTuHoBI
M'siki no 200 mr; no
10 kancyn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiIl kopobui

€Bpo
INandkep
MpawBit
TimiTen

IHAis

MapkcaHc ®apma It

IHaia

BHECEHHS 3MiH IO peecTpauiiHiX maTepianis:
3miHu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKii
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTOoCyBaHHS Ha MiAcTaBi perynspHo
OHOBJIIOBAHOIO 3BiTy 3 6€3Mneku Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbKkoro 3acoby B nicrnspeecTpaLiiH1i nepiog,

6e3
peuenma

UA/14043/01/01
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Ymoeu
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Homep
peecmpayiliHo2o
noceio4yeHHs1

abo sk pe3ynbTaT OLiHKM 3BiTY 3 AOCHiAKEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpkeHb (PIP) (3MiHy y3rompkeHo 3
KOMMETEHTHUM YTNOBHOBaXX€HMM OpraHoM)
3MiHU BHeCeHi 0 iHCTPYKLii Ans MeanyHoro
3acTocyBaHHS nikapcbkoro 3acoby y po3again
"3acTocyBaHHs y nepiod BariTHOCTi abo rogyBaHHS
rpyaar” BignoBigHO 40 OHOBNEHOI iHbopMaLlii 3
6e3neku gito4oi peyoBunHU. BBeaeHHs 3miH
NPOTSArom 6-T MicsLIB Micnsi 3aTBEPOXKEHHS.

50.

E€EBPO®ACT

Kancynu xxenaTuHOBI
Mm'ski no 400 mr; no
10 kancyn y
6nictepi; no 1 abo
no 2 6nictepu B
KapTOHHiI kopoOLi

€Bpo
Jandbkep
MpamsiT
JlimiTen

IHAisA

MapkcaHc ®apma Jltg

IHais

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3Minn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta IHCTPYKUIT ANa MeanyHoro
3acTocyBaHHS Ha niacTaBi perynsipHo
OHOBIOBAHOTO 3BIiTYy 3 6e3nekun nikapcbKoro
3acoby, abo gocnigkeHb 3 6e3neku 3acTocyBaHHs
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTar OLUiHKM 3BIiTY 3 AOCTiIKEHb,
npoBeAeHnX BigNOBIAHO A0 NNaHy negiaTpuyHnx
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBaXXEHVMM OpraHoM)
3MiHU BHeCeHi o iHCTPYKLii Ans MegnyHoro
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"3acTocyBaHHs y nepioa BariTHOCTi abo rogyBaHHSs
rpyaar” BignosigHO 4o OHOBNEHOI iHpopmalii 3
6e3neku gjtoyoi pe4oBuHU. BBegeHHs 3MiH
NPOTArom 6-Tu MiCsILIiB MiCNsi 3aTBEPAXKEHHS.

6e3
peuenma

UA/14043/01/02

51.

E€EBPO®ACT
EKCNPEC

Kancynu m'ski no
400 mr, no 10
kancyn y 6nicrepi;
no 1 abo no 2
Gnictepu B
KapTOHHiIN kopobui

€Bpo
TNandkep
MpawBit
Nimiten

IHAis

Codptrenb Xenckep [BT.
Nta.

IHgia

BHECEHHS 3MiH 0 peecTpauinHmMxX maTtepianis:
3miHn | TMny - 3MiHn Woao 6esnekn/edekTUBHOCTI
Ta cbapmakoHarnagy. 3miHa y KopoTKiv
XapaKkTepucTuLi nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha MiAcTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acTOCyBaHHS
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BiTY 3 AOCHIOXKEHb,
npoBeAeHuX BiANOBIAHO A0 NMnaHy negiaTpuyHux
pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM)
3MiHW BHeCeHi A0 IHCTPYKLii Ans MeguyHoro
3aCTOCYBaHHSI NiKapCbKoro 3acoby y po3ain
"8acTocyBaHHs1 y nepioq BariTHOCTi abo rogyBaHHs
rpyaar” BignoBigHO 40 OHOBNEHOI iHopMaLlii 3
©e3neku fito4oi pedoBunHU. BBeaeHHs 3miH
NpoTSArom 6-Tn MicsiLiB Nicnsi 3aTBepAKEHHS

6e3
peuyenma

UA/18715/01/01

52.

IBAHOPOHOB

KOHUEeHTpaT ana

Akkopg

Benuka

Bupo6HMLTBO roTOBOrO

IHais/

BHeceHHs 3MiH 0 peecTpauiiHnx maTtepianis:

3a

UA/16515/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
A KACINOTA pPO34MHy ans Xenckea Jl1a. BpuTaHis J13, nepBuHHE, BTOPUHHE Benwka 3Mminn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI peuenmom
AKKOP[ iHdpy3in, 1 mr/mn; no nakyBaHHsi, KOHTPOIb BpuTanis/ Ta hapmakoHarnsigy. BeegerHsa abo amiHu go
2mMnTano6mny SIKOCTi: YropwuHa y3aranbHeHVX JaHnX Npo cucTemy
cnakoHax, no 1 IHTac PapmacbioTrKenc dapmakoHarnsagy (BBeAeHHs y3aranbHeHWX AaHnX
nakoHy y Nimiten, IHAaia npo cuctemy chapmakoHarnsgy, amiHa
KapTOHHiI kopooLi BTopuHHE nakyBaHHS: YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
Akkoppg Xenckea Jlimitep, 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
Benuka BpuTaHis apmakoHarnsay 3asiBHUKa ANs 30iNCHEHHS
KoHTponb sKoCTi: chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BiaMiHHA
BeccniHr XaHrepi K., Bif, yNOBHOBaXeHOoI ocobu, BianoBiaanbHoi 3a
YropwuHa 3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
BignosiganbHuii 3a BUNyCcK KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
cepil: mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
Akkopg Xenckea Jlimitea, KOHTaKTHOI 0CO0M 3asiBHUKA, BignoBiaansHoi 3a
Benuka bBputaHia tbapmakoHarnag B YkpaiHi.
KOHTpOnb sKOCTi: [Litova pepakuis: Wnronesa MapiaHHa BikTopiBHa.
®APMABATNIA N1A4. MponoHoBaHa pepakuis: Wynby Onbra CepriisHa.
Mikpo6ionoriuHa 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI ocobun
nabopartopisi, YropLumHa 3asBHMKa, BigNOBiAanNbHOI 3a hapmakoHarnag B
YKpaiHi.
53. | IMIMEHEM/UUN | nopouok ans MicTtpan AHrnia ALIC IOBDAP C.IM.A,, ITanis BHECEHHS 3MiH [0 peecTpauiiHMX maTtepianis: 3a UA/16166/01/01
ACTATWH - NPUroTyBaHHS Kenitan ITanis; 3MiHu | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NikapCcbkui peuenmom
BICTA pO34MHy aAns MeHepXmeHT ALC OOB®AP C.IM.A,, 3aci6. KoHTporb roToBoro nikapcbkoro 3acooy.
iHdysin no 500 Timiteq ITanis (BupobHUTLBO Ta 3MiHa y MeToax BUNpobyBaHHSA roTOBOro
mr/500 wmr; 1 abo 10 KOHTPOIb SIKOCTI nikapcbkoro 3acoby (He3HayHa 3MiHa y
CKINSIHMX (priakoHiB 3 CTepUNbHOI CyMiLLli) 3aTBEPKEHNX MeToAax BUNpobyBaHHs)
MOPOLLIKOM Y OHOBIEHHs MeToay BunNpobysaHHs 13 3a
KapTOHHiN KopobLyi nokasHukom «KinbkicHe BusHaveHHsi» (BEPX) ta
MeToay «OOHOPIAHICTL O30BAHMX OAMHULLY,
OCKiNbKM BUNPOBYBaHHsSI NPOBOAATLCS B
0[jHaKOBMX yMOBax
54. | KA®®ETIH NOPOLLIOK Ansi ANKANOIOQ ALl | Pecny6nik AJKANOIO Al Ckor’e, Pecny6nika BHECEHHS 3MiH [10 PEeECTPaLifHNX MaTepianis: 6e3 UA/12923/01/01
KONAMAKC® OpanbHOro Po34uHy, Ckon'e a NisHiyHa Pecny6nika MiBHiuHa MiBHiuHa 3miHu | TMny - 3miHn wopo 6eanekn/edeKTUBHOCTI peuenma
1000 mr/12,2 mr; no MakepnoHis MakepgoHist MakepoHis/ Ta chapmakoHarnsgy. 3miHa y KopoTkili
5,15 r nopoluka B F'epmec ®apma M'v6X, ABcTpis XapaKkTepucTuLi NikapCcbkoro 3acoby, TEKCTi
cawe; no 10 cawe B ABcTpis MapKyBaHHS Ta IHCTPYKUIT ANs MeAUYHOoro

KapTOHHiI kopobui

3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BTy 3 6€3Mneku NikapcbKoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTiIXEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3romxeHo 3
KOMMNETEHTHNM YTNOBHOBaXXEHUM OpPraHoOM)
3MiHV BHeCeHi A0 IHCTPYKLii Ans MeguyHoro
3acTocyBaHHs Nikapcbkoro 3acoby y po3ainu
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi B1An B3aemogin", "OcobnmBocTi
3acTocyBaHHs" BignoBigHO 4O OHOBMEHOI
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iHdbopMauii 3 6e3neku 4ito4oi pe4oBUHM.
55. | KMHAAMIUMH- | kancynn no 0,15 T; MAT Ykpaina MAT "MoHdapm" Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/8159/01/01
M no 10 kancyn y "MoHdpapm" 3MminHn | TMNy - 3miHn Wwopo 6e3nekn/edpekTMBHOCTI peuenmom
GnicTepi; no 1 Ta chapmakoHarnsigy. BHeceHHs abo 3miHa(u) oo
6nictepy B nayui 3 3000B'si3aHb Ta YMOB ByAaYi peecTpaLiiHoro
KapTOHY NnocBigYeHHs, BKMoYaoun MNnaH ynpaeniHHsS
pusnKkamm (3aCTOCYyBaHHS TEKCTY, SKUN
NOroPKEHUIA 3 KOMNETEHTHUM OPraHoMm)
3asBHUKOM HagaHO OHOBIEHWUI MnaH ynpaeniHHSA
pusmkamm Bepcis 2.0 3MiHK BHeCeHo 4o YacTuH: V
«3axoam 3 miHimisauii pusukie», VI «Pestome
nnauy ynpasniHHs puaunkamm» VIl «dogatkuy
(OoaaTok 2) y 3B’A3KY 3 OHOBIEHHAM iHdbopmaLlii 3
6esneku, WO € pyTUHHMM 3ax040M 3 MiHimisauii
pusmkiB Ha nigctasi pekomeHaauin PRAC Pestome
[naHy ynpaeniHHa pusmkamm Bepcis 2.0
[0[AETbCS.
56. | KOEH3UM PO34MH AN iH'EKUIN, Bionoriwe HimeuuunH Bionoriwe Xannbmitrenb HimeuuunHa BHECEHHS 3MiH [0 peecTpauiiHux maTepianis: 3a UA/6999/01/01
KOMMNO3UTYM no 2,2 mn B amnyni; XannbmitTenb a Xeenb 'M6X 3minu Il Tuny - 3miHm 3 akocTi. ADL. KoHTponb ADI. peuenmom
no 5 amnyny Xeenb M'm6X 3miHa y napameTpax crneundikauin Ta/abo
KOHTYPHI [OMNyCTUMUX MEX, BUSHAYEHMX Y cneuundikauiax
YapyHKOBIN Ha A®I, abo BMXigHUA/MPOMIKHWN
ynakosL; o 1 npoayKT/peareHT, Lo BUKOPUCTOBYIOTECS Y
KOHTYpPHIn npoteci BupobHuuTea AP| (3miHa nosa mexamm
YapyHKOBIV ynakoBsLi 3aTBepAKeHOro gianasoHy y cneumdikauii Ha AdI)
B KOpOOLi 3 KapTOHYy; 3MiHa [OMYCTUMOI BEXHBOI MEXi, BUSHAYEHOI y
no 2,2 mn B amnyni; cneundikauisx Ha A®l Thiaminum hydrochloricum
no 5 amnyn y D1 dilution 3a noka3Hukom Relative density 3 1.026
KOHTYPHIl —1.030 Ha 1.026 — 1,032.
YapyHKOBIN
ynakoBLi; o 2
KOHTYPHi YapyHKOBI
yMakoBKM B KOpOOLUi
3 KapTOHY; No 2,2 Mn
B amnyni; no 5
amnyn y KOHTYpHIn
YapyHKOBIN
ynakoBui; no 20
KOHTYPHMUX
YapyHKOBUX
YNaKoBOK y KOpobui
3 KapTOHY
57. | KONAKCOH 40 PO34MH Anst iH'ekuin, TOB «TeBa YkpaiHa BupobHMLTBO 32 NOBHUM I3paine/ BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 3a UA/6307/01/02
40 mr/mn; no 1 mn YkpaiHa» umknom: TeBa Benuka 3MiHn | Tuny - 3MiHK 3 siKoCTi. [OTOBMIN NiKapCbKuiA peuernmom
pPO34KHY B dapmauesTikan lHgacTpis BpuTanis/ 3aci6. KoHTponb roToBoro nikapcbkoro 3acoby.
nonepeaHL0 JItg., I3pains; Hinepnangm 3MiHa y MeTofiax BUNpobyBaHHsi rOTOBOIO
HarnoBHeHOMY Brnpo6HMLTBO 3a NOBHUM / nikapcbkoro 3acoby (iHLwi 3aMiHn). He3HayHi 3MiHu
wnpwui; no 1 umknom: HopToH Xenckea | YropwwuHa/l3 | Ta pegakuiliHi yTOYHEHHS B MeToAi BUNPOOyBaHHS

Lnpuuy B bnictepi;

Nimiteq T/A ABEKC

painb

N3 3a noka3HnkoM «IMyHHe po3nizHaBaHHsA —
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 12 wnpwuuis B dapmackioTmkana FK, 3B’A3yBaHHSA A BOMa MOHOKIOHANbHUMM
KapTOHHiN kopobui Benuka BpuTaHis; aHTutinamu» (Meton ELISA). BeegeHHs 3miH
KoHTponb cepii (Tinbkn npoTsarom 3-x micauiB nicnsa 3aTBEpAXKEHHS.
GionoriyHe TecTyBaHHs):
AGik Jta., 13pains;
KoHTponb cepii (noBHe
TECTYBaHHS1, BKIOYa4n
Ha CTepWnbHICTb Ta
GakTepiarnbHi
€HOOTOKCUHW, ane oKpiM
6ionoriYHoro TecTyBaHHs):
dapmaxemi b.B.,
Higepnangu; KoHtponb
cepii (Tinbku GionorivyHe
TecTyBaHHs): AT
PapmaLeBTUYHUIA 3aBOA,
TeBa, YropwuHa;
KoHTponk cepii
(aHaniTnyHe TeCcTyBaHHSA
Ta BUBYEHHS
cTabinbHocTi): Asist
Kemikan IHgacTpis J114.,
I13painb
58. | KOPCAP® AM TabneTkn, BKpUTI AT "dapmak” YkpaiHa AT "dapmak” YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTtepianis: 3a UA/16392/01/01
NniBkOBOIO 3MiHu | TUNY - AgmiHicTpaTuBHi 3MiHK. 3MiHa peuenmom
o6onoHkoto, 5 mr/80 Ha3BW nikapcbKoro 3acoby 3miHu BHECEHO LW0A0
mr; no 10 TabneTok Ha3BM Nikapcbkoro 3acoby 3aTBepaXeHo:
y bnicTtepi; no 3 abo AMJTOCAPTAH. 3anponoHoBaHo: Kopcap® AM.
5, abo 6 bnicTepiB y BBeneHHs 3miH NpoTArom 6-Tu MicsiyiB nmicnsi
navui 3aTBEPKEHHS.
59. | KOPCAP® AM TabneTkun, BKpUTI AT "®apmak” Ykpaina AT "®apmak” YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/16392/01/02
NniBKOBOO 3Minn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuernmom
obornoHkoto, 10 Ha3BM Nikapcbkoro 3acoby 3MiHM BHECEHO LWoao
mr/160 wmr; no 10 Ha3BM Nikapcbkoro 3acoby 3aTBepaKeHo:
TabneTok y 6nictepi; AMJTOCAPTAH. 3anponoHosaHo: Kopcap® AM.
no 3 abo 5, abo 6 BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
GnicTepiB y navui 3aTBEPAXKEHHS.
60. | KOPCAP® AM TabneTkn, BKpUTI AT "®dapmak” YkpaiHa AT "®dapmak” YkpaiHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/16393/01/01
NniBKkOBOIO 3MiHu | TUNY - AgmiHicTpaTuBHi 3MiHW. 3MiHa peuenmom
oboroHkot, 5 Ha3BM NikapcbKkoro 3acoby 3MiHV BHECEHO LWoa0
mr/160 wmr; no 10 Ha3BU NikapcbKkoro 3acoby 3aTBepmkeHo:
TabneTok y 6nictepi; AMJTOCAPTAH. 3anponoHoBaHo: Kopcap® AM.
no 3 abo 5, abo 6 BBeneHHs 3miH NpoTArom 6-Tu MicsiliB nicnsi
OnicTepiB y nayui 3 3aTBEpPAKEHHS.
KapTOHY
61. | KOPTUOEPM kpem, 1 mr/rno 10, ToBapucTBo 3 YkpaiHa BCi cTagii BUpobHMLTBA, YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: 3a UA/15573/01/01
no15rabono30ry oBMexXeHo KOHTPOIb SIKOCTi, BUMYCK 3MiHuM | TUNY - 3MiHK Wopao 6e3nekn/ePeKTUBHOCTI peuenmom
Ty6i; no 1 Ty6i B BignoBiganbHi cepil: Ta chapmakoHarnsgy (iHwi 3miHu). OHOBNEHHS
KopobLUi 3 KapTOHY CTHO ToBapncTBO 3 OOMEXEHO TEKCTY MapKyBaHHS1 YNaKOBKW Nikapcbkoro 3acoby.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
"dapmaLneBTn BigNOBiganbHICTHO
YHa KOMMNaHis "®apmaueBTNYHa
"3popoB’sa" KoMnaHisi "3gopoB’s"”,
YkpaiHa
BCi cTaii BUpoGHMUTBA,
BUNYCK cepii:
ToBapucteo 3 obmexeHor
BiANOBIgANbHICTIO
"®apmaueBTUYHa
KoMnaHisi "3gopos'a”,
Ykpaina
KOHTPOMb SIKOCTI:
ToBapucteo 3 obmexeHor
BiANOBIgANbHICTIO
"®APMEKC Py,
Ykpaina
62. | KCAIKOPI kancynu no 200 wmr; MNOANIEP CLWA Mdpansep HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: 3a UA/14081/01/01
no 10 kancyn y ENY.CL.IMI. MeHtodhek4ypuHr 3Mminn | TMny - 3MiHK Wopgo 6e3nekn/edekTUBHOCTI peuenmom
6nictepi; no 1 abo KOPMOPENLL HownuneHg MbX Ta hapmakoHarnsgy. 3miHa y KopoTkin
no 6 Gnictepis y H XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
KapTOHHiIN kopobLi 3 MapKyBaHHS Ta IHCTPYKLUiT ANa MeanyYHoro
MapKyBaHHSAM 3acTocyBaHHS Ha NMiacTaBi perynsipHo
YKpaiHCbKOI Ta OHOBIOBAHOTO 3BIiTY 3 6e3nekn nikapcbkoro
aHrnincopKo 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHs
moBamu; no 10 nikapcbkoro 3acoby B nicnsipeecTpaliiHWi nepios,
kancyn y 6nicrepi; abo Ak pe3ynbTaT OLUiHKM 3BTy 3 AOCNIAXKEHb,
no 1 abono6 npoBeAeHuX BiANOBIAHO A0 NNaHy negiaTpuyHux
GnictepiB y pocnigmkeHb (PIP) (3MiHy y3rogxeHo 3
KapTOHHiIn kopobui 3 KOMMETEHTHNM YNOBHOBaXXEHNM OPraHoM)
MapKyBaHHSIM 3MiHU BHeCeHO A0 IHCTPYKLUii AN MeanM4Horo
aHrnincokoto abo 3acTocyBaHHS nikapcbkoro 3acoby 4o po3ginis
iHLLIOK IHO3EMHOI "OcobnumBocTi 3acTocyBaHHsA" Ta "lMobivHI peakyii”
MOBOIO 3i CTUKEPOM BignosigHo Ao pekomeHaauin PRAC. BeeneHHs
YKpalHCbKOO MOBOKO 3MiH NpOTSArom 6-TW MicsiLiB Nicns 3aTBEPAKEHHS
63. | KCAINKOPI kancynu no 250 wmr; MN®ANIEP CLA Mdpanszep HimeyumHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/14081/01/02
no 10 kancyn y ENY.CLMI MeHtodekvypuHr 3miHu | TUny - 3miHn wopo 6e3nekn/edPekTUBHOCTI peuenmom
6nicTepi; no 1 abo KOPMOPENLU Donuneng Mu6X Ta chapmakoHarnsgy. 3miHa y KopoTkii
no 6 Gnictepis y H XapaKTepucTuLi Nnikapcbkoro 3acoby, TEKCTi

KapTOHHiIN kopobui 3
MapKyBaHHSAM
YKpaiHCbKOI Ta
aHrMincbKo
moBamu; no 10
kancyn y 6nictepi;
no 1 abo no 6
GnictepiB y
KapTOHHiIn kopobui 3
MapKyBaHHAM
aHrninceko abo

MapKyBaHHS Ta IHCTPYKUIT ANS MeANYHOro
3acTocyBaHHs Ha MiacTaBi perynsipHo
OHOBJIIOBAHOIO 3BiTy 3 6€3MneKn Nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiiuin nepion,
abo sk pe3ynbTaT OLiHKM 3BiTY 3 LOCTiIXEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHNM OpPraHoM)
3MiHU BHECEHO A0 IHCTPYKLUIii AN MeauyHoro
3acTocyBaHHs nikapcbkoro 3acoby Ao po3ainis
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
iHLLIOO IHO3EMHOI "OcobnumBocTi 3acTocyBaHHs" Ta "lMobivHiI peakuii”
MOBOIO 3i CTUKEPOM BignosigHo go pekomeHAauii PRAC. BBeaeHHsi
YKpaiHCbKO MOBOK 3MiH NPOTSArom 6-TM MicsiLiB Micnsi 3aTBEPAKEHHS
64. | NA3OJIBAH® Kancynm 3 TOB "Onenna Ykpaina BMPOBOHMLTBO, KOHTPONb Himeuumna/ BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes UA/3430/02/01
MAKC NPOJSIOHroBaHoO Xenckea akocTi: bepiHrep ®paHuis 3MiHW | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuenma
aieto no 75 mr; no 10 YkpaiHa" IHrenbxanm ®apma MM6X i 3aci6. KoHTposb roToBOro nikapcbkoro 3acoby
kancyn y énictepi; Ko. KT, HimeuuuHa; (iHwWi 3miHn). MprBeaeHHs NokasHMKa «cyma
no 1 Gnictepy B naKkyBaHHs, MapKyBaHHS, npoaykTiB po3knagaHHsa» B MKA J13 y
KapTOHHiIN kopooLi BUMyck cepii: Jenbtapm Bi4NOBIQHICTb 4O MaTepianiB BUpobHUKa (po3ain
Pevimc, ®paHuis; 3.2.P.5.1. Cneundikauis), 6€3 BHECEHHS 3MiH Y
BUPOBHUTLBO, KOHTPOSb Moaynb 3.
sikocTi: CaHodpi BiHTpon
IHgocTpi, PpaHuis
65. | NTAMAN® TabneTkn no 50 mr, ANKANOIOQ AL | Pecny6nik ANKANOIQ ALl Ckor'e Pecny6nika BHECEHHS 3MiH [10 peecTpaLiiiH1x MaTepianis: 3a UA/9679/01/02
no 10 TabneTtok y Ckon'e a lMiBHi4yHa MiBHiYHa 3MiHu | TMNy - 3MiHK 3 siKOCTi. [OTOBUIA NMikapCcbkui peuenmom
6nictepi, no 3 MakenoHis MakenoHis 3aci6. 3MiHN y BUpobHUUTBI. 3MiHa po3mipy cepii
6nictepu y navui 3 (BKrTtOYalo4M gianasoH po3Mipy cepii) roToBoro
KapToHY nikapcbkoro 3aco0y (36inbweHHs go 10 pasis
MOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM)
36inbLueHHs po3mipy cepii [T13 3aTBepaxeHo:
Tabnetku no 50 mr 21.628 kr (108 140 TabneTok)
3anponoHoBaHo: TabneTkn no 50 mr 21.628 kr
(108 140 TabneTtok) 64.884 kr (324 420 TabneTtok)
66. | TAMAN® TabneTkn no 100 mr, | ANKANOIO ALl | Pecny6nik ANKANOIQ ALl Ckon'e Pecnybnika BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/9679/01/03
no 15 rabnetoky Ckon'e a NisHiyHa lMiBHiuHa 3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMI NiKapCbkui peuernmom
6nictepi; no 2 MakenoHis MakenoHis 3aci6. 3MiHN y BUpobHUUTBI. 3MiHa po3mipy cepil
Gnictepu y navui 3 (Bkntovaroum gianasoH po3Mipy cepii) roToBoro
KapTOHY nikapcbkoro 3acoby (36inbweHHA go 10 pasis
NMOPIBHSHO i3 3aTBEPAXEHUM PO3MipOM)
36inbLueHHsi po3mipy cepii 113 3aTBepaxeHo:
Tabnetku no 100 mr 21.628 kr (54 070 TabneTok)
3anponoHoBaHo: TabneTkn no 100 mr 21.628 kr
(54 070 TabneTok) 64.884 kr (162 210 TabneTok)
67. | NA®EPOBIOH Kpanni Ha3arbHi no TOB "®3 Ykpaina TOB "®3" BIO®APMA" YkpaiHa BHECEHHS 3MiH IO peecTpauiiHnx maTtepianis: bes UA/13779/02/01
100000 MO/mn; no 5 | "BIO®APMA" 3MiHn Il Tuny - 3miHn 3 akocTi. ADL. KoHTpons ADI. peuernma

My dONakoHi,
3aKyrnopeHomy
MiKpOZ03aTOPOM-
KpanenbHuueto; no 1
bnakoHy y nayui 3
KapTOHY

3MiHa y napameTpax cneuudikadi Ta/abo
OOMyCTUMMUX MEX, BU3HAUEHUX Y crieumdikaLlisix
Ha A®I, abo BMXigHUA/MPOMIKHMWIA
NpOAYKT/peareHT, WO BUKOPUCTOBYIOTECS Y
npoueci BUpobHuuTBa AP (iHLWi 3MiHN).
3MiHn go cneumdikauii Ha API IHTepdepoH
anbga-2B pekoMBiHaHTHWIA NOAUHN.
3anponoHoBaHo foaaBaHHsA n."laeHTrdikauis
metogom OCH-TMAIM™, "lgpeHTudikauis metogom
KynbTypu knituH","MikpobionoriyHa uucroTa",
BUITY4EHO MYHKTU (KOHTPOMIOIOTECA BUPOBGHMKOM
npu BUpobHunuTBi ADI) "Binkun 6aTbKiBCHKOT
kniTuHn", "OHK BekTopa abo 6aTbKiBCbKOT KNITUHN"
BigNoBigHoO 4o BMMor MoHorpadii 1110 EP.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
68. | TA®EPOBIOH crper HasanbHU No TOB "$3 YkpaiHa TOB "®3 "BIOPAPMA" YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 6e3 UA/13779/03/01
100000 MO/mn; no 5 | "BIOPAPMA" 3MiHwn Il Tuny - 3miHn 3 akocTi. ADI. KoHTponb ADI. peuenma
My cNnakoHi, 3miHa y napameTpax crneundikaui Ta/abo
3aKyrnopeHomy OONYCTUMKX MEX, BU3HAYEHMX Y creumdikaLisax
MiKpO403aTOPOM- Ha A®l, abo BUXigHUIA/MPOMIXXHMIA
po3nunoBaYem; no NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
1 conakoHy y nayui 3 npoveci BupobHuuTea AP (iHwi 3miHKM).
KapToHy 3MiHn go cneuudikauii Ha APl IHTepdepoH
anbda-2B pekoMGiHaHTHWUIA NroanHW.
3anponoHoBaHo foaaBaHHsA N."laeHTndikauis
metogom OCH-TAI™, "lgeHTndikauis metogom
KynbTypu knituH", "MikpobionoriyHa unctoTa",
BWUITY4€HO MYHKTW (KOHTPOMOTLCS BUPOBHUKOM Npu
BUpO6HMLUTBI ADI) "Binku 6aTbKIBCbKOT KNITUHA",
"NHK BekTopa abo 6aTbkiBCbKOI KMITUHN"
BiAnoBigHO A0 BuMor MoHorpadii 1110 EP.
69. | NA®EPOBIOH MOPOLLIOK Ha3anbHUN TOB "®3 Ykpaina TOB "®3 "BIO®APMA" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHix maTtepianis: bes UA/16017/01/01
no 100 000 MO; 5 "BIO®APMA" 3MiHm |l Tuny - 3miHn 3 skocTi. A®I. KoHTponb AdI. peuenma
hnakoHiB 3 3miHa y napameTpax crneundikaui Ta/abo
MOPOLLKOM Y AONYCTUMUX MEX, BUSHAYEHMX Y crieumdikauisax
6nictepi; no 2 Ha A®I, abo BMXigHUA/MPOMIKHWIA
6nictepu B nayui 3 NpoayKT/peareHT, Lo BUKOPUCTOBYIOTBCS Y
KapToHy npoueci BupobHmuTea AP (iHLwi 3MiHN).
3MmiHM go cneundikauii Ha ADI IHTepdepoH
anbga-2B pekoMBiHaHTHWIA NOAUHN.
3anponoHoBaHo foaaBaHHsA n."laeHTudikauis,
metogom OCH-MAIM, "laeHTudikauis, meTogom
KynbTypwu kniTuH", "MikpobionoriyHa yucrora”,
BUITY4€HO M. (KOHTPOMIOTLCS BUPOBOHMKOM Mpwu
BUPOGHMLTBI ADI) "Binku 6aTbKiBCbKOT KNITUHK",
"OHK BekTopa abo 6aTbkiBCbKOI
KNiTMHW"BIANOBIAHO A0 BMMOT MoHorpadii 1110
E
70. | NA®EPOBIOH cynoautopii no 150 TOB "©3" YkpaiHa TOB "®3" BIO®APMA" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis: 6es UA/13779/01/01
® 000 MO; no 3 BIOPAPMA" 3MiHn | TUNY - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui peuernma
cynoautopiino 1ry 3acib. Cuctema KoHTeHep/3aKkynoptoBanbHUi
KOHTYPHil 3aci6. 3miHa napameTpiB cneundikadin Ta/abo
YapyHKOBIW OONyCTUMMUX MEX NEePBUHHOI YMakoBKM FOTOBOIO
ynakosui; no 1 nikapcbkoro 3acoby (iHLwi 3MiHK) BHeceHHs 3MiH
KOHTYpPHIn 0o p.3.2.P.7 Cucrema

YapYHKOBIN yrnakoBLi
B MauyLi 3 KapTOHY;
no 5 cynosutopiis
no 1 1y KOHTYpHIN
YapyHKOBIN
ynakosLi; no 1 abo
MO 2 KOHTYPHI
YapyHKOBi yNaKkoBKM
B NayLii 3 KApPTOHY

KOHTelHep/3aKkynoptoBanbHui 3acib, a came-
npvBeaeHHs cneuudikauii BXiGHOro KOHTPONto Ha
NNiBKy NOMIBIHINXIOPUAHY, NaMiHOBaHy
nonieTuneHoM y BianoBiaHicTb Ao Bumor oY,
cepTudikaTiB BUpobHuka Ta TY Y 27.4-14022407-
007:2007.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
71. | NTA®EPOBIOH cynoauTopii no 500 TOB "93" YkpaiHa TOB "¢3" BIOPAPMA" YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/13779/01/02
® 000 MO; no 3 BIO®APMA" 3MiHn | TUnYy - 3MiHK 3 aKocTi. FoToBMIN NiKapCbKui peuenma
cynoauTtopiino 1ry 3aci6. Cuctema KoHTelHep/3akyrnopoBanbHUi
KOHTYpPHil 3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
YapyHKOBI A0NYyCTUMMUX MEX NEPBUHHOI YMaKOBKN FOTOBOIO
ynakoBui; no 1 nikapcbkoro 3acoby (iHwi 3MiHWM) BHeCeHHs 3miH
KOHTYpPHil 0o p.3.2.P.7 Cucrema
YapyHKOBIV ynakoBsLi KOHTeNHep/3akynoptoBarnbHui 3acib, a came-
B Mauui 3 KapTOHYy; npvBeAeHHs cneuudikauii BXigHOrO KOHTPOSO Ha
no 5 cynosutopiis NNiBKy NOMIBIHINXNOPUAHY, NaMiHOBaHy
no 1 ry KOHTYPHIW nonieTuneHoMm y BianoBiaHiCTb Ao Bumor JdY,
YapyHKOBIN cepTugikatie BUpobHuka Ta TY Y 27.4-14022407-
ynakoBui; no 1 abo 007:2007.
MO 2 KOHTYPHI
YapyHKOBI yNaKoBKK
B Nayui 3 KapTOHY
72. | NA®EPOMAKC | cynosutopii no 3 TOB "®3 Ykpaina TOB "®3 "BIO®APMA" Ykpaina BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/13779/01/04
000 000 MO; no 3 "BIO®APMA" 3MiHu | TMNy - 3MiHK 3 siKOCTi. [OTOBUI NMikapCbkni peuenmom
cynosutopiino 1 ry 3aci6. Cuctema KoHTelHep/3aKyrnoptoBanbHUi
KOHTYpPHIn 3aci6. 3miHa napameTpiB cneumdikauin Ta/abo
YapyHKOBIN [ONYyCTUMMX MEX NEPBUHHOT YNaKOBKN FOTOBOrO
ynakosui; no 1 nikapcbkoro 3acoby (iHwi 3MiHWM) BHeCeHHs 3aMmiH
KOHTYPHIl no p.3.2.P.7 Cucrema
YapyHKOBIN yrnakoBLi KOHTelHep/3akynoptoBanbHuiA 3acib, a came-
B MayLi 3 KApTOHY; npvBeAeHHs cneuudikauii BXiGHOro KOHTPOIo Ha
no 5 cynosutopiis NniBKy NOMiBiHINXMOPUAHY, NaMiHOBaHy
no 1 ry KOHTYPHIW nonieTuneHoMm y BignoBiaHiCTb Ao BuMor JdY,
YapyHKOBIN cepTtudikaTiB BUpobHuka Ta TY Y 27.4-14022407-
ynakoBui; no 1 abo 007:2007.
Mo 2 KOHTYpPHi
YapyHKOBI yNaKoBKU
B NayLi 3 KapTOHY
73. | NTAWEPOMAKC | cynosuTopii no 1 TOB "®3 YkpaiHa TOB "®3 "BIO®APMA" YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHuX MaTepianis: 3a UA/13779/01/03
000 000 MO; no 3 "BIO®APMA" 3MiHu | TUNYy - 3MiHK 3 aKkocTi. FoToBMIA Nikapcbkui peuenmom
cynosutopiino 1ry 3acib. Cuctema KoHTeHep/3aKynoptoBanbHUn
KOHTYPHil 3acib. 3miHa napameTpiB cneundikadin Ta/abo
YapyHKOBIN OOMYyCTUMUX MEX NEePBUHHOI YNaKoBKW rOTOBOMO
ynakoBLj; ro 1 nikapcbkoro 3acoby (iHLwwi 3MiHu) BHeceHHs 3MiH
KOHTYpPHIn 0o p.3.2.P.7 Cucrema
YapyHKOBIN ynakoBLi KOHTelHep/3akynoptoBanbHuUiA 3acib, a came-
B MayLli 3 KAPTOHY; npvBeAeHHs cneuudikauii BXigHOrO KOHTPOSO Ha
no 5 cynosutopiis NNiBKy NOMIBIHINXIOPUAHY, NaMiHOBaHy
no 1 1y KOHTYPHIW nonieTuneHoMm y BignoBigHiCTb Ao Bumor JdY,
YapyHKOBIW cepTtudikaTiB BUpobHuka Ta TY Y 27.4-14022407-
ynakoBLi; no 1 abo 007:2007.
Nno 2 KOHTYpPHi
YapyHKOBi yNaKoBKM
B NayLi 3 KapTOHY
74. | NEBOPO TabneTku, BKPUTI AHTUBIOTUK PymyHis AHTUBIOTUKU CA PymyHis BHECEHHS 3MiH 1O peecTpaLiiHnx maTtepianis: 3a UA/18756/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
NNiBKOBOO M CA 3MiHu | TUny - 3MiHK 3 akocTi. CepTudikat peuenmom
o6GonoHkoto, no 500 BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
mr; no 10 TabneTok, €Bponenckkin hapmakonei/MoHorpadii. MogaHHs
BKPUTUX MIiBKOBOO HoBoro abo oHoBreHoro cepTudikata
obonoHKoto, y BianoBigHocTi abo BUNyYeHHs cepTudikarta
6nictepi; no 1 BifNoBIigHOCTI €Bponenchkin hapmakonei: ons
6nictepy B A®l; ansa suxigHoro
KapTOHHiN kopobui marepiany/peareHTy/npOMDKHOIO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI pe4oBUHM (cepTudikaT BigNoBigHOCTI
€sponelicbkin hapmakonei) - Hoeun ceptudikat
BiJ BXe 3aTBepaXKeHoro BUpobHuka. MNogaHHs
HOBOrO cepTudikaTa BignoBigHOCTI €BpoONENChbKil
dapmakonei Ne RO-CEP 2019-165 - Rev 00 ans
A®I neBodhriokcaumHy remirigpaTy Big Bxe
3aTBepakeHoro BupobHuka Quimica Sintetica,
S.A, IcnaHisi.
75. | NEUNPOPENIH | imnnaxTaT no 5 mr, Canpos CnoBeHis BMpobHMUTBO "in bulk", HimeyuunHa/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/13229/01/02
CAHOO3® no 1 wnpuuy 3 dapmackioTika nakyBaHHs1, BUMYCK cepii: ABcTpisn 3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI peuenmom
iMnnaHTaTom y n3 a.a. Esep ®apma Vena Mv6X, Ta cbapmakoHarnsagy. 3miHa y KopoTKi
nakeTi; no 1, abo 3, HimevumHa; BTopuHHe XapaKTepucTuLi nikapcbkoro 3acoby, TEKCTi
abo 6 nakeTiB B nakyBaHHsi: EBEP ®apma MapKyBaHHS Ta IHCTPYKLUiT ANa MeanyYHoro
KapTOHHIN kopooLi Mena Mm6X, HimeuunHa; 3aCTOCyBaHHS Ha NiacTaBi perynsipHo
Bunyck cepii: EBEBE OHOBOBAHOrO 3BiTYy 3 6e3neku nikapcbkoro
dapma Nec.m.6.X. Hoor. 3acoby, abo gocnigxeHb 3 6e3neky 3acToCyBaHHS
K, ABcTtpisi; CaHpos T'M6X nikapcbKoro 3acoby B nicrnspeecTpauiviiui nepioa,
— BupobHuya ginbHuus abo sk pe3ynbTaT OLUiHKM 3BTy 3 AOCHIAKEHb,
AHTHiHekuinHi TN3 Ta npoBeAeHuX BiANOBIAHO A0 NNaHy negiaTpuyHuX
XimivHi onepauii KyHanb pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
(AIXO N3 KyHanb), KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm).
ABcTpis 3MiHN BHeCeHi o iHCTPYKLii Ans MegnyHoro
3acTocyBaHHS nikapcbKoro 3acoby y posainu
"OcobnueocTi 3acTocyBaHHs", "MobiuHi peakuii”
BiANOBIAHO 40 OHOBMEHOI iHbopMaLii 3 6e3neku
Aitoyoi pevoBunHU. BBEAeHHSA 3MiH NpoTarom 6-tu
MicsILiB Micnsi 3aTBEPAXKEHHS.
76. | MATEPUHKHN eKCTpaKT pigkvn MAT YkpaiHa MAT "Tannudapm” YkpaiHa BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis: - UA/12519/01/01
TPABU (cybcTaHuis) y "Mannydapm” 3MiHn | Tuny - 3MiHn 3 sikocTi. A®I. BupobHuuTBo.
EKCTPAKT 6oykax noniMepHux 3miHa po3Mipy cepii (Bknovatoum gianasoHu) AdI
PIOKUA Ans BUpobHuUTBa abo NpoMiXKHOro NPOAYKTY, SIKUIA 3aCTOCOBYETLCS Y

HeCTepUnbHUX
nikapcbkux ¢opm

npoueci BupobHuuTea AP (36inbweHHs go 10
pasiB NOPIBHSHO i3 3aTBEPA)KEHUM PO3MIPOM) —
36inbLUeHHst po3mipy cepii Al MaTepuHku Tpasu
EKCTPaKT piakuni. 3aTBepAPKEHO: TEOPETUYHNI
po3Mip cepii He meHwe 106,04 kr.
3anponoHoBaHo: TEOPETUYHUIA PO3MIp cepii He
MeHLwe 424,16 kr. 3miHn | Tuny - 3MiHM 3 SKOCTI.
A®I. BupobHuuTBO. 3MiHM B npoueci BUpobHuLTBa
AQI| (HesHayHa 3MiHa y npoueci BupobHuuTBa AdI)
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
- BHECEHHSI 3MiH go po3giny 3.2.S.2. MNpouec
BMpobHMUTBa A®l MaTepuHku TpaBm ekcTpakT
piaKvN, 30Kpema: BUKNaAeHHS TEKCTY KOPOTKOro
ONUCy TEXHOSOTYHOIO NPOLLECY | TEXHOMOTYHOI
CXemu BUPOGHMLITBa B HOBI peaakLii.
CnieigHoweHHst DER (cupoBuHa: rotosumn
NPOAYKT) HE 3MIHIETbCS | cTaHoBUTUME 1:1.
77. | MEKIHICT TabneTku, BKpUTI Hosaprtic LLisenuapi nakco Bennkom C.A., Icnanis/ITani BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: 3a UA/16836/01/01
NNiBKOBOO dapma Al a IcnaHis (nepBuHHE Ta a 3MiHu Il Tuny - 3miHn Wwoao 6esnekn/edPeKTUBHOCTI peuenmom
ob6onoHkoto no 0,5 BTOPUHHE MaKyBaHHS, Ta chapmakoHarnsgy. BHeceHHst abo 3amiHa(u) oo
mr; no 30 TabneTok BUNYCK cepii); 3000B'A3aHb Ta YMOB BMAaYi peecTpauinHoro
y donakoHi, no 1 "makcoCmiTKnsaH noceigyeHHs, Bkrtovatoum NnaH ynpaeniHHa
hnakoHy B Manydaktypunr C.n.A., pu3nKamm (3acTocyBaHHS 3MiH(1), siki(a)
KapTOHHiIN kopobui ITania (BMpobHMK B/MaratoTb(€) NoAanbLLIOro o6rpyHTyBaHHSA
Hepo3dacoBaHoi HOBMMM J0AaTKOBUM AAHVMK, LLIO MaloTb
NPOAYKLii Ta KOHTPOMb HaJaBaTMCA KOMMETEHTHUM OPraHoM, OCKIfNbKU
AKOCTI) BMMaraeTbCs CyTTEBA OLjiHKA KOMNETEHTHUM
opraHom). 3asiBHUKOM HaAaHO OHOBMEHWI 3rigHO 3
Bumoramu go CtaHgaptmsoBaHoro coopmaty MyP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpaBniHHa pusukamm Ans
nikapcbkoro 3acoby MekiHicT, TabneTku, BKpUTI
nniskoBoto oboroHkoto no 0,5 mr, no 30 TabneTok
y dnakoHi, no 1 onakoHy B KAPTOHHI kopobuyi.
78. | MEKIHICT TabneTkun, BKpUTI Hosaprtic LLisenuapi nakco Bennkom C.A., Icnanis/ITani BHeceHHs 3MiH 4O peecTpauiiHnx maTtepianis: 3a UA/16836/01/02
NniBKOBOO dapma Al A IcnaHis (nepBuHHe Ta A 3MiHn |l Tuny - 3MiHn Wwopo 6esnekn/edeKTUBHOCTI peuernmom
060r0oHKOot Mo 2 Mr; BTOPWHHE NaKyBaHHS, Ta hapmakoHarnagy. BHeceHHst abo 3miHa(n) Ao
no 30 Tabnetok y BUNYyCK cepii); 3000B'A3aHb Ta YMOB BuAaYi peecTpauinHoro
dnakoHi, no 1 "makcoCmiTKnanH NocBiAYeHHs1, BKtoyatouu MNnaH ynpasniHHS
hnakoHy B MaHydaktypuHr C.n.A., pu3nkamMm (3aCToCyBaHHs 3MiH(K), siki(a)
KapTOHHiI kopobui ITanis (BUpOGHMK BMMaratoTb(€) NoAanbLIoro o6rpyHTyBaHHS
Hepo3dacoBaHoi HOBMMW 00AATKOBMM AaHMMU, L0 MalTb
NpOAYKLii Ta KOHTPOmb HaJaBaTMCA KOMMETEHTHAM OPraHoM, OCKIfNbKU
AKOCTI) BMMaraeTbCs CyTTEBA OLLiHKA KOMMETEHTHUM
opraHom). 3asiBHUKOM HaJaHO OHOBIIEHWI 3rigHO 3
BuMoramu go CtaHgapTusoBaHoro coopmaty MNyP
(EMA/PRAC/613102/2015 Rev.2 accompanying
GVP , Module V Rev.2, Human Medicines
Evaluation Guidance on the format of the risk
management plan (RMP) in the EU — in integrated
format) nnaH ynpaeniHHA pusukamu ans
nikapcbkoro 3acoby MekiHicT, TabneTku, BKPUTI
nniBkoBot 060moHkoto no 2 mr, no 30 TabneTok y
dnakoHi, Mo 1 dnakoHy B KAPTOHHI KOPOObLi.
79. | MEHOBA3UH po34nH Ans MpAT YkpaiHa MpAT ®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLinHuX maTepianis: 6e3 UA/7484/01/01
30BHILUHbOIO PapmaueBTUy dabpvka "Biona" 3MiHM | Tuny - 3MiHK 3 sikocTi. [0TOBMI NiKapCbKui peuenma
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3acTOCyBaHHS, Ha chabpuka 3aci6. Cuctema KoHTelHep/3akynopoBanbHUi
cnupToBmn no 40 mn "Biona" 3aci6. 3MiHa po3mipy ynakoBKv roToBOro
y cbnakoHax; no 40 nikapcbkoro 3acoby (3miHa macu/o6'emy BMiCTy
My donakoHi, no 1 KOHTelHepa 6araTtofo30BOro nikapcbkoro 3acoby
dnakoHy B nayi; no st HenapeHTeparnbHOro 3acTocyBaHHs (abo
50 mn y conakoHi 0[iHOA,030BOr0, YaCTKOBOrO BUKOPUCTAHHS)) —
cknsiHomy abo BBEAEHHS A0AaTKOBMX YNaKoBOK, 3 BiAMOBIAHMMMN
nonimepHomy 3 3MiHamm 8o p. Ynakoska (no 100 mn y conakoHax
MeXaHi4YHUM cknsiHux; no 100 mn y conakoHi cknsiHomMy, no 1
po3nunoBaYem; no dnakoHy B nayui; no 100 mn y cdonakoHax
1 donakoHy B navuy; nonimepHux; no 100 mn y donakoHi nonimepHomy,
no 100 mny no 1 cpnakoHy B navui) Ta 40 METOAIB KOHTPOSO
bnakoHax CKIsTHUX; sKocTi N. «O6’em BMICTY ynakoBKu». 3MiHN BHECEHI
no 100 mny B po3ain "YnakoBka" B iHCTPYKLUiIO ANS MeanyHoro
dnakoHi CKNAHOMY, 3acTocyBaHHS nikapcbkoro 3acoby y 3B"A3Ky 3
no 1 conakoHy B BBEAEHHSIM JOAaTKOBKX YNaKOBOK, SK HAcnigok -
nayyi; no 100 mn y 3aTBEPPKEHHSI TEKCTY MapKyBaHHSA 40AaTKOBMX
cdnakoHax yMakoBOK fikapcbkoro 3acoby. BeeaeHHst 3amiH
nonimepHux; no 100 NPOTArom 6-Tu MicAUIB NiCNA 3aTBEPAXKEHHSA.
My OnakoHi
nonimepHomy, no 1
¢nakoHy B nayui
80. | MIKAPOUC® Tabnetkun no 80 mr; BepiHrep HimeuumnH BepiHrep IHrenbxanm Himeyumna/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/2681/01/01
no 7 TabneTtok y IHrenbxanm a dapma 'mM6X i Ko. KT, peuis 3MiHu | TUny - 3MiHK Woao 6e3neku/edeKTUBHOCTI peuenmom
6nicTepi; no 2 abo IHTepHeLHn Himeuumnna; Ta chapmakoHarnsay. BeegeHHst abo 3amiHm go
no 4 6nictepu B mbX BepiHrep IHrenbxanm y3aranbHeHUX aHnX Npo cuctemy
KapTOHHiI kopobui Xennac CuHr Membep dapmakoHarnsay (BBeAeHHs y3aranbHEeHUX AaHWX
C.A,, Ipeuis npo cuctemy apmMakoHarnagy, amiHa
yMoBHOBaXeHoi ocobu, BignosigansbHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnagy (BKroya4m
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLleHHi
macTep-darina cuctemu apmakoHarnagy). 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBsiaansbHoi 3a
cbapmakoHarnsg B YKpaiHi.
[Hitoua penakuisi: Monisyak OneHa BikTopisHa.
[MponoHoBaHa pegakuis: Yymak Aptem
BonogmmupoBumy. 3miHa KOHTaKTHUX JaHMX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansbHoi 3a
dapmakoHarnag B YkpaiHi.

81l. | M-M- NMOpPOLLOK ANA Mepk Wapn i LWsenuapi | BupobHuk BakumHum in bulk CLUA/ BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3a UA/14950/01/01
PBAKCIMPO® cycnensii gns Hoym IOEA A Ta NnepBuHHE NakyBaHHS: Hinepnanau 3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
BAKUMHA ONA | iH’ekuin, 1 donakoH 3 m6X Mepk Wapn i Qoym NJIC, HalMeHyBaHHs1 Ta/abo agpecu Micus
MPO®PINAKTUK | nopoiukom (1 gosa) CLUA; NPOBaXXEHHS OiSiNbHOCTI BUPOOHMKa (BKMOYaroun,

U KOPY, Ta 1 cbnakoH 3 Bupo6Huk BakumHu in bulk 3a HeobXiAHOCTI, MicLie NPOBEAEHHS KOHTPOMO
ENIQEMIYHOI PO34YMHHMKOM (BoAaA Ta NepBUHHE NaKyBaHHS: sIKOCTi), abo BnacHuka mactep-danna Ha Adl, abo
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

O NMAPOTUTY
TA KPACHYXU
XUBA

ans iH'ekuin) no 0,7
M1y KapTOHHIN
Kopobui; 1 dnakoH 3
nopotukom (1 gosa)
Ta 1 nonepeaHLO
HanoBHEHWIA LLNPULY
3 PO3YMHHUKOM
(Boga ans iH’exuin)
no 0,7 mn B
KOMMMeKTi 3 ABOMaA
rorikamu y KapTOHHin
kopobui; 10
c¢nakoHiB 3
nopotukom Ta 10
c¢nakoHiB 3
PO34MHHMKOM (BOAA
ans iH'ekuin) no 0,7
MIT B OKpEMUX
KapTOHHWX KOpobkax

Mepk LWapn i Joym JIIC,
CLWA
BTopuHHe nakyBaHHs,
BUMYCK Cepii BakUMHU Ta
PO3YMHHUKA:
Mepk LWapn i Joym B.B.,
Higepnangu

noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTLCS Y BUPOOHMUTBI ADI (sIKLo
3a3HayeHo y OCbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepakeHoOMy
nocke, abo BMPOOHMKA HOBOI OMOMIKHOT
PEYOBUHY (SIKLLIO 3a3HAYeHO Y A0CbE). 3MiHa
Ha3BMW Ta agpecu BUpPOGHWKa, BiAnoBiganeHoro 3a
BMPOBHMUTBO Aitounx pevoBuH Measles, Mumps
and Rubella, Bakuynu in bulk Ta nepsuHHe
nakyBaHHs. TepMiH BBEOEHHS 3MiH - NpoTArom 6
MicsiLiB nicnsi 3aTBepaKeHHs. 3MiHu | Tuny -
AamiHicTpaTVBHI 3MiHW. 3MiHa HaiMeHyBaHHSA
Ta/abo agpecu micLsa NpoBaKEHHS QisNbHOCTI
BMpOGHMKa/imnopTepa roToBoro nikapcbKoro
3aco0y, BKMoYa4m dinbHuLi BUNycKy cepii abo
MicLie NpoBefeHHs1 KOHTPOJIO SKOCTI. (LisNbHICTDb,
3a 5Ky Bignosigae BUpOGHUK/iMNopTep, He
BKIOMAI04M BUNYCK cepin). 3miHa Ha3su
BMPOGHMWKa, BiANOBiAanbHOro 3a BUpOOHULTBO
BaKumHK in bulk Ta nepBuHHE nakyBaHHA. TepMiH
BBEOEHHS 3MiH - NPOTArom 6 micauiB nicns
3aTBEPKEHHS.

82.

MOBANIC®

TabneTtku no 7,5 wmr;
no 10 Tabnetok; no
2 6nictepu B
KapTOHHiI kopobui

BepiHrep
IHrenbxanm
IHTepHeLHn

mMoEX

HimeuvuuH
a

BepiHrep IHrenbxanm
dapma 'm6X i Ko. KT,
Hime4yunHa
abo
BepiHrep IHrenbxanm
Xennac CuHrn Membep
C.A,, Ipeuis

Himeuuunna/
Ipeuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsay. BeegeHHst abo 3amiHm go
y3aranbHeHVX JaHuX Npo cucTtemy
bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHNX
npo cucteMy chapmMakoHarnsay, aMmiHa
yMNoBHOBaxeHoi ocobu, BignosigansHoi 3a
34iicHeHHs dhapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
bapmakoHarnsgy B YkpaiHi, Ko BoHa BigMiHHa
Bif, yNOBHOBaX€eHOI 0cobu, BiANOBiAanbHoi 3a
3[iCHeHHs hapmakoHarnagy (BKroya4m
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLEHHI
mMacTep-arina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansbHoi 3a
bapmakoHarnsg B YKpaiHi.

[itoya pepakuis: Monisuak OneHa BikTopiBHa.
[MponoHoBaHa pegakuis: Yymak Aptem
BonoavmupoBuy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0co0M 3asiBHUKA, BianoBigansHoi 3a
dapmakoHarnag B YkpaiHi.

3a
peuernmom

UA/2683/02/01

83.

MOBANIC®

Tabnetku no 15 mr;
no 10 Tabnetok; no
1 abo 2 Gnictepu B
KapTOHHI kopobui

BepiHrep
IHrenbxanm
IHTepHeLwHn

moX

HimeuvuuH
a

BepiHrep IHrenbxanm
Papma 'm6X i Ko. KT,
HimeyunHa
abo

Himeuumnna/
Ipeuis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta chapmakoHarnsgy. BeegeHHst abo 3amiHu go
y3aranbHeHVX aHWUX Npo CUCTEMY

3a
peuenmom

UA/2683/02/02
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BepiHrep IHrenbxanm
Xennac CuHrn Membep
C.A., I'peuis

dapmakoHarnsagy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemMy chapmakoHarnsgy, amiHa
YNOBHOBaXeHOT 0co6Mu, BignoBigansHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BiaMiHHA
Bif, yNOBHOBa)eHOI ocobu, BianoBiganbHoi 3a
3[iNCHeHHs hapmakoHarnagy (BKoYa4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLEeHHi
mMacTep-daiina cuctemu hapmakoHarnsgy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
tbapmakoHarnag B YkpaiHi.

[itoya pepakuis: Monisyak OneHa BikTopiBHa.
lMponoHoBaHa pepakuisa: Yymak Aptem
BonogvmupoBuy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsg B YKpaiHi.

84.

MOBATNIC®

PO34MH AN iH'EKLIN,
15 mr/1,5 mn; no 1,5
MmNy amnyni; no 5
aMnyn B KapTOHHIN
Kopobui

BepiHrep
IHrenbxanm
IHTEepHeLwwHN

m6X

HimeuvuuH
a

BepiHrep IHrenbxanm
EcnaHna, CA, Icnanis
(BMpOBHMLTBO Ta
nepBUHHE NaKyBaHHs);
BepiHrep IHrenbxanm
Ecnana, CA, Icnanis
(BTOPVHHE NaKyBaHHS,
KOHTPOMb SIKOCTi Ta BUMYCK
cepii)

IcnaHia

BHECEHHS 3MiH 4O peecTpauiiHux maTepianis:
3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHuX
npo cuctemy apmMakoHarnsagy, amiHa
yrNoBHOBaXeHOoiI ocobu, BignoeiganesHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi faHi) Ta/abo 3MiHM y PO3MiLLEHHI
macTep-darina cuctemu cpapmakoHarnagy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.

[Hitoua pegakuisi: Monisyak OneHa BikTopisHa.
lMponoHoBaHa pepakuisa: Yymak Aptem
BonoavmupoBuy. 3MiHa KOHTaKTHUX AaHWX
KOHTaKTHOI 0cO0M 3asiBHUKa, BianosiaansHoi 3a
dapmakoHarnsa B YkpaiHi.

3a
peuerimom

UA/2683/03/01

85.

MOKCUKYM

TabneTku, BKPUTI
NniBKOBOI
obornoHkoto, no 400
Mr; no 7 TabneTok y
6nicTepi; no 1
onictepy y
KapTOHHIl kopobui

TOB «YOPNA
MEONLIUH»

YkpaiHa

yoprPna MEOVLIMH INAY
CAH. BE TIK. A.LL.

TypeyuunHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHa 3asBHuka J13 (MIBM) (BnacHuka
peecTpauinHoro noceigyeHHs) (3rigHo Hakaly MO3
Bia 23.07.2015 Ne 460). TepmiH BBEAEHHS 3MiH -
npoTHArom 6 micsAuiB nicns 3aTBepmKeHHs. 3MiHu |
TMny - 3MiHM Wwopao 6e3nekn/eceKkTMBHOCTI Ta
apmakoHarnsigy. BeegeHHst abo 3miHu go
y3aranbHeHVX JaHnX npo cuctemy
bapmakoHarnsgy (BBeAeHHs y3aranbHEHUX AaHNX
npo cucteMy cpapMakoHarnsay, aMmiHa
yMNOBHOBaXeHOI ocobu, BignosigansHoi 3a

3a
peuerimom

UA/17788/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 34inCHEHHS
chapmakoHarnsgy B YkpaiHi, AKLwo BoHa BiaMiHHA
Bif, yNOBHOBa)eHOI 0cobu, BianoBiganbHoi 3a
3[iNCHEeHHs hapmakoHarnagy (BKoYa4m
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy). 3miHa
YMNOBHOBaXeHOiI 0cobM 3asiBHMKa, BignoBigansHol
3a chapmakoHarnag. itova pegakuia: Mescim
Inbkbaxap AiHyens / Mrs. Mevsim llkbahar Dincel.
lMponoHoBaHa pepakuis: Myano MNaHHa
CraHicnagiBHa. 3MiHa KOHTaAKTHUX JaHUX
YNOBHOBaXeHOI 0CO0M 3asiBHMKA, BignoBigansHoi
3a (hapmakoHarnsg. 3MiHa micus 30iMCHEHHS
OCHOBHOI AiSiNbHOCTI 3 hapmakoHarnsgy.
3MiHa Micue3HaxomKeHHs1 MacTep-daiina
cucTeMun hapmakoHarnsgy.

86.

87.

MOKCU®TOP
400

TabneTkn, BKPUTI
obornoHkoto, no 400
Mmr, no 5 TabneTok y
6nictepi, no 1
Gnictepy B
KapTOHHiIN kopobui

ToppeHT
dapmackioTika
nc T

IHAis

ToppeHT PapmacbloTikanc

N1

IHgia

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MiHuM | TUny - 3MiHK wopao 6eanekn/eddeKkTUBHOCTI
Ta papmakoHarnsgy. BeegeHHs abo 3miHv oo
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemy apmMakoHarnsagy, amiHa
yrNoBHOBaXeHoiI ocobu, BignosigansHoi 3a
3[iCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
bapmakoHarnsgy 3asBHUKa ONs 30iNCHEHHSA
hapmakoHarnsgy B YkpaiHi, Ko BoHa BiAMiHHA
Bi ynoBHOBaXeHOI ocobu, BignoBigansHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKIoYaym
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLLeHHi
macTep-darina cuctemu cpapmakoHarnagy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
dapmakoHarnag B YkpaiHi.

[Hitoua pegakuisi: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pepakuia: Onyshchuk Liudmyla
Valeriivna. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3aaBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsa B YkpaiHi.

3a
peuerimom

UA/12270/01/01

MOHTEN

TabneTku, BKPUTI
NNiBKOBOO
o6onoHkoto, no 10
Mr, no 7 TabneTtok y
GnicTepi; no 4
6nictepu B nayui 3
KapTOHY

My6niyHe
akuioHepHe
TOBapuUCTBO

"HaykoBo-
BUPOGHWYMIA

LeHTp
"BopLuariBcbk
NI XiMiKO-
hapmaueBTuY
HuI 3aBoa"

YkpaiHa

My6nivyHe akuioHepHe
ToBapucTBo "HaykoBo-
BUPOGHWYMIA LEHTP
"BopLuariBcbkui XiMiko-

dapmaueBTUYHMI 3aBoa"

YkpaiHa

(dpacyBaHHs i3 hopmm "in

bulk" Bupo6Huka CiHTOH
Xicnania C.J1., IcnaHis)

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta dbapmakoHarnsaay (iHwi 3amiHun) OHOBNEHHS
TEKCTY MapKyBaHHS1 MePBUHHOI Ta BTOPUHHOI
YNakoBKM fikapCbKoro 3acoby, a came BUINYyYeHHs!
iHdpopmalLii, 3a3Ha4YeHOi POCIiCbKOK MOBOO.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBEPOKEHHS.

3a
peuerimom

UA/16297/01/01
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
88. | MOHTEN TabneTku XyBanbHi My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH [0 peecTpaLiHMX maTepianis: 3a UA/16297/02/01
no 5 wmr,no7 akKujioHepHe ToBapucTeo "HaykoBo- 3MinHu | TUny - 3miK Wopo 6esnekn/edeKTUBHOCTI peuenmom
Tabnetok y 6nicrepi; TOBapuCTBO BUPOGHMYMIA LEHTP Ta hapmakoHarnsaay (iHwi 3miHn) OHOBNEHHS
no 4 Gnictepu y "HaykoBo- "BopLuariBCbKMIn XiMiko- TEKCTY MapKyBaHHS MePBUHHOT Ta BTOPUHHOI
naJui 3 KapToHy BUPOGHWYMIA dapmaueBTUYHMI 3aBoa" yNaKoBKM MikapcbKoro 3acoby, a came BUny4YeHHs!
LeHTp YkpaiHa iH(bopMalLlii, 3a3Ha4YeHOi POCINCHKOK MOBOIO.
"BopLuariscbk (cbacyBaHHs i3 hopmu "in BBegeHHs 3miH npoTsArom 6-Tu MicsiliB nicnsi
Ui XimiKo- bulk" BupobHwka CiHTOH 3aTBEePIKEHHS.
hbapMaueBTuy Xicnania C.J1., Icnanis)
HuK1 3aBog"
89. | MOHTEN TabneTku XyBanbHi My6niyHe YkpaiHa My6niyHe akuioHepHe YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/16297/02/02
no4 wmr,no7 aKkuioHepHe TOoBapucTBo "HaykoBo- 3Mminn | TMny - 3MiHK Wopo 6e3nekun/edekTUBHOCTI peuenmom
TabneTok y 6nictepi; TOBapuCTBO BMPOBHWYMIA LEHTP Ta dhapmakoHarnsaay (iHwi 3miHn) OHOBNEHHS
no 4 Gnictepny "HaykoBo- "BopLuariBCbKMIn XiMiko- TEKCTY MapKyBaHHSI NEPBUHHOI Ta BTOPUHHOI
nadui 3 KApTOHYy BUPOGHMYMI thapmaueBTUYHMI 3aBOA" YyNaKoBKW NikapcbKkoro 3acoby, a came BUIyYeHHs!
LEeHTp Ykpaina iHdpopmalLlii, 3a3Ha4eHOi POCIICLKOK MOBOIO.
"bopLuariscbk (cbacyBaHHs i3 popmu "in BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
NI XiMiKO- bulk" Bupo6HuKka CiHTOH 3aTBEPAKEHHS.
dapmaueBTuy Xicnanisa C.J1., IcnaHist)
HuI 3aBog"
90. | MOPKBU €KCTPaKT piakunn MAT Ykpaina MAT "Tannudpapm” YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: - UA/12462/01/01
OUKOI NNoAIB | (cy6eTaHuia) y "Mannydapm” 3MiHu | Tuny - 3MiHn 3 sikocTi. A®L. BupobHuuTtso.
EKCTPAKT 6oykax noniMepHux 3miHa po3Mipy cepii (Bknoyatoum gianasonun) AdI
PIOKUA Ans BUpobHuuTBa abo NpoMiXKHOro NPOAYKTY, KU 3aCTOCOBYETLCS Y
HeCcTepUnbHUX npoteci BupobHmuTea AP (36inbweHHs go 10
nikapcbknx opm pasiB NOpIBHSAHO i3 3aTBEPAXKEHNM PO3MIpOM) -
36inbLUeHHst po3mipy cepii Al Mopksu gukoi
nnogiB eKCTpaKT piakuii. 3aTBepOKeHo:
TEeopeTnYHMIN po3Mip cepii He meHwe 106,8 kr
3anponoHoBaHo: TEOPETUYHNIA PO3MIP cepii He
MeHwwe 427,20 kr. 3MiHu | Tuny - 3MiHK 3 SKOCTi.
A®I|. BupobHuTBo. 3MiHM B npoueci BUpOOHMLUTBA
A®I (HesHayHa 3MmiHa y npoueci BupobHuutea AdI)
- BHECEHHS1 3MiH Ao po3giny 3.2.S.2. MNpouec
BMpo6HMUTBa APl MopKBU AMKOI NNoAiB eKCTpakT
pigKUiA, 30Kpema: BUKNafAeHHS TEKCTY KOPOTKOro
Onuncy TEXHOMOTYHOro NPOLECy | TEXHONOTYHOT
Cxemu BUPOGHMLITBA B HOBI peaakLii.
CnissigHoLueHHst DER (cupoBuHa: rotoBui
NpoAyKT) He 3MiHKETbCS | cTaHoBUTUME 1:1.
91. | HONET TabneTku no 5 wmr; AHTUBIOTUK PymyHis AHTUBIOTUKW CA PymyHis BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/18540/01/01
no 10 TabneTtoky N CA 3MiHn | Tuny - 3MiHm 3 gkocTi. CepTudikar peuernmom

6nicTepi; no 3
onictepn y
KapTOHHIN nayui

BignoBigHocTi/E-cepTudgikat BianoBigHOCTI
€Bponenickki hapmakonei/MoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa
BigNoBigHOCTI abo BUNy4eHHs cepTudikata
Bi4NOBIgHOCTI €Bponenchkin dapmakonei: ans
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

A®l; ansa suxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
[OMOMIDKHOI peyoBUHM (cepTudikaT BigNoBigHOCTI
€sponelicbkin hapmakonei) - Hoeun ceptudikat
BiJ BXe 3aTBepAXKeHoro BupobHuka. MNogaHHs
HOBOrO cepTudpikaTa BigNoBIAHOCTI €BpONENCHKIl
capmaxkonei Ne RO-CEP 2021-403 - Rev 00 ans
A®I HebiBoNnony rigpoxnopuay Bia BXe
3aTBepakeHoro BMpobHuka Hetero Drugs Limited,
IHais.

92.

HONINPEN®
2,0 MI/0,625
Mr

Tabnetku no 30
TabneTtok y 6nicrepi;
no 1 6nictepy,
3anasiHomy pa3om 3
apcopbeHToM y
nakeT 3 antoMiHieBoil
onbrn, B kopobui 3
KapToHY

ne
NABOPATYA
P CEPB’E

dpaHuis

Brnpo6HMUTBO, KOHTPONb
SIKOCTi, NaKyBaHHs Ta
BUNyck cepii: JlabopaTtopii
Cepp’e IHaacTpi, ®paHuis;
Brnpo6HMUTBO, KOHTPONb
AKOCTi, NaKyBaHHs Ta
Bunyck cepii: Ceps’e
(Ipnangis) IHgacTpic JTa,
Ipnangis

DdpaHuis/
Ipnangis

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3MiHuM | TUny - 3MiHK wopao 6eanekn/edPeKkTUBHOCTI
Ta papmakoHarnsagy. BeegeHHs abo 3amiHv oo
y3aranbHeHVX JaHnX Npo cucTemy
dapmakoHarnsgy (BBeAeHHs y3aranbHeHUX AaHnX
npo cuctemy papmMakoHarnsagy, amiHa
YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
3piicHeHHs chapMakoHarnagy; KOHTakTHoi ocobu 3
bapmakoHarnsgy 3asiBHUKa Ans 30iNCHEHHSA
tbapmakoHarnagy B YkpaiHi, AKWo BOHa BigMiHHA
Bif YyNOBHOBaXeHOI ocobu, BianoBiganbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYa4m
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLEeHHi
macTep-darina cuctemu hapmakoHarnagy). 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, BignoBiganbHoi 3a
bapmakoHarnsg B YKpaiHi.

Litoywa pepakuisi: PokyHb OkcaHa HOpiiBHa.
[MponoHoBaHa pepakuis: Nywnexko Jiogmuna
BopuciBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3aaBHMKA, BiAnoBiganbHoOI 3a
dapmakoHarnsa B YKpaiHi.

3a
peuerimom

UA/0930/01/01

93.

OKO®EPOH®

Kpanni o4Hi,
nopotuok no 1 000
000 MO; 1 dnakoH 3
MOPOLLKOM Yy
KOMMMeKTi 3 1
amnyror
PO34MHHYKa
(MeTunnaparigpokc
nbensoat (HinariH)
(E 218) - 5,0 mr) no
5 mn y 6nictepi; no
1 Gnictepy pasom 3
KpULLIKOtO-
KpanenbHuLeto Ta
nineTkoto MNMactepa B
nadui 3 KapToHy; 1
dbrakoH 3 NOPOLLKOM

TOB "®3
"BIO®APMA"

YkpaiHa

TOB "®3" BIOPAPMA"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHun Il Tuny - 3miHn 3 sikocTi. ADI. KoHTponb ADI.
3MiHa y napameTpax cneundikauin Ta/abo
OOMyCTUMMNX MeX, BU3HAYEHNX Y creumadikaLisx
Ha A®l, abo BUXigHUA/MPOMIXHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BUpobHMuTBa ADI (iHLWi 3MiHK).
3MiHu go cneumdikauii Ha API IHTepdepoH
anbda-2B pekoMOGiHaHTHWUIA NMroanHU.
3anponoHoBaHO foAaBaHHSA NoKasHUKa
«lpeHTudikauis metogom OCH-MAT»,
«lpeHTUdiKauis MeTogoM KynbTypu KNiTUHY,
«MikpobionoriyHa YncToTay, BUNYyYEeHO NoKa3HUK
(KOHTPONIOHTLCS BUPOBHUKOM NPU BUPOBHULTBI
A®I) "binkn 6aTbkiBebKOi KNiTUHK", AHK BekTOpa
abo GaTbKiBCbKOI KNITUHW" BiANOBIAHO A0 BUMOT
MoHorpadgii 1110 EP.

6e3
peuenma

UA/6206/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

y KOMMekTi 3 1
amMnynor
PO34YUHHMKA
(MeTunnaparigpokc
nbeHnsoat (HinariH)
(E 218) - 5,0 mr) no
5 mn B nayui 3
KapTOHHO
neperopogkoto abo
rocppoBaHoo
BKMNaako; no 1
KOMMMEeKTy
npenapary Ta
PO34YMHHMKA pa3oM 3
KPULLIKOHO-
KpanenbHuLueto Ta
nineTkoto MNactepa B
nayi 3 KapToHy

94.

O®TAKNIH

Kpansi OYHi, PO34uH,
0,1 mr/Mmnno5mny
cnakoHi 3
KpanenbHuLeto Ta
KPULLIKOIO 3
KOHTpOmnem
pO3KpUTTS; Mo 1
nakoHy y nayui

MpAT
"®apmaneBTu
YHa bipma
"NapHuus"

YkpaiHa

MpAT "dapmaueBTnyHa
dipma "OapHuusa”

YkpaiHa

BHECEHHS 3MiH O peecTpaLinHuX maTepianis:
3MiHn | Tuny - 3MiHm 3 sKkocTi. CepTudpikar
BignosigHocTi/FE-cepTudikaT BiANOBIAHOCTI
€BponeWcbkin dapmakonei/MoHorpadii. 3MiHu,
noB'si3aHi 3 HEOOXiAHICTIO NPUBEAEHHS Y
BigNoBIgHICTb 40 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi bapmakonei gepxasu €C (iHLwi
3MiHW) BHECEHHS 3MiH B cneumdikaLiio Ta meToau
KOHTPOJ0 JOMOMDKHOI PEYOBUHU OUHATPIO
docdaT pogekarigpar 3a nokasHUKaMu: -
«P034nHHiCTb» BHeceHO B po3ain «3aranbHi
BNacTMBOCTI» AaHa iHbopmMaLis HOCUTb
pekoMeHAaUiiHUIN XapakTep; -HOPMyBaHHSA
nokasHukiB «laeHTudikauisy, «KinbkicHe
BU3HAYEHHSA» NPUBELEHO 40 BUMOT LitoYoi
MoHorpadii €® «Disodium Phosphate
Dodecahydrate»; - HOpMyBaHHS Noka3HuKa
«BigHOBHI pe4yoBMHU» HEe 3MiHMBCS, BUMOr
NokasHWKa BMKINaZeHo y BiANOBIAHOCTI A0
pekoMeHAaLii Ta CTURICTUKM gitodoi peaakuii €
«Disodium Phosphate Dodecahydrate» Ta A®Y; -
Ans nokasHukiB «Hatpito gurigpocpocdaty,
«Xnopuam», «Cynbcatny, «3aniszo», «Brpata B
Maci npy BUCYLLYBaHHI» HOPMYBaHHS 3anuLIEHO
6e3 3miH, 6yno BHeceHO peakuiviHi MpaBkn y
BiANOBIQHOCTI 40 pekoMeHAaLin Ta CTUMICTUKM
aitoyoi pepakuii € «Disodium Phosphate
Dodecahydrate» Ta A®Y. 3miHu | TUny - 3miHn 3
sikocTi. [oTOBMI Nikapcbkuii 3aci6. KoHTponb
[JOMNOMiIXKHMX pevoBUH. 3MiHa napameTpiB

3a
peuernmom

UA/16352/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

crneunikain Ta/abo gonycTMMmMx Mex ans
AOMOMDKHOT PEYOBUHM (BUMYYEHHS 3i cneumdikauii
HEe3Ha4yHoro nokasHvKa (Hanpuknag 3acTapinoro
nokasHuKa)) BHECEHHSI 3MiH B cneundikaLito Ta
METOAMN KOHTPOSO AONOMIKHOI pe4OBUHM
aunHatpito pocdaT goaekarigpaTt, a came
BUSTYYEHHS NOKa3HWUKIB «ApceH» Ta «Baxki
MeTanuy BiANoBi4HO A0 Aito40i MoHorpadii €O
«Disodium Phosphate Dodecahydrate». 3miHu |
TMNy - 3MiHK 3 AKOCTI. [OTOBUIA NMikapcbKuMin 3aciO.
KoHTponb AONOMIDKHMX PEYOBUH (iHLUI 3MiHW)
BHOCATbCS 3MiHU 40 po34iny «YMoBu 36epiraHHs»
Ha OOMOMIDKHY peqyoBUHY AnHaTpito dhocdar
nopekarigpart (3aTBepaxeHo: B nnotHo
YKYNOPEHHOW Tape npu TemMneparype He Bbille
25°C; 3anponoHoBaHo:BignosigHo oo
HOpPMaTUBHOI AOKYMeHTaUii pipMu-BMpobHuKa).

95.

NAHALON
EKCTPA

TabneTkn, BKPUTI
obornoHkoto; no 12
TabneTtok y bnicrepi;
no 1 Gnictepy B
KapTOHHiI kopoOLi

nakcoCmiTKn
SANH
KoHcblomep
Xenckep (FOK)
Tpengixr
JlimiTen

Benuka
BputaHia

"makcoCwmitTKnanH
[anrapsaH Jlimiteq

Ipnangis

BHECEHHS 3MiH O peecTpaLiiHuX maTepianis:
3MiHu | TRy - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKMit
3aci6. Onuc Ta cknag. 3miHa abo goaaBaHHSA
LITamMniB, NOTOBLLEHb abo iHWNX MapKyBaHb,
yKIo4atoum 3amiHy abo gogaBaHHs dapb ans
MapKyBaHHS fikapCbKoro 3acoby (3miHa Lwramnis,
noToBLUeHb abo iHWMX MapKyBaHb) YTOYHEHHS!
dopmynoBaHHS onucy TabneTok B po3ainax
[0CbE 3asiBHYKA.

6e3
peuenma

UA/2691/01/01

96.

NEPrOBEPIC®

MOPOLLIOK Ta
PO3YMHHWK OIS
pO34MHy Ans
iH'ekuin; 1 abo 3
hnakoHu 3
MOPOLLIKOM Y
komnnekTi 3 1 abo 3
dnakoHamu 3 1 mn
pO34MHHKKa (BOAA
Ans iH'ekuin) y
KOHTYpPHIn
YapyHKOBIN
ynakosui; no 1
KOHTYpPHIn
YapYHKOBIN yrnakoBLi
B kopobuj; 5
dnakoHiB 3
MOPOLLIKOM Y
KOMNNekTi 3 5
dnakoHamu 3 1 mn
pO34YMHHKKa (BOAA
Ans iH'ekuin) y
KOHTYpPHIn

Apec TpengiHr
C.A.

Lsewuapi
a

Mepk CepoHo C.A,,
BigaineHHs y m. OB0HH

LLisenuapis

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | Tvny - 3miHm 3 AkocTi. API. KoHTponb ADI.
3MiHa y napameTpax cneundikauin Ta/abo
OOMyCTUMMNX MEX, BU3HAYEHNX Y crieumadikaLisax
Ha A®I, abo BMXigHUA/MPOMIKHMWI
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoteci BUpo6HmuTea AP®| (4ONOBHEHHS
cneumdikaLii HOBUM MOKa3HWKOM SIKOCTi Ta
BiAMOBIAHMM METOLAOM BUNPODYBAHHS) BKITIOYEHHS
0o cneumdikauii npu BUNycKy cybcTaHLii akTuBHOI
peyoBuMHYM NtoTponiHy anbda (p-nfllf) nokasHuka
Ans BusHadyeHHa TYMC (€sp. ®apm. 2.6.12 Ta
dapm. CLUA ) (meToa MembpaHHOT dinbTpalii).
KpuTepint npunHATHOCTI (He Ginblie 5 KYO/mn).

3a
peuernmom

UA/10624/01/01




48 [TponoBkeHHs qogaTka 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
YapyHKOBIN
ynakoBLi; no 2
KOHTYPHi YapyHKOBI
yMakoBKM B KOpoobLi
97. | MIBOHII HacTouka no 50 mn AT Ykpaina AT "Ny6Hnchapm” Ykpaina BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/19130/01/01
HACTOWMKA abo no 100 mn, 110 "INy6Hndapm" 3MiHu | TNy - 3MiHK 3 sKoCTi. FOTOBWIA NikapCbKMit peuenma
MmNy donakoHax 3aci6. Cuctema KoHTelHep/3aKynopioBanbHUiA
3aci6. 3MiHa po3mipy ynakoBKku roToBOro
nikapcbkoro 3acoby (3miHa macu/o6'emy BMiCTy
KOHTeWHepa 6araTogo30Boro fikapcbkoro 3acoby
ONsi HenapeHTepanbHOro 3actocyBaHHs (abo
0[HOO030BOr0, YaCTKOBOIrO BUKOPUCTAHHST)).
BBeneHHst fogaTkoBoro Buay ynakosku- no 110
M y chnakoHax, 3 BignoBigHMMM 3MiHaMK 0O
Cneundikauii Ta MeToaiB KOHTPOto SIKOCTi 3a .
«OB6’eM BMICTY cbriakoHy» Ta p. YnakoBka.
BBeneHHs 3MiH NpoTArom 6-Tu MicsuiB nmicnsi
3aTBEPAKEHHS.
98. | NOCTEPU3AH masb; no 25 ry Tybi Op. Kage HimeuunH | Op. Kage ®apmauestuyHa HimeyunHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes UA/4864/01/02
DOPTE antoMiHieBin 3 dPapmaueBTuy a Pabpuka M'mM6X 3MiHn | Tuny - 3MiHm 3 gKkocTi. CepTudikar peuenma
annikatopom; no 1 Ha ®abpuka BignosigHocTi/ME-cepTndikaT BiANOBIAHOCTI
Tybi B KAPTOHHIN m6X €Bponewicbkin dapmakonei/MoHorpadii. NogaHHs

nayui

HoBOro abo OHOBMNeEHOro ceptudikata
BignNoBigHOCTI abo BUNy4eHHs cepTudikata
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
A®I; ansa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
BUKOPUCTOBYIOTbCS Y BUPOOHMUTBI ADI; ansi
AOMOMDKHOT pe4oBUHM (CepTudikaT BiANOBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikart Bif yKe 3aTBEPIXKEHOIO BUPOBHMKa.
MopaHHA oHoBNeHoro cepTudikaTta BiANoBIAHOCTI
€sponevicbkint apmakonei Ne R1-CEP 2012-163 -
Rev 00 (3aTBepmkeHo: RO-CEP 2012-163 - Rev
02) ans gitoyoi pevoBuHNn Hydrocortisone
Micronised, process 2 Bif BxXe 3aTBep>KEHOro
Bupo6Huka SANOFI CHIMIE, ®paHuisi. 3minu |
Tuny - 3MiHn 3 sikocTi. CepTudpikar
BignoBigHocTi/E-cepTudikat BianoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikata
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
BiQNOBigHOCTI E€Bponeickkin hapmakonei: ans
A®l; ansa suxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADl; ansi
OOMOMDKHOT peyoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikaT
Bifl BXXe 3aTBeppKEHOro BUpobHuka. BBeaeHHst
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

HOBOrO cepTudpikaTa BiaNoBIAHOCTI €BpONENCHKIl
capmaxkonei Ne RO-CEP 2019-166 - Rev 00
(3amiHa CEP R1-CEP 1996-052 - Rev 04) gns
niroyoi pevoBmHu Hydrocortisone Big Bxe
3aTBepakeHoro BupobHuka SANOFI CHIMIE,
®paHuis. 3miHu | Tuny - 3miHn 3 akocTi. FoToBKI
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y meTofax BUNPOBYBaHHSI rOTOBOrO
nikapcbkoro 3acoby (He3HayHa 3MiHa y
3aTBEPKEHMX MeToaax BUNpobyBaHHs)
NPVBEAEHHS aHanNITMYHOI METOAMKM 3a
nokasHuMkom «CynyTHi AOMILLKM» Y BiANOBIAHICTb
[0 opuriHanbHUX peecTpauinHnx maTepianis
BMpoGHuKa 13

99.

NOCTEPU3AH
®OPTE

CynosuTopii; no 5
CynosuTopiiB y
CTpvni; No 2 cTpunu
B KapTOHHIN nayui

Op. Kage
dapmaneBTuy
Ha ®abpuka
mM6X

HimeuvuuH
a

Op. Kage ®apmaveBTuyHa

dabpurka MME6X

Himeyumna

BHECEHHS 3MiH O peecTpauinHuX maTepianis:
3Mminn | TMny - 3miHn 3 skocTi. CepTudikat
BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikaTa
BiANoBigHOCTI abo BUny4eHHs ceptudikara
BignoBigHOCTI €Bponeinchkin dhapmakonei: ons
A®Il; onsa BuxigHoro
marepiany/peareHTy/NPOMDKHOIO MPOAYKTY, LLO
BMKOPUCTOBYIOTbCS Y BUpobHuUTBi A®l; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin dpapmakonei) - OHoBNeHU
cepTudikaT Bif yxe 3aTBepaXeHOro BUpobHUKa -
noJaHHsi OHOBMNEHOTo cepTudikaTa BigNOBIAHOCTI
€sponevicbkin bapmakonei Ne R1-CEP 2012-163 -
Rev 00 (3aTBepmkeHo: RO-CEP 2012-163 - Rev
02) ans gitoyoi pevoBuHn Hydrocortisone
Micronised, process 2 Bif Bxe 3aTBepAXEHOro
Bupo6Huka SANOFI CHIMIE, ®paHuis
3miHu | TUny - 3minm 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANOBIAHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro ceptudikaTta
Bi4NOBIigHOCTI abo BUNy4eHHs ceptudikara
BiQMNOBIAHOCTI €Bponeickin hapmakonei: ans
AQDI; ans BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ans
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponelicbkint hapmakonei) - HoBui ceptudikat
Bifl BXXe 3aTBepAKeHOro BUpobHuKa - BBeaeHHs
HOBOro cepTudgikaTa BignoBiAHOCTI EBpONEnchbkil
capmakonei Ne RO-CEP 2019-166 - Rev 00
(3amiva CEP R1-CEP 1996-052 - Rev 04) ans
Jitovoi pevoBrHKM Hydrocortisone Big Bxe

6e3
peuenma

UA/4864/02/02
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

3aTBepakeHoro BupobHuka SANOFI CHIMIE,
®paHuis. 3minn | Trny - 3miHn 3 gkocTi. FoToBUIA
nikapcbkuii 3aci6. KoHTpornb rotoBoro nikapcbkoro
3acoby. 3miHa y MeTogax BUNpobyBaHHsi rOTOBOMO
nikapcbkoro 3acoby (Hes3HayHa 3miHa y
3aTBEPKEHMX MeToAax BUNPobyBaHHS)
npuBeAeHHs aHaniTM4HOI METOAMKM 3a
nokasHmkom «CynyTHi AOMILLKV» Y BiANOBIAHICTb
[0 opuriHanbHUX peecTpauinHnx maTepianis
BUpobHuka 13

100,

NPAKCBANHA
®

pO34uH ansi
iH ekLin/iHdysin, 2,5
r/50 mn no 50 mn y
dnakoHi; no 2
dnakoHu y
KapTOHHiI kopooLi

BepiHrep
IHrenbxanwm
IHTEepHeLwWwHnN

m6X

HimevuuH
a

BupobHuuTBO, NEpBUHHE
Ta BTOPWHHE NaKyBaHHS,
KOHTPOMb SIKOCTi Ta BUMYCK
cepii: bepiHrep
IHrenbxanm ®apma MM6X i
Ko.KTI", HimevuuHa;
AnbTepHaTuBHa
nabopartopis 4ns
KOHTPOIMHO SIKOCTI
NpOTAroM BUNPOGYBaHHS
crabinbHocTi: KBoniTi
AccictaHc CA, Benbris

HimeuumHa/
Benbria

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3Minn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEeHNX AaHNX Npo CUCTEMY
chapmakoHarnsgy (BBefeHHs y3ararnbHEHUX AaHnx
npo cucteMmy dapmMakoHarnsgy, amiHa
yMOBHOBaXeHoi ocobu, BignosiganbHoi 3a
3piicHeHHs hapMakoHarnagy; KOHTakTHoOi ocobu 3
bapmakoHarnagy 3asiBHMKa Ang 30iNCHEHHSA
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA
Bif yNOBHOBaXeHOoI ocobu, BianoBiganbHoi 3a
3piicHeHHs dhapmakoHarnagy (BKrovarum
KOHTaKTHi AaHi) Ta/abo 3MiHM y pO3MiLLLeHHi
macTep-cdarina cuctemu capmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBsiaansHoi 3a
dapmakoHarnsa B YkpaiHi.

[Hitoua pepakuisi: Monisyak OneHa BikTopisHa.
[MponoHoBaHa pepakuis: Yymak Aptem
BonoammupoBumy. 3miHa KOHTaKTHUX JaHWX
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnag B YKpaiHi.

3a
peuerimom

UA/15467/01/01

101,

PO3YKAPO®10

TabneTkn, BKpUTI
obonoHkoto no 10 mr
Ne 90 (10x9): no 10
TabneTtok y bnicrepi;
no 9 GnictepiB y
KapTOHHiI kopobuy;
Ne 90 (15x6): no 15
TabneTok y 6nictepi;
no 6 Gnictepis y
KapTOHHiIl kopobuyi

TOB "CaHodi-
ABeHTiC
YkpaiHa"

Ykpaina

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHeceHHs 3MiH 4O peecTpauiiHnx maTtepianis:
3miHu | TUny - 3minm 3 sikocTi. CepTudpikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponewicbkin dhapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoOro cepTudikaTa
BignNoBigHOCTI abo BUNy4eHHs cepTudikata
Bi4NoOBIigHOCTI €Bponenchkin dapmakonei: ons
AQDI; ans BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYyKTY, Lo
BUKOPUCTOBYIOTLCS Y BUPOOHMLTBI ADI; ansi
[OOMOMDXHOT pevoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevicbkint papmakonei) - OHOBMNEHWI
cepTudikaT Bif ye 3aTBepaKeHOro BUpobHuKa -
noaaHHs oHosneHoro CEP R1-CEP 2015-090 -
Rev 00 ans A®I| Rosuvastatin calcium Big Bxe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
INDIA (name of holder CENTRIENT

3a
peuerimom

UA/11742/01/01
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[TponoBxkeHHs foaaTKa 3

Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

PHARMACEUTICALS NETHERLANDS B.V. Delft
NL); B pamax npouieaypu NpPOnoHyeTbCS: -
BunyyeHHs Vimta Labs Limited sik koHTpakTHOT
nabopatopii Ans TecTyBaHHS BMICTY Bonbpamy
Ta XpOMY; - BBE[IEHHS] HOBUX KOHTPaKTHUX
nabopartopin Sophisticated Analytical Instruments
Laboratories Sosiety & Auriga Research Pvt. Ltd.
ansa XRD-tectyBaHHs Ta DSM Food Specialties B.
V. ans BunpobyBaHHA Ha OOMILLKW; - HE3HAYHi
onTuMmisauii BMpobHu4oro npouecy 6e3 icToTHoro
BMMBY Ha AKiCTb abo cTabinbHicTe ADI; -
3anpoBagXEeHHS OLHKM PU3NKY LLOAO AOMILLOK
HITpO3aMiHiB BigNOBIAHO A0 YNHHMX HOPMATUBHUX
BUMOT; - 4OOATKOBO Oynv BHECEHI NEBHi
penakuinHi 3MiHu, SIKi He BNAVHYNN Ha 3MIiCT
OOCbE.
3MiHn | TUny - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui
3aci6. Cuctema KoHTelHep/3aKyrnopoBanbHUi
3aci6. 3MiHa y NepBUHHIlA ynakoBLj roToBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[o[aBaHHS HOBOro KOHTeNHepa) - TBepai, M'siki Ta
HeCTepPUNbHI pigki nikapcbki OpMK - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBarnbHui 3acio, a came
[ofaBaHHsi HOBOro MaTepiany Ans BUpobHMUTBa
nepBUHHOI ynakoBku (bnictep) — OPA25/ALU
45/PVC60: PNO 10681/17-01 (3aTBEpAXEHO
OPA25/ALU45/PVC100: PNO 10680/10-01).
3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKui
3aci6. Cuctema KoHTelHep/3aKkynoptoBanbHUi
3aci6. 3MiHa y NepBUHHI yNakoBLji roTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[ofaBaHHsi HOBOrO KOHTeHepa) - Tepai, M'siki Ta
HecTepunbHi pigki nikapcbki opmu - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHui 3acib, a came
[ofaBaHHsi HOBOrO MaTepiany Ans BUpobHMUTBa
nepBUHHOI ynakosku (6nictep) — Alu 0.20: PNO
10620/10-02 (3aTtBepmkeHo Alu 0.25: PNO
10621/10-02).

102,

PO3YKAPO®20

TabneTkn, BKpUTI
obonoHkoto no 20 mr
Ne 90 (10x9): no 10
TabneTtok y 6nicrepi;
no 9 Gnictepis y
KapTOHHI kopobui

TOB "CaHodi-
ABeHTiC
YkpaiHa"

YkpaiHa

TOB "3eHTiBa"

Yecbka
Pecny6nika

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/E-cepTudgikat BiANoBigHOCTI
€Bponevickkin hapmakonei/MoHorpadii. NogaHHs
HoBoro abo oHoBMeHoro cepTugikata
BigNoBigHOCTI abo BUNyYeHHs1 cepTudikata
BiNOBIgHOCTI €Bponenchkin dapmakonei: ons
ADI; ans BuxigHoro
MaTepiany/peareHTy/NpOMiXXHOTO NPOAYKTY, L0

3a
peuerimom

UA/11742/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1

BUKOPUCTOBYIOTLCS Y BUPOOHULTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWU
cepTugikart Big yke 3aTBepaKEHOro BUpoBOHMKa -
nogaHHsi oHosneHoro CEP R1-CEP 2015-090 -
Rev 00 ansa A®l Rosuvastatin calcium Big Bxe
3aTBepakeHoro BupobHuka CENTRIENT
PHARMACEUTICALS INDIA PRIVATE LIMITED,
INDIA (name of holder CENTRIENT
PHARMACEUTICALS NETHERLANDS B.V. Delft
NL); B pamax npouiegypv NpPOnoHYeTbCS: -
Buny4yeHHs Vimta Labs Limited sik koHTpakTHOI
nabopaTtopii Ans TecTyBaHHS BMICTY Bonbgpamy
Ta XpOMy; - BBEAEHHS HOBUX KOHTPaKTHMX
nabopartopin Sophisticated Analytical Instruments
Laboratories Sosiety & Auriga Research Pvt. Ltd.
onsa XRD-tectyBaHHs Ta DSM Food Specialties B.
V. Ans BunpobyBaHHA Ha OOMILLKW; - HE3HAYHi
onTuMmisauii BMpobHu4oro npouecy 6e3 icToTHoro
BMMBY Ha AKiCTb abo cTabinbHicTe ADI; -
3anpoBagXEeHHS OLHKM PU3NKY LLOAO AOMILLOK
HITpO3aMiHiB BigNOBIAHO A0 YNHHMX HOPMATUBHUX
BUMOT; - 4OOATKOBO Oynu BHECEHI NEBHi
peaakuinHi 3MiHW, SKi He BAMWHYNW Ha 3MiCT
OOCbE.
3MiHn | TUNYy - 3MiHK 3 gKocTi. FoToBMI NiKapCbKuiA
3aci6. Cuctema KoHTelHep/3aKkynoptoBanbHUi
3aci6. 3MiHa y NepBUHHI yNakoBLji roTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[ofaBaHHsi HOBOrO KOHTeHepa) - Teepai, M'siki Ta
HecTepunbHi pigki nikapcbki opmu - BHECEHHS
3MiH go p. 3.2.P.7. Cuctema
KOHTeWHep/3aKynoptoBanbHuiA 3acio, a came
[ofaBaHHsi HOBOro MaTepiany Ans BUpobHMUTBa
nepBUHHOI yrnakoBku (bnictep) — OPA25/ALU
45/PVC60: PNO 10681/17-01 (3atBepaxeHO
OPA25/ALU45/PVC100: PNO 10680/10-01).
3MiHn | TUNy - 3MiHK 3 gKocTi. FoToBMI NikapCbkui
3aci6. Cuctema KoHTelHep/3aKynoptoBanbHUi
3aci6. 3MiHa y NepBUHHIN yNakoBLji roTOBOro
nikapcbKoro 3acoby (Tun KoHTelHepa abo
[0[aBaHHS HOBOIO KOHTENHepa) - TBepai, M'siki Ta
HecTepunbHi pigki nikapcbki opmu - BHECEHHSI
3MiH go p. 3.2.P.7. Cuctema
KOHTeVHep/3aKynoptoBarnbHui 3acib, a came
[ofaBaHHsi HOBOro MaTepiany Ans BUpobHMLUTBa
nepBUHHOI ynakosku (6nictep) — Alu 0.20: PNO
10620/10-02 (3aTtBepmkeHo Alu 0.25: PNO
10621/10-02).
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[TponoBxkeHHs foaaTKa 3

Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
103.| CAHIBA® PO34MH A1 POTOBOI MpAT YkpaiHa MpAT "®apmaueBTnyHa YkpaiHa BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 6e3 UA/16981/01/01
nopoXxxHuHK; no 100 "®apmaneBTn dipma "JapHunua" 3Minn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenma
My donakoHi; no 1 YHa bipma HaiMeHyBaHHs Ta/abo agpecu micus
nakoHy 3 MipHUM "NapHuus" NPOBaXXeHHS OisiNbHOCTI BUPOOHMKa (BKMOYaroun,

CTakaH4MKOM B
navuj

3a HeobXiAHOCTI, MicLle NPOBEAEHHST KOHTPOIO
sIKoCTi), abo BrnacHuka mactep-ganna Ha Adl, abo
noctadanbHuka A®l/BuxigHoro
marepiany/peareHTy/npOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCS Y BUPOOHMUTBI ADI (sIKLo
3a3Ha4yeHo y AOCbE Ha Nikapcbkuii 3acib) 3a
BiCYTHOCTi cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
nocbke, abo BMpoBHUKA HOBOI JOMNOMIKHOIT
PeYoBUHM (SIKLLIO 3a3Ha4YeHo y Aocbe) KomnaHis
Atul Bioscience Ltd., India Bukynuna snpo6bHuuy
ainbHuuto Polydrug Laboratories Pvt., Ltd., India,
Ha sk BUrotToBnsaeTbcs XnopbyraHony remigpart.
Cxema cuHTesy, BUpobHuunii npouec AdI i
BUPOBHMYA AinbHULSA He 3MiHMnacs. Ak Hacnigok
3MiHa BHOCUTbLCA Y po3ain «Cknaa». 3miHu | Tuny -
3MiHu 3 skocTi. A®I. KoHTponb A®I. 3miHa y
napameTpax crneundikadi Ta/abo gonycTUMmnx
MeX, BU3Ha4yeHux y crneumndikauisx Ha A®l, abo
BVXiOHWUI/NPOMIXKHUIA NpoAyKT/peareHT, LWo
BMKOPUCTOBYIOTBCS Y NpoLeci BupobHuutea AdI
(BUMYYEHHSA HE3HAYHOrO NOKa3HMKa AKOCTI
(Hanpvknag BUMyYeHHs! 3acTapinoro nokasHuka))
He3HauyHi 3MiHM B crneundikaLii Ta meToai
KoHTpomto APl xnopbyTaHony remirigpaTy
BMpOGHMKa 13 3a nokasHukoM «laeHTudikauisy,
a came BUNy4eHo TP AKICHI peakuii BianoBiaHO A0
BuMor moHorpadii «Chlorobutanol hemihydrate»
€sponericbkoi Papmakonei (10.0) Ta OHOBMNEHMX
maTepianis BUpobHwvka. 3miHu | Tuny - 3miHm 3
akocTi. A®Il. KoHtponb A®I. 3miHa y napameTpax
cneundikauiv Ta/abo gonyCTUMNX MEX,
BM3HaYeHUX y cneumdikauisx Ha Adl, abo
BUXiZHWI/MPOMIDKHUIA NPOAYKT/peareHT, Wwo
BMKOPWCTOBYIOTBCS Y npoLieci BupobHuutea AdI
(monoBHeHHs cneumdikaLii HOBUM NOKa3HUKOM
AKOCTi Ta Bi4MOBIAHMM METOAOM BUNPOOYBaHHS)
3MiHM B cneumdikauii Ta metogi koHTporno Ad|
xnop6yTaHony remirigpaTy BupobHuka 13, a
came BHeCEeHHs nokasHuka «Jomiwku A Ta By,
3riJHO OHOBIEHMX MaTepianis BUpobHWKa Ta
MoHorpadii «Chlorobutanol hemihydrate»
€sponelicbkoi Papmakonei (10.0). BusHayeHHs
NPOBOAATL B YMOBaX TECTY «3aNMLLUKOBI KifTbKOCTi
opraHiYHMX PO34YMHHUKIBY . 3MiHM | TUNy - 3MiHK 3
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skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauivi Ta/abo JONYCTUMUX MEX,
BM3HA4YeHMX y cneuudikauisx Ha Adl, abo
BUXIZHWMIA/MPOMIDKHMIA NpOAyKT/peareHT, Wwo
BMKOPUCTOBYIOTLCS Y MpoLieci BUpobHuutea APl
(iHWi 3miHK) 3miHM B cneundikaLii Ta meTogi
KoHTpornto AdI xnopbyTaHony remirigpaty
BMpOoOHWKa 113 3a nokasHWMKOM «3anuLuKoBi
KifTbKOCTi OpraHiyHmMX po3dmMHHUKIBY, @ came
HOpMyBaHHS NPUBEAEHO BiAMNOBIAHO A0
aKkTyanbHUX MaTepiarnis BUpOOHuKa; TecT
[OOMOBHEHO YTOYHEHHSIM Ha3BW xropodopmy Ta
aueToHy, B kopenauii 3 Tectom «[Jomiwkn A Ta By;
3MIHEHO BMP&XXEHHS! OAVHULIb BMICTY PO3YMHHWMKIB
3 BiICOTKIB Ha «ppm»; TECT AOMOBHEHO
HOPMYBaHHSAM Byab-sKOT iHLLOT AOMILLKM Ha PiBHI -
He Binbwe 0,10 %; Ao4aHO NPUTOTYBAHHS PO3YNHY
NOPIBHSIHHS 2 ANsi pO3paxyHKy 6yab-sKoi OMILLKM;
Ona onTMMI3auii BanigauinHnx KpuTepiis B pO34nH
NOPIBHSIHHSI BHECEHO Kanito xnopug P.
CynyTHs 3MiHa - 3MiHu 3 sikocTi. A®Il. KoHTposnb
A®l. 3miHa y meTogax BunpobyBaHHa ADI abo
BUXIQHOrO MaTepiany/npoMiXXHOro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETLCH Y
npoueci BupobHmuTea AdI (iHwi 3MiHK y MmeTodax
BMNpPoOyBaHHS (BKMOYao4m 3amiHy abo
ponoBHeHHs1) A®l abo BUXiaHOro/npoMixxHoro
npoaykTy). 3miHu | Tuny - 3miHum 3 skocTi. API.
KoHTponb A®I. 3miHa y napameTpax crneumdikaLin
Ta/abo [oMyCTUMUX MEX, BUSHAYEHUX Y
cneuudikauisx Ha ADI, abo BUXigHUIA/MPOMIXKXHWIA
NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTea API (iHLWi 3MiHK) 3MiHK B
cneundikauii Ta metogi koHTponto AdI
xnop6yTaHony remirigpaty BupobHuka 113 3a
nokasHukom «MikpobionoriyHa yncrtoTa», a came
HOpMyBaHHSI TECTY NpMBEAEHO BiANOBIOHO A0
BuMor €, 2.6.12, 5.1.4.. CynyTHA 3miHa - 3MiHn 3
skocTi. A®I. KoHTponb A®I. 3miHa y meTogax
BunpobyBaHHa APl abo BuxigHoro
marepiany/npoMiXXHOro NpoAyKTy/peareHTy, Lo
BMKOPWCTOBYETLCS y NMpoueci BUpobHuuTea Ad|
(He3HayHi 3MiHM y 3aTBEPKEHUX MeToaax
BUNpoOyBaHHs) 3miHu | Tuny - 3miHu 3 skocTi. ADI.
KoHTponb A®I. 3miHa y napameTpax crneumdikain
Ta/abo [onyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXIGHNIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y

npoueci BupobH1uTea AP| (4ONOBHEHHS
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crneungikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
BiANOBIAHMM MeTOAOM BUNPOBYBaHHS) 3MiHW B
crneundgikauii Ta metogi koHTponto Ad|
xrnopbyTaHony remirigpaTy BMpo6Huka 13 3a
nokasHukoMm «laeHTudikauis» BBegeHo
ineHTudikauito metogom abcopbuiiHoi
crnekTpodoToMeTpii B iHpadepBoHin obnacTi,
BiAnoBigHo Ao BuMor MmoHorpadii «Chlorobutanol
hemihydrate» €sponevicbkoi ®apmakonei (10.0)
Ta OHOBIEHWX MaTepianis BUpobHUKa.
104 CAHIIBA® cnpen Ans poToBoi MpAT Ykpaina MpAT "®apmaueBTuyHa YkpaiHa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: bes UA/16981/02/01
NOPOXHUHK; No 50 "dapmaneBTu cipma "dapHuua” 3MiHu | TUNy - AgMmiHicTpaTuBHI 3MiHW. 3MiHa peuyenma
Mn 'y cpnakoni; no 1 YHa bipma HaliMeHyBaHHs Ta/abo agpecu micus
nakoHy 3 "NapHuug” NpoBaAXXeHHSA AiANbHOCTI BUPOOHMKa (BKIOYaouw,
Hacagkoto- 3a HeobXigHOCTI, MicLe NpPoBeAEeHHS KOHTPOMO
po3nunioBayem B
nayui

siKocTi), abo BnacHuka mactep-gainna Ha Adl, abo
noctayanbHvka Adl/BuxigHoro
maTepiany/peareHTy/NnpoMiKHOro NPOAYKTY, Lo
3acTOCOBYOTbCS Y BUPOBHMUTBI ADI (sIKLLO
3a3HayeHo y 0CbE Ha Nikapcbkuii 3acib) 3a
BiACYTHOCTI cepTudikaTa BignoBigHOCTI
€BponeWcbkin dhapmakonei y 3aTBepaKeHoMy
pocbke, abo BUPOOHMKA HOBOI OMOMIKHOT
PEYOBUHM (SKLLO 3a3HaYeHo Yy focbe) KomnaHis
Atul Bioscience Ltd., India Bukynuna Bupo6Hu4y
aineHuto Polydrug Laboratories Pvt., Ltd., India,
Ha sKin BUrotoBnsieTbes XnopbyTtaHony remigpar.
Cxema cuHTe3y, BupobHuunii npouec AdI i
BUPOOHMYA AinbHULSA He 3MiHMnaca. Ak Hacnigok
3MiHa BHOCUTbCS Y po3din «Cknagy». 3minum | Tuny -
3MiHu 3 gkocTi. A®Il. KonTponb A®I. 3miHa y
napameTpax cneundikadi Ta/abo gonycTummnx
MeX, BU3Ha4eHux y crneumdikauisx Ha A®l, abo
BVXiOHWU/NPOMIXXHUIA NpoAYyKT/peareHT, Lo
BMKOPWCTOBYIOTBECS Y npoLeci BupobHuutea AdI
(BMNYYEHHS HE3HAYHOrO MoKa3HWKa SIKOCTI
(Hanpvknag BUMyYeHHs! 3acTapinoro nokasHuka))
He3HauyHi 3MiHM B crieundikaLii Ta meToai
koHTponto APl xnopbyTaHony remirigpaTy
BMpOGHMKa 13 3a nokasHukoM «laeHTudikauisy,
a came BUIy4eHO TpW AKICHI peakLii BianoBiaHo o
BMMor MoHorpadii «Chlorobutanol hemihydrate»
€sponericbkoi Papmakonei (10.0) Ta OHOBMNEHMX
marepianis BUpobHwvka. 3miHu | Tuny - 3miHn 3
skocTi. A®Il. KoHTponb A®l. 3miHa y napameTpax
cneuudikauin Ta/abo [ONYCTUMUX MEX,
BM3HaYeHuX y cneumdikauisx Ha Adl, abo
BVXiOHWI/NPOMIXXHUIA NpOAYKT/peareHT, Lo

BMKOPWCTOBYIOTBCS Y npoLeci BupobHuutea AdI
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(BonoBHEHHS cneumdikavii HOBUM NOKA3HMKOM
SIKOCTi Ta BigMNOBIAHMM METOAOM BUNPOBYBaHHS)
3MiHM B cneumdikauii Ta metogi koHTpornto Ad|
xrnopbyTaHony remirigpaTy BupobHuka M3, a
came BHeCeHHs nokasHuka «[Jdomiwkm A 1a By,
3riHO OHOBIEHMX MaTepianis BUpobHMKa Ta
MoHorpadgii «Chlorobutanol hemihydrate»
€sponeicbkoi Papmakonei (10.0). BusHayeHHs
NPOBOAATL B YMOBaX TECTY «3anMLLKOBI KifTbKOCTi
OpraHiYHMX PO3YMHHKMKIB» . 3MiHM | TUNY - 3MiHK 3
akocTi. A®l. KoHtponb A®I. 3miHa y napameTpax
cneuundikaui Ta/abo JonyCTUMNX MEX,
BM3HA4YeHMX y cneuundikauisx Ha Adl, abo
BVXiAHWN/NPOMDKHUIA NpOAYyKT/peareHT, Lo
BUKOPUCTOBYIOTLCSA Y Npoueci BupobHuutea Ad|
(iHWi 3miHK) 3miHM B cneundikaLii Ta meTogi
KoHTpomto APl xnopbyTaHony remirigpaTy
BMpobHmMka 13 3a nokasHMKOM «3anuLUKoBi
KifTbKOCTi OpraHiyHmMX po34MHHUKIB», a came
HOPMYBaHHS NMPUBEAEHO BiANOBIAHO A0
aKTyanbHUX MaTepiarnis BUpobHuKa; TecT
[OOMOBHEHO YTOYHEHHSIM Ha3BW xropodopmy Ta
aueToHy, B kopensuii 3 Tectom «[omiwkn A Ta By;
3MiHEHO BUPaXeHHS OANHULb BMICTY PO3YMHHUKIB
3 BiICOTKIB Ha «ppm»; TECT AONOBHEHO
HOPMYyBaHHSAM ByAb-AKOI iHLLOI JOMILLKV Ha PiBHi -
He GinbLue 0,10 %; 4oAAHO NPUIOTYBaHHS PO3YUHY
NOPIBHSIHHSA 2 ANsi po3paxyHKy 6yab-sKoi 4OMILLKY;
Ons onTMMi3auii BanigauinHux KputepiiB B po34mH
NOPIBHSIHHSI BHECEHO Kanito xnopug P.
CynyTHs1 3miHa - 3MiHn 3 sikocTi. ADI. KoHTponb
A®I. 3miHa y meTogax BunpobysaHHa AD| abo
BUXigHOro MaTtepiany/npoMiXHoro
npoaykTy/peareHTy, L0 BUKOPUCTOBYETHCS Y
npoueci BupobHuutea ADI (iHwwi 3miHn y MmeToaax
BMNPoOyBaHHS (BKMOYao4m 3amiHy abo
ponoBHeHHs1) A®| abo BUXiaHOro/npoMixxHoro
npoaykty) 3miHu | Tuny - 3miHn 3 akocti. API.
KoHTponb A®I. 3miHa y napameTpax creumdikaLin
Ta/abo [onyCTUMUX MEX, BUSHAYEHUX Y
crneundikauisx Ha A®l, abo BUXigGHUIA/NPOMIKHWIA
npoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y
npoueci BupobHuuTea API (iHLWi 3MiHK) 3MiHK B
crneundgikauii Ta metogi koHTponto Ad®I
xrnopbyTaHony remirigpaty BupobHuka 13 3a
nokasHukom «MikpobionoriyHa unctoTay, a came
HOpPMyBaHHS TECTY NpMBEAEHO BiANOBIAHO A0
Bumor €, 2.6.12, 5.1.4. CynyTHA 3miHa - 3MiHK 3

sikocTi. A®I. KoHTponb A®I. 3miHa y meTogax
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BunNpobyBaHHsA APl abo BMXigHOro
marepiany/npoMixXHOro NpoayKkTy/peareHTy, Lo
BUKOPUCTOBYETbLCSA Y NpoLeci BUpobHuuTea AdI

(He3HayHi 3MiHW y 3aTBEpKEHUX MeToaax
BUNPobyBaHHs) 3miHu | Tuny - 3MiHun 3 skocTi. API.
KoHTponb A®L. 3miHa y napameTpax cneuudikadin

Ta/abo [onyCTUMUX MeX, BUSHAYEHUX Y
cneumdikauisx Ha A®I, abo BUXiAHNA/NPOMIKHWIA

NpoayKT/peareHT, L0 BUKOPUCTOBYIOTECS Y

npoveci BupobHuuTea AP| (4ONOBHEHHS
cneundikaLii HOBUM MOKa3HMKOM SIKOCTi Ta
Bi4NOBIgHNM MeTOAOM BUNPOOYBaHHS) 3MiHM B
crneundikauii Ta metogi koHTponto Ad|
xnop6yTaHony remirigpaty BupobHuka 113 3a
NOKa3HWKOM «laeHTudikauisa» seegeHo
ineHTudikauito meTogom abcopbuiHoi
cnekTpodoToMeTpii B iHppavepBoHi obnacTi,
BignoBigHoO 4o BMMor MoHorpadii «Chlorobutanol
hemihydrate» €Bponevicbkoi ®apmakonei (10.0)
Ta OHOBMEHWX MaTepianis BUpobHUKa.

105,

CENTABION
nnkocC 96%

PO34MH Ans
30BHILLHLOIO
3acTocyBaHHs 96 %
no 50 mny
dnakoHax CKNsAHUX
abo nonimepHux,
YKyNOpeHnx
npo6bkoto Ta
KpuLLkoto abo
KPWLLIKOIO 3
KOHTpOMEeM nepLLOoro
PO3KpUTTS 3
MapKyBaHHAM
YKpalHCbKOIO MOBOIO;
no 100 mny
dnakoHax CKNsHUX
abo nonimepHux,
YKYNOPEHMX
npobkoto Ta
KpuLLKoto abo
KPWLLIKOIO 3
KOHTpOMEeM MnepLLOro
po3kpuTTsi abo
antoMiHieBNMM
KoBMaykamm 3
MapKyBaHHAM
YKPaiHCbKOK MOBOIO
no 0,5 na6o 1 n,
abo no 2 n, abo no 5

MpAT
dapmaneBTuy
Ha dabpuka
"Biona"

YkpaiHa

MpAT ®apmaueBTUYHa
abpuka "Biona"

YkpaiHa

BHECEHHS 3MiH O peecTpaLiiHux maTepianis:
3MiHu | TRy - 3MiHK 3 sikoCTi. FOTOBMIA NikapCbKMit
3aci6. Cuctema KoHTeHep/3aKynoptoBanbHUn
3aci6. 3MiHa po3mipy ynakoBKM rOTOBOrO
nikapcbkoro 3acoby (3miHa macu/o6'emy BMICTY
KOHTelHepa 6araTto030BOro Nikapcbkoro 3acoby
ANsa HenapeHTeparnbHOro 3acTocyBaHHs (abo
0AHOA030BOr0, YaCTKOBOrO BUKOPUCTAHHS)).
HopaTkoBi hopmum BUNYCKy nikapcbKoro 3acoby
3anponoHOBaHi Ha MiacTaBi MapKeTUHIOBUX
pocnigpkeHb. PexxvMy fo3yBaHHA Ta TpUMBanocTi
BVIKOPVICTaHHS HOBUIA PO3Mip NaKyBaHHS He
cynepeynTb, OCKINbKY KiNbKICTb NpenapaTty Ha
KYpC niKyBaHHS1 He € CyBOPO BU3Ha4YEHOIO.
BBeneHHs 3miH NpoTArom 6-Tu MicsiLiB nmicnsi
3aTBEPOKEHHS.
3MiHu | TUny - 3MiHK 3 akocTi. FoToBMIA Nikapcbkui
3aci6. Cuctema KoHTelHep/3aKynoptoBanbHUi
3aci6. 3MiHa y NepBUHHIN yNakoBLji roTOBOro
nikapcbkoro 3acoby (Tvn KoHTelHepa abo
[0[aBaHHS HOBOIO KOHTENHepa) - TBepai, M'siki Ta
HecTepurbHi pigki nikapcbki opmu - BBEOEHHS
popaTkoBumx ynakosok no 0,5 n, no 1 n, no 2 n, no
5n, no 10 n Ta no 20 n y KaHiCcTpax B KOMMNMEKTi 3
kpuywwkamu 3 nonietuneHy HDPE. BeegeHHs 3MiH
NPOTHArom 6-Tv MicAILiB NicNsi 3aTBEPOXKEHHS.

3a
peuerimom

UA/15963/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
n, abo no 10 n, abo
no 20 n y KaHicTpax
106, CEPOKBEJ1b TabneTkn, BKpUTI Actpa3eHeka Benvka BUPOBHMK "in bulk": CLIA/ BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/2535/02/01
XR NniBKOBOO HOK Iimiteq Bputanis Actpa3eHeka Benuka 3MiHu | Tuny - 3MiHm Wwopno 6e3nekv/edekTMBHOCTI peuernmom
06010HKoI0, Papmacbtotukanc I, BputaHis Ta chapmakoHarnsagy (iHwi 3miHn).
NPONOHroBaHoi Aji, CLUA; 3MiHM BHeceHo [0 [HCTpyKUii ons MeguyHoro
no 50 mr; no 10 BUPOGHWK, 3aCTOCYBaHHsI Nikapcbkoro 3acoby, a came
TabneTok y 6nicTepi; BiANOBiAaNbHWIA 3a BHECEHi peAakuUiviHi Nnpaskun Ao po3ainis
no 6 Gnictepis y nakyBaHHA Ta BUMYCK "dapmakonoriyHi BnactusocTi", "lMoka3aHHA",
KapTOHHiI kopooLi cepii: "MpoTunokasaHHs", "B3aemogis 3 iHwnummn
Actpa3eHeka tOK JlimiTeq, nikapcbkumm 3acobamm Ta iHWi Buav B3aemogin”,
Benuka bBputaHia "OcobnuBocTi 3acTocyBaHHS", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpygato”,
"3paTHiCTb BMMBATK Ha LWIBMAKICTE peakuii npu
KepyBaHHi aBTOTpaHCNopToM abo iHWKMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta gosun",
"Oitn", "MepenosyBanHHs", "MobivHi peakuii”.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBepAKeHHs. 3MiHu Il Tuny - 3miHK Wwogo
6esnekn/edeKTMBHOCTI Ta bapmakoHarnsagy.
3MiHW Y KOPOTKilA XapaKTepUCTULi NikapcbKoro
3acoby, TeKCTi MapKyBaHHS Ta iHCTpyKUii ans
MEANYHOro 3aCTOCYBaHHS y 3B'A3KY i3 HOBUMMU
[aHMMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMW
AaHVMK Ta AaHuMu 3 dhapmMakoHarnsgy.
3MiHM BHeceHOo [0 [HCTpykuii ona meguyHoro
3acTOCyBaHHs1 Nikapcbkoro 3acoby Ao po3aainy
"MobiuHi peakuii". BBegeHHs 3MiH NpoTsiroM 6-Tu
MiCSILIiB Micnsi 3aTBEPAXKEHHS.
107.| CEPOKBEIJb TabneTku, BKpUTI Actpa3eHeka Benuka BMPOGHUK "in bulk": CLUA/ BHECEHHS 3MiH 10 peecTpauiiHux MaTepianis: 3a UA/2535/02/02
XR NniBKOBOI IOK Timiten BpuTaHis Actpa3eHeka Benwuka 3MiHuM | TUNYy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI peuenmom
060roHKoto, Papmacbtotukanc JM1, BputaHisa Ta cdhapmakoHarnagy (iHwi 3amiHm).
NposioHroBaHoi Aji, CLUA; 3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
no 200 mr; no 10 BUPOGHMK, 3acTOCyBaHHs1 Nikapcbkoro 3acoby, a came

TabneTtok y bnicrepi;
no 6 Gnictepis y
KapTOHHiI kopobui

BignoBigansHWi 3a
nakyBaHHs Ta BUMyCK
cepil:
Actpa3eHeka tOK NimiTen,
Benwvka bpuTtaHis

BHECEHi peAakuUiiHi npaBkun Ao po3ainis
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "B3aemopais 3 iHWMMK
nikapcbkumm 3acobamm Ta iHWi Buam B3aemogin”,
"OcobnuBocTi 3acTocyBaHHs", "3acTocyBaHHs y
nepioa BariTHocTi abo rogyBaHHs rpyaato”,
"3paTHiCTb BNNMMBATK Ha LWBMAKICTb peakuii npu
KepyBaHHi aBTOTpaHCMopToM abo iHWMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "Mepeno3yBanHs", "MobivHi peakuii”.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBepakeHHs. 3miHu Il Tuny - 3miHK Wwono
6e3nekn/edekTMBHOCTI Ta bapmakoHarnsaay.
3MiHM y KOPOTKili XapakTepucTULL NikapcbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKUiT Ans
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Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

MEeOMYHOro 3aCTOCyBaHHS y 3B'A3KY i3 HOBUMM
OaHUMW 3 SIKOCTi, JOKNIHIYHUMU, KNIHIYHUMMN
OaHUMK Ta JaHUMK 3 hapMakoHarnsagy.
3MiHM BHeceHo [0 [HCTpyKUii ons MegnyHoro
3aCTOCYBaHHsI NikapCbKoro 3acoby Ao po3ainy
"MoGiyHi peakuii”. BBeaeHHst 3MiH NpoTArom 6-Tn
MicsUiB Micnsa 3aTBepAXEHHS.

108.

CEPOKBEIJb
XR

TabneTku, BKpUTI
NNiBKOBOO
060moHKo10,
NPOSIOHroBaHoI Aji,
no 300 mr; no 10
TabneTtok y 6nicrepi;
no 6 Gnictepis y
KapTOHHiIN kopoOLi

Actpa3eHeka
IOK Nimiten

Benvka
BpuTtaHia

BMPOOBHMK "in bulk":
AcTpa3eHeka
dapmacktoTmkanc JIM,
CLUA;
BUPOGHMK,
BiANOBiganbHUIM 3a
nakyBaHHs Ta BUMYCK
cepil:
AcTtpa3eHeka tOK Jlimiteq,
Benuka bpuTais

CLWA/
Benuka
BpuTtaHia

BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis:
3MiHuM | TUNy - 3MiHK Wwopao 6e3nekn/ePeKTUBHOCTI
Ta hapmakoHarnsagy (iHwi amiHm).
3MiHM BHeceHo A0 IHCTPYKUii Ans MeanyHoro
3acTocyBaHHs nikapcbkoro 3acoby, a came
BHECEHi pedakLiviHi NnpaBku 4o po3ainis
"®apmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "B3aaemogis 3 iHwumn
nikapcbkumm 3acobamm Ta iHWi B1uaM B3aemogin”,
"OcobnueocTi 3acTocyBaHHA", "3acTocyBaHHS y
nepiog BariTHocTi abo rogyBaHHs rpygato”,
"3pgaTHiCTb BNNMBATM Ha LIBUAKICTb peakLii npu
KepyBaHHi aBTOTPaAHCMOPTOM abo iHWNMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta gosu",
"Oitn", "MepegoaysanHs", "MobivHi peakuii”.
BBeneHHs 3miH NpoTArom 6-Tv MicsuiB nmicnsi
3aTBepaKeHHs. 3miHu I Tuny - 3miHu Wwoao
6e3nekn/edekTMBHOCTI Ta hbapmakoHarnsgy.
3MiHM y KOPOTKili XapakTepucTUL, NnikapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTPYKLiT Ans
ME[NYHOro 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
OaHUMW 3 SKOCTI, OKNIHIYHUMU, KNiHIYHUMMN
AaHVMU Ta AaHuMu 3 dhapMakoHarnsgy.
3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3aCTOCyBaHHS Nikapcbkoro 3acoby Ao po3ainy
"Mob6iuHi peakuii". BBegeHHs 3MiH NpoTsiroM 6-Tu
MicsiLiB Micnsi 3aTBEPAXKEHHS.

3a
peuerimom

UA/2535/02/03

109,

CEPOKBEIJb
XR

TabneTkun, BKpUTI
NniBkOBOIO
o6ornoHkKoto,
NPOSIOHroBaHOI Aji,
no 400 mr; no 10
TabneTok y 6nictepi;
no 6 Gnictepis y
KapTOHHiIl kopobui

AcTtpa3eHeka
IOK Nimiten

Benuka
BpuTaHis

BUPO6HMK "in bulk":
Actpa3eHeka
dapmacbtoTukanc JIM,
CLUA;
BUPOGHMK,
BiANoBiganbHWI 3a
nakyBaHHs Ta BUMYyCK
cepii:
Actpa3eHeka tOK Nimiten,
Benuka bpuTanis

CLIA/
Benvka
BpuTaHis

BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis:
3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI
Ta chapmakoHarnsgy (iHwi 3miHu).
3MiHM BHeceHOo [0 [HCTpyKUii ona meguyHoro
3aCTOCyBaHHs! Nikapcbkoro 3acoby, a came
BHeCeHi pefakuiviHi npaBku 4o po3ainis
"dapmakonorivHi BnactusocTi", "lMoka3aHHA",
"MpoTunokasaHHs", "B3aemopis 3 iHWMMK
nikapcbkumu 3acobamu Ta iHWi BUAM B3aemogii",
"OcobnuBocTi 3acTocyBaHHA", "3acTocyBaHHS Y
nepioa BariTHocTi abo rogyBaHHs rpyaato”,
"3paTHiCTb BNNUBATU Ha LWBMAKICTL peakuii npu
KepyBaHHi aBTOTPAHCMOPTOM abo iHWNMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta 4o3un",
"Oitn", "MepenosysaHHs”, "MNoGivHi peakuii”.

3a
peuerimom

UA/2535/02/04
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BBegeHHs 3miH npoTsArom 6-Tu MicsiuiB nicnsi
3aTBepAKeHHs. 3minu Il Tuny - 3miHn Wwoao
6e3nekn/edeKTMBHOCTI Ta hapmakoHarnsgy.
3MiHW Y KOPOTKilA XapaKTepUCTULi NiKapCbKoro
3acoby, TEKCTi MapKyBaHHS Ta iHCTpYKUii Ans
MELMNYHOro 3aCTOCYBaHHS y 3B’s13Ky i3 HOBUMMU
[aHMMW 3 AKOCTi, AOKMIHIYHUMM, KNiHIYHUMW
OaHuMK Ta JaHuMK 3 hapmakoHarnsagy.
3MiHM BHeceHo [0 [HCTpyKUii ons MmegnyHoro
3acTocyBaHHsI Nikapcbkoro 3acoby Ao posainy
"Mo6iuHi peakuii”. BBeaeHHsi 3MiH NpOTArom 6-Tn
MicsaLiB Micnsa 3aTBEPAXEHHS.
110 CKAWPI3I PO34MH ANs iH'eKwin EGGBI LLseviLapi TECTYBaHHS: CLIA/ BHECEHHS 3MiH 0 peecTpaLiHMX maTepianis: 3a UA/17970/01/02
no 150 mr/1 mn; Biodapmachkio A E66Bi biopicepy CeHTep HimeyumHa 3MiHn |l Tuny - 3miHn Wwopno 6esnekn/edeKTUBHOCTI peuernmom
1 nonepeaHLO Tikan3 MM6X IHk , CLLA Ta hapmakoHarnsgy. 3MiHW y KopoTkin
HanoOBHEHWI BUPOBHMLTBO NiKapCbKoro XapaKTepucTuLi nikapcbkoro 3acoby, TekCTi
CKITSIHWI Wnpuu, 3acoby, TeCcTyBaHHs, MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
BMOHTOBaHU y NepBUHHE NaKyBaHHS: 3acToCcyBaHHS Y 3B’A3KY i3 HOBUMUW AaHUMU 3
aBTOIHXEKTOpP; N0 EGGBIi BioTekHonoaxi AKOCTI, AOKMIHIMHUMM, KMIHIMHUMW OaHUMK Ta
ogHomy nTA, CWA AaHnMm 3 dpapmakoHarnsgy. 3MiHM BHECEHO A0
aBTOIHXEKTOPY Y BTOPWHHE NaKyBaHHS, TEKCTY iHCTPYKLii ANs MeanyHOro 3acTocyBaHHsI
KapTOHHiI kopoOLi TECTYBaHHS, BUNYCK cepil: nikapcbkoro 3acoby o posgainy "MoGiyHi peakuii”
E668i JonuneHa MmbX i Ta [0 TEeKCTY KOPOTKOI XapaKTepUCTUKN
Ko. KI', HimewyunHa nikapcbkoro 3acoby go poaginy "4.9. MobiyHi
TEeCTyBaHHS: peakuii" BignosigHo Ao maTepianis
Yapne3 Pisep peecTpauinHoro Aocbe. BBeaeHHs 3MiH npoTsirom
TlabopaTtopi3 JxepmaHi 6-TW MicsLiB Nicns 3aTBEPOXEHHS.
'm6X, HimewynHa
111 CONNAQOEIH TabneTtkn, BKpUTI nakcoCmiTKn Benvka "nakcoCwmiTKnanH Ipnangis BHECEHHS 3MiH 10 peecTpaLinHMX maTepianis: 6e3 UA/12239/01/01
AKTUB obornoHkoto; no 12 ANH BpuTaHis HanxrapsaH Jlimiteq 3MiHu | Tuny - 3MiHK 3 sikocTi. FoTOBMIA Nikapcbkui peuenma
TabneTtok y bnicrepi; KoHcblomep 3aci6. Onuc Ta cknag. 3miHa abo foaaBaHHSA
no 1 6nictepy B Xenckep (FOK) LTamMnMiB, NOTOBLLEHb abo iHLLIMX MapKyBaHb,
KapTOHHiI kopobui TpengiHr yKro4akoum 3amiHy abo gonaBaHHs dapb ans
Nimiteq MapKyBaHHs1 Nikapcbkoro 3acoby (3miHa wramnis,
noToBLLYEHb abo iHLWMX MapKyBaHb) YTOYHEHHS
dopmynoBaHHS onucy TabneTok B po3ainax
[OCbe 3asiBHUKA.
112 CNIONTO® po34uH Ans BepiHrep HimeuumH BMPOGHMLTBO, NaKyBaHHS, HimeuumHa BHECEHHS 3MiH IO peecTpauiiHix maTepianis: 3a UA/15523/01/01
PECMNIMAT® iHransuin no 2,5 IHrenbxanv a MapKyBaHHs, KOHTPOSb 3MiHuM | TUNY - AOMiHICTPaTUBHI 3MiHW. BunyyeHHs peuenmom
MKrI/2,5 MKr; no 4 mn IHTepHeLHnN SIKOCTi Ta BUMYCK cepili BUPOBHMYOT AinNbHULI (BKIHOYA0UN AiNbHULI Ans
y kapTpugxi (60 m6X nikapcbKoro 3acoby: A®I, npomixHoOro npoaykTy abo rotoBoro

iHransuin); no 1
KapTpUIKy B
KoMnnekTi 3 1
iHransaTopom
Pecnimat® y
KapTOHHiIl kopobuyi

BepiHrep IHrenbxanm
Papma 'm6X i Ko. KT,
HimeyuunHa;
KOHTPOMb SIKOCTi 3a
NMOKa3HMKOM
"MikpobionoriyHa
yuctorta”:

CI'C InctutyT ®peseHiyc

nikapcbkoro 3acoby, AinbHUL Ans NpoBeAeHHS
nakyBaHHs, BUPOOHMKa, BiANOBiAanbLHOro 3a
BWMNYCK Cepil, MicLie MPOBeAEHHS KOHTPOTIO cepii)
abo noctavanbHuKa BUXigHOro mMaTtepiany,
peareHTy abo AONOMIKHOI PEYOBUHM (SIKLLO
3a3HayeHo y A0CbE). BunyyeHHs anbTepHaTUBHOI
KOHTpakTHOi nabopaTopii KOHTPO SIKOCTi 3a
BVKIMIOYEHHsIM TecTy MikpobionorivyHa skicTb
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
'M6X, HimeuyumnHa; "KoBeHc JlabopaTtopic JIta./Covance Laboratories
KOHTPOMb SIKOCTi 3a Ltd." Tak sik 3a3HaveHa nabopaTopis Hapasi He
NOKa3HUKOM 3anyyaeTbecs A0 KOHTponto skocTi J13.
"MikpobionoriyHa 3anuwaeTbecs anbTepHaTMBHaA nabopaTopis
ypuctorta™ KOHTPOMIO SIKOCTi 3@ BUKIMIOYEHHAM TECTY
JTa6op J1C CE & Ko.KT, MikpobionoriyHa sikicTb "Kyacaap M'm6X". 3miHu |
HimeuuuHa; TMNy - 3MiHK 3 AKOCTI. [OTOBWIA NikapCbKuMii 3aciO.
KOHTPOMb SKOCTi 3a 3MiHM y BUPOBHMLUTBI. 3MiHa iMnopTepa/amMiHu, LWwo
BUKIMIOYEHHSIM MOKa3HMKa CTOCYITbCS BUMYCKY Cepii Ta KOHTPOIH SIKOCTI
"MikpobionoriyHa roToBOroO Jlikapcbkoro 3acoby (3amiHa abo
yacTtoTa": [oaaBaHHA OinbHULI, Ha SKi 30IACHIETLCS
Kyaccap m6x, HimeuunHa KOHTponb/BUnpobyBaHHs cepii). MNepeHeceHHs
MiCLe3HaxX0MXXeHHs anbTepHaTMBHOI AiNbHULI ANg
KOHTPOJIO SIKOCTi 3@ BUKIOYEHHSAM TECTY
MikpobionoriyHa sikicTb "Kyacaap M'm6X". 3miHa
MicLl 3HaXOMKEHHs1 0OyMOBIIEHa HasIBHICTIO
BMCOKOSIKICHMX nabopaTopHNX NpUMiLlLeHb,
6inbLoi BUPOGHNYOT NOTYXXHOCTI Ta BinbLu
eeKkTVBHUMY BapiaHTamMn 3a6e3neveHHs
6e3nepepBHOI AianbHOCTI. HoBa AinbHMUA
npowLuna iHCNeKTyBaHHA Ha BiANOBIAHICTb
Bumoram GMP. Bci onepauii 3anvwatotbes 6e3
3MiH, TOMy Hemae HeobXxigHOCTi y TpaHcdepi
aHaniTU4HMX MeToaiB.
113 CNIPUBA®PEC | po3uuH ans BepiHrep HimeuumH BepiHrep IHrenbxanm Himeuumna/ BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/6495/02/01
NIMAT® iHransuin, 2,5 IHrenbxanm a dapma 'm6X i Ko. KT, Icnanis 3MiHuM | TUNY - AQMiHICTpPaTUBHI 3MiHW. BunyuyeHHs peuenmom
MKr/iHransuito; no 4 IHTepHeLHn HimeuuunHa BMPOGHMYOI AinbHUUI (BKMHOYaYM AinbHULI Ans
MmNy kapTpugxi (60 m6X BepiHrep IHrenbxanm A®I, npomixxHoro npoaykty abo rotoBoro

iHransyin); no 1
KapTpuaoxy B
KomMnnekTi 3 1
iHransTopom
Pecnimat® y
KapTOHHiI kopobui

Ecnana, CA, IcnaHisa

nikapcbKoro 3acoby, AinbHULi AN NPOBEeAEHHS
nakyBaHHs1, BUpoOHWKa, BiAnoBigansHoro 3a
BUNYCK Cepil, MicLie NPOBEAEHHS KOHTPOTIO cepii)
abo nocTavanbHKKa BUXIQHOrO marepiany,
peareHTy abo JONOMIXXHOT PEYOBUHM (SIKLLO
3a3HayeHo y A0CbE). BunyyeHHs anbTepHaTUBHOI
KOHTPaKTHOI nabopaTopii KOHTPOMIO AKOCTI 3a
BUKMIOYEHHSIM TecTy MikpobionoriyHa sikicTb
"KoeHc JlabopaTopic JItg./Covance Laboratories
Ltd." Tak sik 3a3HaveHa nabopaTtopis Hapasi He
3any4yaeTbCsi 4O KOHTpOMo sikocTi J13.
3anuwaeTbcst anbTepHaTMBHa nabopaTopist
KOHTPOIIO SIKOCTi 3@ BUKITOYEHHSAM TECTY
Mikpob6ionoriyHa sikicTb "Kyacaap Mm6X". 3minu |
Tuny - 3MiHK 3 sikocCTi. [O0TOBWMI Nikapcbkuii 3acib.
3MiHn y BUpoBHMUTBI. 3MiHa iMnopTepa/3miHu, Lwo
CTOCYIOTbCS BUMYCKY Cepii Ta KOHTPOMO SKOCTi
roTOBOrO fikapcbKkoro 3acoby (3amiHa abo
[oaaBaHHA OinbHUL, Ha SKil 30IACHIETLCS
KOHTpOnb/BUNpobyBaHHs cepii). MNepeHeceHHs
MiCLIe3HaxX0MKEHHS anbTepHaTUBHOI AiNbHULI ANs
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114.

CYMAMEO®

kancynu no 250 wmr;

TOB «TeBa

YkpaiHa

KOHTPOJO SAKOCTi 3@ BMKIMOYEHHSIM TECTY
MikpobionoriyHa sikicTb "Kyacaap M'm6X". 3miHa
Micusi 3Haxo4KeHHs1 06yMOBreHa HasiBHICTIO
BUCOKOSIKICHNX NabopaTopHUX NPUMILLEHb,
6inbLUOi BUPOBHUYOT NOTYXXHOCTI Ta BinbLu
eeKTMBHMMM BapiaHTamu 3abe3neyeHHst
6e3nepepBHOI disnbHOCTI. HoBa ginbHUUS
NPONLLIA iIHCNEKTYBaHHS Ha BiANOBIAHICTb
Bumoram GMP. Bci onepauii 3anvwatotbes 6e3
3MiH, TOMy Hemae HeobXigHOCTi y TpaHcdepi
aHaniTU4HUX MeTogiB.

noceio4yeHHs1

no 6 kancyny
onictepi; no 1
Gnictepy y
KapTOHHiI kopooLi

YkpaiHa»

MJ1IBA XpBaTtcka 4.0.0.

XopgarTis

BHECEHHS 3MiH O peecTpaLiiHux maTepianis:
3MiHuM | TUny - 3MiHK 3 sikocTi. CepTudpikat
BignosigHocTi/E-cepTudikaT BiANoOBIigHOCTI
€Bponeiickkin hapmakonei/MoHorpadii. MogaHHs
HoBoro abo oHoBreHoro cepTudikata
BiANoBigHOCTI abo BUnNy4eHHs ceptudikara
BinoBigHOCTI €Bponeichkin dapmakonei: ons
A®l; onsa BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, O
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
ponomixxHoi pedoBuHm (CE-cepTudpikat
BiQNOBIQHOCTI €Bponewchbki hapmakonei ans
Adl/BuxigHoro matepiany/peareHTy/npoMixXHOro
npoaykTy abo JONOMiXXHOI pe4oBUHM) -
OHoBneHun cepTudikaT Bif BXe 3aTBEPAXKEHOrO
BUpOGHWKa. MNMoagaHHs oHoBneHoro ME-
cepTudcpikaTa BignosigHoCTi €Bponenchkin
capmaxkonei Ne R1-CEP 2000-344 - Rev 03
(3aTBepmxeHo: R1-CEP 2000-344 - Rev 02) ans
Al xenatuHy NITTA GELATIN INDIA LTD. 3miHun
| Tuny - 3miHn 3 skocTi. CepTuddikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBOro abo OHOBMNeHoro ceptudikata
BigNoBigHOCTI abo BUNy4eHHs cepTudikata
BigMNOBigHOCTI €Bponenchkin hapmakonei: ans
A®l; ansa suxigHoro
mMaTepiany/peareHTy/NpOMiXHOIO NPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
AonomixHoi pevoBuHu (ME-cepTudikat
BianoBigHoCTi €Bponenchki hapmakonei ans
Adl/BuxioHoro matepiany/peareHTy/npoMixxHOro
npoaykTy abo JOMOMiXKHOI peqoBUHM) -
OHoBneHW cepTudikar Big BXe 3aTBEPAKEHOrO
BUpOGHWKa. MNMoaaHHs oHoBneHoro MNE-
cepTudikaTta BignoBigHOCTI €BpoONenchbkin
capmakonei Ne R1-CEP 2000-045 - Rev 04

(3aTBepmkeHo: R1-CEP 2000-045 - Rev 03) ansi

3a
peuerimom

UA/2396/03/01
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ADI xxenatuHy PB GELATINS.

115.

TAN3EHHA

kancynu no 1 mr, no
30 kancyn y

nakoHi; 1 dnakoH
Y KapTOHHIN kopobui

MOAV3EP
EMY.CLAL
KOPMOPENMLL
H

CLA

Ekcenna M'v6X & Ko. KI

Himevumna

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3MiHu | Tuny - 3miHn 3 sikocTi. APl CTabinbHicTb.
3MiHa nepioay NOBTOpHMX BUNPOByBaHb/nepioay

36epiraHHst abo ymoB 36epiraHHs AdI (3a
BiICYTHOCTI y 3aTBepKeHOMY 0OChE cepTudpikata
BiANOBIAHOCTI €Bponencokiv hapmakonei, LWo
BKIIOYaE nepios NoBTOPHOIo BUNPoGyBaHHS)
(nepioa noBTOPHOrO BMNPOGyBaHHsA/Nepios
30epiraHHs) - 36inbLeHHs abo BBeaeHHS nepioay
noBTOpHOro BunNpobyBaHHa/nepiody 36epiraHHs Ha
OCHOBI pe3ynbTaTiB 4OCNiOKEHDb Y peanbHoOMy
yaci. 36inbLIeHHs nepioay NOBTOPHOIO
BunpobysaHHa APl Tanazonapiby Tosunaty 3 48

Micsinie go 60 micsuis. 3miHn | Tuny - 3miHK 3

siKocTi. [oToBMI Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbKkoro 3acoby. 3miHa y meTogax

BMNpobyBaHHS rOTOBOrO NikKapCcbKoro 3acoby

(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPoOyBaHHS). BHECEHHSA HEe3HaYHMX 3MiH Y
MeToauMKy BunpobysaHHs BEPX
(BMCOKOEDEKTUBHA piAMHHA XpoMaTorpadis) 3a
nokasHukamu "MNpoayktn posnagy, KinbkicHe
BU3HaYeHHs , laeHTundikauia ", a came : BKNYnUTH
BMHOCKY LLIOZ10 BUKOPUCTAHHSI anbTepHATUBHUX
inNbTPIB ANS NPUroTyBaHHS 3paskiB, SKLLO BOHM
BignoBigHo kBanidikoBaHi. 3miHu | TUNYy -

AOMiHIiCTpaTMBHI 3MiHU. 3MiHa HaMeHyBaHHs1
Ta/abo agpecy MicLA NPOBaMKEHHS AiAnbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeobXigHOCTI, Micue

NpoBeEHHS KOHTPOJO SIKOCTi), abo BNacHuka

macTtep-cavina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro maTepiany/peareHTy/npoMiXXHOro
NpoAyKTy, L0 3aCTOCOBYOTbCS Y BUpoOHULTBI ADI
(AKLLIO 3a3HaYeHo y AOChE Ha nikapcbkui 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
nocbke, abo BMPOOHUKA HOBOI JOMOMIKHOT
PEYOBMHM (SIKLLLO 3a3HAYEHO Y [OCLE).
BHeceHHs1 3amiH o po3gainy 3.2.S.2.1. Bupo6Huikuy,
a came 3MiHa agpecy BMpobHuka AdPI
Tanasonapiby Tosunaty Excella GmbH& Co. KG,
Germany BignosigansHoro 3a manufacture and
testing, 6e3 3miHM Micust BUpOOHULITBA.
3atBepaxeHo: Nurnberger Strasse 12 D 90537
Feucht Germany. 3anponoHosaHo: Nurnberger
Strasse 12 90537 Feucht Germany

3a
peuerimom

UA/18590/01/01

116.

TAN3EHHA

kancynu no 0,25 wr,
no 30 kancyn y

MOAA3EP
ENY.CLIMI.

CLUA

Ekcenna M'v6X & Ko. KI

Himeuunna

BHECEHHS 3MiH [0 peecTpauinHuX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. A®Il. CTabinbHicTb.

3a
peuernmom

UA/18590/01/02
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conakoHi; 1 donakoH
Y KapTOHHIN kopobui

KOPMOPENLU
H

3MiHa nepiogy NOBTOPHMX BUNPOGYyBaHb/nepiogy
36epiraHHa abo ymoB 36epiraHHa ADI (3a
BiICYTHOCTI y 3aTBepO)KeHOMY [OChE cepTudpikata
BignoBigHOCTI €Bponeiickki hapmakonei, Wwo
BKIIOYaE nepios NoBTOPHOIO BUNPoGyBaHHS)
(nepioa noBTOPHOrO BMNPOGyBaHHsA/Nepion
30epiraHHs) - 36inbLueHHs abo BBeageHHS nepioay
noBTOpHOro BuNpobyBaHHs/nepioay 36epiraHHs Ha
OCHOBI pe3ynbTaTiB AOCNIOKEHb Y peansHoOMy
yaci. 36inbLIeHHs nepioagy NOBTOPHOIO
BunpobysaHHa APl Tanazonapiby Tosunaty 3 48
Mmicsinie go 60 micsuis. 3miHn | Tuny - 3miHK 3
siKkocTi. [oToBMIA Nikapcbkuii 3acib. KoHTponb
roTOBOro fikapcbKoro 3acoby. 3miHa y meTogax
BMNpoByBaHHS rOTOBOrO NikapCcbKoro 3acoby
(He3HayHa 3MmiHa y 3aTBEpOKEHMX MeToAax
BUNPoOyBaHHS). BHECEHHSA HEe3HaYHMX 3MiH Y
MeToauMKy BunpobysaHHs BEPX
(BMCOKOEhEKTUBHA piaMHHa XpoMaTorpadisi) 3a
nokasHukamu "MNpoaykTu po3naay, KinbkicHe
BU3HaYeHHs , laeHTundikauia ", a came : BKNYUTH
BMHOCKY LLIOZ10 BUKOPUCTAHHS anbTepHaTUBHUX
iNbTPIB ANS NPUroTyBaHHS 3paskiB, SKLLO BOHM
BignoBigHo kBanidikoBaHi. 3miHu | TUNYy -
AOMiHIiCTpaTMBHI 3MiHW. 3MiHa HaMeHyBaHHs1
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa (BKIOYakoun, 3a HeobXigHOCTI, Micue
NpoBeEHHS KOHTPOJO SIKOCTi), abo BNacHuka
macTtep-cavina Ha A®l, abo noctayanbHuka
Adl/BuxigHoro maTepiany/peareHTy/npoMiXXHOro
NpoAyKTY, L0 3aCTOCOBYOTbCS Y BUpOOHULTBI ADI
(AKLLIO 3a3HaYeHo y AOChE Ha Mikapcbkuii 3acib) 3a
BiACYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoOMy
[ocbke, abo BUPOOHUKA HOBOI JOMOMIKHOT
PEYOBUHM (SIKLLIO 3a3HAYEHO Y AOCHE).
BHeceHHs1 3amiH o po3giny 3.2.S.2.1. BupobHuiky,
a came 3MiHa agpecy BupobHuka Ad|
Tanasonapidy Tosunarty Excella GmbH& Co. KG,
Germany BignosigansHoro 3a manufacture and
testing, 6e3 3miHM Micust BUpOOHULITBA.
3aTtBepaxeHo: Nurnberger Strasse 12 D 90537
Feucht Germany. 3anponoHoBaHo: Nurnberger
Strasse 12 90537 Feucht Germany

117.

TENMNPEC

Tabnetku no 20 mr,
no 14 Tabnetok y
6nictepi; no 2 abo
no 7 Gnictepis y
KapTOHHIN nayui

"KCAHTIC
DAPMA
JIMITEQ"

Kinp

[MNoBHUIA LK
BMPOGHULITBA, BUMYCK
cepil:
JIABOPATOPIOC
JIIKOHCA, C.A, IcnaHisi

IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignosigHocTi/lE-cepTudikaT BiANOBIgHOCTI
€Bponeiicbkint apmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHOBMEHOro cepTudikaTa

3a
peuerimom

UA/15893/01/01
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118,

TENNPEC

TabneTtku no 40 wmr,

"KCAHTIC

KoHTpoOnb sKoCTi:
JIABOPATOPIO
EYEBAPHE, C.A., IcnaHis

Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4noBigHOCTI €Bponencokin dapmakonei: ons
A®l; ansa suxigHoro
MaTepiany/peareHTy/NpoMiKHOro NPOAYKTY, L0
BMKOPUCTOBYOTLCS Y BUpobHUUTBI ADI; ans

€Bponeiickkin hapmakonei) - OHoBNeHWU
cepTudikaT Bif yxke 3aTBepAXEHOro BUPOBHMKa -
nogaHHs OHOBEHOro cepTudikaTa BignoBigHOCTI
€Bponecbkin dapmakonei R1-CEP 2009-077-
Rev 02 ans A®I TenmicapTaH Big Bxe
3aTBepAKeHoro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3aTBepgxeHo:
R1-CEP 2009-077-Rev 01 3anponoHosaHo: R1-
CEP 2009-077-Rev 02. 3miHu | Tvny - 3MiHu 3
siKocTi. [oToBUI Nikapcbkuii 3aci6. 3MiHn y
BMPOBHMUTBI. 3MiHa imnopTepa/amiHu, LWwo
CTOCYHOTBCS BUMYCKY CEepii Ta KOHTPOSHO SAKOCTI
roToOBOroO Jlikapcbkoro 3acoby (3amiHa abo
[oaaBaHHA OinbHULI, Ha SKil 30IMCHI0ETLCS
KOHTpOnb/BUNpobyBaHHS cepii) 3miHa Micus
3HaXOMKEHHS1 BUPOOHNYOT AinbHUL
JIABOPATOPIO EYEBAPHE C.A., IcnaHis
BiANOBIgANbHOI 3@ KOHTPOSb SAKOCTi FOTOBOro
nikapcbkoro 3acoby. 3MiHu | Tuny -
AOMiHICTpaTMBHI 3MiHN. 3MiHa HaNMeHyBaHHs!
Ta/abo agpecy MicLs NPoBamMKEHHS AiSnbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3aco0y, BKMoYa4m dinbHuLi BUNycKy cepii abo
MicLie NpoBEeAEHHS KOHTPOMIO SIKOCTI. (BisiNbHICTb,
3a siKy Bignosigae BUpoGHMK/iMnopTep, He
BKII0HAK04M BUMYCK Cepilt)
3MiHa HalMeHyBaHHs1 BUPOBHUYOI JinbHUL
BiANOBIganbHOI 3@ KOHTPOMb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby 3 JIABOPATOPIO P.®.
EYEBAPHE, AHANICIC, C.A., IcnaHis/
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE, C.A.
, Icnanisi/ LABORATORIO ECHEVARNE S.A,,
Spain.

[OMOMIDKHOI pe4oBUHM (CepTudikaT BignoBigHOCTI

no 14 tTabnetoky
6nicTepi; no 2 abo
no 7 6nictepis y
KapTOHHIN nayui

DAPMA
JUIMITEQ"

Kinp

[MoBHUIA LMK
BMPOOHMLTBA, BUMYCK
cepii:
JTABOPATOPIOC
JIIKOHCA, C.A, IcnaHisi
KoHTponb sikocTi:
JTABOPATOPIO
EYEBAPHE, C.A., IcnaHis

Icnanis

BHECEHHS 3MiH IO peecTpauiiHnx maTepianis:
3miHu | TUny - 3miHm 3 sikocTi. CepTudpikat
BignoBigHocTi/E-cepTudikat BianoBigHOCTI

€Bponewckkin papmakonei/MoHorpadii. NMogaHHs

HoBoro abo oHoBMeHoro cepTugikata

BigNoBigHOCTI abo BUNyYeHHs1 cepTudikata

BiNOBIgHOCTI €Bponenchkin dapmakonei: ons

ADI; ans BuxigHoro

Matepiany/peareHTy/npoMiKHOTO NPoayKTY, Lo

3a
peuerimom

UA/15893/01/02
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119,

BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBUHN (CepTudikaT BiANOBIAHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWU
cepTugikart Big yke 3aTBepaKEHOro BUpoBOHMKa -
NnoAaHHs OHOBNEHOro cepTudikaTa BiANOBIAHOCTI
€Bponecbkin dapmakonei R1-CEP 2009-077-
Rev 02 ana A®I TenmicapTaH Big BXe
3aTBepakeHoro BupobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3aTtBepgxeHo:
R1-CEP 2009-077-Rev 01 3anponoHoBaHo: R1-
CEP 2009-077-Rev 02. 3minu | Tvny - 3miHu 3
siKocTi. [oToBUI Nikapcbkuii 3aci6. 3MiHn y
BUPOGHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYIOTbCH BUMYCKY Cepii Ta KOHTPOIO AKOCTi
roToBOro Jlikapcbkoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULI, Ha SKIA 30INCHIOETLCS
KOHTpOmb/BUNPOOyBaHHSA cepii) 3MiHa MicLA
3HaXOMKEHHS1 BUPOOHNYOT AinbHUL
JIABOPATOPIO EYEBAPHE C.A., IcnaHis
BiZNOBIgAnNbHOI 3@ KOHTPOMb SIKOCTi FOTOBOTO
nikapcbkoro 3acoby. 3miHu | Tuny -
ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecy MicLA NPOBaMKEHHS AiSNbHOCTI
BMPOGHMKa/imnopTepa roToBoro nikapcbKoro
3aco0y, BKMoYa4m dinbHuLi BUnycky cepii abo
MicLle NpOBeAEHHS KOHTPOO SKOCTI. (QisNbHICTb,
3a siKy Bignosigae BUPoGHWK/iMnopTep, He
BKIH0MAKOUM BUMNYCK CEPilt)
3MiHa HalMeHyBaHHs BUPOBHUYOT AinbHUL
BiANOBIganbHOI 3@ KOHTPOMb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby 3 IABOPATOPIO OP.®.
EYEBAPHE, AHATICIC, C.A., IcnaHis/
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE, C.A.
, lcnanis/ LABORATORIO ECHEVARNE S A,

Spain.

TENNPEC

Tabnetku no 80 wmr,
no 14 tabnetok y
6nicTepi; no 2 abo
no 7 Gnictepis y
KapTOHHIN nayui

"KCAHTIC
PAPMA
JUIMITEQ"

Kinp

[MNoBHUIN LWKN
BMPOGHMLITBA, BUMYCK
cepii:
JNTABOPATOPIOC
NNIKOHCA, C.A., Icnanis
KoHTponb sikocTi:
NTABOPATOPIO

EYEBAPHE, C.A., IcnaHis

IcnaHia

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3miHu | TMny - 3minm 3 AkocTi. CepTudikat
BignoBigHocTi/'E-cepTudikat BianoBigHOCTI
€Bponevicbkint apmakonei/MmoHorpadii. MogaHHs
HoBOro abo OHOBMNEHOro cepTudikaTa
BigNoBigHOCTI abo BUNy4eHHs1 cepTudikata
BiQMNOBIAHOCTI E€Bponenckkin hapmakonei: ans
A®l; ansa suxigHoro
maTepiany/peareHTy/NpoMiKHOro NPOAYKTY, Lo
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADl; ansi
[OOMOMDKHOT peyoBUHU (cepTudikaT BigNoBiAHOCTI
€Bponevicbkint apmakonei) - OHOBMNEHWI
cepTudikaT Bif yke 3aTBEpAKEHOro BUpOBHUKA -

3a
peuenmom

UA/15893/01/03
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nogaHHs OHOBIEHOro cepTudikaTta BignoBigHOCTI
€sponelicbkin hapmakonei R1-CEP 2009-077-
Rev 02 ana A®I TenmicapTaH Big BXe
3aTBepAKeHoro BMpobHuka Zhejiang Huahai
Pharmaceutical Co., Ltd., China 3aTtBepgxeHo:
R1-CEP 2009-077-Rev 01 3anponoHoBaHo: R1-
CEP 2009-077-Rev 02. 3miHu | Tuny - 3MiHu 3
AkocTi. FoToBUIA Nikapcbkuit 3aci6. 3MiHK y
BUPOOBHMLTBI. 3MiHa iMnopTepa/amiHu, Lo
CTOCYTbCS BUMYCKY Cepii Ta KOHTPOMIO SIKOCTi
roTOBOrO fikapcbKoro 3acoby (3amiHa abo
[oAaBaHHS AiNbHULI, Ha SKIA 30INCHIOETLCS
KOHTpOnb/BUNpoByBaHHS cepii) 3miHa Micus
3HAXOMKEHHS1 BUPOOHNYOT AinbHULI
JIABOPATOPIO EYEBAPHE C.A., IcnaHis
BiANOBIgANbHOI 3@ KOHTPOSb SAKOCTi FOTOBOro
nikapcbkoro 3acoby. 3minu | Tuny -
ApnMiHicTpaTuBHI 3MiHW. 3MiHa HaliMeHyBaHHS
Ta/abo agpecu micusa NpoBayKEHHS OisANbHOCTI
BMPOGHMKa/imnopTepa rotoBoro nikapcbKoro
3aco0by, BKYaum ginbHULi BUNycky cepii abo
MicLie NpoBefeHHS1 KOHTPOJIO SKOCTI. (QisANbHICTD,
3a 5Ky BiAgnoBigae BUPOOHWMK/iMnopTep, He
BKIH0MAKOUN BUMNYCK CEPilt)
3MiHa HalMeHyBaHHs1 BUPOBHUYOI JinbHUL
BiZNOBIgANbHOI 3@ KOHTPONb SIKOCTi FOTOBOIO
nikapcbkoro 3acoby 3 IABOPATOPIO OP.®.
EYEBAPHE, AHATICIC, C.A., IcnaHis/
LABORATORIO DR. F. ECHEVARNE, ANALISIS,
S.A., Spain Ha JIABOPATOPIO EYEBAPHE, C.A.
, Icnanis/ LABORATORIO ECHEVARNE S A,
Spain.

120.

TIKONIH®

TabneTku, BKpUTI
NniBKOBOO
obonoHkoto, no 500
Mr; no 7 TabneTok y
6nicTepi; no 4
onictepn y nayui 3
KapToHy; no 10
TabneTok y 6nictepi;
no 3 Gnictepuy
naJui 3 KapToHy

TOB HB®
«MIKPOXIM»

YkpaiHa

TOB HB® "MIKPOXIM"

YkpaiHa

BHECEHHS 3MiH [0 peecTpaLinHuX maTepianis:
3MiHu | Tuny - 3MiHK 3 sikocTi. FOTOBMIA Nikapcbkui
3acib. Cuctema KoHTelHep/3aKynoptoBanbHUn
3aci6. 3miHa po3mipy ynakoBKM FrOTOBOrO
nikapcbkoro 3acoby (3MiHa KinbKoCTi oguHULIb
(ranpwvknag TabneTok, amnyn TOLO) B yNaKkoBLi:) -
3MiHa nosa Aiana3oHoM 3aTBEpOXKEHMX PO3MipiB
ynakoBku. [loaaetbcst 4O0AATKOBWIA BU YNAKOBKM:
no 10 TabneTtok y 6nictepi, no 3 6rictepu y nayui
3 KapTOHY 3 BiANOBIAHUMW 3MiHaMW A0 PO3Ainy
“Ynakoska” MKA J13, 6e3 3MiHV nepBUHHOIO
nakyBanbHOro Matepiany.

3a
peuerimom

UA/17695/02/01

121,

TOPMINEKC

Tabnetku no 0,25
mr, no 10 TabneTok
y 6nicTepi, no 3
Gnictepu B
KapTOHHIN ynakoBLi

ToppeHT
dapmacbioTika
nc Nnra.

IHAis

ToppeHT PapmachbloTikanc
N

IHaisa

BHECEHHS 3MiH [0 peecTpaLinHMX maTepianis:
3MiHu | TUny - 3MiHK Woao 6e3neku/edekTUBHOCTI
Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHeHUX JaHnX npo cucTtemy
dapmakoHarnsigy (BBeAeHHs y3ararnbHEeHUX AaHWX

3a
peuerimom

UA/14076/01/01
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

npo cucteMy chapmakoHarnsgy, amiHa
ynoBHoBaxeHoi ocobu, BianosiganbHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
(bapmakoHarnagy 3asiBHUKa ANg 30iNCHEHHSA
tapmakoHarnsay B YKpaiHi, KO BOHA BiAMiHHA
Bif YNOBHOBa)XeHOI 0cobu, BianoBiganbHoi 3a
3piicHeHHs hapmakoHarnagy (BKrrovarym
KOHTaKTHi AaHi) Ta/abo 3MiHM y PO3MiLLEeHHI
mMacTep-daiina cuctemu papmakoHarnsgy). 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsa B YKpaiHi.

[itoya pegakuis: Mr. Jigar Jaswantsinh Jadeja.
MponoHoBaHa pegakuisi: Onyshchuk Liudmyla
Valeriivna. 3miHa KOHTAKTHWUX OAHWUX KOHTAKTHOI
ocobu 3asBHMKA, BianoBiganbHoI 3a
chapmakoHarnag B YKpaiHi.

122.

TPUBEPAM®
10 MI/5 Mr/5
Mr

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 10
mr/5 mr/5 mr; no 30
TabneTok y
KOHTENHepi onsa
Tabnetok; no 1 abo
no 3 KOHTENHEPU
ans Tabnetok y
KopobLi 3 KapTOHY

ne
NABOPATYA
P CEPB'€

DdpaHuis

BMPOBHMLTBO, KOHTPOIb
AKOCTi, NaKyBaHHS, BUMYCK

cepil:
JlabopaTopii Cepg'e
IHgacTpi, PpaHuis

nakyBaHHs, BUMYCK cepil:

Ceps'e (Ipnangis)

IngacTpic JlTa, Ipnangisa

DpaHuis/
Ipnangis

BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis:
3Mminn | TMny - 3MiHK Wopgo 6e3nekn/edekTUBHOCTI
Ta phapmakoHarnsay. BeegeHHs abo 3miHv oo
y3aranbHEeHNX AaHNX Npo CUCTEMY
capmakoHarnsgy (BBefAeHHs y3aranbHEeHUX AaHnx
npo cucteMmy dapmMakoHarnsgy, amiHa
yMoBHOBaXeHoi ocobw, BignosigansHoi 3a
3[iNCHeHHs hapMakoHarnsay; KOHTakTHOi ocobu 3
hbapmakoHarnsgy 3asBHUKa ANs 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLo BoHa BiAMiHHA
Bi ynoBHOBaXeHOi ocobu, BignoBigansHoi 3a
3[iCHeHHs hapmakoHarnagy (BKroya4m
KOHTaKTHi AaHi) Ta/abo 3MiHW y pO3MiLLIeHHi
macTep-darina cuctemu capmakoHarnagy) 3miHa
KOHTaKTHOI 0cO0M 3asiBHUKa, BianoBiaansHoi 3a
dapmakoHarnsag B YkpaiHi.

[itoya pepakuisi: PokyHb OkcaHa HOpiiBHa.
[MponoHoBaHa pepakuis: Nywnexko Jiogmuna
BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnag B YKpaiHi.

3a
peuenmom

UA/15517/01/01

123,

TPUBEPAM®
20 Mr/1omr/10
Mr

TabneTkn, BKpUTI
NNiBKOBOO
o6onoHkoto, no 20
mr/10 mr/10 mr, no
30 TabneTtok y
KOHTelrHepi Ans
Tabnetok; no 1 abo
no 3 KOHTenHepwn
ans TabneTok y
KopobLi 3 KapTOHY

ne
JNIABOPATYA
P CEPB'E€

PpaHuis

BMPOBHMLTBO, KOHTPONb
SIKOCTIi, NaKyBaHHsi, BUNYCK

cepii:
JlabopaTopii Ceps'e
IHaacTpi, ®paHuisa

nakyBaHHs1, BUMYCK cepii:

Ceps'e (Ipnangis)

IHgacTpic 174, lpnaHais

PpaHuis/
Ipnangis

BHECEHHS 3MiH 10 peecTpauiiHnx maTepianis:
3miHu | TMny - 3miHn Wwoao 6e3nekn/edPekTUBHOCTI
Ta chapmakoHarnsay. BeegeHHst abo 3aMiHu go
y3ararnbHeHUX AaHux Npo CUcCTemy
dapmakoHarnsiay (BBeAeHHs y3aranbHEeHUX AaHWX
npo cucteMy chapMakoHarnsay, aMiHa
yMOBHOBaXeHOoi ocobu, BignosigansHoi 3a
3[iCHEHHsI hapMakoHarnsay; KOHTakTHOI ocobu 3
bapmakoHarnsgy 3asBHUKa Ans 30iNCHEHHS
cbapmakoHarnsgy B YKpaiHi, AKLWo BoHa BiaAMiHHA
Bi yNnoBHOBaXeHOT ocobu, BignoBigansHoi 3a
3[iCHEHHs1 hapmMakoHarnagy (BKYayu

3a
peuenmom

UA/15517/01/02
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-anna cuctemu dpapmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
capmakoHarnsg B YkpaiHi.
Hitoua pepakuis: PokyHb OkcaHa HOpiiBHa.
[NponoHoBaHa pepakuis: JlywneHko Jltogmuna
BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX KOHTAKTHOI
ocobu 3asiBHMKa, BigMNOBiAANbHOI 3a
dapmakoHarnag B YkpaiHi.
124, TPUBEPAM® TabneTkn, BKpUTI Jie PdpaHuis BUPOBHMLTBO, KOHTPOSIb DdpaHuis/ BHECEHHS 3MiH 0 peecTpaLinHMX maTepianis: 3a UA/15515/01/01
20 Mr/1omr/s NMiBKOBOO JIABOPATYA AKOCTI, NaKyBaHHs, BUMYCK Ipnanis 3minu | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI peuernmom
Mmr o6onoHkoto, no 10 P CEPB'E€ cepii: Ta hapmakoHarnsay. BeegeHHs abo 3miHv oo
mr/5 mr/5 mr; no 30 JTabopaTopii Ceps'e y3aranbHeHUX J4aHnX Npo cucTemy
TabneTok y IHgacTpi, PpaHuisa apmakoHarnsaay (BBeAeHHS y3aranbHEeHNX AaHNX
KOHTENHepi onsa nakyBaHHs, BUMYCK cepil: npo cuctemy apmakoHarnsgy, amiHa
Tabnetok; no 1 abo Ceps'e (IpnaHgis) YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
no 3 KOHTenHepu IHgacTpic Jita, Ipnangis 3[iNCHEeHHs hapmakoHarnagy; KOHTakTHOi ocobu 3
ans Tabnetok y dapmakoHarnsay 3asiBHUKa Ans 30iNCHEeHHS
KopobLUi 3 KapTOHY bapmakoHarnagy B YkpaiHi, KO0 BOHa BigMiHHa
Bif, YNOBHOBaXeHOI 0cobu, BiANOBiAanbHoi 3a
3piicHeHHs hapmakoHarnagy (BKrrovarum
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
macTtep-darnna cuctemu dapmakoHarnagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansHoi 3a
hbapmakoHarnsg B YKpaiHi.
Hitouwa pepakuis: PokyHb OkcaHa HOpiiBHa.
[MponoHoBaHa pepakuis: NywneHko Jiogmuna
BopuciBHa. 3MiHa KOHTaKTHUX JaHUX KOHTaKTHOT
ocobu 3asBHMKA, BiANOBIAanNbHOI 3a
dapMakoHarnag B YKpaiHi.
125 TPUBEPAM® TabneTkun, BKpUTI ne PpaHuis BMPOBHMLITBO, KOHTPOIb PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/15516/01/01
20 Mr/5 Mr/5 NniBKOBOO JIABOPATYA AKOCTI, NaKyBaHHs, BUMYCK IpnaHais 3minu | Tvny - 3miln wopo 6esnekv/edekTMBHOCTI peuernmom
Mr obornoHkoto, no 20 P CEPB'E€ cepil: Ta cpapmakoHarnsgy. BeegeHHs abo 3miHu oo

mr/5 mr/5 mr; no 30
Tabnetok y
KOHTerHepi Ans
Tabnetok; no 1 abo
no 3 KOHTenHepu
Ans TabneTok y
KopobLUi 3 KapToHY

TNa6opaTopii Ceps'e

IHgacTpi, ®paHuisa

nakyBaHHs1, BUMYCK cepii:

Ceps'e (Ipnangis)

IHgacTpic N1a, lpnaHgis

y3aranbHeHVX JaHnX Npo cuctemy
bapmakoHarnsgy (BBe4eHHS y3aranbHEHUX AaHNX
npo cucteMy chapMakoHarnsay, aMmiHa
yMNoBHOBaXeHOoI ocobu, BignosigansHoi 3a
3[iicHeHHs hapMakoHarnagy; KOHTaKTHOi ocobu 3
hbapmakoHarnsgy 3asiBHUKa Ans 34inCHeHHS
bapmakoHarnsgy B YKpaiHi, Ko BoHa BigMiHHa
Bif, YNOBHOBaXXeHOI 0cobu, BiANoBiganbHoi 3a
3[iCHeHHs1 hapmakoHarnagy (BKYaym
KOHTaKTHi faHi) Ta/abo 3MiHW y pO3MiLLeHHi
mMacTep-anina cuctemu papmakoHarnsagy) 3miHa
KOHTaKTHOI 0co0M 3asiBHUKa, BianoBiaansbHoi 3a
bapmakoHarnsg B YKpaiHi.
[Litouwa pepakuis: PokyHb OkcaHa HOpiiBHa.
[MponoHoBaHa peaakuis: JlywneHko Jliogmuna
BopuciBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI




70 [TponoBkeHHs qogaTka 3
Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
ocobu 3asBHMKA, BiANOBiAanbLHOI 3a
dapmakoHarnsg B YKpaiHi.
126 TPUBEPAM® TabneTkn, BKpUTI Jie PdpaHuis BUPOBHMLTBO, KOHTPOSIb PdpaHuis/ BHECEHHS 3MiH O peecTpaLiHMX maTepianis: 3a UA/15516/01/02
40 Mr/1o0Mr/10 NniBKOBOO JIABOPATYA AKOCTI, NaKyBaHHS, BUMYCK IpnaHais 3MinHu | TUny - 3miHK Wopo 6esnekn/edeKTUBHOCTI peuernmom
Mmr oboroHkoto, no 40 P CEPB'E€ cepii: Ta chapmakoHarnsgy. BeegeHHst abo 3MiHu go
mr/10 mr/10 mr, no JTabopaTopii Ceps'e y3aranbHeHUX J4aHnX Npo cucTemy
30 TabneTok y IHgacTpi, PpaHuis hapmakoHarnsay (BBeAeHHS y3aranbHEHNX AaHNX
KOHTeVHepi Ans nakyBaHHs, BUNYCK cepii: npo cuctemMy chapmakoHarnsgy, amiHa
Tabnetok; no 1 abo Ceps'e (IpnaHgis) YNOBHOBaXeHOT 0cobMu, BignosigansHoi 3a
no 3 KOHTeNHepwn IngacTpic JlTa, Ipnaxgisa 3[iicHeHHs hapMakoHarnagy; KOHTaKTHOI ocobu 3
ans TabneTok y bapmakoHarnsgy 3asiBHUKa Ans 30inCHEHHSA
KopobLUi 3 KapTOHY bapmakoHarnagy B YkpaiHi, AKWo BOHa BigMiHHA
Bif YyNOBHOBa)eHOI ocobu, BianoBiganbHoi 3a
3[iNCHeHHs dhapmakoHarnagy (BKoYaym
KOHTaKTHI AaHi) Ta/abo 3MiHM y po3MiLLeHHi
mMacTep-daiina cuctemu papmakoHarnsgy) 3miHa
KOHTaKTHOI 0COOM 3asiBHUKA, Bi4noBiganbHoi 3a
tbapmakoHarnag B YkpaiHi.
Litoua pegakuis: PokyHb OkcaHa HOpiiBHa.
[MponoHoBaHa pegakuisi: JlywneHko Jliogmuna
BopwuciBHa. 3MiHa KOHTaKTHUX AaHUX KOHTaKTHOI
ocobu 3asBHMKA, BiANoBiganbHoOI 3a
dapmakoHarnsa B YKpaiHi.
127 TPIO®OPTE® Kancynu no 6 MPAT YkpaiHa MPAT "®ITOPAPM" YkpaiHa BHECEHHS! 3MiH 10 peecTpauiiHuX MaTepianis: 6es UA/2317/02/01
kancyn y 6nicrepi; "OITOPAPM" 3MiHn | TUny - 3MiHK Wopo 6esnekn/edekTUBHOCTI peuernma

no 1 abo 2 6nictepn
B Mayuj 3 KapToHy

Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta iHCTPYKUiT A4nS Mean4Horo
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCToCyBaHHS
nikapcbKoro 3acoby B nicrnsipeecTpauiiiui nepiog,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIXKEHb,
npoBeAeHnX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocnimpkenb (PIP) (3miHy y3rogxeHo 3
KOMMETEHTHUM YNOBHOBAXXEHUM OpPraHoMm).
3MiHu BHeceHo Ao IHCTpyKLii Ans MeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby o posginis
"B3aemogis 3 iHWKMU nikapcbkuMn 3acobamu Ta
iHWi B1AM B3aemogin", "OcobnmeocTi
3acTocyBaHHA" Woao 6e3nekn 3acTocyBaHHS
[itoumx peyoBMH BigMNOBIOHO OO pekoMeHaaLin
PRAC. MNpepactaBneHi 3amiHu B iHopmaLii 3
6e3neku LWoao BHECEHHSI 3MiH Ta AOMOBHEHb Ha
niacrasi pekomeHaauii PRAC y posginax
IHCTPYKUIT ANS MeANYHOro 3aCTOCYBaHHS
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi B1Am B3aemogain" ta " OcobnmBOCTI
3acTocyBaHHs", MOXYTb BYyTW pekoMeHaoBaHiI 0
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep

n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o

n 3acoby ynakoeka) noceio4yeHHs1

3aTBEPAKEHHSA Ta BHECEHHS B iHCTPYKLtO ANs
MeAMYHOro 3aCTOCYBaHHS NikapCcbKoro 3acoby.

128, TPIYMEK™ TabneTkn, BKpUTI BiiB Xenckep Benvka Bupo6Humk Benwka BHECEHHS 3MiH [0 peecTpauiiHux maTtepianis: 3a UA/14812/01/01
NniBKOBOO IOK Jlimiteq Bputanis Hepo3dacosaHoro BpuTanis/ 3MiHM | TUNY - AgMiHICTPaTUBHI 3MiHW. BunyyerHs peuernmom
o6GonoHkoto, no 50 nNpoayKTy: Icnanis/ BMPOGHMYOT AinbHUUI (BKMHOYAKYM AinbHULI Ans
mr/600 mr/300 mr; no "nakco OnepenwHc FOK Monbla A®I, npomixHoro npoaykTy abo rotoBoro
30 TabneTok y Nimiten, Benuka bpuranis nikapcbkoro 3acoby, AinbHULUI ANt NPOBEAEHHS
nakoHi; no 1 lMepBrHHa Ta BTOPUHHA nakyBaHHs1, BUpoOHuKa, BiAnoBigansHoro 3a
c¢nakoHy B ynakoBka, [03BiN Ha BUMYCK CepilA, MicLle NpoBeaeHHS KOHTPOSIO cepii)

KapTOHHiI kopooLi BUNYCK cepii: abo nocTavarnbHuKa BUXiOHOTrO MaTepiany,
nakco Bennkom C.A,, peareHTy abo ONOMiIKHOI Pe4OBUHN (SIKLLO
IcnaHia 3a3HayveHo y focbe). BunyyeHHs BupobHuka
Bupo6Humk Thermo Fisher Scientific Cork Limited ansa
Hepo3dacoBaHoro npomixHoro npoaykty 26U90 ta Ad| abakasipy
NPOAYKTY, KOHTPOMb cynbary, OCKifbk BUPOOHWK BinbLue He
AKOCTi, NEepBMHHA Ta BMKOPUCTOBYETLCS Ta HE MNaHyeTbCs A0
BTOPVHHA ynakoBKa, NoAanbLIOro BUKOPUCTAHHS y SIKOCTI
[03BiN Ha BUNYCK cepii: nocravanbHWKa AaHNX Pe4OBMH. 3anumLiaoTbes
makcoCmiTKnsanH anbTepHaTUBHI OinbHULI ANs BUpoBHULTBA
dapmackiotmkans C.A., npomixHoro npogykty 26U90 (Piramal Pharma
Monblwa Limited, India / Divi's Laboratories Limited, India /
Glaxo Operations Uk Limited, United Kingdom) Ta
anbTepHaTVBHI BUpobHMkn APl abakasipy
cynbgaty (Piramal Pharma Limited, India / Glaxo
Operations Uk Limited, United Kingdom). 3miHu |
TMNy - AGMiIHICTPaTUBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBafXXeHHs AisnbHOCTi BUPOBHWMKa (BKoyaoun,
3a HeobOXiAHOCTI, MicLie NPOBEAEHHSA KOHTPOMO
sIKoCTi), abo BnacHuka mactep-danna Ha AdI, abo
noctavanbHuka A®l/BuxigHoro
marepiany/peareHTy/NpOMDKHOIO MPOAYKTY, LLO
3acTOCOBYOTbCS Y BUpoOHUUTBI ADI (sIKLwo
3a3Ha4YeHo y JOCbE Ha fnikapcbkuii 3acib) 3a
BiZICYTHOCTi cepTudikaTa BignoBigHOCTI
€Bponelicbkiii hapmakonei y 3aTBepaXeHoMy
pocbe, abo BUpoOHMKa HOBOT AOMOMIKHOT
PEYOBUMHM (SIKLLIO 3a3HaYeHO Y A0CbE). 3MiHa
Ha3BMW BUPOOHMYOT AinbHuLi Al abakasipy
cynbdary Ta npoMixHoi cuposuHu 26U90. Agpeca
3anvaeTbCs He 3MiHEHO. 3aTBepaXKeHO:
Piramal Enterprises Limited, India
3anponoHoBaHo: Piramal Pharma Limited, India
129.| YTPOXECTAH kancynu no 200 wr, BeseH Benbrisa BMPOGHMLTBO PpaHuis/ BHECEHHS 3MiH IO peecTpauiiHnx maTepianis: 3a UA/2651/01/01
® no 7 kancyny Xenckea CA Hepo3dacosaHoi Icnanis 3MiHu | TUNy - AgMiHICTpaTUBHI 3MiHW. 3MiHa peuenmom
6nicTepi, no 2 npoayKuii: HalMeHyBaHHs Ta/abo agpecu 3asiBHUKA
Gnictepu B Hekct®apma lNnoepmens, (BnNacHuka peecTpauinHoro noceigveHHst). 3miHa
KapTOHHiIl kopobui ®paHuia appecu 3asiBHUKa 6e3 3miHu BrnacHuka
BMPOGHMUTBO PeecTpauiiHoro nocsigvyeHHs. TepMiH BBEAEHHsI
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
Hepo3adacoBaHol 3MiH NpOTSArom 6 MicsLiB Nicnsi 3aTBEPOKEHHS.
npoaykuii, NnepBuHHa Ta 3Minn | TUNY - AgMiHICTpaTUBHI 3MiHW. 3MiHa
BTOPWHHA YNaKoBKa, HaliMeHyBaHHA Ta/abo agpecyu micus
KOHTPOSb SKOCTi, [O3BIN NPOBaXXeHHs OisNbHOCTI BUpobHMKa/imnopTepa
Ha BUMNYCK cepil: roTOBOrO NMikapCbKOro 3acoby, BKMOYao4m
Cingea ®apma, CJl1, [inbHUL BUNYCKy cepii abo micLie npoBeaeHHs
IcnaHia KOHTPOIIO SKOCTI. (QisNbHICTb, 3a Ky Bignosigae
BMPOBHWMK/IMNOpTEP, He BKIOYAKOUM BUMYCK Cepilt).
3MiHa Ha3BM BUpPobHMKa Hepo3dacoBaHOT
npoaykuii Kancyxxgens Mnoepmens, PpaHuis.
dPakTn4He MicLe BUpOOHMLTBA Ta BCi BUPOOHWMI
onepauii 3anuwatTbcs 6e3 3MiH. Agpeca
3anuwaeTbes 6e3 3miH.
130/ YTPOXECTAH kancynu no 100 mr; BeseH Benbrisa BMPOBHMLTBO PpaHuis/ BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: 3a UA/2651/01/02
® no 15 kancyny Xenckea CA Hepo3dgacoBaHoI IcnaHia 3MiHu | TUny - AgMiHiCTpaTUBHI 3MiHW. 3MiHa peuenmom
6nictepi, no 2 npoaykuii: HaliMeHyBaHHs Ta/abo agpecu 3asaBHUKA
6nictepu B Hekct®apma lNnoepmens, (BNacHuka peecTpauinHoro noceigYeHHs). 3miHa
KapTOHHiI kopoOLi ®paHuin agpecwu 3asiBHMKa 6e3 3MiHM BnacHuka
BUPOBHMLUTBO PeecTpauiiHoro noceigyeHHs.
Hepo3dacoBaHoi 3MiHN BHECEHI B iHCTPYKLiO ANS MEANYHOro
npoAykuii, nepenHHa Ta 3acTocyBaHHs nikapcbkoro 3acoby y po3gain
BTOPMHHA yNakoBKa, "Micue3HaxooKeHHs 3asiBHUKa Ta/abo
KOHTPOIb SKOCTi, 4O3BIN npeAcTaBHVKa 3asiBHUKA" 3 BiANOBIAHMMN 3MiHAMMN
Ha BUMYCK cepii: B TEKCTi MapKyBaHHS1 yNakoBOK. TepMiH BBEAEHHS
CiHgea ®apwma, CJ, 3MiH NpoTSArom 6 MicsiLiB Nicnst 3aTBEPOXKEHHS.
Icnanis 3Minn | TUNY - AgmiHicTpaTuBHI 3MiHW. 3MiHa
HalMeHyBaHHs Ta/abo agpecu Micus
npoBafXeHHs AisinbHOCTI BUpoGHMKa/imnopTepa
roTOBOro MikapcbKoro 3acoby, BKIYaym
AinbHWL BUNYycKy cepii abo micue npoBeaeHHs
KOHTPOIMIO SIKOCTI. (AisiNbHICTb, 3a Ky Bignosinae
BMPOBHWK/IMNOPTEP, HE BKIOYaK04M BUMYCK CEPil).
3MiHa Ha3BM BUpOOHMKa Hepo3dacoBaHol
npoaykuii Kancyxxgens MNnoepmens, $paHuis.
dPakTnyHe MicLe BUpOOHMLTBA Ta BCi BUPOOHMMI
onepadii 3anuwatoTbea 6e3 amiH. Agpeca
3anuwaeTbes 6e3 3miH.
131.| ®API BEPOE cnpen Ans poToBoi CninbHe YkpaiHa CninbHe ykpaiHCbKo- YkpaiHa BHECEHHS 3MiH IO peecTpauiiHiX maTepianis: bes UA/16539/01/01
NOPOXHWHK 1,5 YKpaiHCbKO- icnaHcbKe NignpUeEMCTBO 3MiHu | TUnYy - 3MiHK 3 sKkocTi. FoTOBMIA NikapCbkui peuenma
mr/mn; no 30 mny icnaHcbke "Cnepko YkpaiHa" 3aci6. CtabinbHicTb. 3miHa y TepMiHax
KOHTEVHepi 3 nianpYeEMCTBO (MoBHMI LWKN npuaaTHocTi abo ymoBax 36epiraHHs rotoBoro
KpULLIKOIO B "CIMEPKO BMPOGHULTBA, BUMYCK nikapcbkoro 3acoby (36inbLIeHHs TEpMiHY
KOMMNNeKTi 3 YKPAIHA" cepii; KOHTPOb SKOCTI) npuaaTHOCTI rOTOBOIO fMikapcbkoro 3acoby) - Ans

NPUCTPOEM Ansi
PO3NUIOBaHHS Y
navuj

TOProBOi YNakoBKM (MiATBEPOKYETHCA AaHUMM
peanbHOro yacy) 36inbLUeHHs TepMiHYy
NpUAATHOCTI FOTOBOrO fiKapCbKoro 3acoby Ha
OCHOBI MO3UTUBHYVX pe3ynbTaTiB JOBrOCTPOKOBKX
JocrnimkeHb cTabinbHOCTI y peanbHOMY Yaci:
3aTBepaxeHo: TepMiH NpuMAaTHOCTI. 2 poku
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
3anponoHoBaHo: TepMiH npuaaTHOCTI. 3 poku
BBegeHHs 3miH NnpoTArom 6-Tv MicsuiB nicnsi
3aTBEPAKEHHS.
132 ®PE3AM® Kancynu Teepgi no TOB "TeBa Ykpaina BankaHdapma-[ynHuus Bonrapis BHeceHHs 3MiH 40 peecTpauiiHnx maTtepianis: 3a UA/3371/01/01
10 kancyn y Ykpaina" AT 3MiHn | TMny - 3MiHn 3 sKkocTi. CepTudikar peuernmom
6nicTepi; no 2 abo 6 BignosigHocTi/FE-cepTudikaT BiANOBIgHOCTI
6nictepiB y €sponewicbkin bapmakonei/moHorpadii. NMogaHHA
KapTOHHiN Kopobui HoBoro abo oHOBMeHoro cepTudikaTa
Bi4NOBIigHOCTI abo BUNy4YeHHs cepTudikara
Bi4NOBIgHOCTI €Bponeinchkin dhapmakonei: ons
A®Il; onsa BuxigHoro
maTepiany/peareHTy/NnpoMiKHOrO MPOAYKTY, L0
BUKOPUCTOBYIOTLCS Yy BUPOOHMUTBI ADI; ans
AOMOMDKHOT pe4oBMHM (CepTudikaT BigNOBIAHOCTI
€Bponeiickkin hapmakonei) - OHoBNeHWUi
cepTuddikart Bif y)Ke 3aTBEpAKEHOrO BUPOBHMKA.
MopaHHsa oHoBneHoro CepTudikaTty BiANOBIQHOCTI
€sponevicbkin dapmakonei CEP Ne R1-CEP 2004-
083-Rev 06 (3aTBepaxeHo: R1-CEP 2004-083-
Rev 05) ana A®I MNipaueTtamy Bia 3aTBEpHKEHOIO
Bupo6Huka APl Northeast Pharmaceutical Group
Company, Limited, China.
3miHu | Tvny - 3minn 3 AkocTi. CepTudikat
BignosigHocTi/ME-cepTudikaT BiANOBIAHOCTI
€Bponelicbkiii hapmakonei/MmoHorpadii. 3miHu,
noB'si3aHi 3 HeOOXiAHICTIO NPUBEAEHHS Y
BiANOBIAHICTb A0 MoHorpadii APY abo
€Bponelicbkoi hapmakonei, abo iHwoi
HauioHanbHoi hapmakonei gepxasu €C (3miHa y
cneuudikauisix, noB's3aHa 3i amiHamu B 1Y, abo
€Bponelicbkint hapmakonei, abo iHwWin
HauioHanbHi dapmakonei gepxasn €C)
npvBeaeHHs cneumdikauii API Mipauetamy y
BiANOBIAHICTb A0 BUMOr MoHorpadii Ph.Eur.
«Piracetam» 04/2021:1733 3a NnOKa3HUKOM
«CynpoBigHi AOMILLKMY.
133.| ®EHIBYT- Tabnetkun no 250 wmr, TOB YkpaiHa TOB "ACTPA®APM" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/17285/01/01
ACTPA®APM no 10 TabneTtoky "ACTPADAPM 3MiHn | TUny - 3MiHK Wwopo 6esnekn/edeKTUBHOCTI peuernmom
GnicTepi, no 2 " Ta chapmakoHarnsgy (iHwi 3miHu). OHOBMNEHHS
6nictepu B kopobui TEKCTY MapKyBaHHS1 MePBUHHOI Ta BTOPUHHOI
3 KapTOHY YMaKOBKM NiKapCbKoro 3acoby.
134, ®EHTAHIN pO34MH Ans iH'ekuin, TOB YkpaiHa BCi cTagii BUpobHMUTBA, YkpaiHa BHECEHHS 3MiH [0 peecTpauinHuX maTepianis: 3a UA/5185/01/01
0,05 mr/mn no 2 mn "XapkiBCbke KOHTPOb SIKOCTi, BUMYCK 3MiHn | TUny - 3MiHK Wopo 6esneku/edeKTUBHOCTI peuernmom
abono 10 mn B hapmaueBTny cepil: Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
amnyni; no 5 amnyn He ToBapucteo 3 obmexeHor XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi
y brictepi; no 1 abo nianpMeEMCTBO BiAMOBIAANbLHICTIO MapKyBaHHS Ta iHCTPYKLiT Ans Mean4Horo
2, abo 20 6rnicTepis "300poB's "XapkiBcbke 3aCTOCyBaHHSA Ha NiacTaBi perynsipHo
y kopobLi 3 KapToHYy; Hapoay" cdapmaLeBTUYHe OHOBIOBAHOrO 3BiTY 3 6e3neku nikapcbkoro

no 2 mMn B amnyni,

nignpremcTeo "300poB'st

3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
no 10 amnyn y Hapogay", YkpaiHa nikapcbKkoro 3acoby B nicnsipeecTpauiiiuii nepiog,
6nictepi, no 1 abo BCi cTagii BUpobHMLTBA, abo sk pe3ynbTaT OLiHKM 3BiTY 3 OCNIOXEHD,
10 GnictepiB y KOHTPOMb AKOCTi: npoBeAeHnX BigNOBIAHO A0 nnaHy negiaTpuyHnx
KopoO6Li 3 KapTOHY AKUiOHepHe ToBapuCTBO pocnigpkeHb (PIP) (3MiHy y3romkeHo 3
"Tannydapm”, Ykpaina KOMMETEHTHUM YNOBHOBAXEHUM OPraHom).
3MiHM BHeceHo [0 [HCTpyKuii ons MmegnyHoro
3acToCyBaHHS Nikapcbkoro 3acoby Ao po3ainis:
"B3aemogis 3 iHWKMK nikapcbkuMn 3acobamm Ta
iHWi BAm B3aemogain" Ta "OcobnmeocTi
3acTocyBaHHs" oo 6e3neky 3acTocyBaHHS
Ait0Y0i pevoBuHM eHTaHIN BiAMoBIAHO A0
pekomeHgauin PRAC. BeegeHHs1 3MiH npoTsirom 6-
TV MicaUiB Nicnsa 3aTBepaXEHHSA
135 ®ITOCEOAH 36ip; no1,5ry MpAT Ykpaina MpAT "Niktpasun" YkpaiHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/14454/01/01
dinbTp-nakeTi; no "NiktpaBsun" 3MiHuM | TRy - 3MiHK 3 sKOCTi. FOTOBUIA NikapCbKMit peuyenma
20 ginbTp-nakeTiB y 3aci6. KoHTporsib roToBOro fikapcbkoro 3acofy.
nauui; 3MiHa y MeTofax BMNpobyBaHHsi rOTOBOIO
no 1,5 ry ginbtp- nikapcbkoro 3acoby (He3HayHa 3MiHa y
naketi; no 20 3aTBEPAKEHNX MeToAax BUNPOOYyBaHHS) -
dinNbTp-NakeTiB y He3HayvHa 3MiHa y 3aTBEepDKEHOMY MEeTOoAi
nayi 3 BHyTPILLHIM BMNpobyBaHHs 113 3a nokasHWKom
nakeToMm. «lpeHTudikauis C» (TLWWX), a came goaaeaHHs
NPUMITKV LLIOAO METOAMKM NMPUroTyBaHHA 2 M
po3unHy Kanito rigpokeuay P. [ogaTkoBo,
BUNPaBIeHHS HEBIAMNOBIAHOCTI HOPMYBaHHS 3a
NnoKasHMKOM «3ona 3aranbHa» B 3aTBepaKeHil
cneuudikauii («He Ginbwe 12%») Ta BUKNageHUMm
BMMOramu B MeToax KoHTponto (6yno HeBipHO
3a3HayeHo «He Oinblie 13%»).
136. onyimyuun PO34uH ANS iH'eKuiin, 3am6oH ITania 3amboH C.IM.A. ITania BHECEHHS! 3MiH 10 peecTpauiiHnX maTepianis: 3a UA/8504/01/01
100 mr/mn; no 3 mn C.IN.A. 3MiHn | TUny - 3MiHm 3 gKkocTi. CepTudikar peuernmom

B amnyni; no 5
amnyn y
nnacTuKoBOMYy
nigaoHi B KAPTOHHIN
navuj

BignosigHocTi/E-cepTudikaT BiANOBIgHOCTI
€Bponevicbkinn apmakonei/moHorpadii. NMoaaHHs
HoBoro abo oHoBMeHoro cepTudikaTa
Bi4NoOBIigHOCTI abo BUNy4eHHs ceptudikara
BigMNOBigHOCTI E€Bponenchkin chapmakonei: ons
A®Il; ansa BuxigHoro
marepiany/peareHTy/NpOMIKHOIO MPOAYKTY, LLO
BMKOPUCTOBYOTbCS Y BUpobHUUTBI ADI; ansi
[OOMOMDXHOT peqoBUHU (cepTudikaT BignoBiAHOCTI
€Bponevickkin hapmakonei) - OHoBNeHUM
cepTudikaT Bif yke 3aTBepaKEHOro BUPOBHMKA.
[MogaHHA oHOBREHOro cepTudikaTa Bi4NOBIGHOCTI
€sponericbkinn hapmakonei Ne R1-CEP 1996-070-
Rev 09 ana A®I auetTunuucTeiHy Big Bxe
3aTBepakeHoro BupobHuka F.1.S. — Fabbrica
Italiana Sintetici S.p.A., Itanis. 3minu | TUNY -
3miHu 3 sikocTi. CepTudikat BignosiaHocTi/lE-
cepTudikaT BignoBiaHOCTI EBponenchbKil
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

dapmakonei/moHorpadii. MogaHHA HoBoro abo
OHOBIIEHOTO cepTudikaTa BigNoBiaHOCTi abo
BUNYYEHHS cepTudpikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiAHOro matepiany/peareHTy/npOMiKHOro
NpoayKTy, L0 BUKOPUCTOBYOTLCS Y BUPOOHULTBI
A®I; ona gonomixkHOT pe4oBuHU (cepTudpikat
Bi4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREeHWI cepTudikaT Bif y)Ke 3aTBEPAKEHOro
BUpOGHMKA. NogaHHA oHOBREeHoro cepTudikata
BignoBigHOCTi €Bponencokini hapmakonei Ne RO-
CEP 2016-311-Rev 01 (3atBepmxeHo: RO-CEP
2016-311-Rev 00) gnsa A®| aueTtnnuucTeiny Big
BXe 3aTBepKeHoro BupobHmka Zach System
S.A., France. 3miHu | Tuny - 3MiHK 3 sIKOCTi.
CepTudikat BignosigHocTi/[E-cepTudikat
BigNOBIQHOCTI €BponenchbKil
dapmakonei/moHorpadii. MogaHHsA HoBoro abo
OHOBJIEHOTrO cepTudikaTa BignosigHoCTi abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponeickkin hapmakonei: gns A®l; ans
BUXiQHOrO MaTepiany/peareHTy/npoMiKHOro
nNpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHNLTBI
AQI; ona oONoMiXKHOI pe4oBUHM (cepTudikaTt
BiQNoBigHOCTI €Bponerckkin hapmakonei) -
OHoBneHnn cepTudikar Bif yxxe 3aTBepaXeHOro
BUpOGHKKa. MNogaHHs oHOBNEHOro ceptudikaTa
BignosigHocTi €Bponeicbkint papmakonei Ne R1-
CEP 2016-311-Rev 00 ans A®l auetunumcreiHy
BiJ BXe 3aTBepaKeHoro BupobHuka Zach System
S.A., France. 3miHu | Tvny - 3miHu 3 skocTi.
CeprudikaT BignosigHocTi/l E-cepTudikat
BignoBigHOCTI €Bponenchkii
dapmakonei/moHorpadii. MogaHHa HoBoro abo
OHOBMEHOro cepTudikaTta BignoBigHOCTI abo
BUIMyYEHHA cepTudikaTa BignoBigHOCTI
€Bponevicbkint bapmakonei: ana A®l; ons
BMXiAHOro Martepiany/peareHTy/NpOMiKHOro
NpoAyKTy, L0 BUKOPUCTOBYIOTLCS Y BUPOOHULTBI
ADI; ona oonomixkHOI pe4oBUHM (cepTudikaTt
BiZ4NOBIgHOCTI €Bponenchkin dapmakonei) -
OHoBREHWI cepTuiIkaT Bif y)Ke 3aTBEPAXKEHOrO
BUpOGHKMKa. MNogaHHs OHOBREHOro ceptudikaTa
BignoBigHocCTi €Bponeincekini papmakonei Ne R1-
CEP 1996-070-Rev 08 (3atBepmxeHo: R1-CEP
1996-070-Rev 06) ana A®l auetunuucTeiny Big
BXe 3aTBepaeHoro BupobHuka F.1.S. — Fabbrica
Italiana Sintetici S.p.A., ITanis

137,

DITYPA-5

PO34MH Ans iH'ekuin,

Mini Xenckepe

Benuka

BeHyc Pemegic Jlimiteq

IHOisa

BHECEHHS 3MiH [0 peecTpauiHMX MaTepianis:

3a

UA/10633/01/01
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
50 mr/mn; no 5 mn Nimiteq BpuTaHis 3MiHu Il Tuny - 3miHu 3 sikocTi. ADL. BupobHuuTBo. peuenmom
abo 10 mny 3MiHa BUpOBHUKa BUXiLHOTO/MPOMIXKHOIO
dnakoHi; no 1 npoayKkTy/peareHTy, L0 BUKOPUCTOBYIOTLCS Y
hnakoHy B BUpoGHMYOMY npoueci AP, abo 3miHa BUpOGHMKa
KapTOHHiI kopobui (Bkntoyatoun, oe HeobxiaHoO, MicLe NpoBeAeHHS
KOHTponto sikocTi) ADI (3a BigcyTHOCTI
cepTuddikaTta BignoBigHOCTI €Bponenchkiin
dapmakonei y 3aTBepAkeHOMY A0CbE)(BBEAEHHS
HoOBOro B1po6Huka AP| 3 HagaHHSM macTep-
canina Ha A®I) - BBegeHHS 404AaTKOBOMO
BMpo6HuKa AP| conyopoypauuny Nantong Jinghua
Pharmaceutical Co., Ltd., Kutait (3aTBepmkeHo:
Nantong Haiers Pharmaceutical Co., Ltd, Kutait)
138, ®NYTAMIO Tabnetku no 250 mr OpioH diHnaHais OpioH KopnopeWuH, diHnaHais BHECEHHS 3MiH 10 peecTpaLiHMX maTepianis: 3a UA/0488/01/01
no 21 tabnetui y KopnopeniH diHnaHais 3MiHu Il Tuny - 3miHn WwWoao 6e3nekn/eddeKTUBHOCTI peuenmom
6nictepi; no 4 (AnbTepHaTUBHUIA Ta cbapmakoHarnsagy. 3miHu y KOpoTKii
Gnictepu B BUPOGHMK, LLO 34iACHIOE XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
KapTOHHiIN kopoOLi nepBuHHE, BTOPUHHE MapKyBaHHS Ta IHCTPYKLUiT ANa MeanyHoro
nakyBaHHs Ta BUMYCK 3acTOCyBaHHS Y 3B’SI3KY i3 HOBUMY AaHUMU 3
cepii); OpioH SAKOCTI, AOKNIHIMHUMMW, KNIHIYHUMM SaHUMK Ta
KopropeiwH, OiHnaHais OaHuMmu 3 hapMakoHarnsgy. 3mMiHM BHeCeHo oo
(Brpo6HWUK, L0 34iCHI0E IHCTPYKUIT ANS MEAWYHOrO 3aCTOCYBaHHS
BCi BUpoBHMYi cTagil, 3a nikapcbkoro 3acoby Ao po3ginis "®apmakonoriyHi
BMHSITKOM BUMYCKY Cepii) BnacTmeocTi", "OcobnmBocTi 3acTocyBaHHs",
"Cnocib 3acTocyBaHHsi Ta fo3n",
"Mepepno3yBaHHs", "MNobGiyHI peakuii”.
BBegeHHs 3MiH npoTArom 6-Tu MicsuiB nicns
3aTBEPPKEHHS.
139.| ®POPTE3A PO34MH AN POTOBOI HenbTa LWeenuapi | ABAI IBPAXIM Inay Canai TypeuunHa BHECEHHS 3MiH 0 peecTpauiiHix maTtepianis: bes UA/13797/01/01
nopoxHuHn 0,15 %; Megiken a Be Tigpxkapet A.LL. 3miHn | TMny - 3MiHn Woao 6esnekn/edekTUBHOCTI peuenma
no 60 mn a6o 120 [MpomoyLH3 Ta chapmakoHarnsgy. 3miHa y KopoTkiii
MIT PO3YUHY Y Al XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi

CKNSIHOMY chriakoHi;
no 1 pnakony
pasom 3 MipHUM
KOBMaYKoM Y
KapTOHHI kopobui

MapKyBaHHS Ta iHCTPYKUiT A4nS Mean4Horo
3acTocyBaHHS Ha MiacTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neky 3aCTOCyBaHHS
nikapcbkoro 3acoby B nicnsipeecTpaLiiHuin nepion,
abo sk pe3ynbTaT OLUiHKM 3BiTY 3 AOCNIOXKEHb,
NPOBEAEHNX BiANOBIAHO A0 NNaHy negiaTpuyHux
pocnimkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMETEHTHNM YNOBHOBaXXEHUM OpPraHoM)
3MiHV BHECEHO [0 iHCTPYKLii ANst MeANYHOro
3aCTOCYBaHHsI NikapcbKoro 3acoby y po3ain
"MepenosyBaHHs" BiANOBIAHO 4O OHOBMEHOT
iHpopmaLii 3 6e3neku Ailo4oi peYOBUHM.
BBegeHHs 3MiH NnpoTArom 6-Tu MicsuiB nicns
3aTBEPKEHHS.
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
140 ®POPTE3A cnpen Ans poToBoi HenbTa Weenuapi | ABAI IBPAXIM Inay Canai TypeuunHa BHECEHHS 3MiH A0 peecTpauiiHix maTtepianis: bes UA/13797/02/01
nopoxHuHn 0,15 %; Megiken a Be Timxkapet A.LL. 3Mminn | TMny - 3MiHK Wopo 6e3nekn/edekTUBHOCTI peuenma
no 15 mn a6o no 30 MpomoyLH3 Ta cbapmakoHarnsagy. 3miHa y KopoTkiv
MIT PO3YMHY Y Al XapakTepucTuLi nikapcbKkoro 3acoby, TEKCTi
conakoHi 3 MapKyBaHHS Ta IHCTPYKUiT 4Na Mean4Horo
posnuntosayem; no 3acTocyBaHHS Ha MiAcTaBi perynspHo
1 donakoHy B OHOBIIOBAHOIO 3BiTYy 3 6e3neku nikapcbKkoro
KapTOHHiIN kopooLi 3acoby, abo gocnigkeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuin nepiog,
abo sk pe3ynbTar OLUiHKM 3BIiTY 3 AOCTIIKEHb,
npoBeAeHnX BigNOBIAHO A0 NnaHy negiaTpuyHnx
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMNETEHTHVUM YNOBHOBaXXEHNM OPraHoM)
3MiHM BHECEHO [0 iHCTPYKLUiT Anst MeanyHoro
3aCcTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"Mepeno3yBaHHs" BiANOBIAHO 4O OHOBMEHOT
iHdopMaUii 3 6e3nekun 4jto4oi peyoBUHMN.
BBegeHHst 3MiH NpoTsrom 6-tn micauis nicna
3aTBEPPKEHHS.
141.| LUE®IKCUM- TabneTkn, BKpUTI Mictpan AHrnis ALC OOB®AP C.IN.A. ITanisa BHECEHHS 3MiH [0 peecTpauiiHnx maTtepianis: 3a UA/19614/01/01
BICTA NniBKOBOKO Kenitan 3MiHuM | TUNYy - 3MiHK Wwoao 6e3nekn/ePeKTUBHOCTI peuenmom
obornoHkoto, no 400 MeHeXMeHT Ta cbapmakoHarnsgy (iHwi 3miHu). 3MiHW BHeceHi B
mr, no 5 TabneTtok y Timiteq TEKCT MapKyBaHHSA Ha NEPBUHHIN yNakoBLi
6nictepi; no 1 abo 2 nikapcbkoro 3acoby y poaainax "3. HOMEP CEPII
Gnictepu B JNIIKAPCBbKOI'O 3ACOBY" ta "4. AATA
KapTOHHiN kopobui SAKIHYEHHA TEPMIHY NPUOATHOCTI" y
3B'A3KY i3 BUNPaBIEHHAM HEBIPHO BKa3aHO|
iHdopMauii. BBegeHHs 3MiH npoTaroM 6-tu
MicsLiB nicnsi 3aTBEpOKEHHS
142 UE®TPUAKCO | nopoLuok ans AHaHTa Benuka Csicc lMepeHTepanc IHAis BHECEHHS 3MiH 10 peecTpauiiHux maTepianis: 3a UA/17157/01/01
H AHAHTA po3unHy ans iH'ekuin | Megikeap Jl14. BpuTaHis Ira., IHais 3MiHu | Tuny - 3miHK 3 AKkocCTi. FOTOBMIA NikapCbKMi peuenmom

no 1 r: 1 conakoH 3
MOPOLLKOM B KOpOOLi
(ansa BupobHuKa
Csicc NepeHTepanc
Tta., IHgisa), 1
hnakoH 3 MOPOLLKOM
B kopobui, 20
dnakoHiB 3
MOPOLLIKOM B KOPOOLi
(ansa BupobHuKa
AHaHTa Megikeap
Nimiten, 1Hais)

AHaHTa Megikeap llimiTes,

IHaia

3acib. Cuctema KoHTeHep/3aKynoptoBanbHUn
3aci6. 3miHa po3Mipy ynakoBKM FOTOBOrO
nikapcbKkoro 3acoby (3MiHa KinbKOCTi 0 ANHULb
(ranpwvknag TabneTok, amnyn TOLO) B yNakoBLi:) -
3MiHa nosa fiana3oHoM 3aTBEpOXKEHMX PO3MipiB
ynakoBku. BBefaeHHs JoaaTkoBoro Buay
nakyBaHHs Ans BUpobHuka AHaHTa Mepikeap
Timitea, IHgis: 20 dnakoHiB 3 NOPOLLKOM B
kopobui (ansa gosysaHHst no 1 1) Ta Ne10 dpnakoHis
3 MOPOLLKOM B KOpoOLi (Ans fo3yBaHHA No 2 T) 3
BigNoBigHMMM 3MiHaMK 0 po3gainy “Ynakoska”,
6e3 3MiHM NMepBVHHOTO MakyBanbHOro marepiany.
3MiHN BHECEHI B iHCTPYKLi0 ANs MeANYHOro
3aCToCyBaHHS fnikapcbKkoro 3acoby y po3gain
"YnakoBka"
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Ne Haszea ®Popma sunycky 3aseHuK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JliKapCcbKo20 (nikapcbka ¢ghopma, 3asieHUKa eupobHuKa aidnycky peecmpauyitiHo2o
n 3acoby ynakoeka) noceio4yeHHs1
BBepneHHs 3MiH npoTsarom 3-x micauiB nicns
3aTBEPOKEHHS
143.| UE®TPUAKCO NOPOLUOK ANs AHaHTa Benuka Csicc lNepeHTepanc Jita. IHgis BHECEHHS 3MiH 0 peecTpaLinHMX maTtepianis: 3a UA/17157/01/02
H AHAHTA po3uunHy Aans iH'ekuin | Megaikeap J74. Bputanis IHAis; 3MiHW | Tuny - 3MiHK 3 sKoCTi. [OTOBMI NiKapCbKui peuernmom
no 2 r: 1 conakoH 3 AHaHTa Megikeap JlimiTes, 3aci6. Cuctema KoHTelHep/3akynopoBanbHUi
MOPOLLKOM B KOpOOLUi IHais 3aci6. 3miHa po3mipy ynakoBKM FOTOBOrO
(ans BUpo6HUka nikapcbkoro 3acoby (3miHa KinbkoCTi 0ANHMULb
Csicc NepeHTepanc (Hanpuknag TabneTok, amnyn TOLO) B yNakoBLi:) -
Nta., IHgis), 1 3MiHa nosa fiana3oHom 3aTBepAXeHNX Po3MipiB
dnakoH 3 NOPOLLKOM ynakoBku. BBeaeHHs1 [oaaTkoBOro BUay
B kopobui, 10 nakyBaHHsi Ansi BupobHuka AHaHTa Megikeap
c¢nakoHiB 3 NimiTea, IHaig: 20 dnakoHiB 3 NOPOLLKOM B
MOPOLLKOM B KOPOOLi kopobui (ans gosysaHHsa no 1 r) Ta Ne10 cnakoHiB
(ans BMpobHUuka 3 NMOPOLLKOM B KOpOOLi (4ns 403yBaHHS No 2 T) 3
AHaHTa Megikeap BigNoBigHMMKM 3MiHaMK 40 po3ainy “Ynakoeka”,
Nimiten, 1Hais) 6e3 3MiHM NMepBMHHOTO MakyBanbHOro maTepiany.
3MiHM BHeCeHi B iHCTPYKLi0 AN MeANYHOrO
3aCTOCyBaHHs1 Nikapcbkoro 3acoby y po3ain
"YnakoBka"
BBefgeHHs 3miH npoTarom 3-x MicauiB nicnsa
3aTBEpPOKEHHS
144, UMMNPO®IIOKC | TabneTtku BKpUTI MpAT YkpaiHa MpAT "TexHonor" YkpaiHa BHECEHHS 3MiH 10 peecTpauiiHnx maTtepianis: 3a UA/8660/01/01
AUWH o6onoHkoto, no 250 "TexHonor" YTOYHEHHS HanUcaHHA yNnakoBKU Ta peuenmom

mr, no 10 TabneTok
y 6nicTtepi, no 1
onictepy y nayui 3
kapToHy; no 10
TabneTok y 6nictepi,
no 90 6nictepiB y
KopobLi 3 KapTOHY

npoueaypu B Haka3i MO3 Ykpaiiu Ne 37 Big
06.01.2023 B npoueci BHECEHHS 3MiH - 3MiHu |
Tuny - 3MiHM 3 sKocTi. [0ToBMI NikapcbKkui 3acib.
Cunctema KoHTenHep/3akynoproBanbHuUi 3acio.
3MiHa po3Mipy ynakoBKM FOTOBOrO MikapCbKoro
3acoby (3miHa KinbKOCTi OAMHULbL (Hanpuknag
TabneTok, amnyn TOLO) B yNakoBLi:) - 3MiHa y
fiana3oHi 3aTBepXXeHNX PO3MIpIiB yNakoBku Ans
no3syeaHHA 500 Mr: BegeHHs 404aTKOBOro BUAY
nakyBaHHsi: no 2 tabnetku y énicrepi, no 70
GnicTepiB y KopobLji 3 KapToHy 3 BiAMNOBIAHUMM
3MiHaMu o po3giny “Ynakoska”, 6e3 3MiHu
NepBUHHOIO NakyBanbHOro matepiany. TepMiH
BBeAEHHS 3MiH NPOTArom 6-Tu MicauiB nicns
3aTBepaKeHHs. Pepakuis B Hakasi - no 10
TabneTtok y 6nictepi, no 1 6nictepy y navi 3
KapTOHy; no 2 TabneTku y 6nictepi, no 70
GnicTtepiB y kopobLi 3 kapToHy ; no 10 TabneTok y
6nictepi, no 90 GricTepis y KOpoOLLi 3 KAPTOHY.
BipHa peaakuis - no 10 TabneTtok y 6nicrtepi, no
1 6nicTepy y nayui 3 kapToHy; no 10 TabneTok
y 6nictepi, no 90 6nicTepiB y kopobui 3
KapTOHY.
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep

peecmpayiliHo2o

noceio4yeHHs1

145.

LUMTPAMOH-®

Tabnetkn, no 6 abo
no 10 TabneTok y
6nictepax; no 6
TabneTok y
Gnictepax, no 20
GnicTepiB y navui

MPAT
"OITOPAPM"

YkpaiHa

MPAT "®ITOPAPM"

YkpaiHa

BHECEHHS 3MiH [JO peecTpauinHuX maTepianis:
3MiHu | Tuny - 3MiHn Wwopao 6e3nekw/edekTMBHOCTI
Ta hapmakoHarnsgy. 3miHa y KopoTkin
XapaKTepucTuLi nikapcbkoro 3acoby, TeKCTi
MapKyBaHHS Ta iHCTPYKLIT ANs Mean4Horo
3acTocyBaHHS Ha NMiAcTaBi perynsipHo
OHOBOBAHOrO 3BiTY 3 6e3neku nikapcbkoro
3acoby, abo gocnimxeHb 3 6e3nekn 3acTocyBaHHS
nikapcbKkoro 3acoby B nicrnsipeecTpauiiiuii nepiog,
abo sk pe3ynbTaT OLiHKM 3BITY 3 LOCHiAKEHb,
npoBeAeHVX BiANOBIAHO A0 NnaHy nediaTpuyHnx
pocnigpxeHb (PIP) (3MiHy y3rogkeHo 3
KOMMETEHTHUM YNOBHOBAaXXEHUM OPraHoMm).
3MiHM BHeceHo A0 IHCTPYKLii Ans MeanyHoro
3acToCyBaHHSA Nikapcbkoro 3acoby 4o po3ainis
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamm Ta
iHWi Bnam B3aemogain", "OcobnmeocTi
3acTocyBaHHs" oo 6e3neku 3acTocyBaHHS
Lil04MX PEYOBWH BIiAMNOBIAHO A0 pekoMeHaaLin
PRAC. MNpepacTtasneHi 3amiHn B iHdopmaLii 3
6e3neku o0 BHECEHHS 3MiH Ta JOMNOBHEHb Ha
nigctaei pekomeHgauii PRAC y posginax
IHCTPYKUIT ANS MEANYHOrO 3aCTOCYBaHHS
"B3aemogisi 3 iHWMMK nikapcbkumn 3acobamu Ta
iHWi BAn B3aemogain" ta " OcobnuBoCTi
3acTocyBaHHs", MOXyTb OyTW pekomMeHAoBaHi [0
3aTBEpOKEHHS! Ta BHECEHHS B IHCTPYKLUil0 Ansi
MEAMYHOro 3aCTOCYBaHHs! NikapcbKoro 3acoby

6e3
peuenma

UA/2317/01/01

146.

IOHOPM®

cupon, 4,0 mr/5 mn,
no 50 mMn y donakoHi;
no 1 dnakoHy 3
MiPHUM MPUCTPOEM Y
navuj

TOB "lOpis-
dapm”

YkpaiHa

TOB "tOpis-®apm"

YkpaiHa

BHECEHHS 3MiH [0 peecTpauinHux maTtepianis:
3minu | TNy - 3miHn wopo 6e3nekn/edPekTUBHOCTI
Ta cbapmakoHarnsagy. 3miHa y KopoTKiv
XapaKkTepucTumLi Nikapcbkoro 3acoby, TEKCTi
MapKyBaHHS Ta IHCTPYKUIT ANs MeANYHOro
3acTocyBaHHS Ha MiAcTaBi perynspHo
OHOBINIOBAHOIO 3BiTYy 3 6e3neku nikapcbkoro
3acoby, abo gocnigxeHb 3 6e3neku 3acToCcyBaHHs
nikapcbKkoro 3acoby B micrnspeecTpaLiiHWi nepios,
abo sk pe3ynbTaT OLUiHKM 3BIiTY 3 AOCNIXKEHb,
npoBeAeHuX BiANOBIAHO A0 NnaHy negiaTpuyHux
pocrnimpkeHb (PIP) (3MiHy y3rogxeHo 3
KOMMNETEHTHWUM YNOBHOBaXXEHNM OpraHoMm)
3MiHu BHeceHo A0 [HCTpyKLiT Ans MmeanyHoro
3acTocyBaHHS nikapcbKoro 3acoby o posginis
"OcobnusocTi 3actocyBaHHs", "Mobiuni peakuii”" Ta
KopoTkoi xapakTepu1cTrkum nikapcbkoro 3acoby o
po3ginis "OcobnuBi 3acTepexeHHs Ta 3anobixHi
3axoam npu 3actocyBaHHi", "MobiuHi peakuii”
Loao 6esneky 3acTocyBaHHs Ait040i pe4YOBUHM

3a
peuerimom

UA/14069/01/01
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Ne
n/

Hasea
JliKapCcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢ghopma,
ynakoeka)

3aseHuK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHUKa

PeecmpauyitiHa npoyedypa

Ymoeu
aidnycky

Homep
peecmpayiliHo2o
noceio4yeHHs1

BignoBigHoO Ao pekomeHaauin PRAC.
BBegeHHs 3miH NnpoTArom 6-Tv MicsuiB nicnsi
3aTBEPOKEHHS.

B.o. HayaaLHUKA
®apManeBTHYHOIO0 YIIPABJIiHHSA

Ouaexcanap I'PIHEHKO




