NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX SABEPLLEHO PO3I/IAA4, PE€CTP6LI,II7IHI/IX MATEPIA/IB NPO BHECEHHA
3MIH 4O PEECTPAUINHNX MATEPIANIB NMPOTAIOM All PEECTPALINHOIO NocCBIAYEHHA HA NNIKAPCDBKI
3ACOBMU, AKI SAPEECTPOBAHI KOMMNETEHTHUMW OPITAHAMU CNONYYEHUX WUTATIB AMEPUKW,

LLBEALLAPCbKOI KOH®EAEPALLIT, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A
LEHTPA/I3OBAHOIO NPOLIEAYPOIO 3APEECTPOBAHI KOMMNETEHTH/M OPFAHOM_
EBPOMENCHKOIrO COK3Y

Ne Hassa dopma sUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
1. EHBAPCYC TabneTkv NPosIOHroBaHoI fji K'esi ABCTpIs BTOPUHHE NaKyBaHHs, AscTpis/ 3MiHu Wwopo skocTi, TN 1l 3a peyenmom UA/16205/01/01
no 0,75 mr, no 10 TabneTok dapmac'toTikens MapkyBaHHs: I'.J1. dapma HimeyuunHa/ B.l.a.1 (b) - Il - Introduction of a
y 6nicTepi, no 3 6nictepu 6X "M6X, ABCTpIs; BUNYyCK cepil: ITanis manufacturer of the active

pa3om i3 BONOronorimHa4em
y NakeTi 3 a/1loMiHiEBOT
donbrn; no 1, 2 abo 3
nakeTn y KapTOHHIli KopoobLi

K'esi dapmac'ioTikens M'vo6X,
ABCTpIf; BTOPUHHE
nakyBaHHs1, MapKyBaHHSl,
BMMYyCK cepil: K'e3i
dapmaueytumui C.n.A.,
ITanis; KOHTPO/b SKOCTI:
HysicaH TmM6X, HimeuuunHa;
KOHTPO/b AKOCTi BUXiAHOT
CUPOBWHM Ta BUPOBHNLTBO,
KOHTPO/b SKOCTI, BUNYCK
cepil Nnikapcbkoro 3acoby:
PotteHgopd ®apma MvbX,
HimeyunHa; nepeuHHe
nakyBaHHs1, BTOPMHHE
nakyBaHHs1, MapKyBaHHS:
PotTengopd ®apma MrmbX,
HimeuyunHa

substance supported by an
ASMF
3MiHu Wwopo akocTi, Tin IA:
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
3MiHu Wwopo akocTi, Tvin IB:
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (z) - IB - Other variation
B.l.d.1 (a) 4 - IB - Extension or
introduction of a retest
period/storage period supported
by real time data

EHBAPCYC

TabneTky NPOsIOHroBaHoI Al
no 1 mr, no 10 TabneTok y
6nictepi, no 3 6nictepn
pa3om i3 BONOronorimHa4yem
y NakeTi 3 a/ItOMiHIEBOT
conbry; no 1, 2 abo 3
nakeTn y KapTOHHIli KopooLi

K'esi
dapmac'toTikens
vm6X

ABCTpis

BTOPWHHE MaKyBaHHS,
MapkyBaHHs: I'.J1. dapma
"M6X, ABCTpIs; BUNYyCK cepil:
K'esi dapmac'toTikens Mo6X,
ABCTpIfi; BTOPUHHE
nakyBaHHS, MapKyBaHHS,
Bunyck cepii: K'esi
dapmaueytuui C.n.A.,
ITanis; KOHTPONb AKOCTI:
HysicaH 'M6X, HimeuunHa;
KOHTPO/b AKOCTi BUXIAHOT
CUPOBVHWN Ta BUPOOHNLTBO,
KOHTPO/b SKOCTI, BUNYCK
cepii nikapcbkoro 3acoby:
PoTtTengopd ®apma MrmbX,
HimeyunHa; nepeuHHe
nakyBaHHsl, BTOPMHHE
nakyBaHHS, MapKyBaHHS:
PotteHzopdh ®apma MvbX,
HimeuunHa

ABcTpisi/
Himeuuunna/
ITanis

3MiHu Wwoao skocTi, Tun 11
B.l.a.1 (b) - Il - Introduction of a
manufacturer of the active
substance supported by an
ASMF
3MiHM Wwoao skocTi, Tun 1A:
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
3MiHM Wwoao skocTi, Tun IB:
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third

3a peyenmom

UA/16205/01/02




Ne
n/n

Hassa
NiKapcbKo20
3acoby

dopma BUMYCKY
(nikapcbka cpopma,
yrnakoska)

3asaBHUK

KpaiHa

Bupo6Huk

KpaiHa

PeecmpayjiliHa npoyedypa

Ymosu
BiOnycKy

Homep
peecmpayjiliHo2o
nocsio4yeHHs

country
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (z) - IB - Other variation
B.l.d.1 (a) 4 - IB - Extension or
introduction of a retest
period/storage period supported
by real time data

EHBAPCYC

TabneTky NPosIoHroBaHoI fji
no 4 mr, no 10 TabneTok y
6nictepi, no 3 6nictepn
pasom i3 BONOronoriHavyem
y NakeTi 3 a/IlOMiHIEBOT
¢onbru; no 1, 2 a6o 3
nakeTu y KapTOHHI kopoobLi

K'esi
dapmac'toTikens
rmM6X

AscTpis

BTOPUHHE NakyBaHHS,
MapkyBaHHs: I'.J1. dapma
M6X, ABCTpisi; BUNYyCK cepil:
K'esi dapmac'totikens M6X,
ABCTpIfA; BTOPUHHE
nakyBaHHs!, MapKyBaHHSl,
BUNYCK cepii: K'e3i
dapmaueytuui C.n.A.,
ITanis; KOHTPOsb AKOCTI:
HysicaH MM6X, HimeuunHa;
KOHTPO/Ib SKOCTi BUXIAHOT
CUPOBWHM Ta BUPOBHNLTBO,
KOHTPO/b SKOCTi, BUMYCK
cepii nikapcbkoro 3acoby:
PotteHgopdh ®apma MvbX,
HimeuunHa; nepBuHHe
nakyBaHHs, BTOPUHHE
nakyBaHHSs!, MapKyBaHHS:
PotteHgopc ®apma MvbX,
HimeuunHa

AscTpis/
HimeuunHa/
ITanisa

3MiHu Wwopo akocTi, Tun 1l
B.l.a.1 (b) - Il - Introduction of a
manufacturer of the active
substance supported by an
ASMF
3MiHY Woao skocTi, Tun 1A:
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
B.l.b.1 (c) - IA - Addition of a
new specification parameter to
the specification with its
corresponding test method
3MiHY Woao skocTi, Tun IB:
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a

3a peyenmom

UA/16205/01/03




Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
Pharmacopoeia of a third
country

B.l.b.1 (i) - IB - Where there is
no monograph in the European
Pharmacopoeia or the national
pharmacopoeia of a Member
State for the active substance, a
change in specification from in-
house to a non-official
Pharmacopoeia or a
Pharmacopoeia of a third
country
B.l.b.1 (z) - IB - Other variation
B.l.d.1 (a) 4 - IB - Extension or
introduction of a retest
period/storage period supported
by real time data




