NEPENIK

NIKAPCbKNX 3ACOBIB WOAO AKX 3ABEPLLEHO PO3I/iA4 PI§€CTPALI,II7IHI/IX MATEPIANIB NPO BHECEHHA 3MIH 4O
PEECTPALINHNX MATEPIANIB NMPOTArOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBMU, AKI
3APEECTPOBAHI KOMOETEHTH/AMW OPTAHAMW CMNOJTYYEHUX LUTATIB AMEPUKW, LUBEULAPII, ANOHII, ABCTPA/II,

KAHAAW, NIKAPCbKUX 3ACOBIB, WO 3A LLEHTPANIBOBAHOIO NMPOLEAYPOIO SAPEECTPOBAHI KOMIMETEHTHUM
OPIrAHOM €BPOIMNENCBLKOIo CO3y

Ne Hassa dopma surnycKy 3assBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acooby yrnakoska) nocBi0YeHHs1
1. EHBAPCYC TabneTtku K'esi ABCTpIS BTOPVHHE NakKyBaHHS, ABcTpisi/ 3miHu 3 6e3neku, Tvn 1B: C.1.2.a) 3a UA/16205/01/01
MPOJIOHroBaHoI Aji no dapmac'ioTike MapKyBaHHs: I".J1. ITanis/ IB - "Change(s) in the Summary of peyenmom
0,75 wr, no 10 TabneTok n3 X dapma 'm6X, ABCTpIS; HimeuunHa Product Characteristics, Labelling
y 6nictepi, no 3 Bunyck cepii: K'esi or Package Leaflet of a
6nictepy pasom i3 dapmac'toTikens NmoéX, generic/hybrid/biosimilar medicinal
BOJIOTONOrvHa4YeMm y ABCTpIsi; BTOPUHHE products following assessment of
nakeTi 3 a/IlOMiHiEBOT nakyBaHHs, the same change for the reference
donbru; no 1, 2 a6o 3 MapKyBaHHS1, BUMYCK product. Implementation of change
nakeTn y KapTOHHil cepii: K'esi (s) for which no new additional
Kopobu,i dapmaueytuui C.n.A., data is reguired to be submitted by
ITanis; KOHTPONb AKOCTI: the MAH." BBegeHHs 3MiH
HysicaH Mm6X, NpoTArom 6-x MicsLiB nicns
HimeyunHa; KOHTpONb 3aTBEPAKEHHS.
SKOCTi BUXIHOT C.1.3.2) IB- " Change(s) in the
CUPOBUHMN Ta Summary of Product
BMPOBHULTBO, KOHTPO/Ib Characteristics, Labelling or
AKOCTI, BUMNYCK cepil Package Leaflet of human
nikapcbKoro 3aco6y: medicsna products intented to
PotTeHgopth ®apma implement theoutcome of a
'M6X, HimeuumnHa; procedure concerning PSUR or
NepBrHHE MakKyBaHHS, PASS, or the outcome of the
BTOPVHHE NakKyBaHHS, assessment done by the
MapKyBaHHS: competent authority under Articles
PotTeHgopd ®apma 45 or 46 of Regulation 1901/2006.
'mM6X, HimeuyunHa Other variation.". BBegeHHs 3MiH
NpoTArom 6-x Micsuis nicns
3aTBEPMAKEHHS.
2. EHBAPCYC TabneTtku K'esi ABCTpIS BTOPVHHE NaKyBaHHS, ABcTpisi/ 3MmiHu 3 6e3neku, Tvn 1B: C.1.2.a) 3a UA/16205/01/02
MPOJIOHroBaHoi Aji no 1 dapmac'ioTike MapKyBaHHs: I.J1. ITanis/ IB - "Change(s) in the Summary of peyenmom
mr, no 10 TabneTok y n3 X dapma 'm6X, ABCTpIS; HimeuunHa Product Characteristics, Labelling
6nictepi, no 3 6nictepu BunNyck cepii: K'esi or Package Leaflet of a
pasom i3 dapmac'toTtikens MvéX, generic/hybrid/biosimilar medicinal
BOJIOrONOrvHa4Yem y ABCTpIsi; BTOPUHHE products following assessment of
nakeTi 3 a/IlOMiHIEBOT nakyBaHHs, the same change for the reference
donbru; no 1, 2 a6o 3 MapKyBaHHS1, BUMYCK product. Implementation of change
nakeTn y KapTOHHil cepii: K'esi (s) for which no new additional
Kopobui $apmaueytuui C.n.A., data is reguired to be submitted by




6nicTepi, no 3 6rictepu
pasom i3
BOJIOronoriMHayem y
nakeTi 3 a/IlOMiHIEBOT
onbru; no 1, 2 abo 3
nakeTy y KapPTOHHiIlA
Kopobui

BUMYyCK cepii: K'e3i
Papmac'toTikens rméX,
ABCTpIsi; BTOPUHHE
nakyBaHHs,
MapKyBaHHS1, BUNYyCcK
cepii: K'esi
dapmaueytuui C.n.A.,
ITanis; KOHTPO/Ib SAKOCTI:
HysicaH 62X,
HimeuunHa; KOHTpONb
AKOCTi BUXIOHOT
CUPOBUHMN Ta
BUPOGHMLITBO, KOHTPO/Tb
AKOCTI, BUNYCK cepil
nikapcbKoro 3acoby:
PotTengopd Papma
'M6X, HimeuunHa,;
NepBUHHE MakKyBaHHS,
BTOPVHHE MaKyBaHHS,
MapKyBaHHS:
PotTeHgopc ®apma
mM6X, HimeuunHa

or Package Leaflet of a
generic/hybrid/biosimilar medicinal
products following assessment of
the same change for the reference
product. Implementation of change
(s) for which no new additional

data is reguired to be submitted by

the MAH." BBeieHHS 3MiH

NpoTArom 6-x Micsuis nicns

3aTBEPAKEHHS.

C.1.3.2) IB- " Change(s) in the
Summary of Product
Characteristics, Labelling or
Package Leaflet of human
medicsna products intented to
implement theoutcome of a
procedure concerning PSUR or
PASS, or the outcome of the
assessment done by the
competent authority under Articles
45 or 46 of Regulation 1901/2006.
Other variation.". BBegeHHs1 3MiH
NPOTArom 6-X micsuiB nicas
3aTBEPKEHHS.

Ne Hassa dopma BUMYCKY 3assBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa YmosBu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, Bionycky peecmpayiliHo2o
3acoby yrnakoska) nocBi04YeHHs1
ITanis; KOHTPO/Ib SAKOCTI: the MAH." BBefieHHS 3MiH
HysicaH Mm6X, NpoTArom 6-x Micsuis nicns
HimeuunHa; KOHTpONb 3aTBEPAKEHHS.
AKOCTi BUXIOHOT C.1.3.2) IB- " Change(s) in the
CUPOBUHMN Ta Summary of Product
BMPOOHULTBO, KOHTPO/Tb Characteristics, Labelling or
SAKOCTI, BUNYCK cepil Package Leaflet of human
nikapcbKoro 3acoby: medicsna products intented to
PotTeHgopc ®apma implement theoutcome of a
vm6X, HimeuunHa; procedure concerning PSUR or
nepBUHHE NakyBaHHS, PASS, or the outcome of the
BTOPVHHE NaKyBaHHS, assessment done by the
MapKyBaHHS: competent authority under Articles
PotTeHgopc ®apma 45 or 46 of Regulation 1901/2006.
'mM6X, HimeuyunHa Other variation.". BBegeHHs 3MiH
NPOTArom 6-X micsuiB nicas
3aTBEPKEHHS.
3. EHBAPCYC Tabnetkn K'esi ABCTpis BTOPUHHE MaKyBaHHS, AscTpis/ 3miHn 3 6e3nekn, Tun I6: C.1.2.a) 3a UA/16205/01/03
NPOIOHIOBaHOT Aji no 4 dapmac'ioTike MapKyBaHHs: I".J1. ITania/ IB - "Change(s) in the Summary of peyenmom
Mmr, no 10 Tabnetok y n3 rmex dapma N'm6X, ABCTpIS; HimeuunHa Product Characteristics, Labelling







