NMEPENIK

NIKAPCbKUX 3ACOBIB LWOAO AKUX 3ABEPLUEHO PO3IrNA4 PEECTPALINHUX MATEPIANIB NMPO BHECEHHSA 3MIH A0

PEECTPALINHNX MATEPIANIB NPOTAroM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI 3APEECTPOBAHI

KOMOETEHTHUMW OPTAHAMW CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®ELEPALLT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
EBPOIMNENCBLKOIo CO3y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6Huk Kpaina PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1. MABIPET rpaHyn, BKpPUTI E66BI LBeliuapis BMPOGHULITBO NiKapCbKOro CLUA/ BHECEHHS 3MiH 10 peecTpaLiiiHnx 3a UA/18231/02/01
060/10HKOH, 50 mr/20 BiothapmachbtoTika 3acoby: ITanis/ matepianis: B.11.f.1.b.1, IB - Stability of peuyenmom
Mr B calle, 28 calle B n3 r6XxX E66BI IHK., CLUA; HimeuunHa FP - Extension of the shelf life of the
KapTOHHIiA KOpo6L BMPOGHULITBO NiKapCbKOro finished product - As packaged for sale
3acoby, nepBrHHe (supported by real time data): To
nakyBaHHs1, BTOPUHHE extend the shelf-life of the finished
nakyBaHHs, TECTyBaHHA, product Maviret 50 mg/20mg granules
BMNYCK cepil: as packaged for sale from 2 years to 3
E668I C.p.n., ITanis; years. BBefieHHs 3MiH NpoTArom 6-1u
TeCTyBaHHSA: MiCALIB MiCNA 3aTBEPLYKEHHS.
E66BI IHK., CLUA;
BUMPOGHMLITBO Ta TECTYBaHHS
ekcTpyaary:
E668Bi [oiuneHg M'vbX i Ko.
KI', HimeyunHa
2. MABIPET TabneTku, BKPUTI E66BI LLBeliuapis BVMPOGHMLTBO, NaKkyBaHHA Ta | HimeuunHa/ B.11.f.1.b.1, IB - Stability of FP - 3a UA/18231/01/01
nniBKOBOK 060/10HKOK | BiodhapmachktoTika TECTyBaHHS MPOMDKHOTO Ipnangis Extension of the shelf life of the finished | peyenmom
100 mr/40 mr; Ne 84: n3 rmex eKkcTpyaarty; nepBrHHe Ta product - As packaged for sale

no 3 Tabnetkn 'y
6nictepi; no 7
6nicTepiB y KAPTOHHIl
KopobLi; 4 KApPTOHHI
KOPO6KU y rpynosii
ynakoBLii

BTOPUHHE NaKyBaHHS,
BWMYCK Cepii roTOBOro
niKkapcbKoro 3acoby:
E66Bi Joiiunens Mv6X i Ko.
KI, HimeuunHa,;
BMPOBHULTBO NiKapCbKOro
3aco6y, TeCTyBaHHsS:
®ypHbE SlabopaTopi3
Alipneng Nimiten, IpnaHais

(supported by real time data):

To extend the shelf-life of the finished
product as packaged for sale from 3
years to 5 years, without any special

storage conditions.

BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB

nicns 3aTBepkKeHHs.
B.ll.b.3.z, IB - Change in the
manufacturing process of the finished
or intermediate product - Other

variation: To extend the holding time of
the bulk finished product (100 mg/40
mg film-coated tablets) packaged in foil

bags, from 12 months to 18 months.

BBefeHHs 3MiH NPOTAroM 6-Tu MicALiB

nicnsa 3aTBepAKEHHS.




