NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX 3ABEPLUEHO PO3I /A4, PEECTPALINHNX MATEPIANIB NPO BHECEHHSA 3MIH O
PEECTPALIVHNX MATEPIA/IB NMPOTANOM Ali PEECTPALIMHOIO NOCBIAYEHHSA HA JTIKAPCbKI 3ACOBU, AKI SAPEECTPOBAHI

KOMOETEHTHAMW OPTAHAMU CMONMYYEHUX LUTATIB AMEPUKW, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKNX 3ACOBIB, LLO 3A LLEHTPANIBOBAHOLO MNMPOLIEAYPOLO 3APEECTPOBAHI KOMMNETEHTHAM OPITAHOM
€EBPOINENCBLKOIO COHO3Y

Ne Hassa dopma sunycky 3assHukK Kpaina Bupo6Huk Kpaina PeecmpayjiliHa npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayitiHo2
3acoby ynakoska) 0 NOCBIOYEHHsI
1. ABIPATEPOH TabneTkun, BKPUTI NNIBKOBOHO ToBapucTBo 3 YkpaiHa [103BiN Ha BMNYycK cepiii: | CnoseHis/ Type IB - B.l.a.2.e: Changes in the 3a UA/19750/01/01
CAHAO3® 060/10HKO0, Mo 500 mr, no 06MEXeHO ek ®apmaveBTMyHa Kinp manufacturing process of the active peuyenmom
14 TabneTok y 6nicTepi, o 4 | BignosiganbHicT KoMnaHisa g.4., substance. Minor change to the
6nicTepun y KapTOHHiIl t0 "CaHpo3 CnoBeHis; restricted part of the DMF.
Kopobui YkpaiHa" BMPO6HMUTBO in bulk, - Minor change in restricted part of
nepBuHHE Ta BTOPUHHE ASMF for section 3.2.s.2.5 and 3.2.5.2.6.
nakyBaHHs1, TECTYBaHHS, Type IB - B.l.a.2.e: Changes in the
[03BiN Ha BUMYCK cepili: manufacturing process of the active
Pewmegpika Nita., Kinp substance. Minor change to the
restricted part of the DMF.
- Minor change in restricted part of
ASMF for section 3.2.5.2.2, 3.2.5.2.3,
3.2.8.2.5,3.25.2.6.
Type IB - B.l.z: Other quality change to
active ingredient
- Other changes to Applicant part of the
dossier (including changes in 3.2.s.2.5,
3.2s84.4.,32s.7.1,3.2.5.7.3.
2, ABIPATEPOH TabneTkun, BKPUTI NNIBKOBOHO ToBapucTBoO 3 YkpaiHa [103BiN Ha BMNYycK cepiii: | CnoseHisi/ Type IB - B.l.a.2.e: Changes in the 3a UA/19750/01/02
CAHAO03® 060/10HKO0, NO 250 mr, Mo obmexeHo Nek dapmaueBTMYHA Kinp manufacturing process of the active peyenmom
10 Tabnetok y 6nictepi, no BignoBigasbHICT KoMnaHisa g.4., substance. Minor change to the
12 6nicTepiB y KAPTOHHiIl t0 "CaHpgo3 CnoseHis; restricted part of the DMF.
Kopoo6ui YkpaiHa" BMPOG6HMLTBO in bulk,

nepBUHHE Ta BTOPUHHE

nakyBaHHS, TECTYBaHHS,

[03BiN Ha BUMYCK Cepiii:
Pewmegika Nita., Kinp

- Minor change in restricted part of
ASMF for section 3.2.s.2.5 and 3.2.5.2.6.
Type IB - B.l.a.2.e: Changes in the
manufacturing process of the active
substance. Minor change to the
restricted part of the DMF.

- Minor change in restricted part of
ASMF for section 3.2.5.2.2, 3.2.5.2.3,
3.2.8.2.5,3.2.5.2.6.

Type IB - B.l.z: Other quality change to
active ingredient
- Other changes to Applicant part of the
dossier (including changes in 3.2.s.2.5,
3.2s54.4.,32s.7.1,3.2.5.7.3.




