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, LUBENLAPCbHKOI KOH®EAEPALLIT, ANOHII, ABCTPAII,

KAHAAW, NIKAPCbKUX 3ACOBIB, LLO 3A LEHTPA/TIISOBAHOIO NMPOLUEAYPOKO SAPEECTPOBAHI KOMMNETEHTHAM OPIrAHOM

EBPOMNENCbLKOIo CO3Y

Ne Hassa Popma sunycky 3asBHUK Kpaina Bupo6HuUK Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JliKapcbKo20 (nikapcbka ¢hopma, Bionycky peecmpayiliHo2o
3acoby ynakoska) nocsi0YeHHs1
1 ABIPATEPOH | Tabnetku, BKpUTI ToBapucTBo Ykpaina [03BiN Ha BUNYCK cepiii: CnoseHria/ | Type IB - B.l.z: Other quality 3a UA/19750/01/02
CAHAO3® nNiBKOBOO 3 ek ®apmaveBTMYHA KOMNaHis Kinp change to active ingredient |peyenmom
0060/10HKOI, M0 250 | ob6MmexeHo A.4., CnoseHis Type IB - B.l.a.2.e: Changes
Mmr, no 10 TabneTtok BignoBigasib BMPO6HMLTBO in bulk, nepBrHHe in the manufacturing process
y 6nictepi, no 12 HiCTHO Ta BTOPUHHE NakyBaHHS, of the active substance. Minor
6nictepiB y "CaHpo3 TeCTyBaHHS, 403Bi/ HA BUNYCK change to the restricted part
KapTOHHI kopobuy; Ykpaina" cepiii: of the DMF
no 500 wmr, no 14 Pemegika NTa., Kinp Type IB - B.l.a.2.e: Changes
TabneTok y in the manufacturing process
6nictepi, no 4 of the active substance. Minor
onictepny change to the restricted part
KapTOHHI kopooLUi of the DMF
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
2, ABIPATEPOH | Ta6neTku, BKpUTI ToBapucTBo Ykpaina [03BiN Ha BUNYCK cepiii: CnoseHria/ | Type IB - B.l.z: Other quality 3a UA/19750/01/01
CAHAO03® nAiBKOBOIO 3 ek ®apmaneBTNYHA KOMMNAHIsA Kinp change to active ingredient |peyenmom
060/10HKO10, M0 500 | ob6mexeHow A.4., CnoseHis Type IB - B.l.a.2.e: Changes
Mr, no 14 Tabnertok Bignosifasib BUPO6HMLTBO in bulk, nepBrHHe in the manufacturing process
y 6nictepi, no 4 HiCTHO Ta BTOPUHHE NakyBaHHS, of the active substance. Minor
6nictepuny "CaHpo3 TeCTyBaHHS, [03BI/1 HA BUNYCK change to the restricted part
KapTOHHiI kopobui Ykpaina" cepiii: of the DMF

Pemepika N14., Kinp

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
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




