JIIKAPCBKHUX 3ACOBIB MEANYHUX IMYHOBIOJIOTTYHUX ITPEITAPATIB), AKI 3BAPEECTPOBAHI

HEPEJIIK

Jlonatok 3

no Hakazy MIiHICTepCTBa OXOPOHH 3IOPOB’S
VYkpainu «IIpo JiepKaBHY peecTpariiro
JMKapChKUX 3aco0iB Ta BHECEHHS 3MiH JIO
peecTpaliifHuX MarepianiB JIKapChbKUX 3aco0iB,
SKI 3apeecTpOBaHi KOMIIETEHTHUMH OpraHaMH
Cnonyyenux lllratiB Amepuky, llIBeinapcpkoi

Kondenepauii,

Slnowii,

€sporneiicekoro Corosy»
Bix 16 mrororo 2026 poky Ne 183

ABcTpanii,

Kanaam,

KOMINETEHTHAMHU OPTAHAMH CIIOJIYUEHUX IITATIB AMEPUKH, IIBEHUIIAPCHKOI KOH®EIEPAIIII,
SAMOHII, ABCTPAJIIT, KAHAJIM, JIIKAPCHLKUX 3ACOBIB, 1110 3A HIEHTPAJI30BAHOIO IMPOLIEAYPOIO
3APEECTPOBAHI KOMINETEHTHUM OPTAHOM €BPONENCHKOTO COIO3Y, SKUM BIZIMOBJEHO ¥
3ATBEPI’KEHHI 3MIH JIO PECCTPAIITHUX MATEPIAJIIB TA BHECEHHI JIO IEPJKABHOT'O PEECTPY
JIKAPCHKHX 3ACOBIB

Ne Haszea @Popma eunycKky | 3aseHuk Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa npoyedypa Ymoeu Homep
n/ niKkapcbKo20 (nikapcbka eionycky |peecmpayiliHo2
n 3acoby ¢hopma, 0 rnoceid4YyeHHs1
ynakoeka)
1. | ABIPATEPOH TabneTkn, BKpUTI Tosapuct | YkpaiHa [03BIiN Ha BUMYCK cepili: CnoseHis/ Type IB - B.l.a.2.e: Changes in the manufacturing process 3a UA/19750/01/01
CAHOO3® NniBKOBOIO BO 3 Ilek ®apmaueBTn4Ha Kinp of the active substance. Minor change to the restricted part peuenmom
o6ornoHKoto, no obmexeHo KoMnaHis A.4a., CnoseHis; of the DMF.
500 wr, no 14 10 BMpO6HMUTBO in bulk, - Minor change in restricted part of ASMF for section
Tabnetok y Bignosiga nepBUHHE Ta BTOPUHHE 3.2.s.2.5and 3.2.5.2.6.
6nictepi, no 4 NBHICTIO nakyBaHHS, TECTYBaHHS, Type IB - B.l.a.2.e: Changes in the manufacturing process
Gnictepuny "CaHpo3 [03BIiN Ha BUMYCK Cepili: of the active substance. Minor change to the restricted part
KapTOHHiI kopobui YkpaiHa" Pewmegaika J1t4., Kinp of the DMF.
- Minor change in restricted part of ASMF for section
3.25.2.2,325.2.3,3.25.2.5,3.25.2.6.
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, 3.2.s.4.4.,3.2.s.7.1, 3.2.5.7.3.
2. | ABIPATEPOH TabneTku, BKPUTI Tosapuct | YkpaiHa [03BIiN Ha BUMYCK cepin: CnoseHis/ Type IB - B.l.a.2.e: Changes in the manufacturing process 3a UA/19750/01/02
CAHOO3® NniBKOBOKO BO 3 Jlek ®apmaueBTnyHa Kinp of the active substance. Minor change to the restricted part peuenmom
o6ornoHKoto, Nno obmexeHo KoMnaHis 4.4a., CnoseHis; of the DMF.
250 mr, no 10 10 BMPOGHMUTBO in bulk, - Minor change in restricted part of ASMF for section
Tabnetok y Bianosiga nepByHHE Ta BTOPUHHE 3.2.s.2.5and 3.2.s.2.6.
Gnictepi, no 12 NBHICTIO nakyBaHH4, TECTYBaHHS, Type IB - B.l.a.2.e: Changes in the manufacturing process
GnicTepiB y "CaHpgo3 [003BiN Ha BMNYCK cepint: of the active substance. Minor change to the restricted part
KapTOHHiI kopobLyi YkpaiHa" Pewmegika IlTa., Kinp of the DMF.
- Minor change in restricted part of ASMF for section
3.2.5.2.2,3.25.2.3,3.2.5.2.5,3.2.5.2.6.
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Ne Haszea ®Popma eunycKky | 3aseHuUkKk Kpaina Bupo6Huk Kpaina PeecmpauyitiHa npoyedypa Ymosu Homep
n/ JlikapcbKo20 (nikapcbka eionycky peecmpaujiliHo2
n 3acoby ¢hopma, 0 noceid4yeHHs1
ynakoeka)
Type IB - B.l.z: Other quality change to active ingredient
- Other changes to Applicant part of the dossier (including
changesin 3.2.s.2.5,3.2.s.4.4.,3.2s.7.1, 3.2.5.7.3.
B.o. HayaJIbHHUKA
dapManeBTUHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO




