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CepTtudikar akocri N2 040000116985
FemoTpan®, posuun ana in'exyin 100 mr/mn no 5 mn B amnyni, no 5 amnyn y 6nicrepi, no

16nicrepy y nauyi
1M1 PO3YNHY MICTUTb TPAHEKCAMOBOI KUCIIOTU Y MEPEPAXYBAHHI HA 100% CYXY PEUOBUHY 100MI

Homep cepii: 50724 KpaiHa oTpumyeau: YKpaiHa
KinbkicTb npogyKwir: 187.260 Tuc.amn. N¢ PeecTp. NOCBigYeHHS: UA/13975/01/02
[Hara BupobHuuTsa: 07.2024 TepmiH ail peecTp. noceigueHHs:  HeobmexeHui

AHanis BUKOHaHWI no: MKA N3 go PN NeUA/13975/01/02, aminv sig 15.08.2023 p.

HalimeHyBaHHA NOKa3HUKIB Bumorn AHJ(cneundikauii) Pesynbratn sunpobysaHb
Onuc Mpo3sopuir, 6esbapeHuil abo CBITNO-KOPUYHEBUIA

pPO34KH Bignosipae
lneHTUdiKaLia Ha xpomatorpami posunHy nopieusnHHs (b),

oflepxaHiin B posaini "CynposigHi gomiwku", yac
YTPUMYBAHHSA Mika TpaHeKcamosol KUCTOTU MaE
criBnafaTyl 3 YacoM YTPUMYBaHHS riKa

TPaHeKCamMmoBOl KUC/IOTH Ha XpomaTorpami posyunHy

ropiBHAHHA (C) 3 TOUHICTIO 2 % Bignosigae
Mpozopictb Mae 6yTn npozopum Bignosigae
Konboposictb Mae 6yt 6e3bapsHum abo 3abapeneHHs npenapaty
Mae ByTn He iHTeHCUBHIWWM 3a eTanoH BY Bignosigae
pH Bin 6,5 no 8,0 7,5
06’ em, W0 BUTAraeTbCA He meHwe 5 mn Bignosigae
CynpoBsigHi gomiwkun
nomilka A He 6inbwe 0,5 % 0,0 % (<MB)
Jomiwka B He 6inbiee 0,5 % 0,1 %
fomiwka C He 6inbwe 0,1 % 0,0 % (<MKB)
pomiwka D He 6inbwe 0,1 % 0,0 % (<MKB)
HecrieundikosaHa LOMILLKa He 6inbwe 0,1 % 0,0 % (<MKB)
CyMa [OMIlLIOK He 6inbwe 1,0 % 0,1 %
MexaHiuHi BKITIOYEHHSA: BULUMI [oBuHHI 6yTU BigCYTHI
YacTKn Bipnoginae

MexaHiuHi BKNIoUeHHs: HEBUANMI YacTKM

HacTok 3 poamipom 10 MKm i He 6inbwe 6000 B amnyni

Ginbue 85

YacTok 3 po3Mipom 25 MKm i He 6inbwe 600 B amnyni

binblwe 6
CrepunbHictb Mae 6yTu crepunbHUM Binnoeigae
BakTepianbHi eHEOTOKCUHM [paHuyHa KoHUeHTpaUia cTaHoBUTb 0,33 MO Ha 1
Cepmudhikam nidnucaro eneKmpoHHUM nidNUCcom ID 0400?011 6985 Crop.1 32
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Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./bakc (044)49689-42, Ten. {044) 485-26-57 (uinogoboso)

MF TPAaHEKCAMOBOT KMCAOTH Bignosigae
KinbKicHe BU3HaYeHHs
TpaHeKcamoBa K1CnoTa Big 95,0 mr go 105,0 mr 8 1 mn npenapaty 98,0 mr/mn
Yriakoska Mae signoBigat sumoram Bignosigae
MapkyBaHHs Mae signosifiaty BMoram Bigrosigae
Tepmin npugaTHocTi: 2 poKu No 07.2026

VYmogn 36epiranHa: 36epirati B opuriHanbHill ynakosui npu temnepatypi He suiie 25°C

KomeHTapi:

3asBa npo ceprudikadito:

Uum s 3aceinuylo, Wo BULLeBKasaHa iHdopmallia € AOCTOBIPHOW i TouHot. Lo cepito npoaykuii 6yno supobreHo (BKiiovaioqu
ynaKoBKy/MapKyBaHH#) Ta nposefeHull KOHTponb i AkocTi Ha HUKUeBKa3saHilh AinbHWLI B NOBHIN BignosigHocTi go Bumor GMP,
BCTAHOBAEHUX MICLIEBUM PETYAATOPHUM OPraHoM, a TaKoX Y BIANOBIAHOCTI i3 cneumdikauismm, ki 3HaXOAATLCA Y PeECTpaLinHOMY
[oche/TOproBol fitieHsii. TPOTOKONM BUPOBHIUTBA, MNaKyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BCTaHOBNEHa BigNOBIAHICTL GMP.

DlossoneHo po peanizauii / po BigBaHTaXeHHA

YnosHoBaxeHa ocoba — [NposigHui inxeHep BCraBN Angpycuk-LUyxina M.M. 15.08.2024

Bupo6Huua ginbHuua:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; JlileHsis Ha supobHuuTeo AE Ne 637430 Big 07.04.2015;

Ceptudikat GMP N2084/2023/GMP sig 09.10.2023, GMP/EAEU/KZ/ 81-01-2024 sig 15.12.2023; UP/I-530-10/21-03/13 Bia
28.10.2021, GMP_UZ - 08:2023 Big 30.11.2023

KouTponb AKoCTi Ta BUAaua [O3BONY Ha peanisauilo:
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; CeigouTso npo arectauio Ne 390 Bsig 22.01.2019

Cepmughikam nidnucaHo eneKmpoHHUM nidnucom ID 040000116985 Crop.2 32



