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Ceprudikar sakocri N2 040000117751

FemoTpan®, posumnn ana iH'exuin 50 mr/mn, no 10 mn B amnyni, no 5 amnyn B Gnicrepi,
no 2 6nicrepu y nayuyi
M PO34MHY MICTUTb TPAHEKCAMOBOI KUCJIOTU Y MEPEPAXYBAHHI HA 100% CYXY PEYOBMHY 50M

Homep cepii: 20924 KpaiHa oTpumysay: YkpaiHa
KinbkicTb npogykui: 41.370 Tuc.amn. N2 PeecTp. nocsigyenHs:; UA/13975/01/01
farta supobruyrsa: 09.2024 TepMmiH pii peectp, nocsigueHHn:  HeobMexeHui

AHani3 BUKOHaHuI no: MKA N3 po PN NeUA/13975/01/01, 3miku 8ig 15.08.2023 p.

HaimeHyBaHHA nokasHukis Bumorn AHA(cneundikauyii) PesynbraTu Bunpo6ysann
Onuc Mpo3opuia, 6e3baperuit abo CBITNO-KOPUYHEBNIA

poO3uunH Binnosipae
laeHTndikauin Ha xpomatorpami pozunny nopisHanHa (b),

OAepXaHin B po3aini "CynposigHi gomilwku", yac
YTPUMYBaHHA nika TPaHEeKCaMOBOI KNCIOTU Mae
CNIBNAAaT 3 YacoM yTpUMyBaHHA nika

TPaHEKCaMOoBOI KNCNIOTU Ha XpomaTorpami PO34nHy

NOpIBHAHHA (C) 3 TouHicTIO +2 % Binnosigae
MposopicTb Mae 6ytv nposopum Binnosigae
KonboposicTb Mae 6ytn 6e36apeHum abo 3abapsneHHs npenaparty
Mae 6yTU He IHTEHCUBHIWMM 3a eTanoH B7 Bignoeipae
pH Bin 6,5 no 8,0 7.4
06’em, Wwo suTAraeTbCA He meHwe 10 mn Bignosipae
Cynposigsi gomiwkn
Aomiwka A He 6inbwe 0,5 % 0,0 % (<MB)
AoMiwkKa B He 6inbwe 0,5 % 0,0%
Aomiwka C He 6inbwe 0,1 % 0,0 % (<MKB)
Aomiwka D He 6inbwe 0,1 % 0,0 % (<MKB)
HecneyndikoBaHa 4OMilWwKa He 6inbwe 0,1 % 0,0%
CcyMa AOMIloK He 6inbwe 1,0 % 0,1%
MexaHiuHi BknloueHHs: BUaNMI MNosuHHI 6yTn BiACYTHI
YacTkun Bianosinae

MexaHiuHi BKNOYeHHA: HeBUAUMI YacTKmn

YacTok 3 pozmipom 10 MKkm i He 6inbwe 6000 B amnyni

6inbwe 299

HacTok 3 po3mipom 25 MKM i He 6inbwe 600 B amnyni

6inbwe 18
CrepunbHictb Mae 6yTn ctepunbHum Bianosinae
bakTepianbHi eHgOTOKCUHM lpaHnyHa KoHueHTpauin cTaHosuTb 0,33 MO Ha 1
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MI TPaHeKCamMoBOI KMCNOTH Bignosipae
KinbKicHe Bu3HaueHHn
TpaHeKcamoBa KMcnoTa Bip 47,5 mr go 52,5 mr B 1 Mn npenapary 49,2 mr/mn
Ynakoska Mae Bianosinatn BuMoram Bignosigae
MapkyBaHHA Mae Bianosinatn BuMoram Bianoeinae
Tepmin npugaTHocri: 2 poKu o 09.2026

YmoBu 36epiranHa:  36epiratih 8 opuriHanbHii ynakosyi npu Temnepartypi He Buwe 25 °C
Komenrapi:

3anBsa npo ceprudikayiio:

Lum 5 3acsiauyio, wo suweskasaHa iHdopmauia € AocToBIpHOI i TouHol. Lo cepio npoaykuii 6yno supobneHo (BKNOYaOUK
yNakoBKy/MapKyBaHHA) Ta NpoBeaeHui KOHTPONb i AKOCTI Ha HWXuYeBKa3aHiil AinbHULI B NOBHIM BignosigHocTi po Bumor GMP,
BCTAaHOBNEHUX MICLIEBUM PEryNATOPHUM OPraHOM, a TakoX Yy BiANOBIAHOCTI i3 cneymndikauiamm, AKi 3HaXoAATLCA Yy peecTpayinHomy
AOCbE/TOProBoi nileHsii. MpoTokonu BUpobHULTEa, NakyBaHHA Ta aHanisis 6ynu nepesipeHi Ta BcraHosneHa BignosigHicTs GMP.

DozeoneHo po peanisauii / no sigBaHTaxeHHn

YnoeHoBaxeHa ocoba — MposigHuit ixeHep BCTaBIM AHppycuk-LykiHa M.M. 27.09.2024

Bupo6unua ginbunuys:
YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscoka, 74 Niyensia Ha BMpo6HULTBO AE Ne 637430 8ig 07.04.2015;

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

KoHTponb skocTi Ta Bugaua possony Ha peanizauiio:
YKPATHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74: Csigoutso npo atecrauiio Ne 390 gig 22.01.2019
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