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CEPTUDIKAT AHANIZY ctop. 13 1
[norotun Rarasens] TTHOXKCHH, xancyan sarinannhi m’axi no 1000 pr Na 2 P
Koa 3eirgocti | RP601A/3 Kon kancyn C2133/3
3siTHa cepin  |. 5730043 Cepis xancyn 5738838
JaMosnnk Pexopnari Inpacrpia Xinika C.LA. Cepis Mo 71123
PoGoue 3amornennsa: 5730043 Hara purotosnenns: 19.12.2023 Burmymena kinskicts: 4.650,000
Hata 3akiueHns TepMiy npumarHocTi: 11.2026
Teer . Crendixa i Pesynetarn Meromika
Onne kancyn M’ sKi XeNaTHHOB KaNiCyH oBaTBHOT . . Bisyannuuit
(hopMiL, XOIECPY CHOHOBOT KicTKH Bimmosizae KOHTROJb
Onmce euiery . . ] . Bisyansuuit
Bina Macnsnnera cycnensig Bianosinae ORTDOIIE
Cepenua maca 2220 - 2377 mrikanc 2300 cCD
Cepenma maca eMicty 1824 — 1936 Mr/kanc 1857 cCd
OnnopignicTs Macu Bigxunenns 7,5% Bignorinae cCD
Poznanapns <30xzr 3 cCEP
InenTudikauis deurikonasomry TTosuTuBHMI TMoznrHBHKIl MAK]187
HiTpar
Kinsxicue snanavenny 950,0 ~ 1030,0 r/xame - 994,1 MAK187
(penTHKONAZONY HiTpATY
Kinbkicue sn3navenmg <1L0% 0,0 MAKI187
cynbdoxeuny (Homimea B)
Lnentudirania 6apranka Tosurunnuit Mosurnsanii MAK189
THTAHY KioKcHay)
Inerrucpixauia narpiro HNo3uTusnuit Tlosurusanit MAK188
ETHANAPATIAPpOKCHEEH30aTY
Inentudikanis narpimo Ho3utapuuit {Tosnrupaumii MAK188
nponinnapari,upoxcnﬁenaomy
KinekicHe sisHauenns HATPIIO 1,28 - 1,92 mr/kanc 1,70 MAK183
ETHIINAPariApoKCHBer30aTY
Kinbxicue susnasenns natpiro 0,56 ~ 0,84 mr/ranc 0,75 MAKIi88
nponinnapari,upoxccnﬁenaoary
3aransha KinekicTs aepobumx <102 cCd
MiKpoopranismis {TAMCO) =10° KOE/r <100 KOE/r
3aranbua kimexicrs Apizgpris Ta = 10" KOEfr < 10 KOE/r )
rpubis (TYMC)
Pseudomonas aeruginosa Bincyrnicts B 1 r ) Bincyrai /fr cEd
Staphylococecus aureus Bincyruicte s 1 1 Bimcyrni /v cED
Candida albicans Bixcytnicts 8 1 ¢ Bimcyrsi /r cEd
3areepireno YIOBHOBaIKEHO0 0C0T0I0
Hara/migmie:
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[roroTun Karanent]
Karanent Itani C..A

Bia Hetrynerce, 1 20, 100
04011 Anpinia (IT) - ITAJILA
catalent.com

+39 06 927141

CEPTHOIKAT AKOCTI

lpomyxuis: FIHOKCHH, KaTICY MM BariHaibsi M*axi mo 1000 Mr No2

Cepis No; 71123

Pastip cepii: 9.300 xaricyn (rigmosinac 4.650 YIIaKoBKaM)
Hara saxigvenns TEPMiny nprpmataocTi:  11/2026

Hata eupobuunraa: 16.12.2023

Kpaina-supobrnk: Itanix

Peectpauiiine noceiguernns s Yxpaini Ne UA/G094/01/03 Hificne no:  meoBmexeno

Hiroua pevoruna: 1 kancyna micrims {enTrroHazony mitpary 1000 mr

Posuip Ta tio makysanns: 2 Kancymu g bnicrepi; 1 6nictep B Kopobii

Jlixapcsia popma; kameyan BaTIHANBHI M’ K]
p P Y.

Bupobunurse / Yiakoska / Kontpons sxocri / Brnycx cepii

Karanent Irani C.n.A., Bia Herrynence K. 20, 100 - 04011, Ampinia (JIT), Itania
Jlinenzin na BupoGHumTEO No: aM 1 08/2020

Cepndixar signosiznocri GMP Ne: 1T/46/H/2021

Creunthikanis Ta pesyneratn aHANizy cepii npuBenewi & Ceprngikati Anamisy

m 5 sacpimuyio, mo HaBEACHA Bume iHGopMamin ¢ AOCTOBIpHOIO Ta TowHOW. Lo cepilo mpoxyxuii Gymo
BHpoGneno (Bxmoualogn NaKyBaHHS/MapPKYBAHHA) Ta TPOBEACHO KOHTpONk 1 Axocri WA BHe3asHauewis
hineruy y noswiit Bignosigmocti 3 suMorami GMP, cTaHoRNeRIMY MicHesmy PEryMATOPHHM OPraHoM, a TAKOXK
Binnoeiz#o no creundixanii, mo MicraThes Y peectpauiiinomy mocse. IpoTokom BHPOGHHUNTBA, NAKYBAHHA T4
aHanizis 6yno nepermnyro Ta BCTanoBaeHo signosigxicts GMP.

YnoBHOBaxeHa ocoBa
Jlopi Jlagpare
(Hara)
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