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CepTudpikar cepil nikapcbKoro 3acoby Ne 546

1. Hasga npopykKuii: CAMUUNKA-BILLHDA

2. Kpaita-BMpoBHUK: YKPATHA

3. Homep peecrpauinHoro noceigyennn:  UA/16924/01/01

4. Cuna gii/akTuBHICTSL: - 100 Mn po34YUHY MICTSTb KUCNOTU caniynnosol 1 r

5. Nlikapcoka hopma: PO34VH 4R 30BHIWHBOrO 3acTocyBaHHA, cnupTosh 1%

6. Posmip Ta TMn nakyBaHHA: no 40 Mn y pylakoHax 3 MapKyBaHHSM YKPaiHCbKOK MOBOIO

7. Homep cepii: 20922 PoaMmip cepii: 47110 wr

8. llaTra BupoOHMUTBA: 09.2022

9. JlaTta sakiH4YeHHA TepMiHy npuaaTtHocTi: 09.2025

10. Haseu, appecu Ta HOMepH niueHsil BupobneHo, BkIOHaOYYM MaKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha JifbHWUI 3

BCIX ainbHMLE 2 BupobOHHMUTBA Ta Bupo6GHMUTBA pigkux Ta M™'sKuX nikapcekmx 3aceobis TOB "[AKI "®apmauesTndHa

K

OHTpONW  AKOCTH cabpuka" 3a appecow Xutomupcbka ob6n.,2KUTOMUPCLKUA paioH, c.CTaHulliBKa,
Byn.Koponsosa, 6.4; niueHsia NeAB 598036; ceipoutso npo avecrtauito ®XJT Nel27,
ceigoyrso npo atecrtauyilo MBJT Ne227

11. CepTudikarTu BignosigHocrti GMP pna sBcix ginbHMubL, HaBepenux y n.10: 020/2022/GMP
12. PeayneTaTn aHanisie:

MOKa3IHUKK Bumoru HT ] PezynbraTtH
Onwuc Mpozopa 6eabapBHa piguHa Bianosinae
InenTudikauin 3rigHo MKS /13 Bignosinae
fMposopicTe Fpo3opuii | Bignoginae
Konboposicts Bes3bapsHuit Bianosinae
BmicT eTanony Bin 67 % 06/06 [o 73 % 06/06 Binnosinae
Mikpobionoriuna 4ncroTa izge}ﬂilde 4yucno aepobHux Mikpoopranismis (TAMC): He 6inbwe 1072 Bianosinae

JaranbHe yucno aAphxaxoBux Ta naiceHesmx rpubis (TYMC): He
Sinbiue 101 KYO/mn
BigcyTHicTh Staphylococcus aureus 8 1 Mn

BigcyTHicTh Pseudomonas aeruginosa B 1 mn

O6'em BMICTY KOHTEHHOpA He MeHwe 40 mMn BianoBigae
MaKyBaHHA 3rigpHo MKS N3 Bianosifnae
MapKkyBaHHAa 3rinHo MKA N3 Bianoeinae
KinekKicHe BU3Ha“eHHA Big 9,5 mr/mn go 10,5 mr/mn 10.1 Mi/mn
13, KomeHnTapi: AN

14. 3ansa npo Llum a1 3acBigyylo, Wo HaBenexa sullie iHpopMallisd € /nod: GBIPHOIO Ta To4Hol. Lo cepilo npup,yxuu 6ynn BupoGneHo
cepruadikanio: {BKJ'II-DHEIDHM naKyBaHHﬂfmapKyEaHHﬁ) Ta nposejet -‘ oM pob i AKOCTI Ha Byuule3asHaveHin ,qmmeua y NOBHIN
sfaies: OCTi 3 BUMoramu GMP, BCTaHOBNEHUMY pelie A PEryATOPHUM OPraHoM, a TakoX BignosigHo go
NS, L0 MICTATBCS Y pesc'rpaulumumy eBE. m OKOGU BMpoBHULTBA, NakyBaHHA Ta aHanisis byno
N\, BCTaHOBNEHO BignosigHicTh r"'@ :

a BUOana pno3sin Ha B %7 ’ POk Mamena ocoba 3 axocri
; ..__'... ’ A 17. Bava nianucarns 2L/ 0. LOL 2
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