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PTUNDIKAT AKOCTI

THHKOMILMHY MOPOXNOPUA

Kaneynu no 280 mr o 10 kancyn ¥ Bnictepl, no 2 GnicTepy ¥ nayni

Homep cepii 1930324 Kpaina YkpaiHa
KinbkicTs & cepit 13476 wy PeccTpayiine nocriguensa Mo UAMS62/01/01 i
Data supoGunurea _ 14.03.2024 Tepmin AiT peecTpaufiitore noceiguenna HeoOmemennH
Burpobyeanua nporeaene sriguo MeTogiB koHTpom akocti 12 Ne SFP-056-08
HoKa2pMKu AKoCTI Kputepli npuikathocTi (py punycky) Pe3ynuTaT f
QOnne Trepal KaNcynM 3 Kopnycom DIAONO Kenkopy i KpMueyroto ;
HOBTOrG KONkopy. BMicT kancyn - nopowok Ginore konbapy Bianosinac ‘
laenTudsinania A. Ha xpomarorpaml eunpoGoByBaHOrO pozyMyy, nfepKadii
ipY KinkKICHOMY BUM2HAYEHHI, Yac YTPUMYEAHHA OCHOBHArD “
Bipnoginac
RiKa NIHKOMIMWHY Mae 2GIraTHen 3 YacoM YTPUMYSaHHA
OCHOBHONG NiKa Ha XPOMAaTOrpaMi PO3YMHY RODIBHAHHA
B, XapaktepHa akicHa peakuia 3 Hampio slmponpycudom P Bignoeipac
C. Peakiin (a) Ha xnopugm Bignosipac
CepepuAa maca eMIieTY Kancynu Big 332,5 mr po 367,5 mr (350,60 mr £ 5 %) 344,3 My :
OgHepigHIcTE O020BaHNX 0QUHULL Mae signoeinath euMoram EDIADY, AY < 15,6 %, 33
POIPAXYHKOBO-BArOBUIA METOR
Boga He dinwwe 5.6 % 4,80 %
Cropouui gomiu -
He Ginnwe 5,0 % <50%
flinkomivens B
Pozunnenna He medwe 75% (Q) ninkoMinuuy 3a 34 xe 103,86 %
Mixpobioneriyna yuctoTta *3aranbHe uucno aepobuux MikpeopraHizmie - p—
TAME - e Ginbwe 1° KYO e r
Samnsie Weno SplKEXKoBMX Ta NRiceHesnx rpyubis - & 35
TYMC - He Ginbme 1 KYO B 1 ¢
*BigeyTvicts Escherichiacoli s 1 BiacyrHi .
KinnkicHe BEnzKayensa Big 237,5 mr go 262,5 mr {280,0 mr £ 5,0 %),

- ninrkonigus (CigHN.CaS) ¥ nepepaxyMkEy Ha cepeguie mMacy smicty oguici kancynn cla '
Ynakoe«a MoewnHen signesigaiv enmoram HE Bignoeigae :
Maprysaiisa Moguued signosinat BuMoram HE Bignoseigac
Tepmin npugaTaocTti 3 pokn Lo 03.2027

** - Anna cmidikux ¢hopM mikpoopearismie.

Havansnuk BKA:

Negewe Q.11
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CEPTA®IKAT CEPII U1 MKAPCBKOI'O 3ACOBY

JlinkoMinpey Tilpoxnepni, Kancyna na 250 mr

Haidmenysasns npoyraii

Jlikapenka gopya

Ciuna AiifaxXTHBRICTE

Pozpip i THIL YTAKOBKH

K paina-BupoduuK

Howep peecrpanifinoro
rioceigHeHns

Homep cepii
Poamip cepil
JlaTa sapoGHUHTEA

Jara 3aKinueniis TepMiny
AIpBRATHOCTI

Hazen, aapeca Ta UOMEpH
Ainensiii BeiX AiTGARLE 3
gUpOGIIITRS T KOWTPORIO
AKOCTI

Ceprudixaa GMP
AifbLHEALE, BKA3ANHX B nld
PesyanTaTit punpodyeank

KomenTtapi

3asBa BPo cepTudikaiuo

TIpizeuine, nignue i nocApa
ocobn, KA Hagala po3Ein
ua BANYyeK cepil

JHKOMILMHY I LAPOXJIOPH]

xancynu 1o 250 mr

i kaucyaa MICTHTb TiHROMIIMITY TAAPOXAOPUAY ¥ fiepepaxysaHHi
ua 100% ninxomiups — 250 Mr

no 10 kancya y Gaicrepi; no 2 6uictepn Y madm

Yxpaina
Ne UA/1562/01/01

1030324

13 454 nax.

14.03.2024

no 03.2027

Yxpaiia, 03134, m. Kuis, By Mupy, 17;

ninenais AB Ne598003;
CBiJIONTRO PO ATECTAMII0 naGopatopii BKA Ne96

Ne 015/2022/GMP z0 10.12.2024

Iiaseneni & cepTriKati AKOCTI

Lipm 7 3aceiagyo, WO
rounow. Lo cepiio
AKyBAHHS/MApPKYBAHHS) /
BHIIezasHaueHIA AL 7 y

UPORYE i ~Ovio
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ROHTPOAL 1 AKOCTI

A

¢

." L innosinicrs GMP.

uapeieHa Buiie iHpopMauit € 0CTOBIPHOO Ta
suroTORNEH0  (RKIIOHAOYH

BinoRgHOCTI 3 PUMOTaMH GMP,
saMoM, 2 TAKOXK BLIDOBLHO
oMy aocke. [1pOTOKOAH
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