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Haltmenysaazsy uperapary

Cana git/axrusyicrs

Posmip ra tun naxysams

Peecrparditie nocsi ruewms

Howmep copit

Hara upobunmrsa

Jinensist na BupoGHMITRO
Ceprudirar sianosimnocri GMP

Komtpois sxoeti pigrosimmo 1o

},"IAHICPEATI/IH, TabuxeTRI, BRPHTI 000J101K010,

KIIKOBOPO3HEHMI x10 250 Mmr

1rabrerxa mietnrs: nauxpearuny 250 mr,
WO BIANOBIAAE AKTHRAOCTI He MeHIITe:
1000 aminomitirannx Opn Ph. Eur,

1200 nicomimnunnx On Ph. Luar,

80 uporeoaituannx On Ph, Eur.

o 10 rabnerox y uicrepi, o 2 BaticTepu v navid

Ne UA/0337/01/03. Tepmin uif na TepuTopil Vipainm
HeoOMexeHuH,

1240824 Kinexicrs B cepii 15247 v

14.08.2024 p. [prparsmit o 08,2026 p.

Cepin AB, No 598019

033/2024/GMP -

Cuemndixauii P o PIT Ne UA/0337/01/03

Nz Hapamerpu Cremndiranis Pesynwraru
1 2 3 4
[. | Onne Tabnerxu,  xpyrmoi  dopmu, BKPHTI
O0ONOHKOI0, 3  IIANKoIO JBOOUYKIIOIO
TIOBEPXHEIO, BIN CBITIO-POKEBONO JIO TEMHO-
POXCBOTO KONLOPY, HOIYCKACTLCH HAABHICTL | Bimnosinae
crerudianoro  samaxy. Ha  posmamd, PR
PO3MLINANHT TN NYIOK,  BHIHO SIPO,
OTQUCHE OJUEMM CYHUILHAM IAPOM.
2. | Imewrradixanis
- AMinazy Busuawaiots  sa  aminmomitwumono  miero Bimnosinae
npenapary
Jinasu Buswawators  3a  nminosituumoro  nieto Binnosigae
nperapaTy
[poreasn Buswauators  za  nporeomithiow Jiewo | Bimmosinae
nperapary
3. | Posmapanns He noBuuni posnanatucs mporarom 1 romumu | Bigmorigae
B 0,1 M poswuni xucromu xnopucmosodnesor.
Hovuuni  posmamatncs B Qocdamuory | Bimmosizae
Gydhepromy posuuni pH 6,8 P IPOTHIOM
I rojmm.
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4. | Omwopimmicrs gozoBanx
13314300011 SR
— NPHAMATEHE 3HAYCHIS fTs AV=15.0 2,5
AMUTOTITHYHOY, Jinonitinayo; |
3 IPOTEONITIIHOT AKTUBHOCTEH
5. | Kinexicue BYI3HAYeH ]
Adtistonitiana axTsricrs, He menure 1000 aninomitaammx OJ1 Ph. Eur. 1494
Jinositauna axrasgicrs, He mewme 1200 miromituyusir OM Ph. Gur. 1682
Uporeornitnana axrusuicr, He menute $0 nporeonitmumms O Ph.Eur, 125
6. | MixpoGiomoriuua ' Blr Upenapary NomyCcKaeTbos:
YHCTOTA TAMC we Ginsme 10 KVO, 110
TYMC we 6inprue 102 KVO ta 15
TONCPaHTHAX 0 XOBYL  IpaMHEraTHBHIX Mexrme 100
Baxrepiit we Ginsime 10> KVO.
Bincyruicts Salmonella 10 ¢ npenapary. BineyrricTs
Bincyrmicrs Escherichia coli g 1 r upentapary. | Bigeyrmicrs
Bincyruier, Staphylococcus aureus s 1 Bigeyruicrs
npenapary.
7. 1 Yiaros: Bianosixno qo Pj1 Bianosinae
8. | Maprysamus Binnorimo 1o PJ1 Binmonigae
Komenrapi: 36¢epiraty » OPULIHANBRIN yiakosLi py reMueparypi He sae 25° C,
Buenorox: Binnosizac sumoram cuexm(buga:g«/}:u}:’;.. zjz(TfL?aﬁfv@fa,}»LIA/OZ%?)’7/0.1./03
A . S et
Havanppng Binmiry rowrposo seoeri : g;f{[axomuc HI  AJ.00 Ly v
i JHata

Luwe 5 sacsiouyio, wo nasedena aruge z‘;—zq’)()p}bp{;’; .00
Cepiro 1240824 JI3 «ITAHKPEA THH, masivmin, 2

Rity.=g

Kprmi oGononrow, KUMIKOBOpO3YLIHL 1o
250 mzy, Gyno supobreno (sxmovaioyy RURYGAHHS, / MOPKYGaHNS) ma NPOBCOCHD KOMMPOND iT 2K0CHi
HE GUUEsasHai el dinpiyi Y ROGHIN GI0noRIONOCHI 3 susozanu GMP, semanognenumy MICYEE1M

PEEVRANOPHUM OP2UHOM, a4 maxo e 6IONOGIORO..C neyuirayil, wo sicmamecs Y peecmpayinnomy
Q0ChE.
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