Crpanuna 1 u3 1

OGmecTBOo ¢ OrpaHHYEnHOIi 0TBETCTBEHHOCTHIO
Hayuno — nponssoacreennas ¢upma “UcenenoBaTesnnbekuii meHTp”
Poccus, 630559, Hosocubupckas o61acrs, Hosocubnpcknii paiion
K ] (OO0 HII® «McenenoBarenbeKkmii HEeHTP»),
p-n. Konbnoro, nayuno-npoussoacreennas 30Ha, kopmyc 200, opuc 426
Hourossrii agpec: 630559, HopocuGupcekas 06aacTe, p.n. Konsnoso, a/s 247
Tenedon / pakc: (383) 336-71-32, 336-52-65, 325-30-73 — OT/IeJT MPOJAK,
(383) 336-52-72 — Gyxranrepusi, (383) 325-30-07 - WJI

ITacmopT kayecTBa Ha JekapcTBeHHDIH npenapar
AJISl BETEPHHAPHOI0 NpuMeHeHns Bertom 2
Ne 61/1 ot 03 penpans 2023 r.

Toprosoe nanmenosanmne: Betom 2,

MHH: Vetom 2.

Homep PY: 35-3-5.12-0602NeIIBP-1-2.6/01746.

Buinyek no TY: 21.20.23.190-041-23609643.

JlexapcTBeHHas ¢opma:  nopowOK NS MpHEMa BHYTPE W PEKTaNbHOTO IIPUMEHEHHA B IakeTe M3
JIAMHHHPOBaHHOMH GyMary, Macca HeTTo 50 T.

6. Haumenosanne npomssoautens: OO0 HII® «HccrenoBarensckuii LEeHTPY.
7. Homep cepun: 010123,

8. OGnbem cepum, npegbsiBisieMoii Ha HenbiTanus: 510 wr,

9. Mecro otGopa: LD,

10. 1aTa oTGopa: 26.01.2023.

11. JaTa noctynnenns B UJIBTK: 26.01.2023.

12. laTa na4ana wensitanmii: 27.01.2023.

13. MaTa okoHuanusi uenbiTanmii: 03.02.2023. -

14. KosnyecTBo noctynupimmx o6pasuos: 20 nakeros.

15. Kem oToGpana npo6a: naopaut-mukpo6uonor O.B. Tutosa.

16. Pe3y1bTaThl HCIIBITAHHIL;

No HaumMeHoBaHUe moKasaTens Hopma mo HT]T Pesynbrat ncnerranuii
n/n
Ii7 BuewmHui By, 1BeT, 3anax ITopowurok Genoro npeTa 6e3 3anaxa CooTBeTCTBYET
2 Bpems pecycnennuposanus, mun. | 10, momyckaercs Hanudue ocajika CoorBercTByeT
3. pH (7,0+0,5) 6,6
4 IToreps B Macce npu
BBHICYIIHBAHHH, %, He Gosee 6,0 CooTBeTCTBYET
5% AHTaroHucrTuueckas akTUBHOCTE
K TeCT-KYJIbTypaMm (30Ha
YTHETEHHS POCTa, MM, HE MeHee)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209; 8,0 8
Candida albicans - 620 6.0 10
6. KonuuecTBo :HBBIX MEKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10°8
o ITopnuHHOCTE Betom 2 fomken cogepxarh GakTepuH CootBeTcTBYyET
Bacillus amyloliquefaciens BKIIM B-
10642 u Bacillus amyloliquefaciens
BKIIM B-10643
3. Mukpobuonoruyeckas YHcTOTa,
HalMiue:
Enterobacteriaceae; He nomyckaercs CootBercTBy€ET
Pseudomonas aeruginosa; He nomyckaercs CootBeTcTByET
Staphylococcus aureus; He nomyckaercs CootBeTcTBYET
MOCTOPOHHHX
MHKPOOPTaHHU3MOB, B T.4. H
rpuboB, He DoJiee Thic/T 300,0 CoOTBETCTBYET

@DHO nuw, BBIMOJIHABIIMX MCIIBITAHUS;
3aB. UJIBTK e p ALA. Jlenak

C/Let-1i1t4



17.Pe3yibTaThl HCNBITAHKE:

Crpanuua 2 13 2

Ne HanmMeHoBaHUe NOKa3aTeNs Hopma mo HTJI PesymbTaT MCTIbITAHHH
n/n
1. BuemrHuii BHA, LIBET, 3aMaX TTopoiok 6eJ10ro UBeTa 6e3 3amaxa COOTBETCTBYET
2. BpeMs pecyCreHMpOBaHHA, MUH. 10, DomyckaeTcs HaIMune ocalka CooTBETCTBYET
o) pH (7,0+0,5) 6,6
4. TloTtepsa B Macce NpH
phicylIMBaHKH, %, He Oonee 6,0 CoOTBETCTBVET
3. AHTAarOHUCTHYECKAA aKTHBHOCTD
K TecT-KynbTypam (30Ha
yTHETEHHsA pOCTa, MM, HE MeHee)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; 5,0 6
Staphylococcus aureus - 209; 8,0 3
Candida albicans - 620 6,0 10
6. KoNHuecTBO KHBBIX MUKPOOHBIX
K1eToK, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10¢
gk TTo/UTHHHOCTh BertoM 2 J0JDKeH CofepKarh GakTepuu CoOTBETCTBYET
Bacillus amyloliquefaciens BKITM B-
10642 u Bacillus amyloliquefaciens
BKIIM B-10643
8. MukpoGHonornieckas 4ucToTa,
HATHYME!
Enterobacteriaceae; He pomyckaetcs CoOTBETCTBYET
Pseudomonas aeruginosa; He momyckaeTcs COOTBETCTRYET
Staphylococcus aureus; He nomyckaeTcs COOTBETCTBYET
TIOCTOPOHHHX
MHKPOOPraHM3MOB, B T.4. 1
rpuboB, He Gonee TRIC/T 300,0 COOTBETCTBYET

MO nuu, BLITMOJIHHUBILHX HCTILITAHHA:

3ap. WIIBTK ALA. Jlensk
@OHO su1, IPOBEPHBIINX MPOBSACHHE MCIIBITAHMI:
JlupexTop AM. Jlenax

3aK0deHHe YIOTHOMOYEHHOrO JIMIA:
JlexapcTBeHHbIi NPenapar uis BETEPHHAPHOIO npuMeHeHns BeTom 2, cepus 010123, B noTpeGHUTENBCKOM YIIaKOBKE
[aKeT M3 TaMUHApOBaHHOH OyMmarH, Macca HETTO 50 r, B komuyecTBe 510 MepBUUHBIX YMAKOBOK, NpPOU3BENICH 1
npoBepeH B COOTBETCTBMH C JuneH3ueil Ha TMPOHM3BOACTBO JIEKAPCTBEHHBIX CPE/ICTE, TpeGoBaHUAMH
PErHCTPALIMOHHOTO  I0Che, tpeboearnsamu  GMP, tpeGopanmaM TV 21.20.23.190-041-23609643, uHbIMH
TpeGOBaHHAMH, YCTAHOBJICHHBIMU HOpMaTHBHEIMH akTamu P®, COOTBETCTBYIOLIC 3aMHUCH SBJIAIOTCA YacThO
JOChE Ha BBITYCK YKa3aHHOH CepuH H MOTYT 6BITh JIErko HaeHTH(hHUIUPOBAHBI B CIyvac HeoOXO0IMMOCTH.

CoOoTBETCTBHE KaueCTBa YCTAHOBIEHHBIM TPeOOBAHNAM MOATBEPAHKAAIO.
BhINycK B IP@KIaHCKUii 060pOT paspeiaro.

VONHOMOYEHHOE JTHLIO
000 HII® «MccneoBaTeNbCKUi LEHTPY

Tara 03.02.2023



