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O6mmecTBo ¢ OrpaHHYEHHOMN OTBETCTBEHHOCTDIO
Hayuno - npoussoncrsennas gpupma “Uccaenosatennexmii nenrp”
Pocensn, 630559, HosocuGnpekas ob.aacts, Hosocnbupexknii paiion
K ] (000 HIIP «HccaeroBaTeLCKHil IEHTDY),
p.n. KosibnoBo, Hayuno-npousBoacTeennas 30Ha, Kopnye 200, oduc 426
Iourossrii anpec: 630559, HopocnGupckas o6aacth, p.n. Koasuoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen NMPOAAK,
(383) 336-52-72 — Gyxrastepns, (383) 325-30-07 - W

IlacnopT kavecTBa Ha JIeKapCTBeHHBII npenapar
A/l BeTePHHAPHOI0 npuMeHenns Berom 1
Ne 100/1 ot 13 dperpais 2023 r.

Toproeoe nHanmeHoBanne: Betom 1.

MHH: Betowm 1.

Homep PY: 35-1-10.18-4248NeITBP-1-10.18/03448.

Beinyck no TY: 21.20.10-061-23609643-2018.

JlexapcTBennas ¢opma:  mopowok a1 npuema BHYTPb M PEKTANLHOTO NpPHMEHEHHA B MaKeTe u3
JlaMHHHPOBaHHOM OyMaru, Macca HETTO 5 T.

6. Haumenosanmne npomnssoautens: 000 HIID «HccrenopaTenbekiil LIEHTPY.
7. Homep cepum: 070223,

8. O6wem cepum, npeabaBAsieMoii Ha wenbITanus: 125800 wr,

9. Mecto otGopa: LITI®.

10. TaTa otGopa: 08.02.2023.

11. TaTa noctynnenus 8 MJIBTK: 08.02.2023.

12. lata nauana ueneirannii: 09.02.2023.

13. JlaTa okoHuaHus HenbITanumi: 13.02.2023,

14, Konnyeetso nocrynuswnx o6pasmos: 100 nakeros.

15. Kem otoGpana npo6a: naGopant-mukpo6uosor O.B. Tutosa.

16. Pe3y/IbTATEI HCIIBITAHMIA:

S Bt i s

Ne HaumenoBanue mokasarens Hopma o HT]T Pesynbrar HenbITaHIIH
n/n
1. BHemHui BHI, 1BeT, 3amax [Topowiok Genoro 1seTa 6e3 3amaxa CooTBeTcTBYET
P Bpems pecycnenauposanns, Mun. | 10, 10NnyckaeTcs HATHYHE OCANKA CootBeTcTByeET
3% pH (7,040,5) 6,6
4. IMoTeps B Macce npu
BEICYIIMBaHUH, %, He Goliee 6,0 CootBeTcTBYET
&) AHTaroHUCTHYECKAS AKTHBHOCTD
K TECT-KYJNbTypaM (30Ha
YTHETEHHA 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. KomimuecTBo :KMBBIX MEKPOGHBIX
KIeTok, Bacillus subtilis, KOE/r,
HE MEHee 1x10° 2,5x10°
i [TonmuaHOCTE Betom 1 nomkeH conepxars GakTepHu CooTBeTcTBYET
Bacillus subtilis
8. MiukpoGHonoruyeckas YHCTOTA,
HaJIuue:
Enterobacteriaceae; He nomyckaercs CooTBeTcTBYET
Pseudomonas aeruginosa; He nonyckaercs CooTBeTcTBYET
Staphylococcus aureus; He nonyckaercs CooTBeTcTBYET
MIOCTOPOHHHX
MHKPOOPraHHU3MOB, B T.4. H
rpuboB, He GoJee ThIC/T 300,0 CoOTBETCTBYET
OHO nuil, BRITTOIHHBIIMX UCITBITAHHS:
3as. HJIBTK (‘7‘/;4,4 l 0 4 AA. Jlensx
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17. Pe3yAbTAThI HCIBITAHMIL
‘Ne ~ HaumeHOBaHHME NOKA3ATEILA Hopma no HT{ Pe3ynbTar HCTBITAHMI
n
14 BremHH# BU, IIBET, 3aMaX [Topouok Genoro upera Oe3 3anaxa COOTBETCTBYET
2. Bpemst pecyCneHAHPOBAHHNA, MUH. 10, momycKaeTcs HAIMU|e 0Ca/IKa CoOTBETCTBYET
3 pH (7,0+0,5) 6,6
4 [ToTepsa B Macce npu
BpICYIIMBaHKH, %o, He Dosee 6,0 COOTBETCTBYET
5 AnTaroHMcTHIECKas aKTHBHOCTh
K TeCT-KyJbTypam (30Ha
yrHeTEeHHs 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. KomMuecTBO KUBBIX MHKPOOHBIX
Kknetok, Bacillus subtilis, KOE/T,
He MeHee ]1x10° 2,5x108
7. IToaMMHHOCTD BeroM 1 [0MDKeH conepikaTth GakTepuu CoOTBETCTBYET
Bacillus subtilis
8. Mukpobuonornyeckas Y4ucToTa,
HAJTHYHE:
Enterobacteriaceae; He momyckaeTcsa CoOTBETCTBYET
Pseudomonas aeruginosa; He momyckaercs CoOTBETCTBYET
Staphylococcus aureus; He normyckaeTcs CoOTBEeTCTBYET
MOCTOPOHHHX
MHKpPOOPTaHH3MOB, B T.4. 1
rpuboB, He GosIee ThIC/T 300,0 COOTBETCTRBYET
@UO 1L, BHIIOIHHBIIAX HCIBITAHUS:
3as. MJIBTK AA. Jlenax
®HO nu1l, MPOBEPHBLIHX MPOBEACHHE HMCIBITAHHIL: g
TTnpexTop A M. Jlenax

3aKIHUEHHE YIIOIHOMOYEHHOTO JIMIA!
JlekapCTBEHHEIH MpemapaT /Uis BETepHHAPHOIO MPHMEHEHIA Berom 1, cepus 070223, B moTpeOHTENbCKOI yTTAaKOBKE
naKeT W3 NaMHHMPOBAHHOM OyMar, mMacca HETTO 5 r, B komuuecTse 125800 nepBHYHBIX YMAKOBOK, MPOM3BEACH H
npoBepeH B COOTBETCTBUH C JIULEH3Meil Ha NPOM3BOJACTBO JIEKAPCTBEHHBIX CPE/CTS, TpebOBaHHAMM
PErMCTPallMOHHOTO  I10ChHE, tpebopanuamu  GMP, tpeGopanuam  TY 21.20.10-061-23609643, HHBIMH
TpeGOBaHHAMH, YCTAHOBIEHHBIMM HOPMAaTHBHBIMH AKTAMH P®, COOTBETCTBYIOIIME 3aMUCH SBIIAIOTCA YacThIO
JOChe Ha BBIIYCK YKa3aHHOMN Cepry ¥ MOTYT OBITh JIErKO WaeHTHHUIMPOBAHBI B CITyuae HEOGXOAUMOCTH.

COOTBETCTBHE KauecTBA YCTAHOBICHHBIM TpebOoBaHMAM MOITBEPKAIO.
Beinyck B rpaxaaHCKkuil 060poT paspeiaro.

VII0THOMOYEHHOE JTHII0 .
000 HII® «HccnenopaTelbCKHii HEHTP ;'{9 p / A.A, Jlensax
f /‘-i“ ~

Tara 13.02.2023



