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O6mecTBO ¢ orpaml'qermoﬁ OTBETCTBEHHOCThLIO
Hayuno — nponssoicrsennas pupma “Hcecsieiosaresibekuii nenrp”
Poccus, 630559, HoocuGupcekas ob6nacrs, HoBocuGupeknii paiion
K ] (000 HII® «McenenopaTebeKuii HeHTP»),
p.n. Koaibioso, nayuno-npon3sojcTeennas 301a, kopnyc 200, opuc 426
ITourosniii agpec: 630559, HoBocuGupckas 061acts, p.u. Koabnoso, a/s 247

Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npojak,
(383) 336-52-72 — Gyxraarepus, (383) 325-30-07 - UJI

ITacmopT KavecTBa Ha JeKApPCTBEHHBII MpenapaT
JJIA BeTePHHAPHOT 0 NpuMeHeHus Berom 1
Ne 127/1 ot 14 despans 2022 r.

Toprosoe HanmenoBauue: Betom 1.

MHH: Berowm 1.

Homep PY: 35-1-10.18-4248 Nl IBP-1-10.18/03448.

Brinyek mo TY: 21.20.10-061-23609643-2018.

Jlekapcreennas ¢dopma: mOpOIIOK MIA NpHEMa BHYTPh M PEKTANLHOTO NPHMEHEHHS B NaKeTe M3
JIaMHMHHMPOBaHHOH Oymaru, Macca HETTO 5 T.

6. HaumenoBanue npoussoantens: OO0 HITD «Hccie10BaTeNbCKHil HEHTPY.
7. Homep cepum: 160122,

8. O6mem cepuu, npexbsBAsieMoii Ha HenbiTanns: 125020 wr.

9. Mecto othopa: LI[1D,

10. JaTa otdopa: 07.02.2022.

11. Jata noerynnenns B MJIBTK: 07.02.2022.

12. laTa nayana uenwitanuii: 08.02.2022,

13. Jata okonvanus uensiranmii: 11.02.2022.

14. KonueeTBo nocTynuBIIMX 00pasuos: 250 nakeTos,

15. Kem oTo6pana npo6a: naGopant-mukpo6uonor O.B. Tutosa.

16. Pe3y/1bTaThl HCNLITAHHII:

Ay Loy Ry e

Ne HaumenoBanue nokaszares Hopma o HT/], Pe3ynbTar HCnbITaHUI
/o
i Brewnuii BUI, 1BET, 3amax ITopoiok 6enoro 1eeta 6e3 3anaxa COOTBETCTBYET
2 Bpems pecycnenaupoBanus, MuH. | 10, 10mycKaeTcs HalM4ue ocanka CooTeeTcTRYET
3. pH (7,0+0,5) 6,6
4 IToTteps B macce npu
BBICYIIMBAHHH, %0, He Oonee 6,0 CoOTBETCTBYET
= AHTaroHUCTHYECKAasA AKTHBHOCTh
K TECT-KyJIbTYpaM (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. Konn4ecTBo HBBIX MHKPOOHBIX
knetTok, Bacillus subtilis, KOE/T,
He MeHee 1x108 2.5x10°
7 INopnuanoCTH Betom 1 nomkeH conepxath GakTepHu COOTBETCTBYET
Bacillus subtilis
8. MukpobHoIorHYecKas YHCTOTA,
HaJH4He:
Enterobacteriaceae; He nonyckaercs CooTBercTBYyeT
Pseudomonas aeruginosa; He nonyckaercs CooTteercTBYET
Staphylococcus aureus; He nonycxkaercs CooteeTcTBYET
MOCTOPOHHUX
MHKpOOPraHuiMoB, B T.4. H
rpudoB, He DoJiee ThiC/T 300,0 CootBercTBYET
DHO nu1L, BEIMOTHUBIIMX HCIIBITAHMS

3as. UJIBTK _ . A.A. Jlensk



17. Pe3ynbTaThl HCNBLITAHHIL
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Ne HaumeHoBaHUe Mokazarelis Hopma nmo HT/] PesyneTaT HcnbiTanuii
n/n
1 BHewHui BUA, LBET, 3aax [Topowoxk Genoro upeta 6e3 3amaxa CoOTBETCTBYET
2 Bpems pecycnenaupopanud, MuH. | 10, fomyckaercs Hajnuue ocanka CootBeTcTBYET
3. pH (7,0+0,5) 6,6
4 IToreps B Mmacce npu
BhIcyLIuBaHuM, %, He Gomee 6,0 CooTBeTCTBYET
5. AHTaroHUCTHYECKAs AKTHBHOCTD
K TECT-KYJbTypam (30Ha
YTHETEHHSA 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 MUKPOGHBIX
wknetok, Bacillus subtilis, KOE/r,
He MeHee 1x10° 2,5x10¢
7. [TognuHHOCTH Berom 1 nomxeH comepxars OakTepuu CooTteercTByeT
Bacillus subtilis
8. MukpobHonornyeckas YHCTOTA,
Halnu4ue:
Enterobacteriaceae; He nonyckaercs CooTtBercTBYeET
Pseudomonas aeruginosa; He nomyckaetcs CooTtseTcTBYET
Staphylococcus aureus; He nonyckaetcsa CooTBeTCcTBYET
MOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. H
rpuOOB, He 60Jee ThIC/T 300,0 CoOOTBETCTBYET

DHO nuil, BEITOMHHBIINX HCTIBITAHUS:
3as. MWJIETK

®HO nun, npoBepHBIINX NPOREIEHHE HCTIBITAHMI:

Jupektop

3aKIrYeHHE YIIOJHOMOUYEHHOTO JIMIA;

JlexapcTBeHHBI Npenapar Wi BETepHHAPHOTO NpuMeHenus Betom 1 ceppm 160121 B MOTPEOHTENIBCKOMH YIIAKOBKE
NakeT U3 JaMMHUPOBAHHOH OyMard, Macca HeTTo 5 r, B konuyectse 125020 mepBHUHBIX YIAKOBOK, IIPOM3BEIEH M
NpOBePEH B COOTBETCTBHM C IIHIEH3MEHl HAa NpPOM3BOACTBO JIEKAPCTBEHHBIX CPE/ICTS,

PETHCTPAllHOHHOIO  10Che, TpeGoBanuamu GMP, TtpeGopanmsm TV 21.20.10-061-23609643,

Tp€60BaHHHMH, YCTAHOBJICHHBIMH HOPMATHBHBIMHA aKTaMH Pq), COOTBETCTBYHOIIIHE 3allHMCH SABIAKTCA YacThIO

NOCBE Ha BBINMYCK yxasaHHoﬁ CCPHH U MOI'YT OBITE JIETKO HI{eHTHdJHLalOBaHbI B ClTy4ae HeO00XOAMMOCTH.

CooTBeTCTBHE KaUeCTBA YCTAHOBISHHBIM TPeOOBAHMAM TOATBEPK AL,
Brinyck B rpaskIaHCKHIT 000pOT paspenaro.

VNOoMTHOMOYEHHOE JIMLIO
000 HII® «Hcenenosarensckuii nueHTp»

Hara 14.02.2022

AA. Jlensk

A M. Jlensax

TpeboBaHHAMH

A.A. Jlenak



