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O0mecTBO ¢ OrpaHHYen Ol 0TBETCTBEHHOCTBIO
Hay4no — nponsBojcTBennas gpupma “HecrenoBarenbeknii uentp”
Poccnsi, 630559, Hosocubupcekas 06aacts, Hosocubupckmnii paiion
\ ] (OO0 HII® «Hccnenorarennckuii menTp»),
p-n. Kostenoeo, Hayuno-nponssojcrsennasn 3ona, kopmyc 200, odpuc 426
ITouroserii agpec: 630559, Hosocnbupckas obJactb, p.u. Koabsuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen MPOAAK,
(383) 336-52-72 — Gyxraarepus, (383) 325-30-07 - HJI

ITacnopr Ka4yecTBa Ha JIeKaPCTBEHHbII MpenapaT
AJisl BEeTEePHHAPHOIo nNpuMeHenus Berom 1
Ne 684/1 or 11 sinBapna 2022 .

Toprosoe HanmenoBauue: BetoMm 1.

MHH: Betowm 1.

Homep PY: 35-1-10.18-4248Nel[1BP-1-10.18/03448.

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

. JlexapcTBenHas ¢opma: MOPOWIOK I NpUEMa BHYTPh M PEKTAILHOTO NPUMEHEHHS B TMaKeTe M3
JTAMHHHPOBaHHOM GyMaru, Macca HeTTo 5 T.

6. Haumenoranue npoussoautens: 000 HII® «HMccnenopatensekuii LUEHTP?.
7. Homep cepun: 1201221,

8. O0wem cepuH, MpeAbsAB/sieMoii Ha HenbITaHUs: 125630 wr.

9. Mecto otdopa: L[1dD.

10. DaTa otbopa: 06.12.2021.

11. laTa noctynnenusi B UJIBTK: 06.12.2021.

12. IaTa Hayana ucnbrTanyii: 06.12.2021,

13. JlaTa okoHuaHust HenblTanmii: 10.12.2021,

14. KonuvecTBo nocTynuBnx 06pasuos: 250 NakeTos.

15. Kem oTodpana npo6a: naGopant-mukpoduonor O.B. Turosa.

16. Pe3yibTAThI HCOBITAHUIL:

S

Ne HaumeHnoranue nokaszarens Hopma nmo HT/T Pesynerat ncnerTannit
n/m
i Bremnuii Buz, user, zanax [Topowoxk Genoro pera 6e3 3anaxa CootBercTBYET
2 Bpems pecycnieHnupoBanus, MuH. | 10, nonyckaeTcd HaauuHe ocaaka CootBeTcTBYET
3; pH (7,0+0,5) 6,6
4 [ToTeps B macce npu
BLICYIIMBAHUH, %, He Donee 6,0 CootrBetcTBYET
5. AHTaroHucTHYECKas aKTHBHOCTh
K TECT-KYJIbTYpaM (30Ha
YTHETEHUsi 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. KonnyecTBo XHUBBIX MHKPOOHBIX
Kknetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,6x10°
. INoanuHHOCTE Berom 1 nomxken copepxarh OakTepuu CooTseTcTBYET
Bacillus subtilis
8. MuxpodHonoruyeckas YMCTOTa,
HAJTHYHe:
Enterobacteriaceae; He nomyckaercs CoorseTcTBYET
Pseudomonas aeruginosa, He nomyckaetca CooTBeTcTBYET
Staphylococcus aureus; He nomyckaetca CooTBeTcTBYET
I0CTOPOHHUX
MHKpPOOPTaHHU3MOR, B T.4. H
rpuboB, He GoJiee ThIC/T 300,0 CoOTBETCTBYET

DHO nuiL, BHITOMHHUBIIHNX HCITBITAHHS:

3as. WJIBTK A ol A.A. Jlensk
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OO6mecTBo ¢ OrpaHHYEHHOH OTBETCTBEHHOCTLIO
Hay4uno — npounsBoacreennas pupma “Hecnenosartesekmii HeHTp”
Poccns, 630559, Hosocubupcekas o61acts, Hosocubupceknii paiion
(OO0 HII® «HccaegoBareaseknii nenTp»),

p.n. Kotk nioBo, nayuno-nponssoacrsennas 301a, kopuyc 200, opuc 426
Iourosmrii aapec: 630559, HoBocubupcekan o6aacte, p.n. Koasnoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaax,

(383) 336-52-72 — fyxraartepus, (383) 325-30-07 - IJI

X7

IIpoTokoa ncnpiTaHuii Ha JIeKapCTBEHHBIN Mpenapar
JJI BeTepHHAPHOro npuMeHenns Berom 1

Ne 684 or 11 ssuBapst 2022 1.

1. Toprosoe HammenoBanue: Betom 1.
2. MHH: Betom 1.

3. Homep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.

4. Bemyek mo TY: 21.20.10-061-23609643-2018.

5. Jlekapcreennasi ¢opma: TIOPOIIOK [0 [pHeMa BHYTPh M PEKTAILHOTO TNPHMEHEHHS B IMAKETE U3
JaMHHHPOBaHHOI OyMaru, Macca HeTTo 5 T.

6. Haumenosanue npoussoaurens: 000 HII® «HccenosatensCKuil LEHTPY.

7. Homep cepun; 1201221,

8. Odnem cepun, npeabsiBasieMoii Ha ucnbiTanus: 125630 mr.

9. Mecto orbopa: LIID.

10. JaTa otbopa: 06.12.2021.

11. JaTta noctynnenus B LJIBTK: 06.12.2021.

12. JaTa Hayana nenbiTanuii: 06.12.2021.

13. IaTa okoHuanus ucnwsitannii; 10.12.2021.

14, KosinyecTBo NOCTYNHBIINX 06pa3uoB: 250 naxkeTos.

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

16. Cebika Ha HENOJIL30BaHHOE 0GOpy/I0BaHME:

HaunMeHoBaHue Tun 3aBonckoi Homep | CpeneHus 0 MoBepKe
(aTTecTanmm)
TepMocTaT CyX0BO3AYUIHBIH AEKTPHIECKHIT TC-1/80 CITY 10009 Jlo 24.05.2022 r.
TepmocTaT CyX0BO3/YILIHbII JIEKTPHUECKHIH TC-1/80 CITY 27559 J024.05.2022 1.
TepMocTaT CyXOBO3AYIIHBIH NIEKTPHUCCKHI TCO-1/80 CITY 3661 Jo024.05.2022 r.
Beckl 271€KTPOHHBIE BBICOKOTO Kllacca Ohaus 7125151708 o 05.10.2022 1.
Instruments
AHanuzaTop nopTaTHBHLIN AHHMOH 7000 359 Jo 04.10.2022 r.
JlozaTop nMUMIeTOYHEBIH OpHOKaHAIbLHBIH 10090560 Ho 19.10.2022 r.
100 - 1000 mMkxn
Jlo3aTop MUIeTOYHbBIIH OnHOKaHAIBHBIH 09089662 J019.10.2022 1.
20 - 200 mxn




17. Pe3yJbTaThbl HCBITAHUI:
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Ne HaumenoBanue noxasareis Hopwma no HT/T Pesynbrar ucnertanmii
/m
1; BHewnuii Bua, uper, 3amax ITopomok Genoro usera 6e3 3anaxa CooTBeTCTBYET
2, Bpems pecycnennupoBanus, MuH. | 10, JoIycKaeTcs HAMMYHE ocanka CootrercTRyeT
3. pH (7,0+0,5) 6,6
4. IMotepsa B Macce mpu
BhICYIIMBAHNH, %, He Oonee 6,0 CooTBeTCTBYET
5. AHTaroHucTHYECKas aKTHBHOCTb
K TeCT-KyJIbTypam (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 HUBBIX MUKPOGHBIX
xnerok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,6x108
T IlognuuHOCTE Berom 1 nomkeH comepxarth GakTepuu CootBercTBYeT
Bacillus subtilis
8. Muxkpobuonoruyeckas YHCTOTa,
HaJIMYHUEC:
Enterobacteriaceae; He nonyckaercs CoorBercTByeT
Pseudomonas aeruginosa, He nonyckaerca CootBeTcTBYET
Staphylococcus aureus; He momyckaetcs CootBeTcTBYET
MIOCTOPOHHMX
MHKpPOOpPraHusMoB, B T.4H. H
rpuboB, He GoJee Thic/T 300,0 CootBeTcTBYET
@HO nuil, BLIMOTHUBIINX HCIEITAHUS:
AL (é
3aB. MWJIFTK o, e s AA. Jlensk
®HO nuu, npoBepyUBIIKMX MPOBEIEHAE UCITHITAHHIA:
JupexTop A M. Jlenax

3akmoyeHue YNOJHOMOYE€HHOTO JIMLIA:

JlekapcTBeHHBIH Npenapat A/ BeTepuHapHoTro npuMeHeHns Betom 1, ce

pust 1201221, B noTpeGHTENBCKON YIIAKOBKE

MaKeT W3 JJAMHHHPOBAHHOM OyMmaru, mMacca HeTTo 5 T, B komauectBe 125630 mepBHHMHBIX YNAKOBOK, MPOM3BENEH H

IIPpOBEPEH B COOTBETCTBHH C JULEH3HeH Ha NPpOHU3BOACTBO JIEKAPCTBEHHBIX CPEIACTB,

PErucTpaluoOHHOIO tpeboBanuamMu  GMP,

JIoChe,

TpeboBanusaM TV

21.20.10-061-23609643,

TpeOOBaAHUAMU
HMHBEIMH

TpeGOBaHHHMPI, YCTaHOBIICHHBIMH HOPMATHBHBIMH aKTaMH PCD, COOTBETCTBYIOIIHE 3alHCH SBIIAKOTCA YacThIO
JOCEE Ha BBITTYCK YKEBEHHOFI CEPHUH U MOTYT OBITB JIETKO HHCHTHd)HHPIPOBaHI:l B Cliyuae HeOﬁXO,I[l/IMOCTl/l.

CoOTBeTCTBUE KAYECTBA YCTAHOBICHHBIM TPEOOBAHUAM MOATBEPXKIAIO0.

BrInyck B rpa)<IaHCKHii 060poT paspeluaro.

VYoIHOMOYEHHOE JTHLO
000 HII® «HccnenopaTenbCKuii HEHTP»

Hara 11.01.2022

A.A. Jlenax




