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O6mecTBO ¢ OrpaHAYEeHHOli OTBETCTBEHHOCTEIO
Hayuno - npousBoacTeennas ¢pupma “HeciieqoraTeanekuii ueHTp”
Poccus, 630559, Hosocubupcekas o6aacts, HoBocuGupckuii paiion
(000 HII® «McenenoBaTeabCKuii neHTP»),

p-n. Kosib1oBo, nayuno-npounseoacrsennas 3ona, kopnyc 200, oduc 426
IMourossrii axpec: 630559, HoBocuGupekas o6iacts, p.n. Koabnoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaak,

(383) 336-52-72 — GyxraaTepusi, (383) 325-30-07 - HJI

V)7

IlacmopT KavecTBa Ha JeKapCTBEHHBIH MpenapaT
IJIsl BEeTePHHAPHOT0 NpuMeHenus Berom 1
Ne 314/1 or 06 anpessn 2022 r.

Toprosoe naumeHosanue: Betom 1.

MHH: Betowm 1.

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

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

JlekapcTBennasi opMa: MOPOWIOK [ NPHUEMa BHYTPh M PEKTAIBHOTO NPHMEHEHHS B [aKeTe W3
JaMHHUPOBaHHOH Oymary, Macca HETTO 5 T.

6. Haummenosauue npouspogutensi: OO0 HII® «HccrenopaTenbekuii LEHTP.
7. Homep cepuu: 350422,

8. O6m1em cepun, npeabsiBisieMoii Ha wensITaHust: 124950 mr.

9. Mecro orbopa: IIIID.

10. laTa orGopa: 29.03.2022,

il S L

11. JaTta nocrynyienns B UJIBTK: 29.03.2022.
12. laTa nauana nensiTanuii: 29.03.2022.
13. JlaTta okoH4aHuA ucneiTanmii: 05.04.2022.

14. KonuuectBo noctynuBmmx o6pasuos: 250 nakeTos.

15. Kem oTobpana npoda: naGopant-mukpoGuonor O.B. Tutosa.
16. Pe3ynbTaThl HCOILITAHMIL:

Ne HanmMeHoBanue mokazarens Hopma no HT]T Pesynerar ucnbrranuit
n/m
1. BHewnuil BHa, LBET, 3amax [Topowok 6enoro npera 6e3 3amaxa CootBercTBYET
2. Bpems pecycnenaupoBanus, MuH. | 10, qonyckaeTcs HATHYKE 0CaIKa CootBeTcTBYET
3, pH (7,0+0,5) 6,6
4 [MoTepst B Macce npu
BbICYIIMBAaHUH, %, He OoJee 6,0 CooTBeTCTBYET
5. AHTaroHUCTHYECKas aKTHBHOCTh
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. KoniuecTBo JKHBBIX MHKPOOHBIX
Kknerok, Bacillus subtilis, KOE/r,
HE MEHee 1x10¢ 2,5x108
7 [MopnrHHOCTE Betom | nomxeH conepxarh OakTepun CootBeTcTBYET
Bacillus subtilis
8. Muxkpobuonoruyeckas YuCTOTA,
HallHyune:
Enterobacteriaceae; He nomyckaercs CootsetcTBYET
Pseudomonas aeruginosa; He nomyckaercs CootseTcTBYET
Staphylococcus aureus; He momyckaercs CooTeeTcTBYeT
MOCTOPOHHHX
MHKPOOPIaHU3MOB, B T.4. H
rpuboB, He 0oJiee Thic/T 300,0 CooTBETCTBYET

@®HO nmun, BEIMOMHUBIINX UCTIBITAHHA:

3ap. UJIBTK

. 2 ot A.A. Jlensik
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Oo6uecTBo ¢ OrpaHHYeHHOH 0TBETCTBEHHOCTHIO
Hayuno — nponsBoacreennas pupma “Ucciaenosarennsekuii HenrTp”
Poccnsi, 630559, Horocubupcekasn o6.aacts, HosocuGnpekuii paiion
(000 HII® «HcerenoBarenneknii nenrp»),

p.n. Konbnoso, nayuno-nponssojicrsennas 3ona, kopuye 200, oduc 426
ITouroserii anpec: 630559, HoBocnGupekas o6aacts, p.u. Koabunoso, a/s 247
Tenedon / paxce: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaak,

(383) 336-52-72 — GyxranaTepus, (383) 325-30-07 - VI

QN7

IIpoTokos ucnpITanmii Ha JleKapcTBeHHbIH Npenapar
AJISl BETEPUHAPHOI 0 npuMeHeHus Berom 1

Ne 314 or 06 anpens 2022 r.

1. Toprosoe HanMeHoBaHue: Betom 1.
2. MHH: BetowMm 1.
3. Homep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.

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

5. JlexapcTBeHHast ¢opma: MOPOIIOK IS NPHEMa BHYTPh M PEKTAIbHOTO NpPHMEHEHMs B Iakere u3
JMaMHHUPOBAHHOI OyMaru, Macca HETTO 5 T.

6. Haumenosanue npomspoantesi: OO0 HIT® «Hcenenopatensekuii HeHTpy.

7. Homep cepun: 350422,

8. O6bem cepun, mpeXbsiBJsieMoil HAa ncnbITanus: 124950 mr.

9. Mecto otOopa: L{I1D.

10. TaTa otbopa: 29.03.2022.

11. JaTa nocrynnenns 8 UJIBTK: 29.03.2022.

12. laTa Hauana ucnbiTaHuii: 29.03.2022,

13. JdaTa oxonuyanus ucnbiTanuii: 05.04.2022,

14. KosinvecTBo nocTynuBLunx o6pasuos: 250 nakeTos.

15. Kem oToGpana npo6a: nadopaut-muxpoduonor O.B. Turosa.

16. Ceplaka Ha HENOJIL30BAaHHOE 000PYI0BAHKE:

HaumeHnoBanue Tun 3aBonckoii Homep | CeeneHus o NOBEpKe
(aTTecTaunn)
TepMocTaT CYX0BO3AYIIHBIH MIEKTPHIECKHH TC-1/80 CITY 10009 o 24.05.2022 r.
TepmMocTaT CyX0BO3AYLIHBINM JIEKTPHYECKHUI TC-1/80 CITV 27559 Jo 24.05.2022 r,
TepMocTaT CyX0BO3LYIIHBII 3IMEKTPHUECKHI TCO-1/80 CITV 3661 Jo 24.05.2022 1.
Becrl 3neKTpOHHbBIE BRICOKOTO Kilacca Ohaus 7125151708 o 05.10.2022 r.
Instruments
Ananu3atop nopTaTUBHBIN AHHMOH 7000 359 Jo 04.10.2022 r.
Jlo3aTop MUNeTo4HbIi OJHOKaHAJILHBIH 10090560 Jo 19.10.2022 r.
100 - 1000 Mkn
Jlo3aTop MUMeTouHsIit OJHOKaHaNbHEIH 09089662 Ho 19.10.2022 r.
20 - 200 MK




17. Pe3yJIbTaThl HCNBITAHMIA:
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Ne HaumMeHoBaHHE NOKa3aTeNA Hopma mo HTJT Pe3ynbTaT UCIBITAHUI
n/n
1 BHemnuii BUA, LIBET, 3a1aX TMopowiok Oenoro ugeTa 0e3 3anaxa COOTBETCTBYET
2 Bpems pecycrieHIHpoBaHKA, MuH. | 10, TOMycKaeTCA HAMUKME OcaIKa CoOTBETCTBYET
3. pH (7,0+0,5) 6,6
4 [ToTeps B Macce npu
BhICYLIMBaHMH, %, He Dolee 6,0 COOTBETCTBYET
5. AHTaroHucTHYeCKas aKTHBHOCTh
K TeCT-KyJIbTYpaM (30Ha
YIHETEHHMs 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. KONU4ecTBO KMBBIX MHKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10¢
7 IToIMHHOCTD Berom 1 nomkeH coaepxkarh OakTepuu CooTBETCTBYET
Bacillus subtilis
8. MukpoOuonoruueckas YHCTOTa,
HaJIH4He:
Enterobacteriaceae; He nonyckaetcs CooTBeTcTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTseTcTBYET
Staphylococcus aureus; He momyckaetcs CootBercTBYET
NOCTOPOHHHX
MHKPOOPraHH3MOB, B T.4. H
rpuboB, He 6oJee ThiC/T 300,0 COOTBETCTBYET
DHO 1L, BEINMOIHUBLIIAX UCTILITAHKA:
3as. MJIFTK AR 5/ A.A. Jlenak
®HO nu1L, NMPOBEPUBLINX NPOBEASHHE HCILITAHMI
JupekTop A W. Jlensk

3akaroyeHue YIoJHOMOYEHHOTO JIHLA:
JlexapcTBEHHBIH Tpenapart Juis BeTepuHapHOro npuMeHeHust Betom 1, cepus 350422, B noTpeOUTENBCKOH YNIaKOBKE
nakeT M3 JaMHHUPOBAaHHOH OyMmary, Macca HeTTO 5 I, B KonuuecTBe 124950 mepBUYHBIX YNAKOBOK, MPOH3BENEH H

IPpOBEPEH B COOTBETCTBHH C JIMUEH3Mel Ha TMPOU3BOACTBO JICKAPCTBCHHBIX CPEICTB,

PErUCTPaLMOHHOIO Tpeboanuam  TY  21.20.10-061-23609643,

J0Che,

tpebopanusmu  GMP,

v

TpeGOBaHUAMH
UHBIMH

Tp86OBBHH2MI’I, YCTAHOBJICHHBIMH HOPMATHBHBIMH aKTaMH PCD, COOTBETCTBYIOLIHUE 3alHUCH ABIAKTCA 4YacCThHO
JI0ChE Ha BBIMYCK YKA3aHHO CEPHH U MOTYT OBITh JIETKO HACHTH(GHIHMPOBAHE! B CITyuae HEOOXOJHUMOCTH.

COOTBETCTBHE KAYECTBA YCTAHOBIIEHHBIM TpeGOBaHHAM MOATBEPIKIAT0.

BhINyck B FpaXIaHCKUil 060pOT paspelar.

YnonHoMo4eHHOE JTHLIO
00O HII® «HccnenopaTenbckuii HEHTP»

Hata 06.04.2022

A.A. Jlensik




