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O6mecTBO ¢ OrpaHHYEHHO OTBETCTBEHHOCThIO
Hay4no — npousBoxcrsennas pupma “Uccaenoparenseknii ueHrTp”

Poccus, 630559, Hosocuéupekas o6aacrs, Hosocudunpcknii paiion
(000 HII® «Hcenenorarennexuii nenrp»),
p-n. Ko.ib1oBo, HayyHo-npoussoacTBenHasn 3012, kopnye 200, oduc 426

[ouroselii anpec: 630559, HosocuGupcekas o6nacrs, p-n. Koasuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — 0Tae Npoaak,
(383) 336-52-72 — Gyxranrepus, (383) 325-30-07 - WJI

S 5, I e

ITacnopT kavecTBa Ha JeKapcTBeHHbIH Npenapat

AJIsl BETEPHHAPHOI 0 IpuMeHeHus Berom 1

Ne 416/1 or 05 oxkTsabps 2021 .

Toprosoe nanmenosanue: Betom 1.
MHH: Berom 1.

Homep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.
Boinyek no TY: 21.20.10-061-23609643-2018.
JlekapcTBennast dopma:

NOJIMMEPHBIX MaTepHaoB, Macca HeTTo 0,5 Kr.

6. Haumenoranue npoussoautens: 000 HII® «Mccnenopatenbekuii LEHTP.

7. Homep cepun: 951021,
8. O6nem cepun, npeansaraseMoii Ha nenbiTanua: 1269 mr.
9. Mecto oThopa: LD,
10. laTa ordopa: 01.10.2021.
11. JaTa nocrynaenns 8 MJIBTK: 01.10.2021.
12. laTa Ha4asa ucnsrtanuii: 01.10.2021.
13. JlaTa oxoHuanust ucnbitanmii: 05.10.2021.

14. KonuuecTBo nocrynueuinx o6pasuos; 2 6aHKH.

15. Kem otob6pana npo6a: naGopanr-mukpo6uonor O.B. Turosa.
16. Pe3y/IbTaThl HCNBLITAHMIL:

NOPOLIOK /U NpPHEMa BHYTPh H PEKTAILHOTO NPUMEHEHHS B OaHKe H3

Ne HanmeHoBaHHe nokaszarens Hopma no HT/] Pesynbrat ucneitanuii
n/n
L. BHelwHuii BuA, LBET, 3amax [MTopoiuok 6enoro 1Beta Oe3 3anaxa CoorBercTBYET
2 Bpems pecycnenaupoBanus, MuH. | 10, 1onyckaetcsa HalHuUe Ocaaka CooTtsercTBYET
3. pH (7,04+0,5) 6,6
4 [Toreps B Macce npu
BbICYLIMBAHHH, %0, He OoJiee 6,0 CootsercTByeT
5 AHTaroHNCTHYECKAS AKTUBHOCTh
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. KonnuecTso »HMBBIX MHKPOGHBIX
Knetok, Bacillus subtilis, KOE/T,
HE MeHee 1x106 2,5x106
T [MToanuuHOCTD Betom 1 nomxeH conepxath GakTepun CooteeTcTBYET
Bacillus subtilis
8. MukpobHonoruyeckas 4McToTa,
HaTHYHe:
Enterobacteriaceae; He nonyckaercs CootsercTByeT
Pseudomonas aeruginosa; He nonyckaercs CootseTcTByeT
Staphylococcus aureus; He nomyckaetcs CooteeTcTBYET
MOCTOPOHHHX
MHKPOOPTraHH3MOB, B T.4. W
rpuboB, He DoJiee ThIC/T 300,0 CootBetcTBYET

OHO nuu, BEIMOJHUBIIMX UCTTBITAHUS:

3ap. MJIBTK
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ObmecTBO ¢ orpannuennoii OTBETCTBEHHOCThIO
Hayuno - npoussoacreennas $pupma “UccaenoBarenneknii uenTp”
Poccus, 630559, HoBocuGupckasn o6nacrn, Hosocn6upckuii paiion
& ] (OO0 HII® «Hceaenoparenncknii nentpy),
p.n. KoaibuoBo, Hayuno-nponssoacreennas 30Ha, kopuyc 200, oduc 426
Ilourosrlii anpec: 630559, Hosocubupckas o6nacrs, p.u. Koanuogo, a/a 247
Tenedon / paxe: (383) 336-7 1-32, 336-52-65, 325-30-73 — otaen NpoaK,
(383) 336-52-72 — Gyxranrepus, (383) 325-30-07 - WJI

IIpoToxoa menbiTanuii na JIEKAPCTBEHHBIN npenapar
AJISI BETEPHHAPHOI0 npuMeHenust Berom 1

Ne 416 ot 05 okTabps 2021 r.

1. ToproBoe nHaumenoBanue: Betom 1.

2. MHH: Berowm 1.

3. Homep PY: 35-1-10.18-4248Ne[TBP-1-10.18/03448.

4. Bomyck no TY: 21.20.10-061-23609643-2018.

5. JlexapcTeennasi (opma:  nopowox s NIPHEMA BHYTPb M PEKTATLHOINO NPUMEHCHHA B OaHKe W3
TNOJIHMEPHBIX MAaTEPHAJIOB, Macca HeTTo 0,5 KT.

6. Haumenosanue npoussoaureas: 000 HIID «Hcenenosarensekuit ueHTpY.
7. Homep cepun: 951021.

8. O0bem cepuu, NpexbLABASeMOii HA HenNbITaHus: 1269 LT,

9. Mecro otGopa: LITD.

10. MaTa otGopa: 01.10.2021,

11. laTa nocrymienus 8 WIBTK: 01.10.2021.

12. laTa Havana wenbiranmii: 01.10.2021.

13. laTa okoHuanus uenbitanmii: 05.10.2021.

14. KosimyecTBO nocTynuBmimx 00pa3uoB: 2 GaHkH.

15. Kem oToGpana npoéa: nabopant-mukpoGuonor O.B. Tutosa,

16. Ccblika Ha ncnoab3oBanHoe obopynoBaHHe:

HaumeHnosanue Tun 3aBonckoif Homep | Caenmenus o NoBepKe
(arrectaumun)
TepmocTat cyxoBo3ayHbIi 3neKTpHYeCKHit TC-1/80 CITY 10009 J024.05.2022 r.
TepMocTaT CyX0oBO3 Ay IHEI INEKTPHYECKHIT TC-1/80 CITY 27559 Jo 24.05.2022 .
TepmocTat cyxoBo3ayiHbiii SIEKTPUYECKUI TCO-1/80 CITY 3661 o 24.05.2022 r.
Bechbl anekTpoHHEIE BRICOKOrO Kiacca Ohaus 7125151708 J005.10.2021 r.
Instruments
AHaNU3aTOp MOPTATHBHBIH AHHMOH 7000 359 J004.10.2021 r.
Jo3aTop nuneToyHmi OnHokaHaNbHEL 10090560 Jo 19.10.2021 r.
100 - 1000 mxn
Ho3aTop nuneTouHsIi OnHokaHaLHBI 09089662 Mo 19.10.2021 r.
20 - 200 Mk




17. Pesy ibTaThl HCNBITAHHIL
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Ne HaumeHOBaHHE MOKA3ATEA Hopwma mo HTJL Peay/bTaT HCMBITAHHH
w/n
1 BHewmHuii BUA, LIBET, 3aMax [lopotok Georo LseTa 0e3 3anaxa CoOOTBETCTBYET
2 Bpewms pecycrneHanpoBaHis, MHH. 10, momycKaeTcs HaMuIue ocaaka CoOOTBETCTBYET
3 pH (7,0£0,5) 6,6
4 [loTeps B Macce NpH
BpICYLIMBaHKY, Y0, HE Dosee 6.0 CoOTBEeTCTBYET
5. AHTaroHuCTHYeCKas aKTUBHOCTD
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. KoNH4ecTBO KUBBIX MUKPOGHBIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10°
T [ToTHHHOCTE BetoMm | 10ikeH coepxath OakTepuu CooTBETCTBYET
Bacillus subtilis
8. MukpoGuonoruueckas YucroTa,
HaTU4HE:
Enterobacteriaceae; He nomnyckaetcst CoOTBETCTBYET
Pseudomonas aeruginosa, He ponyckaercs CoOTBETCTBYET
Staphylococcus aureus; He momyckaetcs COOTBETCTRYET
MOCTOPOHHHUX
MHKPOOPTaHH3MOB, B T.4. 1
| rpuboB, He Gonee Thic/T 300,0 COOTBETCTBYET J

GUO null, BLINOJIHUBIINX HCTIBITAHHA

3ag. WJIBTK

hHO auL, NPOBEPUBLINX NPOBEASHHE HCTILITAHHIL:

Jupektop

3aK/0UYeHHE YIIOJTHOMOYEHHOTIO Jmua:

JlexapcTBeHHbIH Npenapat Uil BETEPHHApHOTO npuMeHe
GaHKa M3 TOMMMepHBIX Martepuanos 0,5 Kr, B KOJIMYECTBE
COOTBETCTBHMHM € NHLEH3HEH HA MPOU3BOACTBO JIEKApCTBE
TpeboBaHUAMH GMP, tpebosanuam TY 21.20.10-061
HOPMATHBHBIMHU aKTaMK P@, COOTBETCTBYIOLIHE 3amucH A

MOTYT GbITh JIETKO HASHTHHLUMPOBAHBI B ClIyHae He00X0AUMOCTH.

COOTBETCTBHE KAa4ecTBa YCTAHOBICHHBIM TPEOOBaHUAM NOATBEPHKIAIO.

BbINycK B rpaxIaHCKui 060pOT pasperiao.

VNoJIHOMOYEHHOE JTHLIO
000 HII® «HccnenoBaTenbCkuil LEHTPY

Tlata 05.10.2021
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nust Betom 1, cepua 951021, B noTpeduTe/IbCKON YIaKOBKe
1269 nepBHYHLIX YNAKOBOK, MPOM3BEAEH H MPOBEPEH B
HHBIX CPECTB, TPeOOBAHUAMH PErHCTPALMOHHOTO JI0CHE,
223609643, uHBIMH TpeOOBaHHAMH, YCTAHOBJICHHLIMH
BIISIIOTCS YACTBIO J0Che Ha BHINYCK YKa3aHHOI cepiy H
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