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OG6mecTBO ¢ OrpaHHYeHHOH 0TBETCTBEHHOCTHIO
Hay4uno — npoussoxcreennas gupma “Heesenosarenscknii nentp”

Poccensi, 630559, Hosocubupekasn oénacts, HoBocuGupeknii paiion
(000 HII® «HcenexoBaTebekuii HEHTP»),
p-n. Ko/ibuoBo, Hay1Ho-npou3BoAcTBeHHAs 30Ha, Kopryc 200, opuc 426

ITouToselii anpec: 630559, HoeocuGupcekas o61acTs, p.n. Koabuoso, a/a 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaa,
(383) 336-52-72 — Gyxraarepus, (383) 325-30-07 - 1JI

IlacnopT kavecTBa Ha JieKapCTBEHHbIH Mpenapar
JAJIsl BETEPHMHAPHOIro npuMeHenusn Berom 1
Ne 710/1 or 02 aBrycra 2022 r.

Topropoe HaumcHoBaHue: Betom 1.
MHH: Betowm 1.

Homep PY: 35-1-10.18-4248Ne[IBP-1-10.18/03448.
Brinyck mo TY: 21.20.10-061-23609643-2018.

. JlekapcTrenHasi dopma:

nommepm:[x MaTepHanoB, Macca HeTTo 0,5 Kr.

6. Haumenosanue npoussoautensi: OO0 HIID «HccnenoBatensekuii LEHTpY.
7. Homep cepun: 930822,
8. O6bem cepuu, npenbABIAsSEMOli Ha HCNbITAHUA: 1265 mT.
9. Mecto othopa: LI[ID.
10. JaTa orGopa: 28.07.2022.
11. JaTa nocrynnenns B WJIBTK: 28.07.2022.
12. laTa nauana uenesiTanuii: 28.07.2022.
13. IaTta okonyanusi mcnbiTanuii: 02.08.2022.

14. KonnuecTBO MOCTYMHBIIMX 06pa3uoB; 2 OaHKH.

15. Kem oTo6pana npoba: nabopaur-muxpobuonor O.B. Turosa.
16. Pe3yabTaThl HCMBITAHHI:

MOPOLIOK A NPHEMAa BHYTPb H PEKTAILHOTO NpPHMEHEHHA B OaHKe H3

Ne HaumeHnoBanue nokazarens Hopma no HT]T Pesynbrar ucnbITaHUIH
n/n
1 BHeiHuii BUI, UBET, 3anax [Topomok Genoro ngera Ge3 3anaxa COOTBETCTBYET
2 Bpems pecycneHaupoBanus, MuH. | 10, JomycKaeTcs Haauyme ocagka CoOTBETCTBYET
3. pH (7,0+0,5) 6,6
4 [Notepsa B Macce npu
BbICYLUMBAHUH, Yo, He Gonee 6,0 CooTBETCTBYET
3. AHTaroHMCTHYECKas 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. KonuuecTBo KHUBBIX MUKPOGHBIX
knerok, Bacillus subtilis, KOE/T,
HE MeHee 1x108 2,5x10°8
i [TomnuHHOCTB Berom 1 nomkeH conep:xath 6akTepuu CootBercTByET
Bacillus subtilis
8. Muxkpofuonoruueckas 4ucToTa,
HalMYune:
Enterobacteriaceae; He nonyckaetcs CooTBeTCTBYET
Pseudomonas aeruginosa, He ponyckaercs CooTBeTcTBYET
Staphylococcus aureus; He nonyckaercs CooTBeTCTBYET
MOCTOPOHHHUX
MHKPOOPTaHH3MOB, B T.4. H
rpubos, He Gosee ThIC/T 300,0 CooTBeTCTBYET

GOUO i1, BEINOIHUBIIMX HCIBITAHN;

3as, UJIBTK

Mﬂé__ AA. Jlensk
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OGuwecTBo ¢ OrpaHHYeHHON OTBETCTBEHHOCTBIO
Hay4uno — nponsBoacreennas Gpupma “Heciexosareabeknii uenrtp”

R)7

Pocens, 630559, HoBocudupcekas 06.1acth, Hosocu6upcknii paiion
(OO0 HII® «Hccaexosarennckuii nenTp»),
p-n. Konbunoso, nayuno-npoussoacreennas 3oua, kopmnyc 200, opuc 426

IouroBbii axpec: 630559, HoBocubupckas o6aacts, p.u. Konsuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oToen Mpoaax,
(383) 336-52-72 — Gyxrastepus, (383) 325-30-07 - UJI

IIpoTrokon uenbITaHMii Ha JIeKapCTBeHHBIH Npemapar

1A BETEPUHAPHOro npuMeHenns Berom 1

Ne 710 ot 02 aBrycra 2022 r.

I. Toprosoe HaumeHnoBanmue: Betom 1.
MHH: Betowm 1.

-

JlexaperBennasi gopma:

NOJMMEPHBIX MaTepHAsIOB, Macca HeTTo 0,5 Kr.

Homep PY: 35-1-10.18-4248NeIIBP-1-10.18/03448.
Brinyek mo TY: 21.20.10-061-23609643-2018.

6. Haumenosanue npoussoautensi: OO0 HITd «Hccnenopatenbekuii LEHTPY.

7. Homep cepun: 930822,

8. OGbeMm cepuH, NpeabsBIseMOoii HA HeNbITaHUS: 1265 T,

9. MecTo otoopa: LD,
10. 1aTa otbopa: 28.07.2022.
11. HaTa noctynienns B MJIBTK: 28.07.2022.

12. laTa Hayana ucnbrtanuii: 28.07.2022.

NOPOIIOK I MpHeMa BHYTPh M PEKTANBHOrO INPHMEHEHHs B 0OaHKe W3

13. JarTa okonyanns ucnbiTanuii: 02.08.2022.
14. KosinyecTBO NOCTYNHBILMX 06pa3ioB: 2 GaHKH.
15. Kem oTodpana npoba: nabopant-mukpoGronor O.B. Turosa.

16. Ccplika Ha HCNOJB30BaHHOE 060pPYIOBAHME:

Haumenosanue Tun 3aBonckoif Homep | CBefieHHA O OBEPKE
(aTTecTaunu)
TepMoCTaT CYXOBO3MYIIHBIH IEKTpHUYECKHI TC-1/80 CITY 10009 Ho 24.05.2023 r.
TepMocTaT CyXOBO3AYIIHEI DJIEKTpHUECKHI TC-1/80 CITY 27559 Jo 24.05.2023 r.
TepMocraT cyx0BO31YIIHBII BIIEKTPHUECKHIA TCO-1/80 CITY 3661 Jo 24.05.2023 r.
Bechl 3neKTpOHHBIE BLICOKOTO KIacca Ohaus 7125151708 J0 05.10.2022 r.
Instruments
AHanu3aTop NopTaTUBHKIM AHHOH 7000 359 J004.10.2022 1.
Jlo3aTop MUNETOYHBIH OpHOKaHaNBHbI 10090560 H019.10.2022 r.
100 - 1000 mkn
Jlo3aTop MUNETOYHBIH OaHOKaHaIbHBIH 09089662 J019.10.2022 1.
20 - 200 mMxn
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17. Pe3y/1bTaThl HCIbITAHHIA:

Ne HaumeHOBaHHE NOKa3aTe/s Hopma o HT]] Pe3ynbTaT HCIBITAHHIA
n/n
1 Bremnuit BUA, IBET, 3aMax [opomok Genoro 1eTa Ge3 3anaxa CoOTBETCTBYET
2. Bpewms pecycnenaupoBatus, MuH. | 10, 1onyckaeTcs Haluque ocanka CoOTBETCTBYET
3 pH (7,0+0,5) 6,6
4 [MoTteps B Macce NpH
BBICYIIHBAHKH, %, He Ooslee 6,0 COOTBETCTBYET
9, AHTArOHMCTHYECKAas AKTHBHOCTD
K TeCT-Ky/NbTypaMm (30Ha
yrHETEHHS POCTa, MM, HE MEHEE)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209; 8,0 3
Candida albicans - 620 6,0 10
6. KonuuecTro KHUBBIX MHUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
HE MEHee 1x10¢ 2,5x10¢
T [MoaTMHHOCTE BetoMm 1 J0/bKeH coaepxaTh OakTepuH CooTBETCTBYET
Bacillus subtilis
8. MuxkpoGHonornueckas 4yucToTa,
HATUYHE:
Enterobacteriaceae; He nonyckaetcs CooTBeTCTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTtBeTcTBYET
Staphylococcus aureus, He nomyckaercs CooTBeTCTBYET
MOCTOPOHHUX
MHKPOOPraHH3MOB, B T.4. H
rpuboB, He Gonee ThIC/T 300.0 COOTBETCTBYET
@HO nu11, BEINOJIHUBILINX HCIbITAHMSA:
3ap. UJIBTK - “-"ii';,? el Qé__ A A, Jlensk

®HO nu, NpOBEPHBLIMX NPOBEICHUE HCTILITAHMIA:

JupekTop A M. Jlensk
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3akI0ueHne YIIOJTHOMOYEHHOI 0O JIHIA!
JlexapcTBeHHbIH penapar Ul BeTEpHHAPHOTo npuMeHeHus Betom 1, cép
GaHka M3 TIONMMepHbIX MaTtepuanos 0,5 kr, B komuuecTee 1265 nepBHYHBIX YNAKOBOK, MPOM3BEJEH M NPOBEPEH B
COOTBETCTBHH C JIMLIEH3Hell Ha POM3BOICTBO JIEKAPCTBEHHBIX CPE/ICTE, TPE00BaHHAMM PErHCTPALMOHHOTO JOChE,
tpeGoBanuamu GMP, Ttpebosanmam TY 21.20.10-061-23609643, unbiMH TpeOOBAHHMAMH, YCTAHOBICHHBIMH
HOPMATHBHEIMH akTamMu P®, COOTBETCTBYIOLINE 3aMHCH ABAIOTCA HacThiO A0ChE HA BEIMYCK YKa3aHHOMH cepuu 1

MOTyT GbITh 1€TKO MACHTH()ULHUPOBAHEI B ClTyyae HeO6XOAUMOCTH.

COOTBETCTBHE KayeCcTBa YCTAHOBJIEHHBIM TPeOOBaHUsIM MOOTBEPIKAALO.
BrINycK B rpax/IaHcKHii 000poT pa3pelnaio.

VI0IHOMOUYEHHOE JTHLO

00O HIID «MccnenopaTenbCKUil LIEHTPY 7% AA. Jlensk
( Qé

Hata 02.08.2022



