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O6mecTBo ¢ orpannyennoii OTBETCTBEHHOCTBI)
Hayuno - npousBoacrsennas pupma “Hccaenosareanckuii uenTp”

Poccus, 630559, Hosocubupcekasn 00J1acTD, Honocnﬁnpcxnﬁ paiion

(000 HII® «Mcenenoparennckuii UEHTD»),

p-n. Kosib1oBo, nayuno-npounssoacreennas 30Ha, kopnyc 200, opuc 426

ITouToBbIii ajpec: 630559, HosocuGupckas obaacte, p.n. Koasuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 - oTaen npoaak,

(383) 336-52-72 — Oyxraarepus,

(383) 325-30-07 - UT

e 0 —

Ilacnopr kauecTBa Ha JIEKAPCTBCHHBII Npenapar
AJIA BETEPHUHAPHOI0 NpuMeHeHus Betom 1
Ne 286/1 or 13 centsnops 2021 r.

Toprosoe naumenoBanue: Berom 1.
MHH: Berowm 1.

Homep PY: 35-1-10.18-4248NoITBP-1-10.18/03448.
Beinyck no TY: 21.20.10-061-23609643-2018.

. JlekapcTennas ¢opma:
JIAMUHHPOBAHHOI Oymaru, macca HeTTo 5 r.

MOPOIIOK UIA I

6. HaumeHoBanue npoussoautens: 000 HII® «Hcenenosarensekuii LUEHTP».
7. Homep cepun: 850821,
8. O6bem cepuu, npeassBisiemMoii na HenbsiTanus: 55000 wr,
9. Mecto or6opa: LIID.
10. laTa ordopa: 26.08.2021.
I'1. lata noctrynnenus B MJIBTK: 26.08.2021.
12. TaTa Havana venbimanuii: 26.08.2021.
13. JlaTa okoHYaHHS HCOIBITAHMII: 02.09.2021.

14. KoaimuecTBo noctynupmmx 00pasuos: 250 nakeTos.

15. Kem oTo6pana npoda: nabopant-mukpobuonor O.B. Tutosa.
16. PesynibTaThl HenbITAHMII:

PHEMAa BHYTPL M PEKTAILHOIO MPHMEHEHHS B MakeTe u3

W HaunmeHosanue nokasarens Hopwma no HT/] PesynbTar uensitanmii
n/n
1. Brelnwii Bua, user, 3anax IMopouoxk Genoro 1gera 6e3 3amaxa CootBeTcTBYET
2. Bpewms pecycnenauposanus, mun. | 10, JIOTYCKAETCA HAMMYHE 0CcajKa CooteercTyer
3 pH (7,0+0,5) 6,6
4 Iloteps B Macce npu
BBICYIIHBaHUH, %, He Gonee 6,0 CooteetcTByer
3, AHTaroHMCTHYECKasa aKTHBHOCTD
K TeCT-KYJbTYpaM (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. KonmuiecTBo % HBBIX MUKPOOHBIX
KNeTok, Bacillus subtilis, KOE/T,
HE MeHee 1x10¢ 2,6x10°
L [TonnuuHoCTh Berom 1 nomken comepskarts dakrepuu CootBetcTBYET
Bacillus subtilis
8. MukpoGuonoruyeckas uucTora,
Hanuque:
Enterobacteriaceae; He nomyckaercs CootBercTByer
Pseudomonas aeruginosa; He nonyckaercs CoorBercTByeT
Staphylococcus aureus; He nonyckaercs CootsetcTByer
HNOCTOPOHHUX
MHKPOOPraHU3MOB, B T.4. H
rpuooB, He Gonee Thic/T 300,0 CoorsercTByer

DOHO nuLy, BLINOIHUBIINX HCIIBITAHUA:

3as. MLJIBTK

A.A. Jlensxk




Crpannua 1 u3 2

O6mecTBo ¢ orpannuennoii OTBETCTBEHHOCTbIO
Hay4no - npousBogcreennas pupma “Hccnenoparennekuii uenTp”
Poccns, 630559, Hoocubupcekasn o6acrs, HoBocuGupcknii paiion
K ] (000 HII® «Mceaenosarensekuii HeHTp»),
p-n. Koiboro, nayuno-npoussogcrsennasn 30Ha, kopmyc 200, opuc 426
Iourtorwlii agpec: 630559, Hosocubupckan o6aacrs, p.i. Koasuogo, a/a 247
Tenedon / daxc: (383) 336-71-32, 336-52-65, 325-30-73 — oraen npoaax,
(383) 336-52-72 — Oyxranrepus, (383) 325-30-07 - U1

IIporokon ucnbiTanmii Ha JIEKapCTBeHHBII mpenapar
AJISI BETEPHHAPHOTO NpUMeHenus: BeTom 1

Ne 286 ot 13 cenrsiops 2021 .

1. ToproBoe HaumenoBanue: Betom 1.

2. MHH: Berowm 1.

3. Homep PY: 35-1-10.18-4248Nel1BP-1-10.18/03448.

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

5. JlekapcTeennaa dopma: NOPOMIOK AN NpHEMAa BHYTPb M PEKTAIBHOIO NpPHMEHEHUS B nakeTe M3
JIAMHHHPOBaHHOMH OyMaru, Macca HeTTo 5 T,

6. Haumenorauue npoussogurens: 000 HIID «Hcenenosatensekuii ueHTpy.
7. Homep cepun: 850821.

8. Oobem cepun, NpeabaBAsieMoil Ha ucnbeITaHus: 55000 wr.

9. Mecto ot6opa: LIITD.

10. daTa otGopa: 26.08.2021,

11. laTa noctynsienus 8 WJIBTK: 26.08.2021.

12, laTa nayana ucnerranmii: 26.08.2021,

13. JlaTa okoHuaHust ucnbiTauuii: 02.09.2021.

14. KosinuecTBo mocrynuBiumx 0d0pa3uoB: 250 nakeTos.

15. Kem oTo6pana npoba: nabopant-mukpo6uosor O.B. Throsa.

16. CcbLika Ha MCMO/IB30BAHHOE obopynoBaHme;

HaumeHosanue Tun 3aBojickoii Homep | CBeneHus o nosepke
(arrecrannu)
TepmocTaT cyxoBO3 My WwHbIH JneKTpHYeCKuii TC-1/80 CITY 10009 o 24.05.2022 .
TepMocTaT CyX0BO3YLIHEIiT YaeKTpHuecKmii TC-1/80 CITY 27559 Jo024.05.2022 r.
TepMocTaT cyx0BO3AYIHbIH IeKTPHYECKHiT TCO-1/80 CITY 3661 Jo24.05.2022 r,
Beckl anekTpoHHbIE BRICOKOTO Kiacca Ohaus 7125151708 Jo 05.10.2021 r.
Instruments
AHanu3aTop nopTaTHBHBIii AHHMOH 7000 359 o 04.10.2021 r.
Jozartop nunetouHbii OnHoKaHaNbHbIH 10090560 Ho 19.10.2021 r.
100 - 1000 mxn
Jo3atop nmuneTouHslii OnHoKaHaNbHbL 09089662 Jo 19.10.2021 r.
20 - 200 MKn
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17. Pe3yibTaThl HCMbITAHHUI:

‘T\ftz HaumeHoBaHHE NOKa3aTeNA Hopma mo HTZL PesyJibTar HCMBITAHHHA
n/n
1. BuewHHi BU, LUBET, 3aMaxX [Topoiok O€10ro UBETA 0e3 3anaxa CooTBETCTBYET
2 Bpems pecycrneHHpoBaHia, MAH. 10, nomycKaeTcs HaTHYHE OcajiKa CoOTBETCTBYET
3. pH (7,0+0.,5) 6,6
4 [Toreps B macce NpH
ppICyLIMBaHKH, Yo, He Donee 6,0 CoOTBETCTBYET
5. AHTaroHUCTHUECKAsh aKTHBHOCTh
K TECT-KYJIbTYpaM (30Ha
yrHETEeHHUA 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. KOMMYeCcTBO KHBBIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,6x10°
T [TomMHHOCTE Betom 1 fo/KeH coaepkaTh OakTepu CoOTBETCTBYET
Bacillus subtilis
8. Mukpofuronoruueckas YucToTa,
HATTHYHME:
Enterobacteriaceae; He nomyckaercsa CoOTBETCTBYET
Pseudomonas aeruginosa; He nonyckaercs COOTBETCTBYET
Staphylococcus aureus; He nomnyckaercs CoOTBETCTBYET
[OCTOPOHHMX
MHKPOOpPTaHu3MOB, B T.4. H
L rpuboB, He Gosiee Thic/T 300,0 CoOTBETCTBYET
@OUO nuLL, BLITOTHUBLLHX HCIBITAHUA:
3as. UJIBTK — plal A.A. Jlenak
®UO nuu, NPOBEPHBILIMX POBEACHHE HCITBITAHHIT:
JlupekTop AU, Jlensk

RaKIoueHHe YIOJHOMOYEHHOTO JINLA!

JlexapcTBeHHbII TIpenapar 1A BETEPHHAPHOTO npumeHeHus BeTom 1, cepst 850821, B noTpeOUTENBCKOI YNAKOBKE
nakeT M3 JaMMHHUpOBaHHOI Oymaru, Macca HeTTo 5 r, B KonmuectBe 55000 nepBHYHBIX YMAKOBOK, MPOM3BEICH H
nposepeH B COOTBETCTBHH  C JMLeH3Mell Ha TNPOM3BOACTBO JIEKAPCTBEHHBIX ~CPEACTSE, TpeGoBaHMAMH
pEerucTpalMOHHOTO  10Che, Tpeboanusamu  GMP, tpeGosanuam  TY 21.20.10-061-23609643, HHBIMH
TpeGOBAHMAMH, YCTAHOBJICHHBIMH HOPMAaTHBHBIMH aktamu P®, COOTBETCTBYIOIIME 3AMHCH ABJAIOTCA HACTHIO
70ChE Ha BBIMTYCK YKa3aHHOH Cepuu ¥ MOTYT 6ITh JIerko MAEHTH(MHLMPOBAHBI B CITy4ae He0OX0MMOCTH.

COOTBETCTBHE KauecTBa YCTaHOBIEHHBIM TpeGOoBaHMAM MOJTBEPKIALO.
BbINYyCK B rPaXIaHCKHil 00OpOT paspellaro.

VoJIHOMOYEHHOoEe JIHIO

00O HIT® «McenenoBaTenbCKuii LEHTPY C, (/e A A, Jlensk

Tara 13.09.2021



