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O0mecTBO ¢ OrpaHAYEHHON 0TBETCTBEHHOCTHIO
Hayuno — npoussoacreennas ¢pupma “Hecsenosarenbexuii nentp”
Poccus, 630559, HoBocubupckas o6acts, HopocuGupeknii paiion
(000 HII® «HccnenoBaTebekuil HeHTP»),
p-u. Kosibuoso, HayuHo-npoH3BOACTBEHHAS 30HA, Kopmyc 200, oduc 426
IlouTorniii aapec: 630559, HoBocuGupcekas o6aacts, p.u. Kosbuoso, a/a 247
Tenedon / paxce: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen nponak,

)7

(383) 336-52-72 — Gyxranrepus, (383) 325-30-07 - UJI

CRNAUE LN~

ITacnopT kavecTBa Ha JeKapCTBEHHbIH mpemapaT

AJI BETEPHHAPHOI'O NIPHMEHEHH A buocenTun

Ne 212/1 ot 16 aBrycra 2021 r.

Toprosoe HaumeHoBaHue: buocenTux.
MHH: Bioseptin.

Homep PY: 35-3-5.12-0603NeIIBP-1-1.6/01748.

Beinyck mo TY: 21.20.23-020-23609643.

JlekapcTBeHnHas ¢opma: Masb, Ty6a ABL, 60 .

Haunmenosanue npoussogutensi: OO0 HIT® «HMccnenosarensCkuii IEHTPY.
Homep cepuu: 090821,
O6bem cepun, npeAbABAsIeMOii HA HenbITaHuA: 2800 wT.
. Mecto orGopa: LI1D.

10. 1aTa orGopa: 11.08.2021.
11. TaTa noctynienus B UWJIBTK: 11.08.2021.
12. laTta Hayana uenbiTanuii: 11.08.2021.
13. laTta oxoH4YaHHs HenbiTaHuit: 16.08.2021.

14. KonuueeTso nocTynuBiunx odpasuor: 20 1v0.

15. Kem oToGpana npo6a: nadopaur-mukpoduosnor O.B. Turosa.
16. Pe3y/IbTaThI HCNBITAHHI:

Ne HaumenoBanue nokaszarens Hopma o HTJT Pe3yneTaT HenbiTaHMIH
/i
1 BuenrHwuit Uz, JeneobpasHeIif IPOAYKT OT CBET/IO- CooTBeTcTBYET
JKEJITOr0 10 KOPHYHEBOIO IBETA
2 3amax, BKyc Co crenu$uIecKUM 3amaxoM arapa CooTBeTCTBYET
3 OnHOPOIHOCTH JomxHa ObITh OXHOPOIHOM CooTBeTCTRYET
4 BoaopoaHslit mokasaresb 8+0,5 7.5
5 AHTaroHUCTHYECKad AKTHBHOCTS K
TeCT-KyJIbTypaM (30Ha YTHETEHHA
pocTa, MM)
Staphylococcus aureus - 209; He menee 8 8
Candida albicans - 620 He meHee 6 10
6 [ToanmuHHOCTH JlomKHEL IpHCYTCTBOBAThL OaKTepHH CooTBeTCTBYET
Bacillus amyloliquefaciens mramma
BKIIM B-10642 u Bacillus
amyloliquefaciens mramma BKIIM B-
10643
7/ CyMMapHoe KOJIMYECTBO CIop
Bacillus amyloliquefaciens
mramma BKIIM B-10642 u He menee 1x108 CooTtBeTcTBYET
Bacillus amyloliquefaciens
mramMMa BKIIM B-10643 Bl T
npenapata, KOE/r
8 Mukpobuonorudeckas YHCTOTa
(Hanuuue B 1 r mpenapara):
Enterobacteriaceae; He nomyckaetcs CooTBeTcTBYET
Pseudomonas aeruginosa; He nonyckaercs CooTBeETCTBYET
Staphylococcus aureus; He nomyckaercs CooTBeTCTBYET
[OCTOPOHHUX MUKPOOPTraHU3MOB,
B T.4. ¥ TpubOB, THIC/T He Dosee 300,0 CoOTBeTCTBYET

OHO nu1i, BHITOJHUBIINAX WCIIBITAHNA:
3as. MJIBTK
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OO6mecTBO ¢ OrpaHAYEHHON 0TBETCTBEHHOCTDIO
Hayuno — npousBoacreennas gpupma “Hccaerosarensckii neHrTp”
Pocens, 630559, Hosocubupckas o6nacrtn, HosocuGupcknii paiion
K ] (000 HII® «HMccaenoBarebeknii HEeHTP»),
p-n. Koibnoso, nay4no-npon3BoacTBeHnas 30Ha, Kopnyc 200, opuc 426
IouTossiii anpec: 630559, HosocnGupckas obaacre, p.n. Koasnoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — 0Te] MPoaaK,
(383) 336-52-72 — Gyxraatepus, (383) 325-30-07 - WJI

IIpoToko. ueHBITAHMIE HA JIeKApPCTBeHHBI npenapar
AJisi BeTePHHAPHOT0 NpuMeHenuss BuocenTun

Ne 212 or 16 aBryera 2021 r.

—_

Toprosoe naumenoBanue: BrocenTu.

MHH: Bioseptin.

Homep PY: 35-3-5.12-0603NeIIBP-1-1,6/01748.

Beinyck mo TY: 21.20.23-020-23609643.
JlekapcTeennas gopma: mase, Ty6a ABL, 60 r.
Haumenosauue npoussogurens: 000 HII® «Hccrnenosatensekuii LIEHTPY.
Homep cepuu: 090821.

OGbem cepu, npeabsiBiIsieMoii Ha HenbITanas: 2800 wT.
MecTto otbopa: LD,

10. Nara ot6opa: 11.08.2021.

11. TaTa noctymnenus 8 UJIBTK: 11.08.2021,

12, laTa Havana ucnbiTanuii: 11.08.2021.
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13. TaTta okoHuyanus ucnbITaHuii: 16.08.2021.
14. KonmuecTpo moerynusuimx 06pasuos: 20 1y6.
15. Kem oTo6pana npo6a: na6opaur-mukpo6uonor O.B. Turosa.

16. Ccpuika HAa HCNOIB30BaHHOE 060pyAOBaHHE:

Haumenosanue Tun 3aBozckoit Homep | CeeneHus o noBepke
(artecTarmn)
TepMocTaT CyXOBO3MYIUHEIN 3IeKTPHYECKUiT TC-1/80 CITY 10009 [0 24.05.2022 .
TepMOCTaT CyXOBO3 Y LIHBIH 3NEKTPHUECKHiT TC-1/80 CI1Y 27559 Jo 24.05.2022 r.
TepMocTaT cyX0BO3IYINHEI 3IeKTPHYIECKHIL TCO-1/80 CITY 3661 Jo 24.05.2022 1.
Bechl anekTpoHHBIE BEICOKOTO Kilacca Ohaus 7125151708 Jo 05.10.2021 r.
Instruments
AHanu3aTop NOpTaTHBHEIH AHHOH 7000 359 J004.10.2021 r.
Jlo3aTop nuneTouHmIi OnnoxaHaNbHELH 10090560 Jo 19.10.2021 r.
100 - 1000 mEx
JlozaTop nunetouHsIii OnnokaHanbHbIH 09089662 Ho 19.10.2021 r.
20 - 200 mMxn




17. Pe3yabLTaThl HCNBITAHUA:
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Ne HayMeHoBaHKe MoKa3aTed Hopma o HTIT PezynbTaT UCTIBITAHHI
n/m
1 Bremnuii BHJ Y¥eneoGpasHblH NPOAYKT OT CBETIO- CooTBETCTBYET
5KenToro 10 KOPHYHEBOI0 LIBETA
2 3amax, BKyC Co crenduuecKHM 3anaxoM arapa CoOOTBETCTBYET
3 OOHOPOAHOCTE JlomkHa OBITE OIHOPOIHOH CoOTBETCTBYET
4 BojgopoaHbli IoKa3aTesb 8+0,5 TS
5 AHTArOHMCTHYECKAsl aKTHBHOCTB K
TecT-KyJbTYpaM (30Ha yTHETCHHA
pocTa, MM)
Staphylococcus aureus - 209; He menee 8 8
Candida albicans - 620 He menee 6 10
6 TMoaMUHHOCTD Jlo/mKHBI IPHCY TCTBOBATE GaKTepHu COOTBETCTBYET
Bacillus amyloliquefaciens mramma
BKITM B-10642 u Bacillus
amyloliquefaciens mramma BKIIM B-
10643
7 CymMMapHO€ KOJIM4ECTBO CHOp
Bacillus amyloliquefaciens
mraMma BKIIM B-10642 u He menee 1x10° CoOTBETCTBYET
Bacillus amyloliquefaciens
mrramma BKTIM B-10643 B 1T
npenapara, KOE/T
8 MukpoGHOoIorH4eckas HucToTa
(sanuuume B 1 r mpemapara):
Enterobacteriaceae; He monyckaetcs CoOTBETCTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTBETCTBYET
Staphylococcus aureus; He nomyckaercs CoOTBETCTBYET
MIOCTOPOHHHUX MHKPOOPTaHHU3MOB,
B T.u. ¥ rpuboB, ThiC/T He Oonee 300,0 COOTBETCTBYET
®HO 51l BBIIOJIHHABIINX MCIBITAHIA ra ,1_,!;'1
3as. UJIBTK A.A. Jlenax

®MO N1, NPOBEPHBILIX TPOBEICHNE UCIIbITAHAI:

A P il
/!

3aKmoueHHE YIIOTHOMOYEHHOTO JIHIIA!

JlexapcTBeHHBIH Npenapar i BETEPHHAPHOTO NPHMEHCHHA Buocerrmin, cepua 090821, B morpeGuTenbeKoi
ynaxoske TyGa ABL 60 r, B xomuaectse 2800 repBHdHBIX yNIakoBOK, MPOU3BEACH I MPOBEPEH B COOTBETCTBHH C
JHUeH3HeH Ha POM3BOJICTBO JIEKAPCTBEHHEIX CPECTB, TPeOOBAHMAMH PErHCTPALMOHHOTO A0CHE, TpeGOBaHUAMH
GMP, Tpebosanmsam TY 21.20.23-020-23609643, MHBIMH TpeGOBaHMAMH, YCTAHOBJICHHBIMH HOPMATHBHLIMH
axtaMi P®, COOTBETCTBYIOLINE 3aMUCH ABIAIOTCA YaCThiO /I0ChE HA BBINMYCK YKA3aHHOH CEPHH H MOTYyT OBITH
JIETKO WASHTHOUIMPOBAHEI B CIIy4ae HEOOXOXHMOCTH.

Jupekrtop A M. Jlensx

COOTBETCTBHE KauecTBa YCTaHOBJIEHHBIM TpeOOBaHAAM MOATBEPKAAL0.
Brinyck B rpaxiaHcKuii 000poT pazpemaro.

VH0IHOMOYEHHOE JIMLO

2l
000 HII® «McenenoBaTeIbCKHH LEHTPY P A Tlenax

Mera /4 (4. {’?[”J;f
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O06mecTBO ¢ OrpaHHYenHON 0TBETCTREHHOCTHLIO
Hayuno — npousBoxcreennas gpupma “Hcenenoarebekuit HeHTp”
Poccns, 630559, HoBocubupcekas o6.1acts, Hosocubupckuii paiion
K ] (00O HII® «HcceoBaTe IbCKHil HEHTPY),
p-n. Ko1bnoBso, Hay4HO-NPOH3BOACTBEHHAsN 30Ha, Kopiyc 200, odmuc 426
IouToseiii anpec: 630559, HopocuGupckas 06.1acTh, p-n. Koasnoso, a/a 247
Tenedon / daxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTnen mponak,
(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - UJI

IIpoToxon ncnbITaHMii Ha JIeKapCTBeHHbIH Npenapat
AJIA BeTePHHAPHOro npuMeHenns buocenTun

Ne 212 or 16 aBrycra 2021 r.

—_—

Toproeoe HanMeHoBaHue: brHocenTHH.

MHH: Bioseptin.

Homep PY: 35-3-5.12-0603NeIIBP-1-1.6/01748.

Bemmycek no TY: 21.20.23-020-23609643.
JlexaperBennas opma: mass, Ty6a ABL, 60 r.
Haumenosanue npoussoautens: OO0 HII® «HccnenosaTebekuii HEHTP.
Homep cepun: 090821,

O6nemM cepum, npeabsaBIseMoii Ha uenbITanusA: 2800 mT.
Mecro otbopa: LI1D.

10. TaTa or6opa: 11.08.2021.

11. Dara noctynienus B MJIBTK: 11.08.2021.

12. laTa Hayana ucneiTanmii: 11.08.2021,
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13. laTa okoH4aHus HenbiTaHuii: 16.08.2021.
14. KosnuecTso noctynuBLunx o6pasuos: 20 Ty6.
15. Kem oTob6pana npot6a: nadopaur-mukpo6uonor O.B, Tutoga.

16. Ccblika Ha HCMO/IBL30BAHHOE 0G0PYI0OBAHHE:

HaumeHnopaHue Tun 3aBoackoii HoMep | CBelneHHS O OBEPKE
(aTTecTallum)
TepMocTaT CyXOBO3AYIIHBIN ANEKTPHIECKHI TC-1/80 CITY 10009 Jlo 24.05.2022 1.
TepMocTaT CyXOBO3IYIIHEIN JMEKTPHUECKHI TC-1/80 CITY 27559 Jo 24.05.2022 .
TepMocTaT CyXOBO3AYIIHBIH IEKTPHYECKHI TCO-1/80 CITV 3661 Jo024.05.2022 1.
Becsl anexTpoHHBIE BEICOKOTO KIacca Ohaus 7125151708 Jlo 05.10.2021 r.
Instruments
AHanu3aTop NopTaTHBHLIH AHWOH 7000 359 Jo 04.10.2021 r.
Jlo3aTOp MUMeTOYHBIH OnHOKaHANBHBII 10090560 Jo 19.10.2021 r.
100 - 1000 Mkn
Jlo3aTOp MUMETOUHBIH OnHOKaHaNBHBI 09089662 Ho 19.10.2021 r.
20 - 200 MKn




17. Pe3ynLTAThl HCNbLITAHMIA;
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Ne HauMeHoBaHHE TIOKa3aTeNA Hopma mo HTJ PesysibTaT HCIBITAHHH
/n
1 BHenHui BUI XeneoGpa3HEIi NPOLYKT OT CBETIIO- CoOTBETCTBYET
KEJITOTO 0 KOPHUHEBOTO IIBETA
2 3anax, BKyC Co cnenudriecKkuM 3araxoM arapa COOTBETCTBYET
3 OmHOPOJHOCTE JlomkHa GBITb OIHOPOIHOM COoOTBETCTBYET
4 Bopopoasselii okasaresib 8+0,5 T
5 AHTaroHACTHYECKasAs AaKTHBHOCTB K
TeCT-KyJbTYpaM (30Ha YTHETeHHS
pocTa, MM)
Staphylococcus aureus - 209; He menee 8 8
Candida albicans - 620 He meHee 6 10
6 [NouTHHHOCTE JToNKHBI TIPUCY TCTBOBATh aKTEPHH CoOTBETCTBYET
Bacillus amyloliquefaciens mramma
BKIIM B-10642 u Bacillus
amyloliquefaciens mramma BKIIM B-
10643
7 CyMMapHOe KOJIMYECTBO CIIOp
Bacillus amyloliquefaciens
mramma BKIIM B-10642 1 He menee 1x10° CooTBETCTBYET
Bacillus amyloliquefaciens
mramma BKIIM B-10643 B 11
npenapara, KOE/r
8 MukpoOuonoruiecKas YucToTa
(sannuve B 1 T penapara):
Enterobacteriaceae; He nomyckaercs CootBeTCTBYET
Pseudomonas aeruginosa; He nomyckaercs CoOTBETCTBYET
Staphylococcus aureus; He momyckaetrcs CoOTBETCTBYET
MOCTOPOHHMX MUKPOOPIaHU3MOB,
B T.4. H rpubOB, THIC/T He Oonee 300,0 CoOTBETCTBYET
®UO w11, BHIMOJHUBLIINX HCITBITAHHA:
3ap. MJIBTK . AA Jlemsik
@OUO 11, MPOBEPHBLIKX NPOBEJEHNE HCIIbITAHHI: 717
f [

JupexTop /? A M. Jlensx

3akIoyeHne YII0JHOMOYEHHOTO JIHLIA:

JlekapcTBEHHBIH Mpernapar Wil BETEPHHAPHOrO NpHMEHEeHHs BHOCeNTHH, cepus 0960821, B moTpebuTENBCKOH
ynaxoske Ty6a ABL 60 r, B komruecTse 2800 repBHYHBIX YNAKOBOK, IPOH3BEAEH M NMPOBEPEH B COOTBETCTBHH C
JIMLEH3HEH Ha MPOM3BOACTBO JIEKaPCTBEHHBIX CPEACTB, TPEOOBAHHAMH PETHCTPALMOHHOIO 10CHE, TpeGoBaHHAMHU
GMP, Tpebopanmsm TY 21.20.23-020-23609643, uHBIMH TpeGOBaHHAMH, YCTaHOBJEHHBIMH HOPMAaTHBHEIMH
aktaMi P®, COOTBETCTBYIOLIHE 3alKMCH SBIAIOTCA HAaCTBIO [0ChE HA BBINYCK YKAa3aHHOH CEpUH M MOTYT OBITH
JIerko HIeHTUDHUIMPOBAHHI B CIyyae HEOOXOIMMOCTH.

COOTBETCTBHE KAaYeCTBa yCTaHOBIEHHEIM TpeOOBaHUsM MOATBEPIKIAID.
Brimyck B rpaxIaHCKuii 000pOT paspelmato.

Y NOITHOMOYEHHOE L0 A BF i h

000 HII® «HccnenoBaTenbCKUi LIEHTPY ALA. Jlensx
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