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OG6uwecTBO ¢ OrpaHHYeHHOl OTBETCTBEHHOCTLIO
Hay4no — npousBoacTeennasn bupma “Uccaenosarenscxuii HenTp”

Poccnsi, 630559, Horocnbupekasn o61acth, HoBocuGupekwuii paiion
(00O HIT® «MccaenoBarenneknii LEeHTp»),
p-n. Koiibnogo, nayuno-npoussoacTeennas 30Ha, kopuyc 200, oduc 426

IlouToBsrii agpec: 630559, HoBocubupckas o6nactn, p.u. Koasnoso, a/s 247
Tenedou / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTien NpoJaax,
(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - UJI
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IlacnopT KavecTBa Ha JeKapcTBeHHbII npenapar
AJIsI BEeTEPHHAPHOI0 IpUMeHeHHs1 BuocenTux
Ne 70/1 ot 03 peBpans 2023 r.

Toprosoe HanmenoBanne: BrocenTum,
MHH: Bioseptin.

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

Beinyex mo TY: 21.20.23-020-23609643.

Jlexaperrennas opma: Mase, dusmikka, 500 T,

Hanmenosanue npoussoaurensi: 000 HIId «Mcenenosarensckuii LEHTPY.
Homep cepun: 010123,
OGbem cepun, npeabsBAseMoil Ha HenbITaHus: 516 T,

9. Mecro otdopa: LI1D.
10. JaTa or6opa: 26.01.2023,
11. JaTa nocrynienns 8 UJIBTK: 26.01.2023.
12. IaTa Hauana uenwiTanuii: 27.01.2023.
13. IaTa oxonuanus uensrtanmii: 03.02.2023.

14. KonnyecTBO noetynuBimx o6pasuos: 2 (IDKKH,

15. Kem oTobpana npoba: naGopaut-mukpoGuosor O.B. Tutosa.,
16. Pe3ynbTaThl HCNBITAHMI:

Ne HanMenoBaHue mokasatens Hopma mo HT/J Pesynerar uenbiTanmii
n/n
1 BHemHui BUI JKeneoGpasHslii MpoIyKT OT CBETIO- CootBeTcTBYET
XKENTOTO 10 KOPHIHEBOIO LBETA
2 3anax, BKyc Co cnenmuieckuM 3anaxom arapa CootBeTcTBYET
3 OaHOpOAHOCTE JlomxHa ObITh OTHOPOAHOMH CooTBeTCTBYET
4 Bopopoanslii mokazarens 8+0,5 e
5 AHTaroHMCTHYECKas aKTHBHOCTB K
TECT-KYJIbTYpaM (30Ha YrHETEHUA
pocTa, MM)
Staphylococcus aureus - 209; He menee 8 8
Candida albicans - 620 He menee 6 10
6 [MommaHHOCTL HOIDKHEI IPHCYTCTBOBATS GakTepHu CooteetcTByer
Bacillus amyloliquefaciens mramma
BKIIM B-10642 u Bacillus
amyloliquefaciens mramma BKIIM B-
10643
7 CyMMapHOe KONMHYECTEO Crop
Bacillus amyloliquefaciens
iramma BKIIM B-10642 u He menee 1x10° CooTtBeTcTBYET
Bacillus amyloliquefaciens
mramMma BKIIM B-10643 Bl r
npenapata, KOE/r
3 Mukpo6Honoruyeckas Y4HcTOTa
(nanuuue B 1 T npenapara):;
Enterobacteriaceae; He nomyckaerca CootBetcTBYET
Pseudomonas aeruginosa; He momnyckaercs CooTBercTBYyET
Staphylococcus aureus; He nonyckaercs CooTBercTBYyeT
NOCTOPOHHHUX MHKPOOPTaHH3MOB,
B T.4. U rpHOOB, THIC/T He Oonee 300,0 CoortseTcTBYET
DHUO nu11, BEIMOJHUBILKX HCIILITAHMS:
3as. WJIBTK .*f{,,- ATy AA. Jlenax
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17. Pe3yabTaThl HCNMbITAHMIL
Ne HaumeHoBaHMe TTOKA3aTe/Id Hopwma no HTJ{ Pe3ynbTaT HCIIbITAHUH
n/n
1 BrewH#i BUI JKeneobdpa3Hblil NPOMYKT OT CBETIO- COOTBETCTBYET
JKEeJITOTO 10 KOPUUHEBOIO LBETA
2 3amax, BKYyC Co cnenmdMYECKUM 3aMaxoM arapa CoOTBETCTBYET
3 OQHOPOJHOCTE JlomkHa ObITh OJHOPOIHO COOTBETCTBYET
4 BopopoaHblil MoKa3aTelb 8+0,5 T
5 AHTaroHMCTHISCKAA AKTHBHOCTE K
TecT-KyNbTypaM (30Ha YTHETCHHA
pocra, MM)
Staphylococcus aureus - 209; He menee 8 8
Candida albicans - 620 He menee 6 10
6 [ToTHHHOCTE JIOJKHB! IPUCYTCTBOBATE GaxkTepvH CoOTBETCTBYET
Bacillus amyloliquefaciens mraMma
BKIIM B-10642 u Bacillus
amyloliquefaciens mramva BKIIM B-
10643
i CyMMapHO€ KOJIHUECTBO CIop
Bacillus amyloliquefaciens
wramma BKIIM B-10642 u He menee 1x10° CooTBeTCTBYET
Bacillus amyloliquefaciens
mramma BKIIM B-10643 B 1T
npenapara, KOE/r
8 MUKpOGHOIOrH4eCKas YHCTOTa
(samuuue B | r npenapara):
Enterobacteriaceae; He momyckaeTcs COOTRETCTBYET
Pseudomonas aeruginosa; He nomyckaeTcs CooTBeTCTBYET
Staphylococcus aureus; He nomyckaetcs CooTBeTCTBYET
IOCTOPOHHUX MHKPOOPTaHU3MOB,
B T.4. ¥ TpubOB, ThIC/T HE osee 300,0 COOTBETCTBYET

@®UO nu11, BBIMOTHUBIINX HCTIBITAHMS:
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3aK0YeHHe YIOMHOMOYEHHOT0 JINIA: e
JlexapcTBeHHBIH npenapar 1A BETEPHHAPHOIO MPUMCHEHHA Buocentny, cepus 010123, B TOTpeOHTENBCKOI
ynakoeke Tyba dnsmxka 500 r, B KOIHIECTBE 516 mepBHUHBIX YIIAKOBOK, IPOH3BE/ICH H MPOBEPEH B COOTBETCTBIH C
JHLEH3Hel Ha IPOM3BOACTBO JIEKAPCTBEHHBIX CPE/CTB, Tpe6GoBaHHAMM PETHCTPALIHOHHOIO J10CkE, TpeGoBaHUAMH
GMP, tpebosanuam TY 91.20.23-020-23609643, HHBEIMH TPeGOBAHHAMH, YCTAHOBJCHHBIMH HOPMATHBHBIMH
akTaMi P®, COOTBETCTBYIOLINE 3aIHMCH SBIAITCSA YacThIO A0CHE HA BBRITYCK yKa3aHHO# CepHH M MOTYT ObITh
JIerko UAeHTHOUIMPOBAHBI B CIydae HEOOXOIMMOCTH.

COOTBETCTBHE KaueCTBa YCTAHOBJIEHHBIM TpeGOBaHUAM OATBEPKAALO.
BeInmycK B Fp@KIaHCKHI 000pOT paspemaro.

V0JTHOMOYEHHOE JTHIIO A3 3
000 HII® «HccnegoBaTenbCkuil IEHTP» (;r(;,{fl,}, axr A.A. Jlensx

Jara 03.02.2023



