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O0mecTBO ¢ OrpaHHYEHHOMH 0TBEeTCTBEHHOCTHIO
Hay4no — npomnzeoactsennan ¢pupma “Hccienosarenbekuii nenrp”

(OO0 HII® «MccienoBaTebekuii HEeHTP»),

K ] Poccns, 630559, Hosocubupcekas o61acts, Hosocubnpeknii paiion

p.n. Kosibnoso, Hayuno-nponsBoacTBeHHas 30Ha, Kopnyc 200, oduc 426
IouToswiii anpec: 630559, Hosocnupcekas o6iacth, p.u. Koabnoso, a/s 247
Tenedon / daxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTnen npogax,

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

ITacnopT KavecTBa Ha JeKapCTBEHHBIH Npenapar
JJISl BeTePHHAPHOr 0 NpuMeHenusi Betom 4

Ne 211/1 ot 16 aBrycra 2021 r.

Toprosoe nHaumeHoBaHHe: Betom 4.

MHH: Betowm 4.

Homep PY: 35-1-16.13-1477NeIIBU-1-4.7/02080.
Brinyck mo TY: 21.20.23.190-038-23609643.
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naMHHupOBaHHou OyMaru, Macca HeTTo 5 T.

6. Haumenosanue npoussoautensi: OO0 HIID «HccnenosaTenbekuii LEHTPY.

7. Homep cepun: 030821,

8. O6mbem cepun, npexbaBasiemMoii Ha uenbiTanus: 4000 mr.
9. Mecto orGopa: LD,

10. {aTa oT6opa: 11.08.2021.

11. TaTa noctynnenus B WJIBTK: 11.08.2021.

12. MaTa nayasna ucneitaHumii: 11.08.2021.

13. laTa okoH4YaHuS HcnbITaHHI: 16.08.2021.

14. KoJin4yecTBO MOCTYMHBIIHX 06pa3uoB: 250 nakeTos,

15. Kem oTo6paHna npoba: naGopant-muxpo6uonor O.B. Tutosa,
16. Pe3yIbTaThI HCNBITAHHI:

. JlekapcTBeHHast (opMa: IOPOLIOK [UIA NpUEMa BHYTPh M PEKTAIbHOTO NPMMEHEHHS B MaKeTe W3

Ne HaumenoBanue noxasarens Hopma mo HT/] Pesynbrat HenbiTanmii
/o
1 BHemHuii BUI, BT, 3amax ITopomok 6enoro 1BeTa 63 3amaxa CooTBeTcTBYET
2 Bpems pecycneHaupoBanus, MuH. | 10, fomyckaeTcs HaMYKe OCajika CooTBeTcTBYET
3. pH (7,0+0,5) 6,6
4 TToTepa B Macce npu
BLICYIUHMBaHHH, %0, He Oosee 6,0 CoOTBETCTBYET
3, AHTaroHMCTHYECKAA aKTUBHOCTD
K TeCT-KYJIbTypam (30Ha
YTHeTeHHUs pocTa, MM, HE MEeHee)
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. KonmniecTBo HUBEIX MHKPOOHBIX
KIeToK, Bacillus
amyloliquefaciens, KOE/r, He 1x10° 2,8x10¢
MeHee
7 [ToanuHHOCTE BetoMm 4 nomkeH cofepkaTh OaKTepHH CooTBeTCTBYET
Bacillus amyloliquefaciens wumamm
BKIIM B-10643
8. Mukpo6uonoruueckas HMCTOTa,
HaJTHYHE!
Enterobacteriaceae; He nomyckaerest CooTBETCTBYET
Pseudomonas aeruginosa; He momyckaetcs CooTBeTcTBYET
Staphylococcus aureus; He nomyckaetcs CooTBETCTBYET
NOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. H
rpuboB, He Goee THIC/T 300,0 CoOTBETCTBYET
OHUO nuL, BHIMOTHUBIINX HCTIBITAHUA: r
S

3as. MWJIBTK

Caltlr AA. Jlensax
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O6mecTBO ¢ OrpaHNYeHHOl 0TBETCTBEHHOCTBIO
Hayuno - npoussoacrsennas ¢pupma “Hecenopateabekuii uenrTp”
Poccus, 630559, Hosocubupckas o6aacts, HoBocudupckuii paiion
& ] (OO0 HII® «HccaexoBareanckii neHTp»),
p-1.. KosibnoBo, Hay4HO-IPOM3BOACTBeHHAS 30H2, Kxopnyc 200, oduc 426
Hourossii anpec: 630559, Hosocubnpekas 06aacts, p.n. Koasnoso, a/s 247
Tenedon / daxc: (383) 336-71-32, 336-52-65, 325-30-73 — otnen MpoaadkK,
(383) 336-52-72 — Gyxranrepus, (383) 325-30-07 - WJI

IIpoTokon ucnbITaAHMI Ha JeKapcTBeHHLI Npenapat
AJISl BETePHHAPHOI 0 npuMeHeHus Berom 4

Ne 211 ot 16 aBrycra 2021 r.

Toprosoe HaumeHoBaHHe: Betom 4.

MHH: Betom 4.

Homep PY: 35-1-16.13-1477Ne[1BU-1-4.7/02080.
Boinmyck mo TY: 21.20.23.190-038-23609643.
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5. JlekapcTBenHasi ¢opMa: MOpOWIOK NS NpUEMa BHYTPh H PEKTAILHOTO NPUMEHEHUA B MakeTe M3
JAMUHHPOBaHHOM Gymaru, Macca HETTO 5 T.

6. HaumenoBauue npoussoautens: OO0 HITD «Hccnenosatensckuit eHTp.
7. Homep cepun: 030821.

8. Oonbem cepum, npexbaBasieMoii Ha HenblTanus: 4000 .

9. MecTto otbopa: L1,

10. IaTa ot6opa: 11.08.2021.

11. JaTa noctynienusi B MJIBTK: 11.08.2021.

12. aTta Havana ucnsitanuii: 11.08.2021.

13. laTta okoHYaHHsI HenbITaHUii: 16.08.2021.

14. KonngecTBo mocTynuBIuMx 06pasuos; 250 nakeTos.

15. Kem oTobpana npo6a: nabopaut-mukpobuonor O.B, Tutosa.

16. Cebuika Ha HCMOL30BAHHOE 060PYA0OBAHHE:

HaumeHnoBaHwue Tun 3aBoackoii HoMep | CBeleHHA O MOBEPKE
(arTectanuu)
TepMocTaT CyXOBO3MYILHBIH IMEKTPHYECKHI TC-1/80 CITY 10009 Jo 24.05.2022 r.
TepMOCTaT CyX0BO3MYIIHEIH 3MEKTPHYCCKHI TC-1/80 CITY 27559 o0 24.05.2022 r.
TepMocTaT CyXOBO3IYIIHEIR 3IEKTpHYECKHH TCO-1/80 CITY 3661 Jo024.05.2022 r.
Bechl a1eKTpOHHBIE BEICOKOTO Kjacca Ohaus 7125151708 Ho005.10.2021 r.
Instruments
AHanusaTop nopraruBHbI AHHOH 7000 359 Jo004.10.2021 r.
JlozaTop MuneTouHsI OnHOKaHAIBHBIH 10090560 J019.10.2021 r.
100 - 1000 mkn
Jo3arop mUTeTOYHbIMH OnHokaHaJIBHBIH 09089662 Jo 19.10.2021 r.
20 - 200 mxn
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17. Pe3yabTaThl HCNLITAHMIA

Ne HaiMeHoBaHHE MOKa3aTeNA Hopma no HT{ Pe3ynbTaT HCTIbITAHHI
n/n
1. Buemnui B, LIBET, 3aMax TTopomok esoro upera Ges 3anaxa CoOTBETCTBYET
2. Bpems pecyCreHAHPOBaHuUsA, MAH. 10, nomyckaeTcs HaaIHM4YHE OCaaKa CoOTBETCTBYET
3. pH (7,0+0,5) 6,6
4 IToTeps B Macce NpH
BhICYLIMBAHKY, %0, He Oosee 6,0 CoOTBETCTBYET
5 AHTAroOHNCTHYECKAA AKTHBHOCTh
K TECT-KYJIbTypaMm (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. KoJHH4ecTBO KHBBIX MHKPOOHEIX
knetok, Bacillus
amyloliquefaciens, KOE/T, ne 1x10° 2,8x10°
MeHee
7 IMoMMHHOCTE BeToM 4 J0DKEH conepxaTh OakTepuH CoOTBETCTBYET
Bacillus amyloliquefaciens wumamm
BKITIM B-10643
8. MuKpoOHonoruuecKas YucToTa,
Hanuume:
Enterobacteriaceae; He momyckaercs CoOTBETCTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTBeTCTBYET
Staphylococcus aureus; He pomyckaercs COOTBETCTBYET
MOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. H
rpuGoB, He §oliee TRIC/T 300,0 COOTBETCTBYET
@®HO nuil, BHIMOTHHABIIMX HCIIHITAHHA: f
7 1Ll
3as. UJIBTK A Jlensx
GMO UL, NPOBEPHBIINX NPOBEIEHHE UCTIHITAHHUIA: /
HupexTop ' / AW, Jlensix
/

3axsoueHue YIoJTHOMOYEHHOTO JIHIA!

JlekapcTBEHHBIH TIpenapaT i BeTePHHAPHOTO NpuMeHeHns Betom 4, cepus 030821, B moTpeduTeNbCKOM yIakoBKe
TaKeT W3 JAMHHMpOBaHHOHN Gymaru, Macca HerTo 5 T, B konmyectse 4000 mepBHYHBIX YNIAKOBOK, NMPOH3BEICH H
MpoBepeH B COOTBETCTBMM C JIMUEH3Well Ha IPOM3BOJCTBO JIEKAPCTBEHHBIX CPEICTB, TpeGOBaHHAMH
PerHCTpalMOHHOrO fHocke, TpeGoBanuamu GMP, TpeGoBaHHAM TV 21.20.23.190-038-23609643, wnHBIMH
TpeGOBAHHAMH, YCTAHOBJICHHBIMH HOPMATHBHLIMH aKTaMH P®, COOTBETCTBYIOIME 3alNCH ABJAIOTCA HACTBIO
[I0ChE Ha BHITYCK yKa3aHHON CepHH H MOTYT GBITh JIETKo HICHTHQHUIMPOBAHEL B CIlyHae HeOOXOIHMOCTH.

COOTBETCTBME KAYECTBA YCTAHOBJICHHBIM TpeGOBaHHAM TIOATBEPIKIALO.
BrInyck B rpasIaHCKHI 000pOT paspemaro.

VOTHOMOYEHHOE JIHLIO Ltk
000 HII® «HccneaoBaTenbeKuii LEHTP» ALA. Jlensk

mm /6 Of 204



