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ObmecTBo ¢ orpannvennoii OTBETCTBEHHOCThI0

Hayuno — npoussoacreennas ¢pupma
Poccus, 630559, Hosocu6upcekas 061

“UccrenoBarensekuii uenrp”
acTh, Hosocubnpcexnii paiion

(OO0 HII® «McenenoBartennekmii LHEeHTP»),

p-n. Koabnoso, nayuno-npounssoxcrsennas 30Ha,
IouToBwIii anpec:

xopmyc 200, oduc 426

630559, HoBocuGnpekas obuacte, p.. Koasuoso, a/a 247

Tenedon / dpaxc: (383) 336-71-32, 336-52-65, 325-30-73 - oTaen npoga,

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

b =

CNoE Lwew

ITacnopT kavecTBa Ha JIEKAPCTBEHHBIH Npenapar

AJIsl BETEPUHAPHOTO NIpuUMeHennsi Berom 4

Ne 819/1 ot 20 cenrsiops 2022 r.

Toprosoe HaumenoBanme: Berom 4.
MHH: Betom 4,

Homep PY: 35-1-16.13-1477Ne[IBU- 1-4.7/02080.
Beinyck no TY: 21.20.23.190-038-23609643.
JlexapcTBennas ¢opma:
aMUHHpPOBaHHOI OymMaru, Macca HeTTo 50 .

HanmenoBaune npoussoxnrens: 000 HIID «Hcenenoparensckuii ueHTpy.
Homep cepuu: 040922.
O6bem cepun, npeabapisieMoii na uenbrranus: 410 IIT.

9. MecTo otopa: LI[1D.
10. laTa ot6opa: 15.09.2022.
11. Mara noctynaenus B MJIBTK: 15.09.2022.
12. JaTa Havana nenbiranmii: 15,09.2022.
13. laTa okoOHYaAHUS HCMBITAHUIL: 20.09.2022.

14. Konnyectso noerynuwmx 00pa3uos: 20 naketos.

15. Kem oToGpana npoGa: nadopanT-Mukpobuonor O.B. Turosa,
16. Pe3yILTaThl HenbITanmii:

MOPOLIOK [IA I

PHEMa BHYTPb M PEKTAIbHOTO IPHMEHEHHS B NAaKeTe M3

Ne HanmeHoRaHHe mokazarens Hopma mo HTJT Pezynbrar scneitanmii
/i
1 BHewHuit Bun, uger, samax [Topomok Genoro useTa Ges 3anaxa CootBercTBYET
2 Bpems pecycnenanposanus, mun. | 10, JOIyCKaeTCs HalHYKe ocaaKa CoortBerctByer
4 ITotepsa B Macce npu
BbICYIIUBaHUH, %0, He Goee 6,0 CootsetcTByer
3. AHTarOHHCTHYECKAs aKTHBHOCTD
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. KosnuecTBo sxHBBIX MHKPOGHBIX
Knerox, Bacillus
amyloliquefaciens, KOE/r, ue 1x10° 2,5x10¢
MCHEE
i IMommunaHOCTS Berom 4 nomken conepxkars G6akrepun CootsetcTByeT
Bacillus amyloliquefaciens wumamm
BKIIM B-10643
8. MuxkpoGuonoruyueckas uucToTa,
Halu4uune:
Enterobacteriaceae; He nonyckaercs CootBercTByeT
Pseudomonas aeruginosa; He nomyckaercs CootBercTByeT
Staphylococcus aureus; He nomyckaercst CooteeTcTBYET
MOCTOPOHHUX
MHKPOOPTraHU3MOB, B T.4. U
rpuboB, He GoJee Thic/T 300,0 CooTBeTcTBYET
@®HO nuw, BRIMONHUBLINX HCIIBITAHKS:
3aB. UJIBTK AA. Jlensk
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O6mecrBo ¢ orpanuuennoii OTBETCTBEHHOCTHH)
Hayuno — npousBoacreennas (pupma “HecaenoBarenbeknii HeHTp”
Poccus, 630559, Hosocutupckan o6aacte, HoBocubupexkmii paiion
& ] (OO0 HII® «MccnenopaTennsexnii LEHTP»),
p.n. Kobnoso, nayuno-nponszeoacreennas 3ona, kopmyc 200, opuc 426
ITouroBslii agpec: 630559, HosocnGupckasn 0bJ1acTh, p.n. Kosnoso, a/s 247
Tenedon / pake: (383) 336-71-32, 336-52-65, 325-30-73 — 0T/IeJ Mpoaak,
(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - FLI

IIpoToxoua uenerrannii na JIEKADCTBEHHBIH npenapaT
Al BETEPUHAPHOTO IpuMeHenus Betom 4

Ne 819 or 20 centabps 2022 r.

1. ToproBoe HaumenoBanue: Betowm 4.

MHH: Berom 4.

Homep PY: 35-1-16.13-1477Ne[1BH-1-4.7/02080.
Bobimyek mo TY: 21.20.23.190-038-23609643.

h B W N

JlekapcTeennas dopma: TIOPOLIOK M1 NPUEMa BHYTPb M PEKTAIBHOTO MPHMEHEHHS B MaKeTe M3
JIAMHHHpOBaHHOI 6ymary, Macca HeTTO 50 T,

6. HanmenoBanue nponssogntens: 000 HIID «HMcenenosatensekuii nenTpy.
7. Homep cepun: 040922,

8. O0bem cepun, npebARISIEMOil HA HCITBITA HIS: 410 wrr.

9. Mecro otGopa: LD,

10. laTa or6opa: 15.09.2022.

11. aTa nocrynienns 8 WJIBTK: 15.09.2022.

12. lata Hauana uenbrtanuii: 15.09.2022.

13. JaTa okonuanus uenwrranuii: 20.09.2022.

14. KonmavecTBo NMOCTYNMHBILMX 00pa3uoB: 20 NakeTos,

15. Kem oToGpana npo6a: nabopanT-MuKkpobHomnor O.B. Turosa,

16. Ccbliika Ha HenoOIb30BAHHOE obopyaoBaHue:

HaumeHoranne Tun 3aBosckoii Homep | Ceemenns o HoBepke
(aTTecranmm)
TepmocTar cyxoBo3/y LiHbIH 3MeKTPHYECKHil TC-1/80 CITV 10009 Jo 24.05.2022 r.
TepmocTtar cyxoBozny st IIEKTPUUECKHIA TC-1/80 CITY 27559 o 24.05.2022'r.
TepMocTaTt cyXoBO3 My LIHEI IIEKTPHUECKHI TCO-1/80 CITY 3661 Ho024.05.2022 r.
Beckl aneKTpoHHbIE BRICOKOTO Kiacca Ohaus 7125151708 Jo0 05.10.2022 .
Instruments
AHanU3aTop NOPTATHBHBIH AHHOH 7000 359 Jo 04.10.2022 r.
Ho3aTop nuneTo4HmIi OnHokaHaJLHEI 10090560 Ho 19.10.2022 r.
100 - 1000 Mxa :
Joszartop numetounsii OnHokaHaNLHEIH 09089662 Ho 19.10.2022 r.
20 - 200 mkn




17.Pe3y/IbTaThbl HCTbITAHMIL
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[ Ne HaumeHOBaHHE NMOKa3aTeN Hopwma mo HTJ Pe3yJ/IbTaT HCTbITAHHH
n/n
1 Byeniuuit BUA, UBET, 3aMax [Toporox Oenoro UBETa 0e3 3anaxa COOTBETCTBYET
2 Bpems pecycneHAMpOBaHus, MUH. 10, HOMyCKaeTCA HATUYHE 0CalKa COOTBETCTBYET
3. pH (7,0£0,5) 6,6
4 [Toreps B Macce Npu
peICYIIHBaHNH, %0, HE Donee 6,0 CoOOTBETCTBYET
5. AHTArOHMCTHYECKAA aKTHBHOCTD
K TecT-KyJbTypaMm (30Ha
YrHETEHHs 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 MUKPOOHBIX
knetok, Bacillus
amyloliquefaciens, KOE/T, ne 1x106 2.5x10°¢
MeHee
7 [ToANHHHOCTD Bertom 4 momkeH cojepxarh Oakrepiu CooTBeTCTBYET
Bacillus amyloliquefaciens wmamm
BKIIM B-10643
8. MukpoGHonoruyeckas YucToTa,
HaJM4yHe:
Enterobacteriaceae; He nomyckaercs CoOTBEeTCTBYET
Pseudomonas aeruginosa; He nomyckaerca CooTBETCTBYET
Staphylococcus aureus; He nomyckaeTcs COOTBETCTBYET
MOCTOPOHHHX
MHKPOOPraHU3MOB, B T.U. ¥
L rpu6oB, He Gosiee ThIC/T 300,0 CoOTBETCTBYET

DU

O nuu, BLIMOTHUBLIHX MCMBITAHWAL

3ae. MJIBTK

@®UO 1, NPOBEPHBILINX NPOBEACHUE HCTIbI TAHHI:

IlupekTop

3akmodeHue YIIoJJHOMOUYEHHOTO JIHLa;

JlexapcTBeHHbII Npenapar 1si BETep
[AKeT M3 JaMUHHApOBaHHOMH Oymar,
BEpeH B COOTBETCTBHM C NULEH3NEH Ha MpPOU3BO
tpe6osannamu  GMP, TpeboB

Tpo

PErMCTPaLMOHHOTO  JI0CEE,
TpeGOoBaHHAMH, YCTAHOBIEHHBIMHU HOPM
0CBE Ha BBITYCK YKa3aHHOH CEPHH H MOTYT

HHapHOro TPUMEHEHHA

COOTBETCTBUE KAYeCTBA YCTAHOBICHHBIM TPeOOBaHMSIM MOATBEPIKALO.
BBITyCK B IPaIaHCKHI 0bopoT paspeluato.

VI0JTHOMOYEHHOE JTULO

Berom 4, cepust 040922, B MOTpeOUTENBCKOI YTIAKOBKE
Macca Herto 50 r, B KomuuecTBe 410 MEpBUYHBIX YNAKOBOK, MPOM3BENCH M
CTBO  JIEKAPCTBEHHBIX CPEICTB, TPeGOBAHHAMU
ammaM  TY  21.20.23.190-038-23609643, HHBLIMH
ATMBHBIMM akTaMu P®, COOTBETCTBYIOLIME 3aNMUCH ABJMIOTCA HACTHIO
6bITh JIErKO HAEHTHHIMPOBAHBI B CITyae HeOOXOTUMOCTH.

AA. Jlenax

A M, Jlemsk

000 HII® «HccnenosaTenbeKuil HEHTPY of g s ALA. Jlensak

JlaTta 20.09.2022



