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OGuwecTBO ¢ OrpaHAYEHHOli OTBETCTBEHHOCTBIO
Hayu4Ho — npoussoacrBennas ($upma “HcecnenoBarensekuii neHTp”
Poccnsn, 630559, HoBocubupckas o6.aactn, Hosocubupcknii paiion
K ] (000 HII® «Mcenenoarennekuii HEHTP»),
p.n. Koqib1oBo, Hay4Ho-npoH3BoACTBEHHAS 30Ha, Kopnyc 200, oduc 426
IouToBeiii agpec: 630559, Hosocubupcxkas o6aacrs, p.. Konannogso, a/a 247

Tenedon / pakce: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npopa,
(383) 336-52-72 — Gyxraatepus, (383) 325-30-07 - UJI

IMacnopT kavecTBa Ha JTekapcTBeHHBII npenapar
AJisl BETEPHHAPHOTO IpuMeHenus Berom 1
Ne 1182/1 or 16 auBaps 2023 r.

Toproeoe nanmeHoBanue: Betom 1.

MHH: Betom 1,

Homep PY: 35-1-10.18-4248NeIIBP-1-10.18/03448.

Bemyex mo TY: 21.20.10-061-23609643-2018.

JlekapcTBenHast ¢opma:  nopowok A npuema BHYTPh H DPEKTAILHOTO TNpPHUMEHEHHA B INaKeTe M3
JIAaMUHHUPOBaHHOI OyMaru, Macca HetTo 50 T,

6. HanmeHoBaume npoussogntensi: 000 HIID «HccreoBaTebCKUi LEHTpY.
7. Homep cepun: 1351222,

8. OObem cepun, npenbssisieMoii Ha uenbITanus: 12470 wr.

9. Mecto otbopa: LI[ID.

10. laTa orGopa: 28.12.2022.

11. aTa noctymienus B WIBTK: 28.12.2022.

12. laTa navana wenbitanuii: 09.01.2023.

13. JlaTa okoH4Yanus uenwiTanuii: 13.01.2023.

14. Koansecrso noctynnewmx o6pasuos: 20 nakeTos.

15. Kem oToGpauna npo6a: naGopanr-mukpo6uosor O.B. Turopa.

16. Pe3yIbTaThi HCNBITAHMIT:

By 03 ) e

Ne HaumeHoBaHHe nokaszarens Hopma mo HT/], Pesynprat ucnbiTanui
n/n
1. BHemHuii Buj, nBer, 3anax [Topowok Genoro 1Bera 6e3 3anaxa CoorsercTByeT
2. Bpewms pecycnenaupoanns, Mun.| 10, monmyckaetcs HamHuue ocaaka CootsetcTBYET
3. pH (7,040,5) 6,6
4. IToreps B Macce npu
BBICYLUMBaHHH, Y%, He Oonee 6,0 CootsetcTBYET
3 AHTaroHHCTHYECKasd aKTHBHOCTD
K TECT-KYJIbTYpaM (30Ha
YTHETEHHSA 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. KonnuecTBO %HBBIX MUKPOGHBIX
KNeTok, Bacillus subtilis, KOE/T,
He MeHee 1x108 2,5x108
. [MopnuHHOCTE Berom 1 nomxeH conepxarb OakTepun CootBetcTByET
Bacillus subtilis
8. Mukpobuonorayeckas 4ucTora,
HaIlYHe:
Enterobacteriaceae; He nonycxkaertcs CooTBercTBYET
Pseudomonas aeruginosa; He nonyckaercs CoorBeTtcTBYET
Staphylococcus aureus; He nomyckaercs CooTtBeTcTBYeT
HOCTOPOHHUX
MHKpPOOPraHu3MOB, B T.U. U
rpuOoB, He DoJee THIC/T 300,0 CooTBeTCTBYET

DUO Ju1l, BLINONHUBIIMX HCTBITAHUA,

3as. WIBTK g{%% AA. Tlensx
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OG6uwectBo ¢ orpannuennoii OTBETCTBEHHOCTbIO
Hayugno - NpousBoAcTBenHas hupma “HcenexoBarenncknii ueHTp”
Poccus, 630559, Hosocu6npckasn o0.1acTn, Hosocnbupckuii paiion
(000 HII® «Hcenenosarenneknii HEeHTp»),

p-n. Kosibnoso, Hay'IHO-NPOU3BOACTBEeHHAS 30Ha, Kopmyc 200, opuc 426
IouroBmri aapec: 630559, Hosocu6upckas obJsacTb, p.o. Koabuogo, a/a 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — OTAE/ Npogax,

(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - MT

7

IlpoTokon nenvrranmii ma JIeKapCTBEHHBIH npenapar
AST BETEPHHAPHOI0 npuMeHeHns Berowm 1

Ne 1182 or 16 sitaBaps 2023 r.,

l. Toproeoe naumenosanue: Berom 1.
2. MHH: Betowm 1.

3. Homep PY: 35-1-10.18-4248NeI1BP-1-10.18/03448.

4. Bbmyck o TY: 21.20.10-061-23609643-2018.

5. JlekapcTBennas topma:  mopomok s MPHEMa BHYTPhL M DPEKTAIBHOIO TPUMEHEHHS B naKkeTe u3
TAMHHHPOBaHHOH Gymaru, Macca HeTTO 50 1.

6. HanmenoBanme npoussonuTens: OO0 HII® «Hccnenoparensckuii LEHTPY.

7. Homep cepun: 1351222,

8. O6wem cepun, TNpeabsBaAeMoii Ha HenbiTanus: 12470 mwr.

9. Mecto ot6opa: LI,

10. Jata or6opa: 28.12.2022.

11. lata noctynnenns 8 WIBTK: 28.12.2022.

12. lata nauana uenerranmii: 09.01.2023.

13. JlaTa oxonyanns wenbrranmii: 13.01.2023.

14. Konnyecrso NOCTYNMHBIINX 00pa3uoB: 20 nakeTos.

15. Kem oto6pana npoba: naGopanT-Mukpo6uonor O.B. Tutosa,

16. Ccbuika Ha Henoab3oBaHHOE oGopynosanne;

e Haumenosanmue Tun 3aBozickoit Homep | Ceenenns o uonepke—]
(aTrectanuu)

Tepmocrat cyxoBosaymmbrii 3NEKTPHYECKHIH TC-1/80 CITV 10009 Jo 24.05.2023 r.
Tepmocrat CYXOBO3NYIIHEIA 3JIeKTPHUECKHiT TC-1/80 CITV 27559 Ho 24.05.2023 r.
TepMmocrar cyxoBo3ayuinmIit 9JIEKTPHYECKHIt TCO-1/80 CITY 3661 0 24.05.2023 .
Becbl anextponnsie Bhicokoro xracea Ohaus 7125151708 Mo 05.10.2023 r.

Instruments
AHaIM3aTOp NOPTATHRHLII AHHOH 7000 359 M0 04.10.2023 r.
Hozatop nunetounsiii OnHOKaHaNLHEL 10090560 o 19.10.2023 r.

100 - 1000 mMkn

Hozatop nuneroynmrii OaHoKaHanbHbIf 09089662 Ho 19.10.2023 r.

20 - 200 mMxn
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Pe3ynbTat HCITBITAHHH

. BuemHuii BUJ, LBET, 3aMaX [Topoiuok Oesioro 1BeTa Ge3 3anaxa CoOTBETCTBYET
2 Bpems pecyCrneHHpoBanud, MuH. | 10, ZOMyCKAeTCs HAMYHE OCa/xa CooTBETCTBYET
3. H (7,040,5) 6,6
4, IMoTepsa B Macce MpH

peicymuBanuy, %, He Gosee | 6,0 CoOTBETCTBYET
5. AHTaroHHCTHYecKas aKTHBHOCTD
K TeCT-Ky/IbTypaMm (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
'—T KONH4ECTBO KMBBIX MHKPOOHBIX
xnetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10°
T [ToamMHHOCTE Betom | joinxkeH cONEPKATE Oakrepuu CoOTBETCTBYET
Bacillus subtilis
8. MikpoGHoIoTHYecKas 1neToTa,
Hauaue:
Enterobacteriaceae; He nomyckaetcs CooTBETCTBYET
Pseudomonas aeruginosa; He nomyckaeTcsa CoOTBETCTBYET
Staphylococcus aureus; He nomyckaetcs CooTBETCTBYET
MOCTOPOHHHMX
MHKPOOPTaHH3MOB, B T.4. H
rpubos, He Goznee ThIC/T 300,0 CoOTBETCTBYET

®UO nu1L, BLITOJHHBIINX HCIbITAHNS:

3as. WJIBTK

.‘_\/.:

MO nuiL, IPOBEPUBILMX MPOBEACHAE MCTILITAHUH:

JlupexTop

3aK/IOueHHe YIIOIHOMOYSHHOTO JTHLA:

JlexapcTBeHHbIN npenapar Al BETEPUHAPHOTO
[laKeT W3 JAMMHUPOBAHHOM Oymary, Macca HETTO
npoBepeH B  COOTBETCTBHM €
PETHCTPALHOHHOr0  J1I0ChE, TpeboBaHHAMH GMP, TpeboBaHiIM TV 21
TDGGOBEHHHMP[, yCTﬂHOBHEHHb‘I
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npuMenetns BetoM 1, cepus 1351222, B NOTpeGUTENBCKON YIIAKOBKE
50 r, B KouecTse 12470 TepBUIHBIX YIIaKOBOK, IPOM3BE/IEH U
NMIEH3Meil Ha NPOH3BOACTBO JIeKapCTBEHHBIX  CPE/CTB, TpeboBaHHAMH
20.10-061-23609643,

MH HOPMaTHBHBIMH akTamu PD, COOTBETCTBYIOLIHNE 3aMucu ABJAKOTCA YacThIO

HUHBIMHA

[I0Che Ha BHIYCK YKa3aHHOH Cepuyt M MOTYT 6LITh JIETKO MIEHTH(PUIMPOBAHDI B CIYHae He0OXOIUMOCTH,

COOTBETCTBHE KAa4eCTBA YCTAHOBIEHHBIM TpeGoBaHUAM MOATBEPHKAAIO.
BRINYCK B IPakIaHCKHi oGopoT paspema.

VII0JHOMOYEHHOE THIO
00O HIID «HWccne0BaTeNbCKUil IEHTPY
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Jlata 16.01.2023
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AA. Jlenak
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