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OGmecTBo ¢ OrpanHYeHHOl OTBETCTBEHHOCTDIO
Hay4uno — npousBoacTeennas ¢pupma “UccaenoBarennckmii uentp”

Pocens, 630559, HoBocuGupekas o6acts, HoBocubupcknii paiion

(000 HIT® <Mccneﬂoaarenbcxnﬁ LEeHTP»),

p-i. KosibuoBo, Hayuno-npousBoxcreennas 30Ha, kopnyc 200, opuc 426

IouToBkIii aapec: 630559, Hogsocubupcekan o6nacrs, p.n. Kosiboso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 - oTaen npona,
(383) 336-52-72 — Gyxraarepusi, (383) 325-30-07 - MJI

PNog LA LN~

ITacnopr kavyecTBa Ha JIeKapcTBeHHbI npenapar

AJIs BETEPUHAPDHOTO NpuMeneHus: Berom 1

Ne 971/1 ot 02 Hosiops 2022 r.

Toprosoe HaumeHoBanue: Betom 1.
MHH: Bertowm 1.

Homep PY: 35-1-10.18-4248NeIIBP-1-10.18/03448.
Beinyck mo TV: 21.20.10-061-23609643-2018,
Jlekapereennan dopma:
OJIMMEPHBIX MaTepHaoB, Macca HeTTo (0,5 KT,

HanmenoBanue npoussoaurensi: 000 HITD «HecneoBarensekuii LeHTpy.
Homep cepun: 1111122.
O6bem cepum, npeabsipisieMoii Ha HenbITaHMs: 1244 .,

9. Meeto oT6opa: LITID.
10. JaTa oTGopa: 27.10.2022.
11. JaTa noctynienus B MJIBTK: 27.10.2022.

12. NaTa Havana uenbitanmii: 27.10.2022.

13. JlaTa okonuyauus uensrranmii: 02.11.2022.

14. Kosm4ecTso nocrynusuwmx o6pasuos: 2 Ganku,

15. Kem oToGpana npo6a: naGopant-mukpo6uonor O.B. Tutosa,
16. Pe3ynbTaThl HCOBLITAHMIL:

[IOpOMIOK  1Jii MpHEMa BHYTPh M PEKTANIBHOrO NPHMEHEHHS B GaHKe U3

Ne HaumeHoBaHue mokasarens Hopma mo HT/], Pesynbrar ucnerranmi
n/n
1. BHewmHuit Buj, 1per, 3anax ITopomok Genoro npera 6e3 3anaxa CoorBeTcTBYET
2 Bpewms pecycnenauposaunus, mun. | 10, JOMYCKAETCSA HATHIHE 0CAKA CootBeTcTBYyET
3. pH (7,040,5) 6,6
4 [Moreps B Macce npu
BBICYILUHBaHUH, %, He Oonee 6,0 CoorBercTByeT
Sk AHTaroHucTHYECKas aKTHBHOCTD
K TECT-KYJIbTYpaM (30Ha
YTHETEHHUS 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. KonnyecTBo jXHBBIX MHUKPOGHBIX
KIeTox, Bacillus subtilis, KOE/r,
HE MEHee: 1x10° 2,5x10°
Tt IMomnuHHOCTS Berom 1 nomkeH conepxats GakTepuu CooTseTcTBYeT
Bacillus subtilis
8. MukpoGuonoruyueckas 4ucToTA,
Hallnuune:
Enterobacteriaceae; He monyckaercs CootBeTcTBYET
Pseudomonas aeruginosa; He ngomyckaercs CoorBetcTByeT
Staphylococcus aureus; He nomyckaercs CooTBeTcTBYET
NIOCTOPOHHHX
MHKPOOPraHH3MOB, B T.4. 1
rpuboB, He GoJiee Thic/T 300,0 CooteeTcTBYET

®HO nuI, BLIMONHUBIINX UCTIBITAHUS:

3as, HJIBTK

A2 R4 AA Tem
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O6mectBo ¢ orpannyennoii OTBETCTBEHHOCTELIO
“Mccnenosareabeknii nenrp”
actk, HoBocuGupcexnii paiion

Hayuno - npousBoacreennas upma

E Poccns, 630559, Hosocubupekast 06,1
K ] (000 HII® «Hccaeoarennekuii HEHTP»),
p-n. Koabnoso, nayuno-nponssoicreennas 30Ha,
IouToserii agpec: 630559, Hogocubupckas 06aacts

Tenedon / paxc: (383) 336-7 1-32, 336-52-65, 325
(383) 336-52-72 — Gyxranarepus,

Kkopnyc 200, odpuc 426

» p-n. Koasuoso, a/st 247
-30-73 — oTmen npoaax,

(383) 325-30-07 - UJI

IIpoToko. ucnbrrannii Ha JIEKADCTBEHHBIH Npemapar

AJISL BETEPHHAPHOT O IpuMeHenust Berowm 1

Ne 971 or 02 Honbps 2022 1.

1. Toprosoe naumenoBanue: Berom 1.
. MHH: Bertowm 1.

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

2

3

4. Bemyek mo TY: 21.20.10-061-23609643-2018.
5

. JlekapcrBennas dopma:  mopowox s NpHEMA BHYTPb H PEKTAIBHOTO IIPHMEHEHHS B OaHKE W3

TIOJIMMEPHBIX MAaTEPHAJIOB, Macca HetTo 0,5 kr.

6. Haumenoranue npoussoantens: 000 HIID «Hccnenosatenbekuii neHTpy.

7. Homep cepun: 1111122,

8. OObem cepuu, npexbsaBasiemoii Ha HenbITanms: 1244 mr.

9. Mecto orGopa: L{[1D.
10. TaTa or6opa: 27.10.2022.
11. 1aTa nocrynnenus 8 UJIBTK: 27.10.2022.

12, laTa nayana ucnsrtanuii; 27.10.2022.

13. aTa okonyanus vensitaumii: 02,1 1.2022.

14. Koamvecrso noctynusumnx o0pa3suos: 2 banHku.

15. Kem oToGpana npoGa: nadopauT-mMukpo6uonor O.B. Tutosa,

16. Ccoblika Ha HCNONBL30BAHHOE odopynoBaHue:

HaumeHoBanue Tun 3aBojackoii Homep | CaemeHus o MOBEPKE
(arTecTan)
TepmocTar cyxoBo3aymHerii NEKTPUUECKHH TC-1/80 CITY 10009 Ho024.05.2023 r.
TepmocTat cyxoBo3ayLIHbIIi dIeKTpHUECK il TC-1/80 CITY 27559 Ho 24.05.2023 r.
TepmocTat cyXoBO3ayIIHbIH SneKTpHYeCKHil TCO-1/80 CITY 3661 Ho024.05.2023 r.
Bechl 31eKTpoHHBIE BRICOKOTO Kilacca Ohaus 7125151708 Jo0 05.10.2023 .
Instruments
AHann3atop nopTaTHBHEI AHHOH 7000 359 Jlo 04.10.2023 .
Jlo3aTop nMUIeTOYHbI OnHokaHaIbHBI 10090560 Jo 19.10.2023 r.
100 - 1000 Mk
Ho3aTop numeTo4YHsIH OnHoxaHanbHEIH 09089662 J019.10.2023 r.

20 - 200 MKkn
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17. Pe3ynbTaThl HCILITAHMIL

Ne HapmeHoBaHHUE M10KA3aTENA Hopwma o HT]] PezynbTar ucnm’raﬂnﬁﬁ
nn
1. Bueuruuii B, LBET, 3anax [Topowok Genoro usera Oe3 3amaxa CooTBETCTBYET
2. Bpems pecycrneHHpoBaHNA, MUH. 10, momyckaeTcs HanMuMe ocanka COOTBETCTBYET
3. pH (7,0£0,5) 6,6
4, IToTeps B Macce NpH
BHICYIIMBAHUH, %0, HE Gonee 6,0 CoOoTBeTCTBYET
5. AHTaroHucTHUeCcKass aKTHBHOCTh
K TecT-KyabTypam (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. KOMMYECTBO JKHBBIX MHKPOOHBIX
xnetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10°
fls TToanUHHOCTD BetoM 1 0/KeH cojepikaTh GakTepHu CoOTBETCTBYET
Bacillus subtilis
8. Mukpo6uonorndaeckas YucToTa,
HaTH4He:
Enterobacteriaceae; He nomyckaeTcs COOTBETCTBYET
Pseudomonas aeruginosa; He momycxkaeTtcs COOTBETCTBYET
Staphylococcus aureus; He nomyckaeTcs CoOTBETCTBYET
MOCTOPOHHMX
MMKpOOPTaHH3MOB, B T.4. H
rpnGos, He Bonee ThIC/T 300,0 CoOTBETCTBYET

GUO auLl, BHINOIHUBILMX HCTIBITAHHA

3as. UJIBTK A.A. Jlensik
OHO nuL, TPOBEPHBILNX MPOBEACHHE HCTILITAHHIH:
Jlnpextop AM. Jlenax

3akmoueHHe YITOTHOMOYEHHOrO IHIA:
JlexapcTBeHHbII penapar JUid BETepHHApHOrO npuMenenus Betom 1, cepns 11 11122, B noTpeGUTENLCKON YNaKOBKE
GaHKa M3 MoMMMepHBIX MaTepuanos 0,5 Kr, B KONMUECTBE 1244 nepBUYHBIX YTTAKOBOK, NIPOU3BEAEH H MPOBEPEH B
COOTRETCTBHH € JMLEH3Neit Ha IPOH3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB, TpeGoBaHiAMH PErHCTPALHOHHOTO OCkE,
tpe6osanmsamu  GMP, tpebosanmam TY 21.20.10-061-23609643, uubiMi TpeGOBaHWAMH, YCTAHOBICHHBIMA
HOPMATHBHBIMH aKTaMi P®, COOTBETCTBYIOILHE 3AMHCH ABIIOTCS YACTBIO 0ChE Ha BBITYCK YKa3aHHOM CepuH H
MOTYT GbITb JIETKO HASHTAPHIMPOBAHDI B CIYHae He0OXONMMOCTH.

CoOTBETCTRHE KAUeCTBA YCTAHOBICHHBIM TPEOOBAHHAM MOATBEPKAALO.
BhInmyck B rpakIaHCKUH 000pOT paspeLiaro.

VOJIHOMOYEHHOE U0
000 HIID «MccnenoraTenbcKuii LEHTP 7/ y A.A. Jlensx
(1 V.p/f;‘? /;’/;

Jlata 02.11.2022



