Crpanuna 1 w3 1

OGwecTBo ¢ OrpaHNYeHHOli OTBETCTBEHHOCTDIO
Hay4no — nponssoacteennas gpupma “Heeneroparennekmii uenTp”
Poccus, 630559, Hosocubnpekas o6aacts, Hosocubupckuii paiion
& ] (00O HII® «MccnenoBareabekuii menTp),
p-i. Kosibnoso, nayuno-nponssoacreennasn sona, ropnye 200, opuc 426
ITouToBerii aapec: 630559, Hosocubupckas o6aacrs, p.u. Koabnoso, a/si 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — otaen NpoaasK,
(383) 336-52-72 — Gyxranrepus, (383) 325-30-07 - HJI

Iacmopr kauecTBa Ha JiekapcTBeHHbIIl MpenapaT
AJIsl BETEPHHAPHOTo npuMeHenns Berom 1
Ne 1183/1 ot 16 sinBaps 2023 .

Toprosoe HaumeHoBaHue: Betom 1.

MHH: Betowm 1.

Homep PY: 35-1-10.18-4248NeI[IBP-1-10.18/03448.

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

. JlekapeTBennas dopma:  mopomok s NpHEMa BHYTPh M PEKTAIbHOTO [PHMEHEHHS B OaHKe W3
TIOJIMMEPHBIX MaTepHalloB, Macca HeTTo 0,5 Kr.

6. Haumenosanue npoussogurensi: 000 HII® «HccienoBaTenbekuii LEHTPY.
7. Homep cepuu: 1361222.

8. O0beM cepHu, NpeabsIBAsSEMOli Ha HenbITaHus: 1270 LT,

9. Mecro otdopa: III1D.

10. ara orGopa: 28.12.2022.

11. lata nocrymienus 8 MJIBTK: 28.12.2022.

12. laTa Hauana uenwitanmii: 09.01.2023.

13. laTa okoHuaHus McnblTaHmii: 13.01.2023.

14. KonnyecTBo noctynusmmx o6pasuos: 2 GaHku.

15. Kem oTodpana npo6a: nabopaut-mukpo6uosnor O.B. Tutosa.

16. Pe3yibTaTel HCnbITAHMI:

e s L o

Ne HaumeHoBaHUe mokaszaress Hopma mo HTQ Pesynbrar ncnertanui
/o
1. BHemHuii Bug, nper, 3anax [Topowok Genoro upera 6e3 3anaxa CooTBeTCTBYET
2 Bpewmsi pecycniennupopanus, mut. | 10, fomyckaetcs Hanndme ocaaka CootsercTBYET
3. pH (7,0+0,5) 6,6
4. IMoTteps B Macce npu
BBICYLUHBaHUH, %, He Gonee 6.0 CooTtBeTcTBYET
3 AHTaroHHCTHYECKAsA aKTHBHOCTB
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. KonuyecTBo sKUBBIX MHKPOGHBIX
Knetox, Bacillus subtilis, KOE/T,
HE MEHee 1x10° 2,5x106
7, IMoanuuHOCTE Bertom 1 noimkeH conepxathk Gakrepuu CootseTrcTByeT
Bacillus subtilis
8. MuxkpoGHonorayeckas 4ucToTa,
HaJIHyue:
Enterobacteriaceae; He nonyckaercs CooTtsetcTBYeET
Pseudomonas aeruginosa; He nomyckaetcs CooTBeTcTBYET
Staphylococcus aureus; He nonyckaetcs CooTBeTrcTBYET
MOCTOPOHHHX
MHKPOOPTraHU3MOB, B T.4. U
rpuboB, He GoJiee Thic/T 300,0 CooTBeTCTBYET

@®HO nu1l, BEIMONTHUBLIMX UCIBITAHUS:

3ap. WIBTK 7@, e AA. Temsx
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IMouTormIii ajpec:

ObwectBo ¢ orpanuuennoii OTBETCTBEHHOCTEH)

Haywuno - npoussoncreennas bupma
Poccns, 630559, Hosocuéupckasn 061
(OO0 HII®

“Hecnenosarenncknii nenrp”

acre, HoBocuGupcekuii paiion

«Hccnenosarenncknii HEHTP»),

p-n. Kosibnogo, HAyYHO-IIPOM3BOACTBEHHAS 30Ha,

630559, Hosocutupekas o61acrs

Tenedon / ake: (383) 336-71-32, 336-52-65, 325-
(383) 336-52-72 — Oyxranrepus,

Kopnyc 200, opuc 426
s p-ii. Koibuogo, a/st 247
30-73 — oTaen npoaask,
(383) 325-30-07 - M

IIpoTokoa mensrrammii Ha JIeKapCcTBeHHbII npenapar

AL BETEPHHAPHOI 0 NpuMeHenns Betom |
Ne 1183 ot 16 sSsHBapst 2023 r.,

1. Toprogoe HaumMeHnoBanmue: Betom 1.
MHH: Berowm 1.

Boimyek no TY: 21.20.10-061 -23609643-2018.

JlekapcTeennasn dhopma:

?oE w8

TIOTMMEPHBIX MaTepHanoB, Macca HeTTo 0,5 K.

Homep PY: 35-1-10.18-4248N9HBP-]-10.]8/03448.

6. HaumenoBanue npoussoaurens: OO0 HIID «Hcenenoparensckuii LEHTpPY.

7. Homep cepun: 1361222,

8. Obbem cepun, TNpeaLsBasieMoii Ha HenbITanms: 1270 .

9. Mecto ot6opa: L[[T®.

10. JaTa orGopa: 28.12.2022.

11. lata noctrynnenns 8 WJIBTK: 28.12.2022.
12. Mata nauana uenbrranuii: 09.01.2023,

13. Jdata okonuanus HenwsITanuif: 13.01.2023.

14. Konmyectso mocrynuemmix 00pasuoe: 2 Ganky.

15. Kem oTo6pana npo6a: nabopaxt-MukpoGHonor O.B. Turoga.

16. Ccbiika Ha Henosnb3oBannoe obopynoBanne:

TNOpOLIOK 111 npueMa BHYTPH u PCKTallbHOrO MpPUMEHEHHA B OaHke wu3

Haunmenosanmue Tun 3aBonckoii Homep | Chenenus o ToBepke W
(aTrecTanun)
Tepmocrar CYXOBO3MYNIHELH 3NMEKTpHYECK Ui TC-1/80 CITY 10009 o 24.05.2023 .
Tepmocrar cyxoBosaymmpii 3NEKTPHYECKHIH TC-1/80 CcITy 27559 [0 24.05.2023 1.
Tepmoctar cyxoBo3y mHbiii SNEKTPHYECKHIT TCO-1/80 CITY 3661 210 24.05.2023 r.
Beckl anexTponHsie BrIcOKOrO KIACCH Ohaus 7125151708 Mo 05.10.2023 .
Instruments
AHanu3aTop nopTaTUBHLIIL AHHOH 7000 359 M0 04.10.2023 r.,
Ho3atop nunerounsiii OnnokanansHeI 10090560 Mo 19.10.2023 1.
100 - 1000 mxn
Hosatop nunetoyHmii OnHokaHanbHbIii 09089662 Ho 19.10.2023 r.
20 - 200 mxn
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17.Pe3yanbTaThl HCMBITAHUIL

Ne HaumeHoBaHHE MOKa3aTeNnd Hopwma no HTJL Pe3yneTar MCTILITAHAH
n/n
1. M Coorerctayer
2. Bpemst pecycrieHanpoBatia, Mum. | 10, AOTYyCKaeTes HaluaHe ocajika COOTBETCTBYET
_______d____—_________.____——
3. pH (7,0+0,5) 6,6
4, [ToTeps B Macce npu
BHICY [IMBAHUH, %, He Donee 6,0 COOTBETCTBYET
3, AHTaroHHCTHYECKas aKTUBHOCTD
K TecT-KyJIbTypam (30Ha
YTHETEHMs 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 KMBBIX MUKPOGHBIX
knerok, Bacillus subtilis, KOE/r,
He MeHee 1x10° 2,5x10°
T4 [ToUTHHHOCTh [ Berom | JI0MKEH cOfepKaTh OaKTEPUH CoOTBETCTBYET
Bacillus subtilis
8. Muxpo6uoorudeckas 41CcToTa,
HaJIM4He:
Enterobacteriaceae; He momyckaeTcs CoOTBETCTBYET
Pseudomonas aeruginosa, He momyckaeTcs CooTBETCTBYET
Staphylococcus aureus; He pomnyckaetcs CoOTBETCTBYET
MOCTOPOHHHX
MHKPOOPTraHU3MOB, B T.4. H
\_rﬂnﬁoa, He Gonee THIC/T 300,0 COOTBETCTBYET

®MO nuiL, BHUTOIHHBIINX HCMbITAHHA:

3as. UJIBTK

®UO v, NPpOBEPHUBIIHX MPOBEACHNC MCTBLITAHMH: 5‘,- g-1g
il

JupexTop \\ %ot A . Jlenax
7
3aKIIoUeHHE YIOTHOMOYEHHOTO JIHIA: =

JlexapcTBeHHBIH Tpenapar Ani BETEPUHAPHOTO PUMEHEHHA Betom 1, cepusa 1361222, B noTpeOHUTENBCKON YIAKOBKE
GaHKa M3 TIOJIMMEPHBIX MaTepHaIOB 0,5 kr, B KOJIHYECTBES 1270 MepBHYHBIX YTAKOBOK, NPOH3BEICH M NpOBEPEH B
COOTBETCTEHH C JHLEH3Mell Ha IPOU3BO/ICTBO JeKapcTBEHHBIX CPEAICTB, Tpe6GoBaHHAMH PErHCTPaIMOHHOTO nocke,
tpebosanmamu  GMP, tpebosanmam TY 21 20.10-061-23609643, HHBIMH TpeGoBaHMAMH, YCTAHOBICHHAIMY
HOpMATHBHBIMH aKTaMu Pd, COOTBETCTBYIOLIHE 3AMHCH ABIAOTCA YaCTHIO IOCKE Ha BBIITYCK yKa3aHHO#H cepuu 1
MOryT OBbITh JIETKO HaeuTHOUIMPOBAHBI B CIIYHae HeoOX0AUMOCTH.

CooTBEeTCTBIE KAUeCTBa yCTAHOBICHHbIM TpeGoBaHMAM MOATBEPKAAO.
BBINMyCK B rPaKIaHCKHi o6opoT pazpelato.

VOTHOMOYEHHOE JTHIIO
000 HIIP «VcenenoBaTenbCKuil HEHTP» (7{2 Z} £ ’E AA. Jlensk

Ilata 16.01.2023



