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Ob6wecrso ¢ OTPaHM1eHHOIl 0TBeTCTBEHHOCTL IO
Hayumno - MPOA3BOACTBeHAAT Pupma “HccnenoBarennexuii nenTp”
Poccns, 630559, Honocnﬁnpcxaﬂ obsacrp, Honocnﬁnpckm‘i paiion
K ] (OO0 HII® «Hcenenosarenseknii HEHTpP»),
p-i. Koasnogo, HAYYHO-IPOH3BOACTBEHHAN 3oHa, kopmyc 200, oduc 426
Hourorkrii aapec: 630559, Hosocn6upckan obuacrs, p.m. Koabnoso, a/a 247

Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — OTAEN npojass,
(383) 336-52-72 — Oyxranarepus, (383) 325-30-07 - T

Hacnopr kavecra na JIEKAPCTBeNHbIH Mpenapar
/LISl BETEPHHAPHOTO NPHMeHeHus Betom 1
Ne 122/1 ot 17 ¢espans 2023 .

Toprosoe HaHMeHOBaHHe: Betoym 1.

MHH: Betom 1.

Homep PY: 35-1-IO.18-4248N91'[BP-1-10.18/03448.
Beinyck o TY: 21.20. 10-061-23609643-2018.

JlekapcTeeHnas tbopma:  nopomok g [IpHEMA BHYTPL W peKTagbHOroO NPHUMEHEHHUA B OaHke w3
NOMTMMEPHEIX MaTepHaIoB, Macca HeTTo 0,5 kr.

6. HanmenoBanue npoussoauTensi: OO0 HIID «Hcenenosarensckmii LIEHTP.
7. Homep cepun: 110223,

8. Obnem cepun, NPEAbsIBIsieMOii HA HenbITanus: 1254 LT,

9. Mecto oT6opa: LI,

10. Tata ot6opa: 13.02.2023.

11. laTa nocrynnenns s WIIBTK: 13.02.2023.

12. MaTa nayana HeneITaHMI: 14.02.2023.

13. Mata okonuanus uenerranmii: 17.02.2023,

14. Konnyecrso NOCTYNHBIIHX 06pa3uos; 2 6aHK.

15. Kem otoGpana npo6a: naGopant-mukpo6wronor O.B. Turoga,

e SR

16. Pe3ynibTath! nenbiTanmii:
No Haumenosanue nokasarens Hopma mo HTJ1 Pesynetar ucnbrranmii
n/n
1 Bremnwmit gy, LBET, 3amax ITopomiok Genoro pera Ges 3amaxa CooteerciByer
2 Bpems PeCyCneHapoBanus, Muu. | 10, AOIIYCKAETCA HAIMYIHE 0cajKa CootBerctByer
3. pH (7,0+0,5) 6,6
4. Ioteps B Macce mpu
BLICYIIHBAHKUH, %, He Gonee 6,0 CooteetcTRYET
S. AHTaroHHCTHYECKAs aKTHBHOCTE
K TECT-KYJIbTypaMm (30Ha
YTHETCHHA 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. Konmnuectso sxuppix MHKPOOHEIX
Knetok, Bacillus subtilis, KOE/r,
HE MeHee 1x10° 2,5x10¢
7. IMommuaHOCTE Berom | nomken coneprxars Oakrepru CoorBercTByeT
Bacillus subtilis
8. MuxkpoGuonoruyeckas uncrora,
HAINvHe:
Enterobacteriaceae; He nomyckaercsa ggg;gz:ggz:;
Pseudomonas aeruginosa; He nomyckaercs e
Staphylococcus aureus; He nomyckaercs
MOCTOPOHHHX
MHKPOOPIaHU3MOB, B T.4, H o
rpuGoB, He GoJiee Thic/T 300,0

®HO null, BBIMOTHUBLIMX UCTIBITAHMUS:

Y A A, Jlensax
3as. HJIBTK Allat
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O6mecTBo ¢ orpanuvennoii OTBETCTBEHHOCTBIO

Hayuno — nponsBoagcreennas (pupma
Poccus, 630559, Horocuéupcekan obracre, HoBocubu

K ] p-n. Kosienoso, Hayuno-npouseoacreennas 30Ha,
Ilouroskrii agpec: 630559, HosocuGupcekas o6nacrn

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

(000 HII® «MceaenoBarenseku

“HMcciieoBaTebcKuii uenrp”
PcKHii paiion
i meHTp»),

Kopuyc 200, opuc 426

» p.i. Kosbuioso, a/s 247
-30-73 — oTaen npopax,
(383) 325-30-07 - W1

IIporokoa ucnerTannii Ha JICKaPCTBEHHBIH npenapar

AJI BETEPHHAPHOI0 NpuMeHeHUus Betom 1

Ne 122 ot 17 dpeBpansn 2023 .

1. Toprosoe HanmenoBanme: Betoym 1.

2. MHH: Betom 1.

3. Homep PY: 35-1-10.18-4248NeI[IBP-1-10.18/03448.
4. Bemyck mo TY: 21.20.10-061-23609643-2018.
5

- JlekapcTennast gopma:  mopomok s peMa BHYTPe M DEKTAILHOTO MpPHMEHeHUS B OaHKe M3

TNONMHMEPHEIX MaTepHasioB, Macca HeTTo 0,5 kr.

6. HaumeHoBauue nponseoauTens: 000 HIN® «Hcenenosarensckmii LEHTpY.

7. Homep cepun: 110223,

8. O6wem cepuu, npexbsiBAsiemMoii Ha HenbITaHuA: 1254 .
9. Mecto otbopa: I[P,

10. TaTa oT6opa: 13.02.2023.

11. aTa noctynnenns 8 MJIBTK: 13.02.2023.

12. laTa nayana uenbrranmii: 14.02.2023,

13. laTa oKOHYAHMS HCTIBITAHMIL: 17.02.2023.

14. KonnyectBo noetynusuumnx o00paswoB: 2 HaHky.

15. Kem oToGpana npo6a: nabopanT-MukpoGHosor O.B. Tutosa.

16. Ccbuika Ha ncnonb3oBanHOe oGopynoBanue:

ﬁ HaumeHoBanne Tun 3aBozckoii Homep | Ceenenus o TOBEpKe
(aTrecramum)

TepmocTat cyxoBo3aymssrit SJIEKTPUYECKHH TC-1/80 CITY 10009 J024.05.2023 r.
Tepmocrar cyxoBo3ny b 3NIEKTPHYECKUIH TC-1/80 CITY 27559 o 24.05.2023 r.
TepmocTaT CyXOBO3 LY IIHELT DIEKTPHYECKHIH TCO-1/80 CITY 3661 Jo 24.05.2023 r.
Bechl 21eKTpOHHEBIE BRICOKOrO Knacca Ohaus 7125151708 Mo 05.10.2023 r.

' Instruments
AHaJIH3aTOD NOPTATHBHLIA AHHOH 7000 359 Jo 04.10.2023 1.
Jlo3aTop NHIeTOYHEIH OnHoKaHANbHEIH 10090560 Ho 19.10.2023 r.

100 - 1000 mMxn

Josarop nuneroyHsrit OnHOKaHAILHBIH 09089662 Jo 19.10.2023 r.

20 - 200 mxn
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17.Pe3y1bTaThI MCnbITAHHI:

m HanMeHOBaHMUE TOKA3aTeNd Hopwma o HT]L Pe3yneTar HCHHTaHIrIﬁT
wn !
1. Bremauii BUj, [BET, 3a0aX [TopowmoK Genoro npera 0e3 3anaxa CoOoTBETCTBYET
2. Bpemsa pecycrieHAMpOBaHis, MIH. 10, normyckaeTcs HalHIHe ocajka CooTBeTCTBYET
________——__________—————
3. pH (7,040,5) 6,6
4, INoTeps B Macce NpH
BBICYIIMBAHUH, %, He Oornee 6,0 CoOTBETCTBYET
2, AHTAroHHCTHUECKas aKTHBHOCTE
K TeCT-KynbTypaM (30Ha
yrHETEHUs 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. KonugecTBO JKHUBBIX MHKPOOHBIX
wietok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x%108
/s TloIHHHOCTh Betom 1 A0JDKEH COAEPKATE OakTepuH COOTBETCTBYET
Bacillus subtilis
8. Mukpo6uonornyeckas 1ncToTa,
Ham4He:
Enterobacteriaceae; He nomyckaeTcs CoOTBETCTBYET
Pseudomonas aeruginosa; He nomyckaeres CoOTBeTCTBYET
Staphylococcus aureus; He pomyckaeTcs CooTBETCTBYET
MOCTOPOHHHX
MHKpOOPTaHH3MOB, B T.4. 1 _
rpubos, He 6onee TBIC/T 300,0 CoOTBETCTBYET J

®UO nuL, BHITOTHHBILIMX MCTTHITAHHA:

3ap. MJIBTK ALA. Jlensak

®UO nutl, MPOBEPUBLINX MPOBEACHUE HCTIBITAHMH:

JlupexTop AN, Jlenax

3aKoueHHe YIOITHOMOYEHHOTO JINA: S

JlekapcTBEHHbLIT Mpenapar A BETEPHHAPHOTO NPUMEHEHH Berom 1, cepust 110223, B noTpeGHUTeNbCKOi YTIaKOBKE
GaHKa ¥3 MOIMMEPHBEIX MaTepHaion 0,5 Kr, B KOJIMIECTBE 1254 mepBMUHBIX YNIAKOBOK, MPOH3BEACH N NpOBEpEH B
COOTBETCTBUH C JHUEH3HEH HA IPOU3BOMCTEO JIeKapCTBEHHBIX CPENCTB, TpeGOBAHMSIMY PETHCTPALIOHHOTO JIOCEE,
tpebosarmamu  GMP, tpeGosanmam TY 21 20.10-061-23609643, HUHBIMH TpeGOBaHIAMH, YCTAHOBICHHBIMH
HOpPMATHBHBIMU aKTaMHU P®, coOTBETCTBYIOLIHE 3aMHCH ABJIAFOTCA YACTHI0 IOChE HA BBRIITYCK yKa3aHHOH cepuH H
MOryT OBbITh JIETKO yneHTU(UIIPOBAHbL B CITydae HeoOX0IMMOCTH.

CoOTBETCTBUE KaueCTBa yCTaHOBNECHHBIM TpeGOoBAHMAM TOATBEPHKAAI0.
BBIITYCK B [PakIaHCKHH 0GopOT paspelLao.

4
Vo JHOMOYEHHOE JTMIO = o 2 /{’, o /,
000 HIT® «HccrenopaTelbCKUN LIEHTP? e — A.A. Jlensax

L

Jlara 17.02.2023



