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O0mecTBO ¢ OrpaHHYEHHOI OTBETCTBEHHOCTHIO

Hayuno — npoussoacreennas gpupma “Hecnesoareanckuii nenrp”
Pocens, 630559, Hosocubupcekasn o6.aacts, HoBocuSupekuii paiion
(OO0 HII® «HcciienoBateabeKuii neHTp»),

p-n.. Konbuoso, Hay4no-npoussoacrsennas 3ona, kopnyc 200, opuc 426
IouToBerii aapec: 630559, HoBocuGupekan o6nacrs, p.n. Koasnoso, a/s 247

RJ)7

Tenedon / daxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaax,
(383) 336-52-72 — fyxranTepus, (383) 325-30-07 - UJI

ITacnopT KauecTBa Ha JeKapCTBeHHBIH npenapar

JJisi BeTePHHAPHOT0 npuMeHeHus Berom 1
Ne 586/1 ot 18 nosiops 2021 .

Toprosoe HaumMeHoBaHue: Betom 1.

MHH: Betowm 1.

Homep PY: 35-1-10.18-4248NeTIBP-1-10.18/03443.
Beinyck mo TY: 21.20.10-061-23609643-2018.
JlekapcTBeHHas opma:
NTAMHHUPOBaHHOH Oymaru, Macca Hetto 50 r.

6. Hanmenosanue npoussoautens: OO0 HITD «Mccnenosatenbekuii LEHTP».
7. Homep cepuun: 1071121.

8. OOnem cepun, npeabsBAseMoii HA HenbITaHHA: 2730 wrT.

9. Mecto otbopa: LI[1D.

10. laTa oT6opa: 12.11.2021.

I1. JaTta noerynienus B UJIBTK: 12.11.2021.

12. JaTa Hayana uenwiTanuii: 12.11.2021.

13. JaTa okoHyaHus ucenbiTanuii: 17.11.2021

14. KosinyecTBO MOCTYNHBIIMX 00pa3uos: 20 NakeToB.

15. Kem oTo6pana npo6a: naGopaut-muxpobuosior O.B. Turosa.

16. Pe3y/ibTaThl HCIBITAHHIL:

SIVEES TR

MOpOIIOK Juid NpuUEMa BHYTPE H PEKTAJILHOTO NPUMEHEHMS B TMAKETe M3

Ne HaumeHoBaHMe nmokazaress Hopma no HT/J PesynbTar ucnbitaHuit
n/n
1. BHeuHui BUI, LIBET, 3amax [Topomok Genoro usera Oe3 3anaxa CoorBercTBYyeT
2L Bpems pecycnenaupoBanus, MuH.| 10, nonyckaeTcs Hanu4Hue ocaaka CooTteeTcTBYET
3. pH (7,0+0,5) 6,6
4. [ToTteps B Macce npu
BbICyLUMBaHUU, %, He Hosee 6,0 CooTBeTCTBYET
5 AHTaroHucTH4ECKas aKTUBHOCTb
K TeCT-KyJbTypaMm (30Ha
YTHETEHHs pOocTa, 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. KonuaecTBo x1BbIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/r,
He MeHee 1x108 2,5x108
e IToANUHHOCTE Berom 1 nomxkeH conepxars OakTepuu CooteeTcTBYET
Bacillus subtilis
8. MukpoGuonoruieckas YucToTa,
HaTH4He:
Enterobacteriaceae; He nomyckaercs CooTBeTcTBYET
Pseudomonas aeruginosa; He nomyckaercs CootBeTcTBYET
Staphylococcus aureus; He momyckaercs CooTBeTCTBYET
MOCTOPOHHHX
MHMKPOOPTaHU3MOB, B T.4. H
rpudos, He Dosee ThiC/T 300,0 CooTBeTCTBYET
OHO nuL, BINMOJHHBLUMX HCMBITAHHA:
3as. UJIBTK ety ALA. Jlenax
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OO611ecTBO ¢ OrpAHHYEHHOH OTBETCTBEHHOCTHIO
Hayuuno — npousBoacTeennas pupma “HeciienoparesibCKHil HeHTp”
Poccus, 630559, Hopocubupcekasi odnacts, HoBocudupceknii paion
& ] (000 HII® «HMccaegoBaTebCKHI HEHTP»),
p.n. Konbnoso, Hay4yHO-npou3BOACTBeHHAs 30Ha, Kopnyc 200, oduc 426
IMouroswii aapec: 630559, HopocuGupekas 061acts, p.n. Koasnoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaax,
(383) 336-52-72 — Gyxranrepusn, (383) 325-30-07 - MJI

Iporokos ucnbITAHUI HA JeKapPCTBEHHBII npenapar
AJisl BeTepuHApHOro npuMenenns Berom 1

Ne 586 ot 18 nosiops 2021 .

1. Toproroe HaumeHoBaHHe: Betom 1.

MHH: Betom 1.

Homep PY: 35-1-10.18-4248Nel1BP-1-10.18/03448.
Brinyek mo TY: 21.20.10-061-23609643-2018.
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5. JlekapcrBennasi ¢opma: TOpPOINOK il [pHEMA BHYTPb W PEKTAIbHONO MNPHMEHEHHA B MaKeTe H3
JaMHHUPOBaHHOM ByMaru, macca HetTo 50 T.

6. Haumenosanue npoussoantensi: 000 HII® «MccnenoBatenbekuii UEHTPY.
7. Homep cepun: 1071121,

8. O6bem cepuH, NpeAbsBAAeMOii Ha uenbiTanus: 2730 mT.

9. Mecro orbopa: LITID.

10. laTa otbopa: 12.11.2021.

11. Jata noctynnennsi B MJIBTK: 12.11.2021.

12. laTa Hayana ucneiTanmii: 12.11.2021.

13. JaTa okoHuanusi ucnbiTanuii: 17.11.2021

14. KoinuecTBO MOCTYNHBIINX 00pa3uoB: 20 NakeTos.

15. Kem oTodpana npo6a: naGopanr-mukpoduonor O.B. Turosa.

16. CcblIKa HA HCMOJ/IBL30BAHHOE 000PY0BAHHKE:

HaumeHnoBaHue Tun 3aBoackoil Homep | CseleHHsA O MOBEPKE
(aTTecTauum)
TepMoOCTaT CYXOBO3IYIIHBIH JNEKTPUYECKHA TC-1/80 CITY 10009 Jo24.05.2022 r.
TepMocTaT CYXOBO3IYILIHbIH 3eKTpHICCKHH TC-1/80 CITY 27559 Jlo 24.05.2022 1.
TepMOCTAT CYXOBO3MYIUHBIH IEKTPHYECKHI TCO-1/80 CITY 3661 Jo 24.05.2022 1.
Becbl 31eKTPOHHBIE BBICOKOTO Kjlacca Ohaus 7125151708 o 05.10.2022 r.
Instruments
AHaJIM3aTOp NOPTAaTUBHBIM AHHWOH 7000 359 Jlo 04.10.2022 r.
Jozarop nUNeToYHbIH OnHokaHanbHBIH 10090560 o 19.10.2022 1.
100 - 1000 mxx
Jlozatop numeTovYHbIH OnHoKaHaJIBHBIH 09089662 o 19.10.2022 1.
20 - 200 Mkn




17.Pe3ybTaThbl HCNBITAHHIA:
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Ne HaumeHoBaHue rokasarens Hopma no HT Pesynwrar ucneitanuii
n/n
1 BHemHuil BUA, LBET, 3amax [Topoiok Oenoro ugera e3 3anaxa CooTtBeTcTBYET
2 Bpemsi pecycnenaupoBanus, MuH. | 10, TomycKaeTcsa HanM4uue ocaaka CooTteTcTBYET
3. pH (7,040,5) 6,6
4 [Toteps B Macce npu
BblcyluuBanuu, %, He Oonee 6,0 CooTtBeTcTBYET
2. AHTaroHMCTHYECKASA AKTHBHOCTh
K TeCT-KY/bTYpaM (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. KonxuecTBo #HBBIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10¢
2 [ToanuHHOCTD Berom 1 nomxken cosepxaTh OakTepHu CootsercTByeT
Bacillus subtilis
8. Mukpoduonoruueckas 4HCTOTA,
HaH4YHe:
Enterobacteriaceae; He nonyckaercs CooTBeTcTBYET
Pseudomonas aeruginosa; He nonyckaerca CooTBeTCTBYET
Staphylococcus aureus; He nonyckaetcs CooTBeTcTBYET
MOCTOPOHHUX
MHMKPOOPTraHH3MOB, B T.4. H
rpuboB, He Gonee Thic/T 300,0 CooTBeTCTBYET
DHO nuu, BLINOJTHUBIIMX HCTILITAHHA: /
3as. MJIBTK A.A. Jlensk
GHO nuu, npoBepUBLINX NMPOBEICHNE HCTILITAHUI: 7
Hupektop AH. Jlensk

3aKI4YeHHe YIIOTTHOMOUEHHOTO JIMLA:

JlekapcTBEHHBIH Mpenapar [/ BETepUHApHOTO NpuMeHeHna Betom 1, cepus 1071121, B noTpe6HUTENLCKOI YIaKoBKe
MaKeT M3 JJaMHHHPOBaHHOH Oymaru, macca Hetto 50 r, B konudectse 2730 NepBUYHBIX YNAKOBOK, NPOM3BENEH H
NPOBEPEH B COOTBETCTBHH C JIMLEH3MEH HA MNPOM3BOJACTRO JIEKAPCTBEHHBIX CPEJACTB, TpeGOBAHMAMH
perucTpaudoHHOro  jocke, Tpebosanuamu GMP, tpeboammam TY 21.20.10-061-23609643, uHBIMH
TpeGOBAHMAMM, YCTAHOBJIEHHBIMH HOPMATHBHBIMH akTaMu P®, COOTBETCTBYIOLIME 3aMMCH SBIAKOTCS YACTHIO
AOCBE Ha BBINYCK YKa3aHHOM CEPUM ¥ MOTYT ObITh JIETKO HACHTH(OHLHMPOBAHLI B CIIyYae HEOOXOIUMOCTH,

CooTBeTCTBHE KaueCcTBa YCTAHOBJIEHHBIM TPeGOBAHNAM MOATBEP:KAL0.
Beinyck B rpaxkaaHckuii 000poT paspeluaro.

VYnonHoMo4YeHHOE THLO

00O HIN® «HccnenopaTebekuit LEHTPY A.A, Jlensk

Jara 18.11.2021



