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O6wecTBo ¢ orpaHHYeHHOl OTBETCTBEHHOCTBIO
Hayuno — npoussoacreennas ¢pupma “HcciaenoBaTebeKkuii neHTp”
Poccns, 630559, Hosocubnpekas o6nactn, Hosocunpcknii paiion
K ] (000 HII® «MccnenoBarenbekuii uenTp»),
p-n. Koabnoso, nayuso-npoussoacreennas 30na, kopnye 200, oduc 426
Ilourossiii axpec: 630559, HoBocuGnpcekas 061acTh, p.n. Koasnoso, a/a 247
Teaedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — o1aen npoaak,
(383) 336-52-72 — Gyxraarepusi, (383) 325-30-07 - WJI

Ilacnopr kavecTBa Ha JIeKAPCTBEHHBII npenapar
AJIst BETEPMHAPHOI 0 npuMeHenus Berom 1
Ne 468/1 ot 20 masi 2022 r.

Toprosoe HanmenoBanue: Berom 1.

MHH: Betowm 1.

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

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

. JlekapcTeennas (opma:  [OpPOWOK 1A NpHEMa BHYTPh W PEKTANLHOrO TPUMEHEHHA B TIAKETE M3
JaMHHUPOBaHHOM OyMaru, macca Hetto 50 T.

6. Hanmenosanue npoussogutensi: 000 HII® «Hccnenoparensckuii LEHTpPY.
7. Homep cepun: 630522.

8. O6bem cepun, npeabsBIsieMoli Ha HenbITAHUS: 6400 [T,

9. Mecro orGopa: LD,

10. TaTa otGopa: 16.05.2022.

11. JaTa noctynnenus 8 MJIIBTK: 16.05.2022.

12. JaTa nayana uenerranmii: 16.05.2022.

13. JlaTa okoHuaHus uensiTanmii: 19.05.2022,

14. KoainuecTBO mocTynuBIUKX 06pasuoB: 100 nakeTos.

15. Kem oTo6pana npo6a: nabopant-mukpo6uonor O.B. Turosa.

16. Pe3y/ibTaThl HCILITAHMII:

DB

Ne HaumeHnoBanue nokasaresns Hopma no HT[T Pe3ynbTaT HCIBITAHUI
n/n
1. BHeuHuit BUO, LBeT, 3anax IMTopowox Genoro 1BeTa H6e3 3anaxa CoOOTBETCTBYET
2 Bpewms pecycnenaupoBatus, Mut. | 10, IomyckaeTcs HATMYKHE OCalKa CooTBeTcTBYET
3. pH (7,0+0,5) 6,6
4 [MoTeps B Macce mpu
BBICYLUIKMBAaHKH, %, He Ooee 6,0 CoOTBETCTBYET
5, AHTaroHMCTHYECKas aKTHBHOCTD
K TECT-KyNbTYpaMm (30Ha
YTHETEHH:A 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. KonudecTBo KUBEIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
HE MeHee 1x108 2,5%x10°
74 [MoamuHOCTS Berom | fomxeH conepxath GakTepun CootBeTcTBYET
Bacillus subltilis
8. Mukpobuonoruueckas 4nucToTa,
Hanu4ue:
Enterobacteriaceae; He nonyckaercs CootBeTcTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTBeTcTBYET
Staphylococcus aureus; He nonyckaercs CooTtBercTBYyET
MOCTOPOHHUX
MHUKPOOPTaHU3MOB, B T.4, U
rpuboe, He Gonee Thic/T 300,0 CooTBeTcTBYET

@HO 51y, BRIMTOTHUBLIHX HCTIBITAHUS

3as. UJIBTK <’ o AA Jlenax
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OGuecTBO ¢ OrpannYennoii 0OTBETCTBEHHOCTHIO

Hayuno - npousBoxcreennas gpupma
Poccus, 630559, Hosocn6upckas o6aacrs, HoBocnbupckuii paiion
(00O HII® «Mcenenoparensckmii HEeHTP»),

p.n. Kosienoso, Hayuno-npounssoacTeennas 30Ha, kopuyc 200, oduc 426

“Hccaenosarenseknii nentp”

ITouTorkrii anpec: 630559, HoeocuGupckas o6aacts, p.u. Konbnoso, a/st 247
Tenedon / paxce: (383) 336-71-32, 336-52-65, 325-30-73 — otaen NpoaaK,
(383) 336-52-72 — GyxrasTepus, (383) 325-30-07 - WJT

R

IIpoTokos uenbiTanuii Ha JIEKADCTBEHHBIMH npemapar

AJIsA BETEPHHAPHOI0 NpUMeHeHust Berom 1

Ne 468 or 20 man 2022 r.

Toproeoe Haumenosauue: Betom 1.
MHH: Berowm 1.

Homep PV: 35-1-10.18-4248 NelIBP-1-10.18/03448.

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

JlekapcTBeHHas ¢opma:

TaMHHHUpPOBaHHOM OyMaru, Macca HeTTo 50 T,

6.
7.
8.
9.

Hanmenosanue nponssoantens: OO0 HII® «Mccnenoatenbekuii LEHTPY.

Homep cepuu: 630522,

O6bem cepum, npeabsis/siemMoii Ha uenbITanus: 6400 mr.

Mecto otbopa: LITID.

10. laTa orGopa: 16.05.2022.
11. HaTa nocrymaenns 8 WIBTK: 16.05.2022.

12. laTa nayana neneitanmii: 16.05.2022.

13. aTa okoHYaHus HenbITaumii: 19.05.2022.

14. Koanuectso moctynueuwmx o6pasuos: 100 nakeros.

15. Kem oTobpana npo6a: naGopaut-muxpoGuonor O.B. Turoga.

16. Ccbinika Ha HCNI0/Ib30BaHHOE 060pyI0BaHHE:

MNOpOLIOK WA MpHeMa BHYTPb H pEKTaJILHOro NPUMEHEHHSA B IaKeTe H3

Haumenosauue Tun 3aBojckolt Homep Ceenenns o mosepke
(arrecrauun)
TepMocTar cyXOBO3 LY LUHBIH 3MeKTpHYECKHil TC-1/80 CITY 10009 J024.05.2022 r.
TepmocTar cyX0BO3AyIUHbIH dMeKTP HUECKHiIl TC-1/80 CITY 27559 Jo 24.05.2022 r.
TepMocTaT cyxXOBO3AYINHBIH 31eKTPHIECKHIA TCO-1/80 CITY 3661 Jo024.05.2022 1.
Bechl 3MeKTPOHHBIE BEICOKOTO Kiacca Ohaus 7125151708 o 05.10.2022 r.
Instruments
AHanuzatop nopTaTUBHLIM AHHOH 7000 359 J0 04.10.2022 r,
Jlo3aTop nuneTouHmIi OHOKaHAIBHELI 10090560 J019.10.2022 r.
100 - 1000 mxn
Jlo3atop nuneTo4HkI OnHOKaHANTBHBIIH 09089662 Jo 19.10.2022 r.

20 - 200 Mxn
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17. Pe3yabTaThl HCOLITAHMIL

Ne HaumeHoBaHue MmokasaTens Hopma mo HTJT PezybTaT UCTbITAHKH
n/n
1 BHewmHuii BHA, UBET, 3a11aX [opouok Genoro useTa Oe3 3anaxa COOTBETCTBYET
2. Bpems pecycrneHIupoBanus, MuH. | 10, 10MycKaeTes HaMHIHe Ocaika CooTBeTCTRYET
3. pH (7,0+0,5) 6,6
4 INoTteps B Macce MpH
BBICYIIHBAHKH, %, HE Hoee 6.0 COOTBETCTBYET
3. AHTArOHUCTHYECKAA AKTHBHOCTh
K TECT-KyJIbTypaM (30Ha
YTHETEHHs POCTa, MM, He MEHEe)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209; 3,0 3
Candida albicans - 620 6,0 10
6. KoauyecTBO JKMBLIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
HE MeHee 1x10° 2,5x10°
7. [ToanuHHOCTD BeroM 1 1omxeH cofepixarth DaKkTepuu CooTtBeTcTBYET
Bacillus subtilis
8. Mukpo6HOIOrHyecKas YHCTOTa,
HaJHuHe:
Enterobacteriaceae; He nomyckaercs CoOTBETCTBYET
Pseudomonas aeruginosa, He nomyckaetcs CoOTBETCTBYET
Staphylococcus aureus; He nonyckaercs CooTBeTCTBYET
MOCTOPOHHHUX
MHKPOOpPTaHHU3MOB, B T.4. H
rpuboB, He fonee ThiC/T 300,0 CoOTBETCTBYET
@®UO a1, BHIMOJHUBIINX HCMBITAHH:

3ap, MJIBTK A.A. Jlensx
®UO UL, NPOBEPHBUIMX NPOBEIECHNE HCIIbITAHHI:

JlupexTop A M. Jlensax

3aKaroueHHe YIIOIHOMOYEHHOTO JIHLA:

JlekapcTBeHHbII IPenapar /u1sl BETepHHAPHOTo npuMeHeHns Betom 1, cepus 630522, B NOTPeOUTENbCKOH YIIaKOBKe
nakeT W3 JIAMHHHpoBaHHO# Gymary, Macca Herto 50 r, B konuyectse 6400 NEPBHYHBIX YMAaKOBOK, MPOM3BENCH U
NpOBEpPeH B COOTBETCTBMH C JIHLEH3MEHl Ha MpPOM3BOACTBO JIEKAPCTBEHHBIX CPENCTB, TpeGOBaHHAMH
PerHCTPalMOHHOrO  Jocke, TpeGoBanuamu GMP, TpeboBaHHAM TY 21.20.10-061-23609643, uHBIMH
TpeGOBaHUAMH, YCTAHOBIEHHBIMH HOPMATHBHLIMM akTaMH P®, COOTBETCTBYIOUIME 3AIACH ABIIAIOTCA HACTHIO
JOChE Ha BBITTYCK YKA3aHHOM CEpUM H MOTYT ObITh JIErKO HICHTHGUIMPOBAHBI B CIly4ae HEOOXOIMMOCTH.

COOTBETCTBHE KAYeCTBA YCTAHOBIEHHBIM TPEOOBAHUAM MOATBEPIKAALO0.
BhImyCK B PpaskIaHCKMii 000pOT paspelaio.

VNOJTHOMOYEHHOE JTHLO :
00O HII® «MccnenoaTensCKiil IEHTP» “_AA. Jlensx

Jara 20.05.2022



