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p-n. Koabnoso,
IlouroBslii anpec:

O6mecrBo ¢ orpannaennoii OTBETCTBECHHOCTRIO
Hay4no - npouseoacreennas ¢upma

“Hccnenosarenbeknii nenrp”
Poccns, 630559, Hoeocubupcekan o6.J1acTh,

HosocnGupcknii paiion

(OO0 HII® «HeenenoBareanekuii LHEHTP»),

HAYYHO-NPOM3BOACTBEHHAN 30HA, Kopmyc 200, opuc 426
630559, Hosocn6upckas ob1acth, p.n. Konbuoro, a/s 247

Tenedon / pake: (383) 336-7 1-32, 336-52-65, 325-30-73 — OTHEJ Npoaask,

(383) 336-52-72 — Oyxrajitepus,

(383) 325-30-07 - U1

G -

IlacnmopT kauecTBa Ha JIEKapCTBEHHBIH MpenapaT
AT BETEPHHAPHOT 0 IpuMeHeHus Betom 1
Ne 491/1 or 31 man 2022 .,

Toprosoe HaumenoBanue: Betom |.
MHH: Berom 1.

Homep PY: 35-1-10.18-4248Nel IBP-1-10.18/03448.
Brmyck mo TY: 21.20, 10-061-23609643-2018.

. Jlekapcrennan ¢opma:
JaMHHHUPOBAaHHOM OyMaru, Macca HeTTo 5 r.
6. Haumenoanue npoussoaurens: OO

7. Homep cepun: 650522,
8. O6wem cepun, npeassBasieMoii Ha uenbiTavus: 125240 wr,
9. Mecto otfopa: LI1d.

10. JaTa orGopa: 18.05.2022.
I1. MaTa nocrynnenns 8 UJIBTK: 18.05.2022,

12. lata navyana ucnerranmii: 18.05.2022.

MOPOIIOK s I

13. laTta okOHYaHUS HCnbITAHMIL: 24.05.2022.

14. KosinyecTBo moetynueimmx 00pasuoB: 250 naxeTos.

15. Kem oToGpana npoda: nadopauT-Mukpoduosor O.B. Tutosa,
16. Pe3y/ibTaThl HenbITaARMIL:

PHEMA BHYTPL M PEKTANIbHOTO NPHMEHEHHA B MaKeTe M3

O HII® «Hcenenosarensekmii LEHTP.

Neo HaumeHoBanme nokazarens Hopma no HTJT Pesynprar HCHb[TaHHﬁ—‘
n/n
1. BHeurnuit Bua, user, 3amax [Mopomok Henoro npera Ge3 3amaxa CootBerctByeT
2. Bpems pecycnennupopanms, MuH. 10, nonyckaercs Hanuume ocayka CootsercTByer
2. pH (7,0+0,5) 6,6
4 [loteps B macce npu
BBICYIIMBaHMH, %, He Gonee 6,0 CootsercTByer
3 AHTaroHHCTHYECKas aKTHBHOCTD
K TECT-KyJbTypaM (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. KonniecTBo sKHBBIX MUKPOGHBIX
knerox, Bacillus subtilis, KOE/T,
HE MeHee 1x106 2,5x10°
7. IMopmaHHOCTE Berom 1 nomxkeH conepxars dakTepun CoorsercTByer
Bacillus subtilis
8. Mukpo6uonoruyeckas uncrora,
HaTM4He:
Enterobacteriaceae; He nomyckaercs CootBercTByer
Pseudomonas aeruginosa; He nonyckaercs CootsetcTByeT
Staphylococcus aureus; He nonyckaercs CooteercTBYET
MOCTOPOHHMX
MHKpPOOPraHHU3MOB, B T.4. H
L rpuboB, He Gosee Thic/T 300,0 CootBercTBYET

PHO nuL, BHIMOTHUBIINX MCHBITAHUS:

3ae. MJIBTK

4 AA. Tlensi



Crpannua 1 u3 2

ObmectBo ¢ orpannaennoii OTBETCTBEHHOCTL IO
Hayuno — nponseoacreennas bupma “Uccnenorarenncrnii nentp”
Poccns, 630559, HoBocubupckas 00J1acTD, Hosocubupcknii paiion
(OO0 HII® «Hcenenoparenscxuii HEHTP»),

p-i. Kosibnoso, nayuno-nponssoxcreennas 3oma, kopmyc 200, odnc 426
IlouroBslit agpec: 630559, HoBocnGupexkas obaactse, p.n. Kossuoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — OTAEJ NpPoaaK,

(383) 336-52-72 — Oyxraarepus, (383) 325-30-07 - MJI
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IIporokon ucnbrranuii na JICKapCTBEHHbLIN Mpenapat
AT BETEPHHAPHOT 0 IpuMeHeHns Betom 1

Ne 491 or 31 man 2022 1.

1. Toproeoe naumenoBanme: Beroy 1.

MHH: Berowm 1.

Homep PVY: 35-1-10.18-4248NeITBP-1-10.18/03448.
Bobimyck no TY: 21.20.10-061-23609643-2018.

JlexapcTBennas Qopma:

S e

MOPOINOK A NPHEMA BHYTPh M PeKTaTbHOrO NPUMEHEHHS B MaKeTe wu3
JIaMUHHPOBaHHOM OyMaru, Macca HETTO S T.

6. HanmeHoBanue nponseoanTesi: OO0 HIT® «HccnenosaTensekuii LEHTpY,
7. Homep cepun: 650522,

8. O6bem cepuu, npeabaBasieMoii Ha HenelTannd: 125240 wr,

9. Mecto orGopa: 1[TID.

10. JaTa orGopa: 18.05.2022.

11. MaTa nocrynnenns B UJIBTK: 18.05.2022.

12. laTa navana ucnbrranuii: 18.05.2022.

13. TaTa okoHYaHUS HCNBITAHHMI: 24.05.2022.

14. Konnuecteo noerynusmmx 06pasuos: 250 makeTos.

15. Kem oTo6pana npoda: nadopanT-mukpo6uonor O.B. Tutosa.

16. Cepliika Ha HenoJIB30BaHHOE obopyaoBanue:

Haumenosanue Tun 3aBonckoif Homep | Caegenus o TIOBEPKE
(arrecramu)
TepmocTar cyXoBO3 Y IIHbIIA IMEKTPUYECKHIH TC-1/80 CITV 10009 H024.05.2022 r.
TepMocTaT cyxoBo3AyLIHbIii JNNEKTPHYECKUIT TC-1/80 CITy 27559 Jo 24.05.2022 r.,
Tepmocrar cyxoBosayiunbi JIEKTP HIECKHIA TCO-1/80 CITV 3661 Jo 24.05.2022 r.
Bechl anexTpoHHEIe BEICOKOTO Kacca Ohaus 7125151708 Ho 05.10.2022 r.
Instruments
AHaIH3aTOp NOPTATHBHbIH AHHOH 7000 359 Jo004.10.2022 r.
Jlosarop nuneroyHsrii OJIHOKaHANbHbIiT 10090560 H019.10.2022 1,
100 - 1000 mxn
Ho3aTop muneToYHsIii OnHOKaHaIbLHBIi 09089662 o 19.10.2022 r.
20 - 200 mMxn




17. Pe3y/ibTaThl HCNBITAHME:

CrpaHmua 2 u3 2

WE HaumMeHOBaHHE MOKa3aTeNA Hopma mo HTTL Pe3ynbTaT UCTILITAHMA
/i
1 BuemHuii Bu, UBET, 3anax TMopoluok 6en10ro UBeTa 6e3 3anaxa CoOTBETCTBYET
2 Bpems pecycrneHIHpOBaHus, MUH. 10, nomyckaeTcs HAMIME Ocaka CooTBETCTBYET
3. | pH (7,0+0.5) 6.6
4 ToTeps B Macce NpH
BRICYIIHBaHIH, %, He Oonee 6,0 COOTBETCTBYET
5. AHTATOHHCTHYECKAA aKTUBHOCTh
K TecT-KyJsTypam (30Ha
yTHETEHUS 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. KOnMUeCTBO KUBBIX MHKPOOHBIX
knetok, Bacillus subtilis, KOE/r,
He MEHee 1x10° 2,5x10°
/i [TonnMHHOCTh BeTom | momkeH conepiarh OaKkTepHu CoOTBETCTBYET
Bacillus subtilis
8. MuxpoGuonoruueckas 4ucTOTa,
HaM4He:
Enterobacteriaceae; He nonyckaercs CooTBETCTBYET
Pscudomonas aeruginosa; He nonyckaetcs COOTBETCTRYET
Staphylococcus aureus; He nomyckaetcs COOTBETCTBYET
MOCTOPOHHHX
MMKpOOPraHH3MOB, B T.4. H
rpuboB, He Goee ThiC/T 300,0 COOTBETCTBYET
WO nuil, BLIMOTHHUBIINX HCIBITAHMA
3as. MJIBTK AR —  A.A Jlenak
®UO a1, NPOBEPUBLIMX MPOBEIEHUE HCTILITAHHIL
JlupekTop AM. Jlensk

3aKro4eHHe }’HOHHOMO‘{SHHOI‘O JaLa:

JlekapcTBEHHbIH Npemapar Ul BETePUHAPHOTO MPUMCHEHUA Betom 1, cepus 650522, B noTpeOUTENBCKOH YNIAKOBKE
[aKeT W3 JTaMUHUAPOBAHHOH OymarH, Macca HETTO 5 r, B komudecTBe 125240 mepBHYHBIX YNAKOBOK, NPOH3BEACH H
JeKApPCTBEHHBIX CPEJICTB,
tpeGoBanuam TV 21.20.10-061-23609643, HHBIMH
TpeGOBAHUAMH, YCTAHOBICHHLIMH HOPMATHBHbIMH axTaMu P@, COOTBETCTBYIOIIME 3aMHCH ABIAKOTCH HacThiO

mpoBepeH B COOTBETCTBHH C AHIeH3Mell Ha TMPOM3BOACTBO
PErHCTPaLOHHOTO  JIOChE, tpebopannsamMun  GMP,

0CHE Ha BHIMYCK YKA3aHHOM CEPHH M MOTYT ObITh JIETKO MIeHTHUIMPOBAHBL B CTyuae HEOOXOIMMOCTH.

CooTBETCTBHE KAaueCTBa YCTAHOBJIEHHBIM TPEOOBAHMAM TIOATBEPKAALO.
Brinyck B IpakaHCKHH 000pOT paspeiato.

V110JHOMOYEHHOE THLO
000 HII® «McenenoparelbCKui LEHTP»

Jara 31.05.2022

A.A. Jlenax

TpeOOBaHUAMHM



