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Hayuno — nponsBoxcrsennas ¢pupma
Pocens, 630559, Hosocnbupckasn 061

p-n. Kosibnoso, nayumo-

ObmectBo ¢ orpannyennoii OTBETCTBEHHOCTbIO

“Uccreqosarenberuii uenTp”
acTk, HoBocuGupcekuii paiion

(OO0 HII® «HMcenenoBarennexuii HEHTP»),

IPOH3BOACTBEHHAsN 30Ha, Kopnyc 200, opuc 426

ITouroBeiii agpec: 630559, HoBocubupcekas obaacte, p.1. Koibnoso, a/s 247
Tenedpon / pake: (383) 336-71-32, 336-52-65, 325-30-73 — 0TAeJ Mpoaa ,

(383) 336-52-72 — Oyxraarepus,

(383) 325-30-07 - UI

IMacnmopr kauecTBa na JIEKApCTBEHHBIH Mpenapar
AJIsI BETEPHHAPHOI0 NpuMeHeHust Betowm 1
Ne 284/1 ot 13 cenTsiops 2021 .

Toproroe naumenoBanme: Berom 1.
. MHH: Berom 1.

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

1.

2

3. Homep PY: 35—]-[0.]S-4248NQHBP—1-IO.18/03448.
4

5

. Jlexapersennas dopma:
JIAMHHHPOBAHHO# Oymaru, Macca HeTTo 50 r.
6. Haumenosanmue npoussoaurens: 00O HII®

7. Homep cepun: 830821,
8. O0nem cepun, npeabssisieMoii na HenbiTaHus: 12495 T,
9. Mecto or6opa: L{[1D.
10. MaTa otopa: 26.08.2021.
I1. MaTa moctynnenus 8 LWIBTK: 26.08.2021.
12. JaTa Havana wenbITaHuii: 26.08.2021.
13. laTa OKOHYAHNS HCMBITAHMIT: 01.09.2021

14. Koamvecrso noerynusumx o6pasuoe: 20 makeTos.

15. Kem oTo6pana npoda: JadopanT-mMukpoduonor O.B. Tutoga.
16. Pe3ynbTaThl HenbiTanmii:

NOPOIIOK JUIA It

«Hccnenosatensckuii LUEHTPY.

pHEMa BHYTPL H peKTallbHOrQ MPUMEHEHUA B nakete H3

Ne Haumenosanue nokazarens Hopma no HTJT Pesynbrat uensitanui
n/n
. Brewnnii Bua, user, 3amax ITopomiok enoro uBera Ges 3anaxa CootBeTcTBYET
2, Bpems pecycnenaupoBanus, Mun. 10, nonyckaercs HamHune ocanka CooteercTByer
3. pH (7,0+0,5) 6,6
4. IloTeps B Macce npu
BBICYILIMBAHHHU, %, He Bomnee 6,0 CootBercTBYET
4, AHTAarOHUCTUYECKAs AKTHBHOCTD
K TeCT-Ky/IbTYpaMm (30Ha
YTHETEHHMA 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. Konnyectso sxuBbIX MUKPOGHBIX
Knetok, Bacillus subtilis, KOE/r,
He MeHee 1x10° 2,5x10°
7. [MopmuuHoCTh Betom 1 nomkeH conepxats DakTepuu CoorteercTByeT
Bacillus subtilis
8. MukpoGuonoruieckas uncrora,
HaJlH4He:
Enterobacteriaceae; He nomyckaetcs CooteercTByeT
Pseudomonas aeruginosa; He nomyckaercs CootserctByer
Staphylococcus aureus; He nonyckaercs CoorBercTByeT
MOCTOPOHHHX
MHKPOOPraHH3MOB, B T.4. U
rpuboB, He Gonee Thic/T 300,0 CootsetcTBYeT
DOHO nuw, BHINOIHMUBIIMX HCILITAHUS:
3aB. MJIBTK A.A. Jlensik

7 /s - -
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OGuecTBO ¢ OrpaHMYeHHOli OTBETCTBEHHOCTE 10
Hayuno — nponssoacreennasn tupma “Uecnenosarenbeknii nentp”

Pocens, 630559, Hosocubupcekasn o6aacrs, Hosocubupceknii paiion
(000 HII® «MccaenoBarenbekuii HEeHTpP»),
p-n. Kosibnoso, Hayuno-npon3Boacreennas 30Ha, kopnyce 200, oduc 426

IlouToBklii anpec: 630559, HoBocnGupckas o6aacts, p.n. Kosbnoro, a/s 247
Tenedon / daxc: (383) 336-71-32, 336-52-65, 325-30-73 — otaen npoaak,
(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - LI

1.

IIporokos uenbITanuii Ha JleKapcTBeHHbII npemnapar

AJISl BETEPHHAPHOI 0 puMeHeHus Berom 1

Ne 284 or 13 cenrsibps 2021 .

Toproeoe Haumenorauue: Betom 1.

. MHH: Betowm 1.

2
3. Homep PY: 35-1-10.18-4248NelTBP-1-10.18/03448.
4.
3

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

JIAMUHHPOBaHHOI OyMarw, Macca HeTTo 50 .

6.
i
8.
9.

HaunmenoBanune nponssopurens: 000 HITD «Hccnenopatenbekuii LEHTPY.

Homep cepun: 830821.

O6bem cepun, npexbsiBasiemoii Ha uenbiTanus: 12495 wr,

MecTto otGopa: LI1D.

10. JaTa orGopa: 26.08.2021.
11. laTta nocrynnenns B UJIBTK: 26.08.2021.

12. AlaTa nayana ucnwrranmii: 26.08.2021.

13. JlaTta okoH4aHus ucnbiTaHuii: 01.09.2021

14. KosimueeTso noctynusimx o6pasuos: 20 MakeTos.

15. Kem oTo6pana npoda: nabopant-mukpobuonor O.B. Turopa.

16. Ccbuika Ha HENOJIB30BaHHOE 0GOPYIOBAHHE:

- JlekapcTsennasi ¢opma:  OpOWOK I npuema BHYTph U PEKTAILHOrO MNPHUMEHEHHA B MaKeTe M3

HanmeHoBanue Tun 3aBoackoit Homep | Csenenus o nosepke
(aTTecrauun)
TepmocTar cyX0BO3AYIUHbIH SNeKTpHYECK Ml TC-1/80 CITY 10009 Ho 24.05.2022 r.
TepmocTar cyxoBO3AYIUHBIN dNeKTpHYECKHiT TC-1/80 CITY 27559 Jo 24.05.2022 r.
TepmocTaT cyX0oBO3AYLIHBIH JNeKTpHIECKHT TCO-1/80 CITV 3661 Jo 24.05.2022 r.
Becsl 311€KTPOHHBIE BEICOKOTO Kiacca Ohaus 7125151708 H005.10.2021 r.
Instruments
AHanu3aTop NopTaTHBHEI AHHOH 7000 359 Jo 04.10.2021 r.
MoszaTop NUNETOUHLIH OnHokaHaNBHBIH 10090560 Ho 19.10.2021 r.
100 - 1000 mkn
Ho3arop nuneTo4YHsIi OnHOKaHabHBII 09089662 Ho 19.10.2021 r.

20 - 200 mkn




17. Pe3ybTaThl HCNbITAHMIL:
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Ne HaumeHoBaHHE TTOKa3aTes Hopma o HTT PesynbTar HCHbLITAHUHA
n/n
1 BuemHuil B, UBET, 3a0aX [Topouiok Genoro usera fes3 3amaxa CoOOTBETCTBYET
2 Bpems pecycrneHInpOBaHHs, MUH. 10, nomyckaeTcsa Hanuiue ocaika CooTBeTCTBYET
3. pH (7,0+0,5) 6,6
4 [ToTeps B Macce mpu
BBICYLLIMBAHKH, Y0, HE Gonee 6,0 COOTBETCTBYET
5. AHTaroHUcTHYEeCKas akTHBHOCTh
K TeCT-Ky/IbTypaM (30Ha
yrHeTeHus POCTa, MM, He MeHee)
Shigella sonnei - 32; 5,0 [
Salmonella typhimurium - 2606; | 5.0 6
Staphylococcus aureus - 209; 8,0 8
Candida albicans - 620 6,0 10
6. KOonH4ecTBO XKHBLIX MHKPOOHbIX
knetok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10%
7z IToAHHHOCTh Berom | gomikeH colepxaTh OakTepuu CooTBETCTBYET
Bacillus subtilis
8. Muxkpofuonoruyeckas YHcToTa,
HaTHuHe:
Enterobacteriaceae; He nomnyckaercs CoOOTBETCTRYET
Pseudomonas aeruginosa; He nonyckaercs CooTBeTCTBYET
Staphylococcus aureus; He nomyckaercs CooTBETCTBYET
NOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. U
rpuboB, He bonee TBIC/T 300,0 COOTBETCTBYET J

OMO nuL, BEIMOJHHUBIIMX HCOIbITAHHA!
3as. MJIBTK

®UO nul, MPOBEPHUBLIMX MPOBEICHUE MCTIbITAHMH:

Jupekrop

3aknoyeHue ynojHOMO4YEHHOTO Juua:

A.A. Jlensk

A.H. Jlensik

JlekapcTBEHHBIIT Npenapar s BETEPHHAPHOTO MPHMEHEHNA Betowm 1, cepus 830821, B noTpeGUTEsIbCKOI YNIAKOBKE
HakeT M3 JAMMHMpOBaHHOH Oymark, Macca HETTO 50 r, B konuuecTBe 12495 NepBUUYHLIX YNakOBOK, MPOM3BEICH M
poBepeH B COOTBETCTBHH C JMUEH3Mel Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, TpeGoBaHUAMHU
PETHCTPALMOHHOrO  10ChE, tpebosanuamu  GMP, TpeGoBanuam TV 21.20.10-061-23609643, HHBIMH
TpeGoBaHUIMH, YCTAHOBIEHHBIMH HOPMATHBHBIMH aKTaMH Pd, cOOTBETCTBYIOLINE 3aMUCH ABJIAIOTCA 4aCTLIO
[0Che Ha BBIMYCK YKa3aHHOH CepHH H MOTYT GBITh JIEFKO HIEHTHOUUMPOBAHBI B CTy4ae HEOOXOAMMOCTH.

CooTBeTCTBHE KAY€CTBA YCTAHOBIEHHbIM TPEOOBAHHAM TMOATBEPKAAIO.
BhIMycK B rpakaaHCKuii 0G0pOT paspeLiar.

Y NOIHOMOUYEHHOE JIMIIO
000 HIT® «MccnenopaTensckuil LEHTP?

Jata 13.09.2021

A.A. Jlensk




