Crpannua 1 13 2

OGuiecTBO € OrpaHUYCHHOI 0TBETCTBEHHOCTRIO
Hayuno — npoussoncreennan pupma “Heeaenosatennexuii uenrTp”
Poccus, 630559, Hosocubupekas o6s1acTs, HosocuGupekuii paiton
(000 HIT® «McenenosaTeanckuii HEeHTP»)
Mourossiii agpec: 630559, Hosoenbupciasn o6aacte, p.n. Koasuoso, a/a 247
AJIpec IPON3BOACTBEHHOI IUTOATKH: 630559, p.n. Kossnoso, HAYHO-NPOM3BOACTBEHHAH 30HA, Kopnyc 200,
Tenedon / pake: (383) 336-71-32, 336-52-65, 325-30-73 - oTaen npoaai, (383) 336-52-72 — Gyxrasrepus, (383)
325-30-07 — WL Jluuen3us na npoussoaerso Ne 00-14-1-002043 or 12,05.2014 r.
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Ceprudukar cepun

HOATBEP3KICHHE COOTBETCTBHS JIEKAPCTBEHHOr0 penapaTa TpeGoBanusm,
YCTAHOBJIEHHBIM IIPH €r'0 rOCYIapCTBEHHOM pPerncTpanun

Ne 268 or 06 mapra 2024 r.

Toprosoe nanmenosanue: Betom 1.

MHH (mexayHapoanoe HenaTeHTOBaHHOE HaHMeHOoBaHue): Betom 1.
Homep PY: 35-1-10.18-4248NeIT BP-1-10.18/03448.

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

JlekapcTeennas opma: MopoIIoK uis npHema BHYTPb U PEKTANLHOTO MPUMEHEHH,
®opma BbINYCKA: NaKeT 3 JIAMAHMPOBAHHOM GyMari.

Jdo3upoBKka: 5.

Hanmenosanue npomssogurens: OO0 HITD «Hccaenoparenbekuii LIEHTPY.
Homep cepuu: 340324,

O0nem cepun, npexbapasiemMoii Ha nenbrranus: 125 100 wr,

MecTo oTGopa: LI[1D.

Jata Beinycka; 02.2024.

Togen mo: 02.2028.

HacTositunm noatsepyaaio, 4To BbIleyka3aHHas HHPOPMALHS TOLTHHHEA.

Haunas cepus npousBefieHa, pacdacoBaHa, yNakoBaHa, MPOMAPKHPOBAHA M NPOKOHTPONHpoBaHa B Poccuiickoii

CDe):Lepaan B COOTBETCTBHH C JIMIIEH3HEH Ha NPOM3BOACTBO JICKAPCTBEHHEBIX CPEACTB, CI)enepathHmM 3dKOHOM OT

12.04.2010 r. Ne 61-®3 «OB obpaleHun EKAPCTBEHHBIX cpezctsy, TpeGopaHusMu [Ipukaza MuuucTepcTBa

TIPOMBILLIEHHOCTH M TOproBian Poccuiickoii ®enepaunn ot 14.06.2013 r. Ne 916 «OG6 yTBepiaeHHH IMpasun

HaJU1eKallel MPOM3BOACTBEHHON NPAKTUKHY.

JlaHHa cepus COOTBETCTBYET TPeGOBaHHUAM PErHCTPALHOHHOTO OCHE H HOPMaTHBHOI TOKYMEHTaIHH,

Pe3yanElTbI KOHTPOJIA yKa3aHbl B MMaCIOpTe KauecTna.

YNoJHOMOYEHHOE UL

00O HII® «HccnenoBaTenbeKuii LEHTPY

06.03.2024 .

A.A. Jlensx
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O61ecTBO ¢ OTPAHHYMEHHOI OTBETCTBEHHOCTHIO
HayuHo — npou3soacTBeHHan GHPMA “Jlcc/ien0BATEILCKHI HEHTD”
Poceus, 630559, HosocnGupekas 06.1acTh, Hopocubupekuii paiion
(000 HII® «Mce1e0BATEILCKHIT LEHTP»)
TMouTossiit agpec: 630559, Hosocnbupekas 061acTh, p.1. Koabuoso, a/a 247
AJpec NPOM3BOACTBEHHON NJIOIAAKH: 630559, p.n. Konbuoso, Hay4HO-NPOH3BOACTBEHHAS 30HA, ropnye 200.
Tenedon / paxce: (383) 336-71-32, 336-52-65, 325-30-73 — oTen npoa, (383) 336-52-72 — Gyxrasarepus, (383)
325-30-07 — VUL JIuuensus na npon3soacreo Ne 00-14-1-002043 o1 12.05.2014 1.

[acnopr kauecrsa Ne 268 ot 06 mapTa 2024 r.

HanMenoBanue NpPoIyKUHH, JeKapeTBeHHast (opma, 103HPOBKa, dpacoBka: BeroM I, MOpOWIOK ANA mprema

BHYTPb M PEKTALHOTO MPUMEHEHHUS, MAKET 13 JIAaMHHUPOBAHHO} Oymaru 5 r.

Homep cepun: 340324,

O6beM cepui, MpeAbABJIsieMOli HA HCTILITAHUS 125 100 mT.

JaTa oT6opa: 01.03.2024.

JlaTa noctynsiennsi B LJIBTK: 01.03.2024.

Jata nayana ucnbitannii: 01.03 2024,

JlaTa OKOHYAHHSA nenbiTanuii: 06.03.2024.

KoJIM4ecTBO NOCTYMUMBLUNX HA MCNBITANNS 00pa3IoB! 100 maxeToB.

Kem otoGpana npoba: HauansHuk OBTK.

Pe3yabTaThl HCNLITAHMIA:

Ne m/1 HapmeHoBaHHE MOKa3aTeNA Hopma o HT/] Pe3ynbTaT HCTIbITaHKI
1. BuHeniHuid BUJI, 1IBET, 3aMax TTopomiok 6esioro npera Ge3 3anaxa CoOOTBETCTBYET
2 Bpewmst pecycneHIHPOBaHUsA, MHH. 10, nonyckaeTcsa Halu4dKe ocanKka CoOTBETCTBYET
3 pH (7,0+0,5) 6,6
4 IToTepsa B Macce MpH
BLICYIIMBAaHHH, %, He Gonee 6,0 CO0OTBETCTBYET
5. AHTaroHMcTHYecKkas aKkTUBHOCTh
K TECT-KYJIbTYpaM (30Ha
YrHeTeHHs 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. KonuecTBO KHBbIX MHKPOOHBIX
knertok, Bacillus subtilis, KOE/T,
HE MeHee 1x108 2,5x10°
7 ITopnmMHHOCTE Betom 1 fomkeH conepxaTh 6akTepHl COoOTBETCTBYET
Bacillus subtilis
8. MuKpoOHONOTHYECKAA YHCTOTA,
HATHYHE:
Enterobacteriaceae; He momyckaercs CoOTBETCTBYET
Pseudomonas aeruginosa; He nonmyckaercs CoOTBETCTBYET
Staphylococcus aureus; He nomyckaercs CoOTBETCTBYET
NOCTOPOHHHX MIKPOOPTaHH3MOB,
B T.4. H rpubOoB, He Gonee THIC/T
300,0 COOTBETCTBYET

JaxmoueHne: cooTsercTyeT TpeGoranusam TY 21.20.10-061-23609643-2018 no BeeM roKasaTes M.

Hauaneuuk OBTK

: AA. Jlensk
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