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O6u1ecTBO ¢ OrpaHHYEHHOI 0TBCTCTECHHOCTEIO
Hay4Ho — npoussoacTeennas gupma “Hecnenosarenexnii uentp”
Pocens, 630559, HosoenGupekan od1acts, Hosoeudupexwuii pation
(000 HIIP «McenenoBaTe bCKHil HEHTP»)
IlouToseiii anpec: 630559, HoocuGupexan 06aacthb, p.n. Koabuoso, a/a 247
Ajnpec npousBoacTBenHoil womaaku: 630559, p.n. Koasuoso, HAYUHO-TIPOH3BOACTBEHHASN 30HA, Kopnyc 200.

Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oraen nponask, (383) 336-52-72 — oyxrajarepus, (383)
325-30-07 — WJL. JInuenzus ua npou3soactso Ne 00-14-1-002043 or 12.05.2014 r.

Cepruduxar cepun

IOATBEP]KIACHHE COOTBETCTBHA JIEKAPCTBEHHOT 0 npenaparta TPEﬁOBaHHHM,
YCTAHOBJICHHBIM IIPH €ro FOCYﬂapCTBBHHOﬁ perucrpanmuu

Ne 630 or 24 mrosn 2023 1.

Toprosoe HaumeHnoBanue: Betom 1.

MHH (mexxayHaponHoe HemaTeHTOBaHHOE HAMMeHoBaHue): Betom 1.
Homep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.

Beimmyck mo TVY: 21.20.10-061-23609643-2018.

JlexapcTrenHas popma: NMOPOLIOK A1 MPUEMA BHYTPb M PEKTANTLHOTO TIPUMEHEHHA,
®opma BeINycKA: NakeT U3 JAMHHMPOBAHHOI GyMarm.

Hdo3nposka: 50 r.

Haumenosanne npoussoauTtensi: OO0 HII® «Mcenenoatensckuit neHTp».
Homep cepun: 940723.

OGnem cepun, npeabsipisieMoii Ha HenbiTanus: 12000 mT.

Mecto oT6opa: LI[ID.

JaTa Bbinycka: 07.2023.

T'ogen mo: 07.2027.
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Hacmxmm\a NoATBCPIKAALO, YTO BbILICYKa3aHHaA ]/lH(bOpMaHHﬁ TIOJTHHHA.

Mannas cepus mnpousBeleHa, pacacoBaHa, yNaKoBaHa, NpPOMapKHpOBaHa M TIPOKOHTponMpoBaHa B Poccuiickoii
@Denepauny B COOTBETCTBMM C JIMLIEH3MEH Ha NPOM3BOACTBO JIEKApPCTBEHHBIX cpeacTB, denepanbHBIM 3aKOHOM OT
12.04.2010 r. Ne 61-@3 «O0 oOpameHun JieKapcTBEHHBIX cpeAcTBy, TpebosaHusamu IIpukaza MuHUCTEpCTBA
NPOMBIIUIEHHOCTH W ToproBnu Poccuiickoit ®emepaumu ot 14.06.2013 r. Ne 916 «O6 yrBepxnenun I[Ipasun
HaJnieKallel NpOU3BOACTBEHHOM MPaKTHKMY.

JlanHa cepus COOTBETCTBYET TPEOOBAHUAM PErHCTPALMOHHOTO I0ChE H HOPMATHBHOM IOKYMEHTALHH.

PeSyﬂbTaTLl KOHTPOJIA YKa3aHbl B MacrnopTe KayecTra.

VYIonHoMOUYeHHO€ JTHLIO

OO0 HII® «HcenenorarelibCKuii ueHTp» ALA. Jlensik

24.07.2023 1.
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O6iecTno ¢ OrpaHHuEHHON OTBETCTBEHHOCTLIO

Hayuno — nponssoacreennan dhupma “UccienopaTennexuii uenrp”
Pocens, 630559, HoocuGupeiasn o6aacrs, Hosocubnpeknit paiion

(000 HII® «HcenegoBaTenbekuii UEHTP»)

HouTtonwiii axpee: 630559, Hopoenbupexas obaacts, p.i. Kosbuoso, a/s 247
AJpec nponssoacTsennoii niomanku: 630559, p.n. Kossuoso, HAYYHO-NPOH3BOACTBEHHASA 30H4, Kopuyc 200,
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoask, (383) 336-52-72 - Gyxraarepns, (383)

325-30-07 — WJL, JIuuensus ua nponssoactso Ne 00-14-1-002043 ot 12.05.2014 .

IMacnopr kavectsa Ne 630 ot 24.07.2023 r.

HanmenoBanne npopyxumu, nekapcrsennas (opma, 103HMpoBKa, ¢acoska: Berom 1, nopowox mna mpuema

BHYTPE M PEKTAILHOIO NPUMEHEHHS, MAKET U3 JAMUHHPOBaHHOM 6ymaru 50 T.
Homep cepun: 940723,

O6nem cephn, npeabaBasieMoii Ha HenbrTanus: 12000 mr.
Hara orbopa: 14.07.2023.
Hata nocrynaenns 8 UJIBTK: 14.07.2023.

JaTa Hayana uenwitanuii: 17.07.2023,

JaTta okoHuaHus1 HenbiTanmii: 20,07.2023.

KoyimyecTBo nocTynHBILNX HA MenbITAHHS 00pa3uos: 20 nakeTos.

Kem otodpana npoba: nabopant-mukpo6uosnor O.B. Turosa.

Pe3ynbTaThl HCNBITAHMIL:

Ne n/nn HauMeHoBaHue mokazarels Hopma mo HTJT Pesynbrar ucnsitannii
1. BHeluHHiA By, LBET, 3amax [Topomok Genoro usera Oe3 3anaxa CooTBeTCTBYET
2 Bpems pecycnenanpoBanus, MuH, | 10, gomyckaeTca HaTHYHE 0CANKa CooTBeTcTBYET
3 pH (7,04+0,5) 6,6
4. [Toteps B macce npu
BbICYLIMBaHUH, %, He Ooee 6,0 CooTBeTcTBYET
3 AHTaroHUCTHYECKAs aKTHBHOCTh
K TECT-KyJIbTypam (30Ha
YTHETEHHA 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. KonuaecTBo HBBIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/T,
HE MEHee 1x10° 2,5x10°
T [TopnuuuOCTE Berom | nomkeH conepikars Oakrepuu CooTBeTcTBYET
Bacillus subtilis
8. Muxpobuonoruueckast YucToTa,
HaJlH4yHe:
Enterobacteriaceae; He nonyckaercs CooTtBercTByET
Pseudomonas aeruginosa; He nonyckaetcs CooTtBeTcTBYET
Staphylococcus aureus; He nomyckaercs CooTtBeTcTBYET
MOCTOPOHHUX MHKPOOPTraHH3MOB,
B T.4. H rpuboB, He Gonee ThIc/T
300,0 CooTBeTCTBYET

3akmoyenue: cootsercTryeT Tpedoanmsam TY 21.20.10-061-23609643-2018 no BceM mokazaTesisM.
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