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O6mecTBO ¢ OrpaAHHYEHHOI 0TBETCTBEHHOCTHIO
Hayuno - nponssoacTBennas Gpupma “HeeaenoBaTtenseuii uentp”
Pocens, 630559, HosocuGupekas o6aacrs, Hopocunpexuii paiion
(000 HII® «MceienoBaTesekuii HeHTp»)
Hourossiit anpec: 630559, HoBocnGupexkas o6aacts, p.i. Koabuose, a/s 247
Aapec npou3BoAcTBeHHOI niomaakn: 630559, p.n. Kosbuoso, HAY4HO-NPOH3BOACTBEHHAA 30HA, Kopnyc 200,
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oraen npoaax, (383) 336-52-72 — Gyxranrepusn, (383)
325-30-07 — WJL JInuensus ua nponssoacteo Ne 00-14-1-002043 ot 12.05.2014 r.

CepTuduxar cepun

NOATBEP:KIEHHE COOTBETCTBHA JIEKAPCTBEHHOI0 NIPenapaTa TpedoBanusM,
YCTAaHOBJIEHHBIM IIPH €ro rocy1apcTBeHHO perucTpanun

Ne 283 or 12 mapra 2024 r.

—

Toproeoe HanmenoBauue: Betom 2.

MHH (mexaynapoaHoe HenmaTeHTOBAHHOE HaUMeHoBaHHe): Betom 2.

Homep PY: 35-3-5.12-0602Ne[1BP-1-2.6/01746.

Bemmyck no TY: 21.20.23.190-041-23609643.

JlekapcTBennas jopmMa: MOPOIIOK JUIS IPHEMA BHYTPb H PEKTAIILHOrO IPUMEHEHHS.
®@opma BeInycKa: GaHKa U3 MOTHMEPHEIX MaTEPHANIOB.

Hosuposka; 0,5 kr.

Hanmenosanne npoussoautensi: OO0 HIID «Hccnenosarensckuii LeHTp».
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Homep cepun: 050324,
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O0bem cepuu, npeabSBAseMoii Ha HenbITaHus: 1251 wr.
MecTo oTGopa: LITID.

Jara Bbimycka: 03.2024,

Topen no: 03.2028.

—
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Hacrosmum MOATBEPKAAK), UTO BhILUCYKA3aHHAsA HH(I)OpMaLlHH NoTMHHA.

HanHas cepus mnpousBelcHa, pacacoBaHa, YNaKOBaHa, NMPOMapKHPOBAHA H TNPOKOHTPONMpoBaHa B Poccuiickoit
Qenepaun B COOTBETCTBUM C JHIEH3MEH HA MPOM3BOJACTBO JIEKAPCTBEHHBIX CPeACTB, (PerepanbHBIM 3aKOHOM OT
12.042010 r. Ne 61-®3 «O6 ofpauieHny JIeKapCTBEHHBIX CpeAcTBy», TpeGoBanmamu [Ipukasa MuHHCTEpCTBA
NpOMBIIUIEHHOCTH U ToproBnu Poccuiickoft ®enepaumu ot 14.06.2013 1. Ne 916 «0O6 yreep:knenun IIpasun
HaJuiexalleil NpoU3BOACTBEHHOM NPAKTHKID).

JlanHa cepus COOTBETCTBYET TPeGOBAHUAM PErHCTPALHOHHOIO J0Che H HOPMATHBHOMN HOKYMEHTALMH,

Pe3ynbTaThl KOHTPONIS YKa3aHHI B IIACIIOPTe KAUecTBa.
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00O HII® «MccnenoBaTensCkuii HEHTPY 7 Lf’ [1./ AA. Jlensik

12.03.2024 r.
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O6umecTBO ¢ OrpaHHYeHHOH 0TBETCTBEHHOCTLIO
Hayuno — npou3ssoacTeennas (gupma “HecsepopaTennexuii uenrp”
Poccust, 630559, HosocuGupcekas obiactb, HopocuGupekuii paiion
(000 HI® «HMceaenoBaTe ILCKHI LEHTP»)
MouToBsiii aapec: 630559, HoBocuGupcekas 0baacts, p.n. Kombsuoso, a/n 247
Anpec npousBoacTBenHoii mnowaakn: 630559, p.n. Koisuoso, Hay4Hno-npon3soacTBeHHAN 30HA, KOpMYe 200.
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — ornen npoaax, (383) 336-52-72 — Gyxraarepus, (383)
325-30-07 — WJL. Jluuen3us na nponssoactio Ne 00-14-1-002043 ot 12.05.2014 r.

IMacmopT kauectsa Ne 283 o1 12.03.2024 .
HauMeHoBaHHe NPOAYKUMH, JeKapcTBeHHast (opMa, J03HMPOBKa, (acoska: BeToM 2, MOPOLIOK MIA npueMa
BHYTpPb M PEKTAILHOTO NPHMEHEeHNA, 6aHKa U3 NOIMMEPHBIX MaTepuasos 0,5 Kr.
Homep cepun: 050324,
O0beM cepHH, NpeabABAseMoii Ha uenbiTanns: 1251 wr.
HaTa ot6opa: 05.03.2024.
JaTa nocrymsienns B UJIBTK: 05.03.2024.
HaTa nauana uceneitanumii: 06.03.2024.
JlaTa okoH4aHus ucnbiTanumii: 11.03.2024.
Ko/1H4€CTBO MOCTYMHBILHX HAa HENbITAHUSA 00pa3uoB: 2 6aHKH.
Kem oro6pana npo6a: HauansHuk OBTK A A, Jlensk.

Pe3ybTaThl MCOLITAHMIA:

Ne /m HaumeHoBaHHe M0Ka3aTens Hopma no HTJT PeaynbeTaT HCHBITAHUIH
1 Buemuuii Bua, 1BET, 3a0ax [Topouiok Genoro upera Oe3 3anaxa CooTBeTCTBYET
2 Bpewms pecycnieHnMpoBaHMA, MHH. | 10, 1omyckaeTcs HalIHUKe OCaaKa CooTBeTcTBYET
3. pH (7,0+0,5) 6,6
4 [MoTeps B Macce npu
BBICYILIMBAHUH, %, He Donee 6,0 CoOTBETCTBYET
5 AHTaroHUCTHYECKas aKTHBHOCTh
K TeCT-KYyJIbTypaM (30Ha
YTHETEHUA pOCcTa, 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. KonnyecTBO MHMBBIX MUKPOOHBIX
Knetok, Bacillus subtilis, KOE/r,
He MeHee 1x10° 2,5x10°
75 [ToUTHHHOCTD Betom 2 nomikeH copepxarh OakTepHH CooTBeTCcTBYET
Bacillus amyloliquefaciens BKIIM B-
10642 u Bacillus amyloliquefaciens
BKIIM B-10643
8. Mukpo6Honoruueckas HuCTOTa,
Hanu4ue:
Enterobacteriaceae; | He nomyckaercs CootBercTByET
Pseudomonas aeruginosa; He nonyckaercs CooTBETCTBYET
Staphylococcus aureus; He nonyckaercs CooTBeTCTBYET
MIOCTOPOHHHX
MHUKpPOOPraHM3MOB, B T.4. H
rpu0oB, He Donee ThIC/T 300,0 CoOOTBETCTBYET

3axnoueHue: cooTBeTCTBYET TpeboBanuaMm TY 21.20.23.190-041-23609643 1o BceM rokazaressM.
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Havanesuuk OBTK ,L/L /i k A.A. Jlensak
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