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O6mecTBo ¢ OrpaHHYeHHO OTBETCTBEHHOCTDIO
Hayuno — npoussoacreennas pupma “HeenenoBarenbexmii neuTp”
Poccus, 630559, Hosocubupckas o6aacts, Hosocuéupckuii paiion
K ] (000 HII® «Mccnenoparensekuii neHTp»),
p-n. Koib1oBo, nay4Ho-npoussojcreennas 3ona, kopuye 200, ohuc 426
Iouroselii axpec: 630559, Hosocudnpekas 06.1acTh, p.n. Konsuoso, a/a 247
Tenedou / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen Nnpoaak,
(383) 336-52-72 — dyxraaTepus, (383) 325-30-07 - WJI

ITacnopT kavecTBa Ha JleKapcTBeHHBIN NpemapaT
AJIs1 BETEPHHAPHOT0 IpuMeHeHns Berom 1
Ne 338/1 ot 06 anpensi 2022 .

Toproeoe HaumeHoBanue: Betom 1.

MHH: Betom 1.

Homep PY: 35-1-10.18-4248NaITBP-1-10.18/03448.

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

. JlekapcTBennasi ¢opMa: [OPOIIOK /UiA NPHEMA BHYTPh M PeKTAIBHOLO NPUMEHEHHA B MAaKeTe M3
JJAMHHHPOBaHHOI 6yMaru, Macca HETTO 5 .

6. Haumenopanue npoussogutens: OO0 HIT® «HccnenoaTensckmii LEHTP».
7. Homep cepun: 360422,

8. Obmem cepuu, mpeabsBIsemMoii Ha HenbITaHHs: 124860 1.

9. Mecto othopa: LII[1D.

10. Jata ot6opa: 01.04.2022.

11. JaTa noctymenns 8 UWJIBTK: 01.04.2022.

12. Jara nauana wenertanuii: 01.04.2022.

13. JaTa oxonuanusi uensiTanumii: 06.04.2022.

14. KosinuecTBo noctynueumux o6pasuos: 250 nakeTos,

15. Kem oToGpana npoda: naGopant-mukpoGuosnor O.B. Tutopa.

16. Pe3yIbTaThl HCNBLITAHMII:

AR R

Ne HaumeHosanue nokazarens Hopma nmo HTJT Pesynbrar ncneiTanuit
n/n
1. Buewmnuit Bu, LBeT, 3amax ITopowok 6enoro upera 0e3 3anaxa CooTBeTcTBYET
2 Bpewms pecycnennupoBanus, MuH, | 10, [onyckaeTca HaIMYHe Ocajka CoOTBETCTBYET
3. pH (7,0+0,5) 6,6
4 IToreps B Macce npu
BRICYILIMBAHHUH, %o, He DoJee 6,0 COOTBETCTBYET
5 AHTaronucTuveckas akTHBHOCTh
K TECT-KyJIbTypam (30Ha
YTHETEHH: 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. KonnuecTBo KHBBIX MUKPOOHBIX
knetok, Bacillus subtilis, KOE/r,
HE MeHee 1x10° 2,5x10°
7. IToanuHHOCTB Betom 1 nomken conepkats OakTepun CooTBeTcTBYET
Bacillus subtilis
8. MukpoOroioruyeckas 4YMCTOTa,
HaJIU4YHE!
Enterobacteriaceae; He nonyckaercs CooteercTByET
Pseudomonas aeruginosa; He nomyckaercs CooteeTcTBYET
Staphylococcus aureus; He nomyckaercs CooTBercTByeT
NOCTOPOHHHX
MHKpPOOPTaHU3MOB, B T.4. H
rpuboB, He 6oJee ThIC/T 300,0 CoO0TBEeTCTBYET

®HO nuu, BHINOIHHBIINX UCIBITAHHUA:

3ar. UJIBTK : — A.A. Jlensx
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O0mecTBO ¢ OrpaHHYEHHO# 0TBETCTBEHHOCTLIO
Hayuno — npoussoicreennas gpupma “HeenegoBarenbekuii neHTp”
Poccusn, 630559, HopocnGupcekas 061acts, Hosocu6upceknii paiion
(000 HII® «HccnenoBaTeanekuii HenTp»),

p-n. Koib1oso, Hayuno-npousBoacTBennas 3ona, kopmyc 200, oduc 426
Ilourossrii anpec: 630559, Hosocubupcekas o6iiacrs, p.i. Koabuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen NpoaaK,

(383) 336-52-72 — Gyxraarepus, (383) 325-30-07 - UJI
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IIporokon nenebITanmii Ha J1eKapeTBeHHBII npemnapar
AJIsE BETEPHHAPHOI O npuMeHenust Berom 1

Ne 338 ot 06 anpenn 2022 1.

1. Toprosoe HaumeHnosanue: Betom 1.

MHH: Berowm 1,

Howmep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.
Beinyex mo TY: 21.20.10-061-23609643-2018.

s e b2

5. JlexapcTBeHHast opMa:  TOPOLIOK [UIsi NPHEMa BHYTPh M PEKTANBLHOTO MPHUMEHEHHS B NAKeTe U3
JIAMHHHPOBaHHOH Oymaru, Macca HeTTo 5 T.

6. Haumenosanne npoussomurensi: 000 HITD «HUccnenosarensekuii eHTp».
7. Homep cepuu: 360422,

8. O0Bem cepum, npeabsiBAsgeMoil Ha uenbiTanns: 124860 mr.

9. MecTo oTOopa: LII1D.

10. laTta otbopa: 01.04.2022.

11. Jata moctynienns B LJIBTK: 01.04.2022.

12. laTa Hayana uenbitanuii: 01.04.2022,

13. JaTa oxkonuyanns ucnsiTanuii: 06.04.2022.

14, KonmuectBo noctynuBumx 06pasuos: 250 rMakeTos.

15. Kem otodpana npo6a: nabopant-mukpotuosor O.B. Turosa.

16. CebliKa Ha HCNO/IL30BAHHOE 000PYI0BAHHE:

HaumeHnoranue Tun 3aBonckoit Homep | CaeZeHHS 0 MOBepKe
(aTrectaumu)
TepMocTaT CyXOBO3XYLUHBIH JIEKTPHYECKHI TC-1/80 CITY 10009 Jo 24.05.2022 r.
TepmocTaT CyX0BO3AYILIHBIH HNEKTPHUECKHH TC-1/80 CITV 27559 Jo 24.05.2022 r.
TepmocTaT CyXOBO3AYIUHBIH 3IEKTPUYECKHI TCO-1/80 CITVY 3661 o0 24.05.2022 r.
Becnbl 3neKTpOHHBIE BHICOKOTO Klacca Ohaus 7125151708 Ho 05.10.2022 r.
Instruments
AHAJIM3ATOP NOPTATHBHbII AHHOH 7000 359 o 04.10.2022 r.
Jlozarop nunerouHsIii OnHOKaHATBHBIH 10090560 Ho 19.10.2022 r.
100 - 1000 mkn
JlozaTop nunerovHb it OnHOKaHaJIbHBIHA 09089662 Jo 19.10.2022 r.
20 - 200 mMxn
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17. Pe3yabTaThl HCIIBITAHHE!

No HaumeHoBaHuWe noKaszaTens Hopma no HT/J| Pe3ynbTat McnbITaHH
n/n
18 BHeurHuii BUI, LBET, 3aMaxX TIopowok Gesoro upeTa 63 3anaxa CoOOTBETCTRYET
2 Bpema pecycneHaupopanus, Mut. | 10, nomyckaerca HaIMIne ocajika CooTBeTCTBYET
3. pH (7,040,5) 6.6
4. [lotepsa B macce npu
BeICYLIMBAHUM, %, He Boee 6,0 COOTBETCTBYET
i AHTaroHUCTHYECKas aKTHBHOCTh
K TECT-KYJbTypam (30Ha
YIHETEHUs POCTa, MM, HE MEHee)
Shigella sonnei - 32; 5,0 6
Salmonella typhimurium - 2606; | 5,0 6
Staphylococcus aureus - 209; 3,0 8
Candida albicans - 620 6,0 10
6. Konu4ecTBO KMBBIX MUKPODHBIX
knetok, Bacillus subtilis, KOE/r,
He MeHee 1x10° 2,5x108
i [ToanuHHOCTH BetoM 1 momkeH coaepxaTb 6akTepun CoOTBETCTBYET
Bacillus subtilis
8. MukpoOHOIOTHIECKas YHCTOTA,
HaJIU4YHUE:
Enterobacteriaceae; He nomyckaetcs CooteetcTByeT
Pseudomonas aeruginosa; He nomyckaetcs CooteercTBYET
Staphylococcus aureus; He momyckaetcs CooTBeTCTBYET
MOCTOPOHHHX
MHKPOOPraHu3MOB, B T.4. U
rpubos, He Gosee ThiC/T 300,0 CoOTBETCTBYET
DOHO U1, BRIMOJHUBLINX UCMLITAHNUA:
3as. MJIBTK ALA. Jlensik
®HO nuu, NPoBEPHBLINX NPOBEASHNE HCTIBITAHUIA:
Hupekrtop A M. Jlensak

3akoueHHe YIOJTHOMOYEHHOrO JIHIA: Y

JlekapcTReHHBIH Mpenapar 1l BeTepHHApHOro npuMeHeHHs Betom 1, ceprist 360422, B OTpeOHTENLCKOI YNaKoBKe
nakeT M3 JJaMUHHpPOBaHHON Oymaru, Macca HeTTO 5 T, B KonudecTBe 124860 nepBHYHBIX YIAKOBOK, NPOH3BEICH H
npoBepeH B COOTBETCTBUH C JIMIUEH3MeH Ha NPOM3BOJACTBO JIEKAPCTBEHHBIX CPEACTB, TpPeOOBaHHAMH
perucTpalldoHHOro mocke, TpeGoBanmamu GMP, Tpebosanuam TV 21.20.10-061-23609643, wunbIME
TpeGoBaHUAME, YCTAHOBIEHHBIMM HOPMATHBHBIMM akTaMH P®, cooTBeTCTByOlINE 3aMUCH ABIAIOTCHA YACTHIO
JI0ChE Ha BBIMYCK YKa3aHHOM CEpUM M MOTYT GbITh JIETKO HASHTU(HIMPOBAHLI B ClTy¥ae HEOOXOAUMOCTH.

CooTBeTCTBHE KAYeCTBa YCTAaHOBIEHHBIM TpeOOBaHUAM MOATBEPKAALD.
Brinyck B rpaskaaHCcKuii 000poT pa3penaro.

VnonHOMO4YEHHOE U0
000 HIIP «HMccnenoBaTenbCKUi LEHTP» A.A. Jlensik

Jara 06.04.2022




