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OG1ecTBo ¢ orpaHHYenHON 0TBETCTBEHHOCTHIO
Hay4no — nponssoxcrennas bupma “Hccnenosarenscxnii neHTp”
Pocens, 630559, Hosocu6upckas ob.1acth, HoBocnGupcknii paiion
K ] (OO0 HII® «MccaenoBarebeknii HEeHTD»),
p-n. Kosiboso, Hayuno-nponseoncrsennas 30Ha, kopuyc 200, oduc 426
Iourossrii agpec: 630559, Hosocu6upckas obaacts, p.n. Konsuoso, a/si 247
Tenedon / paxe: (383) 336-7 1-32, 336-52-65, 325-30-73 — oTaen NPoAAK,
(383) 336-52-72 — GyxranTepus, (383) 325-30-07 - UJI

IacnopT kavecTBa Ha JeKapcTBeHHBII npemnapar
,AJIS BETEPHHADHOI0 NpUMeHeHHs Betom 1
Ne 75/1 or 08 dperpans 2023 r.

Toprosoe HanmenoBanue: Betom 1.

MHH: Berom 1.

Homep PY: 35-1-10.18-4248 NI IBP-1-10.18/03448.

Beinyck mo TV: 21.20.10-061-23609643-2018.

Jlexapersennas Qopma:  mopomok A NpHeMa BHYTPb H PEKTANTLHOTO NPHMEHEHHA B OaHke M3
MONMMEPHBIX MaTepHaJIoB, Macca HeTTo 0,5 kr.

6. HammenoBaumne npoussonutens: 000 HIID «Hccnenoparensckuii LeHTpy.
7. Homep cepun: 040223,

8. OGbem cepun, npexbsiBisiemMoii Ha nenbITanus: 1268 wr.

9. Mecro ot6opa: L[[T®.

10. TaTa ot6opa: 31.01.2023.

11. MaTa noctynienus B MJIBTK: 31.01.2023,

12. laTa navana ucnprraduii: 31.01.2023.

13. laTa okonyaHus nenbiTanuii: 08.02.2023.

14. KosinyecTBo nocTynuBImmx 06pasuos: 2 GaHkw.

15. Kem otoGpana npoGa: nabopaHT-Mukpo6rosor O.B. Tutoga,

16. Pe3y/ibTaThl HenbITAHMI:

S e

Ne HamnmeHoBaHHe nokaszares Hopma no HT/T PesyneTaT HcnsITaHHii
n/m
1. BHewnuit Bup, 1Ber, 3amax ITopomok Genoro nBera 6e3 3amaxa CoorBeTcTBYET
2 Bpems pecycnenpuposanus, mun. | 10, fomyckaercs Hanvume ocanka CootseTcTBYyET
3. pH (7,010,5) 6,6
4 [oTeps B Macce mpu
BBLICYIIUBAHUY, %, He Gonee 6,0 CootseTcTBYET
. AHTarOHHCTHYECKAS AKTHBHOCTb
K TECT-KyJIbTypaM (30Ha
YTHETEHHA POCTa, MM, He MEHeEe)
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. KonmyecTBo sHBbIX MHKPOGHBIX
KIeTOK, Bacillus subtilis, KOE/T,
HE MEHee 1x10° 2,5x10°
7 [MopmHHOCTE Betom | pomkeH comepxars 6akTepuu CoortBercTByer
Bacillus subtilis
8. Mukpofunoornyeckas YHCTOTa,
HaJIHYuHe;
Enterobacteriaceae; He nomycxkaetcs CooteercTByeT
Pseudomonas aeruginosa; He nonmyckaercs CootBeTtcTBYET
Staphylococcus aureus; He nomyckaetcs CootBeTcTBYET
MOCTOPOHHHX
MHKPOOPIraHU3MOB, B T.U. U
rpudoB, He 60Je€e ThHIC/T 300,0 CooTBeTCTBYET

OHO 1L, BEINOTHUBLINX HCITBITAHHSA:
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17. Pe3yAbTaThl HCNBITAHMIL
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Ne HaumeHoBaHMe MOKazaTenA Hopma no HT Pe3y/bTaT HCTIbITAHHI
/1
1 BueurHuii BUI, LBET, 3anax [Topouok Gesoro LBeTa 0e3 3anaxa CoOTBETCTBYET
2 BpeMms pecycleHAHpOBaHMA, MUH. 10, normyckaerca HalMIue ocaukd CoOTBETCTBYET
3. pH (7,040,5) 6,6
4 TloTeps B Macce IpH
BBICYIIMBAHUH, Y0, HE fonee 6,0 COOTRETCTBYET
3. AHTaroHUcTHYECcKas akTHBHOCTD
K TecT-KyJIbTypam (30Ha
yrHETeHHsS 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. KONMUECTRO KHMBBIX MUKPOOHBIX
knerox, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2.5x108
7 [MToaAUHHOCT Berom 1 TomkeH cojepikars GakTepuu CoOTBETCTBYET
Bacillus subtilis
8. MuxkpoGHronorudyeckas 1MCcTOTa,
HaTH4Ue:
Enterobacteriaceae; He momyckaeTcs Co0TBETCTBYET
Pseudomonas aeruginosa; He nonyckaercs COOTBETCTBYET
Staphylococcus aureus; He nomyckaeTcs CoOTBETCTBYET
MOCTOPOHHUX
MHKPOOPTaHH3MOB, B T.4. B
rpu6oB, He Gonee ThIC/T 300,0 COOTBETCTBYET

®MO nu1l, BBIMONHUBIINX HCTIBITAHHA:
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3akmoyeHre YIIoJHOMOYEHHOT0 JT1La: 20cHBmpoRh S
JlekapcTBeHHBIH peNapaT i BETCPHHAPHOIO NPUMCHEHHA Betom 1, cepus 040223, B NoTpeGUTENBCKOM YIIAKOBKE
GaHKa U3 MOJHMepHBIX MaTepuanoB 0,5 Kr, B KOIMHECTBE 1268 TepBHUHBIX YNAKOBOK, NPOU3BENIEH I NPOBEPCH B
COOTBETCTBHHM C JIMLEH3HEHN Ha POM3BO/ICTBO NIEKAPCTBEHHBIX CPEIICTE, TpeGOBAHIAMH PETUCTPALIMOHHOTO J0CkE,
tpeGosanusavu GMP, tpe6osamisiv TV 21.20.10-061-23609643, WHBIME TPEOOBAHHAMH, YCTaHOBICHHBIMH
HOPMATHBHBIMH akTaMH P®, COOTBETCTBYIONIHE 3aIHCH ABJISFOTCA YACTBHIO JOChE Ha BBIIYCK YKa3aHHOH CepHH H

MOTYT GbITh JerKO HASHTHOHLINPOBAHBI B CIYyHae HeoOX0IMMOCTH,

CoOTBETCTBHE KA4eCTBA YCTAHOBICHHBIM TPEOOBAHHAM MOATBEPHKALO.
Brinyck B rpa/JaHCKuii 060poT pasperaro.

VIoIHOMOYEHHOoEe JTUI0

000 HII® «HccnemoBaTeIbCKUH LEHTP ( ol ol A A, Jlensk

Jlata 08.02.2023



