Crpannna 1 u3 1

O0mecTBo ¢ OrpaHUYEHHOI 0TBETCTBEHHOCTRED
Hay4ano — npoussoacrsennas ¢pupma “Hecienopatensekuii nenrp”
Poccus, 630559, HoBocuGupckasi 061acTh, Hogocudupcekuii paiion
& ] (00O HIT® «HMccaeaoraTenseknii HEHTP),
p.n. Koib1oBo, Hay4no-nponsBocTBennast 301a, kopnyc 200, opuc 426
Ilouroselii anpec: 630559, HoBocuGupcekas 06aactsb, p.u. Koasnoso, a/s 247
Tesedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen nponak,
(383) 336-52-72 — Gyxraarepus, (383) 325-30-07 - I

IMacmopT KkavecTBa Ha JieKapCTBEHHBIH npenapar
IJIsi BeTEPHHAPHOI0 ipuMeHeHust Berom 1
Ne 1/1 ot 17 ssuBaps 2022 .

Toprosoe HauMeHoBaHue: Betom 1.

MHH: Betom 1.

Homep PY: 35-1-10.18-4248NelIBP-1-10.18/034438.

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

JlekapcTBenHnas (opmMa: NOPOWIOK IS TIPHEMa BHYTPh W PEKTAILHOTO NPHMEHEHHI B TAKeTe M3
JIaMMHHUpPOBaHHOU OyMaru, macca HeTTo 50 T.

6. Hanmenopanue nponspoantensi: OO0 HIID «MccneaoBarensekuii LeHTp».
7. Homep cepun: 1361221.

8. Obbem cepun, npeabLABIAAEMOil HA HenbITAHUA: 12360 wT.

9. Mecto otdopa: LI,

10. laTa oTGopa: 11.01.2022,

11. laTa noctynnenust B UJIBTK: 11.01.2022.

12. aTa na4aja ucneitanuii: 12.01.2022.

13. laTta okoHYaHuA HenbiTanuii: 17.01.2022.

14. KosinmyecTBo nocTynuemux oopasuos: 20 makeTos.

15. Kem oTobpana npo6a: nabopanr-mukpoduonor O.B. Turosa.

16. Pesy1bTaThl HCNIBITAHMIL:

L R R

Ne HaumeHnoBaHue noxasarens Hopma no HT/], PesyneTaT HenbITaHUi
n/n
1. BHemHuMii BUI, LBET, 3amax ITopomok 6enoro 1pera 6e3 3amaxa COOTBETCTBYET
2 Bpems pecycnenaupoBaHus, MuH. | 10, gonyckaeTcs HalUume ocaaka COOTBETCTBYET
3: pH (7,0+0,5) 6,6
4 [ToTeps B Macce npu
BEICYIIHBaHUH, %, He Dosee 6,0 CoOoTBeTCTBYET
5. AHTaroHUCTHYECKAS AKTHBHOCTh
K TECT-KYJIbTYypaMm (30Ha
YIHETEeHHs 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. KonuuecTBo :KUBBIX MUKPOOHBIX
KneToK, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10°
T [TopnuuHOCTH Betom 1 nomkeH comepkath Oakrepun CooTBeTCTBYET
Bacillus subtilis
8. MuxkpoOHonoruueckas YUCTOTa,
HaJTHYHe:
Enterobacteriaceae; He nomyckaercs CooTBeTCTBYET
Pseudomonas aeruginosa; He nomyckaercs CooTBeTCTBYET
Staphylococcus aureus; He nonmyckaercs CoOTBETCTBYET
MOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. U
rpuboB, He 60Jee ThIC/T 300,0 COOTBETCTBYET

®UO nu1, BRIMOJIHUBIIUX HUCIBITAHUA:

3as. MJIBTK e AAJlenax
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O06mecTBO ¢ OrpaHUYEHHON 0TBETCTBEHHOCTHIO
Hayuno — npoussoacreennas ¢pupma “HecirenoBareasckuii nearp”
Pocens, 630559, HosocnGupcekas o6.1actb, HoBocuGupekuii paiion
& ] (00O HII® «HccaeaoBaTenbeKuii HeHTPY),
p.n. Koib1oBo, HayuHo-Npon3BoAcTBeHHAs 30Ha, Kopmyc 200, opuc 426
IlouToserrii agpec: 630559, Hopocubnpcekas ob.1acts, p.n. Koasnoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaes npoaax,
(383) 336-52-72 — dyxrauarepus, (383) 325-30-07 - WJI

IIpoTokoa nenbITaHUH Ha JIeKapCTBEHHBIIH nmpenapar
AJIS BeTepUHAPHOTo npuMeHeHust Berom 1

Ne 1 or 17 suBaps 2022 r.

1. Toprosoe HanmeHoBaHMe: BeTom 1.

2. MHH: Betom 1.

3. Homep PY:35-1-10.18-4248NeI1BP-1-10.18/03448.

4, Beimyck mo TY: 21.20.10-061-23609643-2018.

5. JlexapcTBennasi ¢opmMa: [OPOLIOK /Ui NpHeMa BHYTPh H PEKTaJbHOIO NpHMEHEHHSA B IIAKeTe U3
JJaMHHUpOBaHHOI1 Oymaru, Macca Hetto 50 T,

6. Haumenoranue npoussoautensi: OO0 HII® «HMccnenoparenbekuii LeHTp.
7. Homep cepun: 1361221.

8. Odnem cepuu, NpeAbABAsieMOil HA HCNBITAHAA: 12360 mIT.

9. Mecro oThopa: LII1D.

10. TaTa oT6opa: 11.01.2022.

11. JaTa moctynsienus B MJIBTK: 11.01.2022.

12. 1aTa nayana uensitanuii: 12.01.2022.

13. JaTa oKOHYaHHA HcnbITaHmii: 17.01.2022.

14. KoiuyecTBO NOCTYNMHBIUMX 00pa3uoB: 20 nakeTos.

15. Kem oTofpana npoba: nabopant-mukpobuonor O.B. Turosa.

16. Ccplika Ha HCNO/IL30BaHHOE 000py10BaHHE:

HaumeHnosanue Tun 3aBoackoii Homep | CaeneHus O MOBEpke
(aTTecTanuu)
TepMocTaT CYXOBO3AYLIHbII AIeKTpUYecKHil TC-1/80 CITY 10009 10 24.05.2022 .
TepMocTaT CyXOBO3AYIIHEIH 3JIEKTPHUECKHIT TC-1/80 CITY 27559 Ho 24.05.2022 r.
TepMocTaT CyXOBO31YLUHbIH 3JIEKTPHUECKHIA TCO-1/80 CITY 3661 Jo 24.05.2022 r.
Bechbl 51€KTPOHHBIE BRICOKOIO KJIacca Ohaus 7125151708 Jo005.10.2022 r.
Instruments
AHaHU3aTOP NOPTATHBHBIH AHHOH 7000 359 Jdo 04.10.2022 .
Jlo3aTop MANEeTOYHBIIH OnHokaHaBHBIA 10090560 Ho 19.10.2022 1.
100 - 1000 MKx
JHozarop nuneTo4YHbIH OpnHOKaHaNBHBII 09089662 o0 19.10.2022 1.
20 - 200 MK




17.Pe3yabTaThl HCNBITAHMIA

Crpannna 2 uz 2

Ne HanmenoBaHue noxasartens Hopma o HT/J, Pe3ynnTaT UCTIBITAHUI
n/n
1 BrelHuii BUJ, LBET, 3amax IMopomiok Genoro 1Beta Oe3 3amnaxa CoOTBETCTBYET
2 Bpems pecycrieHAupoBaHuA, MUH. | 10, TomyckaeTcs HaluHe ocanka CoOTBETCTBYET
3. pH (7,040,5) 6,6
4 [Toteps B Macce nmpu
BLICYLIMBaHUM, %o, HE Dosee 6,0 CoO0TBETCTBYET
3t AHTaroHUCTHYECKasA aKTHBHOCTE
K TecT-KynbTypaM (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. KonuuecTBO XHUBbIX MHKPOOHBIX
knetok, Bacillus subtilis, KOE/r,
HE MeHee 1x108 2. 5%10°
7. [MoanHHHOCTE BeroM 1 gomkeH conepxaTh GakTepun CooTBeTCTBYET
Bacillus subtilis
8. MukpoOHosoruecKkas 44cToTa,
HaJlH4He:
Enterobacteriaceae; He nonyckaercs CooTBeTCTBYET
Pseudomonas aeruginosa; He nonyckaercs CoOoTBETCTBYET
Staphylococcus aureus; He nomyckaercs CooTBETCTBYET
MOCTOPOHHHX
MHKPOOPTaHH3MOB, B T.4. H
rpuboB, He HoJiee ThiC/T 300,0 COOTBETCTBYET
@HO nul, BEITOMTHUBIUHNX UCTILITAHH:
3as. MLJIBTK o AA. Jlensx
®HO n1L, NpOBEPUBIIMX NPOBEIEHHE HCTILITAHMIA:
HupexTop AH. Jlenax

4

3aktoueHHe YNOJTHOMOYEHHOTO JIHIA;

JlexkapcTBeHHBIH MpemnapaT 1A BeTepuHapHoro npumeneHus Betom 1, cepust 1361221, B noTpeGHTENBCKOI YIaKOBKeE
IaKeT M3 JaMUHUpoBaHHOH Oymaru, macca Hetto 50 r, B kommdecTee 12360 mNepBHUHBIX YNAaKOBOK, NPOH3BEICH H
MpOBEPEH B COOTBETCTBHH C JIMIEH3MEH HA MPOW3BOACTBO JIEKAPCTBEHHEIX CPEACTB, TpeGOBaHUAMH
permcTpauMoHHoro jgocke, TpeboBanusmMu GMP, Tpebopammam TVY 21.20.10-061-23609643, wuHBIMH
TpeGOBaHHAMH, YCTAHOBIEHHEIMH HOPMATHBHEIMH akTaMH P®, COOTBETCTBYIOIIHE 3allHCH SBISIOTCA YACTBIO
J0CkE Ha BBIMTYCK YKA3aHHOMH CePHH M MOTYT OBITE JIerko HIeHTH(HIIHPOBAHEL B ClTydae He0OXOIHMOCTH.

COOTBETCTBHE KAYECTBA YCTAHOBIEHHEIM TPEOOBAHMAM MTOATBEPIKIALO,
Brinyck B rpakaaHckuii 000poT pasperaio.

Y OJIHOMOYEHHOE JIMLIO

00O HII® «HccnenopatenbCkHii HEHTP» A.A. Jlensak

Hata 17.01.2022



