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O0mecTBo ¢ OrpaHHYEHHOH 0TBETCTBEHHOCTHIO

Hayuno — nponssoacrennas ¢pupma “HecnenoBarenseknii uenrp”
Poccus, 630559, HoocuGupcekas o61actn, Hogocubupckuii paiion
(OO0 HII® «HcenexoBareanckuii qenTpy),
p-n. Kostb1ioBo, Hayuno-npoussoacTBennas 3ona, kopmyc 200, oduc 426
Ilourossrii axpec: 630559, HoBocnbupckas o6iacts, p.u. Koasnoso, a/s 247
Tenedon / paxc: (383) 336-71-32, 336-52-65, 325-30-73 — oTaen npoaa,

p

(383) 336-52-72 — GyxrauaTtepus, (383) 325-30-07 - UJI

ITacmopT KavecTBa Ha JIEeKApPCTBEHHBIH Mpenapat

AJisl BeTePHHAPHOI0 npuMeHeHusn Berom 1

Ne 704/1 or 02 aBrycra 2022 r.

Toprosoe HanmMenoBanue: Berom 1.

MHH: Betom 1.

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

G

JIAMHHHPOBAHHOH Oymaru, Macca HetTo 50 T.

6. HammenoBanne nponssomutensi: OO0 HIT® «Hccneosatenbekuit HEHTp».

7. Homep cepun: 830722,

8. Obnem cepun, npeabsaBasiemMoii na nenbrtanns: 12500 wr.
9. Mecto oréopa: LITID.

10. laTa otGopa: 28.07.2022.

11. JaTa noctynjenus B WJIBTK: 28.07.2022.

12. laTa Havana ucnbirannii: 28.07.2022.

13. JaTa okoHuanus uensiTanmii: 02.08.2022.

14. KonmaecTeo noctynusmunx o6pasuos: 20 nakeTos.

15. Kem oTobpana npoda: sabopanr-mukpoduonor O.B. Turosa.
16. Pe3y/IbTaThI MCTIBITAHMIA:

. JlekapcTenHas (opma:  TOPOUIOK LI TPMEMAa BHYTPh M PEKTANBHOTO NPUMEHEHHS B TakeTe U3

No HaumeHoBaHHe nokasares Hopma no HT/], Pesynberar ucnbiTanuit
n/n
L, BHewnuit BUA, 1[BET, 3amax Iopouok Gemoro 1Beta 6e3 3anaxa CooTBeTcTBYET
i Bpewmsa pecycnenaupoBanus, MuH. | 10, momyckaercs HalH4Ke ocamka CootBercTByeT
3. pH (7,0+0,5) 6,6
4, [ToTeps B macce npu
BRICYLIMBAHUH, %, He GoJiee 6,0 CootBeTcTBYET
34 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. KonnyecTBO UBBIX MUKPOOHBIX
knerok, Bacillus subtilis, KOE/T,
He MeHee 1x10° 2,5x10¢
7 IToanMHHOCTD Betom 1 nomxeH conepxars Oaktepuu CooTBeTCTBYET
Bacillus subtilis
8. MukpoOuonorudeckas YHCTOTa,
Hanu4ue:
Enterobacteriaceae; He nonyckaercs CoorBercTByer
Pseudomonas aeruginosa; He nonyckaercs CootsercTBYET
Staphylococcus aureus; He nomyckaetcs CootBeTcTBYET
MOCTOPOHHUX
MHKPOOPTaHH3MOB, B T.4. H
rpu6oB, He Hoee ThIC/T 300,0 CooTtBeTcTBYET

DHO nuL, BBIMTOJHHUBIINX HCIBITAHUA:

3ar. UJIBTK

\Mﬁé_ AA. Jlensaxk
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OGuecTBO ¢ OrpaHHYeHHOl 0TBETCTBEHHOCTBIO

Hayuro — nponsBoacTeennas gpupma “Hcenenoparenbexkuii uenrp”

Poccns, 630559, HoBocuéupekas o061acts, HoBocuGupcekuii paion

K ] (OO0 HII® «HccaenoBaTebeKHil HEHTPY),
p.1. Koib1oBo, HayIHO-NPOH3BOJCTBEHHAsN 30Ha, Kopmyc 200, opuc 426
Iourossii aapec: 630559, HosocuGupekasn o6.acth, p.n. Koasuoso, a/s 247
Tenedon / paxe: (383) 336-71-32, 336-52-65, 325-30-73 — oTae] NPOAAIK,

(383) 336-52-72 — GyxranaTepus, (383) 325-30-07 - WJI

IIpoToKoJ HCHBITAHUIT HA JIEeKAPCTBEHHBIN Npenapar
ISl BeTepHHAPHOro npHMeHeHHs1 Betom 1

Ne 704 ot 02 aBrycra 2022 r.

1. Toprosoe HanMeHoBaHue: Betom 1.

MHH: Betom 1.

Homep PY: 35-1-10.18-4248NelIBP-1-10.18/03448.
Beinyck no TY: 21.20.10-061-23609643-2018.

= B

5. JlekapcTBeHHasi (opMa: TOPOIIOK IS NpUEMAa BHYTPh M PEKTAIbHOTO MNPUMCHCHHA B MAKCTE H3
NaMHHMPOBAaHHOM GyMmaru, Macca HeTTo 50 T.

6. HaumenoBanmne npoussoautensi: OO0 HIT® «HcenegoparebCKUii IIEHTPY.
7. Homep cepun: 830722.

8. O6bem cepu, npexbsBiasieMoii Ha nenbiTanus: 12500 wr.

9. Mecto oToopa: LIID.

10. daTa otbopa: 28.07.2022.

11. aTa moetymnenns 8 UJIBTK: 28.07.2022.

12. JlaTa HayaJja neneitanuii: 28.07.2022.

13. Jata oxonuanus ueneiTanmii: 02.08.2022,

14. Koan4ecTso NOCTYMHBIIHX 06pasuos: 20 MakeTos.

15. Kem oTo6pana npoba: naGopant-Mukpoduonor O.B. Turosa.

16. CebuTKa HA HCNO/IB30BAHHOE 000py10BAHHE:

HanMeHoBaHHE Tun 3asoxckoit Homep | CefeHus 0 moBepke
(aTTecTarnun)
TepMoCTaT CYXOBO3IYIIHBII JMEKTPHYECKHI TC-1/80 CITV 10009 Jl0 24.05.2023 1.
TepMOCTAT CYXOBO3AYIIHBIH dIeKTPHYCCKHIHA TC-1/80 CITY 27559 o 24.05.2023 r.
TepMOCTAT CYXOBO3AYIIHBIH 2EKTPHYECKHHA TCO-1/80 CITY 3661 Jlo 24.05.2023 1.
Becbl 2/1eKTPOHHBIE BLICOKOIO Kiacca Ohaus 7125151708 o 05.10.2022 .
Instruments
AHAJIW3ATOP IOPTATUBHBIH AHHWOH 7000 359 Jlo 04.10.2022 1.
Jlo3atop MUNeTOYHBIH OjiHOKaHAIBHBIH 10090560 J0 19.10.2022 .
100 - 1000 mxn
J103aTOp MUMETOYHBIH OpHOKaHATBHbII 09089662 o 19.10.2022 1.
20 - 200 Mxn
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17. Pe3ysibTaThbl HCNILITAHHIA:

Ne HaumeHoBaHue rokaszaress Hopma no HT/], Pesynbrar ucnsitanuii
n/n
ke BHewmHuit BHA, UBET, 3anax IMopoinok 6enoro Lpera He3 3anaxa CootBeTcTBYET
2, Bpems pecycnenaupoBanus, MuH. | 10, 10NycKaeTcs HAMHYKE OCAKA CootBetcTBYyET
3. pH (7,0+0,5) 6,6
4. IToTeps B Macce npu
BBICYIIMBAHUY, %, He Gonee 6,0 CooTBeTCTBYET
5. AHTaroHHCTHYECKAd aKTHBHOCTD
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. KonuuecTBo KUBBIX MHKPOGHBIX
knetok, Bacillus subtilis, KOE/r,
HE MeHee 1x10° 2,5x10°
T MopnuaHOCTL Berom 1 nomxeH copepxats Gakrepuu CootsercTRYET
Bacillus subtilis
8. MukpobHonoruueckas yucToTa,
HaJlM4yHe:
Enterobacteriaceae; He nonyckaercs CooteeTrcTByeT
Pseudomonas aeruginosa; He nonyckaercs CootsetctByET
Staphylococcus aureus; He momyckaetcs CooteercTRyeT
MOCTOPOHHHX
MHUKpPOOPTaHH3MOB, B T.4, H
rpuboBs, He GoJiee ThiC/T 300,0 CootBeTcTBYET

®OHO 11, BBINOIHUBLIMX MCTIBITAHUS

3as. MJIBTK

7 é A.A. Jlensax

@HUO nuu, NPOBEPHBLINX MPOBEIECHHE HCIIBITAHHIL:

JupekTtop A M. Jlensk
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3aKoYeHHE YNOJHOMOYEHHOTO JINLIA;
JlexapcTBeHHbIi Ipenapar /Uit BeTepUHAPHOTO NpuMeHeHus Betom 1, cepus 830722, B NOTPeOHTENBCKOI YITAKOBKE
TNaKeT U3 TAMHHUPOBAHHON Oymary, mMacca Hetto 50 r, B KomudecTse 12500 NepBHYHBIX yIIAKOBOK, TIPOU3BENEH M
NpOBEpeH B COOTBETCTBUW C JIMLEH3WEH HA NPOM3BOACTBO JIEKAPCTBEHHBIX CPENCTB, TpeGOBAHHIMY
PETHCTPALMOHHOrO  Jlocke, TpeGoBanmamu GMP, tpebosanmsm TY  21.20.10-061-23609643, wuHbIMHU
TpeOOBAHMAMM, YCTAHOBJEHHBIMH HOPMATHBHBIMH aktaM P®, COOTBETCTBYIOIIME 3amMCH SBIAIOTCS YACTHIO
AOChE Ha BBIITYCK YKa3aHHOM CePHH U MOTYT ObITh J1€rK0 HICHTHOUUMPOBAHEI B Clly4ae HEOGXOIMMOCTH,

CooTBeTcTBHE KauecTBa YCTAHOBIEHHBIM TPeGOBAHMAM MOATBEPHKAAIO.
Brinyck B rpaxaanckuii 060poT paspemaio.

YnonHoMo4eHHOE JTHLIO
OO0 HIT® «HMcenenoBaTenbeKHil EHTP» M AA. Jlenak
(

Hata 02.08.2022



