PA3SPEIIEHUE
Ha BBOJ( B Tpax aHcKuil 06opot B Poccuiickoit Deepauyu cepun uiu HapTHH
NpousBe/ieHHoro B Poccuiickoit Penepaiuisn win BROSHMOTo B Poccuiickyro ®enepanmro

HMMYHOOHOIOIHHECKOI0 IEKAPCTBEHHOTO npenapara
ot 14.01.2022 Ne 006760/22

Brinano 3akpriromy aknuonepromy obmectsy "Hayyno-nponssoacreenmas KOMIIaHHSA
"KOMBHUOTEX", Poccus, 117997, r. Mockaa, yn. Muknyxo-Maknas, 1. 16/10, kopmyc 71,
HMHH: 7709067311.
(HaumenoOBaHKE WPUUIECKOTO jluua, opuanYecKui ajipec, HHH)
DenepanpHan cayxba 1o Haj30py B cdepe 3ApaBoOXpaHEHHMS HA OCHOBAHMY
SAKIIYEHAN  HCIBITATENBHOTO  LEeHTpa OKCIIEPTH3BL  KAYECTBA  MEIMIMHCKHX
MMMYHOOHOTIOTHYECKHX HPEeHapaTos DejiepansHOro  rocyAapeTBEHHOro Or0KETHOTO
yapexnenns "Hayymeiii wentp OKCIIEPTH3B! CPEICTB MEAMLMHCKOTO NpUMeHeHHs"
MunucrepcTsa 3npasooxpanenus Poccuiickoii Qenepauyu
(raumenoBanue Gemepansuoro TOCYAAPCTBEHHONO OF/IKETHOrD YpexK/IeHHs)

or 14.01.2022 Ne 16/HIIDCMII pazpemaer BBOA B rPaKIaHCKuil 0bopor

{nara) (uomep)
B Poccuiickoii ®exepanuu MMMYHOOHOI0r HeCKOro JIeKapCTBEHHOT0 npenapara
Bakmmua renatera B PEKOMOMHAHTHAs [IpoKIKEBas
(Toprosoe HanmeHoBanme)
Baxiuua uis npodunaktuky BupycHoro renarura B
(MG){-C,L[YH&pOﬂHOB HENAaTEeHTOBAHHOC HAUMCHOBAHHE IPYNIMPOROYMHOE UK XHMH'—IECKOC)
CYCHCH3HA VI BHYTPHMBIIIEYHOTO BBEAEHMS 0.5 M - aMITyIisl (10 1rr.) -
T4k KAPTOHHDIC - JUIA JISYEOHO-IPOQUIAKTHIECCKHX yupexeHHil
(bopma Boinycka ¢ ykasaxuem JICKAPCTBEHHOH (POPMEL, I03UPOBKH, GACOBKH B KONMYECTRO B YOAKOBKE)
cepun  252-1021 , 00BbeM cepuH Wiy mapTun 38934
(moMep cepun) (xonuyecTBO yHakoBok)
rogen 1o 10.2025 J
(cpox roguocTu)
nmpomseoacrea  3A0 HIIK "KOMBHOTEX", Pocemsa, 117997, r. Mocksa,
yi. Mnxnyxo-Maxnas, a. 16/10, xopuyc 71-61 (Bce cramum, BKIIOYAS BBINYCKAROIIMIL
KOHTPOJIb Ka4eCTRa).
(HaMMEHOBaHHE ¥ ANPEC IPOUIBOAUTENS C YKasaHueM CTaaui Ipou3B0/ICTRA)
Perucrpaunonnoe ynocrosepenne Ne P N000738/01 ot 19.1 1.2007.
Hepxatens perucrpauuaoHHoro yaocropepenus 3A0 HIIK "KOMBUOTEX", Poccus,
117997, r. Mocksa, yi1. Muxnyxo-Maknas, 1. 16/10, xopnyc 71. p—

(HanMenoBanme, agpec)
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Hetiersurenen ¢ 30.06.2021 no 30.06.2022




{57997, Moewes
yau, Mussyze-RMaran, 16/19, sep. 71
peafdane: B (495) 3307429

S50 HAYIHO-DFOWIBORCTRENHAR KOKNAHKA
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Jlata posmusa O 0 € 20207 Konayectso 34 Y .57 ynaxorok (7 245 37 avmyn)

Cpoxrosocrs 80 _Jz T Jo 75
Wornpos Kauecrsa ocymectsndu B coorsercrsny ¢ HIL P NO0G738/01-190218 Meropamn, yrasas-
il B crcumgrscausn (CT-KO-0400-007, CI-KO- 0400—003 CIT-KO-0400-137, CII-KO-0400-138)

Konrpossnpii Ne O5TK Ay
KOHTPOJIh KAYECTBA BAKIHLI

[' Flowazgres ﬂ Haopnsr PesyibTaT:
| Dupeanne i'omorennas  cycnensus  Gemoro €
: CEpORATHIM OTTEHKOM LBeTa, D83 BHANMBIX
| | DOCTOPOBHMX BKINGHCHNH, pa3IenfIomanca
: NpH CTOSHMK HA GeCUBETHYIO NPO3PAuRYIO Le T
: WHUUKOCTE W PHIXKIBIE OCafiok Denoro ¢
i
i CCPOBATHIM  OTTGHKOM  IIGETa,  JIETKO
' pa3bRRaIONMACA IIPH BOTPAXMBAHNH.
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Hoxazavenn Hoprer PeayasbTarhi

Mostora copbunuu Copepwanve HBsAg B 1 Ma nanocanounoii .

AKULKOCTH BaKiMHLI JobkHe Obire ue Go- \/,&f%},{if 5 f"'?/"
-, s ‘:‘

nee 1 % o1 HOMYHANBHOTO KONMYECTRA.

Tromepean Ot 30 no 70 mxrs 1 M. { .
OrcyrcrayeT B BakumHe 6€3 KoHCEpBaHTA. i
- 3+ '

Asrrovasrnsii Ot 0,35 no 0,65 mr (A) B 1 M. & yy/gf% »

MpowssoacTBennnic Saccharomyces cerevisizge JAH-041/p20
HFTANIRIE] {ceporum ay), 5
Hansenula polymorpha KBT-99/pHB-51 P
(ceporun ay), ’ (B
Hansenula polymorpha KbBT-98/pHB-50
{cepornn ad) 1

Yuakosxa flo 1 mn (s3pocnas nosa, 1 B3pocaas nosza § Jtee

wnu 2 nerckue no3wi) ¥ no 0,5 mMn (nerckas rrer £ Bedi
033} B aMOYIBL NPO3pAYHOTO GecBETHOTO
crexna HC-1 unu crexna [-oro ruapoMTi-
yeckoro knacca. [lo 10 amnyn B xoHTYp-
HOH S4YeHKOBOH YNAKOBKE H3 INEHKH o~
JUBHHIUIXIOPHAHON W (ONBrH aNIoMUHME~
BOH € WHCIPYKHHER IO IPHMEHEHMIO M /;;;g/”;
HOMOM AMIYNBHEIM B IIAYKE M3 KapToHA.
llpu ucnons3oBaHmd aMOyl € TOYKaAMH
HIZANOMA HOX aMAYLHbIA He BKIANBIBAOT.

| MapiuposKa B cootsercrun ¢ HIL. P> ol
Xpamnenue B coorsercreum ¢ CII 3.3.2.3332-16 npu

Temueparype ot 2 no 8 °C. 3aMopaxupa- i

nue we gonyckaerca. Jlomycxaerca Kpar- 5{;’,’;&&,”;,;{:{‘—'

KoppemenHoe (He Gonee 72 4yacom) xpane-
HUE [IpH TeMneparype He Beitue 30 °C.

Tpancropruposanue | B coorsercrBum ¢ CII 3.3.2.3332-16 npu
temneparype ot 2 io § °C. 3amopaxusanne
#e ponycxaercs. Jlonyckaercs Kparkospe- /;{;3; 4
mennoe (e Gonee 72 9acoB) TPAHCTIOPTH- S
DOBaHuE Npy TemMneparype He seiue 30 °C,
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