PASPEINIEHHE
Ha BBOJ| B TpaIanckuii 06opor B Poceniickofi Genepatuu cepru wnn maprum
OpOH3BeNeHHOTO B Poccniickoii Peepaiiuy UM BBOIUMOLG B Poccuiickyto ®enepanmio
HMMYHOOHOIOTHIECKOro JISKapCTEEHHOTO NIPeNapara

ot 29.06.2022 Ne 008109/22

Brpijiano 3aKpbITOMY aKUHOHEPHOMY OOIIECTRY "Hay4a0-npou3BOACTBEHHAA KOMIAHUS
"KOMBHOTEX", Poccus, 117997, r. Mockea, yin. Muxnvxo-Maxias, . 16/10, xopnyce 71,
WHH: 7709067311.

{ HANMEHOBAHWE IOPUIMYECKOr0 JIMLA, IopHanYecKyn agpec, MHH)
Pepepansuan cayxba no Hagzopy B cdepe 3ipaBoOXpaneNMT HA OCHOBAHMH
3AKJIIOYEHMsE  HCOBITATENRHOIO  HEHTpPAa  JKCHEPTH3Bl  Kad4eCTBa  MEOMIMHCKHX
HMMYHOOHONOTHYECKHX OpenapatoR (DefepaibHOTO TOCYIAPCTREHHOTO GIOMKETHOTO
yupexaenus "Hayuablii UEHTp OSKCHEPTH3BI CPENCTB MENMIMHCKOTO NpUMeHeHus"
Munucrepcrsa snpasooxpanenus Poccuiickoi ®enepamyu

(HamMeHOBaHHe (QeAEPANBHOTO TOCYAPCTREHAOIO BH0IKETHOTO YIPEKICHHA)
or 24.06.2022 Ne 485/HIIDCMII pazpeiuaer BROJ B MPAaKIaHCKHI oGopor
{nara) {uomep)

8 Pocenifickoi Lefepanyn HMMYHOOHOIOTHYECKOr0 JIEKAPCTBEHHOTO HPeNapaTa

Baxunna renatura B pexombunanThas npoxoxesas

(Toproroe HaMMeHoBaHME)

Baxuuna nna npoduiakTHKY BHPYCHOTO renatuTa B
@Memﬂ}ﬂﬂpOﬂHOEHCH&TBHTOB&HHOGHaﬂMBHﬁB&HKErpynﬂﬂpOBGqH0€PﬂﬁiXﬁMHWECKGE)
CYCHECH3MA I8 BHYTPUMBIeyHoro seeaenss 0.5 v (1 nosa) - ammymer (10 mr.) -
HaYKH KAPTOHHBIC - IUIA NeveOHO-TIPODUIAKTHYECKHX YIpEeKICHAH
(popma BBINYCKA C YKA3AHHEM NEKAPCTBEHHOH (GOPMBI, 103MPOBKY, PACOBKH U KONKYECTEO B YIIZKOBKE)
cepum 255-0322 , o0bem cepum wnm maprum 21654 ,

(HOMEp CepHH) (XONHYECTBO YIIAKOBOK)

ropgen go 03.2026 ,
(cpox rogHOCTH)
mpomseopcrsa 3A0 HIIK "KOMBUMOTEX", Poccua, 117997, r. Mockea,
yia. Muxnyxo-Maxknas, n. 16/10, xopnyc 71-61 (Bce crafpy, BKIKOYAA BRITYCKAIONIHI
KOHTPOJIb KauecTBa).
(HaUMEHOBAHUE K AZPEC TPOU3BOINTENS C YKA3AHMEM CTa/(lit HPON3IBOACTEA)

Pernctpaunonsoe ynocropepenne Ne P N000738/01 ot 19.11.2007.
Hepaxarens perucrpanuoumsoro yrocrosepenus 3A0 HIIK "KOMBHUOTEX", Poccus,
117997, r. Mocksa, yi. Muknyxo-Maknas, a. 16/10, kopnyce 71.

(HauMeHOoBanue, agpec)
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KOMBHOTEX

3A0 HAYMHO-NPOVZBONCTBEHHAR HOMIAHKA

NACIIOPT L0758

117997, Mocksa

v Murayxo-Mavaas, 16/10, xopu. 71

veafhare: § (1951 330-74-29

Bascuuns rematara B pﬁkﬂ“ﬂﬂﬁﬁﬁ TRAH APOREeEBan

CYONEnYS A9 BHYT imumme%mm BECACHIA

Cepust paxinst o Z3 3-2328 (8 Seeze, f)\ﬁj’ W/W/y

Nara posssa 75 27, 282258

SO MIFOBES, BEOHCCPBAHT

Cpok ToHOCTN 0 &5, 2075

Kourpom, xauecTsa ocyniectsii€s 8 coorsercrsuu ¢ HJI P NOD0738/01-190218 meronaMu, ykasau-
usivn B cneuggmiatpm (CIFKO-0400-007, CTLKO-0400-008, CIT-KO-0400-137, CIT-KO-0400-138)
Konipousasi Noe OBTK 7 ;’d’?

KOHTPOJIL KAYECTBA BAKIIAHBI

Kosuuectso J76 35 ynaxobox (L7577 avny)

Vorasarens

Hopsinr

Peayasrater

Onpranie

Uomorennas  cycnensus  Gemoro ¢
CEpOBATHIM OTTEHKOM 1BeTa, O€3 BHAHMBIX
NOCTOPOHHHEK BICIHOYCHMH, pasnensomascs
NpU CTORHKHM Ha DECUBETHYIO NPO3PAYHYIO
HHAKOCTS M PhiXiIeld Ocagox 0exoro ¢
CEpoBaThiM  OTTEHKOM  UBETa,  JSFKO
pa3GHBAICIHMACT IPY BCTPAXUBAHMM.

Locr s

Hlop amusiocys

Hpenapar pomken conepoxars HBsAg.

Lfowrs

Passiep uacinn

Cycren3ua  Baxuuupl  JomxHa ceobonHo
UPOXOAKTE B Iunpul yepes uray Ne 0840,

Lo

| Bpevia
CeAMMEeN TAIGHHOH
YCeToliHBOCTH

Cycnensus Baknwmsl, o0pasyloladgcs npH
BCTPIXUBAHWM, HE JIOMKHA pPACCIaHBATECH
B TEYCHHUE 5 MHH.
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Oré4dne 74 &, -
- Mssackaesmepinii o6wem | He veHee HOMBHAILHOCO. & SF piiait
| Tepaerszanss AMDYIB C HPENaparoM ACIUKABL BBITh rep-
MCTHYHEL éﬁ’/f =
Crepuiasnocrs Upeapar gomken ObITh CTEPHIBHBIM, M
' Barrepuainisie He 6o:s1ee 30 ED/va. /
ARTED £3 £ en
SHEGTORCHHEET .
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L Ooumiit eaom He donee 25 vxr/sin, 7 gy 7;{(/{’}’"‘,@’/,'
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} AnomMaiabHan
| TOKCHYHOLTD

Hpenapar aomuen Gsrts HETOKCHYHEIM.

o

y Coennduseckan
3 ALTHBHACTE

Conepxanne HBsAg qomxdo 6ith He Me-
uee 80 % no oTHONEHWIO K fIpenapart
CpaBHCHUA.

EDsg zommxua Guits ue Sognee 250 ur.
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Hioxazavenu

Hoprn:

Pezynerare:

Hoamora copbmun

Copnepxanue HBsAg B 1 Mn nanocanounoi
HUHAKOCTH BAKUMHBL JOMOKHO OLith He Go-

Sheree 7
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jee 1 % OT HOMUHAABHOrO KOMHYCCTEA.
Tuonepeas Or30 50 70 Mxre 1 M _
Oteyrersyer B Baxuune 5e3 KOHCEePBaHTa. &7, cz’ﬁf"ﬁf"’%
AJTIOMB I Or 0,35 10 0,65 mr (AP 5 1 mn.

& GF 2oty

! TipomssescrBentibie
| HETAMMbI

Saccharomyces  cerevisiae JTAH-041/p20
{ceporum ay),

Hansenula  polymorpha KBT-99/pHB-51

{cepoTHE ay),

Hansenwla  polymorpha  KBT-98/pHB-50

(cepoTu ad)

Yuaroska

Ho 1 mn (p3pocnas o3a, | B3pocnas noza
s 2 ietcxue jo3s1) 1 no 0,5 Mi (zetckag
1034} B aMIYABI HPO3PAYHOro BECHBETHOTO
crena HC-1 wim crexna I-oro rugponura-
ueckoro knacca. llo 10 ammyn B xoutyp-
HOH s4efiKoBOl yNAaKoBKe U3 IUICHKM TO-
JMBHHIDUIOPEAHON U QONBIY anoMunne-
BOM ¢ uHCTpykuuell 0 NPUMEHCHHIC M
HOXCOM aMINYJBHBIM B [AYKE M3 KapTOHA.
Hpyu wcnons3oBamnu amMuyr ¢ TOYKAMH
HAINOMA HOX AMRNYABHbBI He BKIATBIBAIOT.

M,’ZY/

Lowr

| Mapkuposia

B cootsercrun ¢ HJ.

Lo

Kpanetue

B coorsercram ¢ CII 3.3.2.3332-16 npu
Temneparype or 2 no 8 °C. 3amopanuga-
nue ve ponyckaerca. Jlonyckaeres wpart-
KoBpeMenHoe (He Gosee 72 wacos) xpaue-
HUE 1HpH TEMIEpATYpe He Bhine 30 °C.

Tpancnopruposanie

B coomserersun ¢ CIT 3.3.2.3332-16 npu
Temreparype ot 2 jo 8 °C. 3amopanusanue
He nonyckaerca. Jlonyckaercs xparxospe-
MeHHoe (He Donee 72 yacoB) TpascrnopTH-
poBanue Npu TeMneparype He senue 30 °C,

Llvors

Cpok roanocrn

4 rola

7 gz
¥

SARTOMERNEC: CEPUS BAKIMHEL COOTBETCTRYET TPEBOBANMAM HJ P N0OO0O738/01-190218

Jarasmnyeka 25 227
Hara ssavws naciopra 2445 2022 Havansunk OBTK

Havajgsauk npousbogcrra |




