PA3PEIIEHNE ,
Ha BBOJL B rpakiancknit oGopot B Poceuiickoit Qeeparuu cepun iy mapTim
npousseieHHoro B Poceuiickoit denepauuu wiid BBosumoro B Poceuitckyro ®eneparuio

MMMYHOOHOJIOrHYECKOT'0 JIEKAPCTBEHHOTO TIperapara
Ne P006-00110-77/03591052 ot 23.10.2025

Brigamo ®esiepasHoMy rocyapcTBEHHOMY aBTOHOMHOMY HAayYHOMY yupekaenuio "DenepaibHbli
HAay9IHBIA ~ UCHTP  UCCNE/IOBAHME W pa3pabOTKM  MMMYHOOHOJNOTMYECKMX  NPEIapaToB
uM, MIL  UYymaxosa PAH" (Mucruryr mosmomuenura), Poccuws, 117218, r. Mockza,
BH.T€P.I'. MYHHIMIAIbHEH okpyr KomnoBka, yin. Kpxmkanoscxoro, x. 29, x. 5, atax 3, mom. I,
koM. Ne 6, UHH: 7751023847,
(HaMMeHOBaHKe KOPHANYECKOro JINLG, IopHIrYecKkult anpec, THH)
@enepanbHan cayxkba Mo Haa3o0py B cdepe 3APaBOOXPAHEHHsI HA OCHOBAHUM 3AKJIIOYEHHST
Hcnsirarensioit naboparopun MOCKOBCKOH J1aG0OPaTOPHUH KOHTPONS KAYECTBA TeKApPCTBEHHBIX
cpencts PI'BY "MIMIIDYAOCMIT" PocsnpasHazzopa
(HanmeHOBaHKe QeNepansHOro rocyIapCTBEHHOr0 BIOKETHOTO YUPEKACHNS)
or _17.10.2025 Ne 21971K-11/25 paspemaer BBOA B rpamaancKkuii oGopor
(nara) (Homep)

B Poccmiickoii ®exepannn NMMYHOGH0I0rHYECKOT0 JIEKAPCTBEHHOT0 NpenapaTa
Kirem-O-Bak (BaxiuHa Ki1emmeBoro sHiedaiita KyabTypaibHas OUdIIeHHas
KOHLEHTPUPOBaHHAS HHAKTUBUPOBaHHas copOupOBaHHast)

(ToproBoe HauMeHOBaHUE)
Baxnyna s npo¢rrakTHKY KIEIEeBoro SHueharra
(MexmyHapoiHOE HENATEeHTOBAHHOE HaUMEHOBaHKe (TPYNITMPOBOYHOE MK XMMHUYCCKOE)
CYCIICH3HMSI ISl BHyTpUMBIeunoro Beenenus 0.25 mn/mosa 0.25 min - ammynsr (10 ) -
IIaYKK KAPTOHHBIE - JUISl J1€9eOHO-IPOPUIAKTHHECKHIX YIPEITCHIH
(dopma BeImycKa (C yKa3aHHeM JIeKapCTBEHHON GOpMbl, 1O3UPOBKH, (PacOBKH) U KOJMYECTRBO B YIAKOBKE)
cepun 599 , o0bem cepum wam napTuu 3347 ,
(nomep cepun) (KONHYECTBO YITAKOBOK)
romen no  08.2027 ;
(cpox rogHOCTH)
npouseoacrea  DefepalbHOTO  TOCYJAPCTBEHHOTO — aBTOHOMHOIO — HAYYHOTO  yUPEXJEHHUs
"DenepanbHbli HAYUHBIA NEHTP HCCNENOBaHMM M paspaloTKH HMMYHOGMONOIHYECKUX TPenapaTon
M. MLIT Yymaxosa PAH" (MucTaTyT nomomuenura) (GIAHY "OHIIUPUIT um. M.II, Yymakosa
PAH" (MucruryT monuomuenura)), Pocewmss, r. Mocksa, mocenenne Mockosckuit, 1. MucTHTYTA
TTONHOMYeNIUTa, BIJ. 8 (BCe CTa/IM, BKIIIOYAS BBITYCKAIOLINH KOHTPONb KAYecTsa).
(HauMeHOBaHKE U 8JIpec IIPOU3BOLUTENN (C YKA3aHHEM CTaNUi HPOU3BO/CTBA)

Perucrpanuonnoe ynocroepenne Ne JIII1-001584 o1 15.03.2012.

Hepokaréns pernerpanymonHoro ynocrosepenusi dejepanbHoe rocyqapcTBEHHOE aBTOHOMHOE
HayqHoe yupexuenve "QenepanbHBIM  HAyYHBIM < UEHTP HCCHENOBaHWM ©  paspaboTKu
MMy HoBHoorrueckux npenaparos uM. M.IT. Uymaxosa PAH" (MuctutyT nommomuesura) (P AHY
"OHLIVPUIT um. M.II. Yymakosa PAH" (MucTutyT momaomuenura)), Poceus, 117218, r. Mockaa,

BH.TEp.r. MyHHIMIAILHEIA okpyr Kotnoska, yi. Kpxmkanoeckoro, m. 29, x. 5, stax 3, mom. I,
xom. Ne 6. m}wxmm%

F WAVAIIOE ’Yo‘ﬁ,
Yy
ﬂw “vemﬂmg 1 ( £ hy

(nanmeHoBaHuC, agpec)

' Km‘w}ﬂ Bﬁmgg o

1

; “x o ”.f
3 SR oI pyI{OB OHHTeJ—IH CEp’l‘H(pHKaT 42D1B24AD82BBD113BD1 2631‘F2(,\0ﬁ@8
POC3ﬂpaBHaﬂ30pa R N EI Buianenen Tapxonterico Jvarrpuit Beenosononitt R

Hettcrnurenen ¢ 07.04,2025 o 01.07.2026




WEAEPAJILHOE I'OCYJAPCTBEHHOR ABTOHOMHOE HAYUYHOE YUPEICAEHHE:

«Denepaniuii Ay -uenTp neenegonminiEnipRIpaAGoTINH iynobwonorueckx inpenapiTon s, MIl, yssiou PAT (Mucrirrys. nosinomucinita)

117218, Poceiticican Depepanun, T, Maocknn, BinTepr, Mynntiminanini Auepyr:Kovmonwa, yninad Kpwisi1GheKore, nan Wywapnye 5 aram I noveuieiie 1,
KominTa. Ni 6 ) .

Biux: Craupapruas annonusieman gopaa [ Hasoawe: Macnopr [ ®opma Ne: e N6 02:06-004 [8

NACTIOPT Ne S205 ™

KIIEUL-9-BAK (BAKLINHA KJIELWEBOI'O SHIEGAJIATA KYJII:TS’PA_JII:H‘A& OYHIUIEHHAS KOHOEHTPHPOBAHHA S
NHAKTHBHPOBAHHAS COPBUPOBAHHAS), CYCHEH3HA IIA BHY TPUMEBIUIEYHOTO BBEJIEHAS

s,
wHNBIN

peuni 01 [ Crp. 1432

Hara sbimycka: Aszyem 2025 2,
| Tonen xo: ' Aszyema 2027 2.
' Obsem cepuu amr./drak.; 33470
Homep cepriu 599 : P e
Konnuecrso ynakosoic: 3347
Kosinueerso no3: 00Ha
‘Obwem .onuoit fo3sr: 0,25 mn
Iamm «Codbuuy ACTIOHUPORAH B KosfeKuun wrammos [oapasnenenns Hucruryr
IIpoussoacTeennEIi mTamm: Bupyconoruu um. 1LY, WUpancucxoro GI'BY «HULIDM um. H.O. Tamaremny Muwsnpasa
Poccun, Cepust Ne 163/162/7928

MCTIBITAHUST IPOBEAEHBI TIO WL JII-001584.230321 mmenenue Nel, nsmenenye No2; nsnmencnns N3
{iosep HIT)

Ne Haumenonanue
u/m NOKA3ATeNs

KJIEUL-9-BAK (BAKIIHHA KJIEIEBOI'O QHINEDAJNTA KYJBLTYPAIBHAS OUNIENHA S KOHUEHTPUPOBAHHAST
HPIAKTHBMPOBAHHA}ICOPBPIPOBAHH*AH),_ CYCHEH3WSI JUISI BUYTPUMBIIEYHOO BBEJEHWSI

' ToMoreHHan cycneHsus 6enoro usera, 6es
TIOCTOPOHHUX BKITIOYCHUH, DY OTCTaUBAHHN
pasnensiowmancs ha becuBeTHY IO NPo3payyIo
1. Onvcarne KHIKOCTS | PRIXIBIA ocayiok Gerioro useTa.
Tpu BeTpaxuBaHAM XI0MbA, KOHTTIOMEPATL! 1
MOCTOPOHHNE HacTULBI AOIKHE

OTCYTCTBOBATD,

Homira GEITb NOATHHAOH, [loJDKHE BbIBBIEATE
CIELHBHIECKU UMMYRHTOT. K BHpYCY
IJIeLIEBOro sHue T TIpY IMMYHH3A UMK
Metwrel ity Balb/e.

TpeGosanist HJT Peaysurar wensrranus

[omorennas cyonengus Genoro pera, Ges
IOCTOPOHHUX DBKIIOYEHUH, TIpH oTCTAUBAHUM
pajfensiomancs Ha ‘GecUBeTHY0 Mpo3pavHyIo
KURKOCTE W PRIXITBHA 0canok Georo nsera. pw
BCTPAXUBAHWM.  XJIONBR,  KOHIJIOMEpATH! 1
TNIOCTOPOHHHME HACTHILS] OTCYTCTBYIOT

[Mopnunnda, = Buiskisact cnennpuyeckui
HMMYHATET K BUPYCY W/IGIIeBoro sHuedannta
TIpH UMMYHH3aLK Mblinel nuaun Balb/c

2 [MomnuHnocTs

Bpewms Cycnerans, o6pasylommascs npH

3, COMUMENTAUMOHHOK, | BOTPAXWBAHUY, He A0KHA PACCNAUBATECH b Heémenee 3 munym
YCTOKIHBOCTH TeYenye 3 MuHyT,
Kommaeersennoe

4; onpenenenune TUTp anTurena JoymKkeH GuiTh He-Menee 1: 128, 1:256
aHTHreHa
Hazsnexaembiit : ; N -

S, o6seEN He Menee nomunansroro (0,25 wr wn 0,5 M) Hetenee womunansuoza (0,25 mn)
Copepixanye ' - ;

6. WIOMUHHA 0,6+ 1,0 mr/mi. _ 0,91 M2/nin

7. CrepunsHocts Homxua 66175 cTepunbHoi, Cmepunouo
Baxrepransunie (

. Qg e VIT,
8 - He Gonee 50 ED/mn 0,06 ES/mn
9 EOHaE g Homxna Bhih HeTeKCHYHA Hemoxcuvua
" | TOKCHUHOCTE o .
10. | pH 7,4-178, 7,6
Homxna 6riTh crienupuuecku axTuBHA,

Creunduueckasn MunuMansHas nMyyH#sHpyIOwas no3a M Tsy=0,004 mn

11. | axTusHOCTS parunnsl (MHTs5) nomxua 65is 8 npepesax e b

K=0:8

(mmmyrorenrocts). | ot 0,001 n0 0,017 mn, Koadipmmment
CPABHUTENEHOH HMMYHOreHHoCTH K> 05,

12 [TonaoTa copbuuu

; 80-100%.
AHTHIeHa




J

&l

«wDeepamsnmil nnysnnil wenrp neenen ftar-puag

G)EIKEPAJILHOE TOCYIAPCTBEHIOE ABTOHOMHOE HAYYHOE VYPENCIEHUE

TIRH JMMY

wonitnTa Ni G

seerix npennpaton: iat, MJT Mysaxona PAIn (Mueritryr nnnlxonluxmx:Tn)
117218, Pocenitescase Degepannr. Mockun, nuvepa, Myummnasasiniii oknyr Kotaonia, yaria Kpmmnuoncuoro, nons, 29; kapnye §, rask 3, nowewetne |,

Bu Cranapruas 1anojuseman.iopai

| Haspauie: Tacnopr

| ®opma N TIe No 02-06-004

| Bepens: 01

| Cmp, 2132

13, | Ymakoska.

Ilepauynas ynakonka

n-crapue) win no-0,25 mir (1 noza Mn.ubreﬁo'r
1 ronta 1o 16 ner) 8 ammynax. (TV 9462-001-
83426370-2012,, TY 9462-001-84299122~

THIPONHTHHECKOTO KITacea:

BropuyHas yridkosKa
| 10 aMmyst B mauie u3 kapToHa XOpOGOYHOrQ G
HHCTPYKIMEH 1O TPUMEHEHMIO 1 HOXOM
AMITYEHBIM P HEOBXORMMOCTH.
Ilpw yiiakopke aMITy)l; IMEIOIIHX (OJBLIO0
H3INIOMd W TOUKY. JUTT BEKXPBITHS, HONC
aMMyJIBHEIH HE BKNIALBIBAIOT,

Bakuyna no 0,5 M1 (1 posa i nuw or 16 ner

2010) ofsemom 1 wmn M3 crewia lro.

TlepBuuHas ynakoBka

Baxnuda no 0,25 mir(1 gosa pns gereit.or 1 roga
1o 16 net) B aMnynax o6pemom 1.min3 crexna L-
rO TUAPOSUTHYEEKOND KIlacea,

Bropuynas ynakoska,

10 ammyn B mauke w3 KapToHa KOpOGOUHOrO ¢
MHCTPYKUMEH N0 TIPUMEHEHHUIO,

AMIYJIEL HMEIOT TOUKY IUTA BCXPLITHS.

14, | Mapxuponka

Ha nepeuunolt ymakoske (sTuieTxa amitynsr)
YKa3BIBAIOT;  COKPALEHHOE HauMEHOBAHWE
NpousBOANTENA R Hepiratenst (snagensua) PY;
CTpany, COXpaLIEHHOE TOProgoe
HaumeHoBanme:  «Kieur-2-Baioy; crocob
| BBEIEHMA; KONMMECTBO HO3 B ammyse; 00sém
ORHOM 03b1 B MJ1; HOMCP CEPHH; AATY BELTYCKE;
cpoK TOAHOCTH («Tonen §i (RN
NpefynpennuTeNsHble HAATINCH + (I AeTel: oT
1 roja fo 16 ner» mny «ust Uy or 16 ner u
cTapiuey.

Ha. BropuuHojt ynakoske (XapToHHAS nauka)
YKa3BLBALOT: NONHOE. M COKPAIEHHOE. HA3BAHKE
TIPOM3BOAMTENS: M nepikatens (Branenkua) PY;
CTpaHy; IOPHIMMECKHH ajpec; TOprosoe
HaUMEHOBAHME), FPYNTHPOBOYHOE
HaUMEHOBAHME;  JIEKApCTBEHHYI0  QopMy;
cocTas ne 1 fo3y ¢ yKasaHMeM HA3BaHMA U
KOJIAMECTBA . AeMCTBYIOLIETO  BelMecTsa M
TIepeyHs BCHIOMOTaTeNIbHBIX BELECTB;
KOJIMYECTBO  aMITy)l; KOJMUYECTRO. J03 BO
RTOPUHHOM YNIaKoBKe; KONMHYECTBO J03 1 00BEM
B MIT B-aMIly/e;. HOMEp CEepHH; AaTa BhIMYCKa;
cpor rogHocTH («IopmeH- 20:»); -CepHiHBIN

HOMeEp; GTIN; KOHTPOJIBHELY
unentHuaunonnelil sHax (KM3); yonosus
XpaHenus, «CTePHILHON) HOMEp

PEruCIPAaLMOHHOLO  YAOCTOBEPEHMUs; IUTPHMX
1o EAN; cHrHamp e 11011004 KPacHOT0 LBETa;
[HKTOrpaMMma, B BUAE. IEPEYEPKRYTOTO: B. Kpyre
Kiewa; NPeAYNPeAUTENLHbIE HALTHCH:, AT
aeteit ot 1 roga no 16 ner» vny «amr.auy ot 16
JeT M crapwe», «3aMOpaKMBaHME HE
JIOTTYCKACTGAN, «ITepen npHMEHeHHeM
BCTPSIXHYTB), «XPaHUTL B. MEAOCTYMHOM s
nereit  mecten, «lIpemapaT e COEPIHT
aHTHOHOTHKOB M KOHCEPBAHTOBY, KAHTHTENA K
BUY:1, BHY-2, k supyey remarurd C
TIOBEPXHOCTHLIA AHTHIGH BHpyca reratuta B
OTCYTCTBYIOTY, «BaxkuuHa HITOTOBJICHA. C
| ¥CronL30BaHMHEM KNETOK 3MOPHOHOB KypY;
| YCIOBU OTIycKa «ns JieveOHo-
TPOPMIAKRTHIECKMX  YHPOKISHAH»,  KoR
YNAKORKH.

Ha_nepsuyHol ynaxoBke (3TUKETKA aAMMYJibl)
yKa3aHo! COKpaleHHoe HauMeHoBaHue

npoussopuTens ¥ Aepkarens (snagensua) PY;

€Tpana; COKPAIEHHOE TOProBoe HaUMEHOBaHUE
«Kneu-3-Bax»; ¢nocob BBEAeHMs; KOMHUIECTBO
103 °'B aMmyie; o0sEM OfHOW 03Bl B MJI; HOMED
CepHM; JaTa. BLIMycka; cpox rogHoetH («[omen
J0:); NpenyNpendTeNnbHaN HaANNCE ~ (UL HeTel
ot 1 roma 1o 16 netTd,

Ha_propuunoit ymakonre (xapToHHasn Tiauka)
YKa3aHO: NONHOE M COKpAlUCHHOE HAsBAHHE
TPOU3BOAKTENS. M fiepiKaTens (anauensua) PY;
CTpaHa,  IOPUOMYECKHMH  afipec;  TOProBoe
HAaUMEHOBaHUE, TPYNIXPOBOYHOE
HauMeHoBaKHE; JerapcTeenHan (opma; cocTan
Ha | noay- ¢ ykasaHueM Ha3BaHMs M KOJHUHECTBA
ne#ieTByOUIEro BEIUECTBA H nepevHs
BCIIOMOTATENBHAIX BEUICCTB; KONHUECTBO aMITyJT,
KOJIMYECTBO. O3 BO BTOPMYHON  ynaxoBke;
KONMUECTBO 03 1 06BEM B MJT B amnyne; HoMep
cepitu; naTa BBIMYCKA; cpok romHocty («Ioned
now»); cepuifubit Homep; GTIN; KOHTpONbHLLH
uneHTH(UKauKonnpli  3Hak  (KM3); ycnosus
XPaHEHUSA; “CTEPHILHOY, Homep
PervueTpallyOHHOrG YROCTOBEPGHU; IUTPHX KOX
EAN; curHansias. nosoca KpacHOro LBeETa,
MUKTOIPAMMa B BUJIG NepeyepkHyTOro B Kpyre
xfewia; [peaynpeiUTeNkHYI0 'Haanmuch:  «ans
Aeteit o1 1 ropa z10 16 ey, «3aMopaipanye He
NOITYCKAETCAY, «Ilepen NpHMEHeHHEM
BCTPAXHYTLY, «XpPaHWTh B HENOCTYOHOM MUIA
nereft  mecren, «Ilpemapar He COAEPXNHT
AHTHOHOTHIOB ¥ KOHCEPBAHTOBY, KAHTHTENa K
BWY-1, BHY-2, k bupycy rematuta C w
MOBEPXHOCTHEI aHTUred BHpyca renatura B
OTCYTCTBYIOTY, «BakuuHa  w3roTonNeHa ¢
HCMOJL30BAHMEM KIETOK OMOPHOHOB  KypY;
ycaonus oTiyCcKa «Ina NeuebHo-
npodmiidrTayecnx yupencaeHnin; Koz
YITaKOBIiKH,

SAKJDOYEHHUE:
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