PA3BPEIIEHUE
Ha BBOJ B rpaxciaHckuit 060pot B Poccuiickoit Mepepaluy cepui Win mapTuu
npousseneHHoro B Poccniickont Genepanuy nmv BBo3uMoro B Poceuitckyro ®epepanmo

MMMYHOGHOJIOTMYECKOT0 JIEKAPCTBEHHOTO MIperapaTa
Ne P006-00110-77/03317007 ot 02.10.2025

Brinano ®enepansHoMy rocy fapeTBEHHOMY aBTOHOMHOMY Hay4YHOMY yupexaeHuIo "DenepanbHplil
HAYYHBIA  UEHTP  HMCCIefOBaBMM M pa3paGOTKM  MMMYHOOHONOTHMHECKHX  IpEapaToB
uM. M.IL UYymakosa PAH" (Muctutyr nomwomumenura), Pocems, 117218, r. Mocksa,
BH.TEP.I'. MyHUIHIANBHEIA okpyr Kotnoska, yi. Kpxmwkanosckxoro, a. 29, k. 5, stax 3, nmom. I,
koM. Ne 6, IHH: 7751023847.
(HanMeHOBaHHE FOPUANYECKOrO JINNA, Iopu,unqecmu anpec, MTHH) »
DepepasnbHas cy:xba o Hagzopy B cepe 3APABOOXPAHEHHS HA OCHOBAHMH 3aKJII0YEHHUSI
Mcnsrrarensrolt maboparopuir MOCKOBCKOH 1a60paTopuy KOHTPONS KauecTBa JTEKapCTBEHHBIX
cpencts OIBY "MMITOYAOCMIT" Pocsppaskajzopa
(HanMeHOBaHHe (QENEPAILHOTO roCY JAPCTBEHHOTO BIOMKETHOrO YUPEIIEHHS)
or _26.09.2025 Ne 2057/JK-11/25 paspemaer BBoA B rpasIanckuii oopor
(nata) (nomep)

B Poccniickoii @eaepayun HMMYHOGHOIOMHYECKOr0 JIEKAPCTBEHHOTO IpenapaTa
Kirem-2-Bak (Bakuuna kiereBoro sHueamira KyJIsTypaibHas 09HIeHHas
KOHIICHTPUPOBaHHAd HHAKTUBUPOBAaHHAs COPOUPOBAHHAS)

(ToproBoe HaMMEHOBaHHeE)
Baxkiwna s npodrIakTHKY KICIIEBOro sHuedanrira
(MesxryHapoHOe HEMATEHTOBAHHOE HANMEHOBaHHE (IPYNIMPOBOYHOE WM XHMHUYECKOE)
CYCII€H3UsI AJIsl BHYTpUMBILIeYHOro BBegeHus 0.25 mn/nosa 0.25 mi - ammyst (10 wr.) -
NAYKK KAPTOHHEIE - JIsl 1e4eOHO-TIPODUIAKTHYECKHX YUPESXKACHUH
(bopma BEITycKa (C yKa3aHHeM JleKapeTBeHHON GOPMBI, 1O3MPOBKH, (hacOBKM) M KOIUYECTBO B YIIAKOBKE)
cepun 596 , 00bem cepum uiam maptun 3317
(nomep cepn_n)- : (KONM4ecTBO YITaKOBOK)
roanen no 08.2027 ,
(cpox ronHoCTH)
npouspoAcTBa  PenepajbHOTO  rOCYHapCTBEHHOTO — ABTOHOMHOIO — HAYYHOrO  YUpPEIKACHHUS
"@eneparnbHEIH HAYIHBIN TEHTP HCCIEAOBAHMH M pa3paboTKX MMMYHOGHONOTHYECKAX MPENapaToB
uM. MLIL Yymaxosa PAH" (Mucruryr nonmomuenura) (PIrAHY "O®HIUPUIT um. MLIT. Uymakosa
PAH" (Mucturyr nommomuennra)), Poccus, r. Mocksa, mocenenne Mockosckuit, . MHCTHTYTa
TOJIMOMMEIINTA, B, 8 (BCe CTanuu, BKIIOYAs BBITYCKAIOIINM KOHTPOJIb KAYECTBA).
(HauMeHOBaHME U afipec MPOU3BOAMUTENS (C yKa3aHUeM CTaiuil NPOU3BOACTRA)
Perucrpauuonnoe ynocrosepenne Ne JIIT-001584 or 15.03.2012.
JepixaTenn peracTPanMoOHHOro YAOCTOBepeHns DeaepabHoe rocyIapeTBEHHOE ABTOHOMHOE
HayyHoe yupexnenue "QelnepanbHBIM  HAaydHBIH = LEHTp MCCIEQOBaHMH W paspaboTku
uMMyHoOuonoraueckux mnpermapatos um. M.IL Uymakosa PAH" (MHCTHTYT NONMOMMENUTA)
(PTAHY "OHIIMPUIL mm. M.IT. Yymakosa PAH" (Muctutyt mommomuenuta)), Poccus, 117218,
r. MockBa, BH.T€P.I. MyHHIMIAILHEH okpyr KoTnoska, yi. Kp>1<m1canoscxoro ‘%29 K. 5, aTax 3,
oM. I, kom. Ne 6.
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DEAEPANLHOE TOCYAAPCTBEHHOE ABRTOHOMHOE HAYUHOE YUPEXIERHE
«@egepamuinnl vayunmit uentp ]!CCJIQ}!DU!\IIIlﬁ " wn]mﬁb'wﬂl HMMYNOGIONOrHN LI TPENAPATOR 1M, M. Yymakonn PAH» (Mucrutyr monwosrennTa)

117218, Paceuitcxan egopnii, v, Mockua, wirepr, Myiniiiinfisbii oxpyr Kovaasien; yamun Ipmoaaiioucxoro, aont, 39; kopnye S, sxa 3, nomsentenite |,

ionineir Ne 6

Bug: Cranpnpruns gunonnenss dopma

|_Hagoanme: Macnopr

[ ®opmn Ne: Te M 02-16-004

[ Bepenm: 01 [ Crp. Tua2

nacnorrz £08

KJIEW-3-BAK (BAKIWHA KJIEIEBOIO S3HIEDAJIUTA KYJILTYPAILHAS OUNIEHYAS KOHIEHTPUPOBAHHASN

UHAKTUBUPOBAHHASL COPBUPOBAHHASL), CYCITEH3NS JUIST BHYTPUMBILIEYHOLO BBEEHHST

Howmep cepun

Jata. BEImycKa: Aezyem 2025 2.
Tonew fo: | Aszyema 2027 a.
596 Ob6vem cepuy amrt/(ax.: 33 170 aminyn
KonnyecTro yrakosox: 3317
Konnuectro n03: oona
O6BeM onHOM Hoakr: 0,25 mn

IpousBoxeTBeHHBIH TAMM

Pocenn, Cepua Ne 163/162/228

ramm «CoQri» HeNoRMPOBAN B KOITEKLIY [WTaMMoB [Tofpasenenys MHCTHTYT
supycosorunum. 1.1, Msaronckoro GIBY «HULOM um. H.O. Famanen» Munsapana

(nonep HIT)

HCIILITAHUSI IPOBEJEHBI MO H JIN-001584-230321 namenenue Nel, wsmenenie NoZ; usmenenne NoJ

Nu
n/n

Hanmenosanue
noKazaresus

TpeGosanusn HI

'PesyanaT HCNLITANMNS

KJIEW-3-BAK (BAKIVMHA XJIEIEBOrO SHNEDAJIUTA KYAbTYPAJILHAS OYHIENHAS KOHUEHTPHPOBAHHASA

MHAKTHBUPOBAHHASI COPEUPOBAHHAS), CYCIIEH3USI LIS B‘HYTPI(IMI:IUIE‘{I{OFQ BBEAEHMS

Tomorenuas cycnensus 6eloro isera, 6e3
MOCTOPOHHUX BIJIIOYEHHH, PN OTCTAMBAHNN
paspensiomancs i 6eCUBETHYIO IPO3PAUHYIO

Fomorennas cycniewsus Gemoro upera, Ges
MOCTOPOHHHX BIJIIOYEHHH, NPH OTCTaUBAHWA

aHTUrceHa

o ‘ ¥ pasfenmomanca Ha OGecuBETHYI- Npo3pauHylo
. nucaHue X EIXJ1 ca, T4, "
1 O g il;ni (:CC'K'T!:!ZIE:}&HH?:X;J?OH}blioIRKﬁOe:I‘OHT:MLéBZTHI - HHUAKOCTL Y PLIXIBIN 0CAL0K 66110{‘0 useTd. an
n(?c_m 0}; St OH;KHM P BCTPAXHBAHUN  XNOMbS,  KOHIJIOMEPATsl M
P ‘ el A NOCGTOPOHHYE HACTHLE! OTCYTCTBYIOT
OTCYTCTBOBATE.
s oo, MO DUSMUETS | [lonye,  Bonact  oneunuicora
2. | Homnuunocrs xc.ﬁcu el cbanu}"ra Sy MMMpi"}; — UMMYHUTET K BUpycy Knewesoro snuedamnura
gy P 4 TIPH UMMYHH3aLHY MbTel nunnu Balb/c
Mblwed uyun Balb/e, o
Bpems Cycnensus, 06pasyiowasncs npu
3. CeNUMEHTAUMONHON | BCTPAXUBAHHMY, He JOHKHA PACCHaUBaTHCS B He srenee 3 munym
YCTONMMBOCTH TeYBHUE 3 MHHYT,
KonuyecTsennoe »
4. | onpeperiexue Turp anTurena nomien 6u1Th 16 MeHee 1:128. 17256
aHTHI'eHa
HspnexaeMnlit
5. oBLe He menee Homuuansuoro (0,25 mn wau 0,5 M) He menee vomunansrozo (0,25 mn)
Conepixanue g
5. -1 ; 0,89 ma/mn
6 . e ‘(.)‘,6 ,0 MT/Mn : 2
7. CrepunsHOCTS Tlomkha 6ITh CTepubHOM, Cmepunsio
BakrepuansHorie
. ‘ ' ‘ 3 24 ES/mn
8 SHIOTORGHEEL He 6onee 50 ED/mir. 0,24 ES/m
9 SHom i Hoinkna 6bITE HeTOKCHUHA Hemorccynna
' TOKCHYHOCTh : : ’ :
10. | pH 7,4-1,8. 74
HomxHa OuiTh crieumdrgecki aKTHeHa,
Crienmdrgecast "Munumanspas AMMYHH3HpYIowan Aosa
11, | akT#BHOCTE - BaxiuHsr (MU Dso) nomicka G5iTs B Tipenenax
(avMyHOTeHHOCTE) | 0T 0,001 10 0,017 Mut. Koaduimenr
cpasHuTeNLHOA UMMYyHOTeHHOCTH K 2 0,5,
Tonxora copGumm: '
12. S 80-100 %,




o ®EAEPANILHOE TOCYXAPCTREHHOE ABTOHOMHOE HAYUHOE YYPEXKAENNIE
«wtbeaepinsistii waystitih uaTh neehemoniniinil e faapnGaTri tisinyioGitonoriscckx npenapaton s, M., Yymarovn PAH» (HncriryT nomiomiennta)
L7218, Poceuiicutnss @enepaium, £ Mackna, snrep,c Mysinnnns i ouepyr Kornousea, ymiun Kpaaiationexaro, now 49, woprye 8, arasm 3; nostentcinne I,
Bun: Cranpapruns sanoaiisiestas iopasa [ Hazoamse: Iacnopt L .[Nu(gopnmNs: e Ne:02-06-004 [ Bepen: 01 [ Cp. 2m32
ITepnuunan ynakopka IepBuynan ynaxonka
Baxuma 110 0,5 Mn (1 g03a anst mu ot 16 et | Baxunna no 0,25 i (1 103a i gerel ot 1 roga
y crapiue) wi no 0,25 M (1 no3a is getedt ot | 4o 16 net) B aMnynax ofLemoM | Mi u3 cTexna |-
1 ropa no 16 ser) n amnynax (TV 9462-001- | ro rusposwraueckors wiacea.
83426370-2012, TV  9462-001-84299122- | Bropuusas ynakoska
2010) ofvemom 1 Mn wu3 crexna l-ro | 10 ammyn B navke u3 KapToHa KkopofouHoro ¢
THIPOIMTHHYCCKOTO, KIACCa. MHCTPYKLHUEH NO NPUMEHEHIIO,
13. | Ynaxorka
BTopyuHas ynaxoska AMRYIIE! HMEIOT. TOUKY IUIST BCKPBITHS,
10 aMnyn B navke M3 KApTOHA KOPOGOUHOrO ¢
MHCTPYKUMEH 10 NPHMEHEHMIO M HONOM
aMIYJILHBIM IpH HEOBXOIMMOCTH,
TIpy. ynaKonie aMmy, MMEIOUMX KONbLO
M3JI0MA MITN TOYKY [UIS BCKPBITHA, HONK
AMITYJIEHBI He BKNaABIRAIOT,
Ha nepsuubioli ynakorke (aTiKkerka amfiyint) | Ha mepuunolt ynakonke (aTHKETKA AMMTYJILI)
YKa3blBAIOT:  COKPALIEHHOE  HAMMEHQBAHHE | YKA3aHO: COKpalEHHOE HaWMEHOBARHE
npoussopuTens ¥ Aepxarens (snafgensua) PY; | npousponutens K pepikatens (snagensua) PY;
CTpaHy; CORpAIEHHOE TOPrOBOG | CTPAHA; COKPALIERHOE TOPrOBOE HAMMEHOBAHHE
HauMenopanme.  «Knem-3-Baky; crocob | «Knem-3-Baxy; cnoco6: BBEASHHS; KONUYECTBO
BB/CHHUS, KONHYECTBO 103 B aMmyne; o0nEM | 103 B aMnyne; o6bEM OXHON LO3bI B MJI; HOMEP
ORHOM K03BI B MJT; HOMED CEpHM; AaTy BhIMycKa; | CepHH; JIaTa BhITycka; ¢pok roaoctTH («lonew
cpox FOAHOCTH («Conen ROM); | A0INY; MPEAYNPEAHTETLHAS HAAMKCH - (IUTs ACTel
TIPEY NPEANTENLHBIC HAMIHCH - AN neTeit oT | o | rona fo 16 ner.
1 rona 5o 16 niet» wnm «pns nutt o7 16 nier u | Ha  propuusoi ynakosxe (xapToHHas mayka)
CTapuey. yKa3aHO! TONHOE M COKPAlUeHHOE HalpaHue
Ha_sropuuHoli ynaxoske (kaproHuas nayia) NPOH3BOAMTENS W fepiaTtens (saanensua) PV
YXa3bIBAIOT, NOJHOE H COKPAEHHOE Ha3BaHKe cTpaHa; wp”ﬂp[qecx(”ﬁ afpec; TOPropoe
npou3BoAnTeNa M aepucarens (nanensia) PY; | yaumenosane: FPYNNUPOBOUHOE
CTpaHy, IOpHAMYECKHMIt afpec; TOProsoe HaHMEHOBAHUE, JIEKAPCTBEHHAN. (POPMA; COCTAB
HaUMEHOBAHHE; IPYRONPOBOYHOE | pa | fo3y ¢ yKasaHWEM HA3BAHMS I KOJIMYECTBA
HAMEHOBAHMe,  nekapcTheHHylo  (HopMy; | pelicrpylomero BELUECTRA " nepey H
©OCTaB Ha 1 103y C yKalaHMeM HA3BAHHT M | goromorareibHbix BELIECTD; KONMHUECTBO aMMy;
KO/WqecTsa  JIGHCTBYIOIUErD  BEILECTBA U | xoymuecrso 103 BO BTOPUHHON  yrakoBke;
NepeHHA BCMOMOraTe/bHbIX BELIECTH; | konmecTBO 403 N 0GBEM B MI B ammyJe; HOMEp
KONMHECTRO  aMITYJt;  KONMHECTBO 03  BO | cepuu; maTa BLINYCKA, cpok romuocTi («Tomen
BTOPUMHOH yNaKoBKe; KOJHUECTBO 103 U 061EM no:); cepuitupiit Homep; GTIN; KOHTpOnbHbIH
14. | Mapxuposka B MIL'B aMIyne; HoMep Cepuu; Hata BulyCKa; | ypeprnduraumounsiil srax  (KM3); ycrosun
cpox ropHocty. («onen noiw); cepuitHpiii XpaHeHus; «CTEPHIBHOY; HoMep
HoMep; GTIN; KOHTPONbHLIA | perpcTpatitoHHOro YIOCTOBEpEHNUS; IITPHX KOX
unentiukanonpilt suax (KU3); yonosun | EAN; curmanshas momoca kpacHoro Lera:
XpaHEeHUs, «CTEPHIBLHON; HOMEDP | muxrorpaMma B BHEE NMEPEYEPKHYTOTO B kpyre
PEFUCTPAUMORHOTO  YNOCTOBEPSHUI, WTPHX | (gremra; NpeAynpeauTEabHYIo  HAMMMCH! A
kon EAN; cursanbas nonoca kpachoro useTa; | nereif ot | rona o 16 em, «3amopaiiisanue He
TIMKTOrpaMMa B BUJIE. NEPEHEPKHYTOrO. B. KPYre | nomyckaercsy, «Iepen npUMeHeHeM
KNeILa; MPEAyNpPENNTeNbHbIE HAANHOM: AN | poTpaxHyTLY, (XPAHHTD B HENOCTYMHOM IR
nereitior I ropa no 16 memy wu ¢ans muy ot 16 meteff  mecten, «Ilpefiapar ~ we  copepuT
jer W cTapuey, «3aMOpaKMBAHME  HE | auruGuoTHKOD M KOHCEPBAHTOBY; AHTHTENA K
HOIyCKaeTen, «ITepen NpHMEHEHHeM | BIY. 1, BUY- 2, K BUpYCY T_BHHTHTEI C u
BCTPAXHYTHY, «XPAHHTH B HENOCTYNHOM JUia TOBEPXHOCTHBIM aHTUreH BMpyca renatura B
nerelt Mecrey, «llpenapar mHe CoOmepCHT OTCYTCTBYIOTY, «BakuMHa  W3roToBJEHA C
aHTHOHOTHKOB H KOHCEpPBAHTOBY, (AHTHTENA K HCTIONLIOBAHUEM  KITETOIK SMGPHOHOB Kypy»;
BH‘I-I, BHq-2, K BHpYycy renarira Cu yCnoBus oTIycKa «ﬂﬂﬂ nevye6uo-
TIOBEPXHOCTHLIH AHTHIEH BUpyCa reraTtura B npqunaKTl-mecwx yupexaeHuity;, KOM
OTCYTCTBYIOTY, «Baxuuna M3roTOBACHA C | yhaiopku.
MICIIONIBIOBAHMEM KNETOK OMOPHOHOB Kypy;
YCIOBHMsL oTnycka «Hos seyebHO-
NPOGUIAKTINECKHX  YHPEKOGHHH»;  KOA
YIAKOBKH,
Knew-O-Bak (BakimHa kieuesoro sHuedanufa Kyiumypm “Wﬁ‘fﬁ&m&k\mwf VPR
- KOHUEHTPHPOBAHHAS MHAKTHBUPOBAHHAS COp6 iﬁ@?ﬁ@lmﬂﬁ?we VNG ol X
SAKIITOYEHUE: g (Huervyy movitginsongy )
coomgememeyent TpeﬁoBaHnnMIﬂLJﬂI—Oﬁl 42303210 Mﬁ%ﬁgﬁl’ﬂ%& migmereHe Nop,
uamenenne Nu3, PR ""‘"""'IW lhﬂuobimma.
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