PASPEILUIEHUE
H& BEOL B rpasanckiii 060pot B Pocoutickol Denepauun cepuy nin HapTHH
IPOX3BEASHHOrO B Poccuiickois Genepauny win 8803uMoro s Poccniickyro Geneparyro
UMMYHOBHONOrHYeCKorO ICKaPCTBEHHOID NIpenapara
Ne PO06-00110-77/01475213 o 36.10.2024

Beigano Denspansaomy FOCYHaPCTBEHHEOMY 4BTOROMHOMY  Hay4HOMY  yupemaeHuio
"Qerepansupii HAYHHBRIE  LeHTD  wecnenomanud  u PaspaboTky  UMMYHOBHOTOrHYECK X
npenaparos uM. M.IT. Yymakosa PAH" (MueruryT moau suenuTa), Pocens, 117218, r. Mocxsa,
BH.TEP.I. MYHUNUMNAILHEBI OXpyr KoTnosxka, yi. Kpsunxanoscxoro, 1. 29, x. 5, srax 3, nowm. 1.
Kom. No 6, IHH: 7751023847,
(HauMeHoBaR e FOPUIHYECKOTO fALR, (OPHAHYCCKIT azpec, MHH)
Denepansras caymba 1o Haz3opy B cdepe sapasooxpanenns na OCHOBAHHH 3aKJII0YeHHS
Mocxoscko ACIbITaTeTsHOR saboparopuy KOHTDONS KayuecTsa jIeKapcTBeHHbIX cpeynete GIRY
"UMIISVAOCMIT" Pocsmpasnagzopa .
{Rauvenopanue benepaisuoro POCYAEPCTBEHHOMO BIOIKeTHOrO yapemaenis)
or 11.10.2024 M 19821K-11/24 baspemiaer BE0A B rpaIancKui obopor
{nara) {Homep)

B Poceniickol Pexepauny HMMYHOOHONOTHYeCKOTO JIEKAPCTBEHHOTO Npenapara
Krnew-3-Bax (Baxuuua KICIEBOTO 3ruedannTa KYIBTYPalbHas OUUILECHHAS
ROHUCHTPUPOBAHHAS UHAKTHBHDOBAKHAS copbupoBsannas)

{toprosoe HauMeHoBanpe)
Bakumua 118 npodunaxTuy KIEWEeBOro suuedainTa
{FJ@K;’.&}’E%&I?OEHOC HEIATeNTOREHH S HAUMEHOREH e (T{J_\/E‘LHMPOBO‘IHOG KM X’/EML‘WGCKOE)
CYCHBHBYS 118 BHYTPUMBILEYH OIS 3eenerns 0.25 mi/moza 0.25 wmo - amitynsr (10 mr,) -
Ha4KY XAPTOHHBIE - i feuebuo-npodunaxtuvecinx YYpEeKIeHrH
(dopma eximycka (o YXAIZHNCM NIEXAPCTBEHHOM GOpMEL, LO3UPOBKH, GACOBKM) 1 KONHUECTRO § ynaxkoasxe)

cepau 529 »  o0bem cepun wan naprua 3313 ,
-
{(stomep cepun) {(KOAMUECTBO yNaxoBok)

roxen g0 07.2026
{cpox rogsocT)
UpoH3BOACTEE  Demepansuoro POCYNApCTBEHHOTO  aBTOHOMHOIO HAYYHOTO  yuYpexiaenus
"Qenepansupil HRYHHDLIY LEeHTP UCCIeHOBANME u paspaboTky UMMYHOBHOIOrHYeCKX ripernaparos
M. MUIT Yymaxosa PAL" (MuctatyT Homomnenura) (PrAHY "OHLIUPUIT uwm. M.IT. Yymaxosa
PAYY Macratyr feuomuennta)), Poceus, r. Mocxsa, fZocenenre Mockosekuit, 1. Muernryra
HONMoMueHTa, BT, 8 (Bee CTanuy. BKIouAy BBITYCRAIOWHY KOHTPOIIb KauecTsa).
{nanmenosanye 1 A2PEC TPOU3BOANTENS {C VrazaHten CTaAu npousBoacTRA)

Perucrpanuonnoe Yaoccrosepenne Ne JIIT-001584 ot 15.03.2012,
Hepmarens pervcrpanuonnoro YhoocToBepenun Deuepansuoe TOCYIAapCTBEHHOE ABTOHOMHOR
HayqHos  yupexicHue "Qenepansyst HAYHRIH  UCHTP  mecnenosamuii paspaboriy
mMMyHoBuoTorgyeckuy lpenapatos unM, MLIT Yymaxosa PAK" {Macruryr nonxnomuenuta) (OTAHY
"OHLWPUIT v, MUIL Hymaxosa PAH" {(Macraryr noanoMuennta)), Poccus. 117218, r. Mocksa,
BH.TED.r. MYHUIMIIATLHLIE oxpyr Komnosxa, VI Kpm&x&:zoacxem, . 29,x.5, araix;;}, rnom. |,
XoM. Ne 6, ST T

{nau 1CHOBaHHe, aapec)

HAOKYMEHT IojmIcan .
IEXTPOHHOM IOIIHCEO - -

31H276219840 IAIDEDS14T4DFD4

1 Hapxomenwo Asrrpuit Beevoiaogonuy

Cepridimar $12a

3aMecTuTens DYKOBOAUTENS
Poczxpaaz{agsopa

“1.B. Tlapxomenko

feiaen ¢ DR 2028 no 1207 2008
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GEREPAIDHOE TOCVIAPCTBERHOE ABTOHOAMHOE HAVUHOE SUFEKIEHIE
«egepansindi Dayunuil enTy neeatronaalt 1 paapadeTs M synobnanorisuseis npenapares e dLIL Upsanona PAHY (Mucturyr noausmsemira)
17218, Pocciriickas Peaepatis, £ Mockas, BieTepr. Myitinmavig oxpyr Kotaenka, Y Kpawmsanonskore, o, 39, kopaye §, avas 3, noveenise |,

wosara Mo g

Bug: Crauaaprung sanosusesas Hopan

| Hossanue: Gnenopr

i Gopua Nor Tlo N 02-06-004

| Bepestn: 01 [ Cro. Tus2 i

nacnopt m 407

KAEL-3-BAK (BAKIMHA KIARUIEBOTO 3HUEQAINTA KVABTYPANIBHAS CHUUIEHHAA KOHUEHTPHPOBAHHASA
BHAKTHBYPOBAHHAA COPBHPOBAHNAM), CYCIEH3HA JAA BHYTPUMBILIEYHOIG BBEJEHHSA

1
{

Homep cepay

Hara suinycxe: Hiony 2024 2
Tonexs no: Hionn 2026 2

OGsenm cepry amn./Hnax.

33 130 amnya

529

Konusdecrso YHAKOBOK,

3313

Konuuecrso nos:

o0dHa

Obbem onHON Do

0,25 ma

1pOK3BOACTEEHHBIN TaMM

Poccun. Cepms Mo 163/162/228

Hlvamyr «CoParEY QCNORKPOBAY B KGIICKLAY LITAMMOB Monpasnenenus VucturyT
erpyconorsy vvn LM, Ysadesekere OIEY «HMLIEM m. H.O. Tamanenw Muuzapasa

el

ACTTBITAHNSA NPOBEAEHS! (00 HIJIN-001554-230321 nansenciye Nel. HIMEHeHHe M2, wamencHue Nod

4
{Honen Hij

bt Hawmenosauune
7 TpeboBauns HJJ Pe3ynnTaT HensITaHUA
u/n NOKa3aTERd
KJAEIL-3-BAK (BAKIUMHA KJIEIIEBOIO SHUECANNTA KYJILTYPAILHAS OYRUIEHHEAS KOHUEHTPUPOBAHHAM
BHAKTUBAPOBAHHAR COPBUPOBAHHAS), CYCNEH3NS IS BHYTPHMBILUEYHOIO BBEAEHMS
Tomorennas cycnensus 6enoro useta, 5e3 - =
H0CTOR ostEn imx;;emﬁ o c;cra;r;;m TOMOTSHHAA Cycnem3nz  Benoro  useta, 6e3
a;l””sz’;maﬁcx A 6”'"743‘&?}? © 103 ;t;ww NOCTOPOHHNUX BRUIOYERWH, TIPK¥  OTCTaKBaHMM
- ~ PEsLeNROmancd ta bec Yi0 IpOspatity: DR3ACAMIOWAACE Ha OECUBRTHYIO NPO3IPRYHYIo
i, Ornucanue MKBAKOCTS ¥ PuIXARiH ocazok Senoro userTsa. : N
WHAKOCTL ¥ DhIXALIH 0canok Gesoro useta. [lpy
Tipu BCTPAXMBAKHUH XNOILE, XORIIOMEPATH! § : ) ) .
N BCTRAXKBARUY XNIO0bEA, KOHMIOMEDPATE! #
: HOCTCROHHKS HaCTHUL! JOMIKHB! )
i | MOCTOPOKHHE YACTULL! OTCYTCTEYIOT
OTCYTCTBOBRTH, |
onxEe OuiTs nomTHEHOA, JONKHa BLI3HIBATS .
, i’;"f{bw*c;ﬂi’x :illiivV“?xTeilwﬂB"“vcv - Tonsuiua. Biisbisaet creungHIecK i
2. TomnnssHooTs O o DA UMMYHHTET X BHDYCY KIGWIESBOro 3HuedanyTa
KIRLUESOT0 FHLEDATATE MK HMMYHHIELNH ’ i . Y
o ) pY UMMYHEH3ANHY Mblluel nuEKK Balb/c
Meliue nunuy Balbie,
Bpema Cycenenans, ofpasyiowancs apx
3. SLMMEHTALMOHHON | BCTPAXMBANAN, HE AOIIKHE DACCTENRATHES B He senee 3 puiim
YCTORUUBOCTH TEHEHHE 3 MUHYT.
Kommecreennos
4, ONpEReneRIS Turp anrurena nomwkes Guits He mexes 11128, i:512
aHTHTEEA
» H
. | Msenexaemsiii . . ;
5. . Bt He menee omunansyoro (0,25 mn waw 0,5 un) ! He meuee nosmunanenczo (0,25 ma)
A DS
™
. Corzepixanne N N
8,6 - L0 mrivn, 81 me/min
g ATOMUHES Y b.84 me
7. CrepribHoCTs Homxuze BuTs CTCPUALHCH. Cmepunsuo
" Baxrepuansusie -
&. He Gomee 50 ES/va 4,03 E3/mn
3HOOTOKCUNE! nee 30 EShvr 9,03 B3/
G Anonaias Homxua 0uiTs HeTokCHIHR Hemoxcuuna
[ TOKCHYHGETS l T HIT TOKCHYHR, EMOKCUY
i3, | pH 7.4-7.8. 7.7
LonzHa GhiTs cRennbyNecKy axTasHE.
Crneunduueckas MrHRMATEHAS MMMYHASUDYIOLAR 4038 MHTs0= 0,0078 22
. v < MEL o= i
i1, | eKTHBHOCTS saxuiks! (MHIso) pomxua SriTh 3 npenenax K= Y 0 ‘
(mamysorersocTs) | ot 0,001 1o 0,017 v, Koadbuuuesr R
CPABHHTEREHCH ¥MMYHOTERHOCTH K > 0,5,
vy Errires
oy Honxora copSunu 80-100 % 100 %
aHTHreHa
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L7218, Pocouitenan @enenaes,
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| “PeaemRtLIL nay BEHTP HCCALROBANIT 1 paapaboTic namynobus Aoy REERApaTes . MLIL Yymaross PAH: {(Hucrimyr hernorCAlTR)
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! Baxuuna no 0,5 Mz {1 zo3a ans iy o7 14 ner

i ! | ¥ CTapIe) uan no 0,25 M (1 nosa nns merefior |

! ! rona no 16 AeT) B ammynax (TY 9462-00:-
83426370-2032, TY 9462-001-8429%177.

2010) cofvemon | MR B3 crexnm

TREDOIHTENECKOG knccs,

Bropuusas ynawoska

10 avayn B nauxe H3 KapToHa kopobuumoro o

AHCTPYRLMER  [mo ADHMEHEHMIO 4 nowcom

EMITYIBHEIM NPy HeodxorumocTy,

Tpu ynarosxe EMITYN, MEIOWHX Konsne

+ H3S0MA U ToKy nx BCKPBITHA, HOX

| BMIYIRHE He BxnannipaioT, ;

Buz: Crimag
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Ha nmepspuuoh YOAXOBKE (3THXKETKE aMmTyssr) |

f! | YKAIBIBRIOT: COKpauieHnGe Hanvenosanue |
H

: RDOH3B0AMTe M AepXaTe NS (Bﬂaaensua) Py
§ CTpaRY; COXpaUeHRoe TOproGoe
| Eauvenopanze «Kaew-3-Bawy;,  cmocos
| BECLEHHS, XOAHYECTBO o3 B amnyne; ofuiy
‘v ! OZHOR no3si 3 My, HOMER cepum; naTy BRITYCKE;
| ! epox FORROCTH {«Tomen LYY
: i UpERyniperuTensupte Hagmucy - «ans geted or |
; -1 roae oo 16 mery AN €A A80 0T 15 met
crapiien,
Ha sronuunos YDAx0BKe (KapToHHas nauxa)
YK&3IBIBAOT: DONHOE K COXpalieHnoe Kassanmye |
FPONSBOZNTENS # pepiaTens {(enanessua) PY;
CTRARY,  10pHauRecimi anpec;  Toprosce |
HIUMEHOBAK K, TBYNNHPpOBoy e
HauMenosarue; AEXAPLTBEHHVIG Gopmy;
COCTER Ha | nosy ¢ YKa3aHMEM Haszpauuy &

; KoavyerTaa  medctsyiougers BewecTsz  y |
nepeyns BCNOMOTATERpHpIy ewecrs; |
1

KOIMIRCTBO  amiyn;  komwgecrsg 03 3G |

; BTODIuHOH ynaxoswe; KOAMHECTRO 203 1 06pEy {
Mapxuposxa B M1 3 amnyie: HOMSE cepyu; aara BBITYCKa,
; tPox romzmoet: («Togen Lo, cepufinny
HOMeEp; GTIN; KOHTPOMbHbIH |
I { | BRCHTROUKALMONHBIY 3uax (KM3); venosus |
| Xpanexus; HCTEPUABHON, HOMep j
; ; | DerHCTpANMOsEOTO JAOCTOBEpeHuUS,; IITDHX
XL EAN; curnanuas 1100¢8 XpacHoro ysera; |
AHXTOIDAMME B Brae TIEPEIEDRHYTOTD B Kpyre z
Khiewa; Hpenynpeaurensuse HaAnHeK: «ans |
P aered or 1 roga go 16 ety unu aang Auuoris |
AT w crepmes, «3amopaxpsanue  pe
i ' Aorvexaereny, «Iepex NpuMenetnes: |

i ; BCTPEXHYTEY, «Xpanuts s HELOCTYNHOM s
Aetedt mecTen, allpenapar  ye CCaBPRHT ;
axTubuoTKoE ¥ OHCEpBaNTORY, «AnTHTena X
| BHHY-1, BHY-Z, & BMDYCY renatura O
| TICBEDXHOCTHBLY anTpres BYpyca renartere B3
OTCYTCTBYIOTS,  «Baximuz HAIrOTOBNIEHA ¢
HCNOAL3OBaMueM  Krerox 3M8puonos Kypm;
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¢ IlepBHysas viaxopra :
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{1 023 fing Leteitor | roga

. Ha_sropuuncy

§ Knew-3-RBag (Baxumua xnelgenoro SHUEDAUT KYITBTYPATE
: | XCHUEHTPHpOBanKas MHEKTHBUPOBAK HAs capﬁzpsaaz—max)cepmi Ne 529
| | coomsememgyen: TpeGosarusv HJ JUI-001584-230321 H3Menenye Ne

| Bepostm 01 Crp.

Bexunua no 0,25 Mn
A0 16 ner) 5 ammynax OGBEMOM 1 M1 #3 erexra |-
TC FalpONHTAYECKOTD Kiacca: '

Bropuusas vhaxoska

10 amnyn » mavke ug RapTOHa KopoSoyHorg ¢
HHCTpYRWACH 110 NprMeRemmo,

AMITYIH BMeroT Toy Ky mns 8expuiran,

(3TuxeTkA aMITyne)
HauMeHCRarue

Hs nepmmuron YTAX0OBKe

YK&3aHo:! Coxpaluestos

! UPOMIBONMTERS w aepxatens (Bragensua) PY; |

CTPaKa; CoKpauieHHoe TOProROe HaMMEHOBaHLE
<<K:;em—3~8ax»; cnccol saenemmy; KojuyecTro
£03 B amiyne; ofpén OxHO% mo3nl 3 MIT; HOMep
COpuH; naTe shinmycka; Cpox rozmocTH («Tonen

| Z0%); nipeaynpeanTenbHay HAATNCS - «aaq geTelt

ar i rope 2o 16 nery,
HaKOBXE  (KaDTOWHAA  nayka

YKE38HO: riostuoe ¥ COKpamenHoe HassaHue

| HPOMIBOANTRAR B gepwarens (snanensua) Py,

CTPEHA,  IOpHARNNECKUN
HaHMeHOBaHKE;

ampec; TOproepce

TPYTIIHpOBOUHQe
Ha%M@HOSQHHC; JeKepCTReRHAN Q)opMa; cocras
He 1 A03Y © yKazaHuem Hassanug y Konu4yecTna
ESI"ICTB}'}OMCFO BElISCTRE H nepevyg

BCIOMOTATEIIbEBIX 3¢uiecTs; KojgecTso aMnyn;

KOLNECTBO  no3 BO BTopuHCoH YNaKoBKe;

| XOREYECTS0 003 1 ofnéy 3 MI1B-aMiyns; Komep |
{ CEDUY; mara Bpinycka; CpOX romHocTy («oney

A0 cepuitupi somep; GTIN; xomTponssii
BECHTMOHKANAORAESIE 352 (KM3); venosus
XKpaHeHHE; «CTepHIBHOY;
POrHCTDRUHOREOrD JROCTOBEPEHMA; WTpHX Kox

; amnénor}mm H KOHCC?BBHTOB», «AHTHTETR K

BHY.1, BHY-2, « BUDYCY rematuta C y

| (OBEDXHOCTHBIN amturen BUpYCa. renarura B

OTCYTCTEYOTY,  «Bakyuza H3roTOBNIEHA ¢
| FenoNz30BANMEM  KneToR aMEpucHos xyp»,
Yeaonus OTIyCKa «na seuelHo-
BPOQHIaKTIN kY YUDSKACHHEY, KO

SHas OteRsa

2 H3Menenue Ne2,

HOMep |

|

232 !

|
|

|
;‘
|
|

| EAN, curuaninag 1010Ca  XpacHoro 1BeTa;
THKTOrpamMa B 3yze liepeuepkayTOrO B Kpyre
| xIsma; CRENYIDEANTENLEYIO Hammies: «ZAR
Aetef or ] roge no 16 121y, «3aMopaxuszye e ,
AoTiycKaeTcsy, «ITepeg PHMEHEHHeM |
,BCT;’B}IXH}’T}:», «Xpax—mn B HCEOCT)/HHOM Ans
Pherell  mecrew, «Ilpenapar pe COACHIMHT
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