PA3PEIIEHUE
Ha BBOZ B rpaxxaaHckuit 060poT B Poccuiickoit Defepauun Cepuy WM apTHH
TNpousseaenHoro B Poccuiickoit Menepanyy wik BBO3MMOro B Poccutickyro ®eneparmio

MMMYHOGHOJIOTHYECKOTO JIEKAPCTBEHHOTO Ipemnapara
Ne P006-00110-77/04061319 ot 24.12.2025

Hay4HBIA UEHTP HeCIieNoBaHHMit  paspaGoTky MMMYHOGHOJIOTHYECKHX npenapatos um. M.IT. Yymakosa
PAH" (Mucrturyr nonuomuenuta), Poceus, 117218, r. Mocksa, BH.TEP.I'. MYHUUMIAJBHEIA OKpyr
Kornogrka, yi. Kpxxwxanosckoro, n, 29, k. 5, atax 3, mom. I, xom. Ne 6, UIHH: 7751023847,
(HaumeHoBaHMe TOPUINIECKOTO ML, IOPHANYECKHH aapec, HHH)
DepepansHan ciayxba mo HaJ30py B cepe 3APABOOXPAHEHUS] HA OCHOBAHMH 3AKJTIOYEHM S
HcnpitarensHoi naoparopuy - MockoBeKkoit mabopaTopuy KOHTPONS KauecTsa JICKapCTBEHHBIX
cpencts PIBY "MMIIDYAOCMIT" Pocsnpasransopa
(HaumenoBanue denepansHoro TOCYIAPCTBEHHOTO GIO/KETHOTO YUpesKneHHs)
or 01.12.2025 Ne 2483JIK-11/25 paspewiaer BBOJ B rpaxaanckuil 06opot
(nara) (Homep)

B Poccuiickoii DeepauMn AMMYHOGHOJOTHYECKOT0 JIEKAPCTBEHHOI0 Npenapara
Baknuua kemesoro SHUEDANTITA KYJIETY paNbHAs OUHIIEHHAs KOHUCHTPUPOBAHHAS
UHAKTHBUPOBAHHAS Cyxasl
- (TOProBoe HaUMeHOBAHYE)

Bakumna s npodmnakTaky kiemesoro dHIeamTa
(MG)K,H}’H&}')O}IHOG HENIATEHTOBAHHOE HAUMEHOBAHUE (prHHI/IPOEO‘IHOG HITH XMMPI‘{CCI(OG)
THOGUIU3AT VIS TIPHTOTORIIEHHS CYCIICH3MH [UIs BHY TPUMBbIEUHOro BBeenus 0.5 mi/nosa
1 M1 (2 mo3p1) - amyser (5 IIT.) - MAYKH KapTOHHLIE/ B KOMIIEKTE ¢ pacTROpHTEIEM
(amirynen) 1 i - 5 wr./ - NeICOHO-NIPODMIAKTHYECKIX YupeKHenutt
(bopma BriTycka (¢ ykazanuem NeKaPCTBEHHON (hopmpl, 103MpOBKH, GACOBKH) 1 KOTUYECTBO B YIIaKOBKe)
cepun 746 (cepus pactBoputens 746) ,  oGwem CepHM WJIM MapTHH 3694

(Homep cepun) (xonuuecTBO

YIaKoBOK)
rogen go 07.2028
(cpox roguocTH)
npoussojgcTea  denepansHoro FOCYNapCTBEHHOTO  aBTOHOMHOIO  HAYYHOIO YUpeKICHUS
"DenepanbHE HayUHbIH UCHTP HCCIENOBAHMH 1 paspaGoTki HMMYHOGHONOIHYECKIXK IIpEnapaTon
uM. MLII. Yymaxosa PAH" (MucturyT monmomuenura) (OrAHY "OHIUPUIT um. M.IT. Uymakosa
PAH" (Mucturyr nonmromueruta)), Poccns, r. Mocksa, moceene Mockosexuit, . Wucturyra
IOJIMOMUENuTa, BJIA. 8 (BCe CTauy, BKIIIOYas] BBIITYCKAIOMKH KOHTPONE KAYECTBa),
(HaMMeHOBaHHe Hanpec NIPOU3BOAUTENS (C yKazaHuem craguit HPOHSBO}ICTBB)
Perucrpanuonnoe yrocrosepenne Ne JIII-Ne(009200)-(PT-RU) or 11.03.2025.
Hepxarenn PErHCTPANHOHHOrO yXoCTOBEpeHns denepansioe rOCYapeTBEHHOE ABTOHOMHOE
HayuHoe  yupexxaenue "DepepanbHblif HayYHBI  OEHTP  WCCHeNOBaHUM K paspaboTku
MMMYHOGHOJTOrHYecKuX Tipenapatos um. M.IT. Uymaxosa PAH" (Mucraryr nonuomuenuta) (OI'AHY
"OHLWPUIT nm. M.II. Yymakosa PAH" (Mueruryr nonuomuennra)), Poccust, 117218, r. Mocxkaa,
BH Tep.I'. MyHUIMNanbHb1H okpyr KoTioBka, yiL. Kpoxmkanosekoro, 11, 29, k. SyoTanedsmom. I kom. Ne 6
(mauMeHoBanve, azpec) SN \\AYHHO%
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Bug: Coruupipisitnganoiiiean (opna I"H‘;lvanm(u}e':llacn@r” v || Dopaa NesTeNe 11:06:000 | ‘Bepeim: 04 | Crp: 1n33

IACIIOPT Ne., gz ) W

BAKUMHA IcJIEMEB.Qro SHUEDAJIUTA KYJILTYPAJILHAS OUHLIEHHASL fedmwﬁvmqmgm

UHAKTVIBUPOBAHWAS CYXASI, JHOOMIMSAT IS IIPAT OTOBIGHHSL CYCIUHAH UL BHY TPUMBIEYHOr0
BBEIEHUS 0,5 MUUO3A BKOMILIEKTE CPACTBOPUTENEM = AIMOMWAVS THIPOKCHIIA TEITS.

Jlara 'npdﬁ%dﬂbﬁ&(hﬁxa;@g); : 27.06.2025

A.IIei.Ta;zﬁmnyckav(iaaicumial)fz, e | Hions 20252,

Homep cepun (paxipna): » 746 | Posen no (saxuma): | . Ihona 20283

‘O6BeM cepun (saxipra); _ , 18470 amnyn

Kosinueerno noz: - T & Oge

Lramu «Coruny BRI ROTSKUHI W TAMMOD ;Ho;ipmcnwunfﬂnc'ru'ryrfnupyconam; s, LU,

HpOHSBo.uCTBeHHBIﬁ' ITaMy | Harosgioro DLBY: ¢HILIOM uihi: Hi® Taniaiensy Munsmpasa Pocouy;

. : . Copnst Ne: 163/162/228 . .

' JaTa npousBonCTsa (PACTEOPHTGIL): __ 02.06.2025
Homep cepum 745 Hara ssmyoxs (pactsopaiens); o | Mo 2025 e
(pacteopurens): e Toyen.xo (pacTsopurem): 1 Hexaops 2028 2,
O6Bem cepinr (pacTBopyTens): 18470 tmuyn

Toderndo
Honn
2028 2.

JIT-N(009200)-(PTERU -1»1'325:'
(hoxep HIY).

Oﬁmeex'l{dmiiémm.;ynafconorcanamam,;xgsn’-
KOMITIEKTE ¢ PacTBOPHTEHoN:

‘Cpok rofuoeTH Komimexra

(maxifpina. ¢ pacTsopurenen): 3694

NCHOBITAHUS POBENEHBI 1100

Ne | Hanmexosanue
n/n TORATATENN

Tpebosan mrHI : .Bégynmawucnmfr@utm

, Ilopucras  wmacéa  Genoro uBeTa,
Hopﬂ,cm';iM’aqca'6,§J10r‘g-uaera',~.rnrp‘ocxommga, THrpOeKOTIHIA,
e e —
| nenpospaHan eycHeHsuy e r TPeR, DR HENPOSPALHAL eYoreHsin Geforo-upera, npn
o QTCTAMBANMN . PAIHEINHOITACS :Ha Gecuperayry: [ b reenad O } )
1. Ot TPO3pAHyI0 Ezamk,o"‘crb. H DHIXIBIE: fq‘cagjgz,g SISTARDARAY, _Pasperomancs  Ha
Genoro. wpers: IpH Botpsisemanmmn wiomss; |, Secupernylor HIPOSPAUIYIQ  JUAKOCTE
KOHMIOMEpATHl ¥  1peTOPORHUe. acer | PEIXIBLE ocaniok  Genora ‘usera.  Ipu
HOMKHB! OTOYTCTBOBTE ' BOTPAXUBAHUY  XIIOTIBS; KOHIJIOMEPaTEl W
s TIOCTOPOHIHE MACTHIIE! OTEYTCTBYIOT.
, JomikHa BEBEmATS CrenAhHIeCKAL MMy HuTer | BESLIBAGT ereLpdreckit HMMYHUTET X
2, | Vimentadmiamns | x BHDYCY KiewieBoro. omueA npy | mupycy. IEBOTG.  BHuEdanuTa.  1pn
MMMYHRESAg MBITeH rkpn Balb/g, | vy aar 1 MBie i e Balb/e,
3. | Bpems pactsoperms | He Gonee 3 umayr. ; | _ 2 MuHyTH

4, | Commvermatmonsas | Cyenensys; o0bpasyiontines TPH BOTPAXUBALIY, |

yoroHaunocrs ‘HE IOIOKHA PACCHAME TGS B: Towckme 3 MHEHYT; Boreo 3 mumyr

Komuaectnenios . . R
5. | oupepenerme Tup aerarera gonwer Gty #e MeHge 171280 131024,
AHTHTE¢HA ' ‘

& Horeps:s Macoé-npu

s, SAAy (VY i 1 :,H;gox,
BHICYIUMBAIY He Goree 2,0 %, | 1,0/%.

. 7. | Crepmisiocrs. - Jomxa Geres CTEPHITbHOM, Crepunsa;

8 Bakrepuansune

SRIIOTORCHIET | He Gonee»:SOI ESi..

9 AndMambmay

| TOKCHYHOGTE

| Jomiua. 651 HETOKCHYHA
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Bup: Crapprintan sancuitienian dopra | Hagpuuney Macnopr : | Dopra i Tle e 11:06-000 | Bepensir 04 | Crp, 2m3
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10. | pH [ T4~-18. 75

AKTHBHA,
mosa;

i “Tomkna "Gsrrz:,:
Crenudraeckas Mumvansuas
11. | axrmmrogrs, { marmrsr (M) !
| (amiyroreniders) | 0,001 mo 0,017 - wa,
, rcpamme!mapﬁ‘mMyI{o‘rgmo,cTﬁ,'I‘, 0,5: . _ ,
Pactropurens paxrurin Kiemesoro syneama KYRBETYpansHOR OuuiIe RO KOHICHTPUPOBAHHOMN
CUBHD i AMFOMUHUA THAPOKCUIA rem,

HMHAKTYBUPOBAHHOM CyX 0l : A
cepust Ne 746

e o | Fomorenmas  merpospawsar eycrensHs
Tomorennag ‘nenpoapatman Cyenensus: Geroro | Geitoro uBeTs, mpE  OTcTAMpaMuK

‘|, UBCTA, TIPY ‘OTCTAURANIMY pasfieomancs Ha paszemomascs T GecnpeTHyio

. BeCUpeTHYIO MHO3DAYHS HAKOCTH TXIBLE | ° "
1. | Onmeasue ecuperiyro UROAPATHYK ﬁﬁiﬁoﬁpﬁ:ﬂamﬁ UPOIPATHYIO IKHIAKOCTE: M PEIXIIEIH OCANOK

§

030K Gesioro Lpera, o e REHORL: 18 pROG,
| MIOMS,  KOHUNOMEpaTsl ¥ NocTOpomHMG eore uperd, Jipy BOTPIXMBARMH RIQHEL,
| saomeust nominst otoyromsonare KOUFNOMepATE K. HOGTOpORRHE WacTHIp
] ; . OTCYTETBYIOT.

- | Comepiranme: _— N
2'» - BUTIOMHHEYS 096 ol 1:0 MI/MIL. 0,78 MF/MJI

3, |pH 5,5::8,5. TS5

4. | Cenuvenraunonnan .,C_)_{cng:xgam,;’qtip_aa)"quqamm“ngu BCTPAXHBAHNY, |

YeToiInEoCTE: HETOIDKHA DACCTAMBATACH B Teuerum 3 My, Bonee:3 muw

S. | Crepumsmoots | MomxetrGhirs CTePUILHBIM, " Crepuren

6 AHOMaNKHAT

i QIKEH GBITE HETOKCHYEH, [eToKeinien
TOKCHAHOCTS, JOmKEH Gr1rs HeTOK HYEH, ;}Ie"ro]\oweﬂ

9 Msiexaempii

oG He:menree HOMUBANBHOTO (055 Mif w1 mmy. He meree ioMumansnoro (1 mur)

Heppranas yraxonka: epBHiHay yITaKopKa;

To' 1 pose (0;5 MII): BAKUMIEL B ammynax | J10:2 nossr(1 ) BAKIWHLL B &MITYTax, 00BeMom

obsemonm 1 ML BIIH 116 2: AG360 (@855 ¢) BAKUMHBLS: | 3 M1 13:GeCUBETHOLO.cTewa; L-ro

amITynax. oGsemont 3 ‘M1 ‘u3 ‘Temuoro: Hm THAPONUTHIECKOro Kidcca mo: UCO 9187,

Gecxgnemorq OTORIA 110! THADONHTHHECKOTO: PacTaopHTens ~16. 1 Mt B aMIyax o6semMonm 3

: macc_a’--no..I/I_CQ 9187, , MILIVEL 2%, NOB0BOM BAKIHEEL 13 6ecxpsemoro‘

|- PactBoputens ~ino 035 M Bamiyitax oSsemon eTeKIE |-10 THAPOMHTAYeCKOro KiTacea 1o HCO
Loy g 1 nosonob paiin wiimo Limns | 9187, ;

/AMOYnax 06EeMOM 3 MITIUTH 2-X. 0s30Bok

BAKIMHEL U3 OeCHBETHOTO CTreKiig. 1-ro Kommnexr Mo 2 coctourus | aMTIYJIBL,

THINONBTIISOKOT0: KITACea 116 ACO 9187, conepuame 2 noss (1 vn) vakupmsr i 1

: ‘Brmyexaror KoMIrextax; |, AMITYIIBL, eomepKareit1 anacmopnre{m.

: e : : E__(m,mLQL__] tobroutT: Mz 1 aMuymsy, |

8. | Ynaxonia JoRepacumeit 1 posy (0,5 mn) paxitmey w1 | Bropyasas yraonia;

AMITYIBL, COMSPIAMEIT0;5 it pacts OPUTENS. IIars KoMiiexton Ne 25 maaxe us xaprona

Kovmrexr No 2, COCTOUT w1 AMITYJIBL, KOpoBouHoroC chmyx_fmeﬁnoxnpmmemﬂo.

conepxameit 2. nosst (1 MA) naximmize w1

aMITyamsy, coxepasiel 1 mit pacraopurens,, AMITYIIBL BMEIOT TOHIY A BOKpEITHSL,

Bropuanas ynaxosia; » ‘

Ilath. xommexton No 1 wmt No: 2B nadis wm

! KdproHa xopoGousore ¢ MHCTPYKIMeH o

| ipvencmmo  m  posom AMIYIBHAM,  T1p |

| Hprynakosxke amiryr, IMEIOIHIX KOib1io: Q@é\{j@gh\xﬁz N7

; 'mhoma<mvro;my.vmmﬁc‘_xmmfrrégtj,ﬂoxk v - IS /0 e

AMIYIBHBNE HE PRIANSBAtOT: ‘ ?K) ¢ .




9. | Mapruposia

d)ElIEPA.TIbHQE FOCY}IAPCTHEHH OF: ABTOHOMHOE HAYUHOE V‘IPE)IUIEIIHE
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117218, Poceniicionn mmcpmum, £-Mackunngn

Ally (1 Hmny’r nomcmmelun 2)
n.npm. Mvmuulnamwml‘i okpyx‘ Knmauun, yerii Kiikneisyor o v 29 KOpuye Syavum 3, nomertiins I,
mmmm M6

Hagnanne: Ha‘cnop‘r R : [ Dopna: N HcMH 06:000: | Bepcum 04 | Crp. 3ma

.ﬂB  COOTBETCTBHUNC: pasae oM.1.3.2. Monyns 1

‘Ha HePRIYHON v AKOBKE m‘mce'rxa HA am

Baxcu_gmom ykaabmarm

Toprosoe: wamMenosatme, - ¢rocos BBGGHIL, | TOpropos a}meﬁoaa!me, Cr0¢06 BRexenmt,

AKTHBHOCTL

kommgeceno qogy O0TEN B Mt Hani
- OLHOM Jio3EI B: i
‘CPOK: LOAHOCTH: (T oneu: Ba:y), Gris merett ¢:3 cpox ron BeTH («I‘o,ueﬂ J0: »), oIS peTedi 3
Jery B3POCIELX; ‘
Ha nepepasoi; nak’o’m‘(é.’Ata"rnkermﬁazw ne ¢ | Haite “BH‘HHOK AAKOBKe (STUKETKA Vid AmiTy

KIemenorg

OUMINEHHGH
HHAKTHBHPOR;
TUIPOKCKITA

IelteTayrommero BELIEOTBA W fepears | ykasammeM  masmanus ‘W KoymgecTna
BCNIOMOTATENEHELK BEIIECTE, aKTHBHOCTE. : TEHCTRYIOmEr0 ‘BemecTRa: ¥ IOpeYHs
Aelfcrayrowmero- BEIICCTRA, KONUYSCTBO, amITyre | BONMOMOTATE B EK BEIUECTB; AKTHBHOCTH
DAKLIHOM, KONHIECTRO fioa BO BTOpIIHONR BeHCTEYIOmETo BEIICCTEA, XOIUYEOTBO ‘AMmyir ¢

| YHBKOBKE, KONMMECTHO 103 i OGBEM B Moy b | BaxturoN,
aMITyie, 06 BEM ool K0Sk B M, Konuyecrso | YHAKOBKe,
‘AMITYJ1.0 PACTBOPRTENTEM i1 ér'0 QOBéM B:MILB '
AMITYIIG, HOMep CepHM.u iaTy 1 BRImyeKa

’Bakuum,x apac'mopmamz CPOX rofHOCTH Y16, HOMeP.. epmf MaTa; errycxcd BEKUMHEL
KOMITTEKTA (Bazmmacpacmopmenewr) | # pactmopuTem; CPOK. TOTHOCTH KoMriextd
(«Tones, o), CCPHIHBIT HoMep, GTIN, (paxivms ¢ pacTh pmeneu) («Tomen o »),
KOMTPONBHELH MMV IO HELIH Sk ‘cepuibiE HoMep;. GTIN,, KORTpOAEHEIY
(KI/I3), YCTOBYUT XPAHCHI, KCTEPHIBHOY,. : unemu@uxamromm suak: (KMB), yenomus |
WIpkX-kop EAN: "CHIHANBHAT TOTo 6o Kpacuoro HEHUA, (OTehIEHON, WTPHXKoR  EAN,
lisera, TpeRyIpemuTe M HEE: HAOIICH: st :CPﬂ’HaJIBHaSI Tonoss  ‘kpacHoro. 1BéTa,.
HETEH 03 nrer. W B3POCIBIKY, «Hpenapa'rlxe NpSRYnpERiTensiie ‘Hammon; KOnA HeTsi ¢ 3
| comteprcnr aumé‘mmxosnxoxcepsaaron», «B | orer oy B3POCIBIXY, «Hpenapa’r HE' coliepoiir
'.x<omunexrecpacmopmenem ~ AIMOMHHHL. AHTHOMOTHROY ¥ KoHCepranTOBY, (B KOMIDIeKTe
THIPOKCHNA TenEY, «XpaunTs  Hejip TYIHOM. | ¢ DACTBOPHTONEM - AMOMHHMY THNPOKCHTA
JULE, Kexedt, Meozey, «PastropsinToL 0 TeNEY; (XPAHNTL: B: Hexocrymrom Wi fetel
TPHITATABMEIM: ‘PATTBOPUTEIEMY, | ' ‘MecTew; «Pacrp ATH TONBKO TPYTATASMETV

l'IpPIMeHeHHeM BOTPIXHYTEY, ¢ AL wxa X

BHY-1, BUY:2, ACBRPYCY TenaTirTa C

HonépXrocTLI anTHren: [ BUDYCa retathTa B

OTCYTCIRYIOTY, YOIOBHST otmyexa-« s v

JretxeGHo-upoqmnammewmc yt{pe)xaxe}mn» 'omycxa «,Z{m{ neweﬁrxompodamxammecrmx
Y 4 ,I[ ¥

KOX ynakosku,

'pac'mopmenx

GIh), OOHEM ‘M, omep ‘cepiivy
| RATYBUITYCKA, S0 roptiosy: («Comen BQi)..
‘Ha.propymmoit: NAKOBKE:

;ykaﬂbm&&r; I
HAWMEHORKIHE NPOUIBOHUTe T Ut HepxaTens
(Bnanem.ua) PY, cxpany,’ ropumITEcKnit aupse; vnpomnomejm . epikarery (Bnanem,ua) Py,
TOProBog. HanMenoBanme,,
HAUMEHOBANHG Ha

ABBING, ncxapcme}myso @omvzy, 'COCTAR Ha'l J Ha.
HO3Y C.yKa3aHUeM B3]

Baxcupu{a memeﬂoro azme(palmra KYJIBTYDaE;
| KOHIIG_H’I_’pHpOBELHHaJI HHACTHBUPORAHHAS Cyxas,
CYCIICH3UR 1yt BHYTDHMEBIIENHOHG Bienenus 0,5 my/nosa: Cepis No 746 B
KOMITITEKTE & ‘bacTBopuTeIEM - AMOMUHUST THIPOXCHa, ek epl»m No-24
COOTBETCTRY T I"EG*WWWHMD&HHRM IOOBQOO)L IPI‘

Aeﬁcmyromero BemgcTpa, AKTUBHOCTE. AekcTRyomero: ‘BeligeTra,
1y e, 005 8M "KONHHEOTRO u o6Bem: My ammyne, -06nEm
ML, HOMep: Cepuy; ity » HOMSD' Cepum, aa BhinyGica,

mmeHoBﬂHue; D cmo"nTeneM Ka34HO; ‘HauMelioBanue

(pacrsopnrens BAKUHHE] . ‘pacTsopKTENs: (p*tcwopmem, BAKIHALT

BHehanyTa KYIBTYpansuol | knemspore aHuccpanma KymeTypansyolt
KOHUEHTPHpORAHEOH OYHTIE O korruempnponaaaoﬁ

HHON Syxolt ‘ATOMHHI ¢ fmzax-mnnpoaanno 2.

; ) . Homep cepum;
hary: BRIy CKa, cpox m,uﬂoom &Toner xo: ».

TOHHAS NAYKA)
ONHOS I coKpauerHoe

nomioe Hi cokpame}moe HaVMeHOBarme

YHmMpoBoyHoe; - CTpand HIHAECKIM ‘@1pec,  ‘Topronoe
LA CKOM ' H&HMeHOBaHHe TPYMINPOROYHOE HANMEHOBA G
W anmuﬁcxom A3BTKE,
'IBGHHM bopma, cocras Ha 1 gmosy ¢

{UA W XONMuerTRA £ oK

Komgeomso: #08° "BO  BTOpMHKOM
OMIMECTRY. K03 B OBBEM B M B
3 06/ e‘M AHOM: NO3BY B MI, KonuuesTso
JHTeNeM i ero oﬁséM B M B
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