PA3PEINEHUE

Ha BBOJ B TpaXJaHCKuit 060poT B Poccuiickoii Deneparmm CePUH UITH NTapTUU
npoussenenHoro B Pocculickoit depepaliuy Hiti BBO3UMOrO B Poceutickyro Menepanyo
HMMYHOBHONIOTUIECKOTO JIEKAPCTBEHHOrO TpenapaTa

Ne P006-00110-77/02255362 ot 29.04.2025

Beigano ®egepansuomy FOCYNAPCTBCHHOMY aBTOHOMHOMY Hay4HOMY yupexaeHuio "dexpepanbHblil
HayYHBIH LEHTP UCCIENIOBAHNN 1 PaspaboTKH UMMYHOGHOIOTHUECKIX npenapatos um. M.IT. Yymakosa
PAH" (Mucrutyr monnomuenura), Poccus, | 17218, r. MockBa, BH.Tep.r. MyHHLMNANbHBI OKpYT
Kornoska, yn. Kpxwmxanosekoro, . 29, k. 3, atax 3, oM. I, koM. No 6, UHH: 7751023847.
(HAMMEHOBAHNE FOPUAMYECKOr0 NHLA, opuanyeckuit agpec, UHH)
@enepansHas cayxba no Haa30py B cepe 30PABOOXPAHEHUS HA OCHOBAHUM 3AK/IIOYEHUS
Hcnwrrarenssoit nabopatopun Mockosckoit naBopaTopuK KOHTPOJIS KAYECTBA NEKAPCTBEHHBIX CPECTB
OI'BY "MIMLIDYAOCMIT" Pocsapasragzopa
(HanmenoBanue (eepaTbHOrO roCyIAPCTBEHHONO BIOMKETHOrO YUPEKIEHNS)
oT _24.04.2025 Ne S537JIK-11/25 paspewaer BBoa B rpampanckuit obopor
(mara) : (nomep)
B Poccniickoit ®@exepanyu nmmyHoGnosoraueckoro JIEKAPCTBEHHOI 0 Npenapara
Baxuuna anTupabudeckas KynpTypanbHas KOHIECHTPUPOBAHHAS OUUIIEHHAS
WHAaKTHBUPOBAHHAL CyXas
(Toprosoe HanMeHOBaHUE)
Bakuuna qis npodunaxtuxu Gemencrsa
(MexcIyHapoiHOe HeMaTeHTOBAHHOE HAUMEHOBAHME (IPyNIMPOBOYHOE HAH XMMHUYECKOE)
NHODUIMIAT AN IPUTOTOBNEHMS PACTEOPA [Il BHYTPUMBILIEYHOrO BBEICHNS | mia/goza (1 gosa) -
aMmITyJsl (5 WIT.) - MaYKy KAPTOHHKIE /B KOMITIEKTE C pactsopurenem (ammynsl) 1 mi-5 wr./ -
st 1e4e6HO-NIPOMUNAKTHYECKHX YUPENKAEHMIH
(popma BrImycKa (¢ yKazaHueM neKapCTBEHHOMN opmbl, 103MPOBKH, ACOBKHM) U KOJSUYECTBO B YIIAKOBKE)
cepun 433 (cepus pactsoputens 407) ,  o6bem cepun man naptan 2546

(xonuyecTBO

(Homep cepun) YNaKoBOK)

rogea no 02.2027
(cpox rosHocTH)

Npou3BoACTBA DenepatbHOr0 roCyAapeTBEHHOTO aBTOHOMHOTO Hay4YHOro yupexnenus "OenepansHoiit
HayuHBIH LEHTP HCCNENOBAHMN 1 Pa3paboTKM UMMYHOBHOIOrHUECKIX npenapatos M. M.IT. Yymaxosa
PAH" (Mucturyr nonuomuenura) (OTAHY "®HLIMPUIT um. M.IL Hymakoea PAH" (Uucruryr
noauomuenura)), Poceus, r. Mocksa, nocenenue MockoBsekuit, 1. Hncturyra nonuomuenuTa, Bag, 8
(Bce cTanmu, BRITIOYAs BBITTYCKAIOLIMH KOHTPOJb KAYECTRa),

(HauMeHOBAHYE W afIpec MPOU3BOINTENS (¢ yxasannem cTamyil IPOU3BOACTBA)
Perucrpaunonnoe ynocrosepenue Ne P N002816/01 or 30.04.2008. (R
HepxaTens perucTpamMoHHOr0 ynocrosepenus DenepansHoe rocynapcmemg;%@ﬁ%m&%ﬁ@
HayqHoe  yupexnenue "QenepanpHblil  Hay4HBIH  UeHTp  WCCIEZOBaHwM ,4/{50
MMMYHOGHONOTHUECKUX NpenapaTos uM. M.IT. Hymaxosa PAH" (MucTuTyT nonvomis
"OHUWPHUIT um. M.IL Yymakosa PAH" (MUucrutyr nonvomuennta)), Poceus, L
BH.TEp.I. MyHUUMITANbHEIA okpyr KoTnoska, yin. Kpskskarnosekoro, 1. 29, k. 5, a1ax

(nanMeHoBanuUe, anpec)

HOKYMEHT TTOAITMCAR
DNEKTPOHHOU NOIITHCEHIO
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3aMeCTUTENh PYKOBOIUTENS

Pocanpasnansopa Cepragusar 42D1B24ADS2BED113BD1263FE2CCBCS9
Brragenen Hapxosenwo Maxrpsit Beenosnoponus

Jetterantencu ¢ 07.04.2025 no 01.07,2026
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Romiata Ne 6

@ELEPAJIBHOE MOCYJAPCTBEHHOE ABTOHOMHOE HAYUHOE YUPEWILANE
vox HMMyRoBITonoruceKIX npemapaTon i, M.I1, Yymarosa PAH» (Mucturyr TOHOMIEMITY)
siuTepr. Mynnunnaasustit oxpyr Kovnonka, ymuta Kpsosanonckoro, nos 29, wopnyc § oraw 3, nosewenne I,

i Craupaprias sanonimeman dapa

| Haspainre: [aenopr

[ Oopaa No; [e Ne 12-06-000 ' Bepens: 02} Crp. 1in2

HACIIOPT X 2G4

BAKITAHA AHTUPABMYECKAS KYJIBTYPAJILHAA KOHUEHETPUPOBAHHAS OYNIIEHHAS

HHAKTUBUPOBAHHAS CYXASL,

AHODHARIAT ANS IPUTOTOBACHHS PACTBOPA AUNISE BHYTPHMBILEUHO0 BBEICHHS

Howmep cepuu (Bakuuua):

433

Hara Beiycka (Baxuuna); Despans 2025
Tonen o (Bakuwuna): Despans 2027
Ob6sem cepun (Bakumua): 12730
Konwnuecrso yo3: Odna

[poussoncteenusit mramm

ATTCHYHPOBAHHBI IUTAMM (DHKCHDOBAHHOTO BHpyca Gewrencrsa «Baykoso-32y, nenoanr Ne 463/84 5

OPHUHANEHON KONIEKIMH POUIBOLCTECHHELX LITAMMOB Bupycos OI'YH

Pocrorpebuansopa, Pabouuit rioceruoii Bupyc No 33

«THCK un. JLA. Tapacesnuay

Hara sbimycka (pacTBOpHTENE): HAneaps 2025

gzz::o;ii 2;15): 407 Tonen 1o (pacTeoputens): Aneapa 2029
) O6neM cepru (pacTEOpUTENE); 12 730
Konutecrso ynakosox; 2546

HCHBITAHUS TPOBEJNEHEY IO HJ PN002816/01-281022

0,0006 %

N Haumenosanu

it - e TpeGopanust HJI Pesyasrar uenerranns

Baknuna antupabugeckas KyNbTypatbHAs KOHUSHTPHPOBAHHAL OUHIIEHHAS HHAKTHBHPOBAHHAS cyxas, cepus No 433
Ormrcanue Hopucras macca Genoro usera, rurpockomaia Topucman sacca Genvzo yeema, auzpockonuna

1 Boccrarosiesrsiit npenapar — NPO3payHbIH UK ¢abo et b ) b éuep. p

" OHHJTCCHHP}’IOIIIHﬁ pacrsop ot GCCUBC’YHOFO 110 CBETIO- BOCC"I(ZHGHJI&'I(H(J!R npenapany - npospavrsl
TR e Gecysemneiii pacmeop
Mommanrocrs Bakugna 10/mKHa BEI35IBATS crneunuyeckut Bakyuna eusvteaem cnequdunecruli
7. HMMYHHTET K BHPYCY GELUCHCTBA TIPH UMMYHU3AUAK nmMmynument K supycy Gewiencmaa npu
t~4§lmcﬁ UNMMYIRIAUIL ML
Bpewms pactsopenns | Jomkia nomocTso PACTBOPATECA B TEUEHUE S MUH
3. Tp¥ BHECCHKK | M1 pacTROpHTeNs (Bona Anst 2 mun
MHBEKLMH) Ha OIHY 103y BaKUHHD!
_ Ipospaunas wim cnaGo onanecuwpyioman wankocTs,

4. | Ipospaunocrs Hg’%ﬂce Sl Y Menee smanona I

5. | Usetrocts He Gonee sranona Ya Menee smanona Y4

6 Mexanmaeckue '

. SR Hosxua ssuiepxurars TpeGosanus Buidepocusaem mpebosarinus

7. | pH pacrsopa 7,2-7,8 ’ 7.4

ToTeps 8 macce mpu
3 & 2 [/ 0,

8 BBICYIIHBAHHA He Gomee 2,0% 1,2 %
AnsGymun Gerauit

9. | ceBopoTounsi He Gonee 0,5 mxr 8 1 goze Menee 0,5 mrz ¢ 1 doze
(BCA) :

10. | Crepumsnocts Homxwa Gurts crepunsroi Cmepunsna

11, | Ouporennocts Homicua GbiTs anuporentol Anupozennay

12 AnomansHas L . H o

s vkta GbITh HETOKCHYHOM [ eIMOKCUGFARS
TOKCHYHOCTD it IS -
— — L -

13 Crieunduaeckas Baxupita ne gomina conepaars sxusok supyc Kusoii upyc bey é’:{tcmaqiﬂ
BesomackocTs Gemerersa omeymemegern S
Creuuduieckas %\ &~ '

B0 AXN /&

14. aKTHBHOCTS He weree 2,5 Mexayseponusx Egwu (ME) 5 1 zose 2,9 ME/dosy N t‘:? Ao/

T - ‘?‘1
Pacreopurens pakiupmet anTHpabudeckon KYNBTYPaNbHOM KOHUGHTPHPOBAHHOMN OUMIIEHHOR Hﬂamuﬁ@%&mﬂgﬁo Qg’jf}
CyXOHt — BOna s wHBeKvH, cepus No 407 ~ ’\IE*.SQ"B«%
i. | Ciocenws BecureTHas npospavmas KUIKOCTS 663 samaxa Becusemnan npospaunas ycudxocn o3
‘ senaxa
Hpﬁ TNIOABNCHUY XKEATOTO OKpALUMBAHHA OHO BOINHCEO
H3IMEHHUTLHCH Ha Kpacrot or ﬂle6a.B‘ﬂ€HHﬂ He Gonee
KHCIOTHOCTS Wiy 0,1 M7 0,01M pacrsopa Hatpus ruapokcuia. [pu Hsmernenue srcennozo OKDAUIUGAHUA Ha
2. S MOABICHUH KPACHOTD OKDALIUBAHKA OHO HOIIKHO Kpachoe om npubasnenus 0,1 mn 0,01 M
HIMEHMTECS Ha JenToe 0T npubasnenys ue Gonee Puacmeopa nampus zudpoxcuda
0,15 mn 0,01M pacrsopa XNOPHCTOBOAOPOLKON
KHCJIOTH!
3. | Onexrponposomrocts | He Gonee 25 MKCM/eM 0,5 mrCmt/cm
4. | Cyxo¥ ocrarox He Gonee 0,001 %
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p— GEAEPANILHOE TOCYJAPCTBEHHORE ABTOHOMHOE HAYYHOE YYPEWAEHHUE .
*}1'2% «DoCpPABIBLT Ay LT LT HeCHeAoBand It pad PaBOTOR HMMYHOGHOIDIHLCKIIX IPCIAPATON 1A, M.II, Yymaxosa PAH» (HuctutyT NOAMOMUENIITE)
% 117218, P freas Qeney r M s Tep.r. Mymmumansisit oxpyr Kornoska, yauua KpreisaitoneKoro; goa 19, Koprye 5; 7Tam 3, nosewene I,
womuara N 6
Bigt: CTaURAPTHAS 30H0AUAEMAR PopMa | Hazpaune: Tacnopr [ @opsia Ne: e Ne 12-06-000 | Bepewn: 02| Crp. 2132
5. Boerasapimsaiglne P030B0C OKpALIMBAHHE HOMKHO COXPAHATLCR Okpautuaauue COXPaAHACIICA
BeLIeCTBa ;
6. | Yrnepoja AHOKCH/L He gomiceio BuiTh novyTHenus B Tesenme 1 4 Homymruenue omcymemeyem
7. | Hurparst u sutputs | He Sonce 0,00002 % (0,2 ppm) Menee 0,00002 % (0,2 ppm)
8. | Ammonui He Gonee 0,00002 % (0,2 ppm) Mewnee 0,00002 % (0,2 ppm)
9. Xnopumsl He mosnxio 66iTh ONancCUueHIHH Onquecyenyus omcymemeyem
At H
10. | Cynsdarst B Teyeuue He Metee | 4 He JOIKHO HaOmosaTses Homymuenue omcymemeyem
NIOMYTHEHHE
» . Jomico HabmoJaTsCa YHCTO CHHEE OKPALIHBARKE Cunee OKpauiusariie
11. | Kansupit u Mareui
pacraopa (6e3 (HONETOBOTO OTTCHKA) (6e3 (huonemogozo ommerKa)
12. | Taxensie MeTalbl He 6onee 0,00001 % (0,1 ppm) Menee 0,00001 % (0,1 ppr)
13, | ARREHAIGHG Meee 0,25 ED/mn Menee 0,25 E9/mn
IHUMOTOKCHHBL
14. Mewajneany JlomuKeH BeUICKUBATE TPEOOBANHS Boioepacusaen mpebosanun
BITIOHCHHA
He menee HoMunaasHo20
15. | Ussnexaemsiit 06beM | He MCHCE HOMHHANBHOTO (1 ma)
(1 mn)
16, | CrepunbHoCTs Jlosmkes GbiTh CTEPHITLHEIM Cmepunen
Baxmisa no | gose (1 wa) B antmyne (TY 9462-001-83426370-2012, | Baxumia no 1.no3e (} hn) & annyne obsenor3 ma; s erexa -ro
TY 9462-001-84299122-2010) ofmemonM 3 M, H3 CTCKAR | MUAPOMUTHUCCKOO Kiacea.
{-r'0 CHAPORMTHHECKOTO KiIAcea, Pactoopurens (Boad AAS nsekirit) no 1 s o amiyne obsesmom 3
PacTsopirtens (BOAR MR HEBCKUSIE) no 1 Mat B amaync (TY 9462- | i, i3 crerna 1<00 CAPOIITHMECKOTO Kacca.
001-83426370-2012, TY 9462-001-84299122-2010) ofnenont 3 mn, | Burnyutena s komnaekre: L amnyna sasunust i | amoyna
17 Ynakoska n3-crekna 1-ro reaponTHICCROre kaacca, pactaoprens. [TATH KOMIUIEKTOD B NAUKS H3 KAPTOHA
BHINYCKAOT B KOMIRGKTE: | aMAYIR RAKIUIILL 1§ | AMIYAS KOPOBOHIOro ¢ HHCTPYXUHE MO NPHMEHCHINO.
pacTnopiren, [BiTh KOMILUTCKTOR B NIaVKe #3 KapTOHa kopoGouHoro | AMRYb IMEIOT TOUKY IR BOKPBITH,
€ WHCTPYXUMETHR NO PMMEHEHITO H HOXKOM aMIYNBHBIM {PK Baruna cepinn No 437 nutnyiiena & KOMILIEKTS ¢ PRCTRODHTEACH
neoBxonnsoct, [Ipi yHakosKe asitys, HMEIOULIX KOO H3ROMA cepuu Ne 407
WA TOMKY ZUTSL BCKPSITHS, HOMK AMOYIBHRLL RE BKNALbIBAIOT
[Tepsuunan ynakoska: Tlepniunas ynakouxa:
Ha STHKETKC AMOymsl C DAKINGION yxasbiomior: coxpamiennoc | Ha arukitke ammynst ¢ b iy ) COKF e,
AN npi 4w aepaarens (bsagensua) PY, | HOsMCHODRINC NPOMIDORMTCAL . ACPHATENA (snapenvua) PY,
cipaity, TOProso¢ HIWMCHOBAHNME, JICKAPCTACHIYIO dopmy, | crpama, TOProBOS  HAHMCHOBAHNC, CKAPCTREHHAX dropma,
03UPOBKY, KOMMUCETRO 403 B AvAync, OGLEM OAHOR AOILL B M, | AOIIPONKA, KOIHUCCTBO JO3 B aMIYAC, 0B BeM ORHOI JOIBL B M,
HOMEp CEDHH, AaTY BhITYCKa, cpok romHocTit («loneir KOm). MOMEp Capiit, HATA BLUTYCK:, Cpok ToanocT ((Tonex o).
Ha 2THKETKE aMIYABl C PACTBOPHTCACM YKASKDAIOT: COXpatdeniioe Ha 3THXCTKE AMOYAH C PACTBOPHIENCM YKa3aHO! CONNALUCHHOS
HAUMCHOBAHNE NpPOWIBOMMYERR W uepikarens (enamcnsug) PV, | noumenosatie nponssomTens i nepwarens: (anazensus) PY,
*CTpany, HANMCHOBANME DICTOOPUTCIA (PACTBORIICHS cTpaua, pacTsop (PBCTBOPHTENL BAKUKHE
aumipaliueeRoit KYNBTYPAILHOI KOMUSUTPHPOBRHKON ouwnuieHoi anrupabiieckoii KYALTYPATBIOIE Konuewrpspoaigt
HHAKTHBHPOBARKTT CyxXOfi BOJA JUIA HHBEKINH), 08HeN B M, HoMep | 0 i MHAKTHEND ofi cyxoft Boma Ang IJHueKuui),
cepi, naty sbimycka, cpox roanoetie («Conew pon). 0GbeM B MR, HOMCD CCPHH, BT BEINYCKE, CPOK FORHOCTH («"onen
Bropiisag ynaKonka: OL),
Ha Rauke yKasusuior: NOJHIOE i COKp 1oe SDane BTODIMIAR YIAKOIKS,
npoHIBOMTENA 1t AcpiaTens (ananensua) PY, crpaiy, Ha nauke yxa3aHo! fONHOE 3t COKP e
10pIHECKSHTT 3PS, TOPrOBOC HAHMEHOBANNE, TPYIIHPOBOUHOS npolasoARTE 1 neprateiLt (panensua) PY, crpaua,
NAMMEHOBAIIE, AEKAPCTREIILYIO (POPHY, HOINPABKY, CocTan Ha | FOPHIIMCCKILT ANPES, TOPrOBOE HAMEHOBANIE, TPYINIKPOBONUIE
18 MapKUpOBKa A03Y € YKABRUHCM HAUNEHORAKIL K KONHHECTDA ACRCTRYIONICTO HANMEHOBANHE, NEKApCTDeHHAR GOpPMA, AO3MPOBKa, COCTan Ha |
. ApKHP BOUCCTRA 3t NICPEHILT BCHOMOTATENBHBIX DEWMEOTB, KOHICTTRO J03Y € YKAIAHHCM HAMCHOBARMS 3 KOMMUECTBA AcHCTBYIONErO
aMITYN C BAKHHHON, KOAHNECTRO NO3'BO BTOPHYUNON YIaKoBKe, BEHIECTHA (1 NEPEUIT BCMOMOTATEABHBIX BELLECTS, KOIULECTHO
KOMMHECTO 103 B aMmyNe ¢ BakuuHoit, o6bem 1 aossrs wi, AMIIYJ C BAKIQHON, KOIMYCCTAO O3 KO BTOPHUHOI YNaKoBKe,
KOMIUYCOTBO BMNYA € PACTBOPITENEM KO BTOPHHIQH YIAKOBKE R €0 | KOMHUECTDO Z03 B aMHyIE C BaKWIHOI, 0GBEM 1 A03BT B MIL,
GOBEM B ML B AMAYAC, HOMCP CCPHI I AATY BEILYCKA BAKUHMIILY, KOMNECTBO AMNYTC PACTBOPHTENEM BO BTOPHHUHON YNaKoBKE H
HOMEP CCPHIt 1 ZOTY BEHTYCKA PACTROPHTEAR, CPOK TOAHOCTH £ro 00BEM B MK B AMIYNE, HOMED CEpHH i JATA BHUTYCK BAKIUHK,
KomncrTa (sakuuia e pactoopurenen) («onen now), cepuiinntit
Honep, GTIN, korrrponsustit uaetrrxauysonnsit aax (KH3),
YEROBIA XPAUCHILA, (CTEPIILHON, HOMED PEIHCTPAIIOHHOFO wostep, GTIN, KonTponsHbLit ineHTUDis
yRocTonepeHia, WrphX-kox EAN, eHPHANLHYIO 05100y KpacHOro YCTIORUS XPAHCKHN, (ETEPIUTBEON, HOMCP PCCH]
UBETA; MDEAYNPSANTEIBHEIE HARMHCH! KB KONTUICKTE ¢ yrottonepenns, urrpux-koa EAN, catnans
PACTHOPHYENEM - BOAR 1 ibekuiin, «IIpenapar e CongpRuT UBETR; NPEAYNPCANTEABHEIC HALMICH] «1
KOHCEPBANTOR 1§ ANTHEHOTIKOBY, «XPAHATS B HEAOCTYNHOM st PACTBOPHTENCM ~ BOJL IR AHBCKIII, ¢ i
IICTCﬁ MCCTEN, «Pac‘mopmb TONBKO NPIUTAracMBIM pamopmcncm), KOHCCPBAUTOD H E\HT!(SHOTHKDB)), «Xp
$3AMOPANGIBARHE HC AONYCKAETCAN, YENOBUA OTNYCKA (Inx netelt Mecren, «PacTBOPATS TONLKO NP
NeNeGHRO-NPOPHNIAKTHYECKIX YIPEAACHHIT), KOR YNAKODKH, PacTROpITEneA”, «3anopakuBaiie He. ALYe
oTitycka (s neReGHO-MODIIARTIYEOKTH VY
VIIAKOBKH,
Baxuusa antupabuueckas KynsTypansHas KOHIESHTPHPOBAHHA OUHIIEHHAN HHAKT
BAKITIOUEHME:

130l

P d AT va AR

by ‘M“.;m;www 4/% A 4%'0’;(;/ Qzﬂ )

. _{ (OHC)

epge
05) S 301, BA1-E0
e et e




