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Ha BBOA B TPKIAHCKHIT 060poT B Poccutickol denepalu cepyiu Wik MapTuy
Npou3BeIeHHOTo B Poccuiickolt depepanuy wiy BBO3UMOTO B Poccuitckyio @enepano
MMMYHOGHOJIOTMYECKOTO JIGKAPCTBEHHOrO MPeriapaTa

- Ne P006-00110-77/04128210 ot 13.01.2026

Broigano ®enepasnsHomy FOCYNapCTBCHHOMY ABTOHOMHOMY Hay4HOMY yupexacHuio "demepanbublii
HAyYHBIH LEHTP MCCIEN0BAHMI M PaspaGOTKM MMMYHOGUOIOTHYECKIX npenaparos uM. M.I1. Yymakosa
PAH" (Mucruryr nomnomuenura), Poccus, 117218, r. MockBsa, BH.TEp.r. MyHHLMIATBHBI OKpyr
Kornoska, yn. Kpxinkanoscxkoro, a1, 29, x. 5, atas 3, nom. I, xoM. Ne 6, IHH: 7751023847,
(HanMeROBAHHE FOPUAHYECKOTO JIHLIA, FOPHINIECKHIH appec, THH)
Pepepanpuan cayxba mo uamsopy B cepe 3APaBOOXPAHENUA HA OCHOBAHMH 3aKJIIOYCHHUS
Hcnsiratensrot naGoparopnn Mockosekoit aGopatopun KOHTPOJIS KaYeCTBa JIEKAPCTBEHHBIX CPELCTB
OI'BY "UMIIDYAOCMIT" PocaapasHanzopa
(HauMeHOBaHKE DeNEePATEHOTO OCY IAPCTBEHHOTO BIOKETHOrO YUPEXIEHHUN)
or 03.12.2025 Ne 2556JTK-11/25 paspemaer BBOX B rpasancKuii obopor
(nara) (Homep) '
B Poccnitcicoit @exepaiyu uMMyHOGHOIOIHYECKOr0 JIEKAPCTBEHHOTO npenapara
Baxuuna xnemesoro sauedanira xyIsTypansHas OIHIIeHHAS KOHIICHTPHUPOBAHHAS
UHAKTUBMPOBAHHAS CyXas
(ToproBoe HaMMEHOBAHKE)
Baiuuna 1uist npouiiakTHKY KIemeBoro sumedanmra
(ME)KHYH&pO,HHOG HEMATCHTOBAHHOE HAMMEHOBAHME (rpynnupOBquoe WM XHMH‘{CCKOE)
JIMODUIH3AT [/Isl IPUTOTOBJICHMS CYCTIEH3HH JIsl BHYTPHMEIILICYHOTO BBefenHs 0.5 M/no03a
1 Mt (2 poawr) - amrry et (5 wr.) - Ha9KK KAPTOHHEIE /B KOMIIEKTE ¢ pacTBOpUTENEM
(ammmynon) 1 mi-5 wr./ - ans jiedeGHO-Tpod UNAKTHIECKHX YIPEKICHHI
(Qopma BeITIyCKa (C yKa3aHKeM JIEKapeTBEHHOM (hOPMEL, JO3HPOBKY, (acoBKH) M KONUYECTRO B YIAKOBKE)

cepan 750 (cepust pactBoputens 754) , o0bem cepum wiam maptan 3773
(xonmyecTBO

YITAKOBOXK)

(Homep cepun)

rogen xo 08.2028

(cpox rogrocTH)
NPOM3BOACTBA De/IepabHOro rocy1apeTBEHHOTO ABTOHOMHOTO HAYYHOIO yupexcaenaus "OenepanbHpli
Hay"HBIH LEHTP HCCCAOBAHNH U Pa3paGOTKM MMMYHOGHOIOTHYECKUX NIpenapaTos kM., M.IT. Yymakosa
PAH" (Muctutyr nonuomuennra) (PrAHY "®OHUUPUII um. MLIT. Yymaxosa PAH" (Uuctutyr
nonuomuesmra)), Poccus, r, Mocksa, nocenedne MocKoBCKHH, TI. HHeruryta nonvomuenwra, Bin. 8
(Bce cTaluu, BKIIIOYAS BRITYCKAIOWHHA KOHTPOIID KayecTna). ;

(HauMeHOBAHMe ¥ aAPec IPOM3BOLMTENS (¢ yKasaHHeM CTajuil IPONSBOLCTEA)

Peracrpanmonnoe ynocrosepenne Ne JIII-Ne(009200)-(PT-RU) ot 11.03.2025.
HeprxaTeih  PErHCTPAHOHHOTO  YIOCTOBEPEHUSI DenepabHOE TOCYIAapCTBEHHOE aABTOHOMHROE
Hayunoe — yupexuenue "OemepanbHblif  HAYYHBIH  LEHTP  HCCICHOBAHHMH U pazpaboTku
MMMYHOGHOJIOrHYeCKHX TpenapaTo uM. M.IT. Hymakosa PAH" (MuctutyT nonvomuenura) (GIAHY
"OHIUPUIT um. MLII. Yymaxosa PAH" (Mucruryr mosmomuennra)), Pocews, 117«2&1'1@8%& Mocksa,
BH.TEp.I. MyHUUMManbHeA okpyr Kornoeka, yin. Kpxwkanosckoro, . 29, l;%g%ﬁﬁ'ramfa?ﬁmom. I
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BARDUHA KJIELEBOrO HIEDAIITA KY.
UHAKTHUBPOBANHAS CYXAS, JMOOUIUZAT
BBEIEHAS 0,5 MJU/I03A BKOMILIEL

KOHIEHTPHPOBARHASL
' [UTsL BHY TPUMBILUIEYHOT'0

HoMep cepun (Bakuuia);

Tiata npousBg/CTEA (Baicupia):

Tara BRTYCKA (BaiumHa):

Avzyem 2025 2

750 Tonen J0-(BakiwHa):

Agzycma. 2028 &

Obsem depun (BaKimHa):

_ 18 865 ammnyn

KonuyeoTBO: 03!

ose
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(M wini Hil, FamierMuvisipasd Pocehs

Homepcepuy
(pacTBOpUTENE):

Goprin Mo 163/162/228

Tlata npoma’omﬁa'(p‘aomqpmehﬁ)':’;‘ '

02.07.2025

" Ilara e1TycKa (pacTBOpHTENE);

Hions 2025 2.

754

" HArneaps 2029 2,

TogeH 10 (DACTBOPUTEND):

18 865 amnyn

OseM cepHu (PRSTBOPHTEIE):

: Cporc TOOHOCTH XOMITISKTa
(BAKIMHA ¢ PACTBOPUTEIIEM)!

Toden 00
Aszyema
20282

OBEs KONHHECTHO YAKOBOK DAKLMHEL B:
KOMIUICKTE C'paCTBOPVITeJICM:‘i

3773

‘ﬂCHbITAHH}},lHPO.BEJIEIﬂ:I TIO-HLJITENE(009200)-(PT-RU 110325

(noamep HI):

No:

|/ - OKA3ATEN

Haimeronanye

Tpebosanust BT

PesyuTaT HoNBITAHNS

BaxuyHa KJIemesoro. sHIeQaiTa KyJLTyp
cyxas; NAoQHIN3AT LI TPHTOTOBICHIS

cepis Mo 750

AlbHAN GUAIGHEAT KORIENTPAPOBaHHAN UHAKTHBHPOBAHHAT
CyCIeny JUIs BHyTpRMBTIIeHHoro Bretenus 0,5 mi/nosd,

1. | Onwucanue

Tlopuetas Macea Georo LHEETa, PUIPOCKOTHIRA,
‘BOCCTAHODNEHHEIE npenapar ~ TOMOTeHHAf
HOTIPO3PARHAN CyCTIeH3Ws, Gemoro: nera; TpH
OTCTAMBAHHN PASTEILTOMWANCS  Ha: BecHBeTHyIO
TIPOSPAUHYIO KMIKOCTL M PHIXIIEIE (OCAAOK
Genoro: 1meTa. LIpn BOTPAXMBAHUK XIOIEL
KOHIVIOMEDATS] W' IOCTOPORHNE  HaCTHIB(
ROIDKHE] OTCYTCTBOBATL:

Tlopworan.  macca  Gerioro
THIPOCKOMAYHA:

‘Bosoraus, i TperapaT - TOMOPeHHaR
HeNpo3paUHA CYCIEHaHS Getoro LpeTa, NpH
‘OTCTAUBAHIY: pasnensomascs Ha
GecUBeTHY. TPOAPAUHYI0. JKMIKOCTE
peosti cocape Genoro  usera. Tpu
SCTPIRMBAHIN XTOTBS, KOHLAOMEpaTst
GHENE YACTHUBL OTCYTCTRYIOT

upeTa,

| Vlmenruduiani

| Hokua Seabinats CreHu el uMpyHUTeT

X Bupycy /wiemesoro oHuehanira TP
My st Mirmel nirkur Balb/c,

Bhigsiaaer creuueeuil HMMYHHTeT K
BHpYey iielesoro  onuedanuTa  [pH

| ummyrvaanui Muttelt yarpm Balb/e,

‘3, | Bpema pacTBOpeHUs

‘He Gonee3 MuHyT.

2 MY TS

CepyMeHTaIHOHHAR
YETOHINBOCTE

‘Cycnensust, 0GpaA3YIOMALCS IPH BOTPIXHBAHAR,
He JTO/KHA PACCTAUBATECS B TEHSHNE JMUHYT..

Boyee:3 munyT

KonuaegerneHtoe
onpengicHie
anTHreHa

Tyt aitTvitea MODKeit GLITH He Meee 11128,

12512,

Toteps's MACES Y
BHICYIIHBAHIN

He Gones 2,0 %:

0,9 %

CrepulbHOCTh

Tlomictia GEIT CTepUEHOM,

g BajrepuaisHee
* | SHAOTOKCHHDI

He Gonee SO ED/MIL.

AHOMAILHAS
CTOKCHYIHOCTE!

o HA GbITh HETOKCHTHA,,
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_ ROMIITE N6

ORI (MMYHOGUOA ORI eRIX npeitapg o 1t VLT qunhonﬂ PAH» (Hucnnyr nnmnmnmum)
117218, Poceniicndn. mmeyuuuw. T MocrutyuiTépa Mymmmm.nmum aRpye IoTAGNK R, YK Kpmmammwux 0, 0M 29, KOPOYES, avaa 3, riasetieni I

Buns Cmu,uap,m_unv:«mo:,_gv.ncmm:dggmx_a'_ ‘ I‘Hkmauu,‘ct Maciopr I ‘CDop_Mg;Ne:prNI’I-’UG-IOOD,I Bepen; 04. | Crp, 2133
10. | pH REEA 7,6
. tﬂ;omxua Obis  cmemadudceKn  aKTuEHa, |
11, | e 'iﬁzﬁ\%xm ﬁﬁ?ﬁ%ﬁﬁ’:‘l‘“&"eﬂmaTZi MHTso=0,011 wn.
| CemmyHorenHocTE) 1 mo . Koadduumenr | K=1,1

¥ 5
- cpaBHETENBHON MMMyHOreHHocTH K 20,5,

Pacrsopmem, BAKIHHE KieHiesoro HIIE '(baﬂma Kym;'rypanmou GuHIIEHHORT xormenrpnpozsaﬂuon
VHAKTHBUPOBAHHOM, CYXOM — AIOMMENS LHIPOKCHIE TED,

cepust No:'754
o ' o | TomorenHas  HempospauHas — CycmeHsus
' TomoreHHas: HenpoapasHas: cycrensu Genoro Genoro 1BeTa; NpU. OTCTAHBAHMM
LpeTa; NPH OTCTAMBAHMK DPA3LENAOMAACH HA: PasmenoLiATea A T —
1. |-Onucanue: ﬁec’mewym L ot s NPO3PAYHYIO HKMAKOCTE M PBIXIBIL 0CATOK
Fik Q6HJI0K Bemoro yBeTa. Hpn BOTPAXUBAHKM: | o 0 7 ° . . .
XIOMsT, KOHTIOMEpATE M focTopouse: | OSIOTO LBSTE, Upu ‘serpimxupatiin xiones,
YACTHLIE OIKHEL OTCY TCTBOBAT ' BOHFIOMERETEL: 4 IOGTOPORKHG: YACTHLE!
OTCYTCTBYIOT.
3, Sgﬁf&";{i’;‘“ 0,610 mc/it. 0,70 n/p
3, | pH 5,5.-.8,5, 7,6
4 | Cenumentatnonnan: | Cyerensur, obpasyomanca TIPHBCTPAXUBAHNM,, - Bonee.3 Muk
& yuroﬁqmaocrs ‘HE, JOIDICHA PACCIaUBATECH B TCHEHUM. 3 MUH, e
5. | Crepuibrdects: | Homken 6511b, crepribrisivg; Crepunen
6. A?‘? MMI’HM | JLomyen BTl HETORCHHEH, Heétoienier
O ey Homker ObITh HOTOKCHHEH, FETOKEHHE]
Usnnexaemuitt e ; P » o
7. B Hemenee somunamsuoro:(0,5 M wnml ma). He Menee HomMuransHore (1 M)
{ HepBuanas yHaKonKa; | Hepuyenas ynaonia:
{0 b Hose (0,5 M) waxumese B amrynax | ITo.2 noast(l MIT) BAKLIBHEL B.AMITY/TaX 0GheMoM
‘abwemom:l Mrwm o 2 1035t (1 MIT) BAKLMHELB, | 3:MI#3.6eCUBSTHOO CTOK4 1-T0
| avmynax ioGmeMom 3 MX M3 TMHOTO MU THAPOIMEHYEcKOro Kiacea o UC O 9187,
| Becimernoro crexma l:ro ruspommrnueckore | Pactropurens-mo’l mi B, ammynax oGbemam 3
‘| ‘kmacea no:UCO:91.87: ML ANSE2-X, TO30BOM BAKLMHE! M3 BeCLBETHOrO
‘Pacreopurens.— no 0,5:MmB-ammyrax o6bemom |-crexsa 1-ro rHIpoOnUTHYIECKORO. Kiacsa noMCO
| vinpia 1 posonoit Baknursr o' | mas. | 9187
| sanmmyiax:oGsemon 3 Mt s 2-X, MO0 :
‘|*BakimHsr s BecteTHOrO O Te KA 1510 omnnexr No2 cocronr a1 aMityner,
| runponnTHMecKoTaiKTacea o UCAO 18T, | coneprauett 2 noabr(l mMm):paKiiRG i 1
| BeiyckaroT B KOMIMEKTAN: | aMmyasl, conepialelf 1 MipacTaopuTens.
8 | Pz Kommnexr Ne 1 -cocrour ms 1 ammy s, | ) '
. |- conepaweit 1. uosy 0,5 v -maxuums w1 Bropuunasynakoska:
| ammyner, cogepiame i 0, ;S MII PACTBOPUTENIS, Tlath KommexTos Ne:2 B auKe. ws: KapTOHa
| Kommexr Ne 2 cootouT M3 i aMITYJIBL, |- KOpoBOoHHORO:© MHCTPYKUHET N0 IPUMEHEHIIO,
i| comepxameit 2 poswr (1 mi) wakumast w1 .
||, aMITysst, conepncdmeii Limnipactaopurens, .| AMITYEL AMEIOT TOUKY. JULT. BCKPRITHS,
o BTOQH‘(H&%XHZ\KDBKQ‘ Ry
| Hars xomnnexron Ne. 'l smu ‘Mo 2 mauxe w3, |
Kaprota: ‘xopoGounore: ‘c:, uHeTpyKIMeR To: |
NpUMeHenno M . CHOKOM: - AMITYNILHBV  HpY,
| HEOGXONAMOOTH). - ' IPARTEN te 08
Tlpu ynakoBKe aMITysT, HMEIOLIHX. KOMBLO & /\@@,\QQ
| M3NAME W TOUKY. DT BCKPBLTAS, HOK. N )
AMITYIEHELE HE/BKTANBIBAIOT,

5
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9. |- MapknposKa.

B:coorsercraun.c pasnenoM 1.3, 2 Mouynﬂ 1
pemmpauuounoro noeke:
Ha ey mmxoﬂ ynakonice (aruikeria Had

Bamnmom VKaBLIB&K)T‘
,'_rogr,q_aoc. Hamcﬂonaane; ongeol’ BREIEHUS,;:
AKTUBHOCTH ASHCTBYIOLIETO; BEILECTBA;:

KQIIHHECTBO 031 00BEM B, MIL B AMITYIE, 00Lék:
OIHOH [O3BI B:MIT, HOMEP CEPHH,. IATY anycrm,
cpox roxHoeTd: («ConeH: o), «ana feted ¢.3
JET-HBIPOCITEIRN..

Ha. nepmmuoﬁ yraxonke (3 THKeTKa HA' AMIIYIIS.C:

Ha miepsitaol YIAKOBKE (ITMKETKA HA aMITy/Ie ¢

arq;m{oﬁ) yxaaaﬂg‘

TOPrOBOS HAMMEHOBAHHE, CIOCOT BEENSHNS,
AKTHBHOOTE e HCTRYIOMETO/REIECTR,
KONMHECTBO 103 H:00HeM B:MID AMITYNI¢; 06HEM
OXHOH K351 BIMJ; HOMEP CePHM, JATA BHITYCKA,
CPOK TOLHOCTH («I‘oueu o »), Is-peTei .3
7T HBIPOCILIXN,

| Ha: nenﬂmuoﬂ YITAKOBKE (smxen\a Ha aMIyJIe ¢

DACTBOPUTENEM) _YKASHIBAIOT, HAMMEHOBAHUE:
pacTBOpHTENs  (PACTBOPHTENs.  “BAKLWHEL
KICIEBOro.  oHUedAmUTa.  KyNETypansHol
OIUMMEHHOH  KOHUGHTPUPOBAHHOM:
WHAKTHBHPOBAHHOK cyxolt:  amomunm:
THIPOKCHAY TeNb),: 06TEM ‘B MII;: HOME]: CepHH,
JaTy BBITYCKA, CPOK IONHOCTH, («I“oueH lIO »)
ﬁ,

yxaamaror’ TONHOE W cor&pameﬂuoe
'HAMMEHOBANHE NPOUBEOJITCIA MlepRuTenI
(Branemsna) PV, crpany, Toprausseckuif: aJIpec,
TOProBOE HAHMEHOBARKE, PYITHPOBOYHOE
BAWMEHOBAHKE HA PyCCKOM:H AHFITHACKOM
A3BIKE, NEKAPCTDEHHYIOPOPMY, cocTaB Ha |
ne3y, < YKASAHHEM HASBAHH 1 KONHUCCTBA:
SHCTBYIOWIEro BEUIECTRA K IIEPEYHS:
BCNOMOTATENHHEIX BETSCTE, A TUBHOCTE
ReHCTRYIOUIEr0: BEIECTRA, KONUHEC TR AMITYILG
BAKIMHOM, KOMUMEOTRO/ 103 BODTOPHIHON
YIAKOBKE, KONHIECTRO, TO3:H OGEEM B M B
ammyle, O6LEM OTHOM. NOIBY BMIT, KONHIEETHO
AMITYI ¢ PACTEOPUTEIIEN 1 €ro-0GHEM B ML B,
amTylie, HOMED Cepuu 1. RATY, BHTTYCKd,
BaKLHRI 1 OpHUTENis, CPOK TORHOSTH
KommexTa: (BaxiTnHa, ¢ acmopwrencm)

(T oneH. i), CepuimEiL ¥ Homep, GT.
KOHTPONBRAH nxemu@mmuxomm_ }
(KPI3), ycnonnﬂ xpmeuwz, «c’repunm »,’

ieta, npeuynpenmenmme Hannucw ‘ <mm
TeTéitic'3 et v EIpOCHBIXY, «HpanapaT He
CONEPIKHT AHTHOMOTHKOB 1 KOHES PBAHTOR)
KOMIIEKTe ¢ PACTBOPUTSIIEM —ATIOMUHI!
mnpoxcmxa TEIBY, « X PANHTE, B HEAGCTY THOM;
XU ARTEH MEoTEN, ((P&uTBOpﬂTb TONBKO
,npmraraemmm pacrnopmenem», «Hapen

‘BI/I'-I-I BW-LZ KBPIpy
.nosepx}xocmhm der

pacmogmenem) YKA3AHO! HAMMEHOBAHHE
PACTBOPHTENA: (pacwopmenb BAKLMHEI
KIeEROTO3HIePaNTE Ky IBTYPaEHOH
OHMIEHHOM KOHLICHTPHPOBAHHOH:
unammmponaxmm‘«t oYXt ANOMHAINS
THAPOKCHLA TENb), 06TEM B M, HOMEP CEpyH,
HATY:BBITY R, CPOK TORHOC T ([0 meH 10w),

Ha propyunolt, ‘ynakoske ‘(kaprosnas nayka)

Y. IsaSaH'Q';{'TKOHHOG"WCOK_})&H.IEHHGE.HaHMéHORaHMS

TPOMIBORATENS U nepwatens (snanensud) PV,
CTpaNg,  IOpPWAMMECKHM  anpec;. - Topronoe
‘HAWMEHOBAHHE, TPYNNIAPOBOYHOE HAKMEHOBAHNE
H&  PYCEKOM W aHnimfickoM  si3wike,
pesaperaennas: (opma, icogras ‘Ha | o3y ¢

YKAIAHWEM;  HA3BAHMA H  KONHYECTBA
'ﬂQﬁCT:B}’.IOILIGFO' BSLIECTBA . NepeHHn
BCHOMOLATCNBHEIX  BRIIRCTB;  AKTWBHOCTH

ner&crayromero BEIUGCTRA; KONMHECTRO" aMITylT ¢
Konmecmo H03 Bo  ‘BTOpHYHOR
oum«,cﬂao 1103 n OGTJéM B M1 B

c_epnmrbm Homep‘, . GTIN Konrponwbm

WnenTHlukaLolRIE aHak  (KM3), yenosma
YUCTEPRITHHON,
inp}r’o“ca_f.

wrpEx-Kkon. EAN,
KpaCHQI‘O uneTa,

XPAHEHNS,
cnm’aanan‘

amommml mnpox\cma
B, HEXOCTYITHOM Ainst JeTel
Th: TOTBKO TIPUNAraeMbM
«TIepeu TIpUMEHEHNEM
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