PAZPENTEHWE
Ha BBOJ B rpa;manclcum oGopOT B Poocnnomn d)cnepauma cepnu HITA mp'mn
HpOY/ISBeI[eHHOI“O B Poccmﬁoxom CI)ej,zepauma mm BBOSPIMOI‘O B Poccm&ckym (Denepamuo

UMMYHOOUOIIOTHYEQKOrO. JIEKAPCTBEHHOTrO Tperapara
Ne P006 001 10- 77/0182’598? or 05.02.2025

Bmuam AICII,I/IOHG}’)HOMy o6mecmy "Ilaym{o nponsaochBeHHoe 06%611»1}1@1{14@ 1o
MENMIAHCIIM - IMMysio6uonoraueckin  npenapatam "Mukporen, Poceus, 115088,
r. Mockpa, yit. 1-s1 Jy6posexas, A, 15, orp. 2, VIFIEL 7722422237.
: (Haxmerronaxme TOPUIHYECKOTO: Jmua, I0pHANYeCKRit aupec, VHH) -
@enepanbnaﬂ enyba 1o - HAJIOPY B ubepe 30PABOOXPAHEHMS] HA OCHOBAHHM
Sairiovenvisi  VcnpiTaTensHoit na6opa'ropmxx KpaCHOﬂ PCKOTO Q)Hmzfaﬂa OI'BY
"I/IMIISYAOCMH" PocaapasHanzopa
. (HaHMGHOB'IHPIG (beuepanbrroro TOCYNapCTBEHHOrQ 6!0}171(6’[‘}!01' 0. yt!penmemm)
or 3001, 2025 Ne 11JIK-05/25 paspemraer BBOJ B IPamaaHCKui oﬁopm
(nara) (Homep)
B Poccnucxcon (I)e;xepaunu MMMYHOOKOJIOr I eCKoro Jxexcapcmeﬂﬂoro upenapaTa

I/Immyuomo6ynmﬁ YeaoBeKa HOPMaILHbIN
. (10proBoe HAUMEHOBAHNE)
MMmMyHOTIOOY/INH YeI0BEKA HOPMAIIBHBIH
(Mexmynapo,uaoe Hena'remonarmoe HanMeHoBalHe (rpynnuponotmoe Wiy XHUMHYECKOE)
pac*rBoprims{ BHYTpUMBIIEYROTO BBefeHys 100 mr/mir 1.5 M-
i aMriyJisl 10 14T:) - KOPOoBKY KAPTOHHEIE: ’
(q)opma Bsmycua {0 yKasaHueM nercachBeHHon dmoprx, HOBMPOBKY (hacoBLH) H Iconmecmo B'YIIAKOBKE).
-cepnu V131124 -, ofbem cepml Wi nap'mn 939 - niiaen. '
: (Homep oepuu) : e et s G B B el (Iconmeo'mo ynaxosox)
TofeH A0 11.2026° -, : -
(cpox FOHOGTH) e
TIPOM3BOJCTRA. AXUHOHEPHOro 06IecTBa "Hay4qro~ [IpOI/IBBO,ZlCTBerlﬁoe OGT:S)II/IHGHI/IG 10
MEMUMHCKEM - HMMyHOGHONOTHYeckuM  Tipenapatam  "Mukporer” | (AO "HITO
"Muxporen"), Poceus, 450014, Pecriy6iika BaIHKOpTOCTaH r. Ya, yi. Hosopoccuﬁcxaﬂ,
It 105 (BCE cramuy, BIJIFOYAsT BBmyCKafommi‘] KOHTPOJIb KA4eCTBa),
(Haumeﬂona}me H ajipec TIPOH3BOAMTENA (C YKAZAHUEM CTaIMM npousno,ucTBa)
Pemc*rpaunonﬂoe ynocrosepenne Ne P N001544/01 or 08.07.2008.
JepixaTellb PerdeTPAUMOHHOTO YAOCTOBEPEHUST AKXIHOHEPHOS o6mec'rBo "Haytmo—
~IIpOI/I3B0110TBeHHO€ o@’.dem/menne I'IO MGILI/IHI/II-ICKI/IM I/IMM}'HOﬁHOJ‘IOFIfl‘ICCKI’IM npenapaTaM ‘

,'"MquoreH" (AO "I—II‘IO "MnxporeH") Pocom 115088 1= Mocha yJ1 1~ﬂ }I[y6poscx<asr,

S (Hanmeuonamxe anpeo)

B Thonsmd

JIOI(VMEHT HO}IHI’ICAH
DINEKT. POHI{Oﬁ 11()}(111/!(,1)}() )

(.eprmhxmm 4D2A31B2762l9l 4021A1‘)E251474DFD4
Bageneu Iaproirenko murmlm Bcenonouuml T
L(ennrrnumneu ¢18.04.2024 1o 12:07:2025°




Awyponepnos ofecyno
«Haysuo-npon3soAcTREHHOS 00LEXHNCHNE 10 MOHIHCKIM HMMYHOGHOSOrHYBCRUM OPSIRPATAM
«Muxeporemny
AApEC MecTa 0CYLICCTBICHIS JHIEH3UPYSMOTO BIE ARRTEILHOLTH!
450014, PecnyGnura Bamcoproctan, v, Yia, yi. Hopopocenitenan, 1, 108

HACITOPT N 893 om 25.12.2024

Topropoe nansmeropatue JITT HrtnynorinoGyann e o Beiea HopMas b

MCN{,{U’HZ’!I‘JU}!HOL‘A HESNATEHTOBAHHOE,
WIR TPYINHPOBOYHOE, M XUMHYCCKOS
HAUMOHOBAKHE *

My o raoGyn Y AoRea HOpMaTbHGIH

Jlexapctpenuas gopma PACTIOP JU BRYTPHMBtILIeuroro Baenenud, 100 mr/sn

Perncrpanmonnoe yroctopepenue P N001544/01

Howmep cepuy Y131124 Hara prurycka 1124

Konuuecrno, en, namepenun 939 ynaronor Cpox rosrocty go 1126

Henmrranus nposeaenst no HJL P NO01544/01-100720, yam, Ne 1, 2, 3

Horasarenn Tpebopanus no HI P NO01844/01-100720, Pesyanearsl KOUTpoas
v Ne 1,2, 3 ;
Onucatute Becusernniii uny co cperno-nenrolt oxpackolt, | Becuperywill,  ¢nabo  omanceumpyrommii
npoapayHsil wan enabo  onanecuupylonit | pactsop
pacrsop. B npouecce xpaneHus ponyckaeres | Coorpsrernyer
, | nosnrenne HE3HAUHTENBHOIO ocanka,
" | HEUEIAIOIETO TIOEHE CTKOIO BCIPAXHBAHHA
MTognvunocts Homiken o6nanars puaosoll cneipthuunocisio | OGmanaer  punosolt  cneusmymoctsio -

 copepaarh Genin, CROMCTREHHBIC ChIBOPOTKE
KPOBH 4eloBeka W He cofiepkars Genku
MWUBOTHOPO TIPOHCXOMKICHUS

COREPIUT BenKir, CBOHLTBEHHBIC CRIBOPOTKS
KPOBM HCNOBEKA M HE. comepuur  Oenxy
KHBOTHOLO TIPOHCKOKACHNA

Cootsersipyer
[Tpospaunocts Onriuecias nnoTHOCTH He Gonee 0,05 0,01

Coorsererpyet
[nernocrs Onruyeckad nuoTHoCTs ne Sonee 0,15 0,03

Coorserersyer
Mexanuueckne Jonucen BoiepKuBaTs TheGoBAHUA Brigepuupasr rpebonnnng

BIJUOUEHUA

HanneracMmutil 00neM

Jomxes 65ITb HE MEHEE HOMHHATLEHOPO ~

He menge HomuuanbHoro - 1,5 Ma

1,5 Mt mits 3 Mn Coorpercinyer
pH Or6,6 1074 6,9
Coorsgrciayer
Benok Or9,5 no 10,5 % 102 %
(o195 o 105 mr/mi) (102 Mr/mn)
Coorsererpyer
Onekrpodoperiycckan Ocunopran  Qpakuys  ummyiomioGynuia G | 97,5 %
OMHOPOHOCTD LOIBKHA CoCTaBnaTh ne Menee 97 % or obmero | Coorsereiayer
comepwanus Benka
Monexynsprbie Coseprkanie MOHOMEPA W AuMopa A0mKHO: | 99,9 %
napaMeTpst GuiTe He Metee 85 %, nonuMepon u arperaron | 0,1 %
- He Gonee 10% Coorsercrnyer
Jonwmua  BRABAATHCS HHTCHENBHAR Jinuus | Buissssercs HHTCHCHBHAR BT

mpﬂmmommm COCTAaB

nperunutaiuy 1gG v we Gonee. yersipex
JONONHATENRHBIX JHHE

npeuunransy IgG ¥ ABE JONONHWTCHBHBIC
JTHHIY
Coorpercinyer

TepmoCTabiitbHOCTL

\ ¢ it |

HoIpKeH  OCTAnATLed OKUAKMM M HE
06]32\'30[9!&]831‘}: Telb 1I0CHe BLACIKHRAHKRA HA
sonsHOM Gane npu Temueparype (56x1) °C s
TeUeHHE 4 4

HKumeut w ne ofpasyer rens nocie
BHIACPKUBAHIA Ha Bomauod  Gade  npu’
remieparype (56+1) °C prreycuue 4
Coorperernyer

CraGuiaatops!

(22,547,5) mr/mn

27,1 mr/mn

Coorpercrnyer

(rimunn) /7

Crpanuna 1 vz 4




HACH()PI' Ne893 o 2‘) 12.20"4

Toprosoe ummcuoummoﬂﬂ I'Immyuowxoﬁymm YEHUBORA uopmummm
Homep cepiit. " ¥131124

Konnueorno, o, usmepemm 939 ynarosoie

Crepumusit

Cmpﬁmmbcm ) f[omxen 6mr.crupmu,umm i
AN . o Coorpercriyer .
uporgunosth }1on>i\w Gt,m, tmnporummm Annporennsilt -+
B it : .| Coorsercrnyer
| Auohoyeaga }lomxezrr BB HEPQKCAIBING.- | Klerokentuni
| FOKeHHHOGTH C LS T | Coorpercruyer
“Co,uopnmum atPRTeN P
(AT). .
1 = kamacragrnomanny; | Ho mewee:3 ME/Mmnr 6 ME/nn
|+ & BHPYCY KOpy " He Menee 25 MEBAm 50 ME/mn

mipyuasrenafmm B

ARTHTONAR: mxpycy
mmmmC .
AT K DIpYSy -

My Tonens.,
yenonek (BHH-1y -

P BHY2) arancaren p2i
BHYL -

Bupycuaﬂ-6esol‘1am-ro‘cn: :

TIoncpxuacmmn uwrnmn :

Tpenapar - 16 - JomKen

conspAary
) nonepxnoomon G amm omx rmpyux rcuanu xB
: Ak Coorae*rcrmycr

Cootpererpyer

L
Upmﬂpn‘f i6 conepitiT moBePRROCIHAI0
ANTHroHA MHpycarenuTiTa B

= Aumwena i rmpycy renurma C Aomknm- ]

OIQYTC‘KDOBi\I'b

_Aurdrens K Gupycy t*énnmra C omywmym

Cuommm*aym‘

TIpenapar ue nomien GQ}Iep)I\'\TD ANTHTON K

BHpY Y- xmmyﬂo;lcq)uumu denonega (BUY-1 i :

BW&'—Z) fi: tum«u 6 [)24 BW{~

TIponapaT 1o CONCRIRWT AHTHTEN: K aupycy‘
;mrmynomqmunra enopekn: . (BAY-1

' -Coomarm BYeT

BYY=2) v apenren pR4 BUY:1

- VindkoEka. -

'-A') IIo_..O

.9393:002: 10, -;mm upym_
: ananom\moro KAseoTHY B naske o TOCT
- [ 33781-2016. Gun.kopobice) w3 aproma Mapw | -
E xpomonmit win xpowmsapaalg tio TOCT 320961 .
{2013 mnp mo TV 5441-026-00278882:2016, |

10 “TY. 5453-010-0476 635452006, #itst. |..

' -Qymaii

| ranornumoro: Ka‘um ua,

o 1,5 Mg ﬂmnyue nmecmmoevmo 200 vmu"
IO MIT i aMOYACBMECTAMOOTHIO 3 NIt 1tk

ML oTeRn MOpRIHIE-3 1o TV 94620024

1110683952008 < ann crekim. . lero
| eunpomeaiegkore- kaacea: 1ip. TY 9462-001-

$53908805-2006- mnu wo  TY . 9462:001-

| 84299122:2010; 0m n0:15Q 9187,
: HIGTKY W Gymdrir
| oieeinon (CTO TOIHAIK 09.00012016:ui |

o aMAyIBI Ak eHBRIQ

fizanon uquon), HIR Gy marn: cnmoxcnenmeﬂcx
10! TV9570-001-14856437-2010- #nm. sapru

“«FASSON,. Jnn. -ARANOPHUHOrO  KANCOTHA}:
HTH CAMORNEALLYTOCH (OGT'

| HTHKETKY
L MMM RMANORHYEYIQ), - MM

Mﬂpm(ponxy HaHO(«}I’I‘ uenoqpemrnemw Iﬂ\_'

AMIYITLH OricTposH] ernnmomeﬁcﬂ KpackoH.

AHATOTHRIIOLD KEUECTRA; AT MApKH «Hamol»

- Kopes i aHiotHUHOrO KaYCTLUA,

- KapoOky: oxsicusator orukeTkob: 6nn,ueponmo
ng Bymarvodicsinol. CTOTOBHAK 09,0001+ |
2016 1. EHAROTHYHOTG . KUMELTRY; . WK,
STHKeTOURON - Mapki . «UPME

sloonln mm ANANOIHYHOID KAHCCTHA,

1By ho 10° aMITY: B0 -BITaRLI g Qmiccnpylouxém

U3 TTOTUMEPHbI: mareprnnion no Y. 2291-00]~
57899555506" sty AHANOTHUHOTO KRUEOTHA B
uguxe o 'OGT 3378120167 u3 Kapromx
Hansol», Kopes viny ananori

o TY: 26:81-001:95787178-2006- unn 1o TV
7 o ,upyﬂm

orokna Mapke ~HC-3 - no: TY 9462002+
"11068395-2008,
B G T ‘
oamornssumees (TY 18.12.15-001-36185512+
2022);

Tpynrionas wirpangnopTHis yrdkoma IOCT
- 17768-90.
:Cpomewraymf ;

;i c.- unclpyxunoug fionf
1GIfSIIIO W-CraprdiskaTOpOM aMayastEm. |

Ifo 1,5 vn v amnyne nMi&cm‘mocmC 2 M

VRICHGEHB - DTAKGTIN

Tlo-10-aMnylt ¢ HIEPYRIACH 10 NPHMCHSHIO
B kQPOBke:H3 KAPTOHA-MApH Xpon-spsitg (TY.
5441-026-00278882-2016).

KopoQk oxniedHbl OTHISTKON:GAHAEPOIILIO H3:
Gymarir dicerion (CTO 00279404<002-2019),
AMITY AL AMCIOTTOUKY AN BOKPLITHS,

e

'_ Tlrm ynalcomce aMnyn, HMGK)U.\HX xmzbuo

s C*r‘pan_h:idi nid




Toprosoc uaumenopanue JII1

Hosep capys

V131124

TACHOPT Mo 893 om 25,12.2024

Hmnysorao0yann 4enoned HopMa b

Komnueerso, ofn. usmepenng 939 ynaronow

HATOMR  WAW  TOMKY  JUIS - BOKPBITHA,
CRAPADAKATOP AMIYIEHBI HE BKIAALIBAIOT,
B) ITo § ammys s gkaccernoll konrypuol
YUAKOHKS U3 KAPTOHA MAPKH XPOMOBHIM 1K
xpom-apaan 1o TOCT 32096-2013 wnu no TV
5453-010-04766354-2006, 1wy AHANOIHUHOLO
kauecrsa, Wi mapkd «Hansoly; Kopes wim
AHATOTHUHOTD KAHECTDA,

Mo 2 KACCOTHBIS KOHTYPHLIG YIGROBKH €
HHepyxupell 10 TPUMEHEHIIO B DAYKe 1O
'OCT  33781-2016 wu3  waprowa  Mapks
xpomosktit unn kpos-apaa no FOCT 32096+
2013 v no TY 5453-010-04766354-2006,
Wi QHANOIHYRBOrQ  Kavcorna, HWIH  MAapKy
«Hansoly, Kopes sl AHATOPHYHOIO KAYECTRA,
[pynnonan ¢ paycnopraan ynakonca TOCT
17768-90

Mapkuponra

1) Hepsuunan ynaxonxa, Ha amnyne dnu
ITHKGTKE AMIOYIEL YKAIBIBAIOT: CORPACHHOE
HauMenorante nipenapata (MMmynornoGyann
Yl HOPMANBHEH), oGBeM B M, B03HPOBKY,
HOMEP cepun (GyxpeuHo-Unpponoe
ofosayenne), Aaty Buioyeka (gomycxaeres
IATA BHITY), CPOK TORMOCTH (JIO).

Ha  ortuxetke  aMuynst  MOHOMHMTSHLHO
yrasbigaonr COKPALECHHOG HAWMEHOBAHNG
HPCAITPHILHA-NPOHIBORHTENS,

2) Bropaunas ynawopia. Ha nauxe uny
ITHKETKE-0anaepoH YKAIBIBAIOT
COKPALICHHOS HAUMEHOBAHHE. TIPEATIPHATHA=
MPOUIBOLHTENS, opuandeckit aapec;
Tenedon; TOBAPHBIH 3HNK, anpec
NPOH3BOICTHA, Tencdo, TOPIoBos
HONMEHOBAHHE NPENapaTa, TPYIITHPOBOHHOE
HAUMCHOBAHHS,  ICKAPCTBEHAYIO  opmy,
cooras, Homep cepun (Gykuenuo-tuiponos
oG0o3HAUCHIC), AALY BHIIYCKA, CPOK TOMUOCTH,
HOMSD  PerHCTPALHOHHOIO  YAOCTOBEPCHMS,
ofbeM Hpenapara B aMnyie » MiT, Z03NPODKY,
KOAMYMECTBO  AMIYN B YHAKOBKE, crnocol
npumctieins («Cnocol NPUMEHEHHA - oM,
MHcTpykumion), yenoBus OTYCKA
(«Oruyckator  [mo  PEHENTYR),  YOnOoBHS
XPAHCHUA, WITPUN-KOA, NPELYNPSUATENbHEE
aasrmack  («CrepritbHoR,  «XpaHuTh. 8
HENOCTY HOM 21 seTelt MecTen, «Aururena x
BUY-I, BUY-2, x nupycy renarura C »
MOBEPXHOCTHBM AHTHISH BupYyca renaruta B
OTCYTCTBYIOTY), CPCHCTRO MASHTH(M kAt
Bonycraeress ua navke  (kopobke) crasurh
wramm  «Antirena k. BHY-1, BUY-2, «
supycy renatura C M nopepxuoctTHuill
QHTUreH BHPYea renatira B oreyrerayom.
Jonycractest wa nayke (kopolike) Homep
cepu  (OyxsenHo-undiponoe  ofoznadeHue),
[Ty BRUTYCKA M CPOK. I'OMHOCTH HAHOCHYDL
METOMIOM THCHEHHS! ‘

1) Tleppuvuan ynawosxa, Ho sturerke
AMILY Ik YKAIRHO! CORPALICHHOG
HanMeronanue npenapara (MumyHornoGyus
wen, Hopmaarnptt), o6sem B M (1,5 M),

aosuposka (100 wmr/ima),  HoMep  copuu
(V131124), nara seimycxa  (1124), cpox
roawocry  {no 1126), COKPALISHHOE

HAUMEHOBRHUE  NPSRIPHATHA-TPOUSROAHTENT
(AO «HITO «Muxporeun),

Coorperernyer
2) Bropuumas ynawossa, Ha osruerces
Gawpeponyt YRASAHBL COKPALLICHHOE

HAWMEHOBAHING IPSANPUATH-HIPOMIBONNTLIN
(AO  «HIIO  «Muxporewn); fopiiHaecKui
anpee (Pocenn, 115088, r. Mocksa, yu. 1«
JyGpouckas, 4 15, erp. 2), reucdou ((495)

710-37-87), ‘ropapuuiil  suae  (Muxporei);
anpec  npomssopcrsa - (Pocems, 450014,
PeenyGnuka  Bawkoproeray, . Yia, ym

Hosopoceuiioras, & 105), renedon ((347) 229+
92-01), ToproBoc HAUMCHORAHHE MIpEnapaTa
(MMM YHOTJIOBYJIMH HesoueKa
HOPMANBHEIR), FPYNTHPOBOMHOS
Haumesopaude  (MumynorgolByaun  senoséka
HopmansHel), sexapersennas Gopma (pacreop
IVt BHYTPHMB(IUSYHOPO BOGIGHUA), COCTUB
(Cocran, B 1 Mt ripenapara CONEpKHTCS:
Helicrpyiomiee | pewecrsq!  benky  masmbl
UEOBRKA, H3 KOTOPHX MMMyHornoGynun G He
Mmenee 97 % - 100 mr BenoMoratenphnie
pewecrna; Cnnuny (KHONDTA AMHHOYKCYCHAR)
- 22,5 mMr Boma aas mrbekuuit — no 1 M),
Homep cepuy  (V131124), para  semycka
(1124), cpox ronuovry (no 1126), womep
PErHCTPAIMOHHOIO YHOCTOBEPERUS
(P NO01544/01), o6rem npenapara B aMnyie 8
M (no 1,5 wmn), uozuponxa (100 mr/mn),
KonuHecTBO aMnyil B ynakoske (10 asmnyn),
enocof npumerenns («Criocol npumMeHeuns —
oM. Hucrpykumion),  yoroBms  OTIyCKa
(«OTryekaior N0 peuenTy»),  YCRomus
xpaenus («Xpauurs npu ToMnepatype or 2
1o 8 °C B 9aUMILEEHHOM OT oseTa Mecten, «He
JAMOPUAKHBATEY), UPEPHX=KON,
HPCHYHPCHARTCABHEE HAZHHCH
(«CTEPHIIBHOY, «Xpanurhs B HOIOCTYNHOM
Jns netel  meoren, «Anturcna k. BHY-1,
BHY-2, x mBupycy renarwra C  n
NOBSPXHOCTHLIH auTHreH supyea renarura B

Crpannna 3 ua 4




HACHOPT Yo 893 om 251 2.2024

Topronoe naumenonanue JIT  Husmynornobymra vesnosera nopaastini
Homep cepun Y131124
Konnueorno; ei. namepenns 939 ynavosor

OTCYTCIRYIOTY), CPEACTEO MICHTH(PHKALIH,
Ha xopoOre HAHCCCHB MESTONOM THOHEHHS:
nomep  cepun  (YI31124), nara seuiyesa
(1124) u cpok roanoctu (o 1126),

Coorpercrayer
Kpaneune B coorsercrsun ¢ CanTlnH 3.3686-21 npu remneparype or 2 1o B °C 5 3aluyiucHHOM OT CRETA
Mecte, He sanopasuputs
TpaECHOPTHPORAHIE B coornercrivu ¢ Canllull 3,3686-21 npu remneparype or 2 1o 8 °C, He sanopakunaths
Cpok ropgosin 2rona Jara soimycka 29.11.2024

TCojnen no 30.11.2026

JAKIOYEHME: Jlekapersenuwit npenapar MMMysormoGyaun wenoneka sopMmaibisii MMMynornoBynun uenoneka
HOPMAUIBHBIH  pAcTBOP. Juis BHyTpuMbieytoro soeaenns, 100 me/mn cepun VI31I24 coormercunyer tpelosannsm
HOPMATHBHOH JORYMEHTAIHY yﬂﬁé.l\gppf}fSMIOIeIQO’?ZO. wam, Ne 1,2, 3

Fa
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Jlata spiaun nacuopra 425y nexabps 2024 1,

Mukpobuonor OBTK ( )

{ 10.®, Apeaanosn
H.o, nausnsunis OBTK Q)

P.C. Caitnynoa

Crpannua 4 u3 4
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