COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 29.09.2025 N= 24335

OBIIASI XAPAKTEPUCTHKA JTEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA

KypanTtun N 25, 25 mr, TabneTku, MOKPHIThIE TUIEHOYHOW 000JI0YKOH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByrolee BEIECTBO: JUITHPUIAMOL.

Kaxxnas Tabnetka, MOKphITAs TUICHOYHON 000JIOUKOM, COMEPIKUT 25 MI AUMHUPUIAMOIA.
BcnomorarenbHble BEIIECTBA, HAJTUYME KOTOPBIX HAJ0 YYHMTHIBATH B COCTaBE JIEKAPCTBEHHOI'O

npenapara: JJaKTo3a, HaTpuil (cM. pasaen 4.4).

[TonHbIi mepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, MOKPBITHIE TIICHOYHOH 000I0UKOH.
Kpyrnbie TabneTku MIIOCKOIMIIMHAPHUECKOW (DOPMBI, TOKPHITHIE IUICHOYHOM 000JI0UKOI

JKCJITOro OBETA € IMMOYTH IJIOCKOITaApalJICIIbHBIMU ITIOBEPXHOCTSAMMU.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHusl K IPUMEHEHHUIO

IIpenapar Kypantun N 25 nokasaH 1isi IPpUMEHEHUS Y B3POCIIbIX:

— Bropuunas npodunakTuka UIIeMUYECKOTO UHCYJIbTAa U TPAH3UTOPHON MIIEMHYECKON aTaku y
B3pPOCJIBIX (B COUYCTaHuu C aHeTHJICﬁHHHHJIOBOﬁ KHUCJIOTOM B HU3KHX J03aX HJIM B BHAC
MOHOTEpAIUH MPU HENEPEHOCUMOCTHU allETUIICATUIIMIIOBON KUCIIOTHI);

—B kayecTBe JOMONHEHHS K MEPOPAIBHBIM aHTUKOATyJISHTaM HEMpsIMOro ACUCTBUS IS
npo(UIAKTUKA TOCIEONEPAIMOHHBIX TPOMOOAIMOOIMYECKUX OCJIOKHEHHM TMocie 3aMeHbI

CEpJEYHOTr0 KJIalaHa y B3pOCIbIX.

4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHUSI
Jlo3a mpenapata noaOupaercs B 3aBUCUMOCTH OT MOKa3aHUMU, TSHKECTH 3a00JIeBaHUS U peaKluu
InaryeHTa Ha JICUCHUC. I[HI/ITGHLHOCTB Kypca JICUCHUA ONIPCACTIACTCA BpadOM.

PexxuM 103upoBaHus

Bmopuunas npogunakmuxa uwemuiecko2o uHCy1bma u mpaH3umopHoU uleMudeckol amaxku y
83pPOCIbIX (8 CcOYemaHuu ¢ ayemuiCcaIuyulo8ol KUCIOMOU 6 HUSKUX 003aX UIU 8 6uoe

MOHOmMepanuu npu HenepeHocumocmu auemuﬂcaﬂuuuﬂoeoﬁ KuCJlOWlbl)



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 29.09.2025 N2 243135

TN R pE B

Pexomennyemas no3a npenapata Kypantun N 25 cocmé%gﬁ&%ﬂ_@m% EE_{'3EI|%JI;QP:IIH21$I

Ha 3 wiu 4 npuema.

B kauecmee OononmeHuss K NePOPANbHbIM AHMUKOAZYTAHMAM HENpamoz20 Oeucmeus OJis
NPOPUAAKMUKU  NOCIeONEPAYUOHHBIX  MPOMOOIMOONIUYECKUX OCNIONCHEHUL NOCle 3AMeHbl
cepoeuHo20 KIanama y 63pocivlx

Pexomennyemas no3a npenapara Kypantun N 25 cocrasiser 300-600 Mr B cyTKH, pa3aesieHHAs
Ha 3 wiu 4 npuema.

Oco0nie I'pynnbl TaliMEHTOB

Tlayuenmul nodsccunoco 6o3pacma
Koppekmus pexnma 103upoBaHus He TpeOyeTcs.
CTU
be3onacHocTh M 3¢ (PEeKTUBHOCTh MPUMEHEHHS Tpemnapara y nereid B Bospacte 10 18 jer He
YCTaHOBJICHBI. J|laHHBIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeHus

BHYTpB, HaTOIIIaK, 3aliuBasd HEOOJIBIIIUM KOJINYECTBOM BOJbI, HC pa3jiaMbIBasA U HC pa3’KCBbLIBA.

4.3. [IpoTuBONOKA3aAHUS

— 'unepuyBCTBUTENBHOCTh K JACHCTBYIOLIEMY BELIECTBY WMJIM K JIIOOOMY M3 BCIOMOTATENbHBIX
BELIECTB, IEPEUNCIIEHHBIX B pa3zeine 6.1;

— HenepeHocuMOCTh ~ JTaKTO3bI,  ACPUIMT  JIaKTa3bl, CHHAPOM  TJIOKO30-TaJlaKTO3HOM
MababcopOoIuu;

— Ocrtpblil uHGAPKT MUOKap/a;

— HecraOunbHas cTeHOKapaus;

— PacipocTpaHeHHbIN CTEHO3UPYIOLIUKA aTEPOCKIEPO3 KOPOHAPHBIX apTEPHUid;

— Cy6aopTanbpHbIil CTCHO3;

— JlekoMIIeHCUPOBaHHas CepIeYHAasi HEJOCTaTOUYHOCTb;

— BrIpaxkeHHas apTrepuanbHas THIIOTEH3US;

— Tspxenas aprepuanbHas TUIIEPTEH3US;

— Tspxenble HapyIIEHUS CEPIEYHOTO PUTMA;

— I'eMopparndeckue nuaressl;

—3aboneBaHusi CO CKJIOHHOCTBIO K KpPOBOTEUEHHUSM (sS3BEHHAss OOJIE3Hb IKelyJaka M
JIBEHAILIATUTIEPCTHOMN KUIIKHU U JIp.);

— Jletckuii Bo3pact 10 18 et (3¢ heKTUBHOCTH U 6€30MaCHOCTh HE YCTAHOBJICHBI).
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4.4. OcoOble yKa3aHUs U MepPbI NPeT0CTOPOKHOCTH nd;l;l;rﬂﬁg};eﬁ JEJ_”: HOCTG 0001)

_NNEPTHOMY OTYETY

C 0CTOPOKHOCTBIO

ApTepuanbHas TUIIOTCH3HS, UIlIeMUYecKas 00JIe3Hb cep/iia, OpOHXUaIbHAS aCTMa, XPOHUYECKas
o0cTpyKTHUBHAs O0JIE3Hb JIETKUX, MAIIMEHTHI MOXKUIIOTO BO3pacTa (JUMHPUIAMOI MOXKET BbI3BATh
apTepUATIbHYIO TUTTOTEH3HUIO).

Cepoeuno-cocyoucmuie 3a001e8aHUs

Junupugamon o0nanaeT coCcyA0pacIIUpSIIONIUM IeHCTBHEM. B CBSI3U ¢ ATUM JUMUPUAAMON HE
clielyeT MPUMEHATh Y MAllMeHTOB C TsDKEJOW MIIeMUYecKoi 0oje3HbIo cepina (B TOM Yucie,
Npyd HECTaOWJIBLHOM CTCHOKApJIWW WJIM HeJAaBHEM WH(GApPKTe MHOKapaa), OOCTpYKIuen
BBIHOCSIIIETO TpPaKTa JIEBOTO JKETyJOYKa W HECTAaOWIBHOW TeMOJUHAMUKOHN (Hampumep, Npu
JIEKOMIIEHCUPOBAHHOW CEPI€UHON HEA0CTaTOYHOCTH) (cM. pasaen 4.3).

JlunupuaamMon MOXKET BbI3BAaTh YTSDKEIEHHWE CTEHOKapAMM y MAlUEHTOB C HIIEMHUYECKON
0oJIe3HBIO cepara.

[Ipenapar cinegyer npuMEHSTh C OCTOPOKHOCTHIO y TMALIMEHTOB C apTEPUAIBHON TMIIOTEH3UEN,
TaK KaK JUIHAPHUIAMOJ MOXKET BbI3BaTh epU(PepUIECKYI0 Ba30IUIATAIIHIO.

bponxuanvnas obcmpyxyus

[TockonpKy AWUMUPHUAAMOJ MOXKET BBI3BaTh OPOHXOCMA3M, MperapaTr cjieayeT MNPUMEHSTh C
OCTOPOKHOCTBIO y MAIMEHTOB ¢ OPOHXHMAJIBHON acTMOW WM C XPOHHUYECKOH OOCTPYKTUBHOU
00JIe3HBIO JICTKHX.

Jluacnocmuyeckue cmpecc-mecmoi

[TarmenTam, moOJydalOIUM JAWINUPUAAMON BHYTPb B OOBIYHBIX J03aX, HE CIeAyeT
JOTIOTHUTEIFHO BBOAUTH BHYTPUBEHHO PACTBOpP AWMHpHUAaMoia. Eciu HE0OXOAMMO MPOBECTU
(bapMaKOIOTHYECKHI CTPECC-TeCT C BHYTPHBEHHBIM BBEICHHEM JUIUPHUIAMOIIA, CIEAYyeT
MPEKpaTUTh MPUEM AUNUPHUAAMOJa BHYTPh 3a 24-48 yacoB A0 Hayana Tecta. B mpoTMBHOM
Cllydae MOXKET ObITh CHIKEHA JMAarHOCTUYECKash YyBCTBUTEIBHOCTh TE€CTAa C BHYTPUBEHHBIM
BBEJICHUEM JIUIIMPHUIAMOIIA U YBEITUYCH PUCK CEPICTHO-COCYTUCTHIX TOOOUYHBIX AP HEKTOB.
Muacmenus gravis

Y nanueHToB ¢ MHAcTeHMeH gravis TMocie M3MEHEHHMs J03bl JAUMHPHAAMONIa MOXKET
noTpeboBaTbCs KOPPEKIUsl 103 TMpenaparoB, NPUMEHSIEMbIX B KOMIUIEKCHON Tepanuu
MUACTCHHH.

Hapywenus co cmoponul scenuesvieooawux nymei

CooOmanocs O HEOONBIIOM YHCJIE TMAIMEHTOB, Yy KOTOPHIX OBUIO TIOKa3aHO, 4TO
HEKOHBIOTUPOBAHHBIA JUIUPUIAMON B Pa3IMYHON CTENEHU BKIIIOYAETCS B KOHKPEMEHTHI B

xKemuHoM My3bIpe (1o 70% oT cyxoro Beca kamHsI). Bece 3T mannueHThl ObITH MTOXKUIBIMU, UMEJTH
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MPU3HAKU BOCXOASIIEr0 XOJaHTUTA U B TEUEHNE P neprron;l%pr ﬁ'ep];% Iiicr mIrn'mm;ln'aon.

Her Hukakux [n0Ka3aTeIbCTB TOTO, YTO JUIMPHAAMON OBbT HHUIUHPYIOMUM (PaKTOpOM,
BBI3BIBAIONIMM O0Opa30BaHUE KaMHEH B JKEIYHOM ITy3bIpe Yy 3THUX MAIMEeHTOB. BO3MOXHO, 4TO
OaKTepHaIbHOE JErTIIOKYPOHUPOBAHNE KOHBIOTMPOBAHHOIO JUIHMPUAAMOIIA B KEIT4YH SIBIISETCS
MEXaHU3MOM, OTBETCTBEHHBIM 3a INPUCYTCTBHE IHMIHAPUAAMONA B COCTaBE KOHKPEMEHTOB B
YKEJITYHOM ITy3bIpE.

Y NOXWIbIX NAUEHTOB W IpPHU JUINTEIBHOM JIEYEHMM CJENYET CIEIUTh 3a IOSBICHUEM
CUMIITOMOB IOPaXCHHUs XKECITYEBBIBOAIINX ITyTel. B ciyyae BOSHMKHOBEHHMS JKETYHOKAMEHHOU
00J1e3HM IPUMEHEHHE TIpenapaTa cieIyeT NPeKpPaTUuTh.

IIpouee

[Ipenapatr cnexyer MNpPUMEHATH C€ OCTOPOXHOCTBIO Yy MALIMEHTOB C  HapyLICHUSMH
CBEPTHIBAEMOCTH KPOBH.

Bcnomozamenvhvle gewjecmea

[Ipenapar Kypantui N 25 comepkuT 1akTo3bl MOHOTrMApar. IlanmmMeHTam ¢ peako BCTpedaro-
IIMMUCS HACIEICTBEHHBIMH 3a00JIEBaHUSAMH, TaKUMH KaK HENEepEeHOCUMOCTh TalaKTO3bl,
HEMEePEeHOCUMOCTb  JIAKTO3bl  BCIEACTBUE Je(QUIMTA JIaKTa3bl MIM CHUHAPOM TIJIIOKO30-
rajlakTo3HOM ManbaOcopOLuy, He ClleyeT IPUHUMATh ITOT JIEKAPCTBEHHBIN Mpenapar.

Jannblii mpenapat conepkut Mmenee 1 Mmons (23 mr) HaTpust Ha 1 TabneTKy, TO €CTh, IO CyTH,

HE COJEPKUT HATpUS.

4.5. B3auMmopgeiicTBHMe ¢ JPYrUMM JIEKAPCTBEHHbBIMH MpenapaTaMM W JApyrue BHIbI
B3aUMOJAeHCTBUSA

[IpousBoaHbIe KCaHTHHA (Hampumep, aMuHO(GUITUH, TeopuiumH, kodenH, kode, dail) MoryT
0cNabATh cocyAopaciupsioniee 1eiHCTBUE TUTUPHUIaMOIIa.

Junupuaamon  nOpu  OJHOBPEMEHHOM  INPUMEHEHMM  MOXET  yCWIMBaTb  JIEHCTBHE
AHTUKOATYJITHTOB ¥ TPOMOOJIMTUYESCKUX MPETIApATOB U YBEINYUBATH PUCK KPOBOTCUCHUH.
VYCcTaHOBIEHO AaJIUTHUBHOE BIUSHUE aLETUJICAIMIIWIOBOM KHUCIOTHl W AUNUPHAAMOJA Ha
¢bysakuo TpoMOoMTOB. OAHOBpEMEHHOE NMPUMEHEHHE AUMHUPHUAAMOIIA C alleTUIICATNLIUIOBOMN
KUCJIOTOM HE YBEJIMYMBAET YACTOTY KPOBOTECUCHHUIA.

Junupraamon MOXKET yCWIMBAaTh JEWCTBHE JIEKAPCTBEHHBIX IIPENapaToB, CHUKAIOLIMX
apTepHaJIbHOE J1aBICHHUE.

Junupuaamon MOXeT ocnabiiTh JAeWcTBUE HWHTHOMTOPOB XOJMHACTEpa3bl. IJTO CIELYyeT
NPUHUMATh BO BHUMaHKE MPH JICUCHUH MTALMEHTOB C MUACTEHUEH gravis.

[Ipumenenne aunupuaamona B COYETAHUU C HMHAOMETAlMHOM MOJKET NMPHUBECTH K 3aJEPXKKE

KHUAKOCTH.
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. (noc OBLA
Junupuaamon WHTHOMpPYET OOpaTHBIM 3axBat az[eHOSEHa'IzIJll?B‘;Kaﬁi‘I/I

KOHIIGHTPALMN a/ICHO3MHA B IJJa3Me€ M YCWIEHHE CEpIeYHO-COCYAMUCTHIX 3PQEeKToB (pUCK
BO3HUKHOBeHUSI AB-0okazpl, OpaguKkap Iy 1 5KeITyA0YKOBBIX IKCTPACHCTOI).

dapMaKkoOKHHETHYECKHIE B3aNMOIEHCTBUSA

AHTaIMIBl CHWKAIOT MAaKCHMaJbHYIO KOHIEHTPAIMIO JUMUPUIAMONIA H3-32 CHIDKCHHUS
abcopOuMK U MOTYT YMEHbIIATh APPEKT TUMHPUIAMOTIA.

Wupykropel (epMEHTOB MHKPOCOMAIBHOTO OKHCICHMS, Takue Kak (EHUTOMH, MOTYT
YBEIMYHUBAThH KIIMPEHC JUITHPHIAMOJIA.

JlunupuaamMol1 MOKET CHIDKATh BcachiBaHUE (TyiapaObrHa B CHIDKATh €0 3P (GEeKTUBHOCTD.

I[I/IHI/IpI/II[aMOH MOXKECT HC3HAUYUTCIBHO IMOBAIIIATh BCACBIBAHHUC NJUT'OKCHUHA.

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepeMeHHOCTh

AZICKBaTHBIX U XOPOIIO KOHTPOJMPYEMBIX HCCIEIOBAaHUN y OEpeMEHHBIX HE MPOBOJIMIOCH.
HccnenoBanust Ha >KMBOTHBIX HE BBISBUJIM TEPAaTOTCHHOTO WM (eTOTOKcHYeckoro 3¢ddexra
munupugamona. Ilpumenenue mnpemapara Bo BpeMsi OepeMEHHOCTH, OCOOCHHO B MEPBOM
TPUMECTPE, BO3MOKHO TOJBKO B TOM CIIydae, €CIM OXKUAAeMas MoJb3a [l MaTEpH MPEBBIIIAET
BO3MOYKHBIN PUCK IS IIOJA.

JlakTanus

HccrnenoBanust Ha KUBOTHBIX MOKa3aJd, YTO JTUOUPUIAMON B HEOONBIIMX KOJWYECTBAX
BBIJIEJIAECTCS C TPYAHBIM MOJIOKOM. [IprMeHeHnne npenapara B IEPUOJ IPYJHOTO BCKapMIIMBAHUS
BO3MO>KHO TOJIBKO B TOM Cllydae, €CJIM OKUJaeMasl I0JIb3a Il MaTEpU MPEBHIIAET BO3MOMXKHBIN
PUCK 1715 pebeHKa.

DepTHABHOCTE

I/ICCJ'IGI[OBaHI/ISI BJIMAHUA AOUIIUpUAAMOJIa Ha (bepTI/IJ'IBHOCTI) YCJIOBCKa HC IMPOBOJAUIOCEH.
I[OKJII/IHI/I‘-IGCKI/IG HCCIICAOBaHNA HC BBIABUIIN IMPAMOI'O WJIM KOCBCHHOTO BPCAHOIO BO3I[€I\/JICTBI/ISI

JTUMUpHUIaMoiia Ha (epTHIIBHOCTD )KUBOTHBIX.

4.7. BausiHue HAa CMOCOOHOCTH YNPABJATH TPAHCIOPTHBIMH CPeACTBAMH M PadoTaTh €
MeXaHM3MaMu

B cBsI3u ¢ BO3MOXHOCTBIO CHHKCHHUS APTCPHUAJIBHOTO AABJICHUSA W BO3HUKHOBCHHUA B NCPUOL
npueMa mpenapaTta, CIOCOOHOCTh K KOHIICHTPAllMUM BHUMAaHHUS U OBICTPOTa MCHUXOMOTOPHBIX
peakuuii y manyueHToB MOTYT CHUXKaThes. [10aTOMy B epuos ieueHus: AUMUPUAAMOIIOM CIIETyEeT

cOONIIOIaTh  OCTOPOXKHOCTh IPH  YNPAaBJICHUH TPAHCIOPTHBIMU CPEACTBAMH M 3aHATHUSAX
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BHUMAaHHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUil.

4.8. HexkennaTeibHbIe peakunu

Pe3roMe HexeaaTeabHbIX PEAKIINNI

Knaccudukanus 4actoTsl pa3BUTHS MOOOYHBIX 3(P(GEKTOB COMNIACHO PEKOMEHIAIMSIM
Bceemupnoit opranmzanuu 3xapaBooxpanenus (BO3): odens wacto (= 1/10), wacto (>1/100,
Ho <1/10), mewacro (>1/1000, HO<1/100), penko (>1/10000, o <I1/1000), oueHb penko
(<1/10000), gactoTa HEM3BECTHA (HA OCHOBAHWU MMEIOIIMXCS TAHHBIX OIEHUTHh HEBO3MOJKHO).
Hapywenus co cmoponuvl kposu u tumgamuyeckou cucmembl

Yacmoma neuzéecmua: TPOMOOIIUTONICHHUS.

Hapywenus co cmoponvl uMMyHHOU cucmembl

Yacmoma Heuzeecmua: peakiuu TUIIEPUYBCTBUTEIBHOCTH, AHTHIOHEBPOTUYECKUI OTEK.
Hapywenus co cmoponul HepeHoli cucmemvl

Ouenv uacmo: TONOBHAs 00JIb, TOJIOBOKPYKEHHUE.

Hapywenus co cmoponvl cepoya

Yacmo: cTeHOKapaus;

Heuacmo: Gpagukapaus, nHGApKT MHOKapAa, CAHKONAJIILHOE COCTOSIHUE;

Yacmoma neuzsecmua: TaXUKapIusl.

Hapywenus co cmoponul cocyoos:

Yacmoma Heuzeecmua: CHIKEHUE apTEPUAIIBHOTO TaBJICHUS, IPUIIUBBI KPOBH K JIUILY.
Hapywenus co cmoponul Ovixamenvhoti cucmemsl, 0peano8 2pyoHOL KiemKu U cpedoCmeHUs.
Yacmoma neuzsecmua: OGpOHXOCTIA3M.

Kenyoouno-xkuuieunvie napyuerus

Ouenb yacmo: TOUIHOTA, AUAPES;

Yacmo: pBoTa;

Heyacmo: 601b B )KHBOTE.

Hapywenus co cmoponsl Kodtcu 1 nOOKOINCHBIX MKAHEl

Yacmo: KOXKHas ChIIb;

Yacmoma neuzsecmua: KparuBHUIIA.

Hapywenus co cmopoHuvl mbluieunotl, ckeiemuotl u cOeOUHUmenIbHoOuU mKauu

Yacmo: muanrus.

Tpasmsl, uHmMoKcUKayuu U OCI0HCHEeHUsL NPOYeoyp

Yacmoma  Heu3eecmHa:  TIEPUONEPAMOHHOE  KPOBOTEUEHHE, KpPOBOTEUYEHHE  TIOCIHE

BMCIIATCJIIBCTBA.
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Omnmcadne OTASIbHEIX HEXKEIATSIbHBIX PEaKIIH

yCTaHOBHGHO, 4TO JUIMMUPUAAMOJI BKIKOYACTCA B KOHKPCMCHTHI B JKCJITYHOM ITY3BIPpC (CM. pasacia

4.4).

COO6H.[€HI/IG O ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo cooOmarh 0 TOM03PEBACMBIX HEXKENIATEIbHBIX PEaKIUAX TIOCIEe PETUCTPALUU
JICKapCTBEHHOTO TIperapara ¢ meliblo 00ecredeHrst HeMpephIBHOTO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOIO Mpemnapara. MeauiuHCKUM pabOTHUKAM pPEKOMEHIYeTcs
coo0IaTh O JIIOOBIX MOJ03PEBAEMBIX HEXKENATEeNbHBIX PEaKIUsAX JEKapCTBEHHOTO Ipernapara
4yepe3 HalMOHAIBHBIE CHCTEMbI COOOIICHHS O HEXENATEIbHBIX PEaKIUAX rOCyJapCTB — YJICHOB

EBpa3uiickoro 53KOHOMHUYECKOI0 COK03a.

Poccuiickas @enepanus

®denepanbHas Ciryx0a Mo Haa30py B chepe 31paBoOXpaHEHUS

Anpec: 109012, r. MockBa, CraBsiHCKasl miiomiaib, 1. 4, ctp.l
Tenedon: +7 (800)-550-99-03

DnekTpoHHas nmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOpPMAIIMOHHO-TEJIEKOMMYHUKALIMOHHOM ceTH «IHTepHET»:

https://roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMITOMBI

BrlpakeHHOE CHIDKEHUE apTEepHalbHOTO JJaBICHUS, PA3BUTHE WM OOOCTPEHHE TMPUCTYIIOB
CTCHOKApJMH, TaxuKapaus, OUIYUICHHE apa, NPUIMBBI KPOBU K JIUIy, MOBBILICHHOE
MOTOOT/EJICHHE, OECITOKONCTBO, CJIA00CTh M TOJIOBOKPYKEHUE.

Jleuenue

WHoykius pBOTHI, NMPOMBIBAHUE KeNyAKa C NPUMEHEHHEM aJCOPOCHTOB [UIsl CHIDKCHUS
BCachlBaHMsI (aKTMBHPOBAaHHBIM yroib u T.1.). HexenatenbHoe Bazoauiiatupylollee AeicTBHE
mpemnapara MOXKHO KynupoBaTth MemieHHbIM (50—100 Mr/MuH) BHYTPHBEHHBIM BBEJICHHUEM
amMmuHOPWIIMHA. B cilydae BOSHMKHOBEHHsSI CHMIITOMOB CTCHOKAPIHMH, MOKAa3aHO MPUMECHEHHE

HUTPOTJIULIEPUHA CYOIUHIBAIBHO.
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5. PAPMAKOJIOTMYECKUE CBOHCTBA (MOCHELOBATENBHOCTL 0001)

5.1. ®apmakoauHaMHUYecKHe CBOHCTBA

dapMakoTepaneBTUYECKas TPyMMa: aHTUTPOMOOTHYECKUE CPEACTBA; AHTHATPETaHTHI, KpOMe
renapuHa.

Kox ATX: BOIACO7

Mexannszm aeficTBus

JlunupuiamMon MOJNABISIET arperanuio  TPOMOOLIMTOB, OKa3bIBAET COCYIOpACIIUPSIOLIEe
JeficTBUE, YIIydlIaeT MUKPOLMPKYJIALHIO.

dapmakognHaMuKa

Junupugamon in vitro W in vivo TOPMO3HUT TOTJONICHHE aJeHO3MHA HHAOTEIHATHLHBIMU
KJIETKaMHM, SPUTPOLUTAMHU U TpoMOorTamu. HrnOupoBanue 3axBaTa aJlcHO3MHA Ha0JI0JaeTcs
pU TEPareBTUYECKUX KOHIEHTPALUSAX IUIHMPUAAMOIa U HOCUT J0303aBHCHMBIN XapakTep.
BosHukaroniasi npyu NpUMEHEHMH AWIMUPHAAMOJia TOBBIIMIEHHAs KOHLEHTpAlus aJeHO3WHa B
iasMe KpPOBH  BO3JCHCTBYeT Ha  A2-perenTopbl  TPOMOOLMTOB H  CTUMYJHPYET
aJCHUNIATIIMKIa3y, TEM CaMbIM TIOBBIIIAS COJCpXKAHHE B TPOMOOLUTAX IUKIHYECKOTO
aneHo3naMoHodochata (MAMD). B pesynbraTe CHIDKAeTCs arperaiusi TpPOMOOITMTOB B OTBET Ha
pa3UyHbIE CTHUMYJbI (Takke Kak (akTop akTHBAIMd TpomOoruToB, koyuareH u AJ[D) u
yMeHbIaercsi TpombooOpa3oBanre. Kpome Toro, ajieHO3WH BO3ACHCTBYET Ha aJICHO3WHOBBIC
peLenTopsl COCYIUCTOM CTEHKHM W BBI3BIBAECT PACIIMPEHUE COCYAOB (OJAMH W3 MEXaHU3MOB
COCYAOPACIIUPSIIONIETO JSHCTBUS AUMTUPUAAMOIIA).

Hunupuaamon unruoupyet dochomudcrepassl (/D) B paznuunbix TkaHsx. HruOupoBaHue
TAMO®-®JID sBasercss cnabbiM, OJHAKO TUMUPHIAMON B TEPANEBTUYCCKUX KOHIIEHTPAIHUIX
uHruoupyer ul MO-OJ[D, TeM camMblM YBeIWYHBas COJCPKAHUE B KIETKAX HUKIMYECKOTO
ryaHosuaMoHodochata (uI'MD), mnpoaynmUpyeMoro SHIOTEIHAIBHBIM  PEIaKCHUPYIOIIUM
daktopom (uaeHTUPHUITMPOBAHHBIN Kak okcua azoTa [NO]).

JlunupunamMon TakKe CTUMYJIUpyeT OMOCHHTEe3 W BBICBOOOXAeHHe mpoctauukinHa (Pglz)
SH/IOTEJIMEM U CHIDKAET TPOMOOTCHHOCTh CYOIHIOTEIMATbHBIX TKAaHEW 3a CUET YBEIMYCHUS
KOHIIeHTpanuu 3amutHoro Mmeauaropa 13-HODE (13-ruapokcuokTaaekaaneHoBast KUCIOTa).
bbulo  ycTaHoBiI€HO, YTO JAMNUPUAAMON HOPMANIM3YET COKpAIIEHHOE BpeMS IKU3HU
TPOMOOUUTOB. J{UnTUpHIaMOIT HE BIUSET HA BPEMsI KPOBOTCUCHHUSI.

Kimmanueckas 3¢ hekTUBHOCTE M 0€30IIaCHOCTD

[IpumeHneHnne nunupuamMosia B co4YeTaHWW ¢ anetuiacanuimioBor kuciotol (ACK) Obuto
W3Yy4e€HO B JIBOWHOM CJIETIOM Iulane0o-KoHTposmpyemMoMm 24-mecsiuHoM  EBpomeiickom
uccienoBannu npoduiaktuku uHcynbTra 2 (ESPS-2). B nccnenoBanue Obimu BKIOUEHBI 6602

nanueHnTta (cpeaHuid Bo3pacT 66,7 JeT), KOTOpble NEepeHEeCTH WIIEMUYECKMH WHCYIbT WU
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TPaH3UTOPHYIO MIIEMHUYECKYIO aTaky 3a 3 mecfilia Jio IJ'I%IE&IEC%EJE‘(SJ%EHI—}AHLEH"[BP %:IBIJ'II/I

PaHIOMM3HMPOBAHbI B OJHY U3 ueThipex rpynm jeuerus: ACK 25 mr u qunupunamon (B ¢popme
TabJETOK C TPOJIOHTHPOBAHHBIM BbICBOOOXkIeHHEeM) 200 Mr 2 pa3za B CYTKH, AUMUPUIAMOI
(B ¢opme TabJIETOK C MPOJOHTUPOBAHHBIM BBICBOOOXKIeHHEM) 200 mr 2 pasza B cytku, ACK
25Mr 2 paza B CyTku wiu 1ane6o. OueHkd 3()QPEKTUBHOCTH BKIIIOYATM aHAJIU3 YaCTOTHI
CMEpTENbHBIX WM HECMEPTEIbHBIX WHCYJIBTOB M CMEPTH OT JI000H MPUYUHBI. Y CTaHOBIIEHO,
Y10 KOMOMHHpOBaHHOe npuMeHeHue nunupuaamona u ACK B mozax 400 mr/50 mr B cyTku
CHIKaeT puck uHcyabTa Ha 23,1% (p = 0,006) no cpaBHenuto ¢ MmoHotepanueir ACK B nosze
50mMr B cytku u Ha 24,7% mno cpaBHeHUIO C aunupuaamonoMm B ao3e 400 Mmr B CyTKuM
(p = 0,002), u Ha 37% mo cpaBuenuto ¢ miamnedo (p < 0,001). Hu ACK, Hu munupumamon
CYLIECTBEHHO HE BIUSUIA HA CMEPTHOCTb.

B Tpex paHIOMHM3MpPOBAaHHBIX KOHTPOJIUPYEMBIX KIMHHUYECKUX HCCIEIOBAHUAX C Y4acCTUEM
854 manMeHTOB, KOTOPHIM OBLJIO TIPOBEACHO MPOTE3WPOBAHUE CEPJCYHOrO KIaraHa,
JUMUPUIAMOJI B COYETAaHMM C BappapuHOM CHU3MJI 4YacTOTy IOCJIEONeparMoOHHBIX
TPOMOOIMOOTMUECKUX OCTIOXKHEHUN Ha 62—91% 1mo cpaBHEHHUIO C MOHOTepanuel BaphapruHOM.
Yactora TpoMOOIMOOINYECKHX OCJIOKHEHHH Yy TAIMEHTOB, TMOJYYaBIIMX KOMOHWHAIUIO
munupugamona ¢ BapdapuHoM, coctaBimsuiia oT 1,2 go 1,8%. B Tpex HONMOSHUTENbHBIX
UCCJICIOBAHMSIX C ydacTHeM 392 MalueHTOB, aHTaroHUCT BUTaMuHa K OBLT HazHAYCH MEXKIY
24 gacamu 1 4 JHSAMH TIOCTE OIEpAIMH, a MPUEM TaOJETOK NUIMUPHIAMOJIa ObLT HAYaT MEXIY
24 yacamu u 10 gasMu mocie omeparuu. [IpogoiDKUTETbHOCTh HAOMIONEHHS B ITHX
UCCJIEIOBAHUSIX BapbupoBajiack OT 1 70 2 neT. Y NManueHTOB, MPUHUMABIIMX TUIUPUIAMOI U
aHTaroHUcThl BuTamMuHa K, gactora TpoM003MO0IMUECKUX OCIIOKHEHUH BapbupoBaia ot 2,3 10
6,9%. Jlunupupamon TpU OAHOBPEMEHHOM IpueMe ¢ BappapuHOM HE BIUI Ha

IPOTPOMOMHOBOE BpeMs U JApyTue MoKa3aTeau aKTUBHOCTH.

5.2. apmakoknHeTHYECKHE CBOHCTBA

Abcopbrus

[Ipy npueme BHYTpb JUIMPHAAMOJI OBICTPO BCACBIBAETCA B JKEIYJIOYHO-KMIIECYHOM TpPAKTE:
Oonblas 4acTh B JKENyAKE M YaCTUYHO B TOHKOM KHIIKE. BHOJOCTYNMHOCTH COCTaBIsET
37-66%, BpeMsi JOCTUKEHHSI MAKCUMAJIbHOM KOHLIEHTPALMY B IJIa3Me€ KPOBH OKOJIO 2 4acoB.

Pacnpenenenue

JlunupruaamMon MOYTH TMOJHOCTBIO CBSI3bIBaeTcsl ¢ Oenkamu Iutasmbl KpoBu. [locie mpuema
BHYTpb HaOtonaercss AByX(a3HbIl XapakTep yMEHbIIEHUS KOHIIEHTpAlMU IWUIMUpHAaMolia B

Ij1a3sMe KpoOBH.
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Bruorpancdhopmarmsa

JunupuaamMon MeTaboIM3UPyeTCs B IEYCHH ITyTEM CBSI3BIBAHUSI C TJIFOKYPOHOBOM KHUCIOTOM.
DJIMMUHAIUS

[Tepmon mosyBbIBeNeHHs B HadanbHOW (pase cocraBimser 20-30 MUHYT, a B KOHEUHOH (a3ze
BbiBeieHUA — 10—12 yacoB. BeigensieTcs NMpeMMYyIECTBEHHO B K€IYb U BBIBOJUTCS 4epe3
KUIIEYHUK B BUAEC MOHOIIIOKypoHuaa. HauGombiiee kommuectBo aunupuaamona (1-3%)

BBIBOJUTCA ITIOYKaAMMU.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeIbHBIX BelIECTB
Anpo:

Kpaxman kykypy3HbIi

JlakT03bI MOHOTHAPAT
Kapbokxcumernnkpaxman HaTpus (Tun A)
Kenatuu

KpeMuMsi nTMOKCHT KOJITIOUTHBIN O€3BOIHBIN
Maruus creapat

IInenounas 060g104Ka:

I'mnpomennosa

Tanbpk

Makporon 6000

Turana nuoxcun, E 171

Kpacurenb xuHOIMHOBBIN sxenThid, E 104

CuMeTHKOHA AMYJIbCUS

6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHUs )

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPU XPAHEHUU

XpaHuTh nipu Temnepatype He Baie 25 °C.
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6.5. Xapakrep ¥ coaepkaHue NePBUYHON YIIAKOBKH

ITo 120 TabneTok, MOKPHITHIX IUICHOYHOW 00O0JIOUKOH BO (PJIaKOHBI OECLBETHOI'O CTEKJIA C
HOMUHAJIBHOW eMKOCThI0 30 MJI, 3aKpBIBAIOLIMECS MOJIMITHICHOBOM IITENCENbHONW MPOOKOI-
aMOPTH3aTOPOM.

[To 1 pmakoHy BMecTe ¢ MHCTPYKIIMEH 110 TPUMEHEHHIO TIpenapaTa B KApTOHHOU MavyKe.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH TNPH  YHUUYTOXKEHHMH  HCIOJb30BAHHOIO
JIEKAPpCTBEHHOr0 TMpenmapata WJIH OTX0A0B, MOJYYEeHHBIX TOCJe TPHMEHEeHHs
JIEKApCTBEHHOI0 Npenapara, i Ipyrue MaHUIMYJISIHH C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIUOHHOI'O YIOCTOBEPEHUS
Poccuiickas @enepanus

3A0O «bepnun-Dapmay

248926, Kanyxckas 061., T. Kamyra, 2-it ABTOMOOWIIBHBIN mpoe3, 1. 5
Tenedon: +7 (4842) 909-500

dakc: +7 (4842) 909-501

OnexkTpoHHas noyra: reception_kaluga@berlin-chemie.com

7.1. llpencraBuTeib AepKaTessi PEriCTPAIIMOHHOIO YA0CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIITE 110 aJPECY:

Poccniickas @enepanys

000 «bepaun-Xemu/A.MeHapuHI»

Anpec: 123112, r. MockBa, [Ipecnenckas Habepesxnas, 1. 10, BL] «banras na HaGepesxxHoiy,
bnok b

Tenedon: +7 (495)785-01-00

®dakc: +7 (495)785-01-01

OnektponHas noyrta: office-russia@berlin-chemie.com

8. HOMEP PEI'UCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJEHUS PETMCTPAIIMU,
INEPEPETUCTPAIIN)

JlaTa niepBoi perucTpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OOmas  xapakTepucTHKa JieKapcTBeHHoro mpemapata Kypaatwn N 25  gocTynmHa Ha
uHbOpMallMOHHOM TmopTane EBpasuiickoro SKOHOMHYECKOrO cOi03a B HMH(OPMAIMOHHO-

KOMMYHHUKaIMoHHOH cetn «IHTepHeT» https://eec.eacunion.org.
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