COOTBETCTBYET 3KCMEPTHOMY OTYETY
oT 13.11.2025 N 28284

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O [IPEAAP

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

Junupugamont, 25 mr, TabJIETKH, MOKPHITHIE IICHOYHONW 000JI0YKOM
Junupuaamod, 75 Mr, TablIeTKH, TOKPBITHIE TUICHOYHOW 000JI0YKOM

2. KAUECTBEHHBIN U KOJIUMYECTBEHHbBIN COCTAB

JelicTByroniee BEMIECTBO: TUMUPUAAMOIL.

JlunupugamMod, 25 mr, TabJIETKH, HOKPBITHIE INIEHOYHON 000JIOUKOMN

Kaxxnas TabieTka comepKuT 25 Mr IunupuIaMmoria.

BcromoraTenbHbIe BEMIECTBAa, HATMYHE KOTOPBIX HAJO0 YYUTHIBATH B COCTAaBE JICKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pazaen 4.4).

JlunupuamModr, 75 mr, TabJIeTKH, HOKPBITHIE INICHOYHOM 000JIOUKON

Kaxxnast TabieTka coepKuT 75 Mr IUNUpUIaMoIia.

BcromoraTenbHbIE BEMIECTBa, HATWYHE KOTOPBIX HAJO0 YYUTHIBATh B COCTaBE JICKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pazaen 4.4).

[TonHbIii IepeYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEIECH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIE TNIEHOYHOM 000TIOUKOM.

Kpyriibie JBOSKOBBIYKIJIbIE TaOJIETKH, TMOKPHITHIE IJICHOYHOW OOOJIOYKOW KENTOro IBeTa; Ha
MOTIEPEYHOM pa3pe3e BHIHBI JIBa CIIOS: SAPO OT XKEITOrO J0 SIPKO-)KEJITOr0 I[BETa U TUICHOYHAS
000JI0YKa.

4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHusi K IPUMEHEHHIO

¢ BropuuHnas npodunakTuka UIIEMUIECKOTO UHCYNbTA U TPAH3UTOPHON HUIIIEMUYECKOM aTaku
Yy B3pOCIHBIX (B COUYETAaHHH C AIETHUJICAIUIIMIIOBON KHUCIOTOM B HHU3KHX J03aX WU B BUIE
MOHOTEPANUU MPH HETIEPEHOCUMOCTH alleTHIICATUIIUIOBON KUCIIOTHI).

e B kayecTBe JOMNOJHEHUS K MEPOPAIbHBIM AHTHUKOATYJISTHTAM HENpPSIMOro JEHCTBUS IS
MPOPHUIAKTUKH TTOCIEONEPAITMOHHBIX TPOMOOIMOOTIUYECKUX OCIOKHEHHM TOCE 3aMEHBI
CEpJIEYHOTO KJIallaHa y B3POCIbIX.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

I[o3a npemnapara HO,[I6I/IpaGTCH B 3aBHCHUMOCTHU OT HOKaBaHHﬁ, TSDKECTU 3a00JIeBaHUS U pcaknunuun
nanyeHTa Ha JICUCHUC. HJ'II/ITGJ'IBHOCTI) KypcCa JI€YCHUA ONPCACIIACTCA BpadyoM.

PexxuM no3upoBaHus

Bmopuunas npogunaxmuxa uwemuueckoeo uHCyibma u mpau3umopHoU UUeMUYecKkou amaxkuy y
83POCIbIX (68 COUeMAaHUl ¢ AYeMuICaIuyUuI080l KUCIOMOU 8 HUZKUX 003aX Ul 8 ude MOHOmepanuu
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Pexomennyemas noza qunupuaamona cocrasisieT 300600 mr B cyTku, pasieneHHas Ha 3 wiu 4
npuema.

B kauecmse OononneHus K NepoparbHLIM AHMUKOAZYNAHMAM HENpPAMO20 Oelcmeus 0.4
npoUIAKMUKU ~ NOCTIEONEPAYUOHHBIX — MPOMOOIMOOIUYECKUX — OCNIONCHEHULl  NOocle  3aMeHbl
cepoeyHo2o Kianama y 63poCivix

Pexomennyemas nosza npunupuaamosia coctasiger 300-600 Mr B cyTku, pasjaeiieHHas Ha 3 wid 4
npuema.

Oco0Oble T'PVYIIIBI ITAITWMEHTOB

Toacunoti 6ozpacm
Koppekiuu pexxuma 103upoBaHusi He TpeOyeTcs.
eTH

bezonacHocth ¥ 3QdeKTUBHOCTH NMpPUMEHEHHUsl MpemapaTa y JeTeil B Bo3pacTe A0 18 ner He
YCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnocob IIPUMCHCHUA

BHy’I‘pI), HaToumlak, 3arimBas HEOOJILIINM KOJINYECTBOM BOJbI, HC pa3jiaMbIBas U HC pa3’KCBbIBAs.
4.3. IIlpoTuBOMOKA3aAHUS

® TUNEPUYYBCTBUTENILHOCTh K JUIHUPHIAMOIY WIN K JH0OOMY M3 BCIIOMOraTelbHBIX BEIIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

OCTpbIi UH(PAPKT MUOKAPAA;

HeCcTaOMJIbHAs CTEHOKAP/Ns;

pacpoCTpaHEHHBIN CTEHO3UPYIOIINN aTEPOCKIIEPO3 KOPOHAPHBIX apTepui;

cyOaopTanbHbIA CTEHO3;

JNEKOMIIEHCUPOBAaHHasl Cep/ieyHasi HEIOCTATOYHOCTD;

BbIpa)XEHHAas1 apTepHabHasi TUIIOTEH3HS;

TsDKeNas apTepualibHasi TUIIEPTeH3HS,

TSKEJbIE HAPYILIEHUS CEPJICYHOT0 PUTMA;

reMopparuueckue JuaTessl;

3a00/IeBaHUs CO CKJIOHHOCTBIO K KpOBOTEUEHHUSAM (sI3BeHHass OO0Je3Hb JKeIyldKa |
JIBEHAIATUIIEPCTHON KUIIKH U JIp.);

e nieTckuii Bo3pact 110 18 net (3¢(peKTHBHOCTH M 6€30IIaCHOCTh HE YCTAHOBIICHBI).

4.4. OcoOble yKka3zaHus U MepPbl MPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

C 0CTOPOKHOCTBIO

ApTrepuanbHas THIIOTCH3Hs, WIIEMHYEcKas OOJIe3Hb cepiia, OpOHXHaJbHAs acTMa, XPOHUYECKas
OOCTpYKTHBHAsi OOJIE3Hb JIETKHX, MAIlMEHTHl MOXHIJIOTO0 BO3pacTa (AUIUPUIAMOJ MOXET BbI3BAaTh
apTepHalIbHYIO TUIIOTEH3HIO).

Cepoeuno-cocyoucmole 3a001e8aHUs

Jlurmupugamon o0JamaeT CoCyAOpacHIMPSIIONIAM JeHCTBHEM. B CBA3M ¢ O3THM mpemapar
JlMnupuaamorn He ciieqyeT MPUMEHSTh y MAIlUeHTOB C TSXKEJION HIleMUYecKoi O0JIe3HbI0 cepana (B
TOM YHCJIE, TP HECTAOMIBHOW CTECHOKApAWHM WM HeAaBHEM HH(papKTe MHOKapna), 0OCTpYKIHEH
BBIHOCSILIETO TPaKTa JIEBOTO >KEIyJAOYKa W HECTaOWJIbHOM TeMOJMHAMMKOW (Hampumep, Npu
JIEKOMITCHCUPOBAHHOM CEpJIEYHON HETOCTATOYHOCTH) (cM. pasnaen 4.3.).
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cepaua.

[Ipenapat cienyer NpUMEHSTh C OCTOPOKHOCTHIO y MAIIMEHTOB C apTepHalIbHOM TMIIOTEH3UEH, TaK
KaK JTUMAPHUIaMOJI MOKET BBI3bIBATH MEPUPEPUUECKYIO BA30HIIATAITHUIO.

bponxuanvnas obcmpyxyus

[TockonbKy IUMMPUAAMONI MOXET BBI3BIBATH OpOHXOCHA3M, IMpemnapar cleayeT NPUMEHSATh C
OCTOPOYKHOCTBIO y TAIMEHTOB C OPOHXHAIBHOM aCTMOW MM C XPOHHYECKOH OOCTPYKTHBHOIM
00JIE3HBIO JIETKUX.

ﬂuaeﬂocmuqecme cmpecc-mecmol

[TaruenTam, MONyYaOMIUM TUMUPUIAMOI BHYTPh B OOBIYHBIX J103aX, HE CIEAYET JOMOIHUTEIHHO
BBOJUTH BHYTPUBEHHO pacTBOp Aunupuaamona. Eciau Heo6xoaumo mposecty hapMakoIOruyecKuit
CTpPECC-TeCT C BHYTPUBEHHBIM BBEACHUEM JUIHUPUIAMOJIA, CIEAyeT MPEKPaTUTh IpUEM
IUNHpUIaMoiia BHYTph 3a 24—48 yacoB 10 Hayalna Tecta. B MpoTHBHOM citydae MOXKeT ObITh CHH)KEHA
JUArHOCTUYECKasi YYBCTBUTEIBHOCTh TECTa C BHYTPUBEHHBIM BBEJACHUEM AUNUPHUIAMOIA U
YBEJIMYEH PUCK CEPJIEYHO-COCYAUCTHIX MOOOUYHBIX d(DPEKTOB.

Muacmenus gravis

VY nmanueHToB ¢ MHACTEHUEH gravis Mocie U3MEHEHUs J103bl JUIUPUAAMOJIa MOKET NOoTpeOoBaThCs
KOPPEKLHUs 103 IIPENapaToB, IPUMEHSIEMBIX B KOMIUIEKCHON TEPAMY MUACTCHUH.

HapymeHuﬂ CO CNOPOHbI DfCeﬂLlQGblGO()ﬂM/;Mx nymeﬁ

CooOmaiocb 0 HEOONBIIOM YHUCIIE MALUMEHTOB, Y KOTOPBIX OBLIO [OKa3aHO, 4YTO
HEKOHBIOTHPOBAHHBIN TUITUPUIAMOJT B PA3JIUYHON CTEIICHH BKJIFOYACTCSI B KOHKPEMEHTBI B )KEITUHOM
my3bipe (10 70 % ot cyxoro Beca kamHs1). Bce 3TH marnueHTsl ObUTH TOKUIBIME, UMENTH TPU3HAKH
BOCXO/JISIIIIETO XOJIAHTUTA U B TEUEHUE psAJia JeT NOTydaly NepopaabHo Aunupuaamoi. Het HUKakux
J0Ka3aTelbCTB TOTO, YTO JUIHPUAAMON ObUT HHUIMHPYIONIMM (HaKTOpOM, BBI3BIBAIOIINM
o0Opa3oBaHMe KaMHEH B JKEIYHOM Iy3blpe y ITHX MalueHTOB. Bo3MokHO, uTO OakTepuaibHOE
JETITIOKYPOHUPOBAHHE KOHBIOTHUPOBAHHOTO JHUIUPHIAMOTA B JKEITYU SBISIETCS MEXaHHU3MOM,
OTBETCTBEHHBIM 32 IPUCYTCTBHE JUIMHUPHIAMOJIa B COCTaBE KOHKPEMEHTOB B JKEITYHOM ITy3bIpE.

V NoXKUIBIX MAaUECHTOB U IPHU MJIAUTCIIBHOM JICYHCHUU CIICAYCT CICAUTD 3a MOSABJICHUEM CHUMIITOMOB
MOPpaXXCHUA KCITUYCBBIBOAAIINX HYTGI\/'I. B CJIyda€ BO3HHUKHOBCHMHS JKETYHOKAMEHHOH O0Je3HU
IMPpUMCEHCHUC ITpCIiapaTa CJICAYCT MPEKPATUTD.

Ilpouee

[Ipenapar cienyer NpUMEHSTh C OCTOPOKHOCTBIO y MAIIMEHTOB C HAPYIICHUSIMU CBEPTHIBAEMOCTH
KpPOBH.

BcnoMorarensHble BEIIECTBA

[Ipenapar [unupugamon coaepkuT JakTo3y. JlaHHBIM JE€KapCTBEHHBIM Npemnapar HE CIeayeT
MIPUHUMATH TAI[UEHTaM C PEJKO BCTPEUAIONIEeHCs HACIEICTBEHHOW HEMePEHOCHMOCTHIO TalIaKTO3HI,
JAKTa3HON HEIOCTATOYHOCTHIO WIIH TIIFOK030-TaIaKTO3HOH MallbabcopOuei.

4.5. B3aumoneiicTBMe C [PYrHMH JIeKADCTBEHHbIMHM IpenaparamMM W JApyrue BH/bI
B3aNMOIeHCTBUSA

[IpousBojHbIe KcaHTHMHA (HAaIpUMep, aMUHOQWIUINH, TeOQWIUINH, KodeuH, kode, 4dail) MOryr
0Ca0NATh COCyOpacIIupsoLIee JecTBUE TUITUPUAAMOIIA.

JlunupuaamMos npy OTHOBPEMEHHOM IPUMEHEHNUN MOXKET YCUIIMBATh IEMCTBUE AHTUKOATYJISIHTOB U
TPOMOOJIUTHYECKUX MTPETIapaToOB U YBEINUNBATH PUCK KPOBOTCUCHUH.
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TpoMOOUUTOB. OJTHOBPEMEHHOE MPUMEHEHUE JUMUPHUAAMOJIA C AlEeTUICAIUIIMIOBON KUCIOTOW He
YBEJIMYUBAET YaCTOTY KPOBOTEUECHHUH.

JunupuaamMon  MOKET yCWIMBAThb JIEWCTBUE  JIEKAPCTBEHHBIX IIPENApPAaTOB, CHMKAOLIUX
apTepUaIbHOE JaBIICHUE.

JlumupuaamMor MOXKET OCIIa0JIATh JeHCTBHE MHIMOUTOPOB XOJIMHACTEPA3bl. DTO ClIeAyeT MPUHUMATh
BO BHUMAaHUE [IPHU JICYCHUHU TTAIIMCHTOB C MUACTEHHEH Jravis.

HpI/IMeHeHI/Ie AUnpuamMolia B COUCTAaHMU C HWHIOMCTAIMHOM MOKCT IPHUBECTU K 3aJCPIKKC
KHUIKOCTH.

Jlunupugamon WHTUOMpYyeT oOpaTHBIM 3axBaT aJleHO3MHA KJIETKaMH, BbI3bIBas YBEIMYCHHE
KOHIIEHTPAaLlMU aJeHO3MHAa B IUIa3ME€ M YCWIEHHE CepIeYyHO-COCYAUCTHIX 3(deKkToB (pHuck
BO3HHUKHOBEHHUS aTPUOBEHTPUKYIISIPHOM OJ10Kaabl, OpauKap U U KeJTyI0YKOBBIX 3KCTPACUCTON).

PapMaKOKHMHETHUECCKHE B3aUMOICHCTBHS

AHTaIUIBI CHIDKAIOT MAaKCUMATBHYIO KOHIICHTPAIUIO JTUITAPHUIAMOJIA U3-32 CHIDKCHUS a0COpOIny 1
MOTYT YMeHbIIATh 3((HEKT TunupugamMona.

WuaykTopsl (pepMEHTOB MUKPOCOMAIBHOTO OKUCIICHHS, TaKHe KaK ()eHUTOWH, MOTYT YBEINIHBATH
KIIMPEHC JUIUPUAAMOIIA.

JlMrpuamMos MOKET CHU)KATh BcachbiBaHue (uryapaOuHa v CHIDKATh €ro d(PPEKTHBHOCTD.

HI/IHI/IpI/I,Z[aMOJ'I MOXXCT HC3HAYUTCIBbHO ITOBAIIIATh BCACBIBAHUEC JUT'OKCHHA.

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALUSA

bepemeHHOCTD

AJIeKBaTHBIX M XOpPOIIO KOHTPOJIMPYEMBIX HCCIEAOBAHUN y OEpEeMEHHBIX HE IPOBOAUIIOCE.
HccnenoBanust Ha JKMBOTHBIX HE BBIIBHJIM TEPAaTOr€HHOTO MM (eToToKcHyeckoro s¢gekra
munupuaamodna. [Ipumenenue npenaparta Bo BpeMsi 0epeMEeHHOCTH, 0COOEHHO B IIEPBOM TPUMECTDE,
BO3MO>KHO TOJIBKO B TOM CJIy4ae, €CIIM OKHJacMasi I0JIb3a Il MaTEePH IPEBBIIIAET BO3MOKHBINA PUCK
JUIA IIJ10/a.

JlakTanus

I/ICCJ'IGI[OBaHI/Iﬂ Ha JXUBOTHBIX IMOKa3ajin, YTO JUIIUPUIAMOJI B HEOOJIBIINX KOJINYECTBAX BBIACISACTCS
C TPYIOHBIM MOJOKOM. [IpuMeHeHHe mpemapara B IEpPUOJ TPYJHOTO BCKAPMIIMBAHUS BO3MOKHO
TOJILKO B TOM ClIydae, €CJIM OKHaeMasi 1oJjib3a Ui MaTepH IMPEBBIIIACT BO3MOXKHBIA PHUCK IS
pebeHka.

DdepTiiIbHOCTE

I/ICCJ'IC,Z[OBaHI/ISI BJIMAHUA JUIAPHUIAMOJIa Ha (I)CpTI/IJIBHOCTB YCJIOBCKa HC IPOBOAHIIUCH.
HOKHHHI/I‘—I@CKI/IG HCCIICAOBAaHUA HC BBIABUIIM IPAMOIO HJIWM KOCBEHHOI'O BPEIHOIO B0321€I>'ICTBI/I$I
AUTIUPpUAAMOJIa Ha (I)epTI/IJIBHOCTB KHUBOTHBIX.

4.7. BausiHMe Ha CHOCOOHOCTH YNPAaBJATHL TPAHCNOPTHBIMH CpeacTBAaMH M padorarh ¢
MeXaHMU3MaMH

B cBsI31 ¢ BO3MOKHOCTBIO CHUKEHHSI apTEPUAIbHOTO 1aBJIEHUSI M BOSHUKHOBEHHMSI TOJIOBOKPYKEHHUS
B TIEepHOJ MpuUeMa I[pernapara, CHOCOOHOCTh K KOHIIGHTPAMM BHUMaHMA M OBICTpOTa
IICUXOMOTOPHBIX pEaKkUui Yy NaNUeHTOB MOTyT CHWXarbcs. [loaToMy B mnepuon JsedeHus
TUIHAPHUIAMOJIOM CIIEyeT COOII0IaTh OCTOPOKHOCTH P YIIPABJICHUH TPAHCIIOPTHBIMHU CPEICTBAMU
U 3aHATUAX TOTEHIMAIbHO OMNACHBIMU BHJAMH JAEATEIbHOCTH, TPEOYIOIIMMHU MOBBIIIEHHON
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KOHICHTpAallMKM BHUMAaHUA U 6BICTpOTBI IICUXOMOTOPH]

4.8. HexkesaTeJibHbIE peaKIUU

PesroMe HexeaaTeabHbIX PEAKIIUNI

Knaccudukanus 4yactoTsl pa3BuTHs MOOOYHBIX YPPEKTOB COTIACHO pPEeKOMEHIAsIM BcemupHoOn
opranusanuu 3apaBooxpancaus (BO3): ouens yacto (>1/10); gacro (ot >1/100, Ho <1/10); HeuacTo
(ot >1/1000, Ho <1/100); penko (ot >1/10000, Ho <1/1000); ouensr peaxo (<1/10000); uacTora
HEeHM3BeCTHA (Ha OCHOBAHWH MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOXHO).

Hapywenus co cmopoHuvl Kpogu u iumg@amuyeckou cucmembl

94acTOTa HEM3BECTHA — TPOMOOIIUTOIICHUSI.

Hapywenus co cmopoHvl umMmyHHOU cucmembl

9YacTOTa HEM3BECTHA — PEAKIIUU TUIICPUYBCTBUTEIBHOCTH, QaHTHOHEBPOTHUECKHUI OTEK.

Hapywenus co cmoponul HepsHOU cucmembl

OYCHb YaCTO — FOJIOBHASI 0OJIb, TOJIOBOKPYIKEHHE.

Hapywenus co cmoponul cepoya

9acTO — CTCHOKAP/IUS;

HEYacTo — Opaaukapans, HHPApKT MUOKap/a, CHHKOMIATBHOE COCTOSIHHE;

YacTOTa HEM3BECTHA — TAXUKAPIHUSI.

Hapywenus co cmopoHul cocydos

9YacTOTa HEM3BECTHA — CHIDKECHHUE apTEPUAIbHOTO JIABJICHUS, IPHIIUBBI KPOBHU K JIHILY.

Hapywenus co cmopoHul ObixamenbHotl cucmemsvl, 0peano8 pyOHOU KIemKU U cpedoCmeHusl
9YacTOTa HEM3BECTHA — OPOHXOCHA3M.

Kenyoouno-kuweunvle napyuienus

OYCHb YaCTO — TOIHOTA, TUapes;

9acTo — PBOTA;

HEeYacTo — O0JIb B KHUBOTE.

Hapywenus co cmopoHbl Kodicu u NOOKOMCHBIX MKAHel

4acTO — KOXHAs ChIIb;

94acTOTa HEM3BECTHA — KPAIMBHUIIA.

Hapyuwenus co cmopoHsl MbluteuHoll, CKel1emHOU U COCOUHUMENbHOU MKAHU

9aCTO — MUAJITHSL.

Tpaemol, unmokcuxayuu u OCIOHCHEeHUs NPoYeoyp

94acTOTa HEM3BECTHA — TIEPUOTIEPAIMOHHOE KPOBOTEUSHHE, KPOBOTEUCHHE TIOCIIC BMEIIATEILCTBA.
OnucaHue OT/IeNbHBIX HEXKEIATeIbHbIX PeaKIni

VY cTaHoBIEHO, UTO TUMTUPUIAMOIT BKIIFOUYAETCS B KOHKPEMEHTHI B )KEITYHOM ITy3bIpe (cM. pasnen 4.4.).
Coo0b11eHre 0 MM0/103PEBAEMbIX HEKEIaTEIbHbBIX PEAKIIUIX

BaxHo co00maTh O TOJ03PEBAEMBIX HEXKENATeNbHBIX PEAKIHUAX TOCIEe PErHCTparuu
JIEKApCTBEHHOTO Iperapara ¢ ILeJbl0 00ecrneueHus] HEMpPepbIBHOTO MOHHMTOPUHIA COOTHOIICHHUS
«oNTb3a — PHCK» JIGKAPCTBEHHOTO Tpemnapara. MeIWIUHCKUM paOOTHHKAM pPEKOMEHIYETCs
coo0MIaTh O JIOOBIX MM0I03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX JEKapCTBEHHOTO MpenapaTa yepes
HaIlMOHAJIFHBIE CUCTEMBI COOOIIEHHSI O HEXKENATeNbHBIX PEaKIUAX TOCYAapCTB — WICHOB
EBpasuiickoro 5KOHOMHUYECKOr0 COI3a.

Poccuiickas @enepanns

denepanbHas cinyx0a o Haa30py B cepe 3apaBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CnaBstHCKasi TU101a1b, 1. 4, cTp. 1

Tenedon: +7 (800) 550 99 03

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAITHOHHON ceTu «aTepHeT:!
https://www.roszdravnadzor.gov.ru/
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4.9. Ilepeno3upoBka

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CHUMIITOMBI

BHpa}KCHHOC CHMIKCHUEC apTCPHAIBHOI'O OaBJICHHUA, PAa3BUTHC WA OGOCTpCHI/IC IpUCTYIIOB
CTCHOKapAWH1, TaxuKapAus, OIIYIICHHUEC IKapa, NPWJIMBbBI KpPOBH K JIMIY, ITOBLIMICHHOC
IIOTOOTACIICHUEC, 66CHOKOI>1CTBO, c1a00CTh U TOJIOBOKPYKCHHUC.

Jleuenue

Wuaykuusi pBOTHI, IPOMBIBAHUE JKENy/IKa, IPUMEHEHHE aICOPOSHTOB ISl CHM)KEHUS BCACHIBAHUS
(axTUBHPOBAHHBIN YTroJib U T. 11.). HexxenaTenbHOE BazoAMIaTUPYIOIIEe JeHCTBUE ITpenapaTa MOXKHO
KynupoBaTh MeyIeHHBIM (50—100 mMr/MuH) BHYTpUBEHHBIM BBeJeHHEeM amMHHO(WUIMHA. B cirydae
BO3HUKHOBEHUS CHMIITOMOB CTCHOKAP/IMH IMOKAa3aHO MPUMEHEHHE HUTPOTJIMIIEPUHA CyOTMHTBATIHHO.

5. PAPMAKOJIOTHYECKHWE CBOMCTBA

5.1. ®apmakoanHaMHuYecKHne CBOCTBA

dapMakoTepaneBTUYeCKasi TpyIa: aHTUTPOMOOTHYECKHE CPEACTBA; aHTHArperaHThl, KpoMe
renapuHa.
Kong ATX: BOIACO07

MexaHu3M AeicTBUS

Jlunupuaamorn HoJaBiisieT arperanuio TpoMOOLIMTOB, OKa3bIBACT COCYIOpacIIupsoliee AeHCTBHE,
YIIy4IIaeT MUKPOLUPKYJIALMIO.

dapmakoJIMHAMUKA

Jlurupugamost in Vitro u in ViV TOpMO3UT MOTJIOIIEHUE aJeHO3WHA YHIOTEIHATBHBIMHU KICTKAMH,
SpUTpOLUTaMH ¥ TpomOouuTamu. VHruOmpoBaHWe 3axBara aJe€HO3WHA HAOIIOAAeTCS IpU
TEPArieBTUYCCKUX  KOHIEHTPALUAX TUINHAPHUIAMOJIA H HOCHT J0303aBUCHMBIH  XapakTep.
Bo3Hukaromias npu npuMeHEHUH TUIMHPHIaMOJIa MOBHIIICHHAS KOHIICHTPAIHS a/ICHO3HMHA B TIa3Me
KPOBU BO3JCHCTBYeT Ha A2-perenTopbl TPOMOOLMTOB U CTUMYIHUPYET aICHHUJIATIMKIA3Y, TeM
CaMbIM TOBBINIAs CO/IEpP’KaHNE B TPOMOOLIUTAX IIMKIMYECKOTO aieHO3nHMOHOpochara (IAM®D). B
pe3yJibTaTe CHUKAETCS arperanysi TpoMOOIMTOB B OTBET Ha pa3IMYHbIE CTUMYJIBI (TaKue Kak (pakTop
aKTHBaIMK TpomOouuToB, KoiutareH U AJI®) u ymensimaercs TpomboobdpazoBanue. Kpome Toro,
aJICHO3WH BO3/ICHCTBYET Ha a/ICHO3MHOBBIC PELICIITOPBI COCYTMCTON CTCHKHU U BBI3BIBACT PACITMPCHUE
COCYZIOB (OJIMH U3 MEXaHU3MOB COCYIOPACIIUPSIONIETO ISHCTBUS JUITUPUIAMOIIa).

Hunupugamon unrudupyer Qochoaudcrepassl (OJIJ) B paznuunbix TKaHsix. WHruOupoBaHue
HAM®-O/ID sBrsieTcst cnabblM, OJHAKO JUIMMPUAAMON B TEPANEBTHMYECKMX KOHIIEHTPAIUAX
uarudupyer ulM®O-OJID, TeM camblM yBeIWYMBas COJEp)KaHUWE B KIETKAX HUKINYECKOIO
ryaHo3uaMoHodochata (ul MP), npoayupyeMoro sH10TeIHATBHBIM PETaKCUPYIOUUM (HaKTOPOM
(unenTrdUIMpoBaHHbI Kak okcu azota [NO]).

JlunupuaamMon TakKe CTUMYJIUPYET OWOCHHTE3 U BBICBOOOXeHUEe mpocranukinHa (Pglz)
SHIOTEIMEM M CHHXKACT TPOMOOTCHHOCTh CYOIHIOTEIHAIBHBIX TKaHEH 3a CUeT YBEIHYCHUS
KOHIICHTpanuu 3amuTHoro meauaropa 13-HODE (13-ruapokcrokTaiekaIueHOBask KUCIIOTa).

brio YCTAHOBJICHO, YTO AUIIUPUIAMOJI HOPMAJIMU3YET COKPAIICHHOC BPEMA KU3HU Tp0M6OI_II/ITOB.
I[I/IHI/IpI/IJIaMOH HC BJIMACT HA BPpCMs KPOBOTCUCHUS.

Kimanueckast 3bdeKkTUBHOCTE U 0€30I1aCHOCTE

[TpuMmeHeHne TUIMTUPUIAMOIIA B COUSTAHUH C alleTHIcanuiioBoii kuciaoroit (ACK) 6bu10 n3ydeHo B
JBOMHOM  CJIETIOM TUTane00-KOHTpOJupyeMoM 24-mecsiyHOM  EBpomeiickoM — ucciaeqoBaHUN
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npodunaktuku uHcyabTa 2 (ESPS-2). B uccnenoBanme Obu1n 'QJEI&J&E{%{J{ %Mﬁi‘"a—r(ébénﬁr/}ﬁ

BO3pacT 66,7 J1eT), KOTOpbIE NEPEHECTH UILIEMUYECKUI UHCYJIBT WU TPAH3UTOPHYIO UILIEMUUYECKYIO
aTaky 3a 3 Mmecsla A0 Haudana uccienoBaHus. [larueHTs! ObUTM paHAOMHU3UPOBAHBI B OJHY U3
yereipex rpymm sedenusi: ACK 25 mr u qunupunamon (B ¢popme TabIeTOK ¢ MPOJTOHTHPOBAHHBIM
BbICBOOOXKIeHHEM) 200 Mr 2 pasa B CyTKH, AUMUPHAAMOII (B popme TabJIeTOK C MPOJIOHTHPOBAHHBIM
BbICBOOOXKIeHUEM) 200 mr 2 pasa B cytku, ACK 25 mr 2 paza B cyrku win 1ane6o. OueHku
3¢ (}HEeKTUBHOCTH BKJIIOYAIM aHAIU3 YacTOThl CMEPTENIbHBIX HIIM HECMEPTENIbHBIX HHCYIBTOB H
CMEPTH OT JIF000H MPUYKHBL. Y CTaHOBJIEHO, YTO KOMOMHUPOBAHHOE PUMEHEHUE JUMUPHIAMOTIa 1
ACK B no3ax 400 mr/50 Mr B CyTKHM CHUXaeT pucK MHCYnbTa Ha 23,1 % (p = 0,006) o cpaBHEHHUIO C
moHotepanued ACK B no3e 50 mr B cyTku u Ha 24,7 % 110 CpaBHEHUIO C JUIUPUIAMOJIOM B J03€
400 mr B cytku (p = 0,002) u Ha 37 % mno cpaBuenuto ¢ mianebo (p < 0,001). Hu ACK, uu
JUIUPUIAMOJ CYIIECTBEHHO HE BIIMSIN HA CMEPTHOCTD.

B Tpex paHIOMU3MPOBAHHBIX KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIEIOBAHHSIX C ydacTuem 854
MAIMEHTOB, KOTOPHIM ObUIO IMPOBEIEHO MPOTE3UPOBAHUE CEPJCUYHOIO KJallaHa, AUMNUPUAAMON B
cCoueTaHMM C BaphapuHOM CHHM3WJI YacCTOTy IMOCIIEOMNEPAMOHHBIX TPOMOOIMOOINYECKIX
ocinoxHeHnd Ha 62-91 % mo cpaBHeHHMIO C MoOHOTepamuei BapdapuHoMm. Yactora
TPOMOOIMOOINYECKUX OCIOXKHEHHI y MallMeHTOB, MOJyYaBIIUX KOMOWHAIIMIO AUIKPHUAAMOIIA C
BapdapuHOoM, cocTarisuia ot 1,2 1o 1,8 %. B Tpex nomoNMHHUTEIBHBIX HCCICIOBAHUSAX C YIaCTUEM
392 manueHToB, aHTaroHUCT BuTamuHa K OblT Ha3HaueH Mexay 24 yacamu U 4 AHSAMH TOCTe
orepaiuu, a npueM TalleToOK AUNMUpUAaMona Obll HayaT Mexay 24 yvacamu u 10 aHsmu nocine
orneparuu. [IpogomkuTensHOCTh HAOMIOEHUS B STUX UCCIIEIOBAHUSIX BapbUpOBaslach OT 1 10 2 JerT.
Y  nanueHToB, MNPUHUMABIIMX JUIOUPUAAMOI M aHTaroHWCThl BuTamuHa K, wyactora
TPOMOOIMOOIMYECKUX OCJOXKHEHUI BappupoBana ot 2,3 mo 6,9 %. Jdunupugamon mpu
OJTHOBPEMEHHOM TIpreMe ¢ BappapuHOM HE BIHSII HA IPOTPOMOMHOBOE BpEMsI U IPyTUE MMOKA3aTeN
AKTHUBHOCTH.

5.2. ®apmakoknHeTHYECKHE CBOIiCTBA

AOGcopOuus

[Ipu npueme BHYTPb JUIUPUIAMOII OBICTPO BCACHIBAETCS B KENYI0UHO-KUIIEUHOM TPAKTE: OOJIbIIIAs
4acTb B JKEIyJKE M YaCTMYHO B TOHKOM KMIIKe. buomoctynmHocTh coctamiser 37-66 %, BpeMs
JOCTUKEHHS] MAKCUMaJIbHOM KOHLIEHTPAILIUHY B IJIa3Me KPOBU OKOJIO 2 4acoB.

Pacnpenenenne

JlunupuaamMorn MoYTH MOJIHOCTBIO CBSI3BIBAETCS ¢ Oeskamu Iiia3Mbl kpoBu. [locie npuema BHYTph
HabmroaeTcs ByX (a3Hblii XapakTep YMEHbIIECHHs KOHIIEHTPALUU AUIUPUAAMOIIA B IJ1a3Me KPOBH.

buorpancdopmarms

JlunupugamMon MeTa0OTU3UPYeTCsT B TEUEHU IYTEM CBS3bIBAHUS C TIIOKYPOHOBOH KHUCIIOTOM.
OIMMHUHAIHS

Ilepuon monyBbIBEellEHUs TUOUpHIaMoJia B HadanbHOM ¢aze cocraBiaser 20-30 MuHyT, a B
KoHewHOH (haze BwiBemeHuss — 10-12 yacoB. Bwimensiercs mpenMyIIeCTBEHHO B KeMdb M
BBIBOJIUTCS Uepe3 KUIISUHUK B BUI€ MOHOTIIIOKYpoHHAa. HeOonbioe KoJIMYecTBO AUMUPUIAMOIIa
(1-3 %) BBIBOAMTCS MOYKAMHU.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Anpo Tabnerku:
JIAKTO3BI MOHOTHJIPAT (caxap MOJIOYHBIN);




LIEJUTI0JI03a MUKPOKPHUCTAJUTMYECKas;
KOIIOBHUJIOH

KpOCKapMeJuio3a HaTpus;

Marausi creapar.

CocTaB 000JIOYKH.

TUITPOMEIII03a,;

nosmcop6ar-80;

KpacUTEb XUHOJIUHOBBIN KEITHIMH;
TUTaHa JUOKCH]IL.

6.2. HecoBMeCTUMOCTH
He npumenumo.
6.3. Cpok rogHocTH (CpOK XpaHeHus)

3 roxa.

COOTBETCTEVYET 2KCNEPTHOMY OTYETY
or 13.11.2025 Nz 28284

(NOCNEQCBATENEHOCTE 0003)

6.4. OcoOble MepbI IPEOCTOPOKHOCTH NP XPAHEHHUH

[Tpu Temmnieparype He Bbiie 25 °C B KapTOHHOM yIakoBKe (Tayke) AJIsl 3alIUThl OT CBETA.

6.5. XapakTep u conep:kaHue NepBUYHON YIAKOBKHU

ITo 10, 25, 30, 50 TabneToK B KOHTYPHYIO SYEHKOBYIO YIIaKOBKY M3 IJICHKHU MOJIMBUHUIXIOPUIHON

1 (OJIbIY AIFOMUHUEBOM NeYaTHON JTAKUPOBAHHOM.

1,2,3,4,5, 10 unu 12 KOHTYpHBIX STYEHMKOBBIX YIAKOBOK BMECTE C MHCTPYKIUEH IO METULIMHCKOMY
MIPUMEHEHUIO (JIMCTOK-BKJIAJIBIII) TOMEIIAI0T B KAPTOHHYIO YIIaKOBKY (TauKy).

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH PU YHUYTOKEHUHU HUCN0Ib30BAHHOIO JIeKAPCTBEHHOI 0
npenapara WM OTXO/0B, IOJIYYEHHBIX I0CJIe NPMMEHEHHUsl JIEKapCTBEHHOI0 INpemnapara u

Apyrue MAHMMYJISILMY € MIPenapaTom

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccus
000 «ATomm»

445351, Camapckas o0:1., r. XKurynesck, yin. ['mapoctpourenei, a. 6.

7.1. IlpeacTaBuTe/Ib €PAKATEJISI PErHCTPALMOHHOIO Y10CTOBEPeHUs

[IpereHsnu moTpeOUTENEH HATIPABIISTE 110 AAPECY:

Poccusa
000 «O308»

445351, Camapckas o0:1., T.0. XKurynesck, T. XKurynesck, yi. ['uapoctpoureneit, 1. 6.

Tem.: +79874599991, +79874599992
E-mail: ozon@ozon-pharm.ru
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8. HOMEP PETMCTPALIMOHHOTIO ¥YJ1OCTOREPEHHMS -~/ IEAUBATENEHOCTS 0003)

JITT-Ne(000720)-(PT-RU)

9. JIATA TEPBUYHOH PETHCTPAIIMM (IIOATBEPXJIEHWUS PETUCTPALIMN,
IHEPEPETUCTPALINN)

Hara nepBoii peructpauuu 21 anpens 2022 r.

10. TATA IEPECMOTPA TEKCTA

OOmiast ~ xapakTepuUCTHKa  JICKQpPCTBEHHOTO  mpemapara  Jlumupugamon,  JOCTyHHa — Ha

UH()OPMAIMOHHOM —mopTane EBpa3uilckoro 3KOHOMHYECKOro CO3a B HH(OPMAIMOHHO-
KOMMYHHUKaIIMOHHO# cetn «HTepHeT» https://eec.eaeunion.org.



