COOTBETCTB

OBIIASI XAPAKTEPUCTHKA JI EKAPC*ﬂ}EH-fIéFG 'IIPEIliAPATA 0003

1. HAMUMEHOBAHME JIEKAPCTBEHHOI' O ITIPEITAPATA
Hypoden, 200 mr, TabneTku, HTOKPHITHIE 000IOYKOH.
2. KAYECTBEHHBIN U KOJINYECTBEHHBIN COCTAB

JeticTBytolee BemecTBo: HOynpodeH.

Kaxxnas Tabnerka, mokpsiTasi 000109koi, coaepkut 200 Mr IefcTBYIOIIEro BEnecTBa.
BcnoMoraTenpHbie BEIECTBa, HAJMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: caxaposa (cm. paszuen 4.4).

[TonHBIH CIIMCOK BCIIOMOTATENILHBIX BEIIECTB MPHUBECH B pasjedie 6.1,

3. JIEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIE 000JIOYKOA.
Kpyrisie 1BOSIKOBBITYKIIBIE TAOJIETKH, TIOKPBITHIE 000JI0YKON OEIOro Wi MOYTH OeI0ro IBeTa ¢
Haanedyatkoi yepHoro 1isera NUROFEN Ha ogHOM cTOpOHE TaOlIeTKHY.

4. KIIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMeHEHHUI0
[Tpemapat Hypoden mokazan Kk MpUMEHEHHIO Y B3POCIIBIX B JIETEH B BO3pacTe OT 6 JIeT ¢ Maccou
Tena ot 20 KT IpU CIICAYIONIMX COCTOSHHSIX:
e TrOJ0BHas 00Jb, MUTPEHB, 3yOHast 00JIb, OOJIE3HEHHBIE MEHCTPYaIluH, HEBPAITHs, 00N B
CIIMHE, MBIIICYHBIC U peBMaTHYeCcKue 00, OO B CyCTaBax,
e JIMXOPAJOYHBIC COCTOSIHHS TPU TPUIINIE M MPOCTYIHBIX 3a00ieBaHHsX (JIMXOpajKa,
roJIOBHast 00J1b, 001I1ast MbIlIIeYHas 60J1b, 00JIb B TOPJIE, JOMOTA B TEJIE U 03HOD).

[Ipemapat npenHa3HaueH ISl CHMITOMATUYECKOTO JICYCHUS: YMEHbIIEHUsI 00JIH, BOCTIAJICHUS U
CHIKEHUS MOBBIIICHHOW TEMIIEpaTyphbl TeJa.

4.2. PeskuM J03UPOBAHMSA U CTIOCO0 MPUMEHEHUs

Puck pa3BUTHS HEXENaTeNbHBIX pPEAaKUUH MOXHO CBECTH K MHUHHMYMY, €CIM NPUHUMATh
npenapaT MakCUMaJbHO KOPOTKMM KypcOM B MHUHMMaJbHOU 3((EeKTUBHOH /103€, HEOOXOIUMOM
ISl yCTPaHEHHsI CHMIITOMOB (cM. paszen 4.4).

Pexum o3upoBanus

1 Tabnerka (200 mr) mo 3—4 pa3 B cTyku. i TOCTHXKEHUS OoJiee OBICTPOTO TEPAIEBTHUECKOTO
addekTa y B3poCIbIX pa3oBas 1032 MOXKET ObITh yBenuueHa /10 2 tabnetok (400 mr) mo 3 pa3 B
cyTku. MIHTEepBaN MEeXTy IpUeMaMu Ipernapara JODKEeH COCTaBIIATh 6—8 yacoB. MakcuMalbHast
cyTouHas fo03a coctaBiuser 1200 mr (6 TabneTox).

Pexomentyercst npekpaTUTh JieueHHe U OOpaTUThCS K Bpady MPH HEOOXOIUMOCTH MPUMEHEHUS
npernapara JoJblre 2—3 AHEeH WM TIPU YXYAIICHHHA COCTOSHUSI.

[Taumentam c¢ 3a0oneBaHMAMHU KemyqouyHo-kuiieyHoro Tpakrta (OKKT) pexomenayercs
NPUHUMATD JaHHBIA TIpenapaT BO BpeMsl IprueMa MUTIIH.

[Ipy npuMeHeHUM Tocie MpuUeMa MUIIM JAEeWCTBUE IMpernapaTa MOXKET 3aMeUIMThcs. B Takom
cilyyae He cle[lyeT MIpUHUMATh OONbIIyIo 103y npenapara. Heobxonumo cobumonaTts TpeOyeMblid

HHTEPBAI MCXKAY ABYMA T03aMHU.

Oco0ble TPVIIILI TAIUEHTOB
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ot 25.06.2025 N= 15713

Tlayuenmwl noscunoeo 6ospacma (MOCNEOOBATENBHOCTE 0003)

Koppekuust 103b1 A7 MOXWIIBIX MalMeHTOB He Tpedyercs. M3-3a BO3MOXKHOTO pa3BUTHUS
HEKENaTeNbHbIX peakimid (cM. paszen 4.4) peKoMeHIyeTcs TIIATebHOe HAaOI0JCHUE 3a
COCTOSTHUEM MOXHWIIBIX MAIUEHTOB MIPH NPUEME Mpenapara.

Tayuenmol ¢ napywenuem GynKyuu noex

VY manueHTOB C JICTKUM WM YMEPCHHBIM HapylleHHeM (QYHKIMHA TOYEK CHIIKCHHE JI03bI
npernapara He TpeOyeTcs (U1 MAlMEHTOB C TSHKEJIOH MOYSYHOH HEJOCTATOYHOCTBIO MpernapaT
Hypoden nporuBonokasas).

THayuenmoi ¢ HapywieHuem QYHKYuu neveHu

Y NanueHTOB C JIETKUM WM yYMEPEHHBIM HapylleHHeM (QYHKIMH TEUYEeHU CHIKEHUE I03bl
npenapara He TpeOyercs (sl MaIMEeHTOB C TSHKEJIOW MEUYSHOYHOM HEI0CTAaTOYHOCTBIO MperapaT
HypodeHn nporuBorokasan).

eTH
Hetsim ot 6 10 12 net (¢ maccoit Tena ot 20 kr) npuauMath 1o 1 tadierke (200 mr) no 3-4 pa3 B
cyTku. MakcuMasbHas CyTouHas J03a Ui JeTeil B Bo3pacte oT 6 a0 9 mer (20-30 kr) — 3
tabnerku (600 mr), ot 10 mo 12 ner (31-40 kr) — 4 Tabnerku (800 mr), ot 13 mo 18 ner — 4-6
tabnetok (800-1200 mr).

Pexxum no3upoBaHus A MoApPOCcTKOB OT 12 10 18 jeT He oTyInyaeTcst OT peKuMa J03UPOBaAHUS
JUTSL B3POCIIBIX.

[Tpemmapat HypodeH He crieayeT mpuMeHsTh y JeTei B Bo3pacTe 110 6 jietT u Mmaccoit tena 10 20 kr
B CBSI3HM C HEBO3MOXKHOCTHIO 00ECIIEUUTh PEKUM JO3HUPOBAHUS.

Crioco6 npuMeHeHus
Jnsa npuema BHyTpb. TaOnerky cinenyer 3anuBaTh BOJOW. ToNbKO Al KpaTKOBPEMEHHOI'O
IIPUMEHEHHS.

4.3. IIpoTUBONOKA3AHUSA

e [unepuyyBCTBUTENHHOCTD K JCUCTBYIOIIEMY BEIIECTBY UM K TIOOOMY U3 BCTIOMOTATENbHBIX
BeliecTB (cM. paznen 6.1)

e [lonHOE UM HEMOJIHOE COYeTaHHE OPOHXUATBHON aCTMBIL, PELUANBUPYIOLIETO MTOJINII03a HOCa
1 OKOJIOHOCOBBIX Na3yX, U HENEPEHOCHUMOCTH aleTHUJICAIULMIOBON KHUCIOTHl WIH APYTHUX
HECTEPOUIHBIX MPOTHUBOBOCTANIUTENbHBIX MpernapaToB (HIIBII) (B Tom unciie B anamuese).

e DpO3UBHO-SI3BEHHBIC 3a00JIEBaHUs OPraHOB jkenymouHo-kuieuHoro tpakrta (JKKT) (B Tom
qrclie s3BeHHas 00JIe3Hb )Key IKa 1 IBeHaIaTUIePCTHOM KUIIKH, 60J1e3Hb KpoHa, I3BEeHHBII
KOJIUT) WM SI3BEHHOE KPOBOTEUYEHHWE B aKTUBHOM (aze miaM B aHamHe3e (ABa win Ooiee
MOJTBEPKICHHBIX 3MHU30/1a I3BEHHOM O0JIE3HH UJIH SI3BEHHOTO KPOBOTEUCHUS).

e Kpororeuenue niu nepdoparus 3861 JKKT B anamuese, cripoBoiiupoBaHHbIE TPUMEHEHUEM
HIIBIL.

o Tsxemas cepaeunas HemocratouyHocTh (kimacc IV mo NYHA - kmaccuduxamnus Heio-
Mopkckoii Accolmanyy KapIuoIoros).

e Tsxenas nedyeHOYHast HEJOCTATOUHOCTh UJTM 3a00JI€BaHKe [IE€YeHH B aKTUBHOM (hasze.

e Tspkesas moyeyHast HEAOCTATOUYHOCTH (KIUPEHC KpeaTnHuHA <30 MIT/MUH.), IOATBEPKICHHAS
TUTICPKATTUEMHUS.

e JlexomMneHcMpOBaHHasi CepAE€YHAsl HEJOCTATOYHOCTb; IMEPUOJ  TOCIE€  MPOBEACHUS
AOPTOKOPOHAPHOI'O ITYHTHUPOBAHMUSL.

e IlepebpoBacKkynsipHOE WM MHOE aKTUBHOE KPOBOTEUCHHE.

o T'emodunus u npyrue HapyIIeHHUS CBEPTHIBAEMOCTH KPOBH (B TOM YHCIIE TUIIOKOATYISIUs),
reMopparuiyeckoe AUaTe3bl.

e bepemennocts B cpoke 6osiee 20 Henensb (cM. pasaen 4.6).

e Jlerckuii Bo3pact 10 6 neT u Macca Tena meHee 20 Kr.
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4.4. Oco0ble yka3aHusI M MepPbl IPEAOCTOPOKHOCTH nﬂ-llln;)ﬂ;rgl'{é

[Ipu mpuMeHeHHH mpernapaTa MaKCUMalbHO KOPOTKHM KYpCOM B MHUHUMATIbHOUN 3(h()EKTUBHON
7103€, HEOOXOMUMOM JUIsl YCTPAaHEHUS CUMITOMOB, PUCK Pa3BHUTHSI HEXKENATENbHBIX PEaKIMA
MOKHO CBECTH K MHUHHUMYMY (cM. Huxke uHpopmanuio o puckax s KKT u cepmeuno-
COCYJIUCTOM CUCTEMBI).

PekoMenayeTrcss mpuUHHMATh Iperapar ¢ OCTOPOXKHOCTHIO MPH CIEAYIOIUX 3a00JIeBaHUSIX U
COCTOSIHUSIX BO M30€XKaHne UX 000CTPEHUS:

Onnopemennsiii mpuem npyrux HIIBII, Bkimtoudas cenextuBHbie HHTHOUTOPHI [1OI-2, KOTOpHIE
NOBBILIAIOT PUCK PA3BUTHUS HEKENATENbHBIX PEAaKLMW; HAIMYUE B aHAMHE3€ OJHOKPATHOIO
SMU30/a S3BEHHOM OOJIe3HM JKeNyJKka M JBEHAAUATUIIEPCTHON KHUIIKKM WIH S3BEHHOTO
kpoBoreueHuss JKKT; ractpur, sHTepuT, Konut, Hanumuue wuHpekumu Helicobacter pylori,
SA3BEHHBINA KOJUT; OpOHXMAaJIbHAS acTMa WM ajlepruueckue 3a00jaeBaHus B CTaJuu 000CTpeHus
WIA B aHaMHe3¢ — BO3MOXKHO pa3BUTHE OpOHXOCIA3Ma; CHCTEMHAas KpacHas BOJNYAaHKA WU

CMeIlllaHHOe 3a0oJjieBaHUE coeIUHUTENbHOW TkaHu (cunapoM Illapma) — moBBIIEH pHCK
ACeNTUYECKOr0 MEHMHIUTA; BETpsiHAs OCMa; MOYeyHas HEIOCTaTOYHOCTh, B TOM YHCIIE IpHU
00€3BOKMBaHUU (xnupeHc KpeaTHHHHA MeHee

30-60 M/mMuH), HEPPOTHUSCKHIA CHHIPOM, MEYCHOYHAS] HETOCTATOYHOCTh, UPPO3 IECUCHHU C
MOpPTANbHON TUIEPTEH3UEH, TUNepOMIUpyOUHEMUs, apTepuanbHas TUIEPTCH3US /WU
cepieyHas HeJ0CTaTOYHOCTD, IIepeOpOBaCKYIISIpHBIE 3a00IeBaHMsl, 3a00JI€BaHUSI KPOBU HESICHOU
STHONIOTUU  (JIeHKOMeHWsT M aHeMusi),  TsOKelble  comMaThdeckue  3a0olieBaHUs,
TVICITUTIHIEMHSI/ TUTICPIIMITUACMUSI, CaXxapHbIH quader, 3abosieBaHus nepuepruyecKiux apTepui,
KypeHHe, YacToe YHOTpeONeHHE alKOorolisi, OJHOBPEMEHHOE IPUMEHEHHE JIEKapCTBEHHBIX
CPEACTB, KOTOPHIE MOTYT YBEIHYUTHh PUCK BO3HUKHOBEHUS 513B WJIM KPOBOTEUEHHSI, B YACTHOCTH,
NEePOPATBHBIX TNIFOKOKOPTHKOCTEPOUIOB (B TOM YHCIIE MPEAHU30JIOHA), aHTHKOATYJISHTOB (B TOM
yricie Bap(hapuHa), CEIEKTHUBHBIX WHTHOMTOPOB OOpAaTHOTO 3axBaTa CEPOTOHHHA (B TOM YHCIIE
nuTanonpaMa, (GpIyokKceThHa, MapoKCeTHHA, CepTpalMHA) WM AHTUArPEraHToB (B TOM YHCIE
aleTUICATUIIMIIOBON KHCJIOTBI, KJIOMUJI0Tpena), OepeMeHHOCTh
B cpoke 70 20 Hezenb, NeprUol TPYJHOrO BCKapMIIMBAHUS, MOKUION BO3pacT, BO3pacT Milafie
12 ner; mocie oOMMPHBIX XUPYPTUIECKUX BMEIIATEIIBCTB.

ITanMeHTH! TOKUIIOTO BO3pacTa

V nmanuenToB noxuwioro sozpacta npuMmenenue HIIBII gaiie conpoBoxkaaeTcs HexKenaTeIbHbIMU
peaKkuMsIMHU, pEeKOMEHIyeTCsl TIIaTeIbHOe HAOMI0/IEHHE 32 COCTOSIHUEM MallMeHTOB IpU Ipueme
npenapata. OCOOEHHO BBICOK PHUCK pa3BUTHUS KpoBoTeueHus u nepdopaunu crenku XKKT,
KOTOpPbIE MOTYT IIPHUBECTH K CMEPTEIbHOMY UCXOY (cM. paszen 4.2). [lanueHtam, B 0COOCHHOCTH
MOKUJIBIM, HE0OX0IuMO cooOmiaTh O JIOOBIX HEOOBIUHBIX cuMnToMax co cTopoHbl JKKT
(0COOEHHO KeIy1I0YHO-KUIIIEYHOTO KPOBOTEUEHHS ), 0COOCHHO Ha HauaJIbHBIX 3Tarax JIEYeHHUs.

Bausuue na XXKT

Crnenyer mpumeHsaTh npenapaT HypodeH ¢ OCTOPOKHOCTBIO HpPU CIEAYIOLUIMX COCTOSHMAX:
HaJIMYue B aHaMHe3€ OJHOKPATHOTO 3MM30/1a I3BEHHON 00JIE3HHU JKETyAKa U IBEHAALIATUIIEPCTHON
KAIIKK Wi si3BeHHoro KpoBoreueHus JKKT; ractput, SHTEpUT, KOIUT, HaTuuue HHGOEKIUU
Helicobacter pylori, si3BeHHBIIH KOJIHT.

[TatmenTtam c 3aboneBanusiMu JXKKT pekoMeHnayercss IpUHUMATh JAHHBIM Mpenapar BO BpeMs
npueMa nuuy. llpy MOsIBIEHHHM CHMIITOMOB TracTpONaTHM IOKa3aH TIIATENbHBIM KOHTPOIIb,
BKJTIOYAIOIIHUI MTpoBeieHne 330(aroracTpoayoIeHOCKOIHMH, OOIINI aHaIu3 KPOBH (OnpesesieHne
reMoryioonHa), aHaju3 Kajla Ha CKPBITYIO KPOBb.

CnegyeT C OCTOPOKHOCTBIO PEKOMEHJOBAaTh IpemapaT NalueHTaM, [PUHHUMAOIUM
JIEKApCTBEHHBIE IIPENApPaThl, KOTOPbIE MOTYT YBEJIIMUNTh PUCK PA3BUTHS A3BbI HIIM KPOBOTEUEHHS],
HarpuMmep, IepopalibHble KOPTUKOCTEPOUIbI, AaHTUKOAryJsSHTHI, Takue Kak BapdapuH,
CEJIEKTHUBHBIE HHTMOUTOPBI 00paTHOTO 3axBaTa cepoToHuHa, qpyrue HIIBII niu antuarperants
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KHUILIEYHOTO KPOBOTEUYEHHUS, W3bA3BICHHE WIM Mepdopainusi, KOTOpble MOTYT MPUBECTH K
cMepTenpbHOMYy ucxony, npu npumeHeHnn Bcex HIIBII B 110001 MOMEHT BHE 3aBHCHMOCTH OT
HaJIU4Ms NPEAYNPEKIANIMX CUMITOMOB, a Takke npu yBenudeHuu Ao03el HIIBII u Hanmuuumn
SI3BEHHOM 00JIe3HH B aHAMHE3E.

[Tpumenenne HypodeHna cienyer npekpaTuth B Cilydae CHJIbHOW OONM B )KMBOTE, MEJIEHBI WIIN
KpOBaBOW PBOTBHI.

Tskenble KOXKHbIE PEAKIIUU

Beutn moydeHbl COOOIIEHUS O PAa3BUTHH TSDKEIIBIX KOXKHBIX HEXKENAaTeIbHBIX PEaKIIHid, BKITIOYast
9KC(OIMATUBHBIA JEPMATUT, dSpUTeMy MyIbTUdOpMHYIO, cuHapoM CtHuBeHca-/[X)oHCOHA,
TOKCHYECKHUI »nuiepMalibHbli Hekpoiau3 u DRESS-cunapom (jexapcTBeHHast peakius C
503MHO(MIIMEH U CHUCTEMHBIMU CHMIITOMaMH), OCTPbIM I'€HEepalM30BaHHBIN IK3aHTEMATO3HBIN
nycryne3 (AGEP), koTopbie MOTYT OBITH KU3HEYTPOKAIOIIIMHE HIIK CMEPTEIHHBIM, CBSI3aHHEIE C
npuMeHenueM ubynpodena (cm pazaen 4.8). [Ipumenenue Hypodena cneayer npekpatuts npu
MIEPBOM TOSIBJICHUHU MPU3HAKOB U CUMIITOMOB CEPbE3HBIX KOXKHBIX PEAKIIMM, TAKMX KaK KOXKHas
ChIllb,  TMOPAKEHUS  CIU3UCTOM  OOONOYKM,  WIM  JIOOBIX  APYrUX  IPHU3HAKOB
TUTIEPUYYBCTBUTEIILHOCTH.

B UCKITIOYUTENBHBIX CIIy4asX BO3MOXXHO Pa3BUTHE TSDKEIBIX HHQPEKIMOHHBIX OCIO0XHEHUN
BETPSIHOW OCIBI: MH(PESKIIMU KOXKHM U ToaKoxkHOU kierdarku. Poms HIIBII B ob6ocTpennn 3Tux
uH(peKIU 10 KOHIIa He u3ydeHa U He uckitovaercs. [loaromy npumenenue npenapara Hypoden
MIPU BETPSTHOM OCIIEe HE PEKOMEHAYETCA.

BoszeiicTBue Ha cepieYHO-COCYIMCTYIO CUCTEMY U COCY/IbI TOJIOBHOTO MO3ra

Cnenyer oOCYIUTh C JIeUalllUM BpaduoM WM PAOOTHHKOM aNTeKH IEJIeCO00pa3HOCTh JICUCHUS
HAlMEHTOB C apTepUabHON rUnepTeH3uel W/ HHPApKTOM MUOKap/a B aHAMHE3€, TIOCKOJIbKY
B CBSI3U C IPUMEHEHHEM JaHHOIO Iperapara cooOIagoch O 3aepiKKe KHUIKOCTU B OpraHU3ME,
apTepHaJIbHON TUIIEPTEH3UH U OTEKaXx.

CornacHo pe3ysibTaTaM KIMHUYECKHX HCCIEOBaHUM, NMpuMeHeHne uOynpodeHa, oCOOEHHO B
BBICOKHX J103aX (2400 Mr/CyTKH), MOXET OBITh CBSI3aHO C MOBBIIIEHHBIM PHCKOM DPa3BUTHUS
TPOMOOTHYECKUX OCJIOKHEHUH (Hampumep, HMH(ApKT MHOKapAa WIM HMHCYNbT). B wnenom,
COIJIAaCHO JAHHBIM SMHJIEMHOJIOTMYECKHX HCCIEeIOBaHUN, CBsI3b NMpUMEHeHus uoynpodeHa B
HU3KHX 703ax (Harmpumep, < 1200 Mr/cyTKH) C TOBBIIIEHHBIM PHCKOM Pa3BUTHUS TPOMOOTHUECKUX
OCJIO’)KHEHUI HE BBISBIICHA.

[TanmeHTaM ¢ HEKOHTPOJIHMPYEMOW apTEpPUANIBHONW TMIEPTEH3UEH, 3aCTOMHOW CepAEcYHOMN
HemocTaTouHocThio  (kmacc II-III mo  Hero-Mopkckoii  accomuanuy — KapIHOIOTOB),
MOJITBEPK/IEHHOM MIIIEMUYECKOM 00JIe3HbIO cep/lia, 3a00IeBaHUsIMU MTEPUPEPUUECKUX apTepuil
U/ 11epeOpoBacCKyIApHBIME 3a00JI€BaHUSIMU CJIeyeT Ha3HauyaTh HOYHpodeH TOJIBKO MOcie
THIATEIbHOM OLIEHKM COOTHOIIEHUsl mojb3a—puck. Cremyer msz0erarb INpuema mpenapara B
BBICOKHX J03ax (2400 mr/cyTkn).

Taxxe cienyer THIATENbHO B3BECUTH 11€JIECO00Pa3HOCTh JOJITOBPEMEHHOIO JIEUEHUSI TTAIlIHEHTOB
¢ (pakTOpaMu puCKa pa3BUTHUS CEPIIEUHO-COCYAUCTHIX 3a00eBaHMi (apTepuaibHasi TUIIEPTEH3HS,
TUIEPIUNUIEMHUs, CcaxapHbli 1uaber, KypeHHe), B OCOOEHHOCTH TpU HEOOXOJUMOCTHU
npuMeHeHus nuoynpodena B BBICOKHX /103aX (2400 Mr/cyTkn).

CooOmranocs o cioyyasx cunapoma KoyHuca y manueHnTos, nonydaBmux uoynpoden. Cunapom
Koynuca (ayuieprudeckuii ocTpblit KOPOHAPHBIA CHHIPOM) — 3TO I'PYIIINa CEpACUHO-COCYIUCTHIX
CUMITOMOB, BbI3BAHHBIX BBICBOOOXK/IEHHEM METUATOPOB BOCTIAJIEHHUS BCIIEACTBHE aJlIIEPrHUeCcKOi
pEaKIMHU, CBA3aHHBIX CO CIIa3MOM KOPOHAPHBIX apTepHid, KOTOpast MOXKET MPUBECTH K UHPAPKTY
MHUOKap/a.
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IIpoune yka3zaHusa

B ouens penkux ciydasx cooO1anoch 00 OCTPBIX PeakUAX THIIEPUYBCTBUTEILHOCTH (HAIIpUMED,
aHadumakTHueckuii mok). [Ipu nepBhIX NMpU3HaKax pa3BUTHs PEAKLUUH THIIEPUYBCTBUTEILHOCTH
nocje MnpueMa Ipernapara JieUeHHEe HEOOXOIUMO INpeKpaTuTh. B 3aBUCHMOCTH OT TsXKecTu
CHUMIITOMOB MEIUIIMHCKHIA NEPCOHAN JOKEH MPUHITH HEOOXOIMMBbIE MEPHI.

NoOynpodeH MoKeT MacKUpOBaTh CUMITOMBI MH(PEKIHMOHHOIO 3a00JIeBaHMs, KOTOPOE MOXKET
IPUBECTU K 3aJI€P’KKE Hayajla COOTBETCTBYIOIIEIO JICUEHUS U TEM CaMbIM OCJIOKHHUTHh TEUEHUE
3aboneBanus. Kornma mpemnapar NpUMEHSIOT NPU IOBBIIIEHUU TEMIEpaTypbl Tejla WM AJs
oOyerdyenust 601 Tpu WHOPEKIUH, PEKOMEHIYETCSI MPOBOJUTH MOHUTOPUHT HH(EKIIMOHHOTO
3a0osneBaHuss. B ycloBHsAX J€eueHMs BHE MEAMLMHCKOIO YYPEXJCHHMs NalMEHT JOJKEH
00paTUThCS K Bpady, €CJIM CUMITOMBI COXPaHSIOTCS WIH YCUIIMBAIOTCS.

[Tpumenenne Hypodena crnenyer mpekpaTtuTh B Cilydae MOSBICHHUS CHUMIITOMOB HapyLICHUs
KPOBETBOPEHHsI, a TaKXKe MPH BO3HUKHOBEHHHM WM YCHJICHHH CHMIITOMOB HH(EKIIMOHHOTO
3a00s1eBaHUs BO BpeMsl IPUMEHEHMsI ITpernapara.

Noynpoden, aelcTByrolee BEUIECTBO Mpernapara, MOXKeT BPEMEHHO MHIHMOUPOBATh arperamuio
TpoMOOLUTOB. [103TOMY peKOMeHyeTCsl yCTaHOBUTH TIIATEIbHOE HAOII0IeHUE 32 TALlUEHTAMU C
HapyIICHUSIMU CBEPTHIBAEMOCTH KPOBHU.

B cnydae anurenbHOro mnpuUMEHEHHs IpenapaTa HEOOXOIMMO PerysisipHO KOHTPOJUPOBATbH
nokaszarenu (pyHKIMH nedeHu, QYHKIIMH MOYEeK M aHAJIN3a KPOBH.

JlnutensHOEe NpUMEHEHHE JIIOOBIX 00€300JIMBAIOIIMX CPEACTB IpU TOJIOBHOM OOJM MOXKET
IPUBECTH K YCWJIEHMIO BBIPQ)KEHHOCTH CHMIITOMOB. B 3TOM ciydyae mNaunueHTy cieayer
IIPOKOHCYJIBTUPOBATHCS C BPAYOM M IIPEKPATUTH IIpUeM npenapara. [Ipu auarHocTuke nanueHToB
C YacThIMH WJIHM €XKEIHEBHBIMH TOJIOBHBIMH OOJISIMH, HECMOTPS Ha PETyJISIpHOE NpPHUMEHEHHE
00e300IMBaOIUX [penapaTroB (WIM H3-3a UX NPUMEHEHUs), CIEAyeT YYMThIBaTb BO3MOKHOE
pa3BUTHE MEAMKAMEHTO3HO-UHAYIIUPOBAHHOM (a0y3yCHOI) TOJIOBHOM OOIH.

Heo6xonnma KOHCYNIbTalUs ¢ BpauoM Iepes NPUMEHEHHUEM Iperapara MaluueHTaM ¢ Mo4eyHon
HEIOCTaTOYHOCTBIO, TIOCKOJIBKY CYIIECTBYET PUCK YXYAUICHUS (PYHKIIMOHAIBHOTO COCTOSHUS
noyek. PerynsipHoe mnpuMeHeHHe 00e300JIMBaIOIIMX IpenapaToB, B OCOOEHHOCTH NpU
COBMECTHOM IPUMEHEHMM HECKOJIBKHX 00€300MBalOIIMX CPEACTB, MOXET IPHUBECTH K
HEOOpaTUMOMY TMOBPEXKJIEHUI0 MOYEK C PHUCKOM Ppa3BUTUS MOYEUHOW HEAOCTATOUYHOCTH
(ananpreTuyeckas Hepornartusi). ITOT PUCK MOBBIIIACTCA MPU TTOTEPE COJIEH U 0OE3BOKUBAHHH.
[Tpumenenne HIIBII ongHOBpeMeHHO C yMOTpeOJIEHMEM aJKOTOJsl MOMKET MPHUBECTH K
YCYI'yOJIGHHIO HEXeNaTelabHbIX 3(PQEKTOB, CBSI3aHHBIX C JCHCTBYIOIIMM BEIIECTBOM, B
ocobenHocTH co cropoHbl JKKT 1 ieHTpanbHOM HEPBHOM CUCTEMBI.

Cy1iecTBYIOT OrpaHUYEHHBIE J1I0Ka3aTeIbCTBA TOTO, YTO JIEKAPCTBEHHBIE IpenapaThl, KOTOpbIE
UHTUOMPYIOT CHHTE3 LUKJIOOKCHIe€Ha3bl WJIM MPOCTarjaHIMHOB, MOTYT BBI3bIBATh CHUKEHUE
PenpoOAYKTUBHON (PYHKIMM y KEHIIMH HM3-3a BIMSHMS HA OBYJSALHMIO. JTO SBJIEHUE OOpaTUMO
nocJje mpeKpalieHus JedeHus (cM. paszzaen 4.6).

HeoOxonnMo oTMeHuTh mpemapaT 3a 48 4acoB 0 HUCCIENOBaHUS MpH ompeneraeHuun 17-
KETOCTEPOUJIOB.

BcnomoraTenbHble BelllecTBa

Caxaposa

JlaHHBII JIeKapCTBEHHBIM MpemapaT HE CcleAyeT MPUHUMATh NalMeHTaM C PEeIKuMU
HACJICJICTBEHHBIMH 3a00JIEBaHMSIMHU, TAKUMU KaK HEMEPEHOCUMOCTh (PYKTO3BI, TIHOKO30-
rajlakTo3Has MaababcopOIus WM HEAOCTATOYHOCTh CaXxapa3bl-M30MaabTa3bl.

eTH
VY nereli u MOAPOCTKOB NpU 00€3BOKMBAHUU CYIIECTBYET PUCK HapyLIEHUS (YHKIIMH TTOYEK.

4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH INpenapaTamMM M [pyrue BH/bI
B3auUMOAeliCTBUSA
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JCKapCTBCHHBIMH CPEJICTBAMHU:

Ayemuncanuyunosas KUCI0ma (3a UCKII0YeHueM HU3KUX 003 He bonee 75 me/cymKiL)
OpnHOBpeMEHHOE PUMEHEHHE MOYNpOoQeHa U aleTHICATUIIOBON KUCIOTHI, KaK MPaBHIIO, HE
PEKOMEHIYeTCSI M3-3a MOBBIIICHUS PUCKA PAa3BUTHSI HEXKEIATEIBHBIX PEaAKIIUHA.

JIOKITMHUYECKHE TaHHBIC CBUICTEIILCTBYIOT, YTO TIPU OJTHOBPEMEHHOM MPUMEHEHUHU UOynpodeH
MOKET CHIDKATh BIIMSHUE HU3KOW O3Bl alCTHICATUIIMIOBOM KHUCIOTHI HA arperaruio
TPOMOOIIMTOB. XOTS MMOKa HET YBEPEHHOCTH B NMPUMEHUMOCTH 3THX JAHHBIX K KIMHUYECKUM
YCIIOBUSIM, HEIB3sI UCKIIOYUTH BEPOSTHOCTh TOTO, YTO JUIMTEIHHOE MPHMEHEHHE HOympodeHa
MOYKET YMEHBIIIATh KapAHOIPOTEKTOPHBIA 3()()EeKT HU3KUX /103 alETHIICATUIMIOBONH KHCIIOTHI.
[Ipn HecucTeMaTHYECKOM NPUMEHEHWH HOynpodeHa MOCTHKCHHE KIMHUYECKH 3HAYUMOTO
s¢dexra MaaoBeposaTHO (cM. pasaen 5.1).

Jpyeue HIIBII, 6 mom uucne cenexmusHvle UHSUOUMOPbL YUKTOOKCUSEHA3bL-2

OnnoBpeMenHoe npuMeHeHne Heckonbkux HIIBIT mMoxkeT MOBBICUTH PUCK 0Opa3oBaHUs 3B U
JKEJTYJOYHO-KAIIEYHOTO KPOBOTEUEHUS B Pe3yNbTaTe CUHEPru3Ma mnpemnaparos. [loaToMy Takke
clieiyet n3berath OJIHOBPEMEHHOTO ipuMeHeHus noynpodena u npyrux HIIBIT (cm. paznen 4.4).

CraenyeT nposBIIThE OCTOPOKHOCTE IPU IPUMEHCHUH I/I6VHDO(1)CH8. B COYCTAaHUHM CO CIACAYIOIIMMHNU
npenaparamMu:

T iuxo3uowvl (Hanpumep, OUeOKCUH), (heHUMouH, npenapanmol TUmus.

[Ipy OnHOBpEMEHHOM NPUMEHEHHH TJUKO3WAOB (HAIpUMEp, TUTOKCHHA), (CHUTOMHA WIH
MpenaparoB JUTUS U JAHHOTO Ipenapara BO3MOXKHO IOBBIINICHHE YPOBHS 3TUX IpenaparoB B
mazme kpoBu. OxHoBpemennoe npumeHenue HIIBIT u cepaedHbIxX rIUKO3uI0B MOXKET IPUBECTH
K YCYT'yOJIEHHIO CepACYHON HEIOCTATOUHOCTH, CHUKEHUIO CKOPOCTH KIIyOOUYKOBOM (pUIbTpaLiuu.
[Tpu npaBuiIbHOM NpuMeHeHHH (He Oosiee 4 THEH) He0OXOAUMOCTh IMTOCTOSIHHO KOHTPOJIMPOBAThH
YpOBEHB IPENapaToB JUTUS, JUTOKCHHA WM ()EHUTOWHA B TJIa3ME OTCYTCTBYET.

I'moxokopmuxocmepouowvt
[ToBpIIAIOT pUCK pa3BUTHs HEXKENATENIBbHBIX peakuuid npexzae Bcero co cropoHsl JKKT
(oOpa3oBaHue sI3B M Pa3BUTHE HKEITYIOYHO-KHIICYHBIX KpOBOTeUeHHH) (M. pazzen 4.4).

Anumuazpezanmul u cerekmugHule uHeubumopvl oopamuoeo saxeama cepomonuna (CUO3C)
[ToBBIIIAIOT PUCK PA3BUTHS JKEITYJOYHO-KHIIIEYHOTO KPOBOTEUEHHs (CM. pa3zen 4.4).

Aumukoacynanmul u mpomooIumuiecKue npenapamol
[Tpumenenue HIIBII moxer ycunuBath 3¢Q(EKT TakUX aHTHUKOAryJIsHTOB, Kak BapdapuH, U
TpoMOoIUTHYECHX TIpenaparoB (cM. paszaen 4.4).

IIpobeneyuo u cynvgunnupazon
JlexapcTBeHHBIE TIpemapaThl, colepKalue MpoOeHe I U CyabOUHITUPA30H, MOTYT 3aMEJUIUTh
BBIBeJIeHUE NOYympodeHa.

Huypemuku,  uneubumopvr ~ AIID, bGema-b6nrokamopvl U  AHMASOHUCIbL  PEYEnmopos
aneuomensuna Il

HIIBII MoryT cCHUXaTh TEpaNeBTUUYECKOE JEUCTBUE TUYPETUKOB U IPYTUX aHTUTUIIEPTEH3UBHBIX
npenaparoB. Y HEKOTOPHIX MAIMEHTOB C HapyIIeHHeM (QYHKIMH ToYeK (HarmpuMep, y MalueHTOB
¢ 00€3BOKMBAHHUEM HITH Y TIOKUJIBIX MAIMEHTOB C HApYIICHHEM (YHKIIHH MTOYEK) OJHOBPEMEHHOE
npuMeHenue uHrHOUTOpOoB AIID, Oera-0I0KaTOPOB WM AHTAarOHHCTOB  PEIENTOPOB
anrnoteHsuHa Il u mnpenapaToB, MHTHOMPYIOMIUX I[MKJIOOKCUTEHA3y, MOXET TPUBECTH K
JNaTbHEHIIIEMY CHIDKCHHIO (YHKIIMM TI0YEK, BKJIIOYas BO3MOXKHYIO OCTPYH IMOYEUHYIO
HEJOCTAaTOYHOCTh, YTO OOBIYHO HOCHT OOpaTHMbBIH XapakTep. Takue codyeTaHwsl CIeayeT

6
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JOCTaTOYHOM YpOBHE THApaTallMy IIallMEHTa U PACCMOTPETh BO3MOKHOCTb MOHHUTOPHHIA
(GyHKIMU TOYEeK B Hayalle KOMOMHUPOBAHHOM TEpaliuu M C ONPEACICHHON NMEepHOAUYHOCTHIO
[IOCJIE €€ OKOHYaHUS.

Kanuticoepezaiowue ouypemuxu
OnHOBpEeMEHHOE MPUMEHEHHE TaHHOTO Mperapara U KaIuicOeperanmx INypEeTUKOB MOXKET
MIPUBECTH K TUTICPKATUEMUH.

Memompexcam

[Ipuem nanHoro npenapara B Te4eHue 24 4acoB A0 WM MOCJE IPUMEHEHUS] METOTPEKCcaTa MOXKET
BbI3BaTh IOBBIIICHWE KOHLIEHTPALlMU METOTpeKcara B IUIa3ME€ W YCHIHTh €ro TOKCHYECKOe
BO3JICHCTBHE.

Luxnocnopun

Puck moBpexieHus TMOYEK B peE3yNbTaTe Tepanuyd IUKIOCIOPUHOM TMOBBIMIACTCS TPHU
OJIHOBpPeMEHHOM NpuMeHeHuu ¢ omnpeneiaeHasiMu HIIBII. Bo3nukHoBeHue ykazanHoro addexra
HE MCKJTFOYACTCS IPH TEPAUU HOYIPO(HEHOM B COUCTAHUU C IIUKIOCTIOPUHOM.

Taxkporumyc
IIpu onHoBpemeHHoM mnpumeHeHnn HIIBII m Takponumyca BO3MOXKHO YBEIMYEHUE DPHUCKA
HE(PPOTOKCUYHOCTH.

3uoosyoun

CymecTByIOT yKa3aHMs Ha MOBBIILICHHBIA PUCK pa3BUTUs Temaprpo3a u rematom y BUY-
WH(OUIIUPOBAHHBIX TAIIUCHTOB C TeMOQWIHEH MPH OJHOBPEMCHHOM JICUCHUH 3UIOBYIAHHOM H
udynpodenom. Ilpu ognoBpemenHom npumeHenuu HIIBII u 3upoByanHA MOBBIMIAETCS PHUCK
pa3BHUTHUS TEMATOTOKCUYHOCTH.

Ilepopanvhuvie 2Uno2IUKeMuyecKue JleKkapcmeenbvle cpedcmea, nPpouU3600HblE
CYbOHUIMOYEBUHDL, U UHCYTUH

[Tpu ognoBpemenHoM npuMeHenny HIIBII u nepopaiibHBIX THITOTIMKEMUYECKHUX JIEKApCTBEHHbBIX
CPEICTB, NPOU3BOJHBIX CYIb(OHUIMOUYEBHUHBI, M HMHCYIMHA MOXET YCHJIMBATHCS SPPEeKT
IIPENapaToB.

AHmMubUOMuKY XUHOJIOH0B8020 pAOa
[ToaTomMy CylecTByeT MOBBILIEHHBIM PHUCK Pa3BUTHS CYIOPOT y IALMEHTOB, IOJYYAIOIIHUX
koMOnHMpoBaHHYI0 Tepanuio HIIBII u anTnOMOTHKaMK XMHOJIOHOBOTO psja.

Mugenpucmon
He pexomennyercst npumenenue HIIBII B Teuenne 8—12 aneil nmocine npuema MudenpucToHa,
MOCKOJIBKY OHU CHUXAIOT 3((EeKTUBHOCTH MU(ETIPUCTOHA.

Hneubumopwor CYP2C9

[Tpumenenue ubymnpodena B couetannu ¢ uHruouTopamu CYP2C9 MoxxeT MpUBECTH K YCHUIICHUIO
adexra ubympodena, mockoidbky oOH sBisercs cyoctpatom CYP2C9. B wuccnemoBanum
BOpUKOHAa30ja U (piykoHazona (uHruouropsl CYP2C9) oTMeueHo NoBbIIEHHE aKTUBHOCTH S(+)-
noynpodena Ha 80 % — 100 %. Cienyer paccMOTpPEeTh BO3MOXKHOCTh CHFDKEHHUS JIO3BI
ubynpodeHa npu o THOBPEMEHHOM JiedeHnH MouHbIME HHruouTopamu CYP2C9, ocobenno npu
npuMeHeHHH HOynpodeHa B BRICOKHX J103aX B COYETAaHUH C BOPUKOHA30JIOM U (DITYKOHA30JI0M.

Llecpamanoon, yegponepaszon, yeghomeman, 6anonpoesas KUCI0ma, NAUKAMUYUH
OpnHOBpeMEeHHBIN TPUEM MTPUBOJIUT K YBETUUEHHIO YaCTOThI Pa3BUTHSI TUIIONIPOTPOMOMHEMUH.
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[TpuBOIAT K CHUKEHUIO BHIBEJICHHS U MOBBIIIEHUIO TUIa3MEHHON KOHIIEHTpaIuu HOymnpodena.

HHOYyKmopsvl MUKPOCOMANTbHO20 OKUCTEeHUs ((heHumour, Smarnol, bapoumypamol, pu@damnuyun,
GeHunbymazon, mpuyukiuyeckue aHmuoenpeccannmol)

VBENMYHUBAIOT MPOAYKIUIO THIPOKCHIMPOBAHHBIX AaKTUBHBIX METAa0OJMTOB, a TaKXkKe
CIOCOOCTBYIOT YBEJIIMUEHUIO PHCKA PA3BUTHS TSIKEIIBIX MHTOKCUKAITUH.

HH2u6um0pbz MUKDPOCOMATIbHOCO OKUCTIEHUA
CHMXKaoT PHUCK I'€IIaTOTOKCHUYCCKOI'O HeﬁCTBHH.

Aumayuovl u Ko1ecCmupamut
CHmxkarot abcopOruto mpermapara.

Ypuxozypuueckue npenapamoi
CHmxenue 3pPeKTUBHOCTH MpernapaToB.

Kogheun
[TpuBoaMT K ycmiieHHIO aHanbresupyromero 3¢gdexra HIIBII.

4.6. ®epTHIBLHOCTD, 0€PEeMEHHOCTH M JIAKTAIUS
bepeMeHHOCTB
WNurubupoBanue CHHTE3a MPOCTAMNIAHAMHOB MOXET OKa3aTh OTPHUIATENbHOE BIUSHHE HA
OepeMeHHOCTh W/WIM pa3BUTHE OSMOpHOHA WM I[UI0Aa. JlaHHBIE AIHISMHUOIOTHYECKUX
UCCJICIOBAaHUM yKa3bIBalOT Ha IMOBBILIEHHBIM PUCK CaMOINPOU3BOJIBHOIO abOpTa, BPOXKIECHHBIX
MIOPOKOB CEp/illa M TacTPOIIN3KCA TOCIe TPUMEHEHUSI HHTHOMTOPOB CHHTE3a MPOCTATIaHANHOB
Ha paHHUX CpoKax OepeMeHHOCTH. AOCONIOTHBIM PHUCK pPAa3BUTHUSA IATOJOTHMHM CEPAECYHO-
COCYIIMCTOM CHUCTEMBI TOBbIAICs ¢ MeHee 4eM 1 % o npumepno 1,5 %. [Ipennonaraercs, uyto
PHUCK BO3pacTaeT C yBEIMYEHNUEM J03bl U IIIUTEIbHOCTH TEPAIHH.
CornacHo pe3ynbTaTaM HCCIEAOBAHUN, y JXUBOTHBIX INPUMEHEHHE HMHTHOUTOPOB CHUHTE3a
IIPOCTarjJaHAMHOB TPUBOAWIO K YBEJIMYEHHUIO CIIy4aeB INpel- M IMOCTHUMILIAHTAL[MOHHBIX
BBIKU/bIIIEH U rrbenu smOpuoHa (mnona). Kpome toro, cooduianocs 0 MOBBILIEHHOW 4acTOTe
pa3IMYHBIX MOPOKOB PA3BUTHS, B TOM YHCIE CO CTOPOHBI CEPAECYHO-COCYAUCTON CUCTEMBI, Y
KUBOTHBIX, KOTOPBIE MOTy4aId HHTHOUTOPBI CHHTE3a IPOCTATJIaHAMHOB B IEPHO]T OPraHOTeHe3a.
[Tpu GepemenHoctu B cpoke MeHee 20 Hedenb cieayer M30eratb MpUMEHeHHs HOynpodeHa,
KpOME CJIy4aeB, KOTJa B 3TOM €CTh OcTpas HeoOXoauMocThb. JKeHIMHaM, KOTOpbIE MbITAITCS
3a0epeMeHeTh, a TakXke Npu OepeMEeHHOCTH B cpoke MeHee 20 Helenb, CleqyeT MPUMEHSThH
MUHUMAaJbHO 3Q(QEKTUBHYIO /103y B TEUEHUE MAaKCUMAIbHO KOPOTKOTO IIEpUO/Ia.
Bce nHrnOuTops! cMHTE3a NpocTarjaHIuHOB Y NpuMeHeHnu ¢ 20-oii Hesenn 6epeMeHHOCTH
e IMIPEJCTABISIOT NEPEUNCIEHHBIE HUKE PUCKU I (POPMUPOBAHMS IJI0J1A:
- KapAHOMYJIbMOHApHass TOKCUYHOCTh (XapaKTepHU3YIOIIascs MpPexIeBPEeMEHHBIM
3aKpBITHEM apTepUaIbHOIO IPOTOKA U JIETOYHOM TUIIEpPTEeH3HEN);
- BO3MOKHO pa3BUTHE MAaJOBOAMSA W/WIM MATOJOTHH TOYEK Y HOBOPOXKICHHBIX
(HeoHaTallbHAs TTOUEYHASI TUCHYHKITHS);
e JUIS MaTe€PU U HOBOPOKJIEHHOIO B KOHIIE OEPEMEHHOCTH:
- BO3MOXXHO yBEJINYEHHE IPOJOKUTEIBHOCTH KpOBOTEUEHUS,
aHTUTpOMOOIUTApHBIM 3G (}EKT, KOTOpPHIi MOXET pPa3BUThCA Jaxke Mpu
IIPUMEHEHUH IpenapaTa B O4€Hb HU3KHUX J103aX;
- T0JIaBJIEHHE COKpALICHUI MaTKH, KOTOPOE MPUBOAUT K 3aJI€PKKE HIIH YBEITHUEHUIO
MIPOJOJIKUTEIBHOCTH POJIOB.
[Tpumenenne npenapata Hypoden ¢ 20-o0if Hepenn 6epeMEeHHOCTH TPOTHBOIIOKA3aHO.
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JlakTanus

No6ynpoden (MeTabomuThl) B HU3KUX KOHIICHTPALIUSIX MPOHUKAIOT B TPYAHOE MOJIOKO YeIOBEKa.
OTpuuaTeabHOrO BIMSIHUS HA HOBOPOXKIEHHBIX (A€Tel), HaXOASIIMXCS Ha TIPYyAHOM
BCKapMJIMBAaHUHM MAaTepsIMH, TPUHUMAIOIIUMH MpenapaT MpH KPaTKOBPEMEHHOM JICUCHHH B
PCKOMCHAOBAHHBIX J03aX IOJId YCTPAHCHUSA 6OJICBOI‘O CUHApPpOMA U JIUXOPAJOIHBIX COCTOSIHUU HE
0o0HapyKEeHO, HEOOXOTUMOCTH B MTPEKPAIICHUH IPYIHOTO BCKAPMIIMBAHKS HE BO3HUKACT.

B cmydae HeoOX0IMMOCTH JJIUTEIHHOTO IPUMEHEHUS TIperapara He0OXOAMMO MPUHSTh PEIICHUE
0 MIPEKPAIICHUH TPYIHOTO BCKAPMIIUBAHHSL.

DepTUIIEHOCTD

Cy11ecTBYIOT OrpaHHYEHHBIE CBUIETENHCTBA TOTO, YTO JIEKAPCTBEHHBIE Mpenaparbl, KOTOpbIE
WHTHOUPYIOT CUHTE3 IUKIOOKCUTEHA3bl WU TPOCTATTIAHIAHOB, MOTYT BBI3bIBATH CHIDKEHUE
PENpPOAYKTUBHON (YHKIIMH Y SKEHIIMH M3-3a BIUSHUS Ha OBYJALMIO. DTO SBJICHHE MOJIHOCTHIO
o0paTtuMo mocJie mpeKpalieHus npuema npemnapara (cM. paszaen 4.4).

4.7. Biusinue Ha CNOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTaTthb ¢
MeXaHUu3MaMHu

Hypoden He BiuseT Wiu OKa3bIBaeT HECYHIECTBEHHOE BIMSHHME HAa CIHOCOOHOCTH YIPABIATH

TPAHCIIOPTHBIMU CPEACTBAMU U PabOTATh C MEXaHU3MAMH.

[TanpeHTam, OTMEUaAKOIIUM TOJOBOKPYKEHUE, COHIMBOCTD, 3aTOPMOKEHHOCTh WJIM HapyLIEHUs

3peHus npu npueMe uoymnpodeHa, cieayeT n30eratb BOXKICHUS aBTOTPAHCIIOPTA U YIIPABIICHUS

MEXaHU3MaMH.

4.8. HexxenareJibHble peaKIuu
Pesrome npoduiis 6e3onacHOCTH
Yaire Bcero Ha0II01aiCh HexenaTenbHble peakuuu co ctoponbl JKKT. Bo3amoxxHo oOpazoBanue
NENTUYECKHX SI3B M PA3BUTHE JKEITYIOYHO-KUIIEYHOTO KPOBOTEUCHHS, HHOTJA CO CMEPTEIbHBIM
HCXOJIOM, B OCOOEHHOCTH Y MOXKUJIBIX ManueHToB (cM. pazzaen 4.4). Coolmanoch 0 CIeayromux
HEe)KeNaTeJIbHbIX peaklUMsX IIocie IpUMEeHeHHs uOynpodeHa: TOIIHOTa, pBOTa, Auapes,
METEOpU3M, 3aIlOphbl, AUCHENCHS, O0JIb B )KUBOTE, MEJIEHA, KPOBaBasi pBOTA, SI3BEHHBI CTOMATHT,
obocTpeHue si3BeHHOro koiuta u 0osiesnu Kpona (cm. pasznen 4.4). Pexxe HaOmrogancst racTpuT.
Puck ’xeny104HO-KUIIIEYHOTO0 KPOBOTEUEHHS B OCOOCHHOCTH 3aBUCHUT OT JI03bl U JUIUTEIbHOCTH
TEparnum.
Coob1manocs 00 0Tekax, apTepuaibHON TUIEPTEH3UH U CEPIEUHOM HeI0CTaTOYHOCTH, CBS3aHHBIX
¢ tepanueit HIIBII.
JlaHHble KJIMHUYECKMX MHCCIEOBaHUM YyKa3blBalOT Ha TO, YTO NpUMEHEeHue uoympodeHa,
0COOEHHO B BBICOKHX /103aX (2400 Mr/cyTKu), MOXKET OBITh CBSI3aHO C HECKOJIBKO TTOBBIIIEHHBIM
PUCKOM pa3BUTHSA apTEePHABHBIX TPOMOOTHYECKHX OCIOKHEHUHN (Hampumep, wuH(papkra
MHOKap/a Wik UHCyIbTa) (M. pasnen 4.4).
Coob1manocs 06 amIepruueckux peakiusax, Hanpumep:
e Hecrneuuduyeckue aJlJiepruueckie peakuu 1 aHauIakcus;
® PCAaKTHBHOCTH JBIXaTEeNFHBIX MyTeH, Hampumep, OpOHXHMAbHAs acTMa, O0OCTpeHHE
OpOoHXHAJIBLHON aCTMBbI, OPOHXOCIIA3M, OJBIIIKA;
® pEaKklUu CO CTOPOHBI KOXH, TaKUE KakK 3yJ, KparmuBHUIA, AHTHOHEBPOTUYECKUN OTEK U
peske IKCHOTMATUBHBIA U OyJUIE3HBIH IepMaTo3bl (TaKue KaK dMUAePMaIbHBINA HEKPOIN3
U MYJIbTU(OPMHAS SIPUTEMA).

TabnuuHoe PE3OME HEKEITATCIBbHBIX peaxunﬁ

B HPI)KCHpHBCI[GHHLIﬁ CIIMCOK BKJIFOYCHBI BCC HCKCIIATCIILHBIC PCAaKIMU, 3apCTUCTPHUPOBAHHBIC
IIpyu NIPUMEHCHU A I/I6ynp0(beHa, B TOM YHUCJIC ITPU AJTUTCIIBHOM ITPUMCHCHHHU ITpeIIapaTa B BBICOKHUX
A03aX y NalUCHTOB C pPCBMAaTUYUYCCKUMU 3a00JIeBaHUSIMU. Y Ka3aHHbBIC HEXKEIaTeIbHbBIC pcaknuuu co
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CTENEHbIO YaCTOThl Pa3BUTHS BBIIIE «OYEHb penxo»'gaﬁmgﬁé}fﬁgb“'% I:IIE{)aTKEB “ﬁhOM

MPUMEHEHUHN CYTOUYHBIX 7103 A0 1200 mr nOymnpodena s mpruemMa BHYTPb.
HpI/IBeI[eHHBIe HUIKC HCKCIIATCIIbHBIC PCAKIIUU SABJIAIOTCA NPECUMYIICCTBCHHO J0303aBUCUMBIMHA U
MOTYT [O-Pa3HOMY MPOSABIIATHCS y Pa3HBIX MAI[IEHTOB.

HexenarenbHble JIGKAPCTBEHHBIC PEAKIMU CTPYIIUPOBAHBI B COOTBETCTBHHM C WX YaCTOTOM.
['pynmel 4acTOTHI ONIPEACIAIOTCS CISAYIOMUM 00pa3oM: oueHb yacto (>1/10), wacto (>1/100, Ho
<1/10), meuacto (>1/1 000, HO <1/100), peaxo (>1/10 000, vo <1/1 000), ouens pezaxo (<1/10 000),
4acToTa HEM3BECTHA (Ha OCHOBAHUHW MMEIOIIUXCS TAHHBIX OIICHUTh HEBO3MOIKHO).

BHyTpH Ka)/10¥i TpynIibl YaCTOTHI HEKEIATEIbHbIE PEAKLIUU IIPEICTABIICHBI B IOPSAIKE CHUKEHUS
CEpPBbE3HOCTHU.

Tabmuma 1 — HexenaTejlbHble JIEKAPCTBEHHbIE PeaKIMH, 3apPerHCTPUPOBAHHbIE Y
MAlMEHTOB, MOJYYaBIIKX JiedeHue npenaparom Hypoden

Wudekym 1 nHBa3uu OueHb penko ObocTpeHre BOCTalCHUS, CBSI3aHHOTO C
UH}eKIren (manpumep, pa3BUTHE
HEKPOTH3HUpYIOMmEro (aciunuTa), B PEIKUX
ClIydadaX TsKCJIBIC KOXHBIC I/IH(beKHI/II/I u
OCJIO)KHCHHUSI CO CTOPOHBI MSATKHX TKaHEH
BO3MOJKHBI BO BPEMSI BETPSHOH OCITHI.

[lpy  BO3HMKHOBEHWH  WIM  YCHJICHHH
CHUMIITOMOB MH(EKIIMOHHOTO 3a00JIeBaHuUs BO
BpeMsl npuMeHeHus mnpemapata Hypoden
CllelyeT HEeMEIUIEHHO OOpaTHThCS K Bpady,
KOTOpBIﬁ JOJDKCH onpeacintb, ¢C€CTb JINU
HEOO0XOIUMOCTH JIeYeHUs UHpEKIUH
AHTHOMOTHKAMHU WITH JIPYTHMH
AQHTUMHUKPOOHBIMH TIpeTIapaTaMu.

Hapymenus co ctopons! | O4eHb peaxo Hapymennss ~ kpoBeTBopeHust  (aHemws,
KpOBHU u JeHKOTICHHSI, TPOMOOLMTOIICHHSI,
muMparuaeckon MAHIUTONCHNS, arpaHyionuTo3). llepBbimu
CHCTEMBI CUMIITOMaMHU TaKHuX HapyIHeHI/Iﬁ ABJISIFOTCS
JauXopajka, 0oib B Tropjie, MOBEPXHOCTHBIC
SI3BBl HA CIIM3HCTON 00OJOUYKE IOJIOCTH PTa,
FpI/IHHOHO}:[OGHLIe CHUMIITOMBI, ITOBBIIICHHAs
yTOMIISIEMOCTh, KPOBOTEYEHHE M3 HOCa H
reMaTOMBl.

B Takux ciyyasx NainueHTy pEeKOMEHJyeTCs
HEMEAJICHHO IMPEKpPaTUTH IIPUMCHCHUC
npenapara, BO3JICPKATbCS OT CaMOJCYCHHS
00e300/TMBAIONIMMU U KaPOTIOHMKAIOIINMHU
CpeACcTBAMU U INPOKOHCYJIBTUPOBATHCA €
BPavyOM.

[lpy  AIMTENPHOM — JICYCHHMH  CIIEAYET
PETYISIPHO MPOBOAUTH AHAIU3 KPOBHU

Hapymenus co cropons! | Heuacto Peakiun TUIEPYYBCTBUTEIBHOCTH —
WMMYHHOH CHCTEMBI HecTeupuUeckre amiepruieckue peakiuu
(3yn, KparMBHUIIA)

OdeHb penko Tskensle peakuuu T'MIIEPYYBCTBUTEIBHOCTH,
B TOM 4YHUCJIE€ OTEK JIMLA, Si3bIKa U TOPTaHU,
OJIBILIKA, TaxuKapaus, TUINIOTEH3USA
(anadunakcus, otek KBHHKE WM TSOKEIIBIN
aHaQUIAKTHYECKHN IIOK)
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(HOCAEQOEATEREHC

YacToTa HenM3BeCTHA

BbponxuanbHas acTMa u
OpoHXOCTa3Ma U OABIIIKH

pasBuTHE

Ilcuxnueckue
HapyleHus

OueHs penko

[TcuxoTrueckue peakuy U ACTIPECCHS

Hapyiienus co cTopoHsl
HEPBHOU CHCTEMBI

Heuacto

T'onoBHas 0016

OueHs penko

AcenTHyecknii ~ MEHUHTHT
ciIydau CHUMIITOMOB
MEHHMHTHTA, TaKUX  KaKk  PHTCHIHOCTD
3aTBUIOYHBIX ~ MBIII,  TOJIOBHAs  OOIb,
TOIIHOTA, pBOTA, JUXOpagKka MW TMOTeps
OpHEHTAllMM, HAOMIONAINCh TIPU JICYCHUH
noympodeHom y MAI[UEHTOB c
ayTOMMMYHHBIMU 3a00JIeBaHUSIMA
(cucTeMHasi KpacHasi BOTYaHKa M CMEIIAHHOE
3a00JIeBaHUE COCMHHUTEIBHOI TKaHH)

(eqHUYHBIE
aCENTHIECKOTO

Hapymenus co croponsl | Hedacro Hapymenus 3penuns
OpraHa 3peHHs
Hapymienus co croponsl | Peako TuHHUTYC, yXyALLICHUE CayXa

opraHa
nabupuHTa

ciyxa u

Hapymenus co cTopoHbl
cepaua

YacToTa HEU3BECTHA

Cepneunas HEJO0CTaTOYHOCTb, npu
JUITATEIbHOM TPUMEHEHWU TOBBIIEH PHUCK
TPOMOOTHYECKHX OCJOXHEHHU (Hampumep,
WH(PAPKT MHOKap/a MK UHCYIIBT).

OueHs penko

Cunapom Koynuca

Hapymenus co cropoHs!
COCYJIOB

YacToTa HEeM3BECTHA

AptepuaibHas THIepTeH3Us

KenynodHo-KuIIeqHbIE
HapyILEeHUs

Heuacto

Kanobsr wa pabory XKKT, Ttakme kak
JCTICTICUSI, U3XKora, ©Oo0Ilb B  JKHBOTE,
TOLIHOTA, PBOTA, METEOPU3M, AUAPES], 3a1I0p U
JKEITYI0YHO-KHIIIEYHBIE KPOBOTEUEHHS JIETKOU
CTENCHH, KOTOpPBIE B OTHEIBHBIX CITydasx
MOTYT NPHUBECTH K aHEMHHU

Penxo

O06pa3zoBaHue 5138, HHOT/IA C KPOBOTEUEHUEM U
nepdopamueri  creHku  JKKT.  SI3BeHHBIi
CTOMAaTHUT, 000CTPEHHE SA3BEHHOTO KOJUTA W
0one3nu Kpona (cm. paszaen 4.4), ractpur

OueHsb penko

O30¢aruT, mNaHKpeaTHT M  0Opa3oBaHUE
MeMOPaHOMONOOHBIX CTPUKTYP KHILEYHHUKA.
[TarmenTa HYXHO POUH(YOPMHUPOBATH, YTO B
CIIy4ae CHIIbHOM 00NN B )KMBOTE, MEJICHBI HITH
KpOBaBOW  PpPBOTBl  CIEAYyET MPEKPATUThH
MpUMEHEHUE TperapaTa W  HEMEICHHO
MPOKOHCYJIBTHPOBATHCA C BPadOM

Hapymenus co cTopoHbl
MEYECHU u

Ouens penko

Hapyiienne (yHKIMM TI€UEHH, MEYSHOYHAS
HEJOCTATOYHOCTh, OCTPBIA renaTUT
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JKETUYEBBIBOSIINX
nmyTen

(MOCHEQOEATENBHOC T 0003]

Hapyuienus co cTopoHsl
KOXU U TOAKOXHBIX
TKaHeWu

Heuacto

PasnuuHble THIBI BEICHIITAHAH

OueHsb penko

Tskenple  KOXKHBIE — PEaKIMM,  BKIIHOYAs
dpUTEMY MYITBTH(POPMHYIO, SKCPOTHATHBHBII

nepmatut, cunapom CTuBeHca-/[»KOHCOHA,
TOKCUUYECKHM  SIUACPMANbHBI  HEKPOJIH3;
ajorierisi. B OTAENBHBIX CiIydasx IMIpH

3a00JICBAaHUN BETPSHOW OCITOH BO3MOKHO
pa3BuTHE TSKEITBIX MH(DEKIIMOHHBIX
OCJIO)KHEHUM CO CTOPOHBI KOXKH M TMOJIKOKHOU
KJIeTYaTKH (CM. Taroke pasaen « adexknnm u
WHBa3HH»)

YacTtoTa HEU3BECTHA

.HeKapCTBeHHO-I/IH}:[}/I_II/IpOBaHHaH peaknusa C
3031/IHOCI)I/IJ'II/ICI\/’I N CUCTCMHBIMH CHUMIITOMaMH

(DRESS-cunapom), OCTpBIA
re€HepaIn30BaHHbIN 3K3aHTEMaTO3HbIN
MyCTyIe3 (AGEP), peaxiun

(hOTOUYBCTBUTENEHOCTH

Hapyuienus co cTopoHsl
MoyeK u

OueHsb penko

OO0pazoBanue MepuQepuIecknx OTEKOB, B
0COOCHHOCTH y MAlMEHTOB C apTepHanbHOI

MOYEBBIBOJAIINX IMyTEN TUIIEpTEH3UEN U MOYEeYHOMN
HEJIOCTAaTOYHOCTEIO, He(pPOTHIECKUN
CHUHIPOM, NaNWUISIPHBII HEKpO3,

WHTEPCTUIHATBHBIN HEPPUT, KOTOPBIH MOKET
IIPUBECTU K Pa3BUTUIO OCTPOH IOYEUHOMN
HEJ0CTAaTOYHOCTH. HeoOXommm perysspHBIi
MOHHUTOPHHT (DYHKIIUH TTOYEK

JlaboparopHsie u | Penko
WHCTPYMEHTaJIbHbIE

JTaHHBIE

CHmXeHue ypoBHS TeMOIJIO0ONHA

Coo011eHne 0 IMOI03PEBAEMBIX HEKENATEILHBIX PEAKIIUIX

BaxxHo coo0mare 0 MOAO03peBaeMbIX HEXKENaTeNbHbIX pEaKIUsIX IOoClIe pPEeTUCTpaluu
JICKapCTBEHHOTO TIperiapara ¢ Meibio 00ecreueHNs HeMPEPhIBHOTO MOHHUTOPHHTA COOTHOIICHHUS
«T10JTh3a — PUCK» JIEKAPCTBEHHOTO TIpernapara.

MeaumHCKUM ~ pa0OTHUKAM — PEKOMEHJYeTCsl  cooOm@aTh O  JIFOOBIX  TOJ03PEeBAaEMBIX
HEKENaTeNbHBIX PpEeaklUaX JIEeKapCTBEHHOTO IIpermapaTa 4Yepe3 HalMOHAIbHBIE CHCTEMBI
COOOIIEHHUST O HEKEIATESTBHBIX PEAKITUAX TOCYIaPCTB — WIeHOB EBpa3uiickoro 3KOHOMHUYECKOTO
Co103a.

Poccwmiickas deneparms

109012, r. Mocksa, CrnaBsiHCKasl miiomaip, 1. 4, ctp. 1

®denepanpHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasruanzop)
Tenedon: +7 800 550-99-03

Oi1. moura: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecny6niuka benapycp

220037, r. MuHck, nep. ToBapumeckuii, 2a

VII «LleHTp dKCrepTU3 U UCIIBITAHUI B 3{paBOOXPAHECHUN»
Temedon: +375 17 242-00-29
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D1 moura: repl@rceth.by (NOCNEOOBATENEHOCTE 0003)
www.rceth.by

Pecniybiinka ApmeHust

0051, r. EpeBan, nip. Komuraca 49/5

I'HKO «llenTp sKcepTu3bl J€KapCTB U MEIUIIUHCKUX TEXHOJIOTHI»
Tenedon: +374 60 83-00-73

On. moura: Vvigilance@pharm.am

http://www.pharm.am

Keiprenckas PecnyOnmka

770044, r. buikek, yi. 3-s Jluaus, 25

JlenmapraMeHT JE€KApCTBEHHBIX CPEACTB M MEJUUMHCKUX U3Aenud Inpu  MuHUCTEpCTBE
3npaBooxpaHeHust Kelprei3ckoi pecmyOonnKu

Tenedon: 0800 800-26-26; +996 312 21-92-88

1. mouta: dlomt@pharm.kg

http://www.pharm.ka/

Pecniybnmka Kazaxcran

010000, r. Acrana, paiion baiikonsip, yin. A. Nmanosa, 13 (BL] «Hypcayner 2»)

PI'TI na [IXB «HauuoHanbHBIA LEHTP 3KCHEPTU3bI JIEKAPCTBEHHBIX CPEICTB U MEIMIIMHCKUX
uznenuit» Komurera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoJisi MUHHUCTepCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Tenedon: +7 7172 235-135

Dn. moura: pdlc@dari.kz
https://www.ndda.kz

4.9 Ilepeno3upoBKa

CHMITOMBI

Y OonNpIIMHCTBA MAIMEHTOB, TMOJYYUBIIMX KIWHUYECKH 3HaunMmoe KoiudectBo HIIBII,
HaOJIIOJJAINCh TOJBKO TOIIHOTA, PBOTA, 00Jh B BEPXHEW YACTH >KMBOTA WJIH, B OOJIEE PEIKHUX
ciIydasix, iuapesi. Bo3MOXKHO Takke MOSIBJICHHE THHHUTYCA, TOJOBHOW OONM M 3KETyJOYHO-
KHUIIIEYHOTO KpoBOTeUeHUS. [Ipu TsKENBIX OTpaBIIeHUSIX HAOTI0IaTUCh TOKCUYECKHUE TIOPAKEHUS
[EHTPaJIbHOW HEPBHON CHCTEMBI COHJIMBOCTD, PEIKO — BO30YXA€HHE, CyJOPOTH, I1€30PHUECHTALINS,
KoMma. B OTIEnpHBIX Ciydasx pa3BUBAKOTCA CyHOpOru. [Ipw TsHKENbIX OTpPABICHUSX MOXKET
Ha0JII01aThCs MeTa0O0INYeCKUI amuao3 u YBEIINUYECHUE IPOTPOMOMHOBOTO
BpeMeHHU / MeXKIyHApOIHOTO HOopManu3oBanHoro oTHomenuss (MHO), BeposTHO, Wu3-3a
B3aMMOJICHCTBHS C HUPKYIUPYIOMUMHU (PaKTOpaMH CBEPTHIBAHUS KPOBU. MOXKET pa3BUBATHCS
OCTpasi MoYeyHass HEJOCTATOYHOCTh WJIM MOBPEXKACHUE MEYEHU, TMIOTCH3Us. Y MAIMEHTOB C
OpoHXHATBHON aCTMON MOKET HabII0JaThCsl 000CTPEeHHE TeUSHUS 3a00IeBaHUS.

JleueHue

JleyeHne CHMNTOMATHYECKOE W TOJICPKUBAIOIIECE: HEOOXOIUMO OOECIEeYUTh MPOXOJIUMOCTH
JBIXATENbHBIX MyTeH U KOHTPOJIHPOBATH OCHOBHBIE TTOKA3aTENH KUZHEAEATEILHOCTH U (DYHKIIUN
cepAalia 10 HOpMaJU3alMKM COCTOSHUA TanueHta. Eciam mamueHT oOpaTuics 3a MOMOINBIO B
TeueHue | yaca mociue npuemMa rnoTeHIUaaIbHO TOKCUYECKOM J03bl Mpenapara, MOKHO Ha3HAYUTh
AKTHBUPOBAHHBIA yroiib BHYTPh WM TPOMBIBaHUE Kenyaka. Ecmu wubynpodeH yxe
abcopOupoBaicsi, MOKET OBITh Ha3HAUEHO IIEIOYHOE MUThE C IETbI0 BBIBEJICHUS KHUCIOTO
npou3BogHOr0 uOynpodeHa moukamu, ¢opcupoBaHHbI auype3. [lpm  dgacTeiX Wi
JUTUTENBHBIXCYIOpOrax CJIelyeT BBECTH AWa3ernaM WM Jiopa3elaM BHYTPUBEHHO. B ciyuae
MPUCTYIa OPOHXUATBLHOM aCTMBI CIEAYeT MPUMEHATh OPOHXOIUIATATOPHI.

Crennuueckoro aHTUI0Ta HE CYIIECTBYET.
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COOTBETCTBY CNEPTHC
oT 125 N2 1F
[puem ubympodena y nereir B mose Gomee 400 /L Noker BEfHaTh HATOKETKALRT. Y

HOJPOCTKOB M B3POCIHBIX 3aBHCHUMOCTB «103a—OTBET» HE BhIpaxkeHa. [lepros momyBBIBEAEHHS
npernapara Inpu nepeao3upoBKe cocrasiseT 1,5-3 yaca.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®PapmakoanHAMHYeCKHe CBOMCTBA

dapmakoTepaneBTHUECKast rpymnmna: IPOTUBOBOCHIAIUTEIbHbIE u
IIPOTUBOPEBMATUYECKHUE TIPENIapaThl; HECTEPOUIHbIE IIPOTUBOBOCTIAJIUTEIIbHbIE u
IPOTUBOPEBMATHUECKUE MPenapaThl; IPOU3BOAHbBIE IPOIMOHOBOM KUCIOTHI.

Kox ATX: MO1AEO1

MexaHu3m AeNCTBUS

JeiictByromum BemecTBoM npenapara Hypoden sasnsercs nbynpoden. B xone qokinmHuYecKux
UCCIICIOBAaHUN  TPAJUIMOHHBIX  Mojened  MH(EKIMOHHBIX  3a0ojeBaHMi  uOynpodeH
JIeMOHCTpUpyeT 3(PGEeKTUBHOCT, B KAauyeCTBE WHTHOUTOpa CHHTE3a NPOCTArjJaHAWHOB —
MeIMaTopoB OO0JIM, BOCHAJICHUS W TUNEPTEPMUYECKOH peakmmu. Y denoBeka HOympoden
OKa3bIBaeT OBICTpPOE  HamIpaBJICHHOE JehcTBHE TpoTHB Oomm  (0Oe30ouBaroIiee),
YKApOTIOHIDKAIOIIEe W MPOTUBOBOCHANUTENbHOE NeiicTBue. Kpome toro, uOymnpoden odbparumo
unruoupyet AJI® u KoareH-MHAYIUPOBAHHYIO arperauio TPOMOOLIUTOB.

dapmakoarHamMuaeckue Y HeKTh

Hoynpoden sBisercss MOIIHBIM HMHIHOUTOPOM  (DEPMEHTOB IMKJIOOKCHIeHa3bl 1 U
[MUKIIOOKCUTEHA3bl 2, BCICICTBHE YEero TOPMO3UT CHHTE3 TNpocTariaHauHoB. HOympoden
NOJABJIICT JKCIEPHUMEHTAILHO WHIYLUPOBAHHYI0 MHIPAIMI0 JICUKOIMTOB B  00JacTh
BocTiasieHusl. Takke ObUIO IMOKa3aHO, YTO HOympodeH OKa3hlBaeT BBIPAKECHHOE ICHCTBHE HA
CIIMHHOM MO3T, 4TO, MO-BHAUMOMY, YaCTHYHO CBSI3aHO C MHIMOMPOBAHHEM IHUKIOOKCUTCHA3bI.
CuuTaercs, 4YTO IKAPOIOHIDKAIONINE CBOMCTBAa HWOympodeHa CBSA3aHBI C I[EHTPAJTbHBIM
WHTHOMPOBAaHUEM MPOCTArjJaHAWHOB Ha YPOBHE THIIOTaIaMyca.

DKCTIepUMEHTAIbHBIC JTAHHBIC CBHJICTEIBCTBYIOT O TOM, 4TO MOYNmpo(deH MOXET KOHKYPEHTHO
CHW)XKATh BIUSHUE HU3KOH J03bI alleTHIICATUIIUIOBON KUCIOTHI Ha arperaiuio TpPOMOOIIUTOB MPU
OJIHOBPEMECHHOM TIPUMEHEHUH J3THUX TMpenaparoB. Pe3yabTaThl HEKOTOPHIX HCCIICIOBAHUHN
dbapmMakoIMHAMUKU CBUAECTEIBCTBYIOT O TOM, UTO MPU OJHOKPATHOM MIPUMEHEHUU HOympodeHa B
noze 400 Mmr B TeueHue 8 uyacoB 10 wiM B TeueHWe 30 MUHYT TIOC/I€ TPUMEHEHHS
AIETUJICATUIIMIIOBOM KHCIIOTHI C HEMEJUICHHBIM BBICBOOOXAeHHEeM (81 Mr) Habmomanoch
CHW)KCHHE BJIMSIHUS Al TUJICATUIIAIIOBON KHCIIOTHI Ha 00pa30BaHNe TPOMOOKCaHA WITH arperaiuio
TpOMOOIIUTOB. XOTS MOKAa HET YBEPEHHOCTH B MPUMEHUMOCTU ITHX IAHHBIX K KIMHUYECKUM
YCIIOBUSM, HEIb3sI UCKIIOYUTH BEPOSTHOCTh TOTO, YTO JUITMTEIHLHOE MPHMEHEHHE HOympodeHa
MOJKET YMEHBIIATh KapAHOMPOTEKTOPHBIN 3((}HEKT HU3KHUX 103 AleTHJICATUIUIOBONH KUCIOTHI.
[Ipn HecwcTeMaTHYeCKOM NPHUMEHEHWH HOyNnpodeHa JTOCTHKCHHE KIMHHYECKH 3HAYUMOTO
addekra MaoBeposATHO (cM. pasaen 4.5).

5.2. PapmMaKkoKMHeTHYECKHe CBOIiCTBA

AOGcopOnus

AGcopOiust — BBICOKasi, OBICTPO M MPAKTUYECKH MOJHOCTHIO BCACBHIBACTCS U3 JKEIYI0YHO-
kumeynoro tpakta (XKKT). Ilocne npuema nOynpodeH 4acTUYHO BCAcChIBAeTCSl B JKEIYIKE U
Jlajiee OJTHOCTHIO BCACBIBAETCS] B TOHKON KHIIKE.

[Tocne mpuema ubympodeHa B JIeKapCTBEHHOM (GopMe TaOJIETKU, MOKPHIThIE O0OJIOYKOM, MUK
KOHIIGHTPAllMH B IJIa3Me KpoBHU jocTuraercs yepe3 1-2 vaca. [Ipuem nmpenapara Bmecte ¢ efoi
MOXKET YBEITMYMBATh BpEeMsI IOCTHKEHUSI MaKCUMaTbHOU KoHIeHTparuu (TCmax).

[Tocne npuema npenapara Hypoden o6e360muBaroniuii 3¢ ekt MoxKeT ATUThCA 10 8 4acoB.
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Pacnpenenenue

[Tpu npueme ubynpoden 6sicTpo BecackiBaetcs u3 JKKT B kpoBoTOK. CBsI3b ¢ OeIKaMu IJIa3Mbl
kpoBu 99 %. MemieHHO TPOHHMKAET B IOJIOCTh CYCTAaBOB, 3a/IEP)KUBACTCS B CHHOBHAJILHOMN
KHUJIKOCTH, CO3/IaBasi B HEH OOJIbIINE KOHIICHTPAIMH, YeM B IIa3Me KPOBH.

Bbuotpancdopmarus
[Tocne abcopbuum oxomo 60 % ¢dapmMakoIOTUYECKH HEaKTUBHON R-hopMbl MenneHHO
TpaHchopMHUpyeTcs B akTHBHYIO S-popmy. [TonBepraercs MeTaboaM3My B IICUCHH.

DJIMMHUHALNS
[locne pacuieruieHuss B meyeHU (TUIPOKCUIMPOBAHME, KapOOKCUIMPOBAHUE, KOHBIOTAIUS)

oOpa3oBaBiMecs (HapMaKoJIOrMUECKHM HEAKTHBHbIE METaOOJIUTHI IOJIHOCTBIO BBIBOJATCS U3
opraHusma, B ocHoBHOM nodkamu (90 %), Ho Takxke u ¢ xenubto. Ilepuon nomyBbIBEEHUS Y
3JI0POBOT'0 YeJIOBEKa U MAIMEHTOB ¢ HapyIIEHUSAMH (QYHKLIMHU MIEYEHU U IoYeK cocTaBiser 1,8—
3,5 yaca.

[Tocne npuema npenapara Hypoden ubymnpoden onpenensercs B mia3mMe KpoBU CIYCTs 8 4yacoB
u Ooutee.

B orpannueHHbIX uccienoBaHusX HOynpodeH oOHapyXHMBAJCs B I'PYJHOM MOJIOKE B OYEHb
HU3KHUX KOHICHTpAalHAX.

JInia noxusIoro Bo3pacra
VY noxunbIx Jofed He OOHapy)KMBaJOCh 3HAYMMBIX pa3avuuil B (PapMaKOKMHETHYECKOM
npoduie npenapara o CpaBHEHUIO ¢ 00J1e€ MOJIObIMU JIFObMHU.

5.3. /laHHbI€e JOKJIHHUYECKOH 0€30IacHOCTH

HIMeroTcst JaHHBIE O CIICAYIONIMX HEXKENATEIbHBIX PEaKIUsIX, He OOHAPYKEHHBIX B KIMHUYECKUX
HCCIICOOBAHUAX, HO BBIABJIICHHBIX Y )KMBOTHBIX ITPU BO3H€ﬁCTBHH JICKApCTBCHHOT'O IIpfCIriapaTra B
J103aX, CXOXKHX C JI03aMH, IPUMEHEHHBIMU B KIIMHMYECKUX HCCICAOBAHUAX, YTO MOXKET MMETh
KIIMHUYCCKYIO 3BHAYUMOCTD.

TOKCHMYHOCTb NP MHOTOKPAaTHOM BBEJICHUU
CyOxpoHnueckass M XpOHUYECKass TOKCMYHOCTh HMOymnpodeHa y >KMBOTHBIX HaOIIoAanach B
OCHOBHOM B (popMe 3p03UBHO-s13BeHHBIX nopaxeHuit KKT.

Kanreporenes u Myrareses

CoracHo pe3ysbraTaM KccieIoBanuii in Vitro- u in ViVo, KIIMHWYECKH 3HAaYMMbIE J0Ka3aTeIbCTBa
MYTareHHOTo MOTeHIInaa HOynpodeHa He BhisiBIIeHbL. [10 pe3ynbTaTaM HccieJo0BaHri Ha KpbIcax
U MBIIIIaX J0Ka3aTeIbCTBa KAaHIIEPOTCHHOTO BO3/ICHCTBUS HOYIpodeHa OTCYTCTBOBAIIH.

PenpoiykTHBHAs TOKCHYHOCTb

N6ynpodeH BbI3bIBAT 3a/I€PKKY OBYJIALMU Y KPbIC U HapyLIEHHE UMIUIAHTALUN Y Pa3InYHBIX
BUJIOB MOJOIBITHBIX KUBOTHBIX (KPOJIMKH, KPbICHI U MBIIIH). Pe3ynbTaThl SKCIIEpUMEHTATBHBIX
MCCJIEIOBAaHUM YKa3bIBAIOT Ha TO, YTO MOYNpo(eH MPOHUKAET Yepe3 IJIAIeHTY; MPU BBEIECHUU
TOKCHYECKUX J103 MaTepd HaOIIofajach NOBBINIEHHAs YacTOTa IMOPOKOB pa3BUTHS IUIO/A
(medextsl xenynoukoBoi meperopoaku). Ilpu npumenenun y >xuBoTHbix HIIBII, kortopeie
JIOKa3aHHO MHTUOMPYIOT CUHTE3 MPOCTarjaHIuHOB, HAOII0aeTCs MOBBILICHUE YAaCTOTHI TPYAHBIX
POJIOB, BHI3BAHHBIX HAJMUMEM aHOMAJIHH y MJI0/1a WM MaTepH.

6. ®APMAIIEBTUYECKHE CBOHCTBA

6.1. IlepeyeHb BCIIOMOraTe/IbHBIX BellleCTB
Anpo Tabnerku:

Hatpus xpockapmeniosa

Hatpus naypuiicynbdar

Harpus uurpar
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(NOCNEQCBATENEHOCTE 0003)

Kucnora creapunoBas

Kpemuust nMOKCH KOJITTOWAHBIN

CocTaB caxapHOW 000JIOYKH
Harpus kapmeinosa

Tansk

Axanuu kaMenb

Caxapo3a

Turana quokcun (E171)
Makporoa 6000

Yepubie yepuuia s neyatu [Omakon S-L-277001]:
[emmax

Kpacurens xene3a okcup uepusiii (E172)
[Iponunenrnukons (E1520)

Nzonponanon

byranon

OTaHon

Bopa ouninennas

6.2. HecoBMeCcTUMOCTD
He npumenumo.

6.3. Cpok rognocTu (CpoK XpaHeHHUs1)
3 rona.

6.4. OcoObie MepbI MPEeTOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTth 1pu Temneparype He Boie 25 °C.

6.5. XapakTep u cojiep:kaHue NePBUYHON YIIAKOBKH

ITo 6, 8, 10 nnu 12 tabnerok B 6muctep (IIBX / amomunmin).

Oaun Omuctep (mo 6, 8, 10 wmmm 12 Tabnmetok) wmim nBa Omuctepa (mo 6, 8, 10 wumm
12 Tabnerok) wmmu 3 Omucrepa (mo 10 wmm 12 Tabnetok) wmm 4  Onmcrepa (1o
12 tabnerok) mnu 8 OmuctepoB (o 12 TabneTok) BMECTe C MHCTPYKIMEW MO MPUMEHEHHIO
MOMEMIAIOT B KAPTOHHYIO MTAYKYy.

6.6. Ocodbie Mepbl MPEI0CTOPOKHOCTH MPH YHUUTOKEHUH
Het oco6bIx TpeGoBaHUi K yTUIN3AIMH.

7. JEPXKATEJIb PETUCTPAIIMOHHOT' O YAOCTOBEPEHUA
Coennnennoe KoponeBcTBo

Pexurt benkuzep Xenckap Murepuemnn Jita
Anpec: Teitn Poyn, Horruarem, NG90 2DB, Coeannennoe KoponeBcTBo
Tenedon: +44115907852

7.1. IlpencraBuTeib AepKaTessi perucTPallMOHHOIO Y/10CTOBEPEeHHU s
[Iperen3un norpeduTeseil HAIPaBIATH M0 AJPECY:
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Poccuiickags  ®Penepaums, Pecnybinuka Bemapyces, 'fgé&;v%ﬁtpjgaa“&-m%ﬁ; C -R:J':IIB;]I;II;éKaH

Pecny6nmka

000 «Pekutt benkuszep Xa3acKkap»

Anpec: Poccus, 115114, r. Mockaa, [llnro30Bas HaoO., 4, 3 aTax
Tenedon: 8-800-200-82-20

E-mail: ConsumerHealth RU@reckitt.com

PecnyOnuka Kazaxcran

TOO «Pexutrrt benkuzep Xanc Kazaxcran»

Anpec: Pecniyonuka Kazaxcran, 050040, r. Anmatsl, Mkp. Koktem-1, 1. 15 «A», opuc 302
Tenedon: +7 (727) 356 07 52; +7 (727) 356 07 53; 8-10-800-2000-82-20Daxc: +7 (727) 356 07
50

E-mail: ConsumerHealth KZ@reckitt.com, KazakhstanDSO@reckitt.com

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUSA

9. JATA NEPBUYHON PETHUCTPALIMU (IOATBEPXKIEHWUS PETMCTPAIIUM,
INEPEPETUCTPALIMN)

JlaTa nepBUYHON PEruCTpaLINN:
10. JATA HIEPECMOTPA TEKCTA

OO0was xapakTepucTHKa JiekapcTBeHHoro npenapata Hypoden nocrynna Ha nHGoOpManmoHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIUOHHONW CETU
«Hurepuer» :/leec.eaeunion.org/
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