OBLIASA XAPAKTEPUCTHUKA JI

1. HAMUMEHOBAHME JIEKAPCTBEHHOI' O ITIPEITAPATA
Hypoden Dkcnpecc, 200 mr, Karcysl.
2. KAYECTBEHHBIN U KOJINYECTBEHHBIN COCTAB

JeticTBytolee BemecTBo: HOynpodeH.

Kaxnas xancyna cogepxut 200 Mr nubynpodena B BUe KHIKOTO JICHCTBYIOIIETO BEIIECTBA.
BcnoMoraTenpHbie BEIECTBa, HAJMYME KOTOPBIX HAJI0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npemnapara: copouron (dactuuno geruapupoBannsiii) (E420) (cm. pasaenst 4.3, 4.4), kpacuTeb
nyHioBbIi [[Torco 4R] (E124) (cm. pa3nen 4.4).

[TonHBI# CIMCOK BCIIOMOTATENIbHBIX BEIIECTB MPUBEICH B pasjeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Kancymsl.

Msrkue oBallbHBIE KamCyjdbl C KpacHOW MOJIYMpPO3pavyHOil >KeTaTHHOBOM 0OO0JIOUKOH, ¢
unentudunupyromnieit Haanuceto 6enoro nBeta NUROFEN, coneprkaine npo3pavyHyro )KUJIKOCTh
OT GECIIBETHOIO JI0 CBETJIO-PO30BOTO IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMeHEHUI0
[Tpenapat Hypoden Dxcnpece nokasan K IPUMEHEHHIO Y B3POCIBIX U OJPOCTKOB B BO3PACTE OT
12 neT npu creayomux COCTOSHUSX:

e TOJ0BHAs 0OJb, MUTPEHB, 3yOHast 00JIb, OOJNIE3HEHHBIE MEHCTPYaIluH, HEBPAITHs, 00N B

CIIMHE, MBIIICYHbIC U PeBMaTHUECKUE OOIIH,

®  JIMXOPAJIOUHBIC COCTOSHUS TP TPUIIIIE U TPOCTYIAHBIX 3a00JICBaHUSIX.
[Ipemapat npenHa3HaueH ISl CUMIITOMATHYECKOTO JICYCHUS: YMEHbIIIEHUsI 00JIH, BOCTIAJICHUS U
CHW)KCHHUSI TTOBBIIIICHHOW TEMIIEPATyPhI TeIA.

4.2. PeskuM 03UPOBAHMS M CIIOCO0 MPUMEHEHUSs

Puck pa3BUTHS HEXENAaTeNbHBIX pPEAaKUUH MOXHO CBECTH K MHUHHMYMY, €CIM NPUHUMATh
npenapaT MakCUMaJIbHO KOPOTKUM KypcOM B MHUHMMaJbHOW 3((EKTUBHOM /103€, HEOOXOIUMOM
JUIsl yCTPaHEHHsI CHMIITOMOB (cM. paszen 4.4).

Pexxum no3upoBanus

1 karicysa (200 mr) mo 3—4 pa3 B cytku. s mocTrkeHHs Oosiee OBICTPOro TEPaneBTUYECKOTO
s dexTa y B3pOCIBIX pa3oBas /1032 MOXKET ObITh yBenuueHa 1o 2 karcyn (400 mr) mo 3 pa3 B
cyTkH. VIHTepBan Mexay mpHeMaMu IperapaTa JOJKEeH COCTaBIATh 6-8 yacoB. MakcumalnbHas
cyrounast go3a cocrasisier 1200 mr (6 karcyin).

Pexkomenryercst mpekpaTuTh JeUeHHe U 0OpaTUTHCS K Bpady MPU HEOOXOIUMOCTH MPUMEHEHHS
npernapara B3pOCIIbIM A0Jble 2—3 THEH UITH MTPH yXyIIICHUN COCTOSHHUS.

[Tanmentam ¢ 3aboneBaHMsAMH KenymouHo-kumeuHoro Ttpakrta (OKKT) pexomenmyercs
IIPUHUMATh JAHHBIN MpernapaT BO BpeMsl IPUeMa MHILH.

[Ipy npuMeHeHUM mocie MpuUeMa MUIIM JACWCTBUE IpernapaTa MOXET 3aMeUIMThcs. B Takom
cilyyae He cleflyeT MIpUHUMATh OOJbIIyIo 103y npenapara. Heobxoaumo cobmoaats Tpedyemblit
MHTEPBAJl MEXKIY JBYMSI 103aMHU.

Oco0bIe I'pynnbl DaMCHTOB
HauueHmbz NnOS2HCUTIOC0 803pacma
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HaOJI0ICHNE 32 MOXKUIIBIMHU MALMEHTaMU B CBSI3U C BO3MOXKHBIM Pa3BUTHEM HeEKeIaTelbHbIX
peakuuii (cM. paznen 4.4).

Tayuenmui ¢ noueunoii HedoCmMamouHoOCmoio

CHmKeHue [103bl y NMaLKUEHTOB C JIETKOW WJIM yMEPEHHOW ITOYE€YHOW HENOCTAaTOYHOCTBIO HE
TpebyeTcs (111 NaLUEHTOB C TSXKEJIOW MOYEUHOW HeI0CTaTOYHOCThIO CM. pasjen 4.3).
Tayuenmol ¢ neywenouHol He0OCMamoyHOCMbIO

CHuxeHue 1103bl y MAlMEHTOB C JIETKOW MJIM YMEPEHHOH NEeYEHOUYHOW HEeJOCTAaTOYHOCTHIO He
TpeOyeTrcs ()1 NAUEHTOB € TSHKEJIOW IeYEHOYHON HEAOCTaTOYHOCTBIO CM. pasnen 4.3).

eTu
[Togpoctkam 12—-17 netr nmpunumats no 1 kxamcyne (200 mr) no 3—4 pa3 B cyrku. He npunumars
6omee 5 kancya (1000 mr) B cyTKH.

PexomeHyeTcst 00paTuThCs K Bpady IIpH HEOOXO0AMMOCTH ITPUMEHEHMs IIpenapaTa y IoJpOCTKOB
J0JiplIe 2—3 THEW WM NPU YXYALLIEHUU COCTOSIHUSL.

[Tpenapat Hypoden Dkcnpecc He cneayeT NpuMEHsTh y AeTeld B Bo3pacTe 10 12 nerT.

Cnoco6 IIPUMCHCHUA

Jlna npuema BHyTph. Kancynsl He pa3xeBbiBaroT. Karicyiy ciaenyer 3anusats Bofgoi. Tosbko ais
KPaTKOBPEMEHHOT'O IIPUMEHEHMS.

4.3. IlpoTuBonoka3zanus

e [umepuyBCTBUTENHFHOCTh K HMOYNpodeHy WM K JI000MY M3 BCIOMOTATENBHBIX BEUIECTB,
NePEYHCIICHHBIX B pa3zaene 6.1.

e [lonHoe niM HemosIHOE coueTaHre OPOHXUATBHOM aCTMBI, PELIUIMBUPYIOILETO [TOJIUII03a HOCa
U OKOJIOHOCOBBIX Ia3yX, U HENEPEHOCHMOCTH alleTUJICAIMIUIOBON KHUCIOTHl WIH JIPYIHX
HECTEPOUIHBIX MPOTHBOBOCHANNTENBHBIX npenapatoB (HIIBII) (B Tom uncie B aHamHese).

e Kposoreuenue unu neppopanus 51386l JKKT B anamHe3e, cBsi3aHHble ¢ mpuMeHeHuem HIIBIT.

e Dpo3uBHO-s13BeHHbIE 3a00seBanus opranoB JKKT (B ToM uncie si3BeHHast 00J1€3Hb JKeTyaKa U
JIBEHAIIATUTIEPCTHON KUMKW, Oone3nb KpoHa, s3BEHHBIM KOJUT) WM S3BEHHOE
KPOBOTEUCHHE B aKTUBHOM (ha3e WM B aHaMHe3€ (JBa UM OoJiee TOATBEP KICHHBIX SMH30/1a
A3BEHHOU 0O0JIE3HU WM S3BEHHOI'O KPOBOTEUEHMS).

o Tsmxenas cepaeunas HemocratouyHocTh (kimacc IV mo NYHA - kmaccuduxanus Heio-
Mopkckoii Accoluamuy KapauoJIoroB).

e Tskenas nedyeHOYHast HEJOCTATOUHOCTh WJIM 3a00JI€BaHKe NTEYEHH B aKTUBHOMU (ha3ze.

o Tspkenas movyevyHasi HEOCTATOYHOCTh (KIIMPEHC KpeaTHHUHA <30 MJI/MUH.), TOTBEPKACHHAS
TUIepKaIEeMUsl.

e JlexomMneHcUpoBaHHas CepJeYHas HEJOCTATOYHOCTh, IEPUOJA  IOCIE  IPOBEACHUS

AO0PTOKOPOHAPHOTO IITYHTUPOBAHMSI.

LepebpoBackyisipHOE WIIM HHOE aKTUBHOE KPOBOTEUEHHE.

I'emodunus u qpyrue HapyIIeHUs! CBEPTHIBAEMOCTH KPOBH (B TOM UMCIIE TUIIOKOATYIISLIUSA ).

I'emopparuueckue quaTessl.

Tsoxenoe 00e3BokMBaHUE (B pe3ysIbTaTe PBOTHI, AUAPEN MM HEJTOCTaTOYHOTO MOCTYIICHHS

XKHUJIKOCTH B OPTaHU3M).

Henepenocumocth PpyKTO3HI.

e bepemennocts B cpoke 6osee 20 Heaensb (cMm. pasaen 4.6).

e Jlerckuii Bo3pact 10 12 ner.

4.4. OcoOble yKa3aHUsA M MepPbI NPEA0CTOPOKHOCTH NP NPUMEHEHN U
[Tpu mpuMeHeHUH mpenapara MaKCUMaJIbHO KOPOTKHM KYpCOM B MHUHUMAaJIbHOHN 3(¢eKTUBHOMN
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MOXHO CBECTH K MHHHUMYMY (cM. Hmwke uHpopmaruio o puckax it JKKT um cepaedno-
COCYJIUCTOM CUCTEMBI).

PekoMenayeTrcss mpuHHMATh Iperapar ¢ OCTOPOXKHOCTHIO MPH CIEAYIOIUX 3a00JIeBaHUSIX U
COCTOSIHUSIX BO M30€X)aHKue NX 000CTPEHUsI:

omHoBpeMeHHbIH TipueM npyrux HIIBII, Bxmrouas cenextuBHble HHTHOMTOPHI L{OI'-2, KOTOpHIE
MOBBIIAIOT PHUCK DPAa3BUTHS HEXKENATEIbHBIX PEaKluil, HAIM4YMe B aHAMHE3€ OJHOKPATHOTO
SMU30/a S3BEHHOM OONIE3HHW JKEIyJKa M JBEHAALATUIIEPCTHOM KHUIIKH WM  S3BEHHOIO
kpoBoreueHus JKKT; ractpur, sHTepuT, Konut, Hanumuue wuHpekumu Helicobacter pylori,
SA3BEHHBINA KOJUT; OpOHXMAJIbHAS acTMa WM ajUlepruueckue 3a00jaeBaHus B CTaJuu 000CTpeHuUs
WIA B aHaMHE3¢ — BO3MOXKHO pa3BUTHE OpOHXOCIMA3Ma; CHCTEMHAas KpacHas BOJYAHKA WIIH
CMelllaHHoe 3a0oJjieBaHUE COeAMHUTENbHOW TkaHu (cunzapoM Illapma) — moOBBIIEH pPHCK
ACEeNTUYEeCKOT0 MEHWHIUTA; BETpsHAs OCIMa; MOYeuHas HEJOCTAaTOYHOCThb, B TOM YHCJE IPH
006e3BokuBaHuM (KaupeHc kpeatnHuHa 30—60 Mi/MUH), HEPPOTUUECKUA CHHIPOM, TIEYCHOYHAS
HE/IOCTaTOYHOCTh, LUPPO3 TMEYEHH C TMOPTAIbHOM THIEpPTeH3UEH, TUnepOnIupyOuHeMus,
apTepualibHas TUIEPTCH3US W/WIM CepJevHas HEJAOCTAaTOYHOCTh, LiepeOpOBaCKYIspHbBIE
3a0oneBanus, 3a00JIeBaHUS KPOBH HESICHOM ASTHONOTUM (JCUKONEHHS M aHEMHs), TsKEIbIe
coMaTuyeckue 3a00JIeBaHus, JUCIUIUIEMUS/TUIIEPIUIIUIEMUS, caxapHbli Auabdet, 3a00neBaHus
nepuepuyecKux apTepuii, KypeHHE, dYacToe YIOTpeOJIeHHE alIKOroyisd, OJHOBPEMEHHOE
MPUMEHEHHE JIeKapCTBEHHBIX CPEJICTB, KOTOPBIE MOTYT YBEIIMYUTH PUCK BOSHUKHOBEHUS 513B WU
KPOBOTCUCHHS, B YAaCTHOCTH MEPOPATBHBIX TIIOKOKOPTHKOCTEPOHIOB (B TOM HHCIE
MPEIHU30JI0HA), AHTUKOATYJISIHTOB (B TOM uucie BapdapuHa), CENEKTUBHBIX HMHTHOMTOPOB
o0paTHOro 3axBaTa CEpPOTOHMHA (B TOM 4MCJE LMTajgonpama, (hIyoKCETHHA, MapOKCETHHA,
cepTpalivHa) WM aHTHArPEraHTOB (B TOM YHCIIE alleTUIICATUIMIIOBON KUCIIOTHI, KIOMUAOrpea),
O6epemeHHOCTh B cpoke a0 20 Hexenb, MEepHoa TPyTHOTO BCKAPMIIMBAHHS, MOXKHIION BO3pacT;
nocie OOMIMPHBIX XUPYPTUUECKUX BMEIIATEIbCTB.

ITarmMeHTHl MOKUI0r0 BO3pacTa

YV nmauurenToB noxuinoro sozpacra npuMenenue HIIBII gaiie conmpoBoxkaaeTcs HexenaTeaIbHbIMU
peaKIusIMy, PEKOMEHIYETCs TIIATeIbHOE HAOIIOACHUE 32 COCTOSIHUEM TAIMEHTOB MPHU TIPHEME
npenapata. OCOOEHHO BBICOK PHUCK pa3BUTHUS KpoBoTeueHus u nepdopauuu crenku XKKT,
KOTOPBIC MOTYT IMPUBECTH K CMEPTEIbHOMY Hcxoay (cm. pasaen 4.2). [TaiuentaM, B 0COOCHHOCTH
MOXXUJIBIM, HEOOX0AUMO coo0maTh O IOOBIX HEOOBIUHBIX cUMITOMax co cTopoHbl JKKT
(0COOEHHO KeTyTOYHO-KHUIIIEYHOTO KPOBOTEUYEHHsI), 0COOCHHO Ha HAYAJIBHBIX dTarax JCUCHHUS.

Bausaue sa JKKT

Cnenyer npumensaTh mupenapatr HypodeH OIkcmpecc ¢ OCTOPOKHOCTBIO TMPU  CIEAYIOMIHNX
COCTOSTHUSIX: HaJM4he B aHAMHE3€ OIHOKPATHOTO SMHU30/a S3BEHHOW OOJNE3HH >KelyAKa H
JIBEHAUATUNIEPCTHON KHUIIKKA WK si3BeHHOro kpoBoreueHust JXKT; ractput, sHTEpUT, KOJIMT,
nannuue nadexunu Helicobacter pylori, si3seHnbIii KOTHUT.

[Taruentam ¢ 3a6oneBanusimu JKKT pexomenayercs mpuUHUMAaTh JaHHBIA Mpenapar BO Bpems
npueMa nuuy. llpy MosBIEHMHM CHMIITOMOB TracTpONaTHM IOKa3aH TIIATEJIbHBIM KOHTPOIIb,
BKJTFOYAIOIITUH TTPOBEICHHE 330(aroracTpoayoeHOCKOTHH, OOIIUI aHAIN3 KPOBU (OTpeieTieHNe
reMOTJI00MHA), aHAJIN3 Kajla Ha CKPBITYIO KPOBb.

CrnegyeT C  OCTOPOKHOCTBIO PEKOMEHJOBATh Ipemapar MalleHTaM, IPHHHMAIOIIAM
JIEKapCTBEHHBIE MPENapaThl, KOTOPHIE MOTYT YBEITUYUTh PUCK PA3BUTHS S3BBI HIIM KPOBOTEUCHUS,
HalpuMep, NepopajbHble KOPTUKOCTEPOMbI, AaHTHKOAryJasHThl, TaKHe Kak BapQapuH,
CEJICKTHBHBIC MHTUOUTOPHI 00paTHOTO 3axBaTa cepoToHuHa, qpyrue HIIBII nnn antuarperanTs
(HampuMep, aleTHICATUIMIOBAs KuciaoTa) (cM. pasaen 4.5). Bo3MOXHO pa3BUTHE KEITyI0YHO-
KHUIIEYHOTO KPOBOTEUYECHHSI, W3bA3BICHHE WM TMepdopaius, KOTOpPble MOTYT MPHUBECTH K
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HaJIM4YWs TPEAYNPEKIAIOINX CUMITOMOB, a Takxe npu yBenuueHuu n03bl HIIBII u nHanuuuun
SI3BEHHOM 0OJIE3HU B aHAMHE3E.

Tsienble KOKHBIE peaKuu

BeutH mosTydeHbl COOOIICHMSI O PA3BUTHH TSKEIIBIX KOXKHBIX HEXKEIIATEIbHBIX PEAKIUH, BKITFOYAs
9KC(OIMATUBHBIA JE€PMATUT, dSpUTeMy MyIbTUdOpMHYIO, cuHapoM CruBeHca-/[X)oHCOHA,
TOKCHYECKHI »nuiepMaiibHbli Hekpoiau3 u DRESS-cunapom (nexapcTBeHHast peakuus C
503UHO(MIINEH U CUCTEMHBIMU CHMIITOMaMH), OCTPBIM TI'€HEepalM30BaHHBIN IK3aHTEMATO3HBIN
nycryne3 (AGEP), koTopbie MOTYT OBITh KU3HEYTPOIKAIOIIMMHE HIIK CMEPTEIHHBIM, CBSI3AHHBIC C
npuMeHenueM noynpodena (cm pasaen 4.8). bonbias yacTs 3TUX peakuii BOSHUKANA B TEUCHUE
nepBoro Mecsua yeueHus. [Ilpumenenue Hypoden Dxcrmpece cienyer npeKkpaTuTh Mpu MepBOM
MOSIBJICHUN NPHU3HAKOB U CUMITOMOB CEPBE3HBIX KOXKHBIX PEAKIMI, TAKMX KaK KOXKHAsl ChIIb,
MOPAKCHHSI CTU3UCTON 0O0JIOYKH, HITH JIFOOBIX JPYTrUX MPU3HAKOB THIIEPYYBCTBUTEIHLHOCTH.

B UCKITIOYUTENBHBIX CIIy4asX BO3MOXXHO Pa3BUTHE TSXKEIbIX HHQPEKIHUOHHBIX OCIOXHEHUN
BETPSIHOW OCIBbI: MHPESKIIUU KOXKHM U ToIKoxHOU kierdarku. Poms HIIBII B ob6ocTpennn 3Tux
uH(peKIU 10 KOHIIa He U3ydeHa U He uckitovaercs. [loaromy npumenenue npenapara Hypoden
DKcnpecc npu BETPSIHON OCIie HE pEeKOMEHYeTCsl.

Bo3zneiicTBuE Ha cepieYHO-COCYAUCTYIO CUCTEMY U COCYJIbI TOJOBHOIO MO3ra

Cnenyer oOCyIUTh C JIeUalllUM BpaduoM WM PAOOTHHKOM aNTeKH IEJIeCO00pa3HOCTh JICUCHUS
NAlMEHTOB C apTepUabHOM rUIepTeH3uel W/ HHPApKTOM MUOKAp/a B aHAMHE3€, TIOCKOJIbKY
B CBSI3U C IPUMEHEHHEM JaHHOIO Ipernapara coo0Iagoch O 3aJepKKe )KUJIKOCTU B OpraHU3MeE,
apTepUaJIbHON TUIIEPTEH3UH U OTEKaXx.

CornacHo pe3ynpTaTaM KIMHHYECKHX HCCIIEIOBaHMA, IpUMEHeHHe MOynpodeHa, 0COOEHHO B
BBICOKHX J103aX (2400 Mr/cyTKu), MOXXET OBbITb CBSI3aHO C IOBBIIIEHHBIM PHUCKOM DPa3BUTHUS
TPOMOOTHUYECKUX OCJIOKHEHUH (Hampumep, WH(MApPKT MHOKapAa WM HHCYIbT). B memowm,
COIVIAaCHO JAHHBIM SMMJEMHOJIOTMYECKHX HCCIEeI0OBaHUN, CBs3b NpUMEHeHus uoOynpodeHa B
HU3KHX 103ax (Harmpumep, < 1200 Mr/cyTKH) C TOBBIIIEHHBIM PHCKOM Pa3BUTHUS TPOMOOTHUECKUX
OCJIO’)KHEHUI HE BBISBIICHA.

[TanmeHTaM ¢ HEKOHTPOJIMPYEMOW apTEpPUAIIBHOW T'MIEPTEH3UEH, 3aCTOMHOM CepAeHHOU
HEIO0CTaTOYHOCTBIO (xmacc H-IIT o Hbm-ﬁopKCKoﬁ accolyanum KapIHOJIOTOB),
MOJTBEPK/IEHHOM MIIEMUYECKOM 00JIe3HbIO cep/lia, 3a00IeBaHUsIMH MEPUPEPUUECKUX apTepuil
U/ 11epeOpoBacCKyIApHBIME 3a00JI€BaHUAMU CleyeT Ha3HayaTb MOYHNpOQEeH TOJIBKO IMociie
TIIATEIbHOM OLIEHKM COOTHOILIEHUsl mojib3a—puck. Cnemyer m3berarb Npuema mpenapara B
BBICOKHX J03ax (2400 mr/cyTkn).

Taxxe cieqyer THIATENbHO B3BECUTD 11€J1I€CO00Pa3HOCTh JOJITOBPEMEHHOIO JIEUEHUSI TTAlIUEHTOB
¢ (pakTOpaMu puCKa pa3BUTHS CEPJIEUHO-COCYAUCTHIX 3a00eBaHM (apTepualibHasi TUIIEPTEH3HS,
TUIEPIUNUIEMHUs, caxapHbli Juaber, KypeHue), B OCOOEHHOCTH TMpU HEOOXOJUMOCTHU
npuMeHeHHs nuoynpodeHa B BBICOKHX /103aX (2400 Mr/cyTkn).

CooOmanocs o cioyyasx cuaapoma KoyHuca y nanueHToB, noiaydaBmux uoynpoden. Cuaapom
Koynuca (ayuieprudeckuii ocTpblit KOpOHAPHBIA CHHIPOM) — 3TO IPYIIIA CEePASUHO-COCYIUCTHIX
CUMIITOMOB, BbI3BAHHBIX BBICBOOOXK/IEHHEM METUATOPOB BOCIIAJIEHHUS BCIIEACTBHE aAJIIEPrHUeCKO
PEaKIMHU, CBA3aHHBIX CO CIIa3MOM KOPOHAPHBIX apTepHii, KOTOpas MOXKET MPUBECTU K HHPAPKTY
MHUOKap/a.

ITpoune ykazanus

B ouenb penkux ciydasx coo01anoch 00 OCTPBIX PEAKIUIX THIIEPUyBCTBUTEILHOCTH (HAITPUMED,
aHadumakTHueckuil mok). [Ipu nepBhIX NpU3HaKax pa3BUTHs PEAKIIMU THIEPUYBCTBUTEIBHOCTH
nociie MmpuemMa mpernapara JiedeHHe HEoOXOJUMO NpeKpaTUTh. B 3aBUCHMOCTH OT TSKECTH
CHUMIITOMOB MEJIUIIMHCKHIA NePCOHAN JOJKEH MPUHITH HE0OX0AMMbIE MEPHI.

Nb6ynpoden MoxkeT MackupoBaThb CUMOTOMBI HH(EKIHMOHHOTO 3a00JIeBaHUS, UYTO MOXKET
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3a0oneBanus. Korga mpemapaT NpUMEHSIOT NpU TMOBBIIIEHUHM TEMIIEpaTypbl Tella WU IS
oOyerdyenust 601 Tpu MHPEKIUH, PEKOMEHIYETCSI MPOBOJUTH MOHUTOPUHT HH(EKIIMOHHOTO
3a0oneBaHus. B ycloBHSIX JiedeHHs] BHE MEAMIIMHCKOTO YUYPEXKICHHUS TNalMeHT JO0JKEH
00paTUTHCS K Bpady, €CJIM CUMITOMBI COXPAHSIOTCS WINA YCUIIUBAIOTCA.

Nb6ymnpoden, aeicTByrolee BEIIECTBO Mpenapara, MOKEeT BPEMEHHO MHTHOWPOBATH arperamuio
TpoMOOIMTOB. [103TOMY peKOMEHIyeTCsl YCTAaHOBUTH TIIATEIbHOE HAOII0ICHHUE 32 MTAIMEHTAMU C
HapYIICHUSIMH CBEPTHIBAEMOCTH KPOBHU.

B ciywyae anmuTenpHOro HpUMEHEHMs Mpernapara HEOOXOJMMO PEryJspHO KOHTPOJIHPOBATH
nokasareiu (pyHKIUU NedYeHd, GYHKIINH MOYeK U aHaIn3a KPOBH.

Heo0OxonnMa koHCynbTalys ¢ BpauoM Mepes MPUMEHEHUEM TIperapara NalueHTaM ¢ Io4YeYHOon
HEJOCTAaTOYHOCTBHIO, MOCKOJIBbKY CYIIECTBYET PUCK YXYIIICHHUs (YHKIUOHATHLHOTO COCTOSHUS
noyek. PerynspHoe mnpuMeHeHHe 00e300JMBAIONIMX MpenapaToB, B OCOOCHHOCTH NpHU
COBMECTHOM MPUMEHEHHHM HECKOJIbKHX 00€300MBAIONIMX CPEACTB, MOXET NPHUBECTH K
HEoOpaTUMOMY TIOBPEXJECHHUIO IIOYEK C PUCKOM pa3BUTHS IIOYEHYHOH HEJOCTaTOYHOCTU
(aHampreruyeckas HepomnaTusi). DTOT PUCK MOBBIIIAECTCA MIPH MOTEPE CONIEH U 00E3BOKUBAHUH.

JlirenpbHOE TPUMEHEHHE JIOOBIX 00€300JMBAIONINX CPEICTB IPH TOJIOBHOM OO0 MOXKET
IOPUBECTH K YCHJICHHIO BBIPAXEHHOCTH CHUMITOMOB. B 3TOM ciy4ae mnanueHty cleayer
IIPOKOHCYJIBTUPOBATHCS C BpPAUYOM M IPEKPATUTH NpUeM Iipenapata. [Ipu nuarHoctuke naieHToB
C YacThIMU WJIM €XKEIHEBHBIMHM TOJIOBHBIMH OOJISIMU, HECMOTps Ha pEryjisipHOC HpPHUMEHEHHE
00e300IMBAOIIMX TPEnapaToB (WIM W3-3a WX TMPUMEHEHUS), CIEAyeT YYHTHIBATh BO3MOXKHOE
pa3sBUTHE MEIMKAMEHTO3HO-UHIYIIUPOBaHHOMH (a0y3ycHOIi) ToJI0BHOM O0Ju.

[Tpumenenne HIIBII oxgHOBpeMeHHO ¢ yHmOTpeOJICHHWEM aIKOTOJSl MOXKET NPUBECTH K
yCyryOJeHHI0O HeXelaTelnbHbIX A(PQEKTOB, CBSI3aHHBIX C JEHCTBYIOIIMM BELIECTBOM, B
ocoberHoctH co ctoponbl JKKT u nenTpanbHOM HEPBHOW CUCTEMBI.

CylecTBYIOT OrpaHMUYEHHbIE J0Ka3aTeNbCTBA TOTO, YTO JIEKAPCTBEHHBIE Mpernaparbl, KOTOpbIe
MHTUOUPYIOT CUHTE3 LUKIOOKCHUI€Ha3bl WM MPOCTArJIAHJUHOB, MOTYT BBI3BIBATH CHUKCHHE
PEeNpOaYKTUBHOW (YHKIMHU Y KEHIUH M3-3a BIMSHUS Ha OBYJALMIO. DTO sIBIEHHE 00paTuMo
HOCJIe TPeKpalleHus JieueHus (cM. paszzen 4.6).

HeoOxonumo oTmeHuTh mpemnapar 3a 48 4acoB A0 HCCIEIOBaHUS TpU ompeaeneHuu 17-
KETOCTEPOUIOB.

BcnomoraTenbHble BemecTBa

Copoumon (wacmuuno decudpuposannsiii) (E420)

JlaHHBIN JIeKapCTBEHHBIN MpemapaT coAepkuT copouton (22,26 Mr B Kaxaoi Karcyse).
[TatiueHTamM ¢ penKo BCTPEYAIONMICHCS HACJIEICTBEHHOM HEMEePEHOCUMOCThIO (PYKTO3BI HE
ciiefyeT MIPpUHUMATh 3TOT Ipenapar.

Kpacumens nynyosutit [[Tonco 4R] (E124)
JlaHHBIN JIeKapCTBEHHBIN MpernapaT COAEPXKHT KpacuTenb myHIoBbIH [[ToHco 4R] (E124)
(0,485 mr B KakI0# Karcyie). DTO BEMIECTBO MOKET BbI3BIBATh aJUIEPTHUECKUE PEAKIUH.

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

4.5. B3aumojeiictBue ¢ APYrMMH JIEKAPCTBEHHLIMH MNpenapatamMm W JApyrue BH/bI
B3auUMOJAEeHCTBHSA

Cnenyer  m30eraTb  OOHOBPEMEHHOIO  OPUMEHEHMs  uOympodeHa  co  CIEAVIOIMMMU

JIEKApCTBEHHBIMH CPEJICTBAMHU:

Ayemuncanuyunosas Kucioma (3a uUCKioueHuemM Hu3Kux 003 e bonee 75 melcymru)

OnHoBpeMeHHOE TIpUMEHeHrne HOynpodeHa 1 aleTHICaTUIIMIOBOM KUCIOTHI, KaK MPaBWIIO, HE
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PEKOMEHIyeTCsl U3-3a MOBBIILIEHUS PUCKa pa3BUTHS Hemé%renﬂggmgéal-[% HOC T ' "l e

JIOKITMHHYECKHE TaHHBIE CBUICTENILCTBYIOT, YTO TIPU OJTHOBPEMEHHOM IPUMEHEHUHT I/I6ynp0(1)eH
MOKET CHIDKATh BIMSHUE HU3KOW O3Bl AalCTHWICATUIIMIOBOM KHUCIOTHI HA arperaruio
TPOMOOIMTOB. XOTSI IMOKa HET YBEPEHHOCTH B NMPUMEHHMOCTH ITHX JIAHHBIX K KIMHHYECKHM
YCIIOBUSIM, HEIB3sI UCKIIOYUTH BEPOSTHOCTh TOTO, YTO JUIMTEIHHOE MPHMEHEHHE HOympodeHa
MOJKET YMEHBIIIATh KapAHOTPOTEKTOPHBIA 3()()EeKT HU3KUX /103 alETHIICATUIMIOBONH KHCIOTHI.
[Ipn HecWcTeMaTHYECKOM NPUMEHEHWH HOympodeHa JOCTHKCHHE KIMHHYECKH 3HAYMMOTO
s¢dexra MaaoBeposaTHO (cM. pasaen 5.1).

Hpyeue HIIBII, 6 mom uucne cerekmugHvle UHSUOUMOPBL YUKTIOOKCULEHA3bL-2

OnnoBpemenHoe npumeHenue Heckonbkux HIIBIT mokeT mOBBICUTH PHCK 0Opa3oBaHUs SI3B U
JKEITYJOYHO-KHUIIIEYHOTO KPOBOTEUEHHUS B pe3ysbTaTe CUHEpru3Ma npernapaToB. [losTomy Takxke
cieayeT uzberaTh 0OJHOBPEMEHHOr0 puMeHeHus noynpodena u apyrux HIIBII (cm. paznen 4.4).

Crenyer nposBASTh OCTOPOKHOCTH IPU IPUMEHEHUH HOYIpodeHa B COUYSTAHUH CO CIAEAYIOIUMHI
npernapaTamu:

Tuxo3uodwl (nanpumep, OueoKcum), heHUMouH, npenapamol TUmMus

[lpu OAHOBpPEMEHHOM MPUMEHEHHH TJMKO3UAOB (HAMpPUMEpP, IMTOKCHHA), (EHUTOMHA WU
IpenapaToB JIMTUS M JAHHOTO Iperapara BO3MOKHO TOBBIIIEHHE YPOBHS 3THUX MpPENapaToB B
iazme kpoBu. OqHoBpeMenHoe npumenenne HIIBII u cepieuHbIX ITUKO31UI0B MOKET PUBECTH
K YCYTYOJICHHIO CEepJIeUYHON HEAOCTATOYHOCTH, CHUYKEHUIO CKOPOCTH KITyOOUKOBOM (pUiIbTparyy.
[Tpu npaBwiILHOM NpUMeHeHHHU (He Oosiee 4 THEH) He0OXOAMMOCTh IMOCTOSIHHO KOHTPOJIMPOBATh
YPOBEHb MPEapaToB JUTHUS, TUTOKCHHA WK (DEHUTOMHA B TUIa3ME OTCYTCTBYET.

I'nrokoxopmuxocmepououl
IIoBBIIAIOT PHUCK pPa3BUTHS HEXKEJIATEIbHBIX peakuuil npexae Bcero co cropoHbl JKKT
(0oOpa3zoBaHuUE SI3B U PA3BUTHE HKEITYI0YHO-KHIICUHBIX KPOBOTeUeHUH) (M. pazmaen 4.4).

AHmuaepeeaHmbz u ceneKkmueHvle uH2u6um0pbl 06pamH020 zaxeanma cepomorunHa
[ToBpImarOT PHUCK pa3BUTHUMA KCITYAOUHO-KHUIICYHOTO KPOBOTCUCHUSA (CM. pasaein 44)

Anmuxoacynisainmel u mpomoboaumuiecKue npenapamol
HIIBIT moryt ycunuBaTh 3p(}EeKT TaKuX aHTHKOAryISHTOB, Kak BapdapuH (cM. paszmen 4.4) u
TPOMOOJIMTHIECKUX MTPETIapaToB.

IIpobeneyuo u cynvghpunnupazon
JlexapcTBeHHBIE TperapaThl, coJepKalue TpoOeHeu ] U CyabGUHTHPA30H, MOTYT 3aMEIJTUTh
BbIBEJICHHE HOyTpodeHa.

Huypemuku, — uneubumopvr  AIID, bema-brokamopvl U  AHMALOHUCHbL  PEYENnmopos
aneuomensuna Il

HIIBII moryT cHM>KaTh TepaneBTUYECKOE JEHCTBHE JUYPETUKOB M IPYTUX aHTUTHIIEPTEH3UBHBIX
npenapaToB. Y HEKOTOPHIX MAIMEHTOB ¢ HApYIIEHHEM (YHKIUH MOYeK (Harnpumep, y MaueHToB
¢ 00€3BOKMBAHUEM WJIN Y TTOKUJIBIX MAIMEHTOB C HapyIIEHHEM (YHKIIMH TOYEK) OAHOBPEMEHHOE
IpUMEHEHHE TNyPETUKOB, UHTHOUTOPOB AIID, 6eTa-010KaTOPOB MIIM AHTAaTOHUCTOB PELIETITOPOB
anrnoteHsuHa Il u mnpenapaTroB, MHTUOMPYIOMIMX IMKIOOKCUTE€HA3y, MOXET TPUBECTH K
JanbHEHIIEeMy CHIKEHMIO (YHKIMM TMOYEK, BKJIIOYAs BO3MOXKHYIO OCTPYIO IOYEUHYIO
HEJOCTaTOYHOCTh, YTO OOBIYHO HOCHT OOpaTHMbIH Xapakrep. Takue coyeTaHusl CIeayeT
OPUMEHATh C OCTOPO’KHOCTBIO, OCOOEHHO Yy MOXWIBIX MNaiueHtoB. Cuenyer yOeauTbcs B
JIOCTATOYHOM YpPOBHE THApPATAllMM ITAIMEHTAa W PACCMOTPETh BO3MOXHOCTb MOHHUTOPHHIA
(GyHKIMU TOYeK B Hayaslle KOMOMHUPOBAHHOM TEparuu M C ONPEAETICHHON NMepHOAUYHOCTHIO
IIOCJIE €€ OKOHYaHUSI.
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Kanuiicbepezarowue ouypemuxu (MOCNEOOBATENBHOCTE D00E)

OpnHoBpeMeHHOE NMPHUMEHEHHE JAAHHOIO Mpernapara ¥ KanuicOeperaronmx AUYPETUKOB MOKET
MIPUBECTHU K TUTIEPKATIUEMHUU.

Memompexcam

[Ipuem nanHoro npenapara B TedeHue 24 4acoB A0 WM MOCJE IPUMEHEHUSI METOTPEKCAaTa MOKET
BbI3BAaTh IOBBIIICHWE KOHLEHTPALlMM METOTpeKcaTra B IUIa3ME M YCHIUTh €ro TOKCHYECKOe
BO3JICHCTBHE.

Luxnocnopun

Puck mnoBpexaeHuss MOYEeK B pe3yjabTaTe TepanuM LUKIOCIOPUHOM IOBBINIAETCS INpU
OJIHOBpEMEHHOM TNpuMeHeHuu ¢ onpeaeneHubiMu HITBII. Bo3aukHoBeHue yka3zaHHOTO 3¢ dexTa
HE UCKITIOYAETCS MPH Tepanuu HOynpopeHOM B COUETAaHUH C IIUKJIOCTIOPUHOM.

Takponumyc
IIpu onmHoBpemeHHoM mpumeHeHnn HIIBII m Takponumyca BO3MOKHO YBEIMYEHHME PHUCKA
HE(PPOTOKCUYHOCTH.

3uoosyoun

CymecTByIOT yKa3aHMs Ha MOBBIILICHHBIM PUCK pa3BUTUs TemapTpo3a u rematom y BUY-
WH(QUIIUPOBAHHBIX MAIIUCHTOB C TeMOQWINCH MPH OJHOBPEMEHHOM JICUCHUH 3HJIOBYJUHOM U
udynpodenom. Ilpu ognoBpemennom npumeHenun HIIBII u 3uaoByanHa MOBBIMIAETCS PHUCK
pPa3BUTHUS TEMAaTOTOKCUYHOCTH.

Ilepopanvnvle  eunoenuxemuueckue JaeKapcmeeHnee Ccpeocmea U UHCYIUH, NPOU3BOOHbIE
CYbOHUIMOYEBUHDL

ITpu onHoBpeMenHOM npuMeHeHnn HIIBII 1 nepopanbHbIX TMIIOITIMKEMUYECKUX JIEKAPCTBEHHBIX
CpeACTBa, WHCYJHMHA, TPOU3BOAHBIX CYJIb()OHUIMOYEBHHBI MOXKET YCHJIMBATHCS A(PeKT
npenapaToB. XOTS 10 HACTOSILEro MOMEHTa B3auMOeWcTBUE HMOynpodeHa U MPOU3BOAHBIX
Cynb(OHWIMOYEBHHBI HE YCTAaHOBJIEHO, NMPU KOMOMHUPOBAHHOW Tepanmuu PEKOMEHIyeTCs B
KaueCTBE MEPHI IPENOCTOPOKHOCTH KOHTPOIMPOBATh YPOBEHB INIIOKO3bI B KPOBH.
AHmubUOmuKY XUHOJIOH0B8020 pAOa

CcymiecTByeT MOBBIICHHBI PUCK  pPa3BUTUS  CYJOpPOT Yy MAlMEHTOB, IOJIyYaIOIIUX
koMOnHMpoBaHHYI0 Tepanuio HIIBIT n anTnOnoTnkamMu XMHOJIOHOBOTO psija.

Mugpenpucmon
He pexomennyercst npumenenue HIIBII B Teuenne 8—12 aneil nmocne npuema MudenpucToHa,
MOCKOJIBKY OHU CHUXAIOT 3((EeKTUBHOCTh MU(DEIPUCTOHA.

Hneubumopwor CYP2C9

[Tpumenenue ubynpodena B coueranuu ¢ uuruoutopamu CYP2C9 MoxxeT MpUBECTH K YCUIICHUIO
apdexra ubympodena, mockoapky oH sBisierca cyoctparom CYP2C9. B wmccnemoBanuu
BOpUKOHAa30ja U (piykoHazona (uHruouropsl CYP2C9) oTMeueHo NoBbIIEHHE aKTUBHOCTH S(+)-
noynpodpena Ha 80 % — 100 %. Cienyer paccMOTpPETh BO3MOXKHOCTh CHIDKEHHUS —JIO3BI
ubynpodeHa npu 0HOBPEMEHHOM JiedeHnH MouTHbIMU HHruouTopamu CYP2C9, ocobenno npu
npuMeHeHHH HOynpodeHa B BRICOKHX J103aX B COYETAaHUH C BOPUKOHA30JIOM U (DITYKOHA30JI0M.

Llegpamanoon, yegponepaszon, yeghomeman, 6anvnpoesas KUCI0ma, NAUKAMUYUH
OpnHOBpeMEeHHBIN TPUEM MPUBOJIUT K YBETUUEHHIO YaCTOThI Pa3BUTHSI THIIONIPOTPOMOMHEMUH.

Jlexapcmeennvie cpedcmea, O1OKUpylowjue KaHaibyegyio cekpeyuro
[IpuBOAAT K CHUIKEHUIO BBIBEICHHS M TIOBBIIIEHUIO TIA3MEHHOW KOHIIEHTpauu noymnpodena.
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Hnoykmopsl MUKpocomanvbHo2o oKucieHus (gbeuumoun,': gr'r_zlcmgg% Eﬁuwgrww Y amnuuuH

Genunbymason, mpuyukiuiecKue aHmuoenpeccanmol)
YBEenMYMUBAIOT TPOAYKIHIO THIPOKCHIUPOBAHHBIX AKTUBHBIX META0OJNUTOB, a TaKXKe
CHOCOOCTBYIOT YBEJIHUEHHIO PUCKA PA3BUTHS TSKEIBIX HHTOKCHKAIIUH.

HH2u6um0pbz MUKDPOCOMANIbHO2CO OKUCIEHUA
CHmXaoT PHUCK I'€IIaTOTOKCHUYCCKOI'O HeﬁCTBHH.

Aumayuovl u Ko1ecmupamun
CHmkaroT abcopOIuIo Ipenapara.

Kogeun
[TpuBoauT K ycusieHuro aHaybresupyromero s¢dexra HIIBII.

4.6. @epTHIBHOCTD, 0€PEMEHHOCTH U JIAKTALUS
bepemeHHOCTD
WMurnbupoBanne CHHTE3a MPOCTATNIAHAMHOB MOXET OKa3aTh OTPHUIATENIbHOE BIMSHUE Ha
OepeMeHHOCTh W/WIKM pa3BUTHE SMOpHOHA WM [JoAa. JlaHHBIE SHHIESMHUOJOTHYCCKUX
MCCIICIOBAaHUI YKa3bIBAlOT Ha TOBBIIICHHBIH PHCK CaMOIPOU3BOJIBHOTO a0OpTa, BPOXKIECHHBIX
MOPOKOB CEp/lla U TaCTPOIIM3KCA MOCe MPUMEHEHUSI HHTMOUTOPOB CUHTE3a MPOCTArjaHAnHOB
Ha paHHUX CpoKax OepeMeHHOCTH. AOCONIOTHBIM PHUCK pPA3BUTHUS MATOJOTHH CEPACYHO-
COCYAMCTOM cucTeMbl MOBbIIIACS ¢ MeHee ueM 1 % no npumepno 1,5 %. IIpeanonaraercs, 4to
PHUCK BO3pacTaeT ¢ YBEIUYEHHUEM J03bl U IJTUTEIbHOCTH TEPAIHH.
CornacHo pe3ynbTaTaM HCCIEAOBAHUN, y XUBOTHBIX TNPUMEHEHHE HMHTHOUTOPOB CHHTE3a
IPOCTarjJaHJAMHOB TMPUBOAWIO K YBEJIMYEHHUIO CIIydaeB Hpel- M I[OCTUMILIAHTAIIMOHHBIX
BBIKHJIBIIIICH W rubenu smOpuoHa (rmoaa). KpoMe Toro, coo01manocs O MOBBIICHHOW 4acTOTe
Pa3IUYHBIX [TOPOKOB Pa3BUTHUS, B TOM YHCIIE CO CTOPOHBI CEPAECYHO-COCYIUCTON CUCTEMBI, Y
JKUBOTHBIX, KOTOPBIE MOJTy4ald HHTHOUTOPBI CHHTE3a MPOCTArJaHAMHOB B IEPHO] OPraHOTeHe3a.
[Ipu Gepemennoctn B cpoke meHee 20 Hemenb cieayer uzberaTh mpuMeHeHHs uOymnpodeHa,
KpOMe CIIy4aeB, KOIJla B 3TOM €CThb OCTpas HeoOXOAMMOCTh. JKeHIMHaM, KOTOpbIE MBbITAlOTCS
3a0epeMeHeTh, a TakXke Npu OepeMEeHHOCTH B cpoke MeHee 20 Henenb, CleayeT NPUMEHSTH
MHUHUMaJIbHO 3()(PEeKTHBHYIO 103y B T€UEHHE MAaKCUMAaJIbHO KOPOTKOI'O MEPHOAA.
Bce nnruburopsl cuHTe3a MpocTarjaHAMHOB IpU IpuMeHeHuu ¢ 20-oi Heenu OepeMeHHOCTH
e TIPEICTABISAIOT MEPEUNCICHHBIC HUXKE PUCKU A1 (HOPMUPOBAHMSI TLIIOJIA:
- KapJIuoMmyJIbMOHAapHas TOKCUYHOCTh (XapaKTEepPHU3YIOIAsAcCs IMPEXIEBPEMEHHBIM
3aKpBITHEM apTEPHATILHOTO IPOTOKA U JIETOYHON TUIIEPTEH3UEH);
- BO3MOYKHO pPa3BUTHE MaJIOBOJMS W/WIN TMATOJIOTUU TOYEK Yy HOBOPOXKIECHHBIX
(HeoHaTaNbHas TOUEYHAs TUCHYHKITHS);
e JUIS MaT€pU U HOBOPOKIEHHOI'O B KOHIE OEPEMEHHOCTH:
- BO3MOXKHO YBEJIUUEHHE IIPOJOJKUTEIBHOCTH KpOBOTEUYEHUS,
aHTUTPOMOOIMTApHBIA  3(p(EKT, KOTOpPBIM MOXKET pPAa3BUTbCA Jaxe Mpu
MIPUMEHEHUH TIpernapaTa B OUe€Hb HU3KUX J03aX;
- T0JIaBJIEHHE COKPALICHUI MaTK1, KOTOPOE MPUBOAUT K 3aJI€P’KKe WIIH YBETUUEHUIO
MIPOJOJIKUTEIBHOCTH POJIOB.
He cnenyetr nmpumensite HIIBII xenmunam ¢ 20-i Hemean 6€peMEHHOCTH B CBSI3U C BO3MOXKHBIM
pa3BUTHEM MAJIOBOJUS W/WIM TMATOJIOTHUU TOYEK y HOBOPOXKICHHBIX (HEOHATaJIbHas MOYeyHas
mucyskims). Cnexyer usdberaTb NpUMEHEHHs Npernaparta npu OEpeMEeHHOCTH B CPOKE MEHee
20 Henenb, IPH HEOOXOAUMOCTH MPUEMa Ipernapara ciaelyeT IPOKOHCYIbTHPOBATHCS C BPAuOM.

JlakTarms

No6ympoden (MeTaboIUTHI) B HU3KUX KOHIEHTPAIUAX MPOHUKAIOT B TPYAHOE MOJIOKO YEJIOBEKA.

OTpunaTtebHOTO BIMSHUS HA HOBOPOXKICHHBIX (JIeTel), HaXOMSAIMMXCA Ha TPYIHOM

BCKapMJIUBaHUU MAaTEPsIMU, NPUHUMAIOLIMMU Mpenapar Mpu KPAaTKOBPEMEHHOM JIEYEHUU B
8
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OCNENCBATENEHOC TR OONA]
PEKOMEHIOBAaHHBIX J03aX /ISl yCTPAHEHUS 00JIGBOTO cnﬁﬁpom-tl n“;lm‘x'opa LEIBIX COCTOstHII, He

o0HapyXeHO, HEOOXOAMMOCTH B IPEKPAIEHUH IPYAHOT0 BCKapPMIIMBAHUS HE BO3HUKAET.

[Tpr HEOOXOAMMOCTH JUTUTETHFHOTO TPUMEHEHUS IMpernaparta ClelyeT oOpaTUThbCs K Bpady IS
pelIeHusT BONpPOCa O MPEKpPalleHUHW TIPYAHOrO BCKApMIIMBAaHWS Ha IME€PUOJ IPUMEHEHUs
npenapara.

DepTUIILHOCTD

CyIIecTBYIOT OrpaHUYCHHBIE CBUICTEILCTBA TOTO, YTO JICKAPCTBEHHBIC TpENaparbl, KOTOPHIC
UHTHOUPYIOT CUHTE3 IUKIOOKCHUI€HAa3bl WM MPOCTArJIaHJUHOB, MOTYT BBI3BIBATH CHUKCHHE
PEIPOAYKTUBHON (DYHKIIMH Y JKCHIIUH W3-32 BIUSHUS HA OBYJISAIHIO. DTO SBICHHUE TMOTHOCTHIO
006paTuMo 1ocJIe MpeKpalleHus mpruema npemnapara (cM. paszaen 4.4).

4.7. Biusinue Ha CcNOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CpeacTBaAaMM M padorarhb ¢
MeXaHH3MaMHU

Hypoden Oxcnpecc He BIMsET WIM OKa3bIBa€T HECYLIECTBEHHOE BIIMSHHE Ha CIOCOOHOCTH

YIPaBJIATh TPAHCIIOPTHBIMU CPEACTBAMH U PabOTaTh C MEXaHU3MaMH.

[TaruenTam, OTMEUAIOLIUM TOJIOBOKPYXEHUE-COHINBOCTh, 3aTOPMOKEHHOCTh WJIM HapylIEHUs

3peHus npu npueme ulynpodeHa, cieayeTr u3oeraTb BOXKICHUs aBTOTPAHCIOPTA U yIIpaBJICHUS

MeXaHU3MaMH. JTO B OONIbIIEH CTEIIEHN OTHOCUTCS K COYETAHHUIO C AIKOTOJIEM.

4.8. HexkenateslbHbIE peaKIuu
Pestome npoduist 6e30nacHOCTH
Yamie Bcero HaOIIIOJaTMCh HeXemaTenbable peakunuu co croponbl JKKT. BozmokHo o6pazoBanue
MENTHUYECKHX SI3B U Pa3BUTHE KENyIOYHO-KUIIIEUHOTO KPOBOTEUEHUS, HHOT/Ia CO CMEPTEIbHBIM
UCXOJIOM, B OCOOCHHOCTH Y MOKHJIBIX MAUEeHTOB (cM. pazaen 4.4). Coolmanoch 0 CIeTYOIIHIX
HEKeNaTeNIbHBIX peaklMsX I[ocie MNpuMeHeHus uOympodeHa: TOIIHOTa, pBOTa, AHapes,
METEOPHU3M, 3aIOPBI, AUCIETICHs, OO0JIb B )KHUBOTE, MEJICHA, KPOBaBasi pBOTA, SI3BEHHBI CTOMATHT,
obocTpeHue sI3BeHHOro KojuTa u 6osie3Hu Kpona (cm. pasnen 4.4). Pexxe HaOmrogancst raCTpHT.
Puck kemyn04HO-KHIIEYHOTO KPOBOTEUEHHSI B 0COOEHHOCTH 3aBHCHUT OT J03bI U JJTUTEIHHOCTH
Tepanum.
Coobmanock 00 0TeKax, apTepuaaIbHON THIEPTEH3UU U CEPJICUHON HEJJOCTATOYHOCTH, CBS3aHHBIX
¢ tepanneit HIIBII.
JlaHHbIE KIMHAYECKHX HCCIEOBaHUI YKa3bIBaIOT Ha TO, YTO NpPUMEHEHHe uOympodeHa,
0c00EHHO B BBICOKUX J03aX (2400 MI/CyTKH), MOKET OBITh CBA3aHO C HECKOJIBKO MOBBIIIEHHBIM
PUCKOM pa3BUTHUSI apTEPUAIBHBIX TPOMOOTHYECKHX OCJIOKHEHUN (Hampumep, HHGapKTa
MHOKap/ia Wik UHCyabTa) (cM. paszaen 4.4).
Coo06manock 00 aIepruueckux peakiusax, Hampumep:
e Hecrneuu(puyeckue auIepruieckre peakliuu 1 aHapUIaKkCus;
® DPEAaKTUBHOCTb JbIXaTeNbHBIX MyTei, Hampumep, OpOHXHalbHAas acTMa, O00OCTpeHHe
OpOHXMABFHON acTMBI, OPOHXOCHA3M, O/IBIIIKA;
® pEaKIMU CO CTOPOHBI KOXKH, TaKUE KaK 3yJI, KPalMBHUIA, aHTHOHEBPOTUIECKHIA OTEK H
peske IKCHOTMATUBHBIA U OyJUIE3HBIH IepMaTo3bl (TaKue KaK dMUAePMaIbHBIA HEKPOJIN3
U MYJIbTU(GOPMHAS IPUTEMA).

TabnuuHoe pe3roMe HeKeNIaTeNIbHbIX PeaKIni

B HmxenpuBeneHHBIN CIIMCOK BKIIOYEHBI BCE HEXKENIATEIbHBIE PEAKLUH, 3apETHCTPUPOBAHHBIC
IIpU MpUMeHeHNH oynpodeHa, B TOM YKcie MpU JUIUTETbHOM PUMEHEHHUH Mperapara B BBICOKUX
J103aX y TAllMEHTOB C PEeBMAaTHUECKUMHU 3a00JI€BaHUAMU. Y Ka3aHHbBIC HEXKENATEIbHbIE PEaKI[H CO
CTEMEHbI0 YacCTOThl Pa3BUTHS BBIIIE «OYEHb DPEIKO» HaONIIONaINCh IMPH KPaTKOBPEMEHHOM
OPUMEHEHUH CYTOYHbIX 703 710 1200 mr ulymnpodeHna i npueMa BHYTPb.

[TpuBeneHHbIe HUKE HEKEaTeNbHbIE PEAKINU SBIISIOTCS IPEUMYIIECTBEHHO J10303aBUCUMBIMU U
MOTYT [IO-Pa3HOMY IPOSABIIATHCS y Pa3HbIX NAIL[IEHTOB.
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['pynmel 4acTOTHI ONIPEACIIAIOTCS CIEAYIOMUM 00pa3oM: oueHb yacTto (>1/10), wacto (>1/100, HO
<1/10), meuacto (>1/1 000, o <1/100), peako (>1/10 000, ro <1/1 000), ouens pexnko (<1/10 000),
94acTOTa HeM3BeCTHA (Ha OCHOBAHMH UMEIOIINXCS TAHHBIX OLCHUTh HEBO3MOKHO).

BHYTpI/I KaH(HOﬁ TpYIIIbI HaCTOTBI HEXKEIATCIIBHBIC PCAKIIUHN ITPCACTABJIICHEI B IIOPAAKE CHUXKCHUSA

CCPBC3HOCTH.

Tadauma 1 — HexenarejJbHble JIeKAPCTBEHHbIe PeaKUHH, 3aperucTPUPOBAHHBIE Y
NMalUeHTOB, NoJy4YaBmuX JedyeHue npenapatom Hypoden Ixcnpece

WNudekunu u nHBa3uu OueHsb penko

ObocTpeHre BOCTaleHUs, CBSI3aHHOTO C
nHpeKnuen (Hammpumep, pa3BuTHE
HEKpPOTH3HUpYIOWEero (aciunuTa), B PEIKUX
CIy4asiX TsDKCIIbIC KOXXHBbIC WH(EKIMH WU
OCJIO)KHEHUSI CO CTOPOHBI MSTKHX TKaHEH
BO3MOYKHBI BO BPEMsI BETPSIHON OCIIBI.

I[lpy  BO3HUKHOBEHWH WM  YCWICHHUH
CUMITOMOB UH(EKIIMOHHOTO 3a00JICBaHUS BO
BpeMsi TpuMeHeHHst mpenapata Hypoden
DKcrnpecc claenyeT HEMeIJICHHO 00paTHThCS K
Bpady, KOTOPBIXA JOJDKEH ONPEIENINUTh, €CTh JIU

HEOO0XOIUMOCTH JIeYeHUs UH(pEKIUH
AHTUOUOTHKAMU W JIPYTUMH
AQHTUMHUKPOOHBIMH TIpeTIapaTaMu
Hapymienns co croponst | OueHb peako Hapymenuns KPOBETBOPECHUS (anemus,
KpPOBH u JIeHKOIIECHNUS, TPOMOOIIUTOIICHUS,
JTUM(ATHIECKON MaHIUTONICHHS, arpaHyiIonuTo3). IlepBEIMH
CUCTEMBI CUMIITOMaMH TaKMX HapYIICHHH SBIISIOTCS

JIuxopanuka, 0oy B ropie, MOBEpXHOCTHBIE
S3BBl Ha CIIM3UCTON 00O0JIOYKE IMOJIOCTH PTa,
TPUNIONOAO0HBIE CHUMIITOMBI, TOBBIIICHHASL
YTOMJISIEMOCTb, KPOBOTEUEHHE M3 HOCa U

r€MaTOMBI.
B Takux ciyyasx NainueHTy pEeKOMEH]yeTcs
HEMEJIEHHO MPEKPATUTh MIPUMEHEHUE

npenapara, BO3JICpPKATbCS OT CaMOJCYCHHS
00e300/TMBAIONIMMU U KaPOTIOHMKAIOIINMHU

CpeACTBAMU U  IPOKOHCYJIBTHUPOBATHCS C
BpayvoM.
IIpu  mUTENBPHOM  JIEUEHUM  CIEAYET

PETYJISIPHO MPOBOJUTH aHAJIN3 KPOBU

Hapymenus co croponsl | Heuacto

HMMYHHOU CHCTEMBI

Peakuuu THIIEPYyBCTBHTEILHOCTH
HecTeUpUUecKre aiepruieckue peakiuu
(3yn, KparMBHUIIA)

OueHsb penko

Tspkenble peakuuy THIIEPYYBCTBUTEIBHOCTH,
B TOM 4YHCJE OTEK JIMIa, S3blKa M TOpPTaHHU,
OJIBIIIKA, TaXUKapusl, THUITOTECH3HUS
(anadunakcusi, orek KBUHKE WM TSDKENbIHA
aHaQUIAKTHYECKUH 110K )

O6ocTpeHus OpOHXUAITEHOW aCTMBI

YacToTa HEM3BECTHA

BpOHXI/IaJ'ILHaSI acTMa nu

6p0oncna3Ma WX OABIIIKH

Pa3BUTUC
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ITcuxnueckue
HapyIeHUs

OueHsb penko

N
- 2 1
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Hapyuienus co cTopoHsl
HEPBHOU CUCTEMBI

Heuacto

HapymieHuss co CTOpOHBI  LEHTPAJIBHOM
HEPBHOH CHCTEMBI, TaKHe KaK TOJIOBHAs 00JIb,
TOJIOBOKpYXXECHUE, OECCOHHMIA, HEPBHOE
BO30YXICHHUE,  Pa3IPAKUTEILHOCTh WU
YTOMJISIEMOCTh

OueHs penko

AcenTHyecknii  MEHUHTHT
ciry4yan CHMIITOMOB ACENTHYECKOTO
MCHUHTMTA,  TaKMX  KaK  PHUTCHIHOCTh
3aTBUIOYHBIX ~ MBIII,  TOJIOBHAs  OOIb,
TOLIHOTA, pBOTA, JHXOpagka M IOTeps
OpHEHTAllMM, HaONIONAINCh TIPU JICYCHUH
nbynpodenom y MAIMEHTOB c
AyTOMMMYHHBIMU 3a00JIeBaHUSIMHA
(cucTeMHas KpacHasi BOJTYaHKa M CMEIIAHHOE
3a00JIeBaHUE COSTUHUTEIBHON TKAHH))

(eqHUYHBIE

Hapymenus co croponsl | Hedacro Hapyenus 3penns

OpraHa 3peHHs

Hapymenus co ctopons! | Penko TunauTyC

Oprasa ciIyxa u

nabupuHTA

Hapymenus co croponsl | OueHb peako Cepmeunasi  HEJOCTAaTOYHOCTh,  WH(APKT
cepaua MHUOKapJa, OLLlYILIICHUE cepaueOneHus.

cunapoMm Koynuca.

Hapymenus co cTopoHbl
COCYJIOB

OueHs penko

ApTtepuanbHas THIIEPTEH3HsI, BACKYJINUT

KenynouHo-kuiieqHbIe
HapyIICHHS

Yacto

XKanoder Ha pabory XKKT, Ttakme xax
JMCIICTICUSI, M3XKora, O00Jlb B  JKHBOTE,
TOIIHOTA, PBOTA, METEOPU3M, JTHApesi, 3arop U
KEJTyI0YHO-KHUIIICUHbIC KPOBOTEUCHHMS JIETKON
CTENEHH, KOTOpbIe B OTACNBHBIX CIIy4asx
MOTYT IIPUBECTU K AHEMHHU

Heuacto

O0pa3oBaHue sI3B, HHOTIA C KPOBOTEUCHHEM U
nepdopanueri  crenku  JKKT.  SI3BeHHbIi
CTOMATHT, 000CTPEHHE SI3BEHHOTO KOJIHUTA U
0one3nu Kpona (cm. pasaen 4.4), ractpur

OueHsb penko

D30¢aruT, mNaHKpeaTHT ¥ oOpa3oBaHUE
MeMOPaHOMONOOHBIX CTPUKTYP KHILEYHHUKA.
[TatmenTa Hy>XHO POUH(POPMHUPOBATH, YTO B
CIIy4ae CHIIbHOM 00NN B )KUBOTE, MEJICHBI HITH
KpOBaBOW  PBOTHl  CIEAyeT TMPEKPATUThH
NPUMEHEHUE TpernapaTa W  HEMEUICHHO
MPOKOHCYJIBTHPOBATHCA C BPadOM

Hapymenus co cTopoHs!
MIeYCHH u
KEJTYEBBIBOASIINX
myTen

OueHsb penko

Hapymienne ¢yHKmm nedeHu, mopakeHue
MeYeHH, B OCOOCHHOCTH TPHU IUTESIHHOM
mpueMe, IEYEHOYHass  HEeAOCTaTOYHOCTD,
OCTpBIH TeNaTuT

Heuyacto

Pasnuunble TUIBI BEICBITAHUN
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ot 18.06.2025 K= 15

OueHb peKo Tsorebre | —kbKHbIE — Peakmiy, — BRIOYAs

COOTBETCTBYET ZKCNEPTHOMY OTUETY

3pUTEMY MYJIBTUPOPMHYIO, SKCPOTUATUBHBII
nepmatut, cunapom CTuBeHca-/KOHCOHA,

Hapyuienus co cTopoHsl N o
TOKCUYECKHM SIUACPMATbHBIN HEKPOIHU3.

KOXH H MOJKOXHBIX
TKaHeH YacToTa HEU3BECTHA JlekapcTBEeHHO-00YCIOBIEHHAS Y03UHOGUINS
¢ cucremubiMu cumnromamu (DRESS-
CHHIPOM);  OCTPBIH  TeHEepaTu30BaHHBII
JK3aHTEMATO3HBIN IIyCTYJIE3 (AGEP);
peaxkuu GOTOUYBCTBUTEIEHOCTH.

Hapymenus co ctopons! | Penxo [TanwuigpHbld  HEKPO3 U NOBBILIEHUE

TOYEeK u KOHIIEHTpallMd  MOYE€BOM  KHCJIOTBI U
MOYEBBIBOJIAIIUX TyTEH MOYEBHUHBI B KPOBH.

OueHs penko OOpa3oBanne TepUPEPUISCKHX OTCKOB, B

OCOOCHHOCTH Yy TAIUEHTOB C apTepUaIBbHOMN

TUIIEPTEH3UEN 58105 [IO4YEYHOMN

HEJIOCTAaTOYHOCTEIO, He(pPOTHIECKUN

CHHIPOM,  HHTEPCTULHAIBHBIA  He(pHT,
KOTOpPBIA MOXET TMpPHUBECTH K Pa3BUTUIO
oCTpoit MOYEYHOU HEJIOCTaTOYHOCTH.
HeoOxomum  perymsipHeld ~ MOHHTOPHHT
GyHKIMY TOYeK

JlaboparopHsie u | Peaxo CHmxeHe ypOBHS reMOorIoonHa
HHCTPYMEHTAJIbHBIE
TaHHbBIE

Coo01IeHne 0 1Mo103pEeBaeMbIX HEXKEIATEIbHBIX PEAKIIHIAX

BaxxHo coo0mare 0 MMOJ03peBaeMbIX HEXKENaTeNbHBIX PEaKIUsAX IOClie pPEeTUCTpalluu
JIEKApCTBEHHOTO Tpernapara ¢ 1eJIbi0 00eCTIeUeHHs] HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIIEHUS
«I0JIb3a — PUCK» JIEKAPCTBEHHOTO MTpenapara.

MenuuuHCKUM ~ paOOTHUKAM  PEKOMEHIYEeTCsl  cooOmaTh O JIIOOBIX  MMOJ03PEBAaEMbIX
HEXENaTeNbHbIX pEeaklUMsIX JIEKapCTBEHHOTO IIpernapaTa 4Yepe3 HAlMOHAJIbHBIE CHCTEMBbI
COOOIIIEHUS O HEXKENATEeIbHBIX PEAKIUAX TOCYapCTB — WICHOB EBpa3niickoro SKOHOMHUYECKOTO
Coro3a.

Poccniickas @enepanns

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

®denepanbHas cayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuaazop)

Tenedon: +7 800 550-99-03

On. mouta: pharm@roszdravnadzor.gov.ru

Caiit B UHGOPMAITMOHHO-TEIEKOMMYyHHUKAITTOHHOM CeTH «HTEpHET:!
www.roszdravnadzor.gov.ru

Pecniybnuka benapych

220037, r. MuHck, niep. ToBapuiieckui, 2a

VII «LleHTp dKCrepTU3 U UCIIBITAHUH B 3paBOOXPAHECHUN»

Temedon: +375 17 242-00-29

1. mouta: repl@rceth.by

Caiit B mH()OPMAIIMOHHO-TEIIEKOMMYHUKAIIMOHHOM ceTn «HTepHeT»: Www.rceth.by

PecniyOnnka ApmeHus
0051, r. Epesan, np. Komuraca 49/5
['HKO «llenTp sKcrepTU3bl JEKapCTB U MEAUIIMHCKUX TEXHOIOTHID»
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Texedon: +374 60 83-00-73 (MOCNEOOBATENBHOCTE 0008)

On. mourta: vigilance@pharm.am
CaiiT B nH(OpPMAIIMOHHO-TEJICKOMMYHUKAIMOHHON ceTn «MHTepHeT»: www.pharm.am

Keipreizckas PecryOnmka

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

JlemapraMeHT JI€KapCTBEHHBIX CPEACTB M MEIUUMHCKUX M3Jenuil Ipu  MuHHCTEpCTBE
3npaBooxpaHeHust Kelprei3ckoi pecmyOonnKu

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

On. moura: dlomt@pharm.kg

Caiit B mH()OpPMALIMOHHO-TEIIEKOMMYHUKAIIMOHHOM cetn «HTepHeT»: Www.pharm.kg

Pecrrybnuka Kazaxcran

010000, r. Acrana, paiion baiikonsip, yi. A. UmanoBa, 13 (BLl «Hypcaymet 2»)

PI'TI na [IXB «HauuoHanbHbI LEHTP 3KCHEPTU3BI JICKAPCTBEHHBIX CPEICTB U MEIULHUHCKUX
uznenuit» Komurera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoiisi MUHHUCTepCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Tenedon: +7 7172 235-135

1. mouta: pdlc@dari.kz

Caiit B nH()OpPMALIMOHHO-TEIIEKOMMYHUKAITMOHHOM ceTn «MHTepHeT»: Www.ndda.kz

4.9. Ilepeno3upoBkKa

CHMIITOMBI

Y OonpIIMHCTBA MAlMEHTOB, TMOJYYMBIIMX KIMHUYECKH 3HaunMmoe KoiuuectBo HIIBII,
HAOJIOTATCh TOJILKO TOITHOTA, PBOTA, 0OJh B BEPXHEHW YacTH KUBOTA WIH, B OoJiee peIKux
ciayyasix, iuapes. Bo3MOXHO Takke TMOSABJICHHE THUHHUTYCA U JKEIyJA0YHO-KUIIEYHOIO
KpoBoTeUCeHHsI. [IpM TOKENBIX OTPABICHHUSX HAONIONATNCh TOKCHUYSCKHE IOPAKCHUS
LEHTPAJIbHOW HEPBHOM CHUCTEMBI B BHUJE T'OJOBOKPYKEHHS, COHJIMBOCTU, PEIKO — HEPBHOIO
BO30YX/ICHHS, HAPYIICHUS OPUEHTAIIMH, CYIOPOTH HIIA KOMBI. [IpH TSHKENBIX OTpaBICHUSX MOXKET
Ha0JII01aThCS MeTa0O0INYeCKUI alug03 u YBEJIMYECHHE MPOTPOMOMHOBOTO
BpeMeHHU / MeXKIyHApOIHOTO HOopManu3oBanHoro oTHomenuss (MHO), BeposTHO, Wu3-3a
B3aMMOJICHCTBHS C LUPKYIUPYIOMUMHU (aKTOpaMH CBEPTHIBAHUS KPOBU. MOXKET pa3BUBATHCS
OCTpas To4YeYHast HEJJ0CTATOYHOCTh, TOBPEXKICHUE TIEYCHH, CHI)KEHHUE apTepUaIbHOTO J1aBIICHMUS,
yTHETEHUE AbIXaHUS U [HMaHO3. Y TAIMEeHTOB C OPOHXUATbHOW acCTMOW MOXKET HaOII0IaThCs
obocTpeHue TeUeHHs 3a00JIeBaHMUS.

JleueHue

JleyeHne CUMNTOMATHYECKOE W TOJECPKUBAIOIIECE: HEOOXOIUMO OOECIEeYUTh MPOXOJIUMOCTh
ABbIXaTCJIBbHBIX HYTGﬁ 158 KOHTpOJ'IHpOBaTB OCHOBHBIC ITOKa3aTeCIN KU3HCACATCIIBHOCTHU U q)yHKHI/II/I
cepaa 0 HOpMallM3allud COCTOSHUS TarueHTta. Ecnu manmeHT oOpaTuiics 3a TOMOIIBIO B
TeueHue | yaca mocie rnpuemMa rnoTeHIUaaTbHO TOKCHYECKOHN T03bI Ipernapara, MOXHO HA3HAUYUTh
AKTUBHPOBAHHBIA YTONb BHYTPh WJIHM TIPOMBbIBaHHE Kedynaka. Ecmu ulympoden yxke
abcopOupoBalics, MOXKET OBITh HAa3HAYCHO INIEIOYHOE MUTHE C IETBI0 BBIBEJIEHUS KHCIIOTO
pou3BoHOTO UOyTpodena moukamu, GopcupoBaHHbIN nuypes. [Ipu 4acThIX WU ATUTETbHBIX
cyloporax cienyeT BBECTH JMa3enaM WM JIopa3ernaM BHYTpHMBEHHO. B ciywae mpucrtyma
OpOHXUATBLHOU ACTMBI CIIEyET MPUMEHSTh OPOHXOIMIATATOPHL.

Crenuduyeckoro aHTUI0Ta HE CYIIECTBYET.

[Tpuem ubynpodena y gereit B no3e Oomee 400 MI/KI MOXKET BbI3BaTh HHTOKCHKAIMIO. Y

MOJIPOCTKOB M B3POCIBIX 3aBUCUMOCTh «/103a—OTBET» HE BbIpakeHa. llepnona monyBbIBeneHUs
npernapara Inpy nepeao3upoBKe cocrasiseT 1,5-3 daca.
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5. ®APMAKOJIOTMYECKUE CBOMCTRBA (MOCHELOQE

5.1. ®PapmakoanHAMHYeCKHe CBOWCTBA
dapmakoTepaneBTHUECKast rpymnmna: IPOTUBOBOCTIAIUTEIbHbIE u
IIPOTUBOPEBMATUYECKHUE TIPEIApaThI, HECTEPOUIHbIE IIPOTUBOBOCTIAJIUTEIIbHbIE u

IIPOTUBOPEBMATUYECKHUE TIPENIAPATHI; IPOU3BOAHBIC IPOIMOHOBON KHCIIOTHI.
Kox ATX: MO1AEO1

MexaHu3m AeNCTBUS

HetrictByromuM BemectBoM mpenapara Hypoden Oxcmpecc sisercs uOynpodeH. B xome
JOKJIMHUYECKUX HCCIEAOBAHUN TPAJAMIUOHHBIX MoJeneld HWH(PEKIMOHHBIX 3a00JieBaHUN
ubynpoden gemoHcTpupyet 3¢(HeKTUBHOCTH B KayeCTBE MHTMOUTOPA CUHTE3a MPOCTArjIaH/InHOB
— MeIuaTopoB OOJIM, BOCMAJICHHUS W TUIEPTEPMHUYECKON peakmuu. Y dejoBeka uOynpodeH
OKa3bIBaeT OBICTpOE  HampaBJCHHOE JelcTBHE TpOTHB  Ooimu  (0Oe30osmBaroriee),
YKAPOTIOHIDKAIOIIEe U MPOTUBOBOCTIAIUTENBbHOE neiicTBre. Kpome Toro, ubynpoder odbpaTumo
UHTHOUpYET ajieHo3uHaudocdar u KomareH-uHAyUPOBaHHYIO arperaiuio TPOMOOIIUTOB.

DapmakoruHaMUYECKHE YD DEKTHI

Nbynpoden sBiasiercs MOLIHBIM  HHTUOMTOPOM  (PEPMEHTOB  LMKIOOKCUTEHA3bl-1 U
[IUKJIOOKCUTeHA3bI-2, BCIEICTBHE YEro TOPMO3HUT CHHTE3 TpocTarJanauHoB. MOympoden
HOJABJIAET SKCIEPUMEHTAIbHO HWHJIYLUPOBAHHYI0 MMIPALMIO JIEHKOLMTOB B  001acTh
BocrasieHus. Taxke ObTIO TOKa3aHO, 4TO MOYmpodeH OKa3pIBaeT BBIPAKEHHOE JEHCTBHE Ha
CIMHHOM MO3T, 4TO, MO-BUAUMOMY, YaCTUYHO CBSI3aHO C MHIMOMPOBAHMEM LIMKJIOOKCUI€HA3bI.
Cunraercs, UYTO JKapONOHWKAIOIIME CBOMCTBa uOympodeHa CBA3aHBI C IEHTPAIHHBIM
MHTUOMPOBAHUEM MIPOCTAIIAaHAMHOB Ha YPOBHE TUIIOTATIaMYyCa.

DKcIepuMEeHTAbHbIE JaHHBIE CBUACTEIBCTBYIOT O TOM, YTO MOYNMpodeH MOXKET KOHKYPEHTHO
CHIJKATh BJIMSHUE HU3KOM J103bl ALIETUIICATTUIIMIIOBOM KMCIOThI HA arperauio TpOMOOIMTOB IpU
OTHOBPEMEHHOM NPHUMEHEHHH JTHUX IMIpernaparoB. Pe3ynbTaThl HEKOTOPHIX HCCIEIOBAHUI
(dapMakoIMHAMHUKH CBUAETEIBCTBYIOT O TOM, YTO IIPH OJIHOKPATHOM NPUMEHEHUH HOynpodeHa B
noze 400 mr B TeyeHme 8wuacoB no wim B TedeHue 30 MHUHYT TOciie TPUMEHEHHS
alleTUICAIUIMIOBOM KHMCIOTBI C HEMEIJEHHbIM BbICBOOOXKIeHHeM (81 mr) Habmoganoch
CHIDKEHHE BIIMSHUS alleTUIICATHIIMIIOBOM KUCIIOTHI Ha 00pa3oBaHue TPOMOOKCaHa MIIN arperauio
TPOMOOIMTOB. XOTS MOKa HET YBEPEHHOCTH B NMPUMEHMMOCTH ATHUX JIAHHBIX K KIMHUYECKHM
YCIIOBHSIM, HEJB35 MCKIIIOYUTH BEPOSTHOCTH TOTO, YTO JJIUTEIHHOE NMPUMEHEHHe MOympodeHa
MOYKET YMEHbIIATh KapAUONPOTEKTOPHBIA 3()h(PEeKT HU3KUX 103 aLeTHICATUIMIOBON KHCIOTHI.
[lpyu HecucTeMaTHYECKOM TNPUMEHEHUH HOynpodeHa IOCTIKEHHE KIMHUYECKH 3HAYUMOTO
sddekra MaoBeposATHO (cM. pasaen 4.5).

5.2. ®apmakoKMHeTHYECKHE CBOICTBA

Abcopbrus

AGcopbuust — BbICOKasi, ObICTPO U MpaKTUUYECKH MOJIHOCTHIO BeackiBaeTcst n3 JKKT. [Tocne npuema
uOynpodeH YacTMYHO BCAChIBAE€TCA B KeNyJIKe M Jajee MOJTHOCTbIO BCACHIBAETCS B TOHKOM
KHUIIIKE.

[Tocne npuema 2 xancyn npenapata Hypoden Dxcnpecc Haromak noynpodeH ooHapyKuBaeTcs
B 1a3Me KpoBw depe3 10 mMuHyT, MakcuManbHas KoHIEHTpaus (Cmax) HOynpodena B mia3me
KpoBHu gocturaercs uepes 30—40 MuH, 4yTO B 1Ba pasza ObICTpee, 4eM MOocIIe IprueMa SKBUBAJICHTHOM
no3bl ipeniapara HypodeH, B nekapcTBeHHON (hopme TabieTKu, MOKphIThie 00omoukoi. [Tocie
npuema uOymnpodeHa B JIEKapCTBEHHOW Qopme TabIeTKH, MOKPBIThIE OOOJOYKOM, MUK
KOHIISHTPAIIMU B TIa3Me KpOBH JocTUraeTcs depe3 1-2 daca. [Ipuem mpemapaTta BMecTe ¢ €10k
MOYKET YBEIMYMBATh BpeMs JOCTHKEHUS MakcuMaabHOM KoHeHTpauun (TCmax). [Tocne npuema
npenapata Hypoden Dkcnpecc 06e360muBaroniuii 3ppexT MoKeT JIUThCs 0 § 4acoB.
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Pacnipesnienenue (MOCNELOBATENLHOCTL 0008)

[Tpu mpueme ubynpoden 6sicTpo BecackiBaetcs u3 JKKT B kpoBoTok. CBsi3b ¢ OeIKaMu IJIa3Mbl
kpoBu 99 %. MeaneHHO NPOHHMKAET B MOJOCTh CYCTAaBOB, 33JCP)KUBACTCSI B CHHOBHAJIHHOMN
KHUJIKOCTH, CO3/IaBasi B HEH OOJIbIINE KOHIICHTPAIMH, YeM B IIa3Me KPOBH.

Bbuorpancdopmarus
[Tocne abcopbumm oxomo 60 % ¢dapmakomoruyecKkn HEaKTUBHON R-(hopMbl MenneHHO
TpaHchopMupyeTcs B akTHBHYIO S-popmy. [ToaBepraercst MeTab0oIM3My B TICUCHU.

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

oOpa3oBaBiMecs (HapMaKoJIOrMUECKHM HEAKTHBHbIE METaOOJIUTHI IOJIHOCTBIO BBIBOJATCS U3
opranu3ma, B ocHoBHOM noukamu (90 %), HO Takke U ¢ Kenaublo. [leprosa monyBhIBEJCHUS Y
3I0POBOTO YeJIOBEKa M MAIMEHTOB C HAPYUICHUSAMHU (YHKLIMU MEYEHHU M IOYEK COCTABISAET
1,8-3,5 yaca.

ITocne npuema npenapara Hypoden Dkcnpecc nbynpodeH onpenensercs B mi1a3Me KpoBH CITyCTs
8 wacoB u Ooutee.

B orpannueHHsIX ucciefnoBaHusaX HOynpodeH oOHapyKHMBaJCs B T'PYJHOM MOJIOKE B OY€Hb
HU3KHUX KOHIICHTPALUSX.

VY noxunbIx Jofed He OOHapy)KMBaJOCh 3HAYMMBIX pa3avuuil B (PapMaKOKMHETHYECKOM
npoguie npenapara o CpaBHEHUIO ¢ 00JI€€ MOJIObIMU JTHOAbMH.

5.3. JlaHHbI€e TOKJIMHAYECKOIi 0€30IacHOCTH

HMCIOTC?I JOaHHBIC O CJIGILYIOHII/IX HECXKCJIATCIIBHBIX peaKHI/IHX, HC 06Hapy)KeHHBIX B KIMHUYCCKUX
UCCIICIOBAHHSX, HO BBISIBJICHHBIX Y JKUBOTHBIX NP BO3JICHCTBUU JICKAPCTBEHHOT'O Mperapara B
J03aX, CXO0XHUX C JO03aMu, HpI/IMeHeHHI)IMI/I B KIIMHHUYCCKHUX HCCICAOBAHUAX, YTO MOXCT UMCTH
KJIMHUYECKYIO 3HAYUMOCTb.

TOKCHYHOCTD ITPU MHOTOKPAaTHOM BBEJICHUH
CyOxpoHnueckass M XpOHUYECKass TOKCMYHOCTh HMOymnpodeHa y >KMBOTHBIX HaOII0Aanach B
OCHOBHOM B (popMe 3p03UBHO-s13BeHHBIX nopaxeHuit KKT.

KanreporeHes u Myrareses

CoracHo pe3ysbTaTaM KccieIoBanuii in Vitro- u In VIVO, KIIMHUYECKH 3HAaYMMbIE J0Ka3aTeIbCTBa
MYTareHHOTo MOTeHIIMaIa HOynpodeHa He BhIsiBIIeHbL. [10 pe3ynbTaTaM HccieJoBaHri Ha KpbIcax
W MBIIIIaX JOKa3aTeIbCTBA KAaHIIEPOTCHHOTO BO3ICHCTBUS HOYIpodeHa OTCYTCTBOBAIIH.

PenponykTuBHas TOKCHYHOCTh

N6ynpoden BbI3bIBAT 3a/I€pKKY OBYISIMM y KPbIC U HAPYLIEHUE MMIUIAHTALUU Y Pa3IMYHBIX
BUJIOB MOJOIBITHBIX KUBOTHBIX (KPOJIMKH, KPbICHI U MBIIIH). Pe3ynbTaThl SKCIIEpUMEHTAIBHBIX
UCCJIEIOBAaHUM YKa3bIBAIOT Ha TO, YTO MOYNpO(eH MPOHUKAET Yepe3 IJIAICHTY; IPU BBEICHUU
TOKCHYECKUX J103 MaTepu HaOIoajach NOBBIIIEHHAs YacTOoTa IOPOKOB pa3BUTUS IJIOJA
(medextnl xenynoukoBoi mneperopoaku). Ilpu npumenenun y >xuBoTHbix HIIBII, koropsie
JIOKa3aHHO MHTUOMPYIOT CUHTE3 MPOCTarjaHIMHOB, HAOII0aeTCs MOBBILICHUE YAaCTOTHI TPYAHBIX
POJIOB, BHI3BAHHBIX HAJMUMEM aHOMAJIHH y MJI0/1a WM MaTepH.

6. ®APMAIIEBTUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelleCTB
Maxkporoin 600

Kanus rugpokcun

Bona ounimennas

O0on0YKa Karcyi:

Kenatun

CopOuton (dacTuuHo aeruapupoBanusiii) (E420)
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Kpacurens nynnossiii [[1lonco 4R] (E124)

Bona ouninennas

Yepumia 6ensie [Omakoaq WB NS-78-18011]:
Bona ouninennas

Turana quokcun (E171)

[TponieHrIuKOIb

N3onponanoin

['unpomennosa-3cP

6.2. HecoBMeCTUMOCTD
He npumenumo.

6.3. CpoK roaHocTH (CPOK XpaHeHHs )
3 rona.

6.4. OcoOble Mepbl NPEeI0CTOPOKHOCTH NPH XPaHEHUH
XpaHuth npu Temneparype He Boie 25 °C.

6.5. XapakTep u coep:kaHue NePBUYHON YIIAKOBKH

[To 4, 6, 8, 10 unu 12 xancyn B 6mauctep u3 [IBX/IIBJIX (ocHoBa 6ircTepa) U alllOMMHHEBON
¢donbru (MaTepuan yKynopku OJMCTEPHOH YITaKOBKH).

ITo 1, 2 mnu 3 Gaucrepa (1o 4, 6, 8, 10 wu 12 xancyn) unu no 4 6xucrepa (o 10 xarcy:n)
BMECTE C JIMCTKOM-BKJIA IBIIIIEM [TOMENIAIOT B KAPTOHHYIO TTaUKYy.

6.6. OcoOble  Mepbl  MPEIOCTOPOKHOCTH  NPH  YHUYTOKEHHMH  HMCHOJIb30BAHHOIO
JIEKAPCTBEHHOI0 TMpenapara WIM OTX0A0B, IOJY4YeHHBIX I0cJe NPHMEHEeHUs!
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Het oco0pIx TpeGoBaHU K YTHIU3AIIH.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

Coenunennoe Kopoinecto

Pexutt benkusep Xenckap Marepuemnn Jita

Tewtn Poyn, Horruarem, NG90 2DB, Coeannennoe KoposieBctBo

Ten: +44 (0) 1159 078523

7.1. TIpeacTaBuTe b IepKaTe/s PETHCTPALIMOHHOIO Y10CTOBepeHus: Ha TeppuTopuu Coro3a
[IpereH3uu noTpedUTeNeH HANPaBIAATh 110 a/IPECy:

Poccuiickas ®enepanus, Pecnybnuka benapych, Pecnybmmka Apwmenusi, Ksiprbisckas
PecniyOnuka:

00O «Pexutt benkuzep Xaackap»

Poccus, 115114, r. Mocksa, lllnro3oBas Ha0., 1. 4, 3 ataxk

Ten: 8-800-200-82-20

e-mail: ConsumerHealth_ RU@reckitt.com

PecnyOnuka Kazaxcran:

TOO «Pexutrrt benkuzep Xanc Kazaxcran»

050040, r. Anmartsl, Mp. Koktem-1, 1. 15 «A», oduc 302.

Ten.: 8-10-800-2000-82-20, +7 (727) 356 07 52, +7 (727) 356 07 53
dakc: +7 (727) 356 07 50

e-mail: ConsumerHealth_ KZ@reckitt.com, KazakhstanDSO@reckitt.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
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9. JIATA MEPBUYHOW PETMCTPALIMM (IOMTBEPKIHHNS PEFHCTPAINM,

INEPEPET'UCTPALIUN)
Jlara nepBoii peructpaiuu:

10. JATA IEPECMOTPA TEKCTA

OGimast XapakTeprCTHKa JIEKapCTBEHHOTO mpernapara Hypoden Dkcmpece mocTymHa Ha
uH(GOpMAIIMOHHOM TopTane EBpPasuilcKOro 3KOHOMHYECKOTO COi03a B HH(DOPMAIIMOHHO-
KOMMYHHKAIMOHHOM cetu «MHTepHeT» ://eec.eaeunion.org/
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