ot 09.06.2025 N= 14475

OBILIAS XAPAKTEPUCTHKA JIEKAPCTBEHHOFO TIPEITAPATA “02)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAMUMEHOBAHME JIEKAPCTBEHHOI' O ITIPEITAPATA
Hypoden ®opre, 400 Mr, Ta0IeTKH, TOKPHITHIE 0O0JIOUKOM.
2. KAYECTBEHHBIN U KOJJUYECTBEHHBIN COCTAB

JeticTBytolee BemecTBo: HOynpodeH.

Kaxxnas Tabnerka, mokpsiTasi 000109koi, coaepkut 400 Mr efcTBYIOIIEro BenecTna.
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, MOKPBITHIE 000JIOYKOM.

Kpyrnble ABOSIKOBBINYKJIbIE TaOJIETKH, MOKPBITBIE CaxXapHOM 000JI0YKOM O€rIoro MM IMOYTH
Oenoro npera ¢ HaaneyaTkol kpacHoro 1iseta NUROFEN 400 Ha omHOM cTOpOHE TaOJICTKH.

4. KIIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K IPUMeHEeHHUI0
[Tpemmapat Hypoden ®@opTte mokazan K MPUMEHEHHUIO Y B3POCIBIX U TIOJPOCTKOB B Bo3pacte oT 12
JIET MPU CIEAYIOUUX COCTOSHUSX:
e TOJI0OBHAs 0OJb, MUTPEHB, 3yOHast 00JIb, OOJIE3HEHHBIE MEHCTPYaIluH, HEBPAITHs, 00N B
CIIUHE, MBIIICYHBIC U peBMAaTHYECKUE 00JH, OOJTU B CyCTaBax,
® JIMXOPAJOYHBIC COCTOSIHUS TPU TPHIE M MPOCTYIHBIX 3a00ieBaHMsX (JIMXOpajKa,
roJIOBHast 00J1b, 001IIast MbIlIIeYHas 00JIb, 00JIb B TOPJIE, JIOMOTA B TEJI€ U 03HOD).

[Ipemapat npenHa3HaueH ISl CHMITOMATUYECKOTO JICYCHUS: YMEHbIIIEHUsI 00JIH, BOCTIAJICHUS U
CHIKEHUS MOBBIIICHHON TeMIIEpaTyphbl TeJa.

4.2. PeskuM 03UPOBAHMS M CIIOCO0 MPUMEHEHUSs

Puck pa3BUTHS HEXENAaTeNbHBIX pPEAKUUH MOXKHO CBECTH K MUHUMYMY, €CIM NPUHUMATh
npenapaT MakCUMaJIbHO KOPOTKUM KypcOM B MHUHMMaJbHOW 3((EKTUBHOM /103€, HEOOXOIUMOM
ISl yCTPaHEHHsI CHMIITOMOB (CM. paszen 4.4).

PexxuM n103upoBaHus
1 tabnerka (400 mr) mo 3 pa3 B cytku. MHTepBanm mexay npueMaMmu Npernapara J0JDKEH
cocTaBysATh 6-8 yacoB. MakcumanbHas cyTodHas 1o3a coctasisiet 1200 mr (3 tabietkn).

PexomeHyeTcst MpeKpaTUTh JIeYeHHEe U 00paTUThCs K Bpayy MpU HEOOXOJUMOCTH MPUMEHEHUs
npernapara JoJblre 2—3 JHEeW WM TIPU YXYAIICHUN COCTOSHUSI.

[Tamentam ¢ 3a0oneBaHMsIMH SKenyaouHo-kuiieyHoro Tpakra (KKT) pexkomennyercs
NPUHUMATD JaHHBIA IpenapaT BO BpeMs IpueMa MuIllH.

[Tpy mpuMeHeHUM Tocle MpueMa MUIIHM JACWCTBUE IMpernapaTa MOXKET 3aMeIUThca. B Takom
ciIy4ae He CJIeyeT MpUHUMATh OOIBITYI0 103y mpenapara. Heo6xoaumo coOmoaath TpedyeMblid
WHTEPBAIl MEXKY IBYMS 103aMHU.

Oco0bl€ IpyIILI TALMEHTOB

Tayuenmul noxcunozo so3pacma

Koppekuust 10361 A7 MOXHIBIX MAalMEHTOB He Tpedyercs. M3-3a BO3MOXKHOTO pa3BUTHUS
HEXKEMAaTeNbHBIX peakmuii (cM. pasaen 4.4) pexoMeHAyeTCs ThiateabHOoe HaOroAeHne 3a
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COCTOSIHUCM IMOXKUJIBIX IMAUCHTOB IIPU ITPUCME npenapaJ[J;l.

CMEPTHOMY OTUETY

Tayuenmoi ¢ Hapywenuem hyHKyuu novex

Y nanveHTtoB C JIETKUM WM YMEPEHHbIM HapylleHueM (QYHKIUU TMOYEeK CHU)KEHHE I03bl
npemnapara He TpeOyercs (Ui MalUMEHTOB C TSHKENOW MOYEYHON HEJIOCTaTOYHOCTBIO Iperapar
Hypoden ®opre npoTuBomoKasam).

Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu

Y ManueHToB C JIETKUM WM YMEPEHHBIM HapylmieHHEM (YHKIUU TEYCHH CHWKCHUE J03BI
npernapara He TpeOyercs (sl MAIMEeHTOB ¢ TSHKEJION MEeUYCHOYHON HE0CTAaTOUYHOCTBIO MperapaT
Hypoden dopre npoTrBonokasaH).

eTH
[Toapoctkam 12—-17 net mpunumarp 1o 1 tadnerke (400 mr). He nmpuHumaTh 6osee 2 TabieTok
(800 mr) B cyTKH.
[Tpenapat Hypoden ®opre He cieayeT NPUMEHSATh y JeTed B Bo3pacTe 10 12 JieT B CBSI3U C
HEBO3MOXKHOCTBIO 00ECTICUUTh PEIKUM JTIO3HPOBAHHS.

Crioco6 npuMeHeHus
Jnsa npuema BHyTpb. Tabnerky cieayer 3amuBarth BoJOW. Tonbko A7 KpaTKOBPEMEHHOI'O
IIPUMEHEHHS.

4.3. IlpoTuBonoka3zanus

e [umepuyBcTBUTENHFHOCTH K HOYNPO(hEHy HIIH K JTI0OOMY M3 BCIIOMOTATEIbHBIX BEIIECTB (CM.
paszaen 6.1).

e [lonHoe niK HemosHOE coueTaHre OPOHXUATBHOM aCTMBI, PELIMIMBUPYIOILETO [TOJIUII03a HOCa
U OKOJIOHOCOBBIX Ia3yX, U HENEPEHOCUMOCTH aleTHICAUINLIMIOBOH KHUCIOTHl WIH JIPYTUX
HECTEPOMIHBIX IPOTUBOBOCHIANNTENbHBIX IpenaparoB (HIIBII) (B Tom uncine B anamHese).

e  DpO3UBHO-A3BEHHBIC 3a00JICBaHMsI OPraHoB enynouHo-kumeynoro tpakra (XKKT) (B Tom
qucIie s;3BeHHast 00JIe3Hb KeyKa U ABEHAIIaTUIIEpCTHOM KUIIKH, 60sie3Hb KpoHa, 13BeHHbIN
KOJIUT) WM SI3BEHHOE KPOBOTEUYEHHWE B aKTUBHOM (aze miaM B aHamHe3e (ABa win Ooiee
HOJTBEPKIEHHBIX SMH30/1a A3BEHHOI 00JIE3HU UM SI3BEHHOTO KPOBOTEUEHHUS).

e Kposoteuenue mnu nepdopanus 38l XKKT B aHamHe3e, cipoBoLIMpOBaHHBIE TPUMEHEHUEM
HIIBII.

e Tsxenas cepaeunas HenocratouyHocTh (kiacc IV mo NYHA - knaccuduxanus Hero-
ﬁOpKCKOﬁ Acconuanuy KapIuoJioroB).

e Tskenas neyeHOYHast HEJOCTATOYHOCTh WM 3a00JIeBaHNE [TEYEHU B aKTUBHOMH (a3se.

e Tspkenast MoUeUHast HEJIOCTATOYHOCTH (KITUPEHC KpeaTuHHHA <30 MII/MHH.), TOATBEPIKICHHAS
TUIEpKAINEMHUSL.

e JlexomneHcHUpoBaHHas CepJieuHas HEJOCTATOYHOCTb, IEpPUOJl IOCIEe  MPOBEACHUS
A0PTOKOPOHAPHOTO IIYHTUPOBAHMUSL.

e IlepeOpoBackyisipHOE WIK UHOE aKTUBHOE KPOBOTEUEHHE.

e T'emodumus u apyrue HapyuieHHUs CBEPTHIBAEMOCTH KPOBH (B TOM YHCIIE TMITIOKOATYJISIINA),
reMopparuueckoe A1aTe3bl.

e bepemennocts B cpoke 6osee 20 Henenb (cM. pasaen 4.6).

e Jlerckuii Bo3pact 1o 12 ner.

4.4. OcoOble yKa3aHUsA M MepPbI NPEA0CTOPOKHOCTH NPH MPUMEHEHU U

[Tpu nmpuMeHeHUH mpenapara MaKCUMaJIbHO KOPOTKHM KYpCOM B MHUHUMAaJIbHOHN 3(deKTUBHOMN
J103€, HEOOXOIUMOM JUIsl YCTPaHEHUS CUMITOMOB, PUCK Pa3BUTUS HEXENATENbHBIX PeaKIni
MOKHO CBECTH K MHHHUMYMY (cM. Huxe uHpopmaunuio o puckax i KKT u cepaeuno-
COCYJIUCTOM CUCTEMBI).

PekoMenayeTrcss mpuUHHUMaTh Ipernapar ¢ OCTOPOXKHOCTHIO MPH CIEAYIOUIUX 3a00JIeBaHUSIX U
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COCTOSHMSAX BO M30€KaHUE HX 0OOCTPEHHS: (MOCNEOQOBATENEHOCTE 0002)

CMEPTHOMY OTUETY

OnnoBpemennsiii mpuem npyrux HIIBII, Bkmtouas cenextuBHbie HHTHOUTOPHI [1OI-2, KOTOpBHIE
NOBBIIIAIOT PUCK PA3BUTHUSI HEXKENATENBbHBIX PEaKLMH; HAIWYUE B aHAMHE3€ OJHOKPATHOIO
SMU30/a S3BEHHOM OOJIe3HM JKENyJKa M JBEHAALATUIIEPCTHON KHUIIKK WIH S3BEHHOTO
kpoBoteuenuss JKKT; racrpur, sHTeput, Konut, Hamuuume wuHpexkuuu Helicobacter pylori,
S3BEHHBINA KOJUT; OpOHXMAaJIbHAS acTMa WM ajUlepruueckue 3a00jeBaHus B CTaJuu 000CTpeHus
WIA B aHaMHe3¢ — BO3MOXKHO pa3BUTHE OpOHXOCIIA3Ma; CHCTEMHAs KpacHas BOJNYAaHKA WU

CMelllaHHOe 3a0oJjieBaHUE CcOoeNUHUTENbHOW TkaHu (cunapoM Illapma) — moBBIIEH pHCK
ACeNTUYECKOr0 MEHMHTUTA; BETpsiHas OCMa; MouYeyHas HEJO0CTaTOYHOCTh, B TOM YHCIIEC MpHU
00€e3BOKMBaHUU (xnupeHc KpeaTHHHHA MeHee

30-60 mn/mMuH), HEPPOTHUECKHUN CHHIPOM, MEYCHOYHAS] HEAOCTATOYHOCTh, IUPPO3 IMEUCHHU C
HOPTAJbHOM TUIEPTEH3UEH, TrunepOouIupyOuHeMus, apTepualibHas TUIEPTEH3Us W/UIH
cepAeyHasi HeIOCTaTOYHOCTb, LIepeOpOBACKYIsIpHbIEC 3a00eBaHMs1, 3a00IeBaHIs KPOBU HESICHOM
9THONOTMM  (JeWKONeHHs M aHeMHus),  TsDKeJble  coMaTHdeckue  3a0oJeBaHMs,
JUCITUTIHIEMUST/ TUTICPIIMITUACMUS, CaXapHbIi quader, 3a0oseBaHus nepuepuyeckux apTepHid,
KypeHHe, yacToe YIOTpeOJeHHEe aJKorojis, OJHOBPEMEHHOE NPUMEHEHHE JEeKapCTBEHHBIX
CPEACTB, KOTOPHIE MOTYT YBEIHYUTHh PUCK BO3SHUKHOBEHUS 5I3B WJIM KPOBOTEUEHHSI, B YACTHOCTH,
HEPOPAIbHBIX TTIFOKOKOPTUKOCTEPOUIOB (B TOM YMCIIE MPEIHU300HA), AaHTUKOATYJITHTOB (B TOM
yrcie Bap(hapuHa), CeJICKTHBHBIX WHTHOMTOPOB OOPAaTHOTO 3axXxBaTa CEPOTOHMHA (B TOM YHCIIE
uTajgonpama, (hJayoKceTnHa, IMapOKCeTHHA, CepTpaMHA) WM aHTHArpEeraHToB (B TOM YHUCIIe
aIeTUIICATHIINIIOBOM KHCJIOTHI, KJIOMIUIOTpena), OepeMEeHHOCTh
B cpoke MeHee 20 Hezdenb, MEpPUOJA TPYIHOIO BCKAapMIIMBAaHMs, IMOXKWIION BO3pacT; mocie
OOIIMPHBIX XUPYPTUIECKUX BMEIIATEIHCTB.

ITanmeHTs! NOKUIIOrO BO3pacTa

YV nauuenToB noxuinoro sozpacra npumenenue HIIBII gaiie conmpoBoxkaaeTcs HexKenaTeaIbHbIMU
peaKkuMsIMHU, PEKOMEHIyeTCs TIaTeIbHOe HAOII0ICHHE 32 COCTOSIHUEM MalMeHTOB IpU IpUeMe
npenapata. OcoOEHHO BBICOK PUCK pa3BuUTHS KpoBoreueHus u mnepdopauuu crenku JKKT,
KOTOpPbIE MOTYT IIPHUBECTH K CMEPTEIbHOMY UCX0Y (cM. paszen 4.2). [lanreHTam, B 0COOCHHOCTH
MOXKUJIBIM, HEO0OXOIUMO cooOmiaTh O JIIOOBIX HEOOBIUHBIX cuMITOMax co cTopoHbl KKT
(0COOEHHO KeIy1I0YHO-KUIIIEYHOTO KPOBOTEUEHHMS), 0OCOOCHHO Ha HauaJIbHBIX 3Tarax JIEeYeHHUs.

Bausuue na XXKT

Crenyert npumMensTh npenapat Hypoden dopte ¢ 0CTOPOKHOCTHIO MPH CIACTYIONINX COCTOSTHUSAX
HaJIMYHe B aHAMHE3€ OJTHOKPATHOTO AITH30/1a A3BEHHOM OO0JIC3HH JKeyIKa M IBEHAIIaTHIIEPCTHOM
KUIIKA Wik s3BeHHOTo KpoBoreueHus JKKT; racTpuT, SHTEPHUT, KOJHUT, HATHYUEC WH(EKIIUH
Helicobacter pylori, si3BeHHBIH KOJIHT.

[TaumenTtam c 3aboneBanusiMu JKKT pekoMeHnayercs MpUHMMATh JaHHBIM Ipernapar BO BpeMs
npueMa IUIIn. HpI/I MOABJICHUH CHUMIITOMOB TacCTpPOIIaTHUH IIOKa3aH THIaTeJ'ILHBIfI KOHTPOJIb,
BKJTIIOYAIOLIUI MTpoBeieHne 330(aroracTpoayoIeHOCKOIHMH, OOIINI aHaIu3 KpOBH (OIpeesieHue
reMoryioonHa), aHaju3 Kajla Ha CKPBITYIO KPOBb.

Crnenyer € OCTOPOKHOCTBIO ~PEKOMEHJOBATh IMpemapar MalueHTaM, [PUHUMAOUIUM
JIEKapCTBEHHBIE MPENAPATHI, KOTOPHIE MOTYT YBEJIMYUTH PUCK PA3BUTHUS SI3BbI MM KPOBOTECUECHHS,
HanpUMep, TEPOpabHbIE KOPTUKOCTEPOUABI, AHTHUKOATYISHTHI, TaKHe Kak BapdapuH,
CEJIEKTHUBHBIE HHTMOUTOPBI 00paTHOTO 3axBaTa cepoToHuHa, qpyrue HIIBII niaun antuarperanTs
(Hampumep, aneTHICATUIIIOBas KucioTa) (cM. pazaen 4.5). Bo3aM0OXHO pa3BUTHE KEITyI0YHO-
KHUIIIEYHOTO KPOBOTEUYCHHS, H3BA3BICHUE WM Tepdopains, KOTOpble MOTYT MPUBECTH K
cMepTenbHOMYy ucxony, npu npumeHeHnu Bcex HIIBII B 1r0060#f MOMEHT BHE 3aBUCHMOCTH OT
HaJIM4Yus MPENYNPEKIAOMNUX CUMITOMOB, a Takke npu yBenudeHuu n03bl HIIBIT n nanmuuun
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(MOCNEQOBATENEHOCTE 0002)

SI3BEHHOU OOJIE3HU B aHAMHE3E.

CMEPTHOMY OTUETY

[Tpumenenne Hypodena @opte cnenyer npekpaTuTh B cliydae CUIIbHOM 00JIM B KHUBOTE, MEJICHBI
WJIU KPOBABOM PBOTBL.

Tsienble KOKHBIE peaKuu

Beutn moydeHbl COOOIIEHUS O Pa3BUTHH TSDKEIIBIX KOXKHBIX HEXKENAaTeIbHBIX PEaKIIHii, BKIIFOYast
9KC(OIMATUBHBIA J€PMATUT, SpUTeMy MylbTudopMHYI0, cunapoM CruBeHca-/[X)oHCOHA,
TOKCHYECKHI »nuiepMaiibHbli Hekpoiau3 u DRESS-cunapom (nexapcTBeHHast peakuus C
503MHO(MIIMEH U CUCTEMHBIMU CHUMIITOMaMmH), OCTPbI I'€HEepalM30BaHHBIN IK3aHTEMATO3HBIN
nycryne3 (AGEP), koTopbie MOTYT OBITH KU3HEYTPOKAIOIIUMU WIIH CMEPTEILHBIM, CBSI3aHHBIE C
npumeHenueM wuoOynpodena (cm pasgen 4.8). Ilpumenenue Hypodena Dopre cuemyer
MPEKPATUTh MPHU TMEPBOM IOSBICHUM MPU3HAKOB U CUMIITOMOB CEPBHE3HBIX KOKHBIX PEAKIUH,
TaKUX KaK KOXKHAasl CbIllb, NOPAKEHUS CIU3UCTOM OOOJOUKH, WUIIHM JIIOOBIX JIPYIHX MPU3HAKOB
TUTIEPUYYBCTBUTEIILHOCTH.

B UCKIIOYHTENBHBIX CIIy4asX BO3MOXKHO Pa3BUTHE TSKENbIX HH(EKIIMOHHBIX OCIOXHEHUN
BETPSIHOW OCIBbI: MHPESKIIUU KOXKHM U ToIKoxHOU kierdarku. Poms HIIBII B ob6ocTpennn 3Tux
uH(peKIM 10 KOHIIa He U3ydeHa U He uckitovyaercs. [loaromy npumenenue npenapara Hypoden
@dopre Ipu BETPSIHOM OCIIE HE PEKOMEHYETCS.

BozneiicTBue Ha cepieYHO-COCYAMCTYIO CUCTEMY U COCY/IbI TOJIOBHOIO MO3ra

Cnenyer oOCyIUTh C JIeUallliM BpaduoM WM PAOOTHHKOM aNTeKH IEJIeCO00pa3HOCTh JICUCHUS
NAlMEHTOB C apTepUabHOM rUIepTeH3uel W/ HHPApKTOM MUOKAp/a B aHAMHE3€, TIOCKOJIbKY
B CBSI3U C IPUMEHEHHEM JaHHOIO Iperapara cooOIanoch O 3aJepiKKe KHUAKOCTU B OPraHU3ME,
apTepUaJIbHON TUIIEPTEH3UH U OTEKaXx.

CornacHo pe3ynpTaTaM KIMHHYECKHX HCCIIEJIOBaHMA, IpUMEHeHHe MOynpodeHa, 0COOEHHO B
BBICOKHX J103aX (2400 Mr/cyTKu), MOXXET OBbITb CBSI3aHO C IOBBIIIEHHBIM PHUCKOM DPa3BUTHUS
TPOMOOTHUYECKUX OCJIOKHEHHH (Hampumep, HWH(MApPKT MHOKapAa WM HHCYIbT). B memom,
COIJIAaCHO JAHHBIM SMHJIEMHOJIOTMYECKHX HCCIEeIOBaHUN, CBsI3b NMpUMEHeHus uoynpodeHa B
HU3KHX 103ax (Harmpumep, < 1200 Mr/cyTKH) C TOBBIIIEHHBIM PHCKOM Pa3BUTHUS TPOMOOTHUECKUX
OCJIO’)KHEHUI HE BBISBIICHA.

[TanmeHTaM ¢ HEKOHTPOJMPYEMOW apTEepUAIIBHOW T'MIEPTEH3UEH, 3aCTOMHOM CepAcHYHOU
HenocraroyHocThto  (kmacc  II-III mo Hb}O-ﬁOpKCKOﬁ accolualMyi  KapIHOJIOTOB),
MOJITBEPKJIEHHOM MIIEMUYECKOM 00JIe3HbIO cep/lia, 3a00IeBaHUsIMH MEpUPEPUUECKUX apTepuil
U/ 11epeOpoBaCKyIApHBIMU 3a00JI€BaHUSIMU CIIEyeT Ha3HadaThb MUOYHNpogeH TOJIBKO MOcIie
THIATEIbHOM OLIEHKM COOTHOILIEHUsl mojb3a—puck. Cnemyer mszberarb INpuema mpenapara B
BBICOKHX J03ax (2400 mr/cyTkn).

Taxxe cieqyer THIATENbHO B3BECUTD 11€J1I6CO00Pa3HOCTh JOJITOBPEMEHHOIO JIEUEHUSI TTAlIUEHTOB
¢ (pakTOpaMu puCKa pa3BUTHS CEPJIEUHO-COCYAUCTHIX 3a00eBaHM (apTepuaibHasi TUIIEPTEH3HS,
TUIEPIUNUIEMHUs, caxapHbli Juaber, KypeHHe), B OCOOEHHOCTH TIpU HEOOXOJUMOCTH
npuMeHeHHs nuoynpodeHa B BBICOKHX /103aX (2400 Mr/cyTkn).

CooOmranocs o cioyyasx cunapoma KoyHuca y manueHnTos, nonydaBmux noynpopesn. Cuaapom
Koynuca (ayuieprudeckuii ocTpblii KOPOHAPHBIA CHHIPOM) — 3TO TPYIIINA CePACUHO-COCYTUCTHIX
CUMIITOMOB, BbI3BAHHBIX BBICBOOOXK/IEHHEM METUATOPOB BOCIIAJIEHHUS BCIIEACTBHE aAJIIEPrHUeCKO
PEaKIMHU, CBA3aHHBIX CO CIIa3MOM KOPOHAPHBIX apTepHid, KOTOpast MOXKET NMPUBECTU K HHPAPKTY
MHUOKap/a.

IIpoune ykazanus

B ouens penkux ciaydasx cooOanoch 00 OCTPhIX peaklusX THIePIyBCTBUTEIHHOCTH (HapuMmep,
aHadumakTHaeckuil mok). [Ipu mepBhIX MpU3HAKAX Pa3BUTHS PEAKIIMH THIEPUYBCTBUTEIBHOCTH
nociie MpUeMa Mperapara JiedeHHe HEOOXOJUMO TMpPeKpaTUTh. B 3aBUCHMOCTH OT TSXKECTH
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CHMIITOMOB MEIMIIUHCKUIA TIEPCOHAI IOJDKEH TPHHSATh ﬂ&ﬁmﬂ&@ﬁﬁepﬁ EHOC

No6ynpoden MoXeT MacKHMpOBaTh CHMIITOMBI WH(EKIIMOHHOTO 3a00J€BaHUS, KOTOPOE MOMKET
IIPUBECTU K 3aJ€P’KKE Hayajla COOTBETCTBYIOIIEIO JICYEHNUS U TEM CaMbIM OCJIOXHHUTbh TEUEHUE
3abosneBanus. Korzma mpemapar NpUMEHSIOT IPU IOBBILIEHUH TEMIEpaTypbl Tejla WM IS
oOyerdyenust 601 Tpu WHPEKIUH, PEKOMEHIYETCSI MPOBOJUTH MOHUTOPUHT HH(EKIIMOHHOTO
3a0osneBaHus. B ycloBHAX J€eueHMs BHE MEAMLMHCKOIO YYPEXJICHHMs NalMEHT JOJKEH
00paTUThCS K Bpady, €CJIM CUMITOMBI COXPAHSIOTCS WINA YCUIIUBAIOTCA.

[Tpumenenne Hypodena @opre ciexyeT NpeKkpaTuTbh B Cilydae IOSIBICHUS CUMITOMOB
HapylIEHUs KpPOBETBOPEHHUS, a TAKXKE IPpU BO3HUKHOBEHUMH WJIM YCWIEHUU CHUMITOMOB
MH(EKIMOHHOI0 3a00JIeBaHUs BO BpeMsl IPUMEHEHUs IIpenapaTa.

Noynpoden, aeicTByrolee BEUIECTBO Mpernapara, MOXKET BPEMEHHO MHTHOUPOBATh arperamuio
TpoMOOIUTOB. [103TOMY peKOMeHAyeTCs YCTaHOBUTH TIIATEIbHOE HAOII0IEHUE 32 TALIUEHTAMU C
HapyIIEHUSIMU CBEPTHIBAEMOCTH KPOBHU.

B cinydae anuTenbHOro mpUMEHEHUs IpenapaTa HEOOXOAMMO PEryjsipHO KOHTPOJIMPOBATH
nokaszarenu (pyHKIMH nedeHu, QYHKIIMH MOYEeK M aHAJIN3a KPOBH.

JltntensHOEe NpUMEHEHHE JIOOBIX 00e300JIMBAONIMX CPEACTB IpU TOJIOBHOM OO MOXKET
IPUBECTH K YCWJIEHMIO BBIPR)KEHHOCTH CHMITOMOB. B 3TOM ciydyae maunueHTy cieayer
IPOKOHCYJIBTHPOBATHCS C BpauOM U IIPEKPATUTh NpHeM npenapara. [Ipu iuarnocTuke nauueHToB
C YacTbIMU WJIM €KEJAHEBHBIMU T'OJIOBHBIMHM OOJSIMH, HECMOTpPSI Ha PEryJsIpHOE MPUMEHEHUE
00e300IMBaOIUX PenapaTtoB (WIM H3-3a UX NPUMEHEHUs), CleAyeT YYMTHIBaTb BO3MOKHOE
pa3BUTHE MEAMKAMEHTO3HO-HHYITUPOBAHHOH (a0y3yCHOIT) TOJIOBHOH O0IIH.

Heo6xonnma KOHCY/IbTalUs ¢ BpauoM Iepes NpUMEHEHHUEM Ipenapara MnalueHTaM ¢ oYeyHOU
HEIOCTaTOYHOCTBIO, TIOCKOJIbKY CYIIECTBYET PUCK YXYAUICHHS (PYHKIIMOHAIBHOTO COCTOSHUS
noyek. PerynspHoe mnpuMeHeHue 00€300JIMBAIOIIMX IpenapaToB, B OCOOEHHOCTH IpHU
COBMECTHOM MPHMEHEHHH HECKOJIBKUX 00e300JIMBAIONINX CpPEICTB, MOXET NPUBECTH K
HEOOpaTUMOMY IOBPEXKJIEHUI0 IOYEK C PHUCKOM Ppa3BUTUS MOYEUHOW HEAOCTaTOUYHOCTH
(aHampreTHyeckas HepomnaTus). DTOT PUCK MOBBIIIACTCS MIPH IMTOTEPE COJICH U 00C3BOKHBAHHH.
[Tpumenenne HIIBII ongHOBpeMeHHO ¢ ymoTpeOJ€HHEM alKOroisl MOXKET NPUBECTH K
yCYryOJICHHIO HEXeNaTeabHbIX J(PQPEKTOB, CBSI3aHHBIX C JIEHCTBYIOIIMM BELIECTBOM, B
ocobenHocTH co cropoHbl JKKT 1 ieHTpanbHOM HEPBHOM CUCTEMBI.

Cy1iecTBYIOT OrpaHUYEHHbBIE J1I0Ka3aTeIbCTBA TOTO, YTO JIEKAPCTBEHHBIE IpEnaparbl, KOTOpPbIe
UHTUOMPYIOT CHHTE3 LUKJIOOKCHI€Ha3bl WJIM MPOCTarjaHIMHOB, MOTYT BBI3bIBaTh CHUKEHHE
PenpoOAYKTUBHON (PYHKIMM y KEHIIMH HM3-3a BIMSHMS HA OBYJSALHIO. JTO SBJIEHUE OOpaTUMO
nocJje mpeKpalieHus JedeHus (cM. paszzaen 4.6).

HeobOxonnMo oTMeHuTh mpemapaT 3a 48 4acoB 0 HUCCIENOBaHMS NpU ompeneneHun 17-
KETOCTEPOUJIOB.

BcenomorarenbHble BEIECTBA

Caxaposza

JIaHHBII JIEKapCTBEHHBIN NperapaTr He CIeAyeT MIPUHUMATH ITAIMEHTaM C PEIKO BCTPEUYAOIIEUCs
HACJIC/ICTBEHHON HEMEpPEeHOCUMOCTBIO (PPYKTO3bI, TIIOKO30-TAIAKTO3HON ManbabcopOrueit mimm
HEJIOCTATOYHOCTBIO Caxapa3bl-H30MAJIbTA3BI.

eTH
VY nereil 1 MOJPOCTKOB MpHU 00E3BOKUBAHUU CYLIECTBYET PUCK HAPYIIEHUS (PYHKIIUH ITOYEK.

4.5. BzaumopeiictBue ¢ JAPYruMH JIEKADCTBEHHBIMH TNpenapaTaMu W JApPyrue BH/bI
B3aUMO/JACHCTBUSA
Cruenyer nz0eraTb OHOBPEMEHHOTO MPUMEHEHHUsSI HOYIIpodeHa co CISTYIONTUMU JICKAPCTBEHHBIMHU
CpEICTBAMU:
Ayemuncanuyunosas kucioma (3a UCKIOUeHUeM HU3KUX 003 He bosee 75 me/cymKu)
OpHOBpeMeHHOE MpHUMEHEeHHe HOynpodeHa M aneTUICATUIMIOBON KUCIOTHI, KaK MpPaBUIIO, HE
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PEKOMEHIYETCSI U3-3a MOBBIILIEHUS PUCKA PAa3BUTHSL Hemeﬂﬂgﬁﬂgggéﬁgﬂj bHOCTb 0002)

JIoKMHIYEeCKHEe AaHHBIC CBHUIETEIBCTBYIOT, YTO NPH OJHOBPEMEHHOM NPHMEHEHUH HOynpodeH
MOXET CHWXaTh BIUSHHE HU3KOM O3Bl AalETHWICAIMIMIOBOW KHUCIOTHlL Ha arperamuio
TpoMOOLMTOB. XOTSI TOKAa HET YBEPEHHOCTH B NPHUMEHHMOCTH A3TUX JAHHBIX K KIMHHYECKUM
YCJIOBUSM, HENb3S1 UCKIIOYUTH BEPOATHOCTH TOTO, YTO JJHUTEIbHOE NMpUMEHEeHHe HOympodeHa
MOXET YMEHbBIIATh KapAXOIPOTEKTOPHBIH A(PPeKT HU3KUX 103 aneTHIICATUIIIOBOM KUCIOTHI. [1pn
HECHCTEMAaTUYeCKOM MPUMEHEHHH HOYNpoQeHa MOCTH)KEHHE KIMHUYECKH 3HauyuMoro s¢dexra
MaJIOBEPOSITHO (CM. pazzaein 5.1).

Jlpyeue HIIBII, 6 mom uucne cenrekmusHvle uHSUOUMOPbL YUKTOOKCULEHA3bI-2

OnnoBpemennoe npumenenue Heckonbkux HIIBIT Mo)keT MOBBICHTH PHUCK 00pa3oBaHUs 53B U
KEIIyJOYHO-KUIIEYHOTO KPOBOTEUEHUS B pE3yJIbTaTe CHHEprusma mnpenapartos. Ilosromy Taxxke
crenyer u3beraTb OJTHOBPEMEHHOT0 puMeHeHus noynpodena u apyrux HIIBII (cm. paznen 4.4).

CraenyeT nposBISATE OCTOPOKHOCTE IIPH MPUMEHCHUH I/I6VHDO(beHa B COYCTAaHHH CO CICAYIOIIUMHU
nperaparaMu:

T iuko3uowl (Hanpumep, OUCOKCUH), (heHUMouH, npenapamol TUMus

[Ipy OXHOBpEMEHHOM TNPUMEHEHUH TIMKO3HMIOB (HAmpuMmep, AWTOKCHHA), (heHuTOMHA WIN
IpenaparoB JUTUS U JAHHOTO Ipernapara BO3MOXHO IOBBIIICHHE YPOBHSA 3THX IpenapaTtoB B
nmnasme kpoBu. OnnoBpemennoe npumenenue HIIBIT u cepieuHbIX TIMKO3UA0B MOXKET IPUBECTH
K YCYryOJIeHHIO CepAeUHON HEeTOCTaTOYHOCTH, CHUKEHHUIO CKOPOCTH KIIyOOUYKOBOW (DUIIBTpaLIUu.
[Tpu mpaBunbHOM npuMeHeHUU (He Oosee 4 nHel) He0OXOAMMOCTD MOCTOSIHHO KOHTPOJIHMPOBAThH
yYpOBEHb MpENapaToB JUTUS, AUTOKCUHA WU (PEHUTOMHA B TUIa3Me OTCYTCTBYET.

I mioxokopmukocmepouosi
[ToBbIIAIOT PHUCK pa3BUTHUS HEXKENATeNbHBIX peakuui mpexae Bcero co cropoHbl JKKT
(oOpa3oBaHmMe SI3B M PA3BUTHE KEITYIOYHO-KUILICUHBIX KPOBOTEUEHHMI) (CM. paszen 4.4).

Aumuacpezanmel u cenekmusHvle uH2UOUMOpvL 0opamnoeo saxeama cepomonuna (CHO3C)
[ToBBIIIAIOT PUCK PA3BUTHUS JKEITYTOYHO-KHIIIEYHOTO KPOBOTEUYEHUS (CM. paszen 4.4).

Anumukoaynanmul U mpomooIumuiecKue npenapambol
[Ipumenenne HIIBII moxer ycunuBaTh 3((EKT Takux aHTHUKOAryJsHTOB, Kak BaphapuH, U
TpoMOOIUTHYECHX TIpenapaToB (cM. pazaen 4.4).

IIpobeneyuo u cyrvgunnupason
JlexkapcTBEHHBIE TIpemaparthl, CoJepsKallie MpoOeHeUUu ] U Cylb()pUHIHUPA30H, MOTYT 3aMEATUTh
BbIBeJIeHUE HOyTpodeHa.

Juypemuku,  uneubumopwvr  AIlID, bema-Onokamopsl U AHMAZOHUCIBL  PEYEnmopos
aneuomensuna Il

HIIBII moryT cHM>KaTh TEpaneBTUYECKOE JIEUCTBUE TUYPETUKOB U APYTUX aHTUTUIEPTEH3UBHBIX
npenaparoB. Y HEKOTOPHIX MAIMEHTOB C HAPYIICHHEM (PYHKIIUU MTOYEK (Hampumep, y MalueHTOB ¢
00€3BOKUBAaHUEM WM y MOXKHUIBIX MAIlMEHTOB ¢ HapylIeHueM (YHKIIMH MMOYEeK) OJHOBPEMEHHOE
npuMeHeHne UHruOuTOpoB  AIlD, Oera-0J0KaTOPOB WM  AHTArOHHUCTOB  PEIENTOPOB
anruotensuHa [l u mpemapaToB, WHTHOMPYIONIUX [HUKIOOKCHTE€HA3y, MOXET TMPHUBECTH K
TaNbHEHIIEMY CHIDKCHHMIO (YHKIIMM TIOYeK, BKJIIOYas BO3MOXXHYK) OCTPYIO IOYEYHYIO
HEJOCTATOYHOCTh, YTO OOBIYHO HOCHUT OOpaTUMBIM XapakTep. Takue COYeTaHHs CieayeT
MPUMEHATh C OCTOPOXKHOCTBIO, OCOOEHHO Yy MOXKWIBIX marueHToB. CremyerT yOemuTbes B
JOCTaTOYHOM yYpPOBHE THApATAIMH NAIIEHTa U PACCMOTPETh BO3MOXXHOCTh MOHUTOPUHTA () YHKITUU
MMOYEeK B Hadyajie KOMOWHMPOBAHHOW TEpaNMH U C OMPESICHHOW MEPUOANMYHOCTHIO TOCTE €€
OKOHYAHMUS.
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Kanuiicbepezaiowue ouypemuxu (MOCNEOQOBATENEHOCTE 0002)

OpHOBpeMEHHOE MPUMEHEHHUE JaHHOrO IperapaTa U KajauiicOeperaroumux IUYPEeTHUKOB MOXKET
MPUBECTU K TUIIEPKATIUEMHUH.

Memompexcam

[Ipuem nanHoro npemnapara B TeueHUE 24 4acoOB /10 WU MOCJIE TPUMEHEHUSI METOTPEKCATa MOXKET
BbI3BATh IMOBBIIICHUE KOHIICHTPAIUM METOTpeKcara B IUIa3ME€ M YCHJIMTh €ro TOKCHYECKOE
BO3/ECHCTBHE.

Luxnocnopun

Puck moBpexaeHus TMOYEK B pe3yJbTaTe TEepanuu LUKIOCIOPUHOM IOBBIIIACTCS MPHU
OJIHOBpeMeHHOM TpuMeHeHuu ¢ onpeneneHubiMu HIIBII. Bo3HukHoBeHue ykazanHoro 3¢ ¢exra
HE UCKJIF0YAETCs IPH Teparuu HOynpo(EeHOM B COYCTAHUH C ITUKIOCIIOPUHOM.

Taxkponumyc
IIpn onHoBpemenHoM npumeHenun HIIBII u TakposmMyca BO3MOXKHO YBEIMYEHHE PHCKA
HE(PPOTOKCUYHOCTH.

3uoosyoun

CylecTByIOT yKa3aHUsT Ha TOBBIIIEHHBIA PHUCK pa3BUTUs reMaprpo3a u rematom y BUUY-
WH(UIMPOBAHHBIX TAIMEHTOB C reMO(miInedl Mpu OJHOBPEMEHHOM JICUCHUH 3UIOBYIUHOM H
udymnpodenom. Ilpu omnoBpemennom npumenenun HIIBII u 3upoByanHA MOBBIMIAETCS PUCK
pa3BUTHS TEMATOTOKCUYHOCTH.

Ilepopanvhule 2uno2nuKemuieckue JleKapcmeeHHble cpedcmaa, npPoOU3800HbLE
CYNbPOHUIMOYUEBUHDL, U UHCYTUH

[Tpu onnoBpemennom npumenenun HIIBII u nepopalibHBIX THIOTIMKEMUYECKUX JIEKaPCTBEHHBIX
CPeACTB, TPOHM3BOIHBIX CYIb(OHUIMOYECBHHBI, W HWHCYJIMHA MOXET YCHIMBATHCA JPPEKT
IIpEenapaToB.

AHmubuomuKku XuHoJI0H08020 psOa
[IoaToMy cCylecTByeT NOBBILIEHHBIA PUCK DPA3BUTHS CYAOPOr Yy IAlMEHTOB, IOJIYYAIOLIUX
koMOuHMpoBaHHyto Tepanuto HIIBIT 1 anTHOMOTHKaMKU XMHOJIOHOBOTO psija.

Mucghenpucmon
He pexomennyercs npumenenue HIIBII B Teuenne 8—12 mHeil mocne mpuema MuEnpucToHa,
MOCKOJIBKY OHU CHUXAIOT 3((EKTUBHOCTh MU(DEPUCTOHA.

Uneubumopwvr CYP2C9

[Tpumenenue nbynpodena B coueranuu ¢ uHruouropamu CYP2C9 MoxeT MpUBECTH K YCUICHUIO
apdexra ubynpodena, mockoiabky oH sBiseTcs cyoctpatom CYP2C9. B wuccnenoBanum
BOpUKOHa307a U (irykoHazona (MmHruoutopsl CYP2C9) oTMeueHO MoBBIIEHHE aKTUBHOCTH S(+)-
noymnpodena Ha 80 % — 100 %. Crnemyer paccMOTpeTh BO3MOKHOCTh CHH)KCHHUS 10361 HOyTIpodeHa
IIpU OJTHOBPEMEHHOM JieueHHH MouHbIMU HHrHOUTOpaMu CYP2C9, ocoGeHHO npu NMpUMEHEHUH
nbymnpodeHa B BBICOKHX J03aX B COUYETAHUH C BOPUKOHA30JI0M U (IIyKOHA30JIOM.

Ledhamanoon, yeponepazon, yeghomeman, 6anonpoesas Kucioma, NaUKAMUyuH
OHOBpPEMEHHBIN MPHUEM MPUBOIAUT K YBEIIMUECHHUIO YaCTOTHI PA3BUTHUS TUIIOMPOTPOMONHEMHUH.
Jlexapcmeennvie cpedcmea, OIOKUpyOujue KaHaibyesylo CeKpeyuro

[IpuBOIAT K CHUKEHUIO BHIBEJICHUS U MOBBIIIEHUIO TUIA3MEHHON KOHIIEHTpaIi uoynpodena.

HHOYyKmopbl MUKDOCOMAILHO2O OKUCNIEHUSL ((heHumouH, 3maHon, oapoumypamsl, pugamnuyuH,
Genunbymason, mpuyukiuiecKue aHmuoenpeccanmol)
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VBeNInYMBaOT  NPOAYKLHIO  TUAPOKCHIMPOBAHHBIX ACHERORA ¥§dghﬁlf;1lx,]_ b 0002} . o

CMEPTHOMY OTUETY

CHOCOOCTBYIOT YBEJIIMYEHHUIO PUCKA PA3BUTHUS TAKEIIBIX HHTOKCUKAIUH.

HH2u6um0pbl MUKPOCOMAIIbHO2O OKUCIEHUA
CHmKaoT PHUCK I'€IIaTOTOKCHYCCKOI'O I[GI\/JICTBI/ISI.

Anmayuowl u Korecmupamun
CHmwxkaroT abcopO1Hio mpenapara.

Vpukoszypuueckue npenapamoi
Cumxenue 3(h(heKTHBHOCTH TpenapaToB.

Kogeun
[IpuBoauT K ycuiieHuto aHanbresupyromero 3¢dexra HIIBII.

®epTHIBHOCTD, 6€PEeMEHHOCTD H JAKTALUSA
bepemeHHOCTD
WurubupoBaHue CHHTE3a MPOCTAIVIAHAMHOB MOXET OKa3aTb OTpULATEIbHOE BIMSHUE Ha
OepeMEeHHOCTh W/MJIM pa3BUTHE OHMOpHOHA WM IUIoAa. JlaHHBIE SIUAEMHOIOTHYECKUX
UCCIIEIOBAaHUM yKa3blBalOT Ha IOBBIIMIEHHBIH PUCK CAMONPOM3BOJBLHOTO abopTa, BPOMKIEHHBIX
IIOPOKOB Cep/lla U racTpoILIn3Kca Nocie NPUMEHEHUS! HHTUOUTOPOB CUHTE3a MPOCTArIaHIMHOB HA
PaHHUX CpOKax OepeMEeHHOCTU. AOCONIIOTHBIA PUCK Pa3BUTHUS MATOJIOTUU CEPAEYHO-COCYAUCTON
cUCTEMBbI oBbILIANICA ¢ MeHee ueM 1 % no npumepHo 1,5 %. IIpeanonaraercs, 4To puck Bo3pacTaer
C YBEJIMYECHUEM J103bl U JUIMTEIBHOCTH TEPAIIHH.
CornacHo pe3yiapTaTaM MCCIEI0BAaHUM, Y JKMUBOTHBIX IPUMEHEHHE HWHIMOUMTOPOB CHHTE3a
IPOCTAMVIAHAMHOB MPUBOAMUIO K YBEIUYEHUIO CIy4aeB MpeA- M MNOCTUMILIAHTALMOHHBIX
BBIKUIbIIEH 1 rubenu saMmOpuoHa (ruiona). Kpome Toro, cooOmanock O MOBBIIIEHHOW YacTOTE
pa3IMYHBIX IOPOKOB Pa3BUTUSA, B TOM YHUCIIE CO CTOPOHBI CEPAECUYHO-COCYIUCTOW CUCTEMBI, Y
KUBOTHBIX, KOTOPBIE MOJTy4aIl UHTUOUTOPHI CUHTE3a MIPOCTArJIaHANHOB B IIEPHOJ] OPraHOTeHe3a.
ITpu 6epemenHocTH B cpoke MeHee 20 Henenb cieayeT u3berats NpuMeHeHus uoynpodeHa, Kpome
CllydaeB, KOIrJla B JTOM €CThb OCTpas HeoOXxoauMocTb. JKeHIMHaM, KOTOpbI€ NBITAlOTCA
3a0epeMeHeTh, a TakXke IMpH OepeMEHHOCTH B cpoke MeHee 20 Hefenb, clelyeT HNPUMEHSTb
MUHUMAaJIbHO 3Q(EKTUBHYIO 103y B TEUEHUE MAKCUMAIBHO KOPOTKOTO IEpHo/ia.
Bce nHrnOuTopsl cMHTE3a NMpocTarjaHIuHOB Y IpuMeHeHnu ¢ 20-oii Hesenn 6epeMeHHOCTH
e MIPEJCTABISAIOT NEPEUUCIEHHBIE HUXKE PUCKU i1 (POPMUPOBAHMSI IJI0/1A:
- KapIuOoMyJIbMOHApHAas TOKCHYHOCTh (XapaKTEpPU3YIOIAsACsA MPEXIEBPEMEHHBIM
3aKpBITUEM apTEPUATIBLHOIO MIPOTOKA U JIESTOYHOU TUIIEPTEH3UEH );
- BO3MOKHO pa3BUTHE MAaJOBOJAMSA W/WIM MATOJOTHH TOYEK Y HOBOPOXKJICHHBIX
(HeoHaTasIbHas TOYEYHAsl TUCHYHKIHSA);
e IS MaTe€pU U HOBOPOXKAEHHOIO B KOHIIE OEPEMEHHOCTH:
- BO3MOXHO yBEJIUYEHUE MPOJOKUTEILHOCTH KpOBOTEUEHHUS,
AHTUTPOMOOIMTAPHBIA  APQPEKT, KOTOPBIH MOXKET pa3BUTbCI JaXe IMpH
MIPUMEHEHUH IIperapaTa B 04eHb HU3KHUX J103aX;
- I0JIaBJIEHUE COKPALICHUI MaTKH, KOTOPOE MPUBONT K 33JI€P/KKE WIIN YBEITUUEHUIO
IIPOAOIIKUTEIBHOCTH POJIOB.
[Tpumenenue npenapata Hypoden ®opre ¢ 20-o0ii Heenu 6epeMEHHOCTH POTUBOIOKA3aHO.

JlakTarms

No6ymnpoden (MeTaboIUThl) B HU3KUX KOHIEHTPAIIUAX MPOHUKAIOT B TPYAHOE MOJIOKO YEIIOBEKA.
OTpunaTeIbHOTO BJIMSHHST HAa HOBOPOXKICHHBIX (ZeTel), HAXOASAIMMXCS Ha TPYIHOM
BCKapMJIUBaHUU MAaTEpsIMU, NPUHUMAIOLIIMMHU Mpenapar Mpu KpPAaTKOBPEMEHHOM JICYEHUH B
PEKOMEHIOBAHHBIX J103aX JUIsl yCTpaHEHUsT 00JIEBOTO CHHAPOMA U JIMXOPAJTOYHBIX COCTOSTHHM, HE
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CMEPTHOMY OTUETY

B ciiyyae He00X0[MMOCTH ATUTENBHOTO IPUMEHEHHS TTpenapaTa HE0OX0AUMO MPUHSATH PEIIeHNE
0 MPEKPAIIEHUU IPYAHOTO BCKAPMIITUBAHMUSL.

PepTUIILHOCTD

Cy11ecTBYIOT OrpaHHYEHHBIE CBUICTENHCTBA TOTO, YTO JIEKAPCTBEHHBIE Mpenaparbl, KOTOpbIE
WHTHOUPYIOT CUHTE3 IUKIOOKCUTCHA3bl WM TPOCTATIAHIUHOB, MOTYT BBI3BIBATH CHUKCHHE
PENpPOAYKTUBHON (YHKIIMH Y SKEHIIMH H3-3a BIUSHUS Ha OBYJALMIO. DTO SBJICHHE MOJIHOCTHIO
o0paTtuMo mocJie mpeKpalieHus npruema npemnapara (cMm. pazaei 4.4).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHM CpeACTBAMH H pPadoTarh €
MeXaHU3MaMu

Hypoden @opre He BaMseT WIM OKa3blBaeT HECYIIECTBEHHOE BIMSIHHE Ha CIIOCOOHOCTH

YIPaBJIATh TPAHCHOPTHBIMU CPEJICTBAMU M padOTaTh C MEXaHU3MAaMHU.

[TaruenTam, OTMEYAIOIIUM TOJIOBOKPYKEHHE, COHJIIMBOCTh, 3aTOPMOKEHHOCTh WJIM HAPYLICHUS

3peHus Npu npueMe uoymnpodeHa, cienyer u30erarb BOKICHUS aBTOTPAHCIIOPTA M YIIPABICHUS

MEXaHHU3MaMH.

4.8. HexxenareJibHble peaKIuu
Pesrome npoduiis 6e3onacHOCTH
Yaire Bcero Ha0II01aiCh HexenaTenbHble peakuuu co ctoponbl JKKT. Bo3amoxxHo o6pazoBanue
NENTUYECKHX SI3B M PA3BUTHE JKEITYIOYHO-KUIIEYHOTO KPOBOTEUCHHS, HHOTJA CO CMEPTEIbHBIM
HCXOJIOM, B OCOOEHHOCTH Y MOXKUIIBIX MalMeHTOB (cM. pazzaen 4.4). Coolmanoch 0 CIeayroInx
HEXKENATENBbHBIX PEAaKIMAX T0Cie MpUMEHeHHs uOymnpodeHa: TOUIHOTa, pBOTA, AHAPEs,
METEOPHU3M, 3aI0pbl, TUCIIENICHs, O0JIb B )KUBOTE, MEJICHa, KpOBaBasi pBOTA, SI3BEHHBIA CTOMATHT,
obocTpeHue si3BeHHOro koiuta u 0osiesHu Kpona (cMm. pasznen 4.4). Pexxe HaOmrogancst racTpur.
Puck xenyno4HO-KUIIIEUHOTO KPOBOTEUEHHUSI B OCOOCHHOCTH 3aBUCUT OT JO3bI U JUIUTEIHHOCTH
TEpaIuu.
Coob1manocs 00 0TeKkax, apTepuaibHON TUIEPTEH3HH U CEPIeUHOM HeI0CTaTOYHOCTH, CBS3aHHBIX
¢ tepanueit HIIBII.
JlaHHble KIMHMYECKHUX WCCIEIOBAaHUN YKa3bIBalOT Ha TO, 4YTO MNpUMEHeHHe uOynpodeHa,
0COOEHHO B BBICOKHMX 033X (2400 Mr/CyTKH), MOXKET OBITh CBSI3aHO C HECKOJIBKO MOBBIIICHHBIM
PUCKOM pa3BUTHSA apTEePHAIBHBIX TPOMOOTHYECKHX OCIOKHEHUHN (Hampumep, wuH(papkra
MHOKap/1a Wi UHCYIbTa) (M. pasnen 4.4).
Coob1manocs 06 amIepruueckux peakiusax, Hanpumep:
e Hecrneuuduyeckue aJlJiepruueckie peakuu 1 anaumakcus;
® PEaKTUBHOCTH JBIXaTENBHBIX MyTeH, Hampumep, OpOHXHAbHAs acTMa, O0OCTpeHHE
OpOHXUATBHOM aCTMbI, OPOHXOCIIa3M, OJIBIIIKA;
® peaKklUU CO CTOPOHBI KOXKH, TaKUE KakK 3yJ, KPAallMBHUIA, aHTHOHEBPOTHUECKUN OTEK U
peke SKCPOTUATUBHBINA U OYIJIE3HBIN AepMaTO3bl (TaKUe Kak dMUAEPMaIbHbI HEKPOIHU3
U MyJbTU(GOpPMHAs SpUTEMA).

TabnuyHoe pe3roMe HeXKeNaTeNIbHBIX PeaKIni

B HmkenpuBeIEHHBIN CIUCOK BKIIIOUYEHBI BCE HEXKENATENIbHBIE PEAKIUH, 3apETUCTPUPOBAHHBIC
IpY IpUMEHEHUH HOynpodeHa, B TOM YUCIIe IPU JUITUTEIIbHOM IPUMEHEHHUHU Npenapara B BHICOKUX
J103aX y MalMEeHTOB C peBMaTHYECKUMU 3a00JIeBaHUAMHU. Y Ka3aHHBIE HE)KeIaTeIbHbIE pEaKIIUU CO
CTETEHBI0 YacCTOTHl Pa3BUTHUS BBIIIE «OYEHb PEIKO» HAOMIOATUCh NPU KPATKOBPEMEHHOM
IMPUMEHEHUHU CYTOYHBIX 703 10 1200 Mr ubynpodeHna ans npueMa BHYTPb.

IIpuBeeHHBIE HUYKE HEXKEIIATEIbHBIE PEAKLIMU SBIIIIOTCS IPEUMYILECTBEHHO J10303aBUCUMBIMU U
MOTYT IIO-Pa3HOMY IPOSBIIITECS Y PA3HBIX MAI[UEHTOB.

HexxenarenbHble JeKapCTBEHHbIE PEAKIIMM CTPYNIUPOBAHBI B COOTBETCTBUM C HMX YacTOTOM.
['pymbl 4acTOTHI ONPEAENAIOTCS CIeIYIOIMM 00pa3oM: odeHb yacto (>1/10), vacto (=1/100, HO
9
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<1/10), mewacto (>1/1 000, Ho <1/100), pemxo (211/10 000, o <1/F6005 ‘ohehipenio (= 1/164000),

qaCcToTa HEU3BCCTHA (Ha OCHOBAaHHMH UMCHOIINUXCSA JaHHBIX OUCHUTH HGBOSMO)KHO).

BHyTpH ka0l TpynIibl YaCTOTHI HEKEIATEIbHbIE PEAKLIUU IPEICTABIICHBI B IOPSAIKE CHUKECHUS
CEpPBE3HOCTH.

Tabmuma 1 — HexenaTejlbHble JIEKAPCTBEHHbIE PeaKIMH, 3apPerHCTPHUPOBAHHbIE Y
NalNUeHTOB, NoJy4YaBmuXx JeyeHue npenaparom Hypoden ®@opre

Wndexnun u nHBa3zum OueHb penko ObocTpeHre BOCTalCHUS, CBSI3aHHOTO C
nHpeKnuen (manpumep, pas3BuTHE
HEKpPOTH3HUpYIOMmEero (aciunuTa), B PEIKUX
ClIydadXx TsKCJIBIC KOXKHBIC I/IH(beKI_II/II/I u
OCJIO)KHCHUA CO CTOPOHBI MATKUX TKaHEeH
BO3MOKHBI BO BpEMsI BETPSIHOM OCIIBI.

HpI/I BO3HHUKHOBCHHH NI YCUJICHUN
CUMIITOMOB I/IH(beKLII/IOHHOI‘O 3a00/1eBaHUs BO
BpeMsi TpuMeHeHHst mpenapata Hypoden
®dopre cregyeT HEMEIJIeHHO OOpaTHThCA K
Bpady, KOTOPBIA JOJLKEH ONPEEIUTh, ECTh JIU
HEOO0XOIUMOCTH JIeYeHUs “HpEKIUH
aHTHOMOTHKAMHU WA JIPYTHUMU
aHTUMHUKPOOHBIMH TIpeTapaTaMu.

Hapymenus co ctopons! | O4eHpb penko Hapymenus KPOBETBOPEHUSA (anemus,
KPOBHU u JeHKOIeHHS], TPOMOOLMTOIICHHSI,
mumdaruaeckon MAHIUTONEeHMs, arpaHyiouuTo3). llepBbimu
CHCTEMBbI CUMIITOMaMHU TaKHuX HapyHICHI/II\/'I ABJISIFOTCSL
JauXopajka, 0oib B ropjie, MOBEPXHOCTHBIC
S3BBl HA CIIU3HCTOH 00OJOUYKE IOJIOCTH PTa,
I‘pI/IHHOHOI[O6HBIC CUMIITOMBI, ITOBBINICHHAs
yTOMIISIEMOCTh, KPOBOTECYECHHE M3 HOCa H
reMaTOMBl.

B Takux ciyyasix NainueHTy pEeKOMEHIyeTcCs
HEMEAJIICHHO IMPEKPaTUTH IMPUMCHCHUC
npenapara, BO3JICpPKAaTbCS OT CaMOJCYCHHS
00e300/TMBAIONIMMU U KaPOTIOHMKAIOIINMHU
CpeACcTBAaMU U INPOKOHCYJIBTUPOBATHCIA €
BPAuOM.

[lpy  IIUTETHHOM  JICYCHHH  CIEIyeT
PETYISIPHO MPOBOAUTH AHAIU3 KPOBU

Hapymenus co ctopons! | Hedacto Peakuunu THIIEPYyBCTBHTEIILHOCTH -
WMMYHHOH CHCTEMBI HecTeUuUecKre amiepruieckue peakiuu
(3y1, KparMBHUIIA)

OdeHb penko Tskensle peakuuu I'MIEPYYBCTBUTEIBHOCTH,
B TOM YHCJE OTEK JIMLA, SI3bIKA W IOpPTaHW,
OJIBIIIKA, TaxuKapaus, TUINOTEH3UsA
(anadunakcusi, otek KBHUHKE WM TSOKEIIBIN
aHaAQUIAKTHYECKHN 110K )

YactoTa HEM3BECTHA Bponxunanbhas acTMa u pa3BuTHe
OpoHxocna3Ma WiIn OJBILKA

Ilcuxnueckue Ouens penko [TcuxoTuueckue peakiuu 1 Jenpeccust
HapyLIEHUs

10
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Hapyiienus co cTopoHsl
HEPBHOU CUCTEMBI

Heuacto

RO AOBATERSHOC TS 0002)

OueHsb penko

AcenTuyeckuii ~ MEHWHTHUT
ciryyan CHMIITOMOB
MEHUHTHTA,  TaKHUX  KaK  PHTHIHOCTh
3aTBUIOYHBIX MBI, TOJOBHas  OoJb,
TOIIHOTA, pBOTA, JUXOpagka M TOTeps
OpPHEHTAIl{, HAOIIONATNCh NPH JICUCHUH
noynpodenom y MAIMEHTOB c
ayTOMMMYHHBIMH 3a00JIeBaHUSIMU
(cucremMHas KpacHas BOJYaHKA U CMELIaHHOE
3a00JI€BaHUE COCMHHUTEIBHOI TKAHH)

(emuHUYHBIE
ACENTHYECKOTO

Hapywenus co croponsl | Heuacro Hapyenus 3penus
OpraHa 3peHHs
Hapymienus co cropons! | Peako TuHHUTYC, yXYAILICHUE CIyXa

oprasa
nabupuHTA

ciIyxa u

Hapymenus co cTopoHbl
cepaua

YacToTa HEU3BECTHA

Cepneunas HEJAO0CTaTOYHOCTb, npu
JUTITETEHOM TPHUMEHEHUH IOBBIIICH PHCK
TPOMOOTHYECKUX OCTIOKHEHHUH (Hampumep,
WH(ApKT MHOKapAa WK UHCYJIIBT).

OueHsb penko

Cungpom KoyHnuca

Hapyuienus co cTopoHsl
COCYy/JIOB

YacToTa HenU3BECTHA

AptepuaibHas THIepTeH3US

KenynouHo-kuiieqHbie
HapyIICHHS

Heuacto

XKanoder wa pabory XKKT, Ttakme xkak
JMCTICTICUSI, HM3KOora, OO0Jb B  JKUBOTE,
TOIIHOTA, PBOTA, METEOPU3M, THApPesi, 3arop 1
KEJTyI0YHO-KHUIIICYHbIE KPOBOTECUCHHS JICTKON
CTENICHH, KOTOpPBbIE B OTHEJIBHBIX CIIydasx
MOTYT ITPUBECTU K aHEMHHU

Penxo

O0pazoBaHue 3B, HHOTa C KPOBOTEUEHHEM U
nepdopanueri  crenku  JKKT.  SI3BeHHbIi
CTOMATHT, 00OCTpEHUE SI3BEHHOTO KOJHTA M
0onesnu Kpona (cm. pa3gen 4.4), ractpur

OueHb penko

O30¢arut, mNaHKpeaTMT M  oOpa3oBaHUE
MeMOPaHOMOMOOHBIX CTPUKTYP KHUIIEYHHKA.
[TanmeHnTa Hy>XHO MPOMH(POPMHUPOBATH, YTO B
cllydae CHIbHON 0O0JM B )KMBOTE, MENICHBI WIT
KpOBaBOW  pBOTHI  CJelyeT TPEKPaTUTh
NpUMEHEeHHEe Tpenapara ©  HEMEIJICHHO
MIPOKOHCYJIBTUPOBATHCS C BpAuOM

Hapymenus co cTopoHs!
[IEYEHU u
YKEITYEBBIBOSIINX
nyTei

OueHsb penko

Hapymienne ¢yHKIMM TiedeHu, medeHOYHast
HEJIOCTATOYHOCTh, OCTPBIA renaTUT

Hapymenus co cTopoHbl
KOXU U TOAKOXKHBIX
TKaHeH

Heuacto

Pa3nnyHble TUIIBI BEICBIIAHUNA

Ouens penko

Tskensle  KOXHBIE  peaklUMM, BKIHOYas
SpUTEMY MYJIbTH(HOPMHYIO, SKCHOTHMATUBHBIN
JnepMatuT, cunapoMm CrtueHca-/[>)KOHCOHa,
TOKCHUUYECKMM  SIUACPMAIBHBIM  HEKPOJIN3;

11
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andhErint.| — B~ OriembHBIX - Cifydanx - “Hpu

3a00JICBAaHUN BETPSHOW OCIIOH BO3MOKHO
pa3BuTHE TSKEITBIX MH(DEKIIMOHHBIX
OCJIOKHEHUH CO CTOPOHBI KOXKU M TTOJJKOKHOH
KJIeTYaTKH (CM. Taroke pasaen « adexknnm u
WHBA3UN)

YacroTa HEU3BECTHA JlekapcTBEeHHO-MHAYLIUPOBAHHAS PEAKLUsI C
S03MHO(MUINEH U CUCTEMHBIMH CUMITOMAaMH
(DRESS-cunmpom), OCTPHIi
TeHepaTM30BaHHbIN 3K3aHTEMaTO3HbIN
MyCTYyJe3 (AGEP), peaxkun
(hOTOUYBCTBUTENEHOCTH

Hapymenus co cTopoHs! OO0pa3oBanue mnepuPepUUECKUX OTEKOB, B
IOYeK u 0COOEHHOCTH y HAaLMEHTOB C apTepHalbHOI
MOYEBBIBOJIAIINX ITyTeH Orenb pesiko TUIepTeH3uen WIH MTOYEYHOHN
HE0CTaTOYHOCTBIO, HEPPOTUUECKUI
CUHJIPOM, MaIWIIPHBIA HEKpO3,
WHTEPCTUITNATEHBIA HEQPUT, KOTOPBIA MOXKET
IIPUBECTU K Pa3BUTUIO OCTPOH IOYEUHOMN
HEJ0CTAaTOYHOCTH. HeoOXoamm perysspHBIi
MOHHUTOPUHT (DYHKLUH TTOYEK

JlaboparopHsie u | Peaxo CHmxeHe ypOBHS reMOorIoonHa
MHCTPYMEHTAIIbHBIE
JaHHbIC

Coo0111eH1e 0 110/103PEBAEMBIX HEXEIATEIbHbIX PEAKIIMIX

BaxHo coo0mare O TMMOA03pEeBAEMBIX HEXKENATeNbHBIX PEAKIUAX II0CIE PETUCTPAINH
JIEKapCTBEHHOTO Ipernapara ¢ IeJIbl0 00ecTedeHns] HeNMPEepbIBHOIO MOHUTOPUHTAa COOTHOILIECHUS
«T0JIb3a — PUCK» JIEKAPCTBEHHOTO Tperapara.

MenuuHckuM —~ pabOTHUKAM — pEKOMEHAYeTcs  coo0wmarb O  JHOOBIX  MOJ03PEBaeMbIX
HEXKENATENbHBIX PEaKIUsAX JIEKAPCTBEHHOTO TIperapara 4depe3 HalWOHAJIbHBIE CHCTEMBI
COOOIIEHNS O HeXeTaTeIbHbIX peaKkUsaX rocy1apcTB — wieHoB EBpaznuiickoro 3KOHOMHYECKOTO
COM03a.

Poccniickasg ®eneparms

DdenepanbHas cityx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBHaazop)
Anpec: 109012, r. MockBa, CraBstHCKasl TUIOIIaab, 1. 4, cTp. 1

Tenedon: +7 800 550-99-03

DOi1. mouta: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru

Pecny6iiuka benapych

VII «lIeHTp 3KCIepTU3 U UCIIBITAHUI B 3/IpaBOOXPaHEHUN»
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Temedon: +375 17 242-00-29

On. moura: rcpl@rceth.by
www.rceth.by

PecnyOinika ApMeHus
AO3T «Hay4Hblil IEHTp KCIIEPTHU3HI JIKAPCTB U MEAUIIMHCKUX TEXHOJOTUH UM. akajJieMukKa .
["abpuensina»
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(NOCNEQCBATENEHOCTE 0002)

Anpec: 0051, r. EpeBan, ip. Komuraca 49/5

Tenedon: +374 10 20-05-05; +374 96 22-05-05
O, moura; Vigilance@pharm.am
http://www.pharm.am

Keoipreisckas PecnyOnnka

JlemapraMeHT JI€KapCTBEHHBIX CPEACTB M MEOUUMHCKUX M3Jenuil 1pu  MuHHCTEpCTBE
3npaBooxpaHeHust Kelprei3ckoi pecmyOnnKu

Anpec: 770044, r. buiikek, yi. 3-a Jlunus, 25

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

On. moyra: dlomt@pharm.kg

http://www.pharm.kag/

Pecniy6ninka Kazaxcran

PI'TI na [IXB «HaunoHanbHBIA LEHTP 3KCIEPTU3BI JIEKAPCTBEHHBIX CPEICTB U MEIMIMHCKUX
u3nenuit» Komurera MeTUIIMHCKOTO U (apMaleBTUYECKOro KOHTpoiisi MUHHUCTepCTBa
3apaBooxpanenust Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yi. A. Nmanosa, 13 (BL] «Hypcayner 2»)
Tenedon: +7 7172 235-135

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

4.9 Ilepeno3upoBKa

CumMnromsl

Y OonpmIMHCTBA TAIMEHTOB, NOJYYMBIIUX KIMHHYECKH 3HaunMoe KommyectBo HIIBII,
HaOJI0AaIMCh TOJBKO TOIIHOTA, PBOTA, 0OJIb B BEpXHEH 4yacTW >KUBOTA WJIM, B Oojiee peaKux
ciydasix, iuapesi. Bo3MOXKHO Takke MOSIBIEHHE THHHUTYCA, TOJIOBHOW OOJIM U IKEIyJOYHO-
KHIIEYHOT0 KpoBoTeueHUs. [Ipu TsKenbIX OTpaBIeHUAX HAOII01aIiCh TOKCHYECKUE TTOPaXKEeHUs
LEHTPaJIbHOW HEPBHOM CUCTEMBI: COHIIMBOCTD, PEAKO — BO30YK/I€HUE, CYI0POTH, 1€30PHUEHTALINS,
Koma. [IpH TsKenbIX OTpaBlIEHUSX MOXKET HaOIr01aThCsl MeTa0OIUYECKUi allua03 U yBeIMYeHHE
IPOTPOMOMHOBOIO  BpEMEHH / MEXKIYHAPOJAHOTO0 HOpManu3oBanHoro otHomreHus (MHO),
BEPOSITHO, U3-32 B3aUMOJICHCTBUSA C IUPKYIUPYIOIUMH (PAKTOpaMu CBEPTHIBAaHUS KpOoBH. MoxeT
pa3BHUBaThCSl OCTpasi MOYE€YHas HEJOCTaTOUYHOCTh WJIM MOBPEXKACHHUE IEUEHU, TUIOTEH3Hs. Y
NAIMEeHTOB ¢ OPOHXMATIBHOIN acTMON MOXeT HaOIr0AaThCsl 000CTpeHNe TeUeHus 3a00JIeBaHusl.

Jleuenue

JleyeHne cuMNITOMAaTHYECKOE M TMOJJIEPKUBAIOIIEE: HEOOXOAUMO 00eCHnedHuTh MPOXOIUMOCTh
AbIXaTCJIBbHBIX HYTeﬁ 1 KOHTPOJIMPOBATHE OCHOBHBIC ITOKA3aTCIN JKUSHCACATCIIBHOCTU U q)YHKHI/II/I
cepala 0 HOpMalM3allud COCTOSHUS TarueHTta. Ecnu manmeHT oOpaTuiics 3a TOMOIIBIO B
TedeHrne | Jaca mociie mpruemMa MoTEeHITUAIBHO TOKCHYECKOH 7036l MpernapaTa, MOXXHO Ha3HAYUTh
AKTUBUPOBAHHBIA yTroNb BHYTPh WM TpOMbIBaHHE Kenyaka. Eciam ubympoden yxe
abcopOupoBalics, MOXKET OBITh HAa3HAYCHO IWIEIOYHOE MHUTHE C IETBI0 BBIBEJICHUS KHCIIOTO
pou3BoHOTO UOyIpodena moukamu, GopcupoBaHHbIN nuypes. [Ipu 4acThIX WU ATUTETBHBIX
CyIOporax CclieJyeT BBECTH [ua3ernaM WM Jiopa3ernaM BHYTPHUBEHHO. B ciywae mpucryma
OpOHXUATBLHOW ACTMBI CIIEYEeT MPUMEHSITh OPOHXOIMIATATOPHL.

Crienr(uaeckoro aHTHI0TA HE CYIIECTBYET.

[Tpuem ubympodena y nereit B mosze 6omee 400 MI/KI MOKET BBI3BATh MHTOKCHKAIMIO. Y
MOJIPOCTKOB M B3POCIBIX 3aBUCHMOCTh «/103a—OTBET» HE BbIpakeHa. llepnon mosyBbIBeIeHUS
npemnapara rnpH rnepeao3uposke cocraniser 1,5-3 yaca.

5. ®APMAKOJIOTHYECKHUE CBOMCTBA
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COOTBETCTBY ¢ OTUET
oT
. iMOCNEOOEA 2
5.1. dapmakoaMHAMHUYECKHE CBOMCTBA NOCNEOOBA “ed
dapMakoTepaneBTUUECKAs rpymnmna: MPOTHUBOBOCHIAITUTEIbHbBIE u
MIPOTUBOPEBMATHYECKHUE TIPETapaThl, HECTEPOUIHbIC MIPOTUBOBOCTIAJIUTEIbHBIE u

IIPOTUBOPEBMATUYECKHUE TIPENAPATHI; IPOU3BOAHBIC IPOITMOHOBON KHCIIOTHI.
Kox ATX: MO1AEO1

MexaHu3m AeNCTBUS

HetictByromuM BemectBoM Tnpernapara Hypoden Dopre spmsercs ubynpoden. B xome
JOKJIMHUYECKUX HCCIEAOBAHUN TPAJAUIUOHHBIX MoOJeneld HWH(EKIMOHHBIX 3a00JieBaHUN
uoynpoden geMorcTpupyet 3pPEeKTHBHOCTD B Ka4eCTBE HHTHOUTOPA CHHTE3a MPOCTATIaHMHOB
— MEAMaTOpOB OOJM, BOCHAJICHHUS W THUIEPTEPMHUECKOW peakuuu. Y ueloBeka uOynmpodeH
OKa3bIBaeT  OBICTpOE  HampaBJCHHOE JehCTBHE TpoTHB Oomm  (0Oe30oiuBaroIiee),
YKAPOTIOHIDKAIOIIEe U MPOTUBOBOCTIAIUTENBHOE NeiicTBre. Kpome Toro, ubynpoden odbpaTumo
uHruoupyet AJ1® u KoyTareH-uHAYIIMPOBAHHYIO arperanuio TPOMOOIIMTOB.

DapmakoanHamuueckue 3 HeKTh

WNoynpoden sBusgercss MOIIHBIM HMHTHOMTOPOM  (EPMEHTOB IMKIOOKCHIeHa3bl | U
LIUKJIOOKCUT€Ha3bl 2, BCIEACTBUE 4YEro TOPMO3MT CHHTE3 IpocTariaHauHoB. MOympoden
MOJABJICT OSKCIEPUMEHTAIFHO HWHIYUIUPOBAHHYI0 MHIPALMIO JIEHKOIMTOB B  001acTh
BocnaneHus. Taxke ObUIO IMOKa3aHO, 4TO MOYNpOQeH OKa3bIBaeT BBIPAXKEHHOE JieHiCTBHE Ha
CIMHHOM MO3T, 4TO, MO-BHAWMOMY, YaCTHYHO CBSI3aHO C MHTHOMPOBAHHEM LHKIOOKCUTEHA3bI.
Cunraercs, UTO JKapOIOHMXKAOLIME CBOMCTBa HOynpodeHa CBA3aHbl C ILEHTPAIbHBIM
MHTUOMPOBAHNEM MPOCTATIAHMHOB Ha YPOBHE TUIIOTAJIAMYCA.

OKclepUMEeHTalbHbIE JaHHbIE CBUAETENILCTBYIOT O TOM, 4TO MOYyNpo(eH MOXKET KOHKYPEHTHO
CHIDKATh BIIMSTHUE HU3KOH J103bI Al[eTUIICATMIIMIIOBOM KHCIOTHI HA arperamuio TPOMOOIIUTOB TIPH
OJTHOBPEMEHHOM MPHUMEHEHMH 3TUX I[penaparoB. Pe3ynbTaTbl HEKOTOPBIX HCCIEIOBAHUMN
(apMakoIMHAMHUKH CBUETEIBCTBYIOT O TOM, YTO IIPU OJHOKPATHOM IIPUMEHEHUH NOYIpodeHa B
noze 400 mr B TeueHue 8 uyacoB 0 wid B TedeHue 30 MUHYT 1IOCII€ TPUMEHEHHUS
AlEeTHICATMIIMIOBOM KHMCIOTBI C HEMEUIEHHBIM BbICBOOOXAeHHEM (81 Mr) Habmonanoch
CHIDKEHHE BIIMSHUS alleTUIICAIUIIUIOBOM KUCIIOTHI Ha 00pa30BaHNe TPOMOOKCAaHA WIIH arperauio
TPOMOOIIMTOB. XOTS MOKa HET YBEPEHHOCTH B NMPUMEHHMOCTH 3THX JAHHBIX K KIMHUYECKUM
YCIIOBUSIM, HEJb3s MCKIIOYUTH BEPOSITHOCTh TOTO, YTO JJUTEIbHOE NMpUMEHeHHe MOymnpodeHa
MOYKET YMEHBIIIATh KapAHOTPOTEKTOPHBINA 3(P(PEeKT HU3KUX /103 aleTHICATAIUIOBOW KUCIIOTHI.
[Ipu HecucTemMaTHyeCcKOM MNpPUMEHEHUH HOynpodeHa IOCTHKEHHE KIMHUYECKH 3HAYHMMOIo
addekra MaoBeposATHO (cM. pasaen 4.5).

5.2. ®apmakoKkMHeTHYECKHE CBOICTBA

AbGcopbuus

AGcopOiust — BbICOKasi, OBICTPO M MPAKTUYECKH IOJIHOCTHIO BCACBIBACTCS U3 JKEIYI0YHO-
kumeyHoro tpakra (KKT). Ilocne mpuema nlOynpodeH 4acTUYHO BCAChIBACTCA B JKEIYIKE U
Jlajiee TOJIHOCTHIO BCACBIBAETCS] B TOHKON KHIIKE.

[Tocne mpuema mpemnapata Hypoden ®opre B snexapcTBeHHOH (Gopme TaOIETKH, MOKPHITHIC
000JI0YKOM, MK KOHIIEHTPAIIUHU B IJIa3Me KpoBH JocTuraercs uepe3 1-2 vaca. [Ipuem npenapara
BMECTE C €101 MOXKET YBEJIMUMBATh BPEMSI TOCTHKEHUSI MaKCUMallbHOM KoHIeHTpauuu (TCmax).
[Tocne mpuema mpenapata Hypoden Popre obGezbonuBaromuii 3pQPeKT MOXKET IIUThCA A0 8
4acoB.

Pacnopenenenune

[Tpu mpueme ubynpocden ovicTpo BcacbiBaeTcs U3 KKT B kpoBoTok. CBsi3b ¢ OelKaMu I1a3Mbl
kpoBu - 99 %. MemieHHO NPOHMKAET B MOJOCTh CYCTaBOB, 33JEPKHBAETCS B CHHOBHAJIBHOU
JKUJKOCTHU, CO3/1aBast B HEM OOJIbIINE KOHIIEHTPAIUH, YEM B IJIa3Me KPOBH.
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[Tocne abcopbuuu okxono 60 % Qapmakogoruuecku HeakTUBHOW R-hopMbl MenneHHO
TpanchopMHUpyeTcs B aKTUBHYIO S-popmy. [TonBepraercs meTaboan3mMy B IEUCHH.

DIMMUHALIUA
[Tocnme pacmiemieHuss B TedeHH (THAPOKCHUIMPOBAHHME, KapOOKCHIMPOBAHUE, KOHBIOTAIU)

oOpa3oBaBimecs (HapMaKOJIOTHUYSCKH HEAKTUBHBIE METAOONMTHI TOJNHOCTHIO BBIBOIATCS W3
opranu3ma, B ocHOBHOM moukamu (90 %), HO Takke U ¢ kenubto. [lepuoa monyBeIBEACHUS y
3JI0POBOTO YEJIOBEKA M MAIMEHTOB C HApYIICHUSIMH (YHKIIUHU MIEYCHH U ToUYeK cocrasiseT 1,8 -
3,5 yaca. BeiBoguTcs moukamu (B HEM3MEHEHHOM Bujie He Oonee 1 %) u, B MEHBIIICH CTENEeHH, ¢
JKEITYbIO.

B orpaHuueHHBIX HCCIEAOBAHUAX HOYNpopeH OOHAPYKHMBAJICA B TPYJTHOM MOJIOKE B OUYCHBb
HU3KUX KOHIICHTPAIUSX.

JInna noxusIoro Bo3pacra
VY noxunblIx Jofed He OOHapy)KMBaJOCh 3HAYMMBIX pazavuuil B (PapMaKOKMHETHYECKOM
npoguie npenapara o CpaBHEHUIO ¢ 00JI€€ MOJIObIMU JTHOAbMH.

5.3. /laHHbI€e JOKJIHHUYECKOH 0€30MacHOCTH

HIMeroTcst JaHHBIC O CIEAYIONIMX HEXKENIATSIbHBIX PEaKIUiIX, He OOHAPY)KCHHBIX B KJIMHUYCCKHX
HCCIICOOBAHUAX, HO BBIABJIICHHBIX Y JKUBOTHBIX IIPHU BO3I[CI>1CTBPIPI JICKApCTBCHHOT'O IIpfriapara B
J103aX, CXOXKHX C J03aMH, IPUMCHCHHBIMU B KIIMHUYECKUX HCCICAOBAHUAX, YTO MOXKET MMETh
KIIMHUYCCKYIO 3BHAYUMOCTD.

TOKCHYHOCTD ITPU MHOTOKPAaTHOM BBEJICHUH
CyOxpoHnueckass M XpOHUYECKass TOKCMYHOCTh HMOympodeHa y >KUBOTHBIX HaOII0Aanach B
OCHOBHOM B (popMe 3p03uBHO-s13BeHHBIX nopaxeHnuit KKT.

Kamnieporenes u myrareses

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

PenponykTuBHAs TOKCMYHOCTh

No6ynpodeH BbI3bIBAN 3aJIepKKY OBYJISLUU Yy KPbIC U HapylIeHHE MMIUIAHTAMU Y Pa3IUYHBIX
BUJIOB TOJIOTBITHBIX KUBOTHBIX (KPOJIMKH, KPBICHI M MBIIIN). Pe3ynbTaThl SKCIIEPUMEHTAIBHBIX
UCCIIIOBAaHUM YKa3bIBalOT HA TO, YTO MOYNpPOQeH NMPOHUKAET Yepe3 IUIALeHTY; NPU BBEACHUU
TOKCHYECKMX J03 MaTepu HaOJrofanach IOBBIIIEHHAs 4YacToTa IMOPOKOB pa3BUTHA IUIOAA
(medexTsl xemynoukoBoi mneperopoaku). [Ipu nmpumenenun y xuoTHbIXx HIIBII, koTopsie
JI0OKa3aHHO MHTMOUPYIOT CUHTE3 MTPOCTarjlaHANHOB, HA0II0AaeTCs MOBBIIIEHHE YaCTOThI TPYIHBIX
POZAOB, BBI3BAHHBIX HAIMYMEM aHOMAJIMN Y TUIOJA WIIM MATEPHU.

6. ®APMAIIEBTUYECKHUE CBOHMCTBA

6.1. IlepeyeHb BCIIOMOraTe/IbHbIX BellleCTB
Anpo Tabnerku:

Hatpus xpockapmeniosa

Hatpus naypuicynbdar

Harpus uurpar

Kucnora creapunoBas

KpeMmHust AMOKCHUT KOJITIOUHBIH

CocraB caxapHoii 000JQYKH:
Hatpus kapmennosa
Tanbk
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Axanuu xkaMenb

Caxapo3sa
Turana quokcun (E171)
Makporoa 6000

Kpacubie yepnuia uist neyatu [Omakoa S-1-15094].
[emmax

Kpacurens xene3a okcu kpacHbii (E172)
[Iponunenrnukons (E1520)

N3onponanon

byranon

AMMHAK BOIHBIN

CuMeTHKOH

6.2. HecoBMecTUMOCTH
He npumennmo.

6.3. Cpok rognocTu (CpoK XpaHeHH)
3 rona.

6.4. OcoOble Mepbl NPEeIOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTb 1pu Temieparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHHe MEPBUYHOI YIAKOBKH

ITo 6 nmu 12 Tabierok B 6auctep u3 [I1BX/anromuuuid.

[To 1 i 2 6iucrepa (o 6 wim 12 TabneTok) wim 1o 4 6muctepa (o 12 TabaeTok) MOMemaT B
KapTOHHYIO MTAYKy BMECTE C JIMCTKOM-BKJIAIBIIIICM.

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

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Coeaunennoe Kopoinecto

Pexutt benkuzep Xenckap Murepuemnn JIta
Anpec: Teitn Poya, Hortunarem, NG90 2DB, Coennnennoe KoposneBcTBo
Tenedon: +44115907852

7.1. IlpencraBuTeib AepKaTessi perucTPallMOHHOIO Y/10CTOBEPEeHHU s
[Iperen3un norpeduTeseil HAPABIATH M0 AJPECY:

Poccuiickags Denepamusa, Pecnvomuka bBemapyes, PecnyOmmka Apwmenus, KeIpreizckas
Pecniybnmka

00O «Pexutt benkuzep Xaackap»

Anpec: Poccust, 115114, r. Mocksa, lnto30Bas Hao., 4, 3 aTax
Tenedon: 8-800-200-82-20

E-mail: ConsumerHealth RU@reckitt.com
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PecnyOnuka Kazaxcran

TOO «Pexutrt benkuzep Xanc Kazaxcran»

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

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

8. HOMEP PETUCTPALHIMOHHOI'O YAOCTOBEPEHUSA

9. JATA HNEPBHYHOII PETMCTPAIIMU (IIOATBEPKIEHUSI PETHCTPALINM,
MEPEPETUCTPALIMN)

JlaTa nepBUYHON PEruCTPaALIMN:
10. JATA IEPECMOTPA TEKCTA

OOmiasi xapakTepuCTHKa JieKapCcTBeHHoro mpenapata Hypoden @opre goctymHa Ha
UHPOPMAIMOHHOM TopTane EBpasuiickoro HSKOHOMHYECKOrO C€OK3a B HH(MOPMAIHOHHO-
KOMMYHUKAIMOHHOM cetn «HTepHeT» ://eec.eaeunion.org/
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