“O0OBPEHO"
MBHHCTEPCTBO 3APABOOXPAKEHKA
PEGIIYBJIVIKH Y3BE KUICTAH
) wnee YRpaBRCHNS 10 KOTPAIN KENECTIA AeKapCTEmGIY

CPRACTS K NEANERCKEN T umKi

Wzl wmt 4 O %/

UHCTPYKIMS 110 IPUMEHEHUIO
OAPMAIUIIAH®
FARMADIPINE®

Toprosoe naspaune npenapara: dapMagurus

Heitcrsyromee semecrso (MHH): nudemumus (nifedipine);

Jlekapersennas Gpopma: Kariin opassHsie,

Cocras:

1 M pacTBOpa comepmKuT:

akmuenoe cetyecmeo: Hudenununa B nepecutre va 100% cyxoe setectso 20 mr (30 xarens);
6cnoMozamensHele gewecmea; OMUITUNEHIIMKONB 400, atanon 96%.

Onucanue: Mpo3paUHas HejIToro Wik 3eNeHOBATO-KENTOr0 LBETA BAIKAS JKUAKOCTE CO cnabbiv
CITMPTOBEIM 3aM1AX0M,

DapMakoTepaANeBTHYECKAS IPYINAL CeNEKTHBHBIE AHTATOHMUCTH! KAIBLIKA C peodanaoimM
BIIMAHHEM HA COCY/IbL,

Ko ATX: CO8CAOS5.

Dapmakonoruyeckue cpoiicra

Dapmakodunamura

@apmazunun® HposBISET AHTHAHIMHATLHOE W AHTUTHIIEPTEH3UBHOE JieHicTaue. Brokupyer
BXOXKIAEHUE HOHOB KajblUs B KapAHOMHOLMTEI U IVIAAKOMEBILIEYHBIE KIeTKH Koponapﬂmx )54
neprdepuueckux aprepuit uepes MeteHHbIE MIOTCHUHAI3ABUCHMBIE KAIBLLIUEBHIE KAHAJIBI
MemOpaH KkieTok. Paccnabister riajkne MBIIIBI COCYL0B, JHKBHIMPYET CHa3Mbl M pactiuupsier
KOpOHAPHBIE U NEepUpEPUUECKue apTepuH, yMeHbLias nepudepryeckoe  cocyucToe
CONPOTHBICHHE, APTEPHANIBHOE [@BICHHE, MOCTHATPY3KY W HOTPeGHOCTH MHOKapia B
K‘chopoue; HE3HAYUTEIIBHO CHHMKaeT COKpPaTUMOCTE MHOKapad, HEeCKOJIBKO YMEHbIIaeT
arperaruo TpoMOoLIUTOB,

Dapmakokuremura

[Ipu nmpueme BHYTPH XOpoILO BCACBIBACTCA B IMIIEBAPUTENLHOM TpakTe, GHONOCTYMHOCTE —
40-60%. OcoGento GbicTpo (yepes 5-10"mun) sddexr passupaercs npu cyOIUHrBAIEHOM
npreme. OOBIYHO MakcUMyM AeHCTBHSL peructpupyercs uepe3 30-40 munyr. [lpueM mumum
CYIMECTBEHHO HE BIMACT HA CKOPOCTh BCAChBaHus Mpenapara. ['emojuHaMuyeciuit s derr
COXpAHAETCH Ha TpOTsLKeHHH 4-6 uacos, C GenkaMu MiasMbl KPOBH cBS3bIBaeTCS 10 90%
Huenununa, Merabonusupyercst B nedeHs U BHIBOAUTCH U3 OpraHu3Ma MPEeUMYIIecTBEHHO B
BUJe HEAKTHBHBIX MeTabosutos. O6mmuit kinpetc wudemumuna — ot 0,4 10 0,6 n/icr/d. [Mepuon
NOJYBBIBECHUS cocTaBiisier 2-4 vaca, Y mozelt HOKUTOTO BO3PACTA H NALMEHTOB ¢ LHPPO30M
NEUeHH MEeTaboNMu3M HUDEAUNUHA 3AMENISIETCS, [OITOMY y HHX MEPHOL [OJTyBBIBEACHUS
Npenapara MOXKeT yIIHHATLCA [OUTH B 2 pasa, 4To TpeGyer yMEHbLUCHHS 035l U yBeTuUeHHIs
HHTEPBAIOB MEeNCly [pueMamu mpemapata. B opramusMe undeurus e xymysupyer. B
HE3HAMUTE/ILHBIX KOMMYECTBAX MPOHUKACT CKBO3b reMarodHuedasuyeckull u miatesTapusii
Gapuepsl, IPOHUKAET B IPYIHOE MOTOKO.

TTokazanus K NpUMEHEHHIO
ApTrepHansHas TUIepTeHsus (C Hebio JeueHus [HIIEPTEH3UBHBIX KPU30B),

Cnoco6 npuMenenus 1 10361

Dapmaounun® npumensims Ona nevenus CUNEPMOHUYECKO20 Kpu3a Kak npenapam cKropoil
nomowu,



He pexomendyemes npumensime npenapam 6 smoiu Jekapcmeennoti opme Ous Kypcoeozo
npuema.

Ipu neobxooumocmu NpoGedenus. Kypcoeoil anmueunepmenzueHoii mepanuu  npenapam u
Jexapemeennyio gopmy nodbupaem spay.

IIpy BHe3amHOM M 3HAYMTENLHOM MOBBILEHMHH dPTEPHAIBHOrO NABJICHHS HAYAIBHAS PA3oBas
A03a Ztst B3OCHBIX cocTasiisier 3-5 kamens (2-3,35 Mr), utst UL MOKUION0 BO3pac-Ta — He Goiee
3 kamens (2 Mr) HOX #3BIK WK HAKANATH Ha KyCOYeK cyXaps Wild caxapa, KaK MOKHO H0fbIie
yAepxubas Bo pry. Ilpu nenocratounoit s¢pexrisrocTn A03y MOCTENEHHO MOKHO MOBBILATE
A0 KIMHHYeCKH 3Hauumoro spdexra. B nansueifiem s CILy4asiX IMOBBIUEHHS apTepHANBHOIO
JABJICHUS.  HEOOXOAUMO OpPHEHTHPOBATHCH WMEHHO HA oty no3y. Ilpu nHeobxomumocty
(nosbiwenne Al no 190/100 Mm pr. er. — 220/110 wmu PT. CT.) Pa30ByI0 103y MOKHO
TNIOCTENCHHO TMMOBBICHTH B OTHENbHLIX ciyuasix 70 10-15 Karesns (6,7-10 Mr) ¢ yuerom
HHIUBUAYAIBHBIX U3MeHeHu#H rokasaresett AJl y Gonsroro,

Heobxonumo  yuntsisars MHIHBHAYATIbHYIO 4yBCTBUTENBHOCTS OTHENBHBIX  OONBHBIX K
Dapmamununy® B rtakux Ciydqasx 03y HYXHO MoAOGMpath WUHAUBHAYANHHO, HauydHas ¢ 3
Karesib, ¥ MOCTeNEHHO yBeNHUYHBaTh HA 23 KArUM (1,34-2 Mr) 50 nmoctusKeHus KJIMHHYECKOro
shdexra,

[pesbinenue HauansHol 10351 Hpenapata MOoMeT [PHBECTH K PE3KOMY  CHUIKEHMUIO
apTepUaIbHOrO JaBJIeH A !

Hemu.

[penapar He npuMensits fuist euerns xeteit (1o 18 rer).

IoGounsie pefticreus
Co cmoponst cucmemst kpoeu u numpamuyeckoii cucmens: NeHKONeH S, ArPAHYIOLUTOS,
Co cmoponsvi ummynnoii cucmemot: AVICPrUvecKHe PeaKkiliu, annepriyeckuit oTer/aHrnoorex
(Brstrouas OTeK roprasu*), 3yn, KparuBHULA, BBICHITAHUA,
aHapHIAKTHYeCKAs/aHADUNAKTOHAS PeaKius,
Heuxuueckue napywenus: peaxiuu 00eCOKOEHHOCTH, PACCTPOHCTBA CHA.
Co cmoponul Hepenoil cucmemst: TooBHAS Goub, BEpPTUTO, MUTPEHD, TOJNIOBOKPYIKEHHE, TpeMop,
FUMOCTE3 1S, APeCTe3ns, AM3eCTesns, COHMMBOCTD.
Co cmoponut o6mena sewecme u memabonusma: CHIEPTITKEMUSL,
Co cmoponst opeanos 3penus: napyiienus 3penns, 6onb B riasax.
Co cmoponst cuicmemui cepoya: TaxUKAPIUs, YCHIEHHOE cepauebuenne, Gostb B rpyau
(creokapus), "
Backynapuvie napywenus: OTEK, Ba30[uIaTalus, THIIOTECH3MA, OTEPst COIHAHMS,
Co emoponst Ovixamensnoii cucmenmvr; HocoBoe KPOBOTEHCHHE, 3AJI0IKEHHOCTD HOCA, IUCITHOT.
Co cmoponst sicenydouno-kuweurozo mpaxma: 3anop, 60iib B HKeTyH0UHO-KHILIETHOM TpaKTe u
abnoMuHANBHAS GO, TOLIHOT, AUCTICTICHS, METEOPH3IM, CYXOCTh BO PTY, IMNEPIIAIHI [eceH,
Gesoap, aucharus, uieuHas HEMPOXOAUMOCTb, f3Ba KUIIEYHUKA, PBOTA, HEAOCTATOUHOCTL
ractpossodareansHoro chunxrepa.
Co cmoponst nevenu u ocenesvieodsuyus nymeii: TPaH3HTOPHOE MOBBIICHHE AKTHBHOCTHU
epmerToB fieyeny, xentyxa. )
Co cmoponst Kkoolcu U nodKodICHOU Kremuami; IpHTEMA, TOKCHYECKUH SIUACPMATBHEIIH
HEKPOJIH3, POTOUYBCTBHTENBHOCTS, TypILypa.
Co cmoponbt cienemno-moteunoii cucmemst, coedunumensuoii MKAHY U KOCmeldl: MBIliedHble
CYNOPOrH, OTEKH CYCTABOB, aPTPAIIUs, MHAIICHS,
Co emoponsr nouex u mouesvieooswyux nymeii: HOJIYPUSL, AU3YPHSL,
Co cmoponvl penpodykmuesnoii cucmemst u Monouisix ocenes: SpeKTUiIbHAs quchYHKIHS,
Obwyue napywenus: omyienne HeZloMoranus, Hecretuduaeckas 6oib, IMXOPAIKA.

*MOXNET IPHBOIUTH K MOCHEACTBHUSM, KOTOpBIC MPEACTABILIOT YIPO3y MIsl IKHIHHU,



Y namueHtos co 3JI0KA4ECTBEHHOM mnep'rensneﬁ U TUIIOBOJIEMHEH, KOTOPBIE HaxXxoIsTCs Ha
reMoauanuse, MoOXeT HaOMIOZATECS 3HAYUTENBHOE CHUIKEHUE apTePUANILHOIO  NaBJIEHMS
BCIIEACTBHE BA30uIaTalUM.

IIpoTuBonokazauus

[Ipumerenue npemapata NPOTHBOMOKA3AHO B  Ciyyasix — M3BECTHOR UHAMBU Y TBHOM
THIEPUyBCTBUTENBHOCTH K HUPEMIIUHY i BCIOMOTATENBHAIM BEIIECTBAM, JKEHIMHAM BO BpeMs
Gepemennoctd (10 20 HesesH) U B IEPUOJ NTAKTALHH, [PH KapIuOreHHOM LIOKe, B KOMOHHALUH
¢ pupaMIULHHOM (M3-3a HEBO3MOXHOCTH OCTHYDL 5(pdexTuBHBIX YpoBHEH HuUBenUHHA B
fa3Me BCIE/CTBHE MHAYKUHH (PEPMEHTOB), TP AOPTAILHOM CTEHO3e BHICOKOH Crereru,
HECTAOM/ILHON CTEHOKAP/MH, OCTPOM HH(apKTe Muokapna (B Teueiue NepBbIX 4 Hemelb),
HJIEOCTOME HITH KOJIOCTOME,

JlexaperBeHubIe B3AMMOASHCTBUS

[penaparsr, KoTopsie BKsMIOT HA A DEKTHBHOCTS HUbEAUTUHA,

Hudemunun Merabonusupyercst uepes cucremy uuroxpoma P450 3A4, koropast maxomures B
cau3ucTolt 060I0UKe KHIIEYHUKA U fledeHi. B ¢Bi3u ¢ 1uM, Nperaparsl, KOTOPbIe UHIUOUPYIOT
WA MHIYLHPYIOT 5Ty CHCTEMY (PEPMEHTOB, MOryT MIMEHATH KIEPBOE MPOXOKACHHE) (HoCie
IEPOPATTLHOTO IPUMEHEHHS) MM KIUPeHC HupeuiiHa,

[Ipn npuMenenuy Hu(e HnUHA COBMECTHO ¢ HIKOIPUBEIEHHBIMH fnpenapaTaMu  cieayer
YHUTBIBATE CTENEHb U IUIUTENBHOCT B3AUMONSHCTBHIA,

Pughamnuyun

Prdamnuuus suauutensHo HHAYLUPYeT cucTeMy LuToxpoma P450 IA4. IIpu opHoOBpeMeHHOM
NPUMEHEHHH ¢ PUGAMITHIMHOM GHOZOCTYIHOCT HU(EMUITHHA 3HAYMTENBHO CHIDKASTCH u,
TaKuM 06pasom, ero sddexruBHOCTs ocnabusercs. YunTsBas 1o, npuMeHeHne KoMOuHa(uK
Hudegununa ¢ prupamMIUIHOM IIPOTUBONOKAZAHO.

[Ipu onHOBpEMEHHOM NPUMEHEHHH HIKEHPUBENCHHBIX CAaBBIX I YMEPEHHBIX MHIHOUTOPOB
cuctems muroxpoma P450 3A4 HeoOxonuMO KOHTPOIMPOBATE ApTEPHAIBHOE AaBIIeHIe H, IpH
HEOOXOMMMOCTH, CIIE/YeT PACCMOTPETh BOIIPOC O CHUMKEHUM 0351 HU(EAUTHHA,

Marponuonsie anmubuomuiu (nanpumep, spumpomuyun)

Wccnenopauust B3anmopettctsus nueannuna u MAKPOJIHAHBIX AHTHOHOTHKOB HE [IPOBOAMIUCE.
Onpenenexnsie  MakponuiHble aHTHOHOTHKHU UHIUOUPYIOT  OHOCPeAOBAHHBIN  cHCTEMOM
uuroxpoma P450 3A4 metabonuam APYTHX TPEnapaToB. YUMTBIBAS 5T, HEJB3S UCKIOUUTE
BEPOATHOCTE  yBeJIMUEHHMA KOHLEHTpAUUH ,, HUbeaunuHa B T1a3Me Py OHOBPEMEHHOM
npuMeHeHns 060X mpenaparos,

ABHTPOMULIMH, KOTOPHIA CTPYKTYpHO MOZOBEH NpeACTABUTENM Kiacca MAaKpOTULAHBIX
anTHOHOTHKOB, He HHrubupyer CYP3 A4,

Hneubumopor anmu-BHY npomeass (nanpumep, pumonagup)
Kitnuyeckoe wccnefoBanie, niyuaioiee BeposSTHOCT B3AMMOACHCTBHS HupenunuHa u
onpezeneHHbX HHrHOuTOpoB antu-BUY nporeassl, eime He NMpoBOAUIOCE. M3Bectro, 4ro
lpenaparsl 5T0ro Kiacca WHrHOHPYIOT cucreMy nuroxpoma P450 3A4, Kpome sroro,
NMPenaparsl 5T0ro Kiacca HHrUGUpPYIOT in vitro omocpenoBanibiit cuctemolt uroxpoma P450
3A4 meraGosmsm wudenununa, [lpn npuMeHeHuu OLHOBPEMEHHO ¢ HU(EAUNHHOM Helb3s
HCIUTIOYHTE 3HAYUTEILHOTO YBEJIMYEHHSI KOHUEHTpAaLUY HUDEUNUHA B [/Ia3Me BCJICACTBUE
CHHOKCHHA MeTafo/u3Ma NpPH NepBOM HPOXOKIEHHH M CHIDKEHHS CKOPOCTH BBIBEHEHMS H3
opraLusma, »

Azonvuuvie anmumukomuxu (nanpumep, kemoxonason)

KnuHuueckoro MceiefoBanus, M3YHAIOMIEro BepoSTHOCTS B3AMMOAEHCTBIS Hubeaunusa u
OIPeICICHHBIX a30JIbHBIX AHTUMUKOTHUKOB, €1e He [IPOBOJAMHIIOCE, I/ISBECTHO, HTO Ipenaparsl
9TOro Kimacca HHrHOMpPYIOT cucteMy uuroxpoma P450 3A4. Tlpu mepopasbHom pUMEHEHUH
OJHOBPEMEHHO ¢ HU(EAUNHHOM He/lb3si UCKINOUUTh 3HAYMTENBHOTO YBEAUUEHUS CHCTEMHOMN
GuozocTynHOCTH HU(eIUIHA BCEACTBIE CHIDKEHUA MeTabouaMa IIPH TIEPBOM HPOXOMKIACHHH,

»



Dnyoxcemun ’

Kminnuecioe uccnenosanue, usydaiomee BeposSTHOCTs B3auMomeHCTBUS HupequnuHa U
(hiyokceTHHa, ewle He NPOBOAMIOCH. V3BecTHO, uTO (ayoxcerun wuHruGEpyer in vitro
ONoCpe/oBaHHbIH  cucTeMoit wuToxpomMa P450 3A4  meraGomuam uupenununa, [lpu
OAHOBPEMEHHOM ~ NPUMEHEHHH O0OHX [IPENApaToB HeMb3s HCKIIOYHTE  yBedHUeHHs
KOHIEHTpaK HU(EAUIUHA B I1a3Me.

Heghazooon

Knunnueckoe uccnefosanye, n3yyaiomee BEPOSITHOCT  B3AUMONCHCTBUS HUpeIUnuEa |
He(a3onoHa, elle He NPOBOXMIOCH, M3BecTHO, UTO nedazonon uurubupyer in vitro
ONOCpenoBaHHBIN cucTeMoli uutoxpoma P450 3A4 meraGomusm Apyrux npenaparos. [pu
OAHOBPEMEHHOM ~ [PUMEHEHHM OCOMX [MPENAPATOB  HENb3s HCKIOUMTH  YBEdMUYSHUS
KOHIEHTpaLK HE(DEIUIUHA B [Ia3Me,

Xunynpucmun/oansonpucmun

OnnospeMerHoe  puUMeHeHHe XUHYNPUCTUHA/ NANBGONPUCTHHA U HUDEAMIUHA MOKeT
MPUBOANTE K YBENHUEHUIO KOHLEHTPALMH HU(EIUMHHA B [1a3Me,

Banenpoesas kucroma

Knunnueckoe wuccnenosarue, u3ydaomee BepOATHOCTs BIAUMOLEHCTBHS HubenumuHa u
BANBIIPOCBOH  KUCTOTHI, ele He MpoBOAMNOCh, M3BectHo, uTO BAJILIPOEBAST  KMCIOTA
YBEMYHUBACT KOHUECHTPALMY B IIA3ME CTPYKTYPHO MOZOGHOI0 G10KATOPA KAMbIMEBBIX KAHAIOR
HUMOZMIUHA BCACACTBHE MHIUOUPOBAHHA (DEPMEHTOB. YUHTHIBAS 5TO, HENB3S HCKIIOUHTE
YBEHYCHHS KOHUEHTPALMH HU(EIUIMHA B [1a3Me U YBeTHUeH s s dexruBHOCTH.

Lumemuoun

Benencrsue unruGuposanus uuroxpoma P450 3A4, HEMETMIHH HOBLILAET KOHLIEHTpaLiu
HU(ETUNIHA B IUIA3Me B MOYKET YCHIUBATE AHTHIUIIEPTeH3UBHBIH Y deKT.

Luzanpuo

OnuoBpeMeHHOE MpHMEHeHHE UM3ANPUAA ¥ HUDEAUIHHA MONKET NPUBOAUTE K YBEIUYEHHIO
KOHUEHTpaLHH HU(eUTHHA B [I1a3Me.

[Tpomusosnunenmuueckue cpedcmea, Komopuwie uHoyyupyiom cucmemy yumoxpoma P450 344,
maxue Kax ghenumoun, kapoariasenun u genobapbuma

DeHUTOMH MHAYLIUPYeT cucTeMy LuToxpoMa P450 3A4, [Ipu onHOBpeMeHHOM mMpUMeHEHHU ¢
(peHUTOMHOM GHONOCTYHHOCTH HUDEAUIHHA CHIKAETCS, A spdexrusnocts ocnabusercs. [pu
OAHOBPEMCHHOM NPUMEHEHIH 060X MpenapaTos HeoGXOAUMO KOHTPOUPOBATE KIHHHUECKHH
OTBET Ha TEPANUIO HHPEAMIUHOM U, TPH HEOGXOAUMOCTH, PACCMOTPETH BOLPOC O MOBBILEHHH
no3el  Hudenunuaa, [Ipu MOBBIIEHHH™ /1036 HUDEAUIUHA BO BpeMs O{HOBPEMEHHOI'0
NpUMEHEHUs 00OMX MpPenaparoB, MpuU OTMeHe (EHHTOMHA CleLyeT PACCMOTPETs BOMPOC O
CHU)KEHUH 03Bl HU(EMITHHA,

Kiutuyeckue uCCIeNOBAHUS T U3YUeHUA BEPOSTHOCTH MOTEHUHAIBHOMO B3AUMOIEHCTBUS
Hu(eaunuEa u kapbamasenuua win (enobapburana e npoBoauiKcs. Masectro, uto oba
lpenapara CHIKAIOT KOHUEHTPALMY B IUIA3Me CTPYKTYPHO MOXOGHOIO BlOKATOpA KAMbIHEBIX
KaHaJIOB HUMOIMITHHA BCIIEACTBUE UHAYKIUU (EPMEHTOB. YUUTHIBAS ITO, HEJb3S HCKILHOUHTE
CHIDKCHHS KOHLUCHTPALMK HU(EUNHUHA B [1a3Me U YMEHBLIEHUS 5(B(heKTHBHOCTH.
Anmueunepmensusnuie npenapamei

Hudenunun Moxer ypenuuusats AHTUCUNEPTEHIUBHBIE  ddekT aHTHrHIepTeH3HBHBX
TpenapaToB, KOTOPbe MPUMEHSIOTCA OJHOBPEMEHHO, TAKHX KaK: AMYPETHKH, B-Gnokaropsr,
uHruburopsr AIID, awraronucrsr AT-1 PELENTOPOB, Apyrue KaubilUeBble AHTATOHUCTBI, O~
anperepruyeckue Gnokaropst, HHruGHTOpst DIES, o-MeTHIIONA, MATHMS cynsdar.

Ilpu oxHOBpemenHOM npuMeneHuH HU(eAUNHHA C P-Groxatopamu HeOOXOAUM TLHATENBHbIH
MOHHTOPUHT' MALHEHTA, MOCKOIbKY H3BECTHBI €AUHHYHBIE CIydad OOOCTPeHMs CcepiedHot
HE0CTATOYHOCTH,

Huzorcun

[lpr ofHOBpeMeHHOM NpUMeHeHHM HH(EIHIUHA U JUTOKCHHA MOKET CHUKATHCS KJIMpeHc
ANTOKCHHA M yBEIMYMBATHCS KOHLEHTPAUMS [MIOKCHHA B [Ua3Me. YUHTBIBAS 3TO, Haluedta



HEOOXOMMO KOHTPOIMPOBATh HA HAIMYHE CHMITOMOB [EPEIO3MPOBKH MUTOKCHIHA H, MpH
HEOOXOIUMOCTH, CIEAyeT CHH3UTH HO03y IMKO3UIA, YYHTHIBAS KOHLEHTPALMIO [MIOKCHHA B
ra3me.

XuHuOuH

llpu onHospemenHom npuMeHeHMM HUDENMIIMHA W XUHHUAHHA B OTAENBHBIX CyYasx
HAOIIOAANIOCH CHUMKEHUE YPOBHS XMHHUIMHA, A IPU OTMeHe HU(pEearniHa — Pe3Koe YBeInueH e
KOHUEHTpPALMK XUHUMHA B Tjla3Me. YUHTHIBAsE 9TO, HPU OJHOBPEMEHHOM HPUMEHEHUH WK
OTMeHEe HU(pEAUNUHA PEKOMEH/YeTCsl MPOBOLAUTE MOHMTOPUHT KOHUEHTPALMH XUHUIUHA B
miaMe, a Ipu HEOOXOAMMOCTH OTKOPPeKTHPOBAaTh H03y XMHMAMHA, HekoTopwie apropsi
coofbuanyt 06 yBeNMYEHHH KOHIEHTpAMM HUDEAUNUHA B IUIA3ME [PH OJHOBPEMEHHOM
npuMeHeHurn 00OUX [penapaToB, OAHAKO [ApYrHe AasTopbl HE OTMEYand U3MEHEHUs
dapmakoxuneTHKY HU(EHTHHA,

YUuThIBas 910, CAEAYeT TIATEIEHO KOHTPOIHPOBATE APTEPUATIEHOE AaBIEHHE [IPU BKIFOUSHUN
XHHHJHHA B CXeMy Tepanud HupenunuuoM. IIpu HeoOXOAMMOCTH CIefyeT CHU3UTH 103y
Hu(eunuHa,

Takporumyc

M3sectHo, uro Takpomumyc Merabonusupyercs depes cuctemy uuroxpomMa P450 3A4.
Ony6nuKoBaHHbIe JAHHBIE YKA3BIBAIOT HA TO, YTO B OTAENBHBIX CIyHasX J03y TAKPOJIUMYCa TpH
OIHOBPEMEHHOM [PUMEHEHMH ¢ HHU(EJUITMHOM MOXHO CHU3uTh. [lpu onHOBpeMeHHOM
[PUMEHEHIH 060X NPENapaToB Creyer NPOBOAHT MOHHTOPUHT KOHLUEHTPALMY TAKPOIUMYCa
B IUla3Me, W [pd HEeOOXOAMMOCTH CIIELYET pPACCMOTPETh BOMPOC O CHUMKEHHU HO3bI
TAKPOIUMYCA.

Lpyrue Buibl B3auMoecTuit

Ipetingppymoasoiii cox

Ipefindpyroseiii  cok uurubupyer cucremy uutoxpoma P450 3A4.  YnorpeGrenue
rpefindpyrosoro coxa npyu npuMeHeHHH HUpEAUIHHA IPUBOAUT K HOBBIUEHHIO KOHIEHTPALMA
npemnapata B IUla3Me U YBEIMUEHHIO JUIMTENBHOCTH AedcTBust HuequnuHa BeiencThie
CHEDKeHHs MeTabonu3Ma [PH [EPBOM NPOXONIEHHM WM CHIDKEHHH KiupeHca. Beieictbiie
9TOr0 MOXKET YCHIIMBATBCH aHTHIMIEPTEH3MBHOE neficrsue mpenapara. [locie perysspioro
ynorpebienus rpefinpyToBoro coka 510t 3hPeKT MONKET WIUTHCA B TeUeHUe 10 Kpaiinel Mepe
3 nuelt rociie ocsieHero yuoTpedneHus coxa.

YuureiBas 970, Opd  Tepanuu  HAGENMIMHOM  cieayer  u30erath  ynotpeGieHus
rpeitndpyros/rpeitndpyrosoro coka. ™

[Ipumenenne nudenununa MOMET NPHBECTH.K HOLYHYEHHIO JOKHONOBBIUEHHBIX Pe3y/IbTATOR
Py CHEeKTPO(POTOMETPHUHOM OIpe/ieNeHui KOHIEHTPAMH BAHMIHIMHHAANBHON KHCHOTHI B
Moue (OAHAKO NpPU NPUMEHEHHH MeToAa BBICOKOA((EKTHBHON HKUAKOCTHON Xpomarorpaduu
arot adexr ve HabmonaeTcs).

Ocobbie ykasanus

Ilpu BBIpaXKeHHOH apTepuanbHOil rUMOTEH3HH (CHCTONMYECKOE AaBrieHue Hike 90 MM pT. ct.),
BHIpasKeHHON  cepmeunoit  memocratouHoetd  Dapmamunua®  creayer npuMensts ¢
OCTOPOIHOCTELO, L

HeobGxonumo GbITh OCTOPONKHBIM TPU MpiMeHeHuu npenapata ®apmagunuu® naumenram ¢
MMEIOLUMCST CHJIBHBIM CY)KEHHEM IHKETYJA0YHO-KHILIEYHOrO TPAKTA B CBI3H ¢ BO3MONKHOCTHIO
BO3HHMKHOBEHMS OOCTPYKLHOHHBIX CHMITTOMOB. OUeHb PelIKo MOIyT BO3HHKATH 6e30aphl, KOTOpHIE
MOryT HOTPebOBATH XUPYPIrUYECKOro BMELIATEbCTRA,

B epunuuHbIX ciydasx ObUiH OMUCAHB! 0OGCTPYKUHOHHBIE CUMITTOMBI [IPH OTCYTCTBUM B aHAMHE3e
HApYyLUEHUH CO CTOPOHBI XKesyI0YHO-KHIIEYHOrO TPAKTa,

QapMasunui®  HeMB3A NPUMEHATH MAUMEHTAM C  [OB3IOLIHO-KUIIEHHEIM pesepByapoM
(MeocToMol mocie MPOKTOKONIIKTOMHUK).



[Tpumenenne npenapara Gapmaguiuna® MoKeT IPHUBECTH K TOMYYEHHIO JONKHOMOJIOKHTETHHBIX
pesynbTartoB TPH PEHTICHOBCKOM HCCIIENOBAHHHU C HCNOJB30BAHHEM GapHEBOr0 KOHTPACTHOTO
cpenctsa (Hanpumep, JedeKTsl HaOMHEH S HHTEPIPETUPYIOTCS KAK TOJHII).

[Matmentsl ¢ HapyleHusMd QYHKIME TeYeHH HyMIAIOTCS B TIMATEIEHOM MOHHTODUHIE, 4 B
TSOKENBIX CITYyYasX — CHUIKEHUH J03BI.

Hudenunun merabonusupyercs uepes cucremy uutoxpoma P450 3A4, B cBssu ¢ 5tum,
MPEnapaTsl, KOTOPsIE UHIHOUPYIOT MITH HHIYLUPYIOT 5Ty CHCTEMY (DEPMEHTOB, MOI'YT H3MEHSTE
«IEPBOE MPOXOMKICHUEY MU KIMPEHC HU(peIUITHHA,

K npenaparam, KoTOpbie SBISIOTCH cnaGBIMM MM yMEPEHHBIMH MHIHOHTOPAMH CHCTEMSI
uuroxpoma P450 3A4 u MOryr mpHBOAMTH K YBEIMUYEHUIO KOHUEHTPALMH HUMEIUIUHA B
MasMe, OTHOCATCA! MAKPOIH/HbIE AHTUOMOTHKH (HAPHUMEp, SPHUTPOMHUKH), HHIHOGHTOPHI
antu-BMY  mporeass: (Hanpumep, pPUTOHABUP), A30J1bHbIE AHTHMUKOTHKH (naripumep,
KETOKOHA30J1), aHTHIenpeccantst HedazonoH u (IyokCeTHH, XUHYNpUCTUH/AasbPOnpUCTHHE,
BaJIBIIPOEBAs KUCIIOTA, [IUMETHIHH,

[Tpu cosmectHom npumenenun npernapara Gapmasunuu® ¢ >TUMH perapaTaMu HeoGXOAUMO
KOHTPOIIMPOBATh APTEPUAIbHOE [ABICHUE W, NPH HEOOXOMMMOCTH, PACCMOTPETH BOHPOC O
CHIDKEHUHU [10351 Hu(eaunuua.

OtnenbHbie SKCIEPUMEHTEL (71 Vilro BBIABUIIM B3AUMOCBA3b MEKIY NPUMEHEHHEM AHTATOHUCTOB
Kb, B YACTHOCTH, HM(perunuHa, u 0oOpaTUMbIME OUOXMMHUUECKUMH U3MEHEHUAMMU
CIEPMATO30H10B, KOTOPBIE YXYIUAIOT CHOCOOHOCTH [MOCIEAHUK K OIIOAOTBOpeH IO, B ciyuae,
€CJIH MOMBITKY OIIOAOTBOPEHUS N Vilro OKa3bIBAIOTCS HEYCHEIIHBIMY, IPU OTCYTCTBUM IPYTHX
00bsCHeHHU, AHTArOHMCTBI KaIbLHS, HANPUMED, HU(EIMIMH, MOIYT PACCMATPHBATHCH KAK
BO3MOXMHAsI IPUYHHA ITOTO SABICHUS,

[Ipenapar He cieayeT npUMEHATH, €CIIM BO3MOJHE CBA3b MEMLY IPeAbIIYIIHM TIPUMEHEHHEM
HUeIUIUHA ¥ HlueMUYeckoll Gosbro. VY IMALMEHTOB CO CTEHOKApHHEH MPUCTYIbI MOryT
BOZHUKATH 4allle, & UX VIMTENBHOCTh U MHTEHCHBHOCTH MOIYT YBEIMUMBATHCH, 0COGEHHO B
HAYaIe JICUCHUS, _

JlexaperBentbie cpencTpa ¢ AeHCTBYIONMM BELECTBOM HU(EAUTUH He IPUMEHSIOT NalHeHTaM
C OCTPBIM IIPUCTYIIOM CTAOHIBHOU CTEHOKAPIHH,

Ciienyer ¢ oco6oif 0CTOPOIKHOCTBIO HA3HAYATH NPENapar MatuHeHTaM, KOTOpble HAXOANTCS Ha
reMojHanu3e, [pd 3/0KAYECTBEHHOH apTepUaibHON THIEPTEH3UH WM  T[UNOBOIEMHEH,
MOCKOJIBKY paciiiipenie KPOBEHOCHBIX COCYIOB MOKET BLI3BATE ¥ HUX 3HAUMTENBHOE CHUKEHUE
aprepuanbHoOro Jasiedus. Ilpumenenue pudenununa GONbHBIM caxapHbIM AHaGeToM MOKeET
10TpeGoBaTh KOPPEKLHHM JIEUSHHS, "

OTO JIeKAPCTBEHHOE CPEHCTBO CONEPIKHT HEGOMBIIOE KOMUUECTBO STAHONMA (ATKOrojs), MeHee
100 Mr/no3y.

IIpumenerue ¢ nepuod epemenHocmu Uil Kopmaerus 2pyosio.
[IpuMenenue HupeaumuHa npoTHBoNOKasano 10 20 Hexenu GepeMeHHOCTH,
Hanibie o Gesonacuoctn M 5hHeKTUBHOCTH IPUMEHEHUS HUDEAUITUHA HA OCHOBAHMU XOPOLIO
KOHTPOJIMPOBAHHBIX HCCIIE0BAHUM ¢ yuacTHeM GepeMeHHbIX KEHIHH OTCYTCTBYIOT,
Hccnenosanust Ha HKMBOTHBIX TIOKAa3aiu ‘sl SMOPHOTOKCHUYECKHUX, [UIALEHTOTOKCHUYECKUX M
(erotokcuueckux adheKxToB npy BBEASHUH BO BPEMSs U MOCIIE TIEPHO/Ia OPraHOreHesa,

Ha ocroBatiu UMEIOLIMXCH KIMHUYECKUX I0KA3ATEBCTB CrieliudUuecKuit peHaTansHbii prck
He ObUl ycTaHoB/eH. XOTS cOoOMIANOCh O MOBBIMICHHH YACTOTHI CIy4Aes MepHHATAILHOMN
acUKCHH, PONOB METONOM KECCapeBOro CEYeHHs, 4 TaKKe MPEKUEBPEMEHHBIX POLOB U
BHYTpUYTpoOHOH 3anepiin pocta. OKOHYATENBHO HEW3BECTHO, SBISIOTCH M ITH COOBMIEHMs
CIACACTBUEM HAIMYHSA THIICPTEH3HH, €€ Tepanuu uiy crenuduyeckoro sdpdexra npenapara,
Hmeroweiicss utpopmanun Hea0cTaTouHO, YTOOB! HCKIIOUHTE CepbesHbie MoGoumse sdderTtu
Ha TUI0/I UJTH HOBOPOXKIACHHBIX JeTel. YuuThIBas 510, moboe npuMeHeHHe [perapara Bo BpemMs
GepeMennocTd nocie 20 Hemesnu TpeOyer oueHb TIIATENBHOH OLEHKH COOTHOLIEHUS pHcKa u
TMOJB3bl OT JICYEHHS, M BOMPOC O TepanuH MpernapaToM DO/KEH PacCMATPUBATHCA TONBKO B

»



Cilyyae, €CIH BCe JPYrHe TAKTUKH JIeYSHWS MM HEe [IOKA3aHBI, FJIM  OKA3AIMCH
Hea(G e TUBHBIMHU.

[Tpu npumenernn HubeUNUHA OXHOBPEMEHHO C BHYTPUBEHHBIM BBEICHUEM MATHEA Cyibdara
HEOOXOZMM TIIATEebHBIH MOHUTOPHHI ApTEPHASILHOTO [ABJIEHHS B CBSI3H C BO3MONKHOCTBIO
3HAYMTEBHOIO CHIDKEHUA apTEPUATIBHOTO JIaBIIEHHS, YTO MOXKET HABPEAUTS MATEPH U TIIOZY.
Hudenumun nposukaer B rpyiHoe MOIOKO, OYTOMY BO BPeMSI IPUMEHEHHUS IPENapaTa cie/yer
MPEKPATUTH KOPMIIEHHE TPYIBIO.

Cnocobrocms enuamty Ha CKOPOCHb peakyuu Hpu YRpaeneHun AemMompanHcropmom uiu
Opyzumu MexaHuImamu,

Peakuuu Ha nperiapar, KOTOpble OTIHYAIOTCS [0 MHTEHCHBHOCTH B 34BHCHMOCTH  OT
KOHKPETHOrO MALMEHTd, MOTYT HAPYWIATH CHOCOGHOCTD K yIPABIEHHIO aBTOTPAHCIIOPTOM MK
pabote ¢ Apyrumu MexanusMami. OcoGeHHO HTO KACASTCS HAYAIA JIeYeHHUS.

[Ipemapar crejyer XpaHuTh B He MOCTYNHOM JUisi eTelf Mecte M He NPUMEHSTH [HOC/E
HCTEUEHUS CPOKA FOIHOCTH,

Ilepeno3uposra

Cumnmomol ocmpoli unmokcukayuu Hugeoununom: HapyleHne CO3HAHUSA BIUIOTH 40 KOMBI,
CHUKEHHE  apTepuaibHOrO  [aBieHus,  Taxukapius/Opapguxapius,  THUOEPrIHKEeMHs,
MeTaboIMUeCKUH alkI03, IHIOKCUS, KAPAHOreHHBIH 0K, KOTOPBIH COMPOBOMIAETCH OTEKOM
JIETKHX. . ’

Jleuenue. Mepsl MO OKA3aHMIO HEOTIONHOW IMOMOIIM B MEPBYIO OYEPedb AOJDKHBI OBITH
HAIlpaB/ieHbl HA BBIBEJEHHE MperapaTa u3 OpraHu3Ma M BOCCTAHOBIEHHE CTAOMIIBHOMN
reMOIHHAMUKH,

[Tocsie nepopanbHOr0 NPUMEHEHUS PEKOMEHZIYETCH MOTHOCTBHIO ONOPOXHHUTH IKENYJ0K, Mpu
HEOOXOAUMOCTH ~ B KOMOHHALME C IPOMBIBAHUEM TOHKOIO KUIIEUHHUKA.

Brisenenne mpenapara w3 OpraHu3Ma I0MKHO GbITh HAHGONEE MOMHBIM, BKIOYAS TOHKUI
KUIIEYHUK, OCOOEHHO B CIlyuasx MHTOKCHKALMA TpenaparamMyd HU(EIMIIMHA C 3aMeUTEHHbBIM
BBICBOOOMCIEHHEM [ULs TTPeOTBPALieHus a6COpOIUU NeHCTBYIOMEro BEIecTBa.

[ockonbiy mist HudenunuHa XapaKTepHa BHICOKAA CTENEHb CBA3BIBAHMS ¢ GENKAMU TIA3MbI
KPOBH H OTHOCHTENbHO HeGONBLION o6beM pacrpesesienus, reMopuanus Hes(dexTHBHbI,
OZIHAKO PEKOMEH/IyeTCsl [IpoBeieHue mwiasmMadepesa.

Bpajukapiuio MOxHO ycrpauuth Gera-cHMIATOMUMeTHKAMU. [IpH 3aMEUIEHMH CepaedHOro
PUTMAa, KOTOPBIH COCTABISET YrPO3y MUist HKUIHU, PEKOMEHETCS IPHMEHEHHE HCKYCCTBEHHOTO
BOLMTEISI PUTMA. —a

['UnoTensnio, KOTOpas BO3HUK/IA BCIEACTBUE KAPIMOTEHHOTO MIOKA M BA3OLMIATALIM, MOKHO
yetpausts npenapatamu kansuus (10-20 Mt 10 % pactsopa Kanbuus XIOpUia MM THOKOHATA
BBOIAT BHYTPUBEHHO MEUIEHHO, [IOTOM [IOBTOPSIOT HpH HeoOXomumoctu). Benencrsue H1oro
CBIBOPOTOYHBIE YPOBHH Kbl MOryT HOCTHYL BepXHEH TpaHMIBI HOPMbLI MM OBITH
HE3HAYUTENIBHO IOBBIUCHHBIMH. Eciud BBeJeHHE KaIbIHS HELOCTATOYHO 3(PPerTuBHO,
llesiecoo0pasHbIM  SIBISIETCS NIPUMEHEHHE TAKAX CUMIATOMUMETHKOB, KAK MONAMUH MM
HopajpeHanud, Jo3sI STHUX IMperapaToB fOAGHPAIOT ¢ YYETOM MOCTHFHYTOrO JeueGHOro
atpexra, o

K pononsuresHOMy BBEGHUIO KUAKOCTH  Cile/lyeT MOAXOMUTH OUEHb OCTOPOIKHO, MOCKOIBKY
IPH HTOM IOBBILIAETCS OMACHOCTE MEPerpys3ku cepila.

Dopma BbIyCKa i
[To 5 Mt i 25 mut Bo uiakone. ITo 1 duakony B mauxe.

Yenopusi XxpaHeHust
XpaHuTh B OPHIHHATIBHOM yIIAKOBKe [pH TeMrieparype He Boimre 25°C,



Cpox roandcru '
3 rona.

Yenosusi 0TmycKa u3 anTex
ITo peuenty.

Ilpoussogurens
[TAO «Dapmaky.

MecToHAXOKAEHHE IPOM3BOMUTES H €ro APEC MECTA 0CYMIECTBIAEHNS JeATeJIbHOCTH
Vxpauna, 04080, r. Kues, yi. Opynse, 74.

HaumMeHoBAHHE U AAPEC OPraHM3alMM, NPUHUMAMEH npereH3un (NPEXJIOKEHHN) M0
KAYECTBY JIEKAPCTBEHHBIX cpeacTs Ha Tepputopun Pecrybankn Y3ibexucran
[Ipencrasurenscrso [TAO "®apmax" B Y3bekucrane.

100000, r.Tawkent, yiu. AKoxsipuit, 39,

Ten./dake :235-77-13, 235-67-05



