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Darman vasitasinin istifadesi tizre telimat (xastaler tigtin)

Vesikofen " 6rtukli tabletlor
Vesicofen”

Beynalxalq patentlasdirilmamis adi: Solifenacin succinate

Torkibi

Tasiredicimadda: 1 tabletin tarkibinde 5 mq ve ya 10 mq solifenasin suksinat vardir

Kémekgi maddaler:

5 mq-liq tablet ii¢iin: laktoza monohidrat, PVP K-30, talk, natrium stearilfumarat, Opadry Yellow

03F220022 (hipromelloza, titan dioksid, makroqol, talk, sari demir oksidi);

10 mq-hq tablet ii¢iin: laktoza monohidrat, PVP K-30, talk, natrium stearilfumarat, Opadry Pink

03F240019 (hipromelloza, titan dioksid, makroqol, talk, qirmizi demir oksidi, sari demir oksidi).

Tosviri

5mq-liq tabletlar: yumru, iki terafi gabariq, agiq sari rengli, 6rtuklt tabletlordir

10 mq-hq tabletlar: yumru, iki terafi qabariq, agiq gehrayi rengli, 6rtuklu tabletlardir

Farmakoterapevtik qrupu

Sidikgixarici yollarin saya azalslerinin tonusunu azaldilan preparat. Spazmolitik derman vasitesi.

ATC kodu: G04BD08

Farmakoloji xtisusiyyatlari

Farmakodinamikasi

Solifenasin — asasen M, subtipli muskarin xolinergik reseptorlarin reqabat zeminli spesifik

inhibitordur.

Farmakokinetikasi

Sorulmasi

Vesikofen tabletlarin daxile gabulundan sonra plazmada maksimal konsentrasiyasi (C,,) 3-8 saat

sonra yaranmisdir. T,,, dozadan asili deyil. Miitlaq biomanimsanilmasi teqriban 90%-dir. Qida

gabulu solifenasinin C,, va AUC gostericilerine tesir gdstermir.

Paylanmasi

Plazma zulallari (ssasan a,-tursu glikoprotein) il birlegma daracasi yiiksakdir (taqriban 98%).

Biotransformasiya

Solifenasin qaraciyards, asasen sitoxrom P450-nin CYP3A4 izoferment vasitesile aktiv

metabolizma ugrayir. Sistem klirensi 9,5 I/saat, terminal yarimxaricolma dévrii ise 45-68 saat togkil

edir.

Xaric olunmasi

"“C-nisanlanmis solifenasinin 10 mq tek dozada yeridilmssindan 26 giin sonra radioaktivliyinin

70%-i sidikda, 23%-i nacisde miayyan olunur. Radioaktivliyinin teqriban 11%-i - dayisilmemis

sokilds, teqriban 18%-i - N-oksidmetabolit, 9%-i - 4R-hidroksi N-oksid metabolit vo 8%-i

4R-hidroksimetabolit (aktiv metabolit) sekilde sidikde musyyen olunur.

Istifadasina gostariglar

Hiperaktiv sidik kisasi sindromu olan xastalerda xarakterik olan tacili (imperativ) sidik saxlamama

va/va ya artmis sidiya getma va sidik buraxmaya tacili (imperativ) cagirisin simptomatik mtialicasi.

Oks gostariglar

Solifenasina ve ya preparatin diger komponentlerine gars! yliksok hassasliq.

Sidiyin langimasi, agir mada-bagirsaq xastalikleri (toksik meqgakolon daxil olmagla), miasteniya

gravis (myasthenia gravis), baglibucaql glaukoma ve hamin xastaliklarin yaranma ehtimali.

Hemodializ.

Agir qaraciyer catismazhgi.

Agdir béyrek catismazligi ve ya orta garaciyer gatismazhg fonunda CYP3A4 inhibitorlar

(mas., ketokonazol) ile mualica.

Xiisusi gostarislar ve ehtiyat tadbirlari

QT intervalinin uzanmasina ve Torsade de Pointes-in yaranmasina sabab ola bilen derman

vasitaleri ilo birgs istifade zamani Vesikofen hamin hallarin yaranma ehtimalini artira bilsr. Bu

sabadan Vesikofen gosterilon derman vasitalari ile kombinasiyada istifade olunmamalidir.

Vesikofen preparatinin teyin ediimasindan avval sidiyagetmanin artmis tezliyinin diger sebableri

(urek catismazligi ve ya boyrek xastaliyi) muayyenlasdiriimalidir. Sidikgixarici yollarinin

infeksiyasi zamani mivafiq antibakterial mialice baglanmalidir.

Preparat asagidaki hallarda ehtiyatla istifade olunmalidir:

- sidiyin lengimasinin yaranma ehtimalinin sebabi olan sidik kisesi daliyinin klinik shemiyyatli
obstruksiyasi;

- mada-bagirsaq traktinin obstruktiv xastaliklari;

- mada-bagirsaq traktinin haraki faaliyyatinin zaiflemasinin yaranma ehtimali;

- agir deracali boyrak ¢atismaziigi (kreatinin klirensi 30 ml/dag-dan az) - belo xastalerde doza
5 mg-dan gox olmamalidir;

- orta daracali garaciyer ¢atismazlig (Cayld-Pyu skalasina gére 7-9 bal; bele xastalords doza
5 mg-dan ¢ox olmamalidir);

- CYP3A4-un inhibitorlar (mas., ketokonazol) ile birgs istifadasi;

- diafragmanin gida borusu daliyinin yirtigi/qastroezofageal refliiks va/ve ya ezofaqitin
yaranmasina va ya kaskinlegsmasina sabab ola bilen derman vasitaleri (bisfosfonatlar kimi)
gabul edan xastaler;

- avtonom nevropatiya.

Neyrogen mangali detruzorun hiperaktivliyi olan xastslerds preparatin tehltkasizliyi ve effektivliyi

oyranilmamisdir.

Qalaktozaya qarsi dézumsuzlik, Lapp laktaza gatismazligl ve ya glikoza-qalaktoza

malabsorbsiyasi sindromu kimi nadir irsi liklari olan de bu preparat istifade

olunmamalidir.

Har dozanin tarkibinds 1 mmol-dan az natrium var; hamin migdarda natriumla bagli har hansi

alava tasir gézlanilmir.

Vesikofen preparatinin maksimal effekti en azi 4 hafteden sonra misahida oluna bilar.

Hamilslik v laktasiya dovriinda istifadasi

Solifenasinin gabulu zamani hamils olan gadinlar hagqinda malumat yoxdur. Hamilalik dévriinde

Vesikofen ehtiyatla teyin olunmalidir.

Solifenasinin ana stdine kegmasi haqqinda malumat moévcud deyil. Laktasiya dévriinde

preparatin istifadesinden gekinmak lazimdir.

Nagliyyat vasitalarini va diger potensial tohliikali mexanizmlari idaresetma qabiliyyatina

tosiri

Digar antixolinergik derman vasitaler kimi, solifenasindan istifade zamani dumanl gérme ve

bazan yuxululuq va yorgunlug musahids oluna biler, hansi ki nagliyyat vasitalarini ve mexanizmleri

idaraetma gabiliyyatine menfi tesir gstarae bilar.

Digar darman vasitslariile gargiliqh tesiri

Farmakoloji qarsiligl tasirlor

Digar antixolinergik derman vasitslari ile birgs istifadesi terapevtik effektin ve slava tssirlarin

glclenmasi ile naticalana bilar. Digar antixolinergik vasitsleri ile mualicesi Vesikofen preparatin

gabulunun dayandiriimasindan taqgriban bir haftalik intervaldan sonra baslanmalidir. Solifenasinin
miualicevi effekti xolinergik reseptorlarin agonistleriile birge istifadesi zamani azala biler.

Solifenasin metoklopramid ve sizaprid kimi made-bagirsaq traktinin motorikasini stimullagdiran

derman vasi in tesirini azalda biler.
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Digar darman vasitalarinin solifenasinin farmakokinetikasina tesiri

Solifenasin CYP3A4 vasitesile metabolize olunur. Bu sabsbdan ketokonazolla birgs istifade
etdikde - 5 mq dozadan cox, diger CYP3A4 guclu inhibitorlari (mas., ritonavir, nelfinavir,
itrakonazol) ile birga istifads etdikdas - terapevtik dozadan gox teyin edilmsmealidir.

Solifenasinin verapamil, diltiazem, rifampisin, fenitoin, karbamazepin ile qarsiligh tesiri ehtimal
olunur.

Solifenasinin digar derman vasitelarin farmakokinetikasina tasiri

Peroral kontraseptivler: Vesikofen kombinsolunmus peroral kontraseptivliera

(etinilestradiol/levonorgestrel) tosir gostarmir.

Varfarin: Vesikofen R-varfarin ve ya S-varfarin farmakokinetikasina tesir géstermir ve protrombin

miuiddatine onlarin effektini doyigsmir.

Diqoksin: Vesikofen diqoksinin farmakokinetikasina tesir gdstermir.

Istifada qaydasi va dozasi

Boytikler, yaslilar daxil olmagqla

Tovsiye olunan doza giinde 1 defe 5 mq taskil edir. Ehtiyac oldugda dozani giinde 1 defe10 mg-a

qadar artirmagolar.

Vesikofen preparati uzun muddst istifade etmak olar. Tabletler daxile, butév, yemakdan asili

olmayaragq, glinda 1 dafa suile gabul edilmalidir.

Xiisusiqrup xastslara dair slave malumat

Boyrek catismazligi olan xasteler

Yiingll ve orta deracsli boyrek catismazligi zamani (kreatinin klirens 30 ml/deq-den gox) doza

tenzimlanmasina ehtiyac yoxdur. Agir deracali béyrak gatismazligi zamani (kreatinin klirens

30 ml/dag-den az) preparat ehtiyatla tayin edilmalidir va giinde 1 dafe 5 mg-dan gox gabul

edilmamalidir.

Qaraciyar ¢atismazligi olan xastsler

Yingil qaraciyer catismazhdi zamani doza tenzimlenmesine ehtiyac yoxdur. Orta deracali

qaraciyar gatismazligi (Cayld-Pyu skalasina gore 7-9 bal) zamani preparat ehtiyatla toyin

edilmalidir ve gtinds 1 dafe 5 mg-dan ¢ox gabul edilmamalidir.

Pediatrik xastalar

Preparatin tahlukasizliyi ve effektivliyi usaglarda Syreniimemisdir. Bu sababden Vesikofen

usaglardaistifade edilmemalidir.

Yagli xastolor

Tovsiya olunan doza glinds 1 dafe 5 mq taskil edir. Ehtiyac oldugda dozani giinds 1 dafe 10 mg-a

gadar artirmagqolar.

Diger

Sitoxrom P4503A4-iin guclu inhibitorlari: Vesikofen ketokonazolla birge istifade zamani 5 mq

dozadan ¢ox ve ya ritonavir, nelfinavir, itrakonazol kimi diger CYP3A4 inhibitorlari ile birgs istifade

etdikda - terapevtik dozadan gox teyin edilmamalidir.

Olava tesirlari

Vesikofen ylingil ve mulayim antixolinergik alava reaksiyalarin yaranmasina sabab ola bilar. Bu

reaksiyalarin yaranma tezliyi dozadan asilidir. A§izda quruluq en tez-tez misahide olunsa da,

yuingll olur ve gox nadir hallarda mualicenin dayandiriimasina sebab olur.

Olava tesirlerin rastgelma tezliyi: cox tez-tez (21/10); tez-tez ( 21/100-den <1/10-dak); bazan

(21/1000-den <1/100-dak); nadir (=1/10000-den <1/1000-dak); ¢ox nadir (<1/10000); malum

olmayan tezlikde (m6évcud malumatlar bagverma tezliyini miiayyan etmak tigtin kifayat deyil).

Infeksiyalar ve invaziyalar

bazen: sidikgixarici yollarin infeksiyalari, sistit.

Psixi pozulmalar

cox nadir: hallusinasiyalar.

Sinir sistemina

bazan: yuxululuq, disgevziya;

cox nadir: baggicallonma, basagrisi.

Gdrme orqanina

tez-tez: dumanli gérms;

bazan: goziin qurulugu.

Teneffiis sistemina, dos qafasi ve divararasi orqanlarina

bazan: burun boglugunda qurulug.

Hazm sistemine

cox tez-tez: agiz boslugunda qurulug;

tez-tez: gabizlik, irakbulanma, dispepsiya, abdominal agri;

bazan: qastroezofageal refliiks xastaliyi, bogazda qurulug;

nadir: bagirsaq kegmazliyi;

¢ox nadir: qusma.

Dari ve derialti piy toxumasina

bazan: darinin qurulugu;

cox nadir: gasinma, sapgi, 6vra.

Boyrak va sidikgixarici yollara

bazan: sidiye getma zamani gatinlik;

nadir: sidiyin langimasi.

Umumi pozulmalar ve yerli reaksiyalar

bazan: yorgunlug, periferik 6dem.

Siibhalialava reaksiyalar haqqinda malumat

Darman vasitesinin geydiyyata alinmasindan sonra siibhali alave reaksiyalar haqqinda hakime

malumatin verilmasi vacibdir. Belo malumatlar derman vasitasinin fayda/risk nisbatine nazaratinin

davam etdirilmasina imkan verir.

Arzuolunmaz effektlar bas verdikds hakima mtiraciat edin.

Doza haddinin agiimasi

Solifenasin suksinatin doza haddinin agilmasi agir antixolinergik tesirlerin yaranmasina sabab ola

biler. Doza haddinin agilmasi zamani aktivlesdirilmis kémirden istifade etmak, madeni yumaq

lazimdir. Xaste qusturulmamalidir.

Ehtiyac oldugda asagidaki simptomatik mialice aparilir:

- markazi tasirli agir antixolinergik effeklar (halllisinasiyalar ve ya shamiyyatli oyaniqliq) zamani
fizostigmin ve ya karbaxol tayin olunur;

- qgicolmava yashamiyyatli oyaniqliq zamani benzodiazepinler tayin olunur;

- tenaffis gatigsmazligi zamani suni tenaffis verilir;

- taxikardiya zamani beta-blokatorlar tayin olunur;

- sidiyinlengimesi zamani kateterizasiya aparilir;

- midriaz zamani pilokarpin géz damcilari tayin olunur ve/ve ya xaste garanliq otagina
yerlagdirilir.

Digar m-xolinoblokatorlarin doza haddinin asiimasi zamani oldugu kimi, QT intervali uzanmasinin

yaranma ehtimali (hipokaliyemiya, bradikardiya ve QT intervalin uzanmasina sebsb olan

preparatlarla birga istifade zamani) ve tirek xastaliklari (miokardin isemiyasi, aritmiya, xroniki tirak

catismazligi) olan pasiyentlara xtisusi diggat yetirilmalidir.

Buraxilig formasi

Vesikofen5 mq va ya 10 mq. 15 6rtiikl tablet, blisterda. 2 blister (30 6rtiiklii tablet) iglik veraga ile

birlikde karton qutuya qablasdirihir.

Saxlanma soraiti

25 °C-den yuksak olmayan temperaturda, 6z qutusunda,

yerde saxlamaq lazimdir.

Yararhligmuddati

2il.

Yararlilig middati bitdikden sonra istifade etmak olmaz.

Aptekdan buraxilma sorti

Reseptasasinda buraxilir.

qaranliq ve usaglarin sli catmayan

istehsalg
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MHCTPyKUMS N0 MeaULIMHCKOMY NPUMEHeHWIo npenaparta ((Ans nauneHToB)

BecukodpeH” TabneTku, NOKpbITbIE NNEHO4HOI 06OMOHKON
Vesicofen

MexayHapoaHoe HenaTeHToBaHHOe Ha3BaHue: Solifenacin succinate

CocTaB

1 TabneTka, NoOKpbITas NeHO4YHON 06OOYKON, COAEePXKUT:

AkmusHoe sewecmeso: conudeHaumHa cykumHat 5 mrunu 10 mr

BcriomozamenbHsie sewecmea:

ma6 5 m2: nakto3bl MoHorungpart, PVP K-30, Tanek, HaTpus cteapundymapat, Opadry Yellow

03F220022 (runpomennosa, TutaHa AVoKcuz, Makporos, Tanbk, )Kenesa OKCUL XeNTbIi);

ma6 10 m2: nakto3bl MoHorugpar, PVP K-30, Tanek, Hatpusi cteapundymapart, Opadry Pink

03F240019 (runpomennosa, TUTaHa AMOKCUA, MaKpOron, Tarbk, Xenesa okcuz, KpacHbIN, xenesa

OKCU XKENThIN).

Onucanue

ma6 5 ma: TabneTtkn, NOKPbITble MNEHOYHOW OBOMOYKON, CBETMO-XENTOro LBeTa, Kpyrible,

[IBOAKOBbINYKIIbIE;

ma6 10 m2: TabneTku, NOKPbITHIE MIEHOYHON OBGONIOYKOW, CBETNO-PO30BOTO LIBETA, KPYITble,

[1BOSIKOBbINYKIble

®dapmakoTepaneBTUYecKas rpynna

Mpenapar, CHXaroLLMI TOHYC FMaJIKo MyCKynaTypbl MOYeBbLIBOAALLMX MyTein. Cnasmonutuyeckoe

CpeacTBo.

Kop ATX: G04BD08

®apmMakonoruyeckue CBoMcTsa

®apmakoduHamuka

ConudeHauyH - cneundu4ecknii KOHKYPEHTHbIA UHIMBUTOP MYCKapUHOBBLIX XONHOPELLENTOPOB,

npeumyLlecTBeHHo M,-noaTuna.

®apmakokuHemuka

BcacbisaHue

Mocne nprema BHYTPb MakcMMarnbHasi KOHLEHTpaLums B nnasme kposw (C, ) AOCTUraeTcs Yepes 3-

8 4. T,,, He 3aBUCKT OT Ao3bl. ABcontoTHast GuoaocTynHocTb — npumepHo 90%. Mpuem nuwm He

BnnsieT Ha nokasartenu C . v AUC conudeHaumHa.

PacnpedeneHue

CTeneHb cBA3bIBaHUA conudeHaumnHa ¢ Genkamu nnasmbl (B OCHOBHOM C @,-KUCIbIM

MUKONPOTENHOM) BbICOKas - 0koro 98%.

BuompaHcghopmayusi

ConudeHauyH akTMBHO MeTabonusmnpyeTcst B NeYeHn, B OCHOBHOM MpU yvacTum usodepmeHTa

CYP3A4. CucTeMHbIi KNMpEHE conudeHaumnHa coctaBnset okono 9,5 n/4, a KoHeYHbI nepuog,

nonypacnapna -45-68u4.

BbieedeHue

Mocne opHokpatHoro seegeHnst 10 Mr “C-medeHoro conudeHaumHa yepes 26 cyT okono 70%

paavoakTuBHoCcTU obHapyxuaeTcss B Mode U 23% B kane. B mouve npumepHo 11%

PaAnoaKTUBHOCTN OGHapYXEHO B BUAE HEM3MEHEHHOTO akTUBHOTO BelecTsa, okono 18% B Buae

N-okcupHoro metabonuta, 9% - B Buae 4R-ruapokcn-N-okenaa conuderaumnHa n 8% - B suge 4R-

rmapokcy metabonura (akTUBHbI METABONNT).

MokasaHuA K NPUMEeHeHUIo

CHMNTOMAaTUYECKOE TIeHeHe YPreHTHOTo (MIMNepaTUBHOTO) HelePXKaHWsi MOYU U/MNK Y4aLLEHHOTO

MOYENCMYCKAHUS U YPreHTHbIX (MMMNepaTMBHbIX) MO3bIBOB K MOYEUCTYCKaHWIO, XapaKTepHbIX Ans

NaLMEHTOB C CUHAPOMOM rMNepaKTUBHOTO MOYEBOTO Ny3bIps.

MpoTuBonokasanusa

MoBbILIEHHAs YYBCTBUTENBHOCTL K CONMMEHALIMHY UMW K APYTM KOMNOHEHTaM npenapara.

3agepxka MOYEUCNYCKaHUs; TshKenble XenyAouHO-KulleyHble 3aboneBaHus (Bkniovas

TOKCUYECKUIN MErakosioH), MmacTeHns rpasuc (myasthenia gravis), 3akpelToyronbHas rnaykoma, a

TakxKe Hanuyue pucka passuTiA NogoBHbLIX COCTOAHUIA.

MpoBeaeHne remoananmsa.

Tsxenas ne4eHouHas HeJOCTaTO4HOCTb.

Taxenas noyeyHas HeJOCTATOMHOCTb UMM YMEPEHHas MeYeHOYHask HeAoCTaTOYHOCTb Npu

0O[IHOBPEMEHHOM riedeHnm nHrmbutopamu CYP3A4 (Hanpumep, KETOKOHa30oM).

Ocob6ble ykazaHus

MpumeHeHne npenapata BecukodeH OAHOBPEMEHHO C NEeKapCTBEHHLIMW CpefcTBamu,

crocobeTByOWMMI yanuHeHUto nHTepsana QT v passuTuto Torsade de Pointes, noBbIaeT puck

nofo6HbIX adhdekToB. Moatomy BecukodeH He criefyeT NpUMEHsSTb B KOMBMHALMUKW € NOAOGHBIMU

NeKapCTBEHHbIMY CpeaCcTBaMM.

Mpexzae YeM HauaTb neveHve npenapaTtom BecukodeH, cneayeT BbISSCHUTL, HET 1K APYTUX MPUYUH

HapyLIeHNs MOYeUCTyCKaHNs (CepaeyHas HeaoCTaTo4HOCTh unu 3abonesaHue noyek). Ecnm

BbISIBNIeHa WHMEeKUNs MOYeBbIBOASLMX NyTel, creayeT HayaTb COOTBeTCTByWLiee

aHTUbakTepuanbHoe neveHue.

BecvikocheH crneayeT ¢ OCTOPOXHOCTbIO HasHauaTb B CrIeAyIoLMX CryYasx:

- KIWMHWYeCKV 3Ha4MMasi o6CTPYKLMS BbIXOAHOTO OTBEPCTUS MOYEBOTO Ny3blpsl, BeayLuas K
PUCKY pa3BUTWS 3aA€pXKKU MOYM;

- XenyaouYHO-KuLLeYHble 0BCTPYKTUBHbIE 3abonesaHus;

- PUCK MOHKEHNS MOTOPUKM XemnyJ04HO-KULLEYHOTO TPaKTa;

- noyeyHasi HeJOCTaTO4HOCTb TSXKENON CTENEHW (KNUPEHC KpeaTuHuHa MeHee 30 Mn/MuH) -
[03bl ANS 3TUX NALWEHTOB He AOMXKHbI NpeBbIlaTh 5 Mr;

- nevyeHoYHas HeOCTaToOYHOCTb CpeaHeit ctenenn (7-9 6annos no wkane Yanna-Meio) -
[03bl ANA 3TUX NALUMEHTOB He AOMKHbI NpeBbIlaTh 5 Mr;

- OfHOBP oe np C Moyl nHrnbntopamn nsoepmenta CYP3A4 (takumn
Kak KETOKOHa3or);

- rpbhka NULLEBOHOTO OTBEPCTUS Anadparmbl, racTpoasodarearnbHblil pedroke 1
OQJHOBPEMEHHOE MPVMEHEHIE NEKapCTBEHHbBIX CPEACTB, KOTOPbIE MOTYT Bbi3BaTb UMK
ycunuTb 33odarnT (Takux kak éucocoHartsl);

- aBTOHOMHas HeBponaTus.

BesonacHocTb 1 3thPeKTUBHOCTL MPUMEHEHWs MpenapaTta y MauWeHTOB C rnepakTUBHOCTbIO

[IeTPY30pa HEBPOTreHHOM 3TMOMOTUN He U3y4eHa.

MauneHTam C peakoit HacneacTBeHHON (POpMON HenepeHOCUMOCTU ranakTosbl, AeduuuToM

nakTasbl Jlanna unu rnoko3o-ranakTo3Hoi Manbabcopbumeit npenapat He HasHa4aeTcs.

Kaxnas nosa npenapara coaepXxuTt MeHee 1 MMons HaTpUs; NPY TaKOM KOMUYECTBe He oXuaaeTca

KaKNX-NMG0 peakLuii, CBSI3aHHbIX C HAaTPUEM.

MpumeHeHne Bo BpeMsA GepeMeHHOCTM 1 B Nepuop nakraumm

He nmMeeTcs KNMMHNYECKVX AAHHBIX O XeHLMHaX, Y KOTOpbIX HacTynuna 6epemMeHHOCTb BO Bpems

npuema conuderaumnHa. Crneayet ¢ 0OCTOPOXHOCTbIO HasHavaTb BecukodeH npy 6epemeHHoCTY.

[aHHble 0 BbigeneHun conudeHaunHa Cc rpyaHbIM MOMOKOM OTcyTcTBytoT. Creayet naberatb

HasHau4eHVs npenapara B Nepuop naktauum.

BnuaHne Ha Cnoco6GHOCTL ynpaBneHus TPaHCMOPTHLIMU CPeACcTBaMU U APYrumu

NoTeHUManbHO ONacHbIMU MEXaHM3MaMU

ConudeHaluH, Noao6HO ApyriM aHTUXOINMHEPreTKaM, MOXET Bbi3blBaTb HEYETKOCTb 3PEHUst, B

pPeaKkux Ccryyasx - COHIMBOCTb M YyBCTBO YCTanocTh, YTO MOXeT OTpuLaTeNlbHO BMWATHL Ha

Crnoco6HOCTb yNpaBnsATL aBTOMOGUNeM 1 pabotaTs C MexaHuamMamm.

B3aumopencTBUE C APYrMMM NeKapCTBEHHbIMU CPeACTBaMMN

®Dapmakonoauyeckoe gzaumodelicmsue

Mpy OOHOBPEMEHHOM MPUMEHEHUN C aHTUXONMHEpPreTMKamm BO3MOXHO Gonee BbipaxeHHoe

TepanesTMYeCKOe [AEICTBME U pasBUTVe HexenatenbHbix adhekTos. [pexae yem HauyuHaTb

neyeHne ApyruMm npenapaTtom ¢ aHTUXONUHEPrNYeCcKUM AENCTBUEM, CrieyeT caenaTh HeaenbHbIi

nepepbiB nocne npekpalleHnss npuema npenapara BecukodeH. TepaneBTuyeckuint adpdekt
npenapata MOXeT ObiTb CHUXEH NMpW OHOBPEMEHHOM MpUeMe C aroHMCTaMy XONMHEPrYecKmnX
peLenTopos.

ConudeHaunH MOXeT CHU3UTb 3hdekT NnpenapaTos, CTUMYNMpYoLLmX MoTopuky XKKT, Hanpumep,

MeToKronpamuaa v uusanpuaa.

BriusiHue dpyaux nekapcmeeHHbIX rpenapamos Ha hapMaKoKUHeMUKy conugeHayuHa

Conuderaunn metabonuanpyetcs CYP3A4. [Mo3ToMy npu OAHOBPEMEHHOM MPUMEHEHWUN C

KETOKOHA30/10M MakcuMarbHas [o3a npenaparta He AoMxHa npeBbillaTb 5 Mr, a npy COBMECTHOM

npuMeHeHun ¢ apyrumu mHrnbutopamn CYP3A4 (Takumn Kak puUTOHaBUp, HenduHaeump,

MTpaKoHas3on) - He MNpeBbIlaTh TepaneBTUYeckne [03bl. Bo3MOXHbI B3aumoaeicTsus

conudeHaunHa ¢ BepanamMunom, guntuasemMom, pudamMnuunuHoMm, GeHUTOUHOM,

kap6ama3senuHom.

BriusiHue conugheHayuHa Ha ghapmakoKuHemuKy Opyaux rnpenapamos

MepopanbHble KOHTpaLenTuBbl: BecukodeH He B3aMMoOAeNCTBYET C KOMGUHUPOBAHHLIMU

nepoparnbHbIMU KOHTPaLeNTUBamm (TakMMM Kak STUHUN3CTPaAVON/NEeBOHOprecTpen).

BapdbapuH: BecukodeH He BbI3blBAET W3MeHeHWU apmakokMHeTukM R-BapdapuHa mnu S-
Bapap1Ha 1nm nx BNMSHUS Ha NPOTPOMBUHOBOE BpeMSs.

ﬂVII'OKCI/IHZ BeCMKO(be He OKa3blBaeT BnusaHne Ha d)apMaKOKI/IHeTVIKy AUroKCuHa.

Cnoco6 npvMeHeHUs U 403bl

Bspocrisie, 8Kr1to4as noXunbIx nayueHmos

PekomeHayemasi nosa coctaenseT 5 mr 1 pas/cyT. pu HeobxoaumocTn fo3a MoxeT ObiTb
yBenuyeHa o 10 mr 1 pas/cyT.

Mpenapat BecukoeH MOXHO UCMOMb3oBaTh Npy ANUTENbHOM NeveHun. TabneTku cneayet
NPUHUMATL BHYTPb LIENIMKOM, HE3aBMCMMO OT NMpuemMa MiLLM, 3annBas oCTaTOYHbIM KONIMYECTBOM
XNAKOCTH.

ﬂOI‘lOﬂHUmeﬂbele daHHble, Ces13aHHbIe CO crieyuarbHbIMU gpyrnamu 60/1bHbIX

NoyeyHas HedocmamoyHoCMb

Mpy NoYeyHo HeLOCTATOHHOCTU NETKOV U CpeHe CTENEeH TAXECTU (KNMPEeHC KpeaTuHHa Gonee
30 Mn/MUH) HET HeoBGXOAMMOCTM KOppeKuMM A03bl. [pyu MOYEYHOW HEeLOCTaTOMHOCTU TSHKENon
cTeneHn (KnupeHc kpeaTuHuHa meHee 30 MN/MUH) npenapaT crnegyeT HasHavyaTb C
OCTOPOXHOCTBIO, NPV 3TOM CYTOYHbIE [103bl HE AOMKHbI MPEBbILLATh 5 Mr.

Ne4eHo4YHas HedocmamoyHoCMb

ﬂpw neYyeHoYHon HeaoCTaToO4YHOCTN TIETKON CTEMNEHU TSHKEeCTU HEeT HeOGXOLlI/IMOCTI/I Koppekuuun
[03bl. [py NeYeHOUYHON HEeAOCTAaTOYHOCTW CpefHen CTeneHu TsbkecTn (7-9 Gannos no wkane
Yannpg-Meto) npenapat cneayeT HasHayaTb C OCTOPOXHOCTBLIO, MPU 3TOM CYTOYHble A03bl He
[OIMKHbI MPeBbILaTh 5 Mr.

lMeduampuyeckue nayueHmbl

BesonacHocTb 1 9hHeKTUBHOCTb NPUMEHEHNS Npenapata y JeTeil He u3yyeHa, B CBA3N C YeM He
crefyeT npuMeHsTL BecukodeH y neamaTpuyeckux NaLmeHTos.

MayueHmbl MoXuno20 eoapacma

PekomeHayemas fosa cocraensieT 5 mr 1 pas/cyt. lNpu Heobxoaumoct fo3a MoxeT 6biTb
yBenuyena fo 10 mr 1 pas/cyT.

Lpyzoe

MolwuHble nHrmbuTopkl Lmtoxpoma P4503A4: Mpy 04HOBPEMEHHOM NPUMEHEHUM C KETOKOHA30/I0M
fnosa npenapara BecvkodeH He gomkHa npesbiwatb 5 Mr. [pu ogHOBPEeMEHHOM NpUMEHeHUN ¢
nHruénutopamu CYP3A4, Takumu Kak pUTOHaBwp, HendvHaBUP U UTPaKoHa3os, [o3a npenaparta
BecvikoheH He JormKHa NpeBbIlaTh TEpaneBTNHECKYHO.

Mo6GouHble gencTBus

BecukoeH MoXeT Bbi3biBaTb NOGOYHble 3hEKTbI, CBSA3AHHbIE C AHTUXONMUHEPTUYECKUM
feicTBuemM conudeHaunHa, vaule cnaboil Unu ymepeHHO! BbipaXeHHOCTU. YacToTa aTux
HexenaTernbHbIX peakLuii 3aBUcKT oT A03bl. Hanbonee yacTo BCTpeyatowmincs No6oYHbIN addekT
npenapara— CyxoCTb BO pTy — GblBaeT cnabon BbIPaXKEHHOCTY 11 B O4eHb PEAKUX CIyYasix npuBoauT
K NpepbIBaHII0 NIEYeHNs.

YacTtoTa BO3HMKHOBEHUS NMOBGOYHbIX AENCTBUIA: O4eHb YacTo (21/10); yacTo (ot 21/100 go <1/10);
HevacTo (ot 21/1000 no <1/100); peako (ot 21/10000 go <1/1000); o4eHb peako (<1/10000); ¢
HeW3BECTHOMN YacTOTOM (He MOXET BbITb OLieHEHa Ha OCHOBE UMEIOLLIMXCS AiaHHbIX).

WHpekyuu u uHeasuu

Heyacmo: UH(EKLMN MOYEBbIBOAALLIVX NyTEM, LIMCTUT.

Co CMOPOHbI MCUXUKU

oyeHb pedKo: ranmnioLmHaLmumn.

Co cmopoHbI HepsHoli cucmems!

Heyacmo. COHNMUBOCTb, AUCTEB3US;

o4eHb pedKO: FONIOBOKPYXXEHWE, ronioBHas 601b.

Co cmopoHbI op2aHa 3peHus

4acmo: HEYETKOCTb 3PEHNS;

Heyacmo. CyXoCTb rmas.

Co cmopoHbI ObixamernbHoU cucmeMbl, op2aHo8 2pyOHOU Kriemku u cpedocmeHust

Heyacmo: CyxoCTb HOCOBOW NONOCTY.

Co cmopoHbI nuwesapumerbHoU Cucmemb!

O4YeHb Yacmo. CyXoCTb pOTOBOVI nonocTu;

4acmo: 3anop, TOLWHOTa, Aucnencus, 6onb B KUBOTE;

Heyacmo: racTpoasodarearnsHas pedriokcHas 60nesHb, CyXoCTb rMOTKM;

peaKO.‘ Knwe4yHas HenpoxognMocCTb;

o4eHb pedKo: pBoTa.

Co CMOPOHbI KOXU U MOOKOXHOU Knemyamku

Heyacmo: CyxoCTb KOXM;

o4eHb pedKo: 3yA, CbiMb, KpanuBHULA.

Co cmOopOHbI MoYeK U MO4Ye8bI8o0AWUX nymet

4acmo: 3aTpyAHEHNE MOYENCTYCKaHWS;

pedko: 3aiepXKa MOYENCryCKaHNs.

Obwue paccmpoticmea U MeCMHbIe peakyuu

Hewacmo: ycTanocTb, nepudepnyeckne oTeku.

C 0rMod:

HbIX [10 X

w, P P

CoobLeHne 0 Nofo3puTeNbHbBIX NMOBOYHBIX peakLmMsx nocne Toro, kak nekapCcTBEHHbIN npenapat

6bIn 3aperucTpMpoBaH, UMEeEeT BaXKHOe 3HayeHue. OTO MO3BOMSET OCYLIECTBNATb ANMTENbHbIV

KOHTPOJb COOTHOLLEHMS! MOSb3a/PUCK NPUMEHEHNSI NIEKapCTBEHHOTO CPeACTBa.

lNpu nosieneHuu HexxenamerbHbIX 3ghghekmos obpaujalimecs K 8pady.

MepenosupoBka

MepepoanpoBka conudeHaumnHa CyKUuMHaTa MOXET Bbl3BaTb TSKENble aHTUXONMUHeprunyeckue

apcpekTbl. B cnyvae nepenosvpoBkv criedyeT HasHauMTb aKTUBMPOBAHHBIA Yrofb, cAenaTb

NPOMbIBaHUE Xery/aKa, NPy 3TOM He CrieflyeT BbI3bIBaTh PBOTY.

I‘Ipw HSOGXOF[VIMOCTVI npoBOAUTCA CneayoLlas cumnToMmaTnyeckas rTepanua:

- Npy TSXErbIX aHTUXONMHEPruyecknx addekTax LeHTpanbsHOro AeNcTBus (ranmounHaumm
UK BblpaXeHHast Bo30YAMMOCTb) HasHauatoT (pU30CTUIMUH U kapGaxorT;

- npu cygoporax vnu Bblpa)KeHHOﬁ BO36y[Z[VIMOCTVI HazHa4yaT 66H30/:LI/I836I'IVIH|:I;

- npn ,thxaTeanoﬁ HEeaoCTaTOMHOCTU NPOBOAUTCS UCKYCCTBEHHOE OblXaHWe;

- Npu Taxukapauv HasHavaloT GeTa-afpeHoGIoKaTopbl;

- 1pu 3aAepxKe MOYM NPOBOANUTCS KaTeTepusaLms;

- npu Myuapuase 3akanbiBatoT B rfasa nunokapnuH w/vnn nomeuwlarot 60nbHOro B TeMHOE
rnometleHue.

Kak v B cnyyae nepeao3npoBKy Apyrix M-xonuHoBrnokaTopos, 0co6oe BHMMaHe crieayeT yaensTs

nauueHTam C YCTaHOBNIEHHbIM PUCKOM YANMMHEHUs uHTepBana QT (npu runokanvemuu,

ﬁpa,ElVIKapFLVIVI “ Nnpn o AHOBPEMEHHOM NpuemMe rnpenaparos, Bbi3biBaOWMX yANUHEHWE NHTepBana

QT) 1 nauveHTam ¢ 3aboneBaHusMu cepiua (MLEMUs MUOKapAa, apuTMUM, XpOHWU4Yeckas

cepAeyHasi HeJoCTaTO4HOCTb).

®opma Bbinycka

Becukotber” 5 mr unm 10 Mmr. 15 Tabrietok, NOKPbITbIX MAEHOYHONM 0BoroYkon, B BriucTepe.

2 6nuctepa (30 TabneTok, MOKPbITLIX NIEHOYHON OBOMOYKON) B KOMMMEKTE C MHCTPYKUMER no

NPYMEHEHMIO yNakoBaHbl B KAPTOHHYIO KOPOBKY.

YcnoBus xpaHeHus

XpaHuTb Npu Temneparype He Bbiwe 25 °C, B 3alUMLLEHHOM OT CBeTa, HEAOCTYNHOM Anst AeTen

MecCTe, B OpUrHanbHO YNakoBKe.

CpokrogHocTn

2ropa.

He ncnonb3oBartb nocre ucte4eHust CpOKa rogHoCTH.

YcnoBusi oTnycka U3 antek

OTnyckaeTcsi Mo pewenty.

Bnageneu mapKeTUHroBbIX NpaB

dupma Achapma

Bnapeneu peructpaumm

Papmaktue Minay CaH. Be Tuax.A. L., Typuusa
Mpoussoautens

dapmaktue Mnay CaH. Be Tupxk.A. L.
Kapaarau Maxannecu, ®atux Bynbsapbl Ne:32
Yepkeskoit OpraHnse CaHanm benbrecu
Kanaknbl/Tekuppar/Typuus

Design No:1502741R00
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