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Darman vasitasinin istifadasi tizra telimat (xastaler tiglin)

Vesikofen " 6rtukli tabletlor
Vesicofen™

Beynalxalq patentlesdi

Torkibi

Tasiredici madda: 1 tabletin terkibinde 5 mq ve ya 10 mq solifenasin suksinat vardir

Koémekgi maddelar:

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-lq 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).

Toesviri

5mq-Iiq tabletlar: yumru, iki terafi gabariq, agiq sari rengli, 6rtuiklt tabletlordir

10 mq-hiq tabletlar: yumru, iki terafi qabariq, agiq ¢ehrayi rangli, 6rtuklu tabletlardir

Farmakoterapevtik qrupu

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

ATC kodu: G04BD08

Farmakoloji xiisusiyyatlari

Farmakodinamikasi

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

inhibitordur.

Farmakokinetikasi

Sorulmasi

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

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

gabulu solifenasinin C,,, vo AUC géstaricilarine tasir géstermir.

Paylanmasi

Plazma zulallari (esasan a,-tursu glikoprotein) ils birlesma daracasi yliksakdir (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 taskil

edir.

Xaric olunmasi

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

70%-i sidikda, 23%-i nacisde miisyyan olunur. Radioaktivliyinin teqriban 11%-i - dayisilmamis

sokilde, tegriben 18%-i - N-oksidmetabolit, 9%-i - 4R-hidroksi N-oksid metabolit vo 8%-i

4R-hidroksimetabolit (aktiv metabolit) sokilde sidikde miiayyan olunur.

istifadesina gosteriglor

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

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

Oks gostariglar

Solifenasina ve ya preparatin digar komponentlerine gars! yliksak hassasliq.

Sidiyin lengimasi, agdir mada-bagirsaq xastslikleri (toksik megakolon daxil olmagla), miasteniya

gravis (myasthenia gravis), baglibucaglh glaukoma va hamin xastsliklerin yaranma ehtimali.

Hemodializ.

Agir garaciyar catismaziigi.

Agdir boyrek catismazlidi ve ya orta qaraciyer gatismazligi fonunda CYP3A4 inhibitorlar

(mas., ketokonazol)ile mualica.

Xiisusi gosteriglor ve ehtiyat tadbirlari

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

vasitaleri ile birga istifade zamani Vesikofen hamin hallarin yaranma ehtimalini artira biler. Bu

sabadan Vesikofen gésterilen derman vasitsleri ilo kombinasiyada istifade olunmamalidir.

Vesikofen preparatinin toyin ediimasindan avval sidiyaegetmanin artmis tezliyinin diger sabableri

(urek catismazhgr ve ya boyrek xastaliyi) muayyanlasdirilmalidir. Sidikgixarici yollarinin

infeksiyasi zamani muvafiq antibakterial mtalice baglanmalidir.

Preparat asagidaki hallarda ehtiyatla istifade olunmalidir:
sidiyin lengimasinin yaranma ehtimalinin sebabi olan sidik kisesi daliyinin klinik shemiyyatli
obstruksiyasi;

- madae-bagirsaq traktinin obstruktiv xastaliklari;

- mada-bagirsaq traktinin haraki faaliyyatinin zaiflemasinin yaranma ehtimali;

- agir deracali boyrak ¢catismazligi (kreatinin klirensi 30 ml/dag-dan az) - belo xastalerds doza
5 mq-dan ¢ox olmamalidir;

- orta deracali garaciyar catismazlidi (Cayld-Pyu skalasina gére 7-9 bal; bele xastalorde doza
5 mg-dan ¢ox olmamalidir);

- CYP3A4-un inhibitorlarl (mas., ketokonazol) ile birgs istifadesi;

- diafragmanin gida borusu daliyinin yirtigi/qastroezofageal refliiks ve/va ya ezofagqitin
yaranmasina ve ya kaskinloagmasina sebab ola bilon derman vasitaleri (bisfosfonatlar kimi)
qgabul edan xastaler;

- avtonom nevropatiya.

Neyrogen mansali detruzorun hiperaktivliyi olan xastalards preparatin tahltikasizliyi ve effektivliyi

dyranilmamisdir.

Qalaktozaya qargl dézimsizlik, Lapp laktaza catismazhgi ve ya qlikoza-qalaktoza

malabsorbsiyasi sindromu kimi nadir irsi likleri olan lorde bu preparat istifade

olunmamalidir.

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

olava tasir gdzlenilmir.

Vesikofen preparatinin maksimal effekti an azi 4 hafteden sonra miisahids oluna bilar.

Hamilalik va laktasiya dovriinda istifadesi

Solifenasinin gabulu zamani hamils olan gadinlar hagginda mealumat yoxdur. Hamilalik dévriinde

Vesikofen ehtiyatla teyin olunmalidir.

Solifenasinin ana stidina kegmasi hagqinda malumat mévcud deyil.

preparatin istifadesindan ¢gekinmak lazimdir.

Nagliyyat vasitalerini ve digar potensial tshliikali mexanizmleri idareetma qabiliyyatine

tasiri

Diger antixolinergik derman vasitalar kimi, solifenasindan istifade zamani dumanl gérma ve

bazan yuxululug ve yorgunlug miisahids oluna bilar, hansi ki nagliyyat vasitalarini ve mexanizmlari

idaraetma gabiliyyatine manfi tesir gostera biler.

Diger derman vasitalariile qarsiliqh tesiri

Farmakoloji qarsiligl tasirler

Digar antixolinergik derman vasitsleri ile birgs istifadesi terapevtik effektin ve slava tesirlarin

gliclanmasi il naticalena biler. Digar antixolinergik vasitaleri ile mualicasi Vesikofen preparatin

gabulunun dayandiriimasindan tegriban bir haftalik intervaldan sonra baslanmalidir. Solifenasinin
mualicavi effekti xolinergik reseptorlarin aqonistleriile birgs istifadesi zamani azala bilar.

Solifenasin metoklopramid vae sizaprid kimi mada-bagdirsaq traktinin motorikasini stimullagdiran

darman vasitslerin tesirini azalda biler.

Digar derman vasitalarinin solifenasinin farmakokinetikasina tasiri

Solifenasin CYP3A4 vasitesiloe metabolize olunur. Bu sababdan ketokonazolla birgs istifade

etdikde - 5 mq dozadan ¢ox, diger CYP3A4 gicli inhibitorlari (mas., ritonavir, nelfinavir,

itrakonazol) ile birgs istifads etdikda - terapevtik dozadan gox tayin edilmsmalidir.

Solifenasinin verapamil, diltiazem, rifampisin, fenitoin, karbamazepin ilo qarsiligl tasiri ehtimal

olunur.

Imamis adi: Solifenacin succinate

Laktasiya dévriinde

Solifenasinin diger dearman vasitalarin farmakokinetikasina tasiri

Peroral kontraseptivlar: Vesikofen kombinsolunmus peroral kontraseptivliers

(etinilestradiol/levonorgestrel) tasir gostarmir.

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

miiddatina onlarin effektini doeyismir.

Diqoksin: Vesikofen digoksinin farmakokinetikasina tesir géstermir.

Istifada qaydasi va dozasi

Boytikler, yaghlar daxil olmagla

Tovsiya olunan doza giinda 1 dafe 5 mq teskil edir. Ehtiyac oldugda dozani glinds 1 dafe10 mg-a

qgadar artirmaqolar.

Vesikofen preparati uzun muiddat istifade etmak olar. Tabletlor daxile, biitév, yemakdan asili

olmayaragq, giinda 1 dafs suile gabul edilmalidir.

Xsusiqrup xastelars dair slave melumat

Bdyrek ¢atismazligi olan xasteler

Yingil ve orta deracali bdyrek gatismazligi zamani (kreatinin klirens 30 ml/deg-den ¢ox) doza

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

30 ml/deg-den az) preparat ehtiyatla teyin edilmalidir ve giinde 1 dafe 5 mg-dan gox gabul

edilmamealidir.

Qaraciyar ¢atismazligi olan xastelor

Yungul qaraciyer gatismazligi zamani doza tenzimlenmasine ehtiyac yoxdur. Orta deracali

qaraciyaer catismazligi (Cayld-Pyu skalasina gére 7-9 bal) zamani preparat ehtiyatla toyin

edilmalidir ve gtinda 1 dafe 5 mg-dan ¢cox gabul edilmamalidir.

Pediatrik xastalar

Preparatin tohliikesizliyi ve effektivliyi usaqglarda éyrenilmemisdir. Bu sababden Vesikofen

usagqlardaistifade edilmemalidir.

Yasli xastolor

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

qadarartirmaqolar.

Diger

Sitoxrom P4503A4-iin giclil inhibitorlari: Vesikofen ketokonazolla birgs istifade zamani 5 mq

dozadan gox ve ya ritonavir, nelfinavir, itrakonazol kimi diger CYP3A4 inhibitorlari ile birge istifade

etdikds - terapevtik dozadan gox tayin edilmamalidir.

Olava tesirleri

Vesikofen ytingtl ve milayim antixolinergik slave reaksiyalarin yaranmasina sabab ola biler. Bu

reaksiyalarin yaranma tezliyi dozadan asilidir. Agizda quruluq en tez-tez misahide olunsa da,

ytingil olur ve gox nadir hallarda miialicenin dayandiriimasina sebab olur.

Blava tesirlerin rastgalmae tezliyi: gox tez-tez (21/10); tez-tez ( 21/100-den <1/10-dak); bazan

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

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

infeksiyalar ve invaziyalar

bazen: sidikgixarici yollarin infeksiyalar, sistit.

Psixi pozulmalar

cox nadir: hallusinasiyalar.

Sinir sistemina

bazan:yuxululuq, disgevziya;

gox nadir: basgicallenms, bagagrisi.

Gdrme orqanina

tez-tez: dumanli gérma;

bazen: gbzun qurulugu.

Tenoeffiis sistemina, dbs qafasi ve divararasi orqanlarina

bazen: burun boslugunda qurulug.

Hazm sistemina

cox tez-tez: agiz boslugunda qurulug;

tez-tez: qabizlik, Urekbulanma, dispepsiya, abdominal agrt;

bazen: qastroezofageal refliiks xastaliyi, bogazda qurulug;

nadir: bagirsaq kegmazliyi;

gox nadir: qusma.

Dariva darialti piy toxumasina

bazan: darinin qurulugu;

¢ox nadir: qasinma, sapgi, 6vra.

Boéyrok va sidikgixarict yollara

bazen: sidiye getma zamani ¢atinlik;

nadir: sidiyin langimasi.

Umumi pozulmalar ve yerli reaksiyalar

bazen: yorgunlug, periferik 6dem.

Siibhalialava reaksiyalar hagqinda malumat

Darman vasitesinin geydiyyata alinmasindan sonra siibhali alave reaksiyalar haqqinda hakime

malumatin verilmasi vacibdir. Belo maelumatlar derman vasitesinin fayda/risk nisbatine nazaratinin

davam etdiriimasina imkan verir.

Arzuolunmaz effektlar bas verdikds hakima miiraciat edin.

Doza haddinin agiimasi

Solifenasin suksinatin doza haddinin asilmasi agir antixolinergik tesirlerin yaranmasina sabab ola

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

lazimdir. Xasta qusturulmamaldir.

Ehtiyac oldugda asagidaki simptomatik mtalice aparilir:

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

- qgicolma ve ya shamiyyatli oyanigliqg zamani benzodiazepinler tayin olunur;

- tenaffis gatismaz!ligi zamani suini tenaffis verilir;

- taxikardiya zamani beta-blokatorlar tayin olunur;

- sidiyin longimesi zamani kateterizasiya aparilir;

- midriaz zamani pilokarpin géz damcilari teyin olunur ve/ve ya xaste qaranliq otagina
yerlasdirilir.

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

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

preparatlarla birgs istifade zamani) ve tirek xastalikleri (miokardin isemiyasi, aritmiya, xroniki tirok

catigsmazligi) olan pasiyentlara xtsusi diggat yetirilmalidir.

Buraxilig formasi

Vesikofen5 mq va ya 10 mq. 15 6rtikll tablet, blisterda. 2 blister (30 ortukli tablet) iclik verage ila

birlikde karton qutuya qablagdirilir.

Saxlanma soeraiti

25 °C-dan yuksak olmayan temperaturda, 6z qutusunda, garanliq va usaglarin ali catmayan

yerde saxlamaq lazimdir.

Yararhligmuddati

2il.

Yararlilig muddati bitdikden sonra istifads etmak olmaz.

Aptekdan buraxilma sorti

Resept asasinda buraxilir.
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VHCTPYKUMS MO MEANLIMHCKOMY MPUMEHEHUIO Npenapara ((Ans naumeHTos)

Becuko«beu TabneTKu, NOKPbITbIE MIIEHO4HON 06OMOUKOM
Vesicofen”

MexayHapoaHoe HenaTeHToBaHHOe Ha3BaHue: Solifenacin succinate

CocTaB

1 TabneTka, NOKpbITas NNEHOYHON 0GONOYKON, COAEePXKUT:

AkmusHoe sewyecmeso: conudeHauvHa cykumHat 5 mrunv 10 mr

BcriomozamernbHsle seuwecmea:

ma6 5 ma: naktosbl MoHoruapar, PVP K-30, Tanek, HaTpus cteapundymapat, Opadry Yellow

03F220022 (runpomennosa, TutaHa ANOKCK/L, MaKpOron, Tarbk, Xeneaa okeua XenTbin);

ma6 10 ma: naktosbl moHoruapart, PVP K-30, Tanbk, HaTpus cteapundymapat, Opadry Pink

03F240019 (rvnpomennosa, TUTaHa AMOKCUA, Makporon, Tanbk, XKernesa okcuz, KpacHbIi, kenesa

OKCWJ, KENTbIN).

Onucaxune

ma6 5 m2: TabneTkn, NOKPbITbIE MNEHOYHOW OGOMOYKOW, CBETNO-XeNnToro LBeTa, Kpyrfble,

[IBOSIKOBBIMYKIIbIE;

ma6 10 ma: TabneTkn, NOKpPLIThIE MIEHOYHON OBOMOYKON, CBETNIO-PO30BOrO LIBETA, KPYITble,

ﬂBOHKOBbII‘IyKﬂbIe

DTef TU4YecKas rpynna

I'IpenapaT CHWKAIOLLMI TOHYC [MaZIkoi MyCcKynaTypbl MO4eBbIBOAALLMX MyTer. CnasmonuTuyeckoe

cpeacTso.

Kop ATX: G04BD08

®dapmakonorn4eckue CBoWcTBa

®PapmakoduHamMuka

ConudeHauuH - cneumhuyeckin KOHKYPEHTHBI MHIMBUTOP MYCKapUHOBBLIX XONWHOPELLeNnTOpoB,

npenmyLLecTBeHHo M,-nogTuna.

®apmaKkoKuHemuka

BcacbisaHue

Mocne npuema BHYTPb MakcMManbHas KOHUEHTpauwus B nnasme kposu (C,,,) Aocturaetcs yepes 3-

8 4. T, He 3aBUCUT OT A03bl. AGCOMIOTHasi GMOAOCTYNHOCTL — NpuMepHo 90%. Mpuem NULLK He

BnvsieT Ha nokasatenu C,, n AUC conuderaumHa.

PacnpedeneHue

CrteneHb cBA3bIBaHUA conudeHaunHa ¢ 6enkamu nnasmbl (B OCHOBHOM C O,-KMCMbIM

MIYKONPOTENHOM) BbICOKast - OKOMo 98%.

BuompaHcghopmayusi

CO]'IVI(beHaLlI/lH aKTUBHO MeTaﬁOJ'II/ISVIpyeTCﬂ B Mne4YyeHu, B OCHOBHOM MNpu y4Yactun VISO(bepMeHTa

CYP3A4. CucteMHblii knupeHe conudeHaumHa coctaensieT okono 9,5 n/d, a KoHeYHbl nepuoa

nonypacnaaa - 45-68 4.

BrigsedeHue

Mocne opHokpaTHoro BeeaeHust 10 Mr “C-medeHoro conudeHaumrHa yepes 26 cyT okono 70%

paaMoakTUBHOCTU oBGHapyxusaeTcst B Move n 23% B kane. B moye npumepHo 11%

paanoakTUBHOCTU OBHapYXEHO B BUE HEM3MEHEHHOTO akTUBHOTO BellecTsa, okorno 18% B Buae

N-okcuaHoro metabonuTta, 9% - B Buae 4R-rugpokeu-N-okenaa conndeHaumta v 8% - B suae 4R-

rmapokcy metabonuTa (akTUBHbI MeTabonuT).

Moka3aHusA K NPUMEHEHUI0

CuMNTOMaTUYECKOE NeYeHe ypPreHTHOro (MMNepaTUBHOTO) HeiepXXaHus MO UMK yyalleHHoro

MOYEeUCNyCKaHUA N YPreHTHbIX (VIMI'IepaTVIBHbIX) NO3bIBOB K MOYEUCMNYCKaHUIO, XapakTepHbIX Ana

nauMeHToB C CUHOPOMOM rMNepakTMBHOIO MOYEBOro My3bIps.

MpoTuBonokasanus

[MoBbILLEHHas YyBCTBUTENLHOCTb K CONMMEHaLIMHY UM K APYTM KOMMOHEHTaM npenapara.

3a[Jep)KKa MO4YeuncnyckaHua; TaxXenble Xenyao4yHOo-KULWeYHble 3aboneBaHus (BKJ'IIO‘-laH

TOKCUYECKMIA MErakonoH), MuacteHus rpaesuc (myasthenia gravis), 3akpbiToyrofnbHas rnaykoma, a

Takxke Hanmyue pyucka pasBuTHA NOJOBHBIX COCTOAHUIA.

MposeneHune remoaunanusa.

Tspkenasi ne4eHouHas HeAOoCTaTOYHOCTb.

Tsbkenas noyeyHas HeJOCTATOMHOCTb UMW YMEPEHHasi NeYeHOYHast HeAOoCTaTOYHOCTb Mpu

OfHOBPEMEHHOM neyeHun nhrnutopamu CYP3A4 (Hanpumep, KETOKOHA30IOM).

Ocobble ykazaHus

MpumeHeHne npenapata BecukodeH oaHoBp 0 C nekapcT! cpeacTBamu,

crnoco6CTByOWMMM yannHeHnto HTepsana QT u passutuio Torsade de Pointes, NoBbllaeT puck

nofo6HbIx achdekTos. MoaTomy BecukodeH He crieyeT NpUMeHsITb B KOMBMHALIMM C NOA0GHbIMU
nekapCcTBeHHbIMU CpeacTBamMu.

Mpexae Yem HavaTb neveHve npenapatom BecukodeH, cneayeT BbISICHATb, HET NN APYTUX NPUYUH

HapyLUeHUsi MOYenCrycKaHus (CepAeqHas HeaoCTaToYHOCTb wnu 3aboneBaHue noyek). Ecnmn

BbiiBNIeHa MH@eKUNa MOoYeBbIBOASLWMX NyTei, crneayeT HayaTb COOTBETCTByWUlee

aHTlllﬁaKTepI/Ial'leOe neyeHue.

BecukodheH crieayeT C 0CTOPOXHOCTbIO HAa3HauaTh B CrIeAYIOLLMX CryYasX:

- KIMHWYecKM 3HaYMmast o6CTPYKLNA BbIXOAHOMO OTBEPCTUS MOYEBOTO My3blps, Beaylias K
PUCKY pa3BuUTUA 3aepPXKN MOYU;

- XKEenyAo4HO-KULLIEYHbIE OBCTPYKTVBHbIE 3aboneBaHus;

- PUCK NOHWXEHNS1 MOTOPUKY ENYA0YHO-KULLEYHOTO TPpaKTa;

- noYeyHas HeJOCTAaTOYHOCTb TSXKENOW CTeNeHN (KMpEeHe kpeaTuHnHa MeHee 30 Mn/MuH) -
A03bl ANA 3TUX NAUNEHTOB He AOMKHbI NpeBbIlwaTh 5 Mmr;

- ne4yeHo4Has HeJOCTaTOYHOCTb CpeaHel ctenenn (7-9 6annos no wkane Yanna-reto) -
[[03bl ANS 3TUX NaLUWMEHTOB He A0MXHbI NpeBbIlwaTth 5 Mr;

- O[IHOBPEMEHHOE NMPUMEHEHNE C MOLLHBIMU MHIMGUTOpamu naodepmenta CYP3A4 (Takummn
Kak KeTokoHa3on);

- rpbbxa NULLEBOJHOMO OTBEPCTUSA Anadparmbl, racTpoasodarearnbHbli pecriioke 1
O[JHOBPEMEHHOE MPUMEHEHIE NeKapCTBEHHbIX CPeACTB, KOTOPble MOrYT Bbi3BaTb UK
yeunuTb a3ogarut (Takux kak 6ucdocdoHnatbl);
aBTOHOMHas HeBponaTus.

BGSOHaCHOCTb 1 3hheKTUBHOCTb MPUMEHeHNs npenapata y NauMeHTOB C MNepaKkTUBHOCTLI0

[1eTPy30pa HEBPOreHHOW 3TOMOTUN He U3y4eHa.

MauueHTam c penkowt HacneacTBEHHOW (HOPMOIN HenepeHOCUMOCTW ranakTosbl, AeULMTOM

nakTasbl llanna unu rmioko3o-ranakTo3Hon mansabcopbumet npenapar He HasHavYaeTcsl.

Kaxaas nosa npenaparta cofepXuT MeHee 1 MMOIs HaTpYS; NPV TaKOM KONMYECTBE He OXIAaeTcs

KaKnx-nnbo peakuuii, CBA3aHHbIX C HAaTpUeM.

anIMeHeHVIe BO BpemsA P OCTUUBT nakrayumm

He meeTcs KNMHNYECKNX JaHHbIX O XEHLLUMHAX, Y KOTOPbIX HAacTynuna 6epemMeHHoCTb BO Bpemst

npuema connderaumnHa. Crneayet ¢ 0OCTOPOXHOCTbLIO HasHavaTb BecukodeH npu 6epemeHHOCTH.

[aHHble O BblAeneHuy conudeHaumHa ¢ rpyaHbIM MOMIOKOM OTCyTCTBYtOT. Creayet naberatb

Ha3Ha4YeHus npenapara B nepuoa nakrauuu.

BnusiHne Ha cnocoGHOCTb ynpaBneHUsi TPAHCMOPTHbLIMU CPeACTBaMU U APYrUMMU

NoTeHUManbHo o

CO]'IVI(beHaLlIAH, I'IO/ZLOGHO APYrMM aHTUXONMUHEepreTukam, MOXeT Bbi3blBaTb HEYETKOCTb 3pEHUS, B

penkux crnyvyasix - COHMMBOCTb M YyBCTBO YCTanoCTW, Y4TO MOXET OTpuuaTeNnbHO BIUATb Ha

Crnoco6HOCTL YyNpaBnATsL aBToMOGUeM 1 paboTaTh C MexaHu3Mamu.

B3aumogenicTeume c ApyruMu nekapcTBeHHbLIMY CpeACTBaMU

®apmakoroauyeckoe 83aumodelicmeue

Mpn ogHOBPEMEHHOM MPUMEHEHUM C aHTUXONMMHEPreTVkamu BO3MOXHO Gonee BblpaXeHHOE

TepaneBTMYECKOE AENCTBME U pasBUTVE HexenaTenbHbiX addekToB. lpexae Yem HauuHaTb

neyeHne ApyrumM npenapaTom ¢ aHTUXOSNIMHEPTMYECKUM AeiCTBUEM, CrieayeT caenaTb HeAeNbHbIN

nepepbIB nocne npekpalieHns npuema npenaparta BecukodeH. TepanesTudeckuit addekT
npenapara MOXeT GbiTb CHWXEH Npu OJHOBPEMEHHOM NpUemMe C aroHUCTaMy XONUHeprvecknx
peLenTopos.

ConudeHaumnH MOXeT CHU3UTL 3hhekT npenapaTtos, CTUMyNMpyioLLnx Motopuky XKKT, Hanpumep,

MeToKnonpamvaa v uusanpuaa.

BriusiHue dpyaux nekapcmeeHHbIX rpenapamos Ha hapMakoKUHeMUKY cornugheHayuHa

Conuderaumt metabonuanpyetcs CYP3A4. [MoaToMy npu OAHOBPEMEHHOM MPUMEHEHWUN C

KETOKOHAa30/0M MakcumarbHas [o3a npenapara He JofkKHa npeBbliwaTb 5 Mr, @ Npy COBMECTHOM

NPUMEHEHUN C APYrUMU uHrnbutopamu CYP3A4 (Takumu Kak pUTOHaBUp, HenduHasup,

NTpaKkoHa3on) - He MpeBbllaTb TepaneBTUYeckne [03bl. Bo3MOXHbI B3aumopeicTsua

conudgeHaumHa ¢ BepanamMunomMm, AUNTUA3EMOM, pudaMnUUUHOM, (PEHUTOUHOM,

kapbamasenuHom.

BnusiHue conugheHayuHa Ha thapmakoKuHemuKy Opyaux npenapamos

MepopanbHble KoHTpaLenTusbl: BecukodeH He B3anmoaeicTByeT C KOMOGWHMPOBaHHLIMU

nepoparnbHbLIMV KOHTPaLLeNTMBaMM (TaKNMU KaK 3TUHNN3CTPaANON/NeBOHOPrecTpern).

BapdapuH: BecukodeH He Bbi3biBaeT M3MEHeHWi dhapmakokuHeTuku R-BapdapuHa unn S-

BapdapnHa Unu vx BANSIHUSA Ha NPOTPOMBUHOBOE BpEMS.

[vrokcuH: Becukodbe He okasbiBaeT BNIMSHME Ha (hapMaKOKUHETKY IMTOKCHHA.

Cnoco6 npuMeHeHUsi U [03bl

B3pOCﬂble, BKITKOHas NOXunbiX nayueHmos

PekomeHayemas fosa coctasnsieT 5 mMr 1 pas/cyT. Mpu HeoBXxoaMMOCTM [03a MOXET ObiTh

yBenuyexa go 10 mr 1 pas/cyT.

I'IpenapaT BeCI/IKOd)eH MOXHO UCNONb30BaTL NPU ANUTENBHOM JTIe4eHUNn. TabneTkun cnepyer

NPUHMMaTb BHYTPb LUENMKOM, HE3aBUCMMO OT nNpuemMa nuiln, sanneasa 4OCTaTto4HbIM KONNYECTBOM

XKUAKOCTH.

HononHumerbHeie 0aHHbIe, C8A3aHHbIE CO CrieyuanbHbIMU 2pynnamu 60MIbHbIX

[NoyedHas Hedocmamo4HoCMb

Mpy NoYeYHOIt HEAOCTATOYHOCTY NErKoii U CpeaHei CTeNeHN TSHKECTU (KNUPeHC KpeaTuHUHa Gonee

30 Mn/MWUH) HeT HeobXxoAMMOCTU KoppekUMu A03bl. [pu NoYeYHON HEAOCTaTOYHOCTU TSHKENOoWn

cTeneHn (KNupeHc kpeaTuHuHa meHee 30 Mn/MWH) npenapaTt creayeT HasHavaTb C

OCTOPOXXHOCTbIO, NPU 3TOM CYyTOYHbIE 403bl HE AO/MKHbI MPEBbIWATb 5wmr.

NeyeHoyHas HeAocmamoyHOCMb

Mpn neYeHo4HON HeLoCTaTOMHOCTU NErkoi CTeneHW TSHKECTU HeT HeoBXoaMMOCTV KOppeKLumn

[o3bl. [py neYeHO4HO HEAOCTAaTOMHOCTW CpefHelt cTeneHn TsbxecTu (7-9 Gannos no Lkane

Yainnp-Tbto) npenapar cnegyeT HasHayaTb C OCTOPOXHOCTBIO, MPU 3TOM CYTOYHble [03bl HE

[IOIDKHBI MPeBbILaTh 5 Mr.

lNeduampuyeckue nayueHms!

BesonacHocTb 1 3hhekTBHOCTL NPUMEHEHNS Npenapara y AeTeil He n3y4eHa, B CBA3N C YeM He

crefyeT npUMeHsiTb BecnkodbeH y neamaTpuyeckux naLumeHToB.

lNayueHmbI noxumnozo eo3pacma

PekomeHayemasi fosa coctaensiet 5 mr 1 pas/cyT. [pyn HeobGxoaMMOCTM [03a MOXET ObiTh

ysenunyexa fo 10 mr 1 pas/cyT.

Lpyzoe

MoluHble UHIMGUTOPLI LMToXpoma P4503A4: MNpu 04HOBPEMEHHOM MPUMEHEHUN C KETOKOHA30MOM

[fno3a npenapata BecukodeH He gomkHa npesbiwate 5 Mr. MNpy 0AHOBPEMEHHOM NPUMEHEHUN C

nHruutopammn CYP3A4, TakumMu Kak pUToHaBup, HenduHaBup U UTpakoHason, Ao3a npenaparta

BecvkodheH He 1oIKkHa NpeBbILLaTh TepaneBTU4ECKYHO.

Mo6o4Hble AecTBUSA

BecukodeH MoxeT Bbi3biBaTh NOGOYHbIE 3hdEKTbI, CBA3AHHbIE C AHTUXONUHEPrUYEecKNM

AevicTBueM conudeHauuHa, vale cnaboit UM yMepeHHOW BblpaXeHHOCTW. Yactota aTmx

HexenaTernbHbIX peakuuil 3aBucuT oT 403bl. Hanbonee yacTto BCTpeyatoLuiica No6oYHbI achhekT

npenapara— CyxoCTb BO pTy — 6biBaeT criaboi BbIPaXEHHOCTY 1 B O4eHb PEAKMX CIyYasix MpUBOANT

KMpepbIBAHNIO NEYEHNS.

YacToTa BO3HWKHOBEHMSI NOBOYHbIX AENCTBUIA: O4eHb YacTo (21/10); yacTo (ot 21/100 go <1/10);

HeyvacTo (0T 21/1000 go <1/100); peako (ot 21/10000 go <1/1000); o4eHb peako (<1/10000); ¢

HEN3BECTHOMN 4YaCTOTOM (He MOXeT BbITb OLieHEHa Ha OCHOBE MMEIOLLIMXCS AAaHHbIX).

WHebekyuu u uHsazuu

Heyacmo: UHEKLMIN MOYEBbIBOAALLIMX NyTEN, LIMCTUT.

Co CMOpPOHbI MCUXUKU

o4yeHb pedKo: ranmoLunHaLnn.

Co cmopoHbI HepsHoli cucmemsb!

Heyacmo: COHIIMBOCTb, AUCTEB3NS;

0yeHb pedKo: TONIOBOKPYXKEHIE, FoNoBHas 6orb.

CO CMopOHbI Op2aHa 3peHust

4acmo: HeYETKOCTb 3PEHNS;

Heyacmo: CyxocTb [nas.

Co cmopoHbI ObixamerbHOU cucmeMsbl, op2aHos 2pyOHOU Kemku U cpedocmeHus

Heyacmo: CyxoCTb HOCOBOWA NOMNOCTH.

Co cmopoHbI nuuiesapumeibHol cucmems|

04eHb Yacmo: CyxOCTb POTOBOW MOMNOCTH;

4Yacmo: 3anop, TOLHOTa, Aucnencusi, 6onb B XXUBOTE;

Heyacmo: racTpoasocharearnbHas pedniokcHas 60nesHb, CyXoCTb IMOTKM;

PpedKo: KULLEYHAsA HENPOXOAUMOCTb;

O4eHb peOKOo: pBOTa.

Co cmMOpPOHbI KOXU U MOOKOXHOU Kiiemyamku

Heyacmo: CyxoCTb KOXU;

oy4eHb pedKo: 3y, CbiMb, KpanuBHULA.

Co CMOpOHbI MoYeK U MoYesbisodswuxX nymeli

4acmo: 3aTpyHeHNe MoYencnycKkaHus;

pedKo: 3afepKa MOYEeNCTyCKaHNs.

Obwue paccmpoticmea U MeCMHbIE peakyuu

Heyacmo: ycTanocTb, nepudepnyeckmne oTeku.

CoobujeHue 0 1o0o3pumeribHbIX MOG0YHBIX peaKyusix

CoobLeHre 0 Noao3puTenbHbIX NOBOYHBLIX peakLusx nocne Toro, kak nekapCTBEeHHbIN npenapat

6bin 3aperncTpMpoBaH, UMEET BaXHOE 3HayeHue. OTO MO3BOMSIET OCYLIECTBMATb ANUTENbHbIN

KOHTPOMb COOTHOLLEHUS NONb3a/pUCK MPUMEHEHMSI NEKapCTBEHHOTO CPeACTBa.

TNpu nosieneHuu HexxenamerbHbIX 3ghchekmos obpawjalimecs K spady.

Mepeno3vpoBka

I'Iepeﬂoawpoaka COJ'II/Id)eHaLlVIHa CyKuuHata MOXET Bbl3BaTb TAXeNble aHTUXONUHeprnyeckue

acdhdekTbl. B cnyvae nepenosvpoBku criefyeT HasHauMTb aKTUBMPOBAHHLINA Yrofb, caenatb

NpoMbIBaHWe XenyakKa, Npy 3TOM He CreflyeT Bbi3biBaTb PBOTY.

I'Ipm Heo6X0aMMOCTM MPOBOAMTCS CreayoLLas CUMNTOMaTNYecKas Tepanus:
npu TsHXenbIX aHTUXONUHEPTUYECKUX Sd)q.)eKTaX LUeHTpanbHOro ,quICTBVISl (I'aﬂﬂlOL[VIHaLWIVI
VNN BbipaXeHHast BO3OYANMOCTb) Ha3Ha4aloT (PU3OCTUrMUH U kapBaxon;

- Npu cyaoporax Unu BelpaxeHHoN Bo3byanMocTy HasHavatoT GeHaoanaseniHbl;

- npu ﬂleaTeﬂbHOﬁ HeAOoCTaToO4HOCTM NPOBOANTCSH UCKYCCTBEHHOE AblXaHne;

- npu Taxmkapaun HasHavatoT 6eTa-agpeHobnokaTopsl;

- npu 3aiepXXKke MOoYM NPOBOAUTCS KaTeTepuaaLns;

- npy MUapuase 3akanbiBatoT B r11a3a NUIoKapnuH W/unu nomeLLaioT 60MbLHOTo B TeMHoe
nomeuleHue.

Kak v B cnyvae nepefosvpoBKu pYrMx M-X0fIMHOBNoKaTopoB, 0co60e BHUMaHVe crneayeT yaenats

naumeHTam C YCTaHOBIIEHHbIM PUCKOM YANWHeHUs wHTepsana QT (npu runokanuemuu,

6paavkapanm 1 Npy OAHOBPEMEHHOM NpYeMe Npenapartos, Bbi3bIBaOLLMX YANMHEHNE HTepBana

QT) u naumeHTam c 3abonesBaHusMK cepaua (MWEMUS MUOKapAa, apuTMUK, XPOHUYecKast

cepeyHas HeloCTaTOYHOCTb).

®dopma Bbinycka

BecukodeH” 5 mr unm 10 mr. 15 TabneTok, MOKPbITbIX MNEHOYHON oBornoukoil, B BrmcTepe.

2 6nuctepa (30 TabneTok, NOKPbITbIX MIIEHOYHOW 0BONOYKOI) B KOMMMEKTE C UHCTPYKUMEN no

NPUMEHEHMI0 yNakoBaHbl B KAPTOHHYHO KOPOGKY.

Ycnosus xpaHeHus

XpaHuTb nNpu Temnepartype He Bbiwe 25 °C, B 3alUMLLIEHHOM OT CBeTa, HeAOCTYNHOM ANs AeTei

MecTe, B OpUriHasibHOM ynakoBke.

CpoKrogHocTu

2roga.

He ncnonb3oBathk Nocre uctedeHms CpOKa rogHoCTun.

YcnoBus oTnycka U3 antek

OtnyckaeTca no peuenTy.

Bnapenew MapkeTUHroBbIX Npas

Pupma Achapma

Bnapgeney peructpauuu

dapmaktve Vinay Ca. Be Tupx.A. LU, Typuus
MpousBoautens

PapmakTus Vinay CaH. Be Tuax.A. L.
Kapaaray Maxannecu, ®atux bynbeapbl Ne:32
Yepkeskon OpranHuse CaHainu benbrecu
Kanaknbl/Tekupaar/Typuusi
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