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1. AME HA JEKAPCTBEHHA ITPOAVKT

T 200 Tab.

Tfi?ia 200 m?ib?etzem wlE/ TR (7P -5 SA S
17 -

2, KAYECTBEH H KOTMYECTBEH CHCTAB Sperue Ne v

Bceska rabrerka cpappika 200 mg ropacemun (torasemide). CbARpKamMAT Ce B TalNeTKuTe
Tpudac 200 Topacemun e B crabuiHata Moghaduxauus dopma L.

TToMoniHy BelllecTsa ¢ H3BECTEH eeKT: NaKro3a MOHOXKAPAT 97 mg (K. T. 4.4 K 6.1).

3a FEAHKEY CIUCEK HA NOMOLIMKTE BELISCTRA, BHXTE TOUKA 6.1,
3.JIEKAPCTBEHA ®0OPMA
Tabnerxa

benu, kpbriu, 1eKo ABOKHO HITHKHANH TaGNETKH Che CKOCEHH PEOOBE U NeNMTENHa Yepra Ha
KPBCT OT JBETE CTPAHH.

Tabnerxata moxe na 6b1e pazgencHa Ha YETHPH PaBHH JO3M.
4. KJIMHMYHH JAHHHA
4.1. TepaneBTHYHM NOKA3AHHA

Tpudac 200 mg € nokalaH cnerMaIHO NPH NALEEHTH ¢ TEXKO HapylleHa 6rbpeuna pyHKums
(kpeaTHHYHOB KTHPBHC NoA 20 m! 3a MUHYTa WHIIM KORUEHTPAIIMS Ha CEPYMHIA KPSaTMHHH Hajl 6
mg/d}).

3a nopaBpKaHE HA OCTATEYHOTO NMPOM3BOACTBO HA YPHHA IIPH MALMEHTH ¢ TeXKa 6u6peuna
HEROCTATHYHOCT, & ChINO U NpH IHAJIM3a, AKO HMA HE3HAYHTENTHO OCTATHYHO IIPOH3BOICTBO HA yPUHA
(nan 200 ml 3a 24 9aca) npH HAIMYKE HA OTOLM, HANTHBH W/FUIA BUCOKO KPBBHO HAJIATAHE.

Tpudac 200 mg e moka3as 3a PE3PACTHH.

3abenexKa:
Vnorpebata Ha Tpudac 200 mg e nokasana camo TPH NAIMEHTH ¢ TeXKO Hapyllena Gb0peuna
(yHKIMA, 2 HE NPH NAIMEHTH ¢ HopManHa Or6pedHa dyHximd (BK. ¢bio T. 4.3),

42. [lo3dpoBKA A HASIMH HA NPHAOXKEHHE

,EOBI/IQOBKQ

3alenexxa:

Heo6x0a1MMO ¢ BHHMATENTHO NpOCHeJABaHe Ha NALMEHTa OT JIEKap 110 BPEME Ha JIe4eHHE C
Tpupac
200 mg.

Jo3zupopkara TpaOBa fa ce ONPEACY CIOPES HHAHBUIYANIHHS Cly4all H TexecTTa Ha Op0peunara
HEAOCTATHYHOCT. e

Jlewenuero TpabBa Aa 3anouHe ¢ 4ersbpT Tabnerka Tpudac 200 mg (exsuBane
TOPAceMH]I) AHEBHO. B CITyuail Ha HENOCTATHYHO OT/CTAHE HA YPHHA, TA3W 1034 M
Ao nonosHH Tabnerka Tpudac 200 mg (expHBaneHTHO Ha 100 mg TopaceMua) o1
MakcuMyM oT 1 taGnerxa Tpudac 200 mg (exenpanentho 200 mg Topacemun) nH



Ieduampuuna honyaayus

BezonacHoctTa # edukacHoctTa Ha Tpudac 200 mg npu fiena u joHOmM Ha BB3pacT nox 18
FOHHH He € ycTauopeHa, ETo 3amo TopaceMun He TpabBa Aa ce ynoTpebapa npw [ena H IOHOIIK Ha
ppapact nox 18 romua (BK. T. 4.4).

Ueproopobua nedocmamovunocm
Jieuenuero Tpsafea Aa C¢ POBEkK/AA C BRHMAHYAE NPH HAUMEHTH ¢ YepPHOAPOOHA HEAOCTATHYHOCT,
THH KATO MOKE [a Ce yBeTHUAT IUIA3MEHMTEe HUBA Ha TopaceMus (Bx. T. 5.2).

Cmapuecxa avspacm
He ce Hanara npoMAHATA B 03aTa B CTap4ecka Bb3pacT, Hama o6ade NOCTATLYHO NPOYUBAHA,
CpABHABANM NAIHEHTH B CTApYecka BB3pacT ¢ HO-MIAIH.

UHH Ha QIKEHHE

Tabnerkure Tpabea Aa ce TOMBIHAT ¢ MATKO TEYHOCT CyTPRH. BHONOrYHATA AKTHRHOCT Ha
TOpACEMHJ HE 33BHCH OT IPUEMa Ha XpaHa.

Hucmpyxyus 3q padeisnemo va mabiemxume:

TabneTKUTe MOTAT IECHO 4 C€ Pa34yNAT Ha ABE HIM YeTHPH HACTH ¢ NOMOINTa Ha JETHTE/THATS
yepTa HA KPHCT. 3a 1a ce pasneny, TabneTkara ce NOCTABA BEPXY PABHA MOBBPXHOCT (HaNp. Maca WiIH
paboTeH [WIOT) ¢ AenHTeNHATa YepTa HA KPBCT OT ropHaTa ¢Tpana. C nokasanluTe Ha ABETE PBUE,
TabNeTKaTa Ce HATHCKA HANMRO ¥ HAMACHO {10 NBJLKHHATA RA eHATA ReJIATC] HA 9epTa, 3a 44 ce
pa3uyny Ha JBe nonosuHd. YeTeLpT TalineTkH ce NoMy9aBar, KaTo NoTy4eHHTe NOIOBHH Tab/eTks ce
PasIyUST Ha ABE MO ChUIHA Ha4MH.

43. IIpoTHBOmOKA3IAHESN

- CBPBXYYBCTBHTENHOCT KbM AKTHBHOTO BEIIGCTBO TOPRCEMH, CyN(DaHHTypeHHH WK HAKOE OT
nomomuTe Bemecrsa Ha Tpudac 200 mg, w3bpoenu 8 T. 6.1;

- OnOpeulia Be[OCTATRUHOCT C AHYPHS;

- UepHOAPOOHA KOMA HJIH NPEKOMA;

- XMIOTOHAS,

- XHTOBO/TEMHS;

- XHNOHATPHEMHA, XHIIOKAJIMEMHSA;

- 3HAYHTEJHH CMYIICHNS PH YPHHHUPAHETO (HANP. NIPUYMHEHH OT XHICPILIaIvsd Ha
TIPOCTATATA);

- KbpMeHe (BX. T. 4.6);

-  HOPM&IHA HJTH CaMO JIeKo Hapyllena 6b0peuna GyHKuMA (KpETHHHHOB KiMphHe Hag 30 ml 3a
MUHYTA W/WIH CepYMEH KpeaTHHUH no-Manxo or 3,5 mg/dl), nopann puck or texka saryba na
TEYHOCTH H ENEKTPOIIMTH.

4.4. Cuennannu npeyupexieHds # UPEAIAIRE MEPKH NIPH ynoTpeda
Tsi KaT0 3acera JIMNCEA JOCTATHYCH TEPaNeBTHYEH OIMT, TopaceMH s Tpsalsa Aa ce pHJIara ©
MOBHIUEHO BHUMAHHE B CAIy4ait Ha:

- Tojarpa;

- ¢bpAeyny apuTMum (Hamp. SA Gnok, II win IIT crenen AV 6nox);

~  NATONOTHYHH [IPOMEHH B aJIKaJIHO-KHCETHHHOTO PABHOBECHE;

- eHOBPEMEHHO J¢4eHHe C TUTHH, AMUHOMTHKO3HAN HiH ehanocIiOpHEH;

- WATOJOFMYHM NPOMEHH B KPBBHATA KapTHHA (T.¢. TPOMOOUMTONCHHA WIM AHEM
nauHeHTy Ge3 Gu0pedHa HeROCTATEYHOCT);

- ©u6peuHa HEAOCTATHMHOCT, NPUYKHERA OT HePOTOKCHYRH BEIIECTBA,;

- Aea H oHomH noa 18 ronunu;

- KpeaTHMHHHOB KIMpBHC MeKIy 20 ml # 30 ml 3a MunyTa }/HIM KOHLEHTP.
KpeaTHHuH Mexcay 3,5 mg/dl i 6 mg/di.




TTpunoxennero Ha Tpudac 200 mg Moxe fa AoBeXe O NONOKUTENHH PE3YITATH IPH AOTIMHT-
TECTOBE.

He e 8p3MOKHO Xa ce npeApraH ebekTa BBPXY 30paBeTo NpH 3noynotpeda ¢ Tpadac 200 mg 3a
JOTIHHT [IeJIH; He MOTaT ia C& W3KTIYaT PHCKCEE 3a 34paBeTo.

Tputac 200 mg cuaepxa HakTo3a. ETO 32100 MALMEHTH C peKA HACASACTBEHH NPOGIeMH KaTO
HEMOHOCHMOCT KbM Tallaxto3a, JakTaseH feHiuT Wi ManabcopbLHA Ha roKo3a/ FanaKTosa He
TpaGBa ia npHeMaT TO3H JIEKapCTBeH NPONYKT.

4.5, BaammogelicTERe ¢ APYIH JeKAPCTBEHA NPOXYKTH W IPYTE GopMA Ha
B3aHMogeicTBHE

TpsGBa za ce UMAT NpeABR] CIETHUTS IEKAPCTREHN B3aMMOACHCTBHA:

Topacemus sacanBa AeticTBHETO HA APYTH NTEKAPCTREHH MPOAYKTH, OHHKABAINH KPBBHOTO
Hansrase, ocofeno Ha ACE-prxuburopure. Ako Tpabea jia ce npwioxkar ACE-mxuburopn, karo
NOITBJIHEHKE KWK He3abaBHO clie) TeIeHME ¢ TOPACEMBA, TOBa MOXKE Jia IOBeJie IO CHNHO CNajaHe Ha
KPBBHOTO HaIAraHe.

[Mpeau3BAKAHOTO OT TOpACEMHI [TOHIKABAHE HA KAITHA, MOXEe Aa JOBEAE A0 3a4eCTABAHE 1
3ACHIIBAHE HA HEXEIAHUTE PEakiMu MMPH EIHOBPSMEHHO NPHIOKCHHE Ha JHTHTAIHCOBH NIPEnapaTH.

TopaceMu MOKe A2 MOHIKH ehexTa Ha anTdanabeTHITe JIeKapCTsa.

[Npofexeunn i HECTEPOMAHUTE HPOTHBOBB3NATHTEIRH IeKapCTBa (HANp. AHIOMETALHH,
QUETHICAIHIIMIOBA KHCETHHA) MOYKS 13 TOTHCHAT JUYPETHYHOTO NeHCTBHE IOHIKABAIIHA KPBBHOTO
Hanarane eqexT Ha TOPACeMH,

TokcuaHuAT eDEKT Ha NEYeHNEe ¢ BUCOKM RO3M CAUTHIMIATY BBPXY USHTPAIHATA HEPBHA CHCTEMA
MOKE [a C& 3aCHIH TOKCHIHEA e(exT.

QcofeHo B cydai Ha NeveHde ¢ BHCOKH A03H, TOPACEMM]] MOJKE 13 3aCHTH CIICAHHTE HeKEIaHH
e(hEKTH: OTOTOKCHYHHTE H HEYPOTOKCHIHUTE eeKTH Ha AMEHOTTIHKOIMIHITE aHTHOHOTHIIH (Hanp.
KAHAMHALIUH, MFeHTAMHEINH, TOOpaMHAIiH), Ha IPON3BOMHHETE HA IMIATHHATE LIMTOCTATHIM, KAKTO K
He(ppoTokcHyHITe edekTh Ha LedanocnoprHUTe.

TopaceMHI MOKE CHUIO Na 33CHIH NeficTBHETO Ha TeOPUIMHA, KAKTO W MYCKYIOPETaKCHpaliHa
edekT ua Kypape-TofoGHETe NeKAPCTBEHH IPOAYKTH,

JiakcaTusiTe, A CHINO ¥ MHHEPAIO- H TTHOKOKOPTHKOKIH, MOXE 14 3aCHIAT 3arydara Ha kanmii.
NpeIH3BMKARE OT TOPACEMH.

EnHOBPEMEHHOTO IEUeHHe C TOPACEMUA K NTATHIH MOaKe Ja AORe/Ie AO YBEIMYABAHE HA CePYMHUTE
KOHLIEHTPAIMMK Ha JINTHA H TAKA Ja NPeAHU3BHKA 3ACHIBAHE Ha JCHCTBHETO ¥ HOKETAHHTe PEAKIMH Ha
JUTHA.

TopaceMsi] MOXe Jia TOHIDKK Ba30KOHCTPHKTOPHOTO ACHCTBHE Ha KaTeXolIaMHHRWTe (Harnp.
afpeHaTiH, HOpaApeHATHH).

EQHOBpEMEHHOTO JIEUEHKE ¢ XONIECTHPAMHH MOXKe Ja 3aTPYHH nepopatsaTa afcopbima Ha
TOpACeMI] H N0 TO3H HAMMH H JKeJlaHHA edeKT.

4.6. @epraauTer, GpeMeHHOCT B KhpMEHe

BoementocT

Janpy 3a ynorpebata Ha TopaceMH] oT HpeMeEHH XKeHH [TATICBAT MK Ca OTPAHMYCHH,
TMpOyYBaHKMSTA ¢ }KMBOTHY MIOKAIBAT PEIPOAYKTHEHA TOKCHYHOCT. [IpH excliepHMeRTAIMM MOJIENTH ¢
KUBOTHH TOPACEMH TPEMUHABa Npe3 miauentara (Bx. T. 5.3). Ero samo Tpudac 200 mg ue ce
TIpeNopEBa IPH GPEeMEeHHOCT.

Jo HaTpynBaHETO Ha JOCTATHYHO AAHHH, TOPACSMHIL MOXKE Jia ¢€ H3HO/I3B4 110 BpE;
GpeMEHHOCT caMo 1Ipy ACHO onpeReneHa HeobxoaumMocT, B Tesn cnyyau Tpabea na
Hali-HiCKaTa eheKTHRHA JI03a.

HuypetriTe He ca HOAXOASIIM 3a PYTHHHO JICYCHHE HA XUIIEPTOHHUS M OTOLL
GpeMeHHOCT, 3a1I0TO MOrAT Ja HAPYLIAT HepQy3HATA HA MIAUEHTATA U IO TO3M
BLTPEYTPOOHOTO pasBUTHE. AKO Ce Haiara IpHIOAKECHHETO Ha TOPAceMuUA 3a Chp/;




HEJOCTATEYHOCT HpH GPEMEHNM KEHH, €JIEKTPOIHTHTE i XeMATOKPHTET, KAKTO W pacTeXbT Ha IWI0Aa
TpsadBa CTPUKTHO AA Ce TIPOCIEIABaT.

Knpmene

Hsma nanuu 3a peMiHaBae Ha TopaceMy B MalfuBHOTO MIIAKO TP XOpa WM xasoTHH. He
MOXKe Aa Ce W3KITIOMH PHCK 38 HOBOPOACHOTO/KbpMadeTo. ETo 3anio NpHACKEHHETO HA TOPaceMH, TiO
BpEeMe Ha KbpMeHe e POTHBONOKa3aHo (BX. T. 4.3). Axo ynorpe6ara no Bpeme Ha KspMeHe e
HAJIOXKHTENHE, KbPMEHETO TprOBa 48 Ce NPeyCTaHOBY.

Deprynurer

He ca nporexiauu npoyusaHus 3a edeKra Ha TOpaceMH 1 BhpXY $epTrnnTeTa py xopa. Ilpn
ApoYYBAHWA ¢ XKMBOTHH He c€ HaOmoaasat epeKTH Ha TOpaceMu BPXY QepTridTera.

4.7.  EdexTn Bbpxy cnocolHocTTa 33 modHEpaREe B pa6OTa ¢ MANINHA

Jazxe u ipd npasuinHa yRorpeba TopaceMHI MOXKE 1A TIORTHAE PEAKTHBHOCTTA [0 TakaBa CTETeH,
4e Na ¢e 33CErHaT CNocOGHOCTHTE 3a AKTHBHO YUACTHE 8 ABHXEGHHETO 110 MBTHIIATA My paboTa ¢
Mamnay i pafora Ges cTaGuiHa onopa Ha Kpakara,

Tora ce oTHacaT 0COOEHO HpH 3a109YBAHE HA NEUCHHETO, YBEMHYaBaHe Ha jo3aTta WM B CIydauTe
HA 3aMsiHa Ha JICKApCTBEHM NIPOAYKTH WIH 3AII0YBAHE Ha CHITBTCTRAMIO EYSHHE, KAKTO M [IPH
eAHOBPEMEHEH NPHEM Ha AITKOXOJL.

48. Hexenanu NeKapCTBeHB PEAKIAH
Tpu nevenye ¢ Tpudac 200 mg Morar Qa ce MOABAT ClieJHHTE HEXETAHH PEaKiliH, CIIOMCHATH
no-goy.

3a xiacupUKamHg Ha 9eCTOTATA C¢ M3NOJI3BA CTIEHATA CXEMA:

Msoro gectH: >1/10

Yecrw: >1/160 mo <is10

Hewecr:  =1/1 000 no <1/100

Penkii: >1/10 600 ao <1/1 D00

MHoro peaxu: <1/10 000

HemspecTHa 9ecToTa: HEe MOI'aT [ia Ce OLCHAT OT HANHYMHATS JAaHHH

Hapymerus na Tau HATA CHCTEMa
Muoeo peoxu: namaned Gpolt TpOMOGOLMTH, €PUTPOLIMTH H/AIIH IEBKOLMTH.

Hapyitenns Ha MMYyHHATa CHCTEM
Mnozo peOxu. aaeprudsu peakiuH (Hanp. ¢bpOex, exzanteM, GOTOTYBCTBHTEAHOCT), TEHKKH
KOXHM PeaKi{Hi.

Hapymenys Ha MeTabONM3IMa W XPaHEHETO
Yecmu: BAOMIABAHE HA METaDOAMTHA 211033, MYCKYNHH KpaMi# (0co0eHO B HAYANOTO HA

NiedeHUeTo), YReMYeHa KOHLICHTPAHs Ha MMKOYHATA KHCETHHA Y TIIOKO3aTa B KPBBTA, KAKTO H HA
JTHITHAHTE B KPBETA (TPHITIHLIEPHIH, XONECTEpON), XHIIOKANHEMId, B CHUETAHHBE ¢ AueTa, HeaHa Ha
KAJIMi, pU NOBpbILAHE, AHapUA, CISK H3HON3BaHE HA BHCOKM JIO3M IAKCATHEH, KAKTO H TIPH
TIALMEHTH ¢ XPOHHYHA YEPHOAPOOHA AHChYHKIHS,

B 32BHCHMOCT OT ZI03aTa M IPOJB/DKATEIIHOCTTA Ha JIEYEAHEeTO MOTaT Ja o pogskt
BbE BOTHO-ETEKTPOIMTHUA §anaHC, 0coBeHO XMIOBONEMNA, XMITOKATHEMHA H/HIH

CbaoBH HApYIIEHNS
Mhozo pedku: B pe3ynTaT OT XeMOKOHLUEHTPALHATA MOTAT 13 Ce TIPOABAT TP
VCIOXKHEHHSN, ChCTOAHNA Ha OOBPKBaHE, KAKTO M ChPJCYHH H HSHTPAIHH LHPKYJIH



(BKIIFOUMTENHO CBPACIHE H MOZbYH2 HeXeMus). ToBa Moske 1a JIOBelle HATPHMED N0 aPHTMUK, aHTHHA
TIEKTOPHC, OCTHP MHOKApAECH HHOAPKT WA CHHKOM,

CToMamHO-4YpeBHH HAPYIICHAR
Yecmu: CTOMAUIHO-IpPEBHA HApYLIeHus (HALID. JTHIICE Ha AeTRHT, croMamiEa Gonxa, ranexe,

NOBpPBIIaHe, ARapPHA, 38NeK), 0co6eH0 B HAYAIOTO HA JIEUEHHETO,
Muozo pedru: NaHKPERTHT.

XenaTo-CnnHapHH HAPYIICHHS

Yecmu: NOBHINCHH HUBA Ha onpelenery YepHOnpoOHH ensnMH (rama-I'T) B kpuBTa.

eHKug Ha 610pe IMKOYHMATE ITHTHINA
Heuecmu: yBelTMerit HHBA Ha KPEaTHHHH H Ypes B KPbBTa.
TMpy nanmMeHTs ¢ HAPYLICHNS TPY YpUHHApaHe (Hanp. OOpajH XHIepnIasHs Ha NPOCTATaTa),
AOBHIIEHOTO 00pasyBae Ha YPHHA MOXKe 3 JOBele N0 PETeHIHA Ha YPHHA U A0 NpepasTaraHe Ha
HHKOYHHS MeXyp.

BapyueHnd ¥ eQekTd Ha MACTOTO HIONKEHHE
Yecmu: rnasobonue, 3aMassocT, yMopa, ciaboct (0cobeHo B HAYaN0TO Ha JICUEHHETO).
Hevecmu: xcepocTOMHA, APECTEIHN.
Muozo pedxy: BapyllicHHA B 3pSHUETO, LIIYM B YIIKHTE, 3ary0a Ha CIIyX.

3abenescru

Tps POXBIDKUTENRHO HeueHHe TPAOBA PENOBHO Ja C¢ MPOCIEAABA eNEKTPONMTHHA OANAHC,
0CcO0CHO CepyMHHA KATHIL.

Ha onpepenend uuTepeans TpAORa Ja ¢ TIPOCIICANBAT H HUBATA Ha [MIIOK03aTa, THKOYHATa
KHCENHHE, KPCaTHHHHA H JTHITHAHTE,

Tl kKaTo MOXKe A ce OUAKBa MOBHINCHUE Ha KPBBHATA 3aXap Ce NPEerophyBa BHUMATENIOH
KOHTDPOJI Ha BBITIEXHIPATHHA MeTabolHIBM NIPH NANUEHTY ¢ IATeHTeH Wiy MarudecTen auaber.
Kpbausure KICTKH (€pHTPOLIHTH, JIEBKOIHTH, TPOMOOIMTH) CHIIO TpiaGBa Na ce npociieaspar Ha
PENOBHH UHTCPBAH.

OcofeHo B HAYANIOTO HA JISYCHUETO U B CTapyecka Bb3pacT, Tpatea Aa ce 0OBbpHEe RHHMAHHE HA
BCEKH IIPH3HAK 38 3ary0a Ha eNeXTPONHTH ¥ XEMOKOHIEHTPALHS.

Crobmasake Ha ONO3UPAHH HEMKETAHH PEAKIIA
Cro0aBaHeTo Ha NOAO3HPAHM HEXENaRy PeakiliM Cliel] pazpeiaBaHe 3a yrorpeda Ha NeKapeTBEHMIT

NPOAYKT ¢ Bao. ToBa No3BONABA A2 MPOXRIDKM HAOTIOREHHETO HA CHOTHOIEHHETO NOJi3a/PHCK 3a
JeKapeTBenus mpoykr. OT MEUIWHCKATE CISHMANACTY ¢e H3MCKBa Ja ¢ho0maBar Beaka
NoJ03upaRa HexKeTaHa peakiHd ype3 HAMOHATHA CHCTeMa 3a chobmiapane:

HMzanwmuntentia areHis 1o JIexapcreaTta

ya. JHaman [pyes” Ne 8
1303 Cogmn

Ten.: +359 28903417
vebcaiir: www.bda. bg

4.9. Ipesosnpase

CHMOTOMH HA HHTOKCHKALLHA
He ¢ n3BecTHa cienM@UYHA KapTHHA Ha WHTOKcuKaua, [Tpenosupanero Moxke fa np

CTOMAIIHO-YPCEHH CHMIITOMH,

Neuenuye Ha UHTOKCHKAIMATA



Coeuptuden aHTHAOT He ¢ H3BecTeH. [1o IpHHIHT CHMITFOMHTE HA HHTOKCHKALNS M39€3BaT KATO
ce HAMAJIH J032Ta WM Ce CIIPE JIEMEHUETO 1 IHOBPEMEHHO C TOBA Ce K3IBBPHIM CYOCTHTYHpaHe Ha
TEYHOCTHTE H ENEKTPONITHTE (HeOBX0AUMO € fIa ce HicIeanar).

Topacemm HE c¢ JUaAIH3Apa H NopadH TOBa XEMOJHAITH3aTA He YBCIM9ana CIHMIHALMATA.

Jleuenue npu xunosonemun. 0GEMO-31a8MECTHTENHA TEPATIHA.
Jleuenue npu xunoxanuemua: cyOCTHTYHpaIIO NICIEHUE C KA.

Jleuerue npy yupKya@MOpeEN KONANC: AHTHILIOKOBO HOMTOKEHHE, aKo € HeOOXONHMO - AHTHIIOKORO
NEYEHHE.

Crewtru Mepxu npy aHaQuIaKmuen wox:

Ilpy nosABa HA THPBHATE CHMITTOMM (HAIlP. KOKHY peakllHH, KaTO YPTHKapHa HIH 3a49epBiBaHe,
HecnoKoHcTBNHe, rasofonue, H3N0TIBAHE, raleHe, THAHO3A):

~  OCHI'YpeTe MHTPAaBEHO3SH [T ChOTBETHO;

~  OCBEH CTaHNAPTHHTE CTISUHH NMPONENYPH, NOCTABETS NAMEHTa B JICTHATIO TTOI0MKEHHE C

TOBIWTHATH KPaKa, MOYHCTeTe JHXATeIHYTe NHTHINA B obaumBaiite ¢ KMCIOpOL;

- ako e HeoBXoIMMO ce NpeANpHeMaT JOMbITHHTE/IHY CTICINHE MEPKH {BRIFOTHTETHO

NPWIOKEHNAS Ha AfPEHATHH, 00EMO3aMECTHTENHA TEPANHNA, TIOKOKOPTHKOHIH).

5. @ APMAKOJIOTHYHY CBOMCTBA
5.1. @apmaxoaEHaMHuNM CBOiCTBA

DapmakoTeparieBTHIHA I'pyna: GPUMKOBH Ay PETHLH
ATC xon: C03 CAO4

MexanuzpM Ha neHcTBHE
Topacemus npuTexkaBa callypeTHsen eekT, KORTO ce OCHOBABA Ha IOTHCKAaHE Ha 6s0pewHaTa
peabeopbiva Ha HATPHI B XIIOp B ACHEHICHTHOTO pamo Ha OpuMxara na Xerne,

OapMaxonMHAMHIHK edekTH

TTpu xopa, IUYPETHHHUAT eeKT CAe WHTPABEHOIHO H MEPOPATHO IpIoKenHe OBp30 AocTHra
CBOS MAaKCHMYM [Ipe3 ITbPBHY HaC H CBOTBETHO 2. M 3. Jac ¥ NMpoTebkana 5o 12 uaca. [lpu 3xpasu
HHIMBWAH e Ba0inogaraHo 3acHIBaHe Ha AMYPE3aTa, IPONOPLHOHAIHO HA IOTAPHTEMA Ha 1103414
("BHcoko-Tasanna akTHBHOCT", "high-celiling activity"), npu xo3n 8 pamMkure Ha 5-100 mg, 3acunBane
Ha AMYype3aTa MOe ChINO Ja Ce TIONYYH M B CITYUaH, KOTATO APYTH JAHYPETHIH BEYE HE OKA3RAT
ROCTATHIHO ACHCTBHE HAa APYTH AMYPETHUIH (HanpuMep THa3|IH, AelCTRANH B JUCTATHITE TYOY.TH),
HATIp. TIPH MAIMEHTH ¢ yBpeneHa 6r0pedHa GyHKIHA.

TIpet maupeRTH ¢ TEKKA IO TepMEHATHA 650peqHa HETOCTATEIHOCT, TOPACEMHI HHIYLIMPA
MOGHIH3RUMA HA OTOLMTE M MOHWKABA MOBHLIEHOTO APTEPUATHO HANATAHE.

5.2. @apmakoKAueTHUHH cROMCTRA

AbGcopbups 1 paznpeneneHue

Cnea nepopasies pHem, TopaceMuz ce abcopbrpa OpP30 ¥ NOYTH HAITBIHO, MAKCHMAITHHTE
CEPYMHH HHBA C€ JOCTHTAT o 1-2 qaca.

BuonamuarocTTa € okoito 80-90%; nprn npeanonaraeMa IrkiTHA pe3opOilus, epeKThT Ha MLPBO
npeMHHaRaHe Npes YepHus Opod aocTura MakcAManHo 10-20%. —

HensycMuCICHHAT pe3yITAT OT JaHHHTE OY IBe MPOY4BAHHA NOKA3Ba, Y€ BBIPSKH
(3aBMCHMATA OT BpEMETO) CKOPOCT Ha pe3opOiud Ha TOpaceMH/l HAMAJIfBa Clejl ripHe.
Hucka Cmax, KaKTO i OBHIEHH CTOMHOCTH Ha tmax), obiaTa pezopSinin Ha Topac
NOBNHABA OT ITPUeMa Ha XpaHa.




Tloneue or 99% oT TopaceMm]| C& CBLP3BAT ¢ ILTA3MEHHTE IpoTerHy, MeTabonarare M1, M3 u
MS5 ce cenp3Bar choTBeTHO B 86%, 95% 1 97%. Habmoaasanust ofeM ha pasnpesenenne (Vz)e 16 1.

buo chopm

Tipu xopara ropacemuy ce MetaGonH3upa 1o Tpu MetabonuTa M1, M3 u MS. Hama nasnn 3a
CBINECTBYBAHETO Ha ApYrH Merabonuts. MeTabommrare M1 ¥ M5 ce nomyuasar 4pe3 GOCTENCHHO
OKCHMpPaHe Ha MeTHIOBATA TPYNa HA (PeHWIIOBHA NIPECTEH 10 KAPOOKCHITHA KHCEIHHA, 2
MeTaGonureT M3 upes Xupokcuivpase Ha NPLCTEHA.

MertaGonurure M2 1 M4 , KOHTG 0¢ OTKPHBAT B M3NHTBARMUA NpPH JKUBOTHH, HE C& OTKPHUBAT NPH
XOpaTa.

M ane

Tlpu 3apasy HHAMBHIM TEPMMHATHOTO BpeMe Ha NOMYXHBOT (t1/2) Ha TopaceMHI H HeroBUTe
meTabonuTy e 3-4 qaca, OGIIWAT KIHPLHC Ha TOpaceMiy € 0T nopaabka Ha 40 ml/min, 6s0peunns
KIHPBHC € npubnmurenno 10 mYmin.

Tpu 3xpasn uuaueuny, npubnuskrento §0% or npriokenarTa 03a Cé OTKPHBA B YPUHATA NOJ
(bopMaTa Ha TOpaceMHl 1 MeTaGOIHTHTE My B CIEAHOTO CPEHO NPOLIEHTHO CLABPKAHNE: TOPACeMHN
-ipubnmsurenao 24%, Metaborut M1 - npubnnsurento 12%, metaGonur M3 - npubnusurenso 3%,
meTabonut M5 ~ npubmusyrenso 41%. Ocuosaust metabonur M5 He npirexasa auyperHieH edexT;
npubnusure:ino obmo 10% o1 dapMakoKMHETHIHHA eeKT ce TBDKH Ha akTuBHuTe MeTaGonumd M1
n M3.

[pu 666peuna HeROCTATHIHOCT, OOMIHAT KANPBHC H BPEMETO HA NONY-THMHURAPAHE Ha
TOPaceMHJ] OCTABAT HENPOMEHEHEHH, BpeMeTo Ha NoTyemsMHrEpane Ha M3 u M5 ce yanmkasa,
Brnpeku Tosa HapMaKOIHHAMHYHHAT GPOQIT 0CTAR2 HETIPOMEHEHO, BPEMETO HA eHicTBHE He ce
TIOBNIHABA OT CTENMEHTA Ha Gp6peutara HeJoCTATRIHOCT, TOpaceMul ¥ HETOBHTE METa0OIMTH Ce
H3THYBAT B HESHAYMTEITHA CTENEH Upe3 XeMONHATIH32 WIH XeMOGHATPALIHS.

Tpu naupeHTH ¢ HapyweHa depHON0OH QyHKIS MM CHPICIHA HEIOCTaTEYHOCT, BPEMETO Ha
TOJTy-eTHMHHHpaHE Ha Topacemu)y ¥ Merabonura M5 e nieko yARDKEHO, 8 KOTHYECTBATa Ha
BEIIECTBATA, HATHYEHH C YPUHATA, OTTOBAPAT HA TE3M P 3APABH XOpa.

ChnenoBareTHO HE MOYKe 4 C€ 09aKBa KyMYJHpaHe Ha TOPAaCEMH]| H HETOBHTE METAOOMHTH.

RHEHHOCT
Topacemun U HerobuTe MeTaCONIHTH & X2PAKTEPHINPAT C JO30-3aBHCHME NTMHeHHA KHHETHKA, T.¢,
MAKCHMANHATA COpyMHEA KORUIEHTpaLHA H IJIOMWTE TI0] KPHBUTE HA CEPYMHHTE HIRA HapacTRaT
[TPONOPUHOHANHO ¢ YBEJIHYABAHETO HA 103ATA.

§3. [Ilpeaxnamununs anns 3a Gesonacuocr

ExcrieppMeHTHTE C )KUROTHH 33 (apmakonortd Ha 6e30nacHOCTTa, XpOHHYHA TOKCHIHOCT,
MYTareHHOCT M KaHIEePOTeHHOCT He NaBaT JAHHH 33 NO-BHCOK PHMCK NPH NPIIOKEHNE ¥ X0pa.

B npoyusauus 3a penpoAyKTHBHA TOKCHIHOCT, HAMa TAHHU 32 TepaToreHHH edeKTH y ITbXOBE,
He3aBucHMO OT TOBA, TPH BHCOKY K03H Y OPeMEHHM 3ai1IM H ILTEX0BE ce HafnoNaBaT TOKCUIHK
edexTn 2a nioAa ¥ Maiikara. [Ipu mbxoke He € 640 BH3MOMKHO NEMOHCTPHpaHE Ha IPeMHHABaHe Ha
TopaceMun npes wianeurata, He ce Habmonasar edextu pppxy GeprunuTera.

6. PAPMAIEBTHYHN JTAHHHA

6.1. CnRceK HA GOMOIDTHETE BeDISCTBA

JlaxTo3a MOHOXMIpAT

Mukpokpycranua HeTyiosa

Topunmon K 25

Kpocnoswion

Margrezdesn creapar (Ph, Eur.) (pactirrener)




6.2. HecwBMecTHMOCTH

Henprnoxrmo
6.3. Cpok Ha rogaoct

S roavsy

6.4. Chnennanns yoI10BHM H ChXpapeHHe
Ha ce cpxpanasa non 25°C!

6.5. Baaa cnabpxanEe HA ONAKOBKATA
Brucreps ot npozpades PVC dunm, 3areyatad ¢ afyMHHHEBO HOIHO.
OpurvsanHure onakoek ¢saspxar 20, 30, 50, 100 wm 200 Tabretxa,
He poHukn BMIOBE OMAKOBKH [ie A3 OB1aT nmycHaTy B ipofaxkba.

6.6, Cnennajun npelNa3HH MepKH NPH HIXBLPIAME

Hensmon3paunaT JTEKAPCTBEH NPOXYKT A OTHABHHITE MATEPHATH OT Hero Tpsbsa fa ce
USXBBIIAT B CHOTBETCTBHE ¢ MECTHUTE HIHCKBAHUA
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