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2.KAYECTBEH H KOJIMYECTBEH CBHCTAB |C GOGPOHUIE Ne .........ovoeoe Y A
Beska Tabnerka cpappxka 200 mg Topacemun (torasemide). ‘BIABPHKALLUHAT CE B TAOJIETKHTE
Tpudac 200 Topacemun e B crabunnara moaudukauus dopma I.

[TomoLuHH BewwecTBa ¢ U3BECTeH eeKT: IakTO3a MOHOXHAPAT 97 mg (BX. T. 4.4 u 6.1).

Tpugac 200 mg Tabnerku
Trifas 200 mg tablets

3a MBLJIHUA CTIMCHK Ha MOMOLIHHMTE BEILeCTBa, BHXKTE TOuKa 6. 1.
3.JIEKAPCTBEHA ®OPMA

Tabnerka

benu, Kpbriiy, Ieko ABOMHO H3MBKHAIU Ta6IETKM ChC CKOCEHH pBOOBE M JeIUTENIHA Yepra Ha KPbCT
OT JIBETE CTPaHH.

Tabnerkara moxe na Gbe pasaeneHa Ha YEeTHPH PaBHH JO3H.

4. K IMHUYHM JAHHU
4.1. TepaneBTHYHM NOKA3aAHHS

Tpugac 200 mg e noka3aH cnewHalIHO NPH NALKMEHTH C TEXKKO HapyLueHa 0b0peuHa GpyHKUHA
(kpeaTHHHHOB KJIMpBHC Moz 20 ml 3a MHHYTa WK KOHLIEHTpaLUHA Ha CEpYMHHA KpeaTHUHHH Haz 6
mg/dl).

3a noAxbpKaHe Ha OCTaTHYHOTO MPOM3BOACTBO HA YPHHA Npd NaUMeHTH ¢ Texka 6BOpeuna
HENOCTaTHHHOCT, a CBILO H MPH MaNIH3a, aKO HMa HE3HAYMTE/IHO OCTATHYHO MPOM3BOACTBO HAa YPHHA
(Han 200 ml 3a 24 yaca) npu HanMYKe HA OTOLM, H3JIHBH W/HIIH BUCOKO KPBBHO HaJIAraHe.

Tpucdac 200 mg e nokasaH 3a Bb3pacTHH.

3abenexka:
Ynotpebara Ha Tpudac 200 mg e nokasaHa camo NpH NaLKEHTH ¢ TEXKO HapyweHa 60b0peuHa

(DyHKUHS, 2 He NPH NaUMEHTH C HOpMaJiHa 6b6peuHa GyHKuKA (BX. CHLIO T. 4.3).

4.2. Jlo3HpoBKa H HAYHH HA NPHJIOKEHHE

EDBHQQBI{E

3abenexka:
HeoOxoauMo € BHUMATENHO MpociaeAsBaHe Ha NaUMeHTa OT JieKap 1o BpeMe Ha Jieuenue ¢ Tpudac

200 mg.

Jo3upoBkara Tpsa6Ba na ce onpeneny cnopen WHAWBHAYAJIHHA Clly4yal U TexXecTra Ha Ohr0peyHara
HEAOCTAaTb4YHOCT.

Jledennero Tpsabsa na 3anoyHe ¢ ueTBbpT Tabnerka Tpudac 200 mg (eKBHB
TOpaceMu]) AHEBHO. B ciiyyaii Ha HEOCTaTBYHO OTAENAHE HA YPHHA, Ta3H 1033
Ao nonosuH Tabnerka Tpudac 200 mg (exBuBasieHTHO Ha 100 mg Topacemun) ax
ot 1 Tabnerka Tpugac 200 mg (exBuBanenTHo 200 mg TopaceM1a) AHEBHO.



Ileouampuuna nonynayus

besonacHocTTa M edukacHocTTa Ha Tpudac 200 mg npu aeua v IOHOLIM Ha BB3pacT nox 18 roauuu
He € ycTaHOoBeHa. ETo 3all0 TopaceMua He TpabBa a ce ynoTpebsBa npu Jeua M IOHOLIH Ha BB3pacT
nox 18 roaunHu (Bx. T. 4.4).

Yeproopobua neoocmamwvynocm
Jleuenunero TpsAOBa Ja ce MpoBexAa ¢ BHUMaHKE MPH MALMEHTH C YePHOAPOOHA HEAOCTATHYHOCT,
ThH KaTO MOXeE /1a Ce yBeJIH4YaT MIa3sMEeHHUTE HUBA Ha TopaceMu] (BX. T. 5.2).

Cmapuecka ev3pacm
He ce Hanara npomsHara B fo3ara B crapuecka Bb3pacT. Hama o6aue 10cTaThuHO MpOy4BaHHS,
CpaBHABAllH NALHEHTH B CTAP4YE€CKa BH3PacT C MO-MJIAIH.

HayuH Ha npuioxeHue

Tabnerkure TpsaGBa Aa ce MOrbJHAT C MAJKO TE€YHOCT CYTPHH. BHONOrHYHATA AKTHMBHOCT Ha
TOpPaceMH/] He 3aBHCH OT NpMeMa Ha XpaHa.

Huempyxyua 3a pazoensanemo Ha mabaemxume:

TabneTkure Morar JIECHO Ja ce pa3uymnaT Ha JBE KM YETUPH YaCTH C MOMOLLTA HA Jie/IMTe/IHATA
4epTa Ha KPBCT. 32 Ja ce pa3jieli, TabieTkara ce NoCTaBs BbPXY paBHA MOBbPXHOCT (HAMp. Maca WK
paboTeH IUIOT) C AENMTENHATA YEPTa Ha KPBCT OT ropHaTa cTpaHa. C nokasajiLiuTe Ha JIBETe phlie,
TabJIeTKaTa ce HaTUCKa HAIABO U HAJIACHO MO AB/DKWHATA HA eJHATa AeJIMTE)l Ha YepTa, 3a Ia Ce pasyynH
Ha [1B€ MOJIOBHHH. YeTBBPT TalJIETKH Ce NOJTy4aBaT, KaTo NoJy4eHHTE MOJIOBHH TabIETKHU ce pa3yymnaT
Ha JBE MO ChLUHMSA HA4YHH.

4.3. IIporuBonokKa3zaHHA

-  CBPBXYYBCTBHTETHOCT KbM aKTHBHOTO BELIECTBO TOPACEMU, CYIaHUNypelHH WIH HAKOE OT
noMouHHTe BewecTa Ha Tpudac 200 mg, u3bpoeHu B T. 6.1;

- O6BOpeyHa HeAOCTATHLYHOCT C aHYPHS;

- 4YepHOoApoOHa KOMa WJIH NMpPEKoMa;

- XMIIOTOHHA,;

- XMIOBOJIEMHS;

- XMIIOHATpHEMMS, XHNOKAITHEMHS,

- 3HAYMTEJHH CMYLUEHHA MPH YPHHHUPAHETO (HanNp. NPUYUHEHH OT XHNEpIUIa3Hs Ha NMPOCTATAaTa);

-  KbpMeHe (BX. T. 4.6);

- HOpMaJlHa HJIM CaMo JIeKO HapyuieHa 0b0pevHa ¢yHkuus (KpeTHHHHOB KIHpBHC Haa 30 ml 3a
MHMHYTa W/WIH CEpYMEH KPEaTHHHH No-MaJiko ot 3,5 mg/dl), nopanu puck ot Texxka 3ary6a Ha
T€YHOCTH H €JIEKTPOJIMTH.

4.4. Cneunajinu npeaynpexaeHusi H NpeANa3sHH MEPKH NpH ynorpeba
T'pi KaTO 3acera JIMNCBAa NOCTaTh4€H TEpamneBTHYEH OMUT, TOpaceMMA TpsAGBa Ja ce mpuiara c
MOBHILIEHO BHHMaHHWE B CJy4al Ha:
- nojaarpa;
- CbpAe4YHH apuTMHH (Hamp. SA 670k, II unm III crenen AV 6i0k);
- NaTOJIOTHYHH NMPOMEHH B AJIKAITHO-KUCEJIMHHOTO PaBHOBECHE;
- €AHOBPEMEHHO JICYEHHE C JIMTHH, AMHUHOIIHKO3HAH WIH Le(aIOCTIOPHHH;
- NaTOJOrH4YHH NMPOMEHH B KpbBHATa KapTHHa (T.e. TPOMOOLIMTONEHHA
nauueHTH 6e3 ObOpeuHa HeaOCTaTHLYHOCT);
-  O0BOpeuyHa HEAOCTATHYHOCT, MPUYMHEHA OT HEPPOTOKCHYHH BELLECTBA;
- [eua ¥ rHowM noxa 18 roquHm;




- KpeaTMHHHHOB KJIMpBHC Mexay 20 ml u 30 ml 3a MUHyTa /UK KOHLEHTpaALMA HA CepyMHHUA
KpeaTHHUH Mexay 3,5 mg/dl u 6 mg/dl.

[Ipunoxennero Ha Tpudac 200 mg Moxke na aoBene A0 MOJIOKHTENIHH Pe3yJITaTU NMPH NOMHHI-
TECTOBE.

He e Bp3MOXHO 1a ce npeABUAH e(eKTa BbpXY 34paBeTo npH 3noynorpeda ¢ Tpudac 200 mg 3a
JOTMHI LICJIH; HE MOraT Jia c€ MU3KJIH0YaT pUCKOBE 3a 3[IpaBeTo.

Tpudac 200 mg cpabpkKa nakro3a. ETo 3au0 nauMeHTH ¢ peaKd HacleACTBEHH NMpobieMH KaTo
HEMOHOCHMOCT KBbM rajlakTo3a, JlakTa3eH AcPHUMT MIu ManabcopOuus Ha rioko3a/ ranakrosa He
TpsAOBa Ja NpyUeMaT TO3H JIEKapCTBEH NMpPOAYKT.

4.5. B3aumopeiicTBHe ¢ JApYrH JIeKAPCTBEHH MNPOAYKTH H ApyrH ¢opMH Ha
B3aHMOJeHCTBHE

TpaGsa na ce UMaT npeaBU CIICAHUTE JIEKAPCTBEHH B3aUMO/ICHCTBHA:

Topacemua 3acHiiBa IEHCTBHETO Ha APYIH JIEKAPCTBEHH MPOAYKTH, NOHWXKaBaLUH KPbBHOTO
Hasiaraie, ocobeHo Ha ACE-unxuburopure. Ako Tpsabsa na ce npunoxar ACE-uHxuburopu, karo
OOMbJIHEHHE WJIM He3a0aBHO Clie]] JICYEHHE C TOPaceMHU/l, TOBA MOXKE J1a I0BEE A0 CHIIHO CriafjaHe Ha
KPBBHOTO HaJIAraHe.

[Ipeau3BMKAHOTO OT TOpaceMHI MOHMXKABAHE HAa Kalud, MOXE 1a AoBeAe A0 3a4eCTABaHE H
3aCHJIBAHE Ha HEXKEJIAHUTE PEaKLMH NMPH €AHOBPEMEHHO MPHUJIOKEHHUE HA IHIHTAJIMCOBH IpenaparH.

TopacemMua MoXe Ja NOHWXKH edeKkTa Ha aHTUAHAOETHUTE JIEKapCTBa.

[IpobeHeuna U HECTEPOUAHUTE MPOTHBOBB3NAJIUTE/IHHU IeKapcTBa (Hanp. HHAOMETALUH,
alETHWJICAJIHLIMIOBA KHCEJIMHA) MOJXKE Aa MOTHCHAT AMYPETHYHOTO ACHCTBHE MOHHKABALIUA KPbBHOTO
HansraHe eeKT Ha TopaceMH.

TOKCHYHHAT €(EeKT Ha JICYEHHE C BUCOKH JI03M CATHMLMIATH BbPXY LIEHTpa/iHaTa HEPBHA CHCTEMA
MOJKE J1a C€ 3aCHJIH TOKCUYHHSA €(EKT.

OcobeHo B ciiyyal Ha JIEYEHHE C BUCOKH JO3H, TOPACEMHI MOXKE 1A 3aCHJIM CJIEJHUTE HEXEJIaHH
e(eKTH: OTOTOKCHYHHTE W HEPPOTOKCHYHHUTE €(PEeKTH Ha AMHHOTJIMKO3WAHHTE aHTHOMOTHLM (Hamp.
KaHaAMHLMH, NéHTaMHLMH, TOOpaMMUMH), Ha MPOM3BOAHMTE HA IUJIAaTHHATa LMTOCTATHLH, KAaKTO H
He()pOTOKCHYHHUTE e(PeKTH Ha LedanroCnOpPHHHUTE.

Topacemua Moxe CbLIO Aa 3aCHJIM NEHMCTBHETO HA TEO(PHIMHA, KAKTO H MYCKYJIOpEIaKCHpaLLus
e(dekT Ha Kypape-noaoOHHUTE JIEKAPCTBEHH MPOLYKTH.

JlakcaTuBHMTE, a CHLIO H MHUHEPAJIO- H IVIIOKOKOPTHKOHH, MOXE [1a 3aCHIAT 3arybara Ha KajMi.
npeaAU3BUKaHa OT TOpaceMu.

EnHOBpEMEHHOTO JIEYEHUE C TOPACEMHUI M JIMTHM MOXKE Ja I0BEJE A0 YBEJIMYaBaAHE HA CEPYMHHTE
KOHLIEHTPALIMH HA JIMTHA M TaKa Ja Mpeau3BUKa 3aCHIBAHE HA NEUCTBHETO W HEXKEJIaHUTE peakUHH Ha
JINTHA.

TopaceMua MoXe na NOHHXKM Ba30KOHCTPUKTOPHOTO [€HCTBUE HA KaTeXOJaMUHHUTE (Hamp.
aJipEHa/IMH, HOpPAZPEHAJIUH).

EnHOBpeMEHHOTO JIeYEHHE C XOJIECTHPAMHH MOXE Aa 3aTpyAHH nepopajHata abcopOuus Ha
TOpPaceMHJ M MO TO3U HAYHH U XKEJIAaHUSA €(EKT.

4.6. DeprHaHTET, OpeMEeNIHOCT B KbpMEHe

bpeMeHHOCT

JlaHHH 3a ynoTpebara Ha TopaceMHU OT OpeMEHHH JKE€HH JIMIICBAT WJIK Ca OrpaHH4Y€eH
[IpoyuBaHHATa C )KMBOTHH MOKA3BaT penpoAyKTUBHA TOKCHYHOCT. IIpH ekcriepumeH
KHBOTHH TOpaceMHJ NpeMHHaBa npe3 ruiaueHrara (Bxk. T. 5.3). ETo 3amo Tpwu
npenopbBa Npu OpeMEeHHOCT.




Jlo HaTpymBaHeTO Ha AOCTaTHYHO JAHHM, TOPaceMHJ MOXE Oa CE€ HM3MOoJ3Ba MO BpEME Ha
OpeMEHHOCT caMo MpH ACHO onpeneneHa HeobxoauMocT. B Te3u ciyuyau TpsabBa aa ce W3MON3Ba CaMo
Hal-HUCKaTa e(PEeKTUBHA J03a.

JMypeTuuuTe He ca MOAXOAALUM 32 PYTHHHO JICYEHHE Ha XWMMEPTOHHA M OTOLM MO BpeMe Ha
OpeMeHHOCT, 3alI0TO MOraT Ja Hapyluar nepgysuara Ha IUIaLEHTaTa M 10 TO3H Ha4MH Na HapylIaT u
BBTPEYTPOOHOTO pa3BuTHE. AKO C€ Hajlara NpHJIOXKEHHETO Ha TOpaceMuj 3a ChpleyHa M GbOpeyHa
HEAOCTAaThYHOCT NPH OPEMEHHH XKEHH, EJIEKTPOTHTUTE U XEMATOKPHTBT, KAKTO M PacTeXBT Ha IUIOAA
TpsA0Ba CTPUKTHO Ja Ce MpocCieasBar.

KbpmeHe

Hama naHHM 3a npeMHHaBaHe Ha TOpaCeMHU/ B MaHYHHOTO MJISIKO MPH XOpa WM )KHBOTHH. He Moxe
/ia ce M3KJIIOYH PUCK 32 HOBOPOAEHOTO/KbpMayeTo. ETo 3al10 npuioxkeHHeTo Ha TopaceMH/ 10 BpeMe
Ha KbPMEHE € MPOTHBOMOKAa3aHo (BX. T. 4.3). Ako ynotpebaTa no BpeMe Ha KbpMEHE € HAJIOXKHUTEJIHA,
KbpPMEHETO TpAOBa 1a ce NpeyCTaHOBH.

DepTUIUTET

He ca mpoBexxnanu mpoy4BaHHs 3a eeKkTa Ha TopaceMHI BbpXy (epTuiaMTeTa mpH Xopa. Ilpu
Npoy4YBaHHA C XKHBOTHH He ce HabmloaaBaT eekTH Ha TopaceMHl BbpXY (epThinTerTa.

4.7.  EdexTH BbpXy cnocobHocTTA 32 modHpane u paboTa ¢ MALIHHH

Jaxce 1 npy npasuiHa ynorpeba TopaceMHA MOXKe [1a NOBJIMAE PEaKTHBHOCTTA JIO TaKaBa CTErEH,
ye Ja Ce 3acerHar CroCOOHOCTHTE 3a aKTMBHO Y4acTHE B JBH)KEHHETO MO MbTHLIATA WIH paboTa ¢

MallMHH WK paborta 6e3 crabuiHa onopa Ha Kpakara.
ToBa ce oTHaca 0COOEHO MNpH 3aMoYBaHe Ha JICYEHHETO, YBEJIHYaBaHE Ha 103aTa WIH B CIy4auTe Ha

3aMjiHa Ha JICKApCTBEHH TNPOAYKTH HIIH 3arno4yBaHE Ha CBIILTCTBALLO JIEYEHHE, KAKTO H MpPpH
CAHOBPEMCHCH IPHCM Ha aJIKOXOJI.

4.8. Hexes1aHH JIeKAPCTBEHH peaKlHH
[1pu neyenue ¢ Tpudac 200 mg MoraT aa ce NOABAT CEAHUTE HEXENAHH PEaKLIMH, CTIOMEHATH I10-

noJy.

3a knacudHKaLHg Ha YECTOTATa CE U3MOJI3Ba ClIeHATa CXeMa:

MHOro 4yecTH: >1/10

Yectu: >1/100 no <1/10

HeuecTu: >1/1 000 no <1/100

Penku: >1/10 000 no <1/1 000

MHOro peaku: <1/10 000

HewusBecTHa YyecToTa: He MOrarT J1a C€ OLEHAT OT HAJIMYHUTE JAHHH

HapywieHus Ha kpbBTa M JIMMdHaATa cucTemMa
Mnozo peoku: namaneH 6poi TPOMOOLIUTH, EPUTPOLIMTH W/HITH JIEBKOLIHTH.

HapylieHus Ha HMyHHaTa CUCTEMA
Mnozo peoku: anepruuHd peakuuu (Hamp. cbpOex, eK3aHTeM, (POTOUYBCTBHTEIHOCT), TEXKKH

KOXXHH PCAKLIHH.

HapyuieHus Ha MeTabonH3mMa U XpaHEHETO
Hecmu: BnowasaHe Ha MeTabOJIMTHA auMI03a, MYCKYJHH KpaMmMnH (OcOGEHO E /4 ¥t
JICYEHHETO), YBEJIHYEHA KOHLICHTPaLMA Ha MUKOYHATa KMCEIMHA H IIII0K03aTa B KPHETE

JIMMIHAMTE B KPBBTA (TPUITIHLEPHAH, XOJIECTEPOJI), XHIIOKAIHEMHS, B CHYETAHHE C [IEBTE "»ﬁ 3
KaJIiH, NpH NOBpPBLIAHE, AHAPHA, C/Ie[] U3MOJI3BaHE HA BUCOKH J1034 JIAKCATUBH, KaKTd P@ nal
C XpOHHYHA YepHOAPOOHA MHCHYHKLIMA. \ =




B 3aBMCHMOCT OT 103aTa H NPOABJDKHTEIIHOCTTA HA JICYEHHETO MOraT [a Ce€ MPOABAT HapyLICHMS
BbB BOJHO-EJIEKTPOJIMTHHA OaiaHC, 0COOEHO XUMOBOIEMHA, XUIOKATUEMHS W/ UIH XHIIOHATPHEMHUS.

CbI0BH HApYILIEHHUS
Mnozo peoxu: B pe3ynTaT OT XE€MOKOHLIEHTpaLMATa MOrar Ja ce MposBAT TPOMOOeMOOJIHYHM

YCJIOXKHEHHS, CBCTOAHKMSA Ha OOBPKBAHE, KAKTO U ChPACYHH U LEHTPAJIHH LMPKYJIATOPHH HapyLUEHHS
(BKJIFOUHTEJIHO ChpJie4YHa H MO3b4YHaA HUCXeMHA). ToBa MOXe Aa JoBeie HanpUMeEp 10 apUTMHH, aHITMHA
NEKTOPHUC, OCTBP MHOKapAE€H HH(MAPKT WJIH CHHKON.

CToMallHO-YpEBHU HAPYLUIEHHUS
Yecmu: CTOMALLHO-YPEBHU HapyuleHus (Hamp. JIMNCa Ha aneTUT, CToMaluHa OoJika, rajeHe,

MOBpbILAHE, [HAPH, 3aM€K), OCOOEHO B HA4YAJIOTO Ha JICYEHHETO.
Mmnozo peOxu: naHKpeaTHT.

XenaTo-OUnuMapHu HapylIeHHUs
HYecmu: NOBHILIEHH HUBA Ha ONpEJENCHH YepHOAPOOHH eH3uMH (rama-I"T) B KpbBTA.

HapymieHus Ha Ob0peuuTe H NUKOYHUTE MBTHLIA
Heuecmu: yBeni4yeHH HUBA HA KPEaTHHHUH U ypes B KPbBTa.

[Ipu nauueHTH ¢ HapyLUEeHHUs NPU ypHHHpaHe (Hamp. nopaauv XUnepIuia3us Ha MpocTarara),
[MOBHILIEHOTO OOpa3dyBaHEe Ha YpHHA MOXKE [a JOBeJe 0 pPeTeHLHs Ha YpHHaA W [0 Mpepa3TaraHe Ha
NUKOYHHSA MEXYP.

OO6wwu HapylieHUs U €EeKTH Ha MACTOTO Ha NPHJIOKEHHE

Yecmu: rnaBobonue, 3aMasHOCT, YMOpa, cnabocT (0co0€HO B HAYAJIOTO HA JIEYEHHETO).
Heyecmu: KCepoCcTOMHS, NAPECTE3HH.

Mhnozo peoxu: HapyLLIEHHSA B 3pEHHETO, LUYM B YLIUTE, 3aryda Ha ciyX.

3abenesicku

[Ipu NpoABIKUTENTHO JIeUueHHE TPAOBa peIOBHO Aa Ce€ NPOCIEAABa €eKTPOJUTHHA 6anaHc, 0coOeHO
CEpYMHHS KaJIHH.

Ha onpeneneHd uHTepBaiM TpsaOBa na ce mpocieasBaT M HMBaTa Ha IJIIOKO3aTa, NMUKOYHATa
KHCEJIMHA, KPEaTUHHUHA H JIMIIUJUTE.

Tbit KaTO MOXE 21a ce OYaKBa MOBHLIEHHE HA KpbBHATa 3aXap ce nNpenopb4YBa BHHMATEJIEH KOHTPOJI
Ha BBITIEXHAPATHHS METAa00/IM3bM MPH MALMEHTH C JIAaTEHTEH WM MaHHdecteH auaber. KpbBHHTE
KJIETKH (EpUTPOLIMTH, JIEBKOLMTH, TPOMOOLMTH) cblio TpAOBa Aa ce mpocieasBaT Ha peaoBHH
HUHTEPBaJIH.

Oco0eHo B HA4YaJI0TO Ha JIEYEHHETO H B CTapyecKa Bb3pacT, TpAOBa Aa ce oObpHe BHHMaHHE Ha
BCEKH MPH3HAK 3a 3aryba Ha eJIEKTPOJIMTH U XeMOKOHLIEHTpaLMA.

CrobuiaBaHe Ha NMOAO3HWPAHH HEXKEJIAHH peaKlHH
CpoOLiaBaHeTO Ha NMOJO3UPAHH HEXKEJIAaHW PEeaKLMM Clie]l pa3pellaBaHe 3a yrnotpeda Ha J1eKapcTBeHHA

MPOAYKT € BAXKHO. ToBa no3BossABa aa I[NpOABJDKH HabJIOA€HHETO HA CHOTHOLLIEHHETO HDJ]WPHCK 34
JICKAapCTBCHHA MPOAYKT. OT MEJHLIHHCKHTE CIEeLIHaJINCTH C€ H3UCKBA Jla CboOLIaBaT BCAKa noao3nupaHa
HCXCJIaHAd pCaKLMA 4YpPC3 HALMOHAJIHA CHCTEMA 3a CbOOllIaBaHe:

H3nbnHUMTENHA areHLUd N0 JieKapcTBara
yi. ,,JdamsaH ['pyes"” Ne 8

1303 Codus

Ten.: +359 28903417

yebcaiiT: www.bda.bg




4.9. IlIpeno3upamne

CUMNTOMH HA HHTOKCHKALUS

He e u3BecTHa cneuuMduyHa KapTHHA HAa HMHTOKCHKALIMA. [Ipeno3upaHeTo Moxe na NMpUYMHH
MHTCH3HBHA NHype3a, BKJIIOYMTEIIHO H PHCK OT 3aryba Ha TE€YHOCTH M €JIEKTPOJIMTH, MOHAKOra
COMHOJICHTHOCT, CHHAPOM Ha OOBpKBaHE, CUMNTOMAaTH4YHA XHMIIOTOHUA, LIHPKYJIAaTOPEH KOJanc WM

CTOMAUIHO-YPE€BHH CHMIITOMM.

JleyeHHe HAa HHTOKCHKALIUATA
CneuududeH aHTHAOT He € u3BecTeH. 1o MPHHLMKI CUMINTOMUTE HA HHTOKCUKALIUA M34Y€3BaT KATO

C€ HaMaJli 103aTa WIH Ce CNpe JICYEHHETO H €JHOBPEMEHHO C TOBA C€ M3BBPLUM CYOCTHTYHMpaHe Ha
TEYHOCTHTE U eJIEKTPOIMTHTE (HEOOX0AUMO € J1a ce u3cneaBar).

TopacemMua He ce qHaNK3Mpa M MOpaJH TOBA XeMOAMAIM3aTa HE YBEIHYaBa e/IMMHHALMATA.

Jleuenue npu xunogonremus: 06eMo-3aMECTHTENIHA TEpanHus.
Jlevenue npu xunoxanuemus. CyOCTHTYHPALIO JIEUEHHE C KAJTHIA.

Jleuenue npu yupxynamopen Konanc: aHTHLIOKOBO MOJIOXKEHHE, aKO € HEOOXOIUMO - AHTHILIOKOBO
JICYECHHE.

Cnewnu mepxu npu anagunaxmuyen wox:

Ilpy nosBa Ha MbPBHTE CUMNTOMH (Hamp. KOXKHH PEaKkLMH, KaTO YPTHKapHUA WIH 3a4yepBABaHE,
HECTMOKOHCTBHE, rl1aBoOo/IHe, U3NOTABaHE, raficHe, LIMaHO3a):

- OCHI'ypeTe HHTPaBEHO3€H ITbT ChOTBETHO:;

- OCBEH CTaHJApPTHHMTE CMELIHH NPOUEAYpPH, MOCTABETE MALMEHTA B JIETHAJIO TNOJIOXKEHHE C

NNOBAHWIHATH KpaKa, MOYHCTeTe AUXATE/IHHTE MbTHILA H 0OQHLLBATE C KMCIOPO;

- aKO € HeOOXOAMMO Ce MPEANPHUEMAT AOMBIHUTENHH CEHH MEPKH (BIJTIOUHTEITHO

[PHJIOKEHHE Ha aipeHANIUH, 00€MO3aMECTHTENHA Tepanus, MNIIOKOKOPTHKOHIH).

5. DPAPMAKOJIOT'HYHHU CBOMCTBA
S5.1. @®apmakoaMHAMHYHH CBOiicTBA

DapmakoTepaneBTHYHa rpyna: GpHMKOBH JHYPETHLIU
ATC koa: C03 CA04

MexaHH3BbM Ha IeHiCTBHE
Topacemun npurexxana calypeTuyeH e(peKT, KOMTO ce OCHOBaBa Ha IMOTHCKAHE Ha O6b6peuHara

peabcopOLs Ha HATPHIA M XJIOp B aCLIEHAEHTHOTO pamMo Ha 6pHMKaTa Ha XeHue.

®apmakoAUHAMHYHH eDeKTH
Ilpn xopa, NMypeTHYHHAT edeKT cliel HHTPABEHO3HO W NEPOPAIHO NPHIMKEHHEe GBP30 JOCTHra

CBOA MaKCHMyM Ip€3 MbpPBHA YaCc M CbOTBETHO 2. W 3. yac M npoaw/pkasa a0 12 uaca. Ipu 3apaBu
HHIWBHIM € HaONONaBaHO 3aCHJIBaHE Ha JMype3aTa, NPONOPUHOHAIHO Ha JIOTAPHTHMA Ha 103aTa
("BHCOKO-TaBaHHa akTHBHOCT", "high-celiling activity"), npu n03u B pamkuTe Ha 5-100 mg. 3acuiBaHe
Ha JHype€3aTa MOXE CBLUO [a C€ MOJyYyd H B Clly4aH, KOraTto APYrH AHYPETHLM BEY€ HE OKa3BaT
AOCTaTh4YHO ACHCTBME HA APYIH AMYPETHLUM (HanpUMep THa3WIH, ACHCTBALM B AMCTAJIH
Harnp. NpH NaLHEeHTH ¢ yBpeacHa 6b0peuHa GpyHKLus.

[Ipy nmauveHTH € Texka A0 TepMHUHAIHA OGBLOpPEvYHAa HENOCTATHYHOCT, TO
MOOHJIM3aLMA HA OTOLMTE U MOHHKABA MOBHULIECHOTO apTEPHATHO HANISTAHE.



5.2 PapMaAKOKHHETHYHH CBOHCTBA

AGcopOums U paznpenesieHue

Cnen nepopaneH npHeM, TopaceMHn ce abcopOupa Obp30 M MOYTH HAMBIHO, MAKCHUMAJTHHTE
CepyYMHH HHBa ce focTUrar a0 1-2 yaca.

buoHanuyHocTtTa € okoyio 80-90%; npu nmpeanonaraema nbiaHa pe3opOuus, €HEKTBT Ha MBPBO
MpeMHHaBaHe npe3 YepHus Apob aoctura makcumanHo 10-20%.

HensycMHCIIEHHAT pe3ynTaT OT JaHHHUTE OT [iBE MPOY4BaHMs MOKa3Ba, Y€ BhIPEKH ye (3aBHCHMAaTa
OT BPEMETO) CKOPOCT Ha pe3opOLMA Ha TOpaceMu] HamaisBa ciell npueM Ha XpaHa (rno-Hucka Cmax,
KaKTO H MOBHLIECHH CTOHHOCTH Ha tmax), ob1uara pe3opbums Ha TopaceMH] He ce MOBJIHABA OT NPHEMa
Ha XpaHa.

[ToBeue ot 99% oT TopaceMun ce CBBP3BAT C IU1a3MEHHUTE NPOTEHHH, MeTabonHTHTe M1, M3 1 M5
ce CBbp3BaT CHOTBETHO B 86%, 95% u 97%. HabnmopaBanuat obem Ha pasnpenenerue (Vz) e 16 .

buorpaHchopMauus

[Ipu xopara Topacemun ce Merabonusupa Ao Tpu merabonura M1, M3 u MS. Hama naunu 3a
ChLUECTBYBAHETO Ha APYrd MeTabosuTH. Merabonuture M1 u MS ce nmony4yasar ype3 nocTeneHHoO
OKCHIHpaHe Ha METHJIOBATA rpyrna Ha (peHWJIOBHA NPBCTEH A0 KapOOKCHJIHA KHCEIHHA, a META0OIUTHT

M3 4ype3 XuapOKCHIIMpaHEe Ha NPBCTEHA.
Merabonuture M2 u M4 , KOUTO c€ OTKPHBAT B U3NMWUTBAHHA NMPH KMBOTHH, HE C€ OTKPUBAT NpPH

Xopara.

EnuMuHHpaHe

[Ipn 3apaBH MHAWMBHAH TEPMHHAJIHOTO BpeMe Ha nojy>kuBoOT (t1/2) Ha TopaceMun H HEroBHTe
MeTabonuTH € 3-4 yaca. O6LMAT KIMPBHC HA TopaceMHua € OT nopsaabka Ha 40 ml/min, 6L6peunus
KJIMPBHC € npubausurenHo 10 ml/min.

[Ipu 3npaBy HHAKWBUHK, NpHOAH3UTENHO 80% OT NpUIOXKEHaTa 1032 Ce OTKPHBA B YPHHATa MNOA
¢opmara Ha TopaceMHUA H METaOOIMTHTE MY B CIEAHOTO CPEAHO MPOLEHTHO ChABbPIKAHHUE: TOPACEMHULL
-npubnusuTenHo 24%, merabonut M1 - npubnusurento 12%, merabonut M3 - npubnusurento 3%,
meTtabosut M5 - npubnusurenno 41%. OcHoBHHAT MeTabonuT MS He npuTexxaBa AUypeTHYEH e(EKT;
npubausurenHo oowo 10% ot papmakokHHEeTHYHHA ePEKT ce NBJDKH Ha aKTHBHUTE MeTabonuTu M1 u
M3.

[Ipn O6BOpeyHa HEAOCTATBYHOCT, OOLIMAT KIUPBHC M BpPEMETO HAa MOJYy-€JIMMHHHpaHE Ha
TOpaceMH]l OCTaBaT HENMPOMEHEHEHH, BPEMETO Ha nojsyelMMUHHpaHe Ha M3 u MS ce yammkasa.
Bbnpeku ToBa (papMaKkOAHMHAMHUYHHAT NMPOQHI OCTaBa HEMPOMEHEHO, BPEMETO Ha JIEHCTBHE HE Ce
MOB/IUABA OT CTeneHra Ha ObOpeuyHara HegocTaTbyHOCT. TopaceMHI W HEroBHTe MeTabOJMTH ce
M3JbYBAT B HE3HAYMTEJIHA CTEMNEH Ype3 XeMOAHANIHN3a WK XeMounTpalus.

[Ipn nauMeHTH ¢ HapylleHa 4epHOAOOHa QYHKLHA WIH CbhpAe4yHa HEeJAOCTaTBYHOCT, BPEMETO Ha
nojy-eJIAMMHHpaHe Ha TopaceMun W Mertaboiuta M5 € neko yab/DkeHO, a KOJNHYeCcTBara Ha
BELIECTBAaTa, H3JTbYEHHU C YPHHATA, OTTOBAPAT Ha Te3H NMpPH 3paBH XOpa.

CnenoBaTesIHO HE MOXE a C€ O4aKBa KYMYJIMpaHe Ha TOpaceMH/l H HErOBUTE META0OIHTH.

JInHeHHOCT
TopacemMun v HeroBuTe MeTabOJIMTH CE€ XapaKTEPH3HPAT C J030-3aBUCHMA JIHHEH
MakCHMaJlHaTa CepyMHa KOHLIEHTpalUHWsA W IUIOLUMUTE MOA KPHUBHMTE HAa CEPYMHHT
MPONOPLIMOHAIIHO C YBEJIMYABaHETO Ha J103aTa.




5.3. Ilpeaxk/IHHHYHH JaHHH 32 6e30MaCHOCT

ExCniepyMeHTHTE C >XHBOTHH 3a (papmakosorus Ha 0e30nmacHOCTTa, XPOHHYHA TOKCHYHOCT,
MYTareHHOCT H KaHLIEPOr€HHOCT He aBaT NaHHH 3a [0-BUCOK PHCK NMPH NPHJIOKEHHUE Y XOpa.

B npoy4BaHHs 3a penpoAyKTHBHA TOKCHYHOCT, HAMA aHHH 3a TE€PATOreHHH €()EKTH y ILTHbXOBE.
HesaBucuMO OT TOBa, NMpH BUCOKH OO3H y OpeMeHHM 3alLM M IUTBXOBE ce€ HabGMIOAaBaT TOKCHYHH
eekTH 3a roaa U Maikara. Ilpu ibxoBe He € GHIO Bb3MOXKHO AEMOHCTPUPAHE HAa NMPEMHHABaHe Ha
TOpaceMH/ npes raueHrara. He ce Habnmonasar edpextu BbpXy peprunurera.

6. PAPMAILIEBTHYHHU JAHHH

6.1. CnHcbK HA NOMOILIHHTE BelllecTBA

JlakT03a MOHOXHMApAT
MHUKpOKpHCTaIHA LieNyJio3a
[loBunoH K 25

Kpocnosuaox
Maruesues creapar (Ph. Eur.) (pacTurenen)
6.2. HechbBMeCTHMOCTH
Henpunoxumo
6.3. Cpoxk Ha roanocr
3 roauMHU
6.4. ChnennajinH yc/IOBHS HA CbXpaHEHHe
Jla ce cpxpaHsaBa noa 25°C!
6.5. Buau cbabpKaHHE HA ONAKOBKATA
baucrepu ot npo3paueH PVC ¢punm, 3aneyaraH ¢ anyMHHHeBO (GOITHO.
OpuruHanHuTe onakoBku cpabpxat 20, 30, 100 unu 200 Tabnerks.
He BcHukH BHIOBE ONakoBKH Morar aa ObaaT MmycHaTH B npoaaxoa.

6.6. CrneunajHu npeAnas’HH MEPKH NPH H3XBbPJIAHE

Heu3non3saHUAT JICKAPCTBCH INPOAYKT HJIM OTNAaABYHHUTE MATCPHAJIH OT HEro Tpxﬁaa Ada Cc€
H3XBBPJAT B CbOTBETCTBHEC C MECTHHTC H3HCKBAHHA

7.JIPHTEXATEJI HA PASPEHIEHHETO 3A YIIOTPEBA

Menarini International Operations Luxembourg S.A.

1, Avenue de la Gare
L-1611 JIrokcemOypr

8. IIPUTEXATEJI HA PASPEHIEHUETO 3A ITAPAJIEJIEH BHOC
“becra Men” EOO/L, yn. "KvHuo Ckopues" Ne8, 5350 TpsaBHa, buarapus




9.HOMEP(A) HA PABPEIIEHHUETO 3A YIIOTPEBA
20020613

10. IATA HA ITBPBO PA3PELIABAHE/MOJHOBSBAHE HA PA3PEIIEHHMETO 3A
YIIOTPEBA

Hara Ha mbpBO pa3pewiaBane: 23.07.2002 r
Jlara Ha nocnenHo noaHoesBaHe: 13.03.2008 r.

11. IATA HA AKTYAJIU3BUPAHE HA TEKCTA

10/2022




