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JINCTOBKA: UHOOPM 3A TAHMEHTA A
WY L,
TOPCHT SR 10 mg TabneTkH ¢ YABIDKEHO O QRWAAEIE, ... 1306 M
TORSIT SR 10 mg prolonged release- -
TOpaseMuj (torasemide)

IIpodereTe BHHMATENHO LANATA JHCTOBKA, NPEAR JA 3AM00YHETe A2 NpPHEMATE TOBA
JIEKAPCTBO, THH KATO TH ChALP:KA BAXHA 33 Bac madopmannsa.

- 3amasere Tasu MucToBKa. Moke Jia ce HANOXKH Aa 1 NPOIETETE OTHOBO.

- AKO WMaTe HAKAKBH NONBIHHTENHM BERIPOCH, Momuralite Bamms nexap, dapMalieBT Wi
MEJHIIMHCKA CECTpA.

- ToBa nexapcTBoO € mpeANUcaHe eAUHCTBEHO ¥ NAYHO Ha Bac. He ro mpeoTcThisaitre Ha apyru
xopa. To Moke Ja HM HaBpeAH, HE3ABHCHMO Y€ NPHIHAWTE HA TAXHOTO 3a00/dBaHe ca ChIIHTE
xaro Bammure.

- AKO TONYy4YHT¢ HAKAKBH HEXENAHH JIEKAPCTBEHH pEaklMM, yBeoMere Bamwus mexap,
(apMalleBT HIH MeJMIMHCKA cecTpa. ToBa BKAX0YBA W BCHYKH BEIMOKHH HEKENAHH PEakilni,
HEOIHCaHH B Ta3H JIMCTOEKA. Binkre Todka 4.

KakBo chbAbpaa TA3H JHCTOBKA:

1. Kaxso npexcrasnssa Topcur SR 10 mg TabJIeTKH ¢ YABIKEHO ocnoﬁomanane
H 3a KaKBO C€ U3MONI3Ba

2. Kaxso Tpa6Ba j1a 3uaeTe npemu ga uanonseare Topeut SR 10 mg TafneTkH ¢ yOBDKEHO
ocBoboiIaBaHe

3. Kak na npremare TopceT SR 10 mg tabnerku ¢ yIs/DKeHO OCBOGOXAARAHE

4, BL3MOXHH HeXEeNIaHH peaKiiiy

5. Kaxk pa cbxpanssate Topeur SR 10 mg Tabnetku ¢ yIl‘BJDKCHO ocBoboXkIaBaHEe

6. CpabpxaHHe Ha ONAKOBKATa W JIOMBJIHHTENHA HHGOpMaInd

1. Kaxpo npeacrapiagasa Topeut SR 10 mg 1a6JieTKH ¢ yIB/IKEeHO 0CBO0OXKAABAHE B 32
KaKBO C¢ H3NMO0/I3BA

Topcut SR 10 mg npHHazIe:KH KBM IpyIIaTa AEKApCTBA, HApEYEHH quypeTHiH. Te yReauuaBaT
OTHENAHETO HA YPHHA.

Topcut SR 10 mg ce u3non3sa 3a AedeHHE OTOK, IBIDKAI Ce HA 33CTOMHA CHPAETHA
HEIOCTaTHYHOCT HITH NIPHHHHEH oT 660peano mim 9epHOAPOOHO 3a00MBaHe

2. Kaxso Tpabsa na snaere npean aa minonssare Topeur SR 10 mg Tabnerks ¢ yanmkeno
ocBoGOKAABAHE

He uznomssaiire Topcur SR 10 mg:
- @Ko CTe aJleprdyHH KbM TopaleMun, cynpanmiypeiiHi MPOAYKTH HITH HAKOH OT OCTAHAIMUTE
CHCTABKH Ha TOBA JIEKapcTBO W3OPOCHH B T. 6;

~ aKo CTPaJaTe OT aHypHA (HEOTHeNIfHe HA YPHHA);

- aK0 UMAaTe IIOHHKEHO KPBBHO HANATaHe (XHIIOTOHHA );
- aK0 HMare HamaneH o0eM Ha KphBTA (XHIIOBOJEMMUS,; )

- aK0 HMaTe HHCKH HHUBA HAa KaJuii WIIH HaTpHif B KPBBTA;
- aKO AMATE TEXKO HapyLIeHa YepHOoApoOHa GYHKIHS ChC 3aMBITIABAHE HA Ch
(vepHOApOOHA KOMa HITH IIPEKOMa);

- aKO HMaTe 3HAYHTEIHH 3aTpyAHeHA IPH YPHHHPAHETO,
- aKo cre OpemeHHa WIH KEPMHTE.




Hdena mox 12 roganu
[Topanu nHmca Ha KOCTATHEYHO NAHHH 3a AeitcTerero Ha Topent SR 10 mg B Tasu BE3pacroBa
rpyna, nexapsr me npeaname Topert SR 10 mg camo o abcomoTHa HEOOX0THMOCT.

Ilpeaynpexaenns H NpexNAIHEH MEPKH

O6BpHeTe crerManHo BHEManHe IpH JiedenreTo ¢ Topeat SR 10 mg:

- AKO HMATe CHPACYHH 3ab0NABanns U ocoﬁeno axo IpHeMaTe ChpJeTHH MIHKO3HH, TOBA MOKE
Jia IoBeAE 10 ChpACIHH APUTMHAN;

- axo mMaTe auaber mm noxarpa;

~ aKo uMate 6p0peuHa HeZOCTATHEIHOCT.

Apyra nexapersa u Topear SR 10 mg
Wugopmupaiite Bamus Jexap M (apMaLleBT, aKo H3NONI3BaTe, HACKOPO CTe H3NOT3BaIH WM ¢
BB3MOXKHO J]a IpHEMATe U3N0J3RATE APYTH JIEKAPCTRA,

Crneanure ekapcTBa MOTAT Ja TOBITASAT WM Aa 6paat nossussem ot Topeut SR:

- JIEKapcTBa 3a JICYSHHE Ha BHCOKO KPBBEO HanATane, oco0eHo rpyna ot tax Hapeuena ACE
HHXUOHTOPH;

- JIeKapeTBa, KOMTO C¢ H3IIOM3BAT NMPH ChpAedHa HeoCTaTHIHOCT KAaTO AUTOKCHH HIIH
METHIIAMTOKCHH; :

- JICKapCTBA, ChABPAKAUT KOPTHKOCTEPOUIH KaTO METHIINPEHNIONO0H, IPeHH3O0IOH,
XHAPOKOPTU30H;

- BCHYKH JICKApCTBa 34 JICUECHHE HA 3aIIEK;

- JIEKapCTBa M3IOJI3BARHE [IPH Bh3najeHne H 6oJika (Hamp. alleTHICAIMOUIORA KHCEHHA,
HHAOMETAUMH, HOympodeH);

- NexapcTBa M3MION3BAHH 32 JeYCHHE Ha Aaaber;

- HSKOM aHTHOMOTHI KaTo le(aJeKCHH, Hed)ypOKCHM, NeHTAMHIIMH, AMHUKAIHH,
TOGpaMUIIHH;

- JIMTHH, TEKaPCTRO HINOI3BAHO IIPH TEXKKH AETPECHH HIIM MAHHHHHA ChCTOSHHSA

- Teo(hHJHH, JeKAPCTBO H3NOI3BAHO IIPH 2CTMA,

- IHCIUIATHHA, JIEKApCTRO 34 JIEYCHAC Ha pak;

- npoOeHENAA, NEKapCTBO H3TION3BAHO IPH II0HArpa;

- aApPEHAIHH H HOPaJAPeHAIHH, ICKapCTRa 34 YBEIHIaBaHe HA KPEEHOTO HAJTAHE HITH
CBpAEUHATA JECTOTA;

- XOJIECTHPaMUH, JIEKADCTBO 34 HAMAJIABAHE HA JIHIIAJUTE B KPHBTA;

- HAKOH JI€KapCTBA H3MON3BAHH 3a MyCKYJIHA PeJIaKCaIlHs IIPH XHPYPrHIHH HHTEPBEHITHH.

Topeur SR 10 mg ¢ xpaHa, HANATKH B ATKOX0JT

TaGneTxknTe MoraT ia ce MpHeMaT HE3ABUCHAMO OT XpaHeHusaTa, ExHoBpeMenHarta ynorpeba ¢
ATKOXON MOXeE J1a 3ackiin edekra Ha TopcHT SR Ho oTHOIIEHHEe HA NOHHKAaBaHe Ha KPBBHOTO
HAJLTaHe.

bpemennoct, KbpMeRe H GepTAIATET
AKko cTe OpeMeHHA HIIM KEPMUTE, CMATATE, Y€ MOXKE Aa cTe OpeMEHHA HIIH IaHHpare
OpeMeHHOCT, MOChBeTBaiiTe ce ¢ Bamua nexap wim dapManesT npexd ynotpedara Hz
NIEKApCTBO.

Topasemun He TpAOBa Ja ce H3MON3BA I10 BpeMe Ha OpeMeHHOCT OPAH JTHIICH
JIaHHH.
Hsama nanum pamm topaseMH] IpeMiHABA B KbpMaTa [PH JKHBOTHH H XOpa. 4
npeLieny, de TpAdBa Aa ce nexysare ¢ Topeut SR 10 mg TpaGBa fa ciipere KE




[Modupane n pabora ¢ MamERH _ _
Jopu 1 ipu npasunmHa ynorpeba Topeut SR 10 mg Moxke Ja 3a6aBH BPEMETO 3a peakiHs ¥ Ja
Hapymra criocobHocTTa 32 modupane u 3a paboTa ¢ Mamunn. ToBa MOXe Aa ce CIydH Hali-Bede B
Ha9aJIOTO Ha JICUCHHETO, MIPH YREeIMYaBaHe Ha NO3ATA WM IIPH BKIIOYBAHE Ba JPYTO JEKapcTBo,
KaKTO H pH ynoTtpedaTa Ha alKOXoll.

Baxxna nnpopmanns oTHOCHO HAKOH 0T cheTaskaTe Ha Topent SR 10 mg
Topert SR chaspska nakrosa. Eto 3ampo, ako cTpajaTe 0T HEMOHOCHMOCT KBM HSAKOH 3aXapH,
KOHCYNTHpalTe ce ¢ Banms nexap npemu aa 3anounete nevenne ¢ Topeur SR 10 mg.

3. Kax na npuemare Topcat SR 10 mg Tabnerkn ¢ yas/okeno ocBofoxaanane

Bunaru npuemaiite Topeut SR 10 mg Touso xakto Bu e xa3an Bamms nexap uix gapManesT.
AKO He cTe CHTYPHH B Helllo, TONHTalTe Banmar nexap win gapManesT.

Hauyuz Ha Opunoxenne

Topert SR 10 mg e npeaHa3sHaveH 3a IEPOPATHO IPHIOKeHHE (IIPHEM IpPe3 YCTATA).
Tabnetkure Tpabpa Aa ce npHeMaT menn, 6e3 fa ce UymAT WIH ABBYAT C AOCTATHIHO KOJHIECTBO
Boja. TabneTknre MOrar Jia ce pHeMAT HE3aBHCHMO OT XpaHeHHITa.

Bun3pacran
Orox. rpimKain ce Ha 3acTOHHA ChpASYHA HEAOCTATHYAOCT, YepHOAPOGHO M GB6pedHo
3aboa9BaHe

OcaeH ako He € 10COYEHO Hewo ApyTo, neierre ¢ Topert SR 10 mg e mokasaHo, B cydaif ve e
HeoOXO0AMMa J103a TOpaseMuJl, TO-BHCOKA OT 5 mg JHEBHO.

B 3aBHCHMOCT 0T TeX€eCTTa H 0TTOBOpa Ha 3abosBaHeTo Banmar nexap Moxe /ia yBeJIH4H
kommaecTBoTO Topert SR 10 mg no 40 mg BeqHEX AHEBHO.

IanpenTH naa 65 roquen
IIpu Te3n nanyeHTH He ce Halara POMsSHA B IIPENIOPHYAHATA JI034,

Yuoorpeba npu nena
Thit KaTo HAMa AOCTATHYHO OIHT OT U3MOJI3BAHETO HA TOPA3EMU/ IPH Jiena nox 12 rogunn,
H3M0JI3BAHETO MY HE CE IPETIOPBUBA B TA3H BH3IPACcTOBA IPyna.

Mons, uagopmupaiite Bamusar sexap, aKO CMATATe, e edexrsT Ha Topcut SR 10 mg Tespae
CHIIEH HJIM TBEpAE ci1ab.

AKo cTe npHe A nMoBeve oT HeoGxoaumara xo3a Topent SR 10 mg
AX0 ITOTPEINKa CTE B3EH TBHPE MHOIO TableTKH, KOHCYITHpaliTe ce ¢ Bammua nexap.

[Ipu npenosupane Moke ja ce HaGNIOAARA NOBHIIEHO KOMHIECTBO HA YPHHATA ¢ PHCK OT 3ary6Ga
HAa TEYHOCTH H €JIEKTPOIATH, KOSTO MOXE JIa TOBEE 10 CHIJIHBOCT U 0OBpKBAHE, XHIIOTOHHA,
KOJIAIC ¥ CTOMANTHO-YPEBHH OIIAKBAHHA.

Axo npomycuaxm ga npuemere Topenr SR 10 mg

Axo npomycHeTe nnpreM Ha Topcut SR 10 mg He B3ematite qBoifHa 1032 B €UH H CBHIIM JEH 3a Aa-
KOMIICHCHpaTe IIpollycHarara TabneTka win TableTkd. 3anodreTe Ma B3eMAare pe
CIeIBauA JEH KAKTO OOHKHOBEHO.

Axo cre cnpenn ynorpebara sa Topcrr SR 10 mg

He cnmpaiite ynorpebara na Topcut SR 10 mg nped Aa cre ce 00spHam
TOBA.




Axo MMaTe HAKAaKBM XONBJHHTENHH BBIPOCH, CEBP3aHH C ymoTpeGaTa Ha TOBA JEKapCTBO,
nomuraiite Bamng sekap, hapManeBT WiIH METHOHHCKA CECTPA.

4. BL3MOKHA HeKeJIaHH PeakIuH

KakTo BcHYKM JICKAPCTBA, TOBA JICKAPCTBO MOXKE Ja NPCAH3BHKA HCKCTAH PeaKIUH, BRIIPEKH e
HE BCCKH I'H IIO0JIyJaBa.
B 3aBHCEMOCT OT 9€CTOTATA HEXKEIaHUTe PEAKIIHH CC KIIacHpaT o CICIHAA HaYHH:

Yectu (3acarar ot 1 go 10 ra 100 norpebrtenn);

Heuectn (3acarar ot 1 no 10 Ha 1 000 moTpeburenn);

Penxn (3acarar no-manko or 1 ra 1 000 morpeburenm);

MHuoro peaxu (3acarar no-mManko ot I Ha 10 000 motpebuTemm);

C mem3BecTHA 9ecTOTA (OT HAMYHUTE aHHH He MOXe Jia Ob/ic HAllpaBeHA OIEHKa Ha
YeCTOTaTa). '

Haxou nannenTH ca TIony4YaBand CICOHUTES HEXEMaHH peakIHH IO BpEME Ha JICYCHHE CBC TOPCHT

SR

Yecrn: (3acarar or 1 g0 10 ma 100 norpeSureim)

MOBHIIEHO ChABPKAHKE HA AJIKATHH BEIIECTBA B OPraHA3Ma;

MYCKYJIHH KpaMIH (0co6eH0 B HAYaJIOTO HA JICICHHETO);

yBEIHYEeHa KOHIEHTpAlHs Ha MHKOYHATa KACEIHHA, [IOK03aTa H JIMNUANTE B KPBBTA,
HamalieH 00eM Ha KPhBTa;

HAMAaJICHO Ch/IbP:KAHHE Ha HATPHH H KaJIHi B KPBBTA;

JHICA Ha aleTHT, rajcHe, IOBPEINAHE, 3alleK, JHapHi, CTOMAITHa 60JIKa;

MOBHIIICHIE HA HAKOH 9epHOAPOOHE eH3HMH Halp. raMa-iryraMmu Tpaacgepasa (y-GT );
rnasoboyme, ymopa, cnabocT (ocofeHo B HAYANOTO HA JIEYEHRETO).

Hewecrn: (3acarar ot 1 go 10 ma 1 000 nmoTpeGutesm)

¢ yBeJIHYeHW HUBA HA KPETHHHH M Ypes B KPhBTA;

* pajfyBaHe Ha TNHMKOYHHAA MeXyp IpH IAIMEHTH ¢ XHWIEpTpodHsAs Ha NpOCTara NOPamH
3aTPY/IHEHO YPHHHPAHE;

¢ CyXOTa B yCTaT

® H3TPBIIBAHE HA PBIIETe HIH KPAKATa.

Mpuoro pegkn: (3acsrat no-mManko ot 1 Ha 10 000 motpeburemm)

Cro0mapaHe HA HeXeJAHH PEAKIHN
AXO0 TIONYTHTE HAKAKBH HEXellaHH JICKAPCTBEHH pPEeaKiiy, yBegoMere Bamus
HIH MCETHHHHCKA CceCTpa. Topa BKMOUBa BCHYKH BB3MOXKHH HEOIINCAaHH

HapyIICHHE Ha ChPICYHUA PHTEHM;

aHTHHA [IEKTOpHC (TphaHa Xaba);

HH(APKT;

o6BpKaHOCT;

IIPEKaJIEHO HaMallfBaHe Ha KPBBHOTO HAATraHe;
TIpHIIA/BIH;

Bh3NaneHHe Ha MaHKpeaca;

lepraYHy peaxiun, cpbex, PoTOTYBCTBUTEIHOCT;,
HaMaJieH 6poii TPOMOOIHTH, EPHTPOLATH H/MIMH JICBKOMHUTH;
HapyILICHHA B 3pEHUETO;

IMyM B yIIMTE, 3ary6a Ha CIIyX.




HeXeNaHH peaknud. Moxere cbmo Ja choOIIMTE HeXeNaHM peakIMH JHPEKTHO upes
HAIlHOHAIHATA CHUCTeMa 3a ChoOmaBane, kbM M3IBIHHTENTHATA AreHIHMA IO JIEKAPCTBATA, Y.
Hamsna I'pyes Ne 8, 1303 Codus, ren. 02 890 34 17, yebeaitr: www.bda.bg. Karo csobmasare
HEXeNaHW PeaKi(MH, MOXeTe Aa AafieTe CBOA IIPHHOC 3a MOJydaBaHe Ha IIOBeYe MHPOpMALES
0THOCHO (€300acHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak 1a cbxpanasare Topcar SR 10 mg Tabierkn ¢ yabmkero ocpofoxaanane

Ha ce cbxpaHaBa Ha MACTO, HELOCTRHIIHO 32 JiElia.

To3u nexapcTBeH MPOAYKT HE H3UCKBA CIICITHATHHA YCIOBHS 33 ChXpaHEHHe.

He u3nonssaiite Topcur SR 10 mg cien u3THYaHe Ha CPOKA HA TOTHOCT OTGENA3aH BEPKY
onakopkata. CpOKLET Ha TOAHOCT OTTOBApA HA MOCAEAHMSA J€H OT IOCOUEHHAS MECeLl.

He u3xpppisaTe nexapcTBaTa B KaHATH3AIMATA HIH B KOHTEHHEpa 3a JOMALIHY OTHATBITH.
Ilonuraite Bamms dhapManeBT kax la A3XBPIATE JIEKAPCTBATa, KOHTO BEYE HE H3NOM3BATE. Tesn
MEPKH 1Ii¢ CIIOMOTHAT 32 ONa3BaHe Ha OKOJIHATA Cpefa.

6. CuabpaxaHHe Ha OIAKOBKATA H JONBJIHHTEIHA HEGOPMANHI

Kakgo ceanpxa Topent SR 10 mg
~ AKTHBHOTO BEINECTBO € TopazeMux (torasemide) 10 mg :
- Jipyrute cxeTaBKu ca: I'yap ryma, napeBHYHO HUmecTe (663 IyTeH), KOJIOH/ICH CHITHIUER
JMOKCH/I, MATHE3HEB CTEapaT, IaKT03a MOHOXUIPAT. :

Kaxk m3rexxna Topent SR 10 mg 1 kakBo ¢hIbLpKa ONAKOBKATA
bem, xperim, ABoHHO H3NBKHAIH TabNeTKH, ONAKOBAHM B S1vcTepH.
Kapronena kyTus chaspxama 30 rabrerku (nBa 6amctepa mo 15 TabneTkn) H JIHCTOBKA.

IIpuTe:xaTeN HA pa3PelICHAETO 3a YIIOTpe6a H HpoH3BOAATE .

IIpATexkaTe] HA paspemeHNeTo 3a ymoTpeda:
Ferrer Internacional, S.A.
Gran Via Carlos III, 94

08028 Barcelona
Henarna

IlpousBoanTe.:

FERRER INTERNACIONAL, S.A.

Joan Buscalla, 1-9

08173 Sant Cugat del Vallés (Barcelona),
Hcnanus

JlaTa Ha MOCNEAHO NIpepasriexIaHe Ha THCTOBKATA:
01/2019




