b. JHCTOBKA



JACTOBKA: HHO®OPMAIINSA 3A NOTPEEUTEIS
TABEKC® 1,5 mg GpuIAMHpand TabNeTKH
TABEX® 1,5 mg film-coated tablets

HHUTH3HH

IIpovereTe BHEMATEIHO RAJIATA JIHCTOBKA Thil KATO TH CLABPXKA BA2KHA 3a Bac undopmanns.
ToBa nexapeTBo ce otmycka Ges JICKApCKO npeanucanye. Bbrnpeku ToBa, 3a Aa momyyuTe HaH-700pH
pe3ynTaTH oT neueHneTo, Bue TpabBa BHUMaTENHO Na cria3BaTe HHCTPYKUHHTE 3a ynoTtpeda Ha
NCKapCTBEHUS NPOIOYKT.

- 3amaseTe Ta3u JIMCTOBKA. Moxke f1a MMaTe Hy>X[a J1a sl povYeTeTe OTHORO.

- AKO ce HyXXIaeTe OT JOMBJIHHUTEIHA HMHGOPMalMs WM CHBET, MonUTaliTe Barmus tapMariesr.

- AKO HAKOS OT HEXEJIAHUTE JICKAPCTBEHH PEaKLH CTaHe CCPHO3HA WITH 3a0ene)kuTe APYrH, HEOMMCAHH B
Ta3n JIMCTOBKA, MO/ yBeioMeTe Balvs exap unu papmauer.

B Ta3M JRCTOBKA: U3ITLAHWUTENHA ATEHUUS DO JIEKAPCTBATA
l. Kakgo npencrasnsea Tabekc M 3a KakBO ce H3MON3Ba | cmoexa - Npunowenue 2

2.  Ilpenu na npuemere Tabekc

3 Kax 18 monetans Tabecs omeyne SoMUED LN 03 09
4.  BB3MOXHH HENKENAHH peaKLuH ;

5. Kak na cexpansBare Tabekc /K/,?_?CL{,?M? ...................
6.  JlombnHuTEeNHa MHpOPMAIHS ST

1.  KAKBO IIPEJACTABJISIBA TABEKC U 3A KAKBO CE H3IIOJI3BA

Tabekc ChABPIKA AKTHBHOTO BEIECTBO LMTH3MH, KOETO NeficTea BBPXY OpraHH3Ma Ha Imylia4a noao6Ho Ha
HUKOTHH. [Ipuemanero Ha TaGekc BoaM [0 MOCTENEHHO NpekpaTABaHE Ha TIOTIOHOMYILIEHETO He3
HETIPUATHH YCCIMAHUA ¥ AUCKOMQOPT, CBbP3aHH C OTKA3BaHETO HA LMTapHTe.

Tabexc ce H3Moa3Ba NpH X0pa, 3aBUCHMH OT TIOTIOHOITYICHE (XPOHHUYEH Tabaku3nM), KOMTO MCKAT 1a ce
OTKa’KarT.

2. [PEIU IA IPHEMETE TABEKC

He npuemaiire Tabexc npn:
- Hanvuue Ha aneprus (CBpbX4yBCTBHTENHOCT) KbM aKTHBHOTO BELIECTBO LUWTH3UH WIH HAKOA OT
APYTHTE CECTABKH Ha Talekc;

- HAacKopo npekapaH HHMAPKT Ha MAOKapHA WM MO3BYEH Yhap, HeCcTaGHIHa CTEHOKapaH1,
HApPYINCHHE Ha CbPACYHMS PHTEM (ChpASYHA apUTMHS), ATEPOCKIIEPO3a;

- OpPEeMEHHOCT WITH KBpPMEHE.
OTHOCHTENHH NIPOTHBOMOKA3aHuA 338 ynorpeGa ua Tabekc ca:

- XpOMa(HUHHH TyMOPH Ha HaaOBOpeka;

- ractpoesodareanta pedurykcHa GonecT (BpblLiaHe Ha CTOMAINEH COK B ZOTHATA 94CT Ha
XpaHOIMpOBOAA, KOETO C€ NPOsABABA C YCEIIAHE 33 MapeHe ).

- TICMXUYHO 3a0onsBsaHe (HAKOH GOPMH Ha mH3OhpeHUs).

O0npuere crennano BuEManRe NpH ynorpedara Ha Tabexc
Tbit KaTo HiMa NOCTaThYeH KIMHHYEH OITHT 32 6S30TIacHOTO npuiIoxkeHue Ha Tabekc e HeoOxoaquMo
BHHMAaHKE TPH ITaLIMEHTH C;

- MCXEMUIHA DOMIECT Ha ChpUETO (HapyIIEHO KPBBOCHaGgBaHe Ha CHPAEIHAA MyCKYIF, o
- CbpPACYHA HENOCTATBYHOCT (CIA0OCT Ha CHPAEYHHUA MYCKY.);
- apTCPHAIHA XMIICPTOHHS (BUCOKO KPBBHO HANATAHE);

- MO3BYHO-CHIOBH 3200/IABaHUS;

- 3aIyIIBaHE HA KPEBOHOCHH CHIOBE,

- 6b0peuHH U yepHOAPOGHH 3a601IBaHMS




_ XHIICPTUPCOUAH3BM (MOBHIIEHA (PYHKLUA Ha I{HTOBHIHATA xKes3a);
- A3B€Ha OonecT;

- aunaber.

Hsma pocrarsyeH KWIHHMYEH ONMUT 32 6e30MacHOTO npunoxeHue Ha Tabeke CBINO Taka v npu gena moa 18
rOAWHH H BB3PacTHH HaJ 65 roauHn.

lpunoxennero Ha Tabekc He ce npenoprusa ITpH TC3H KaTCrOpYH NalUeHTH Ge3 npeaBapUTeHa
KOHCYyNITali ¢ JIEKap U MPELeHKa Ha ChOTHOLLEHHETO TI0MI3a/PUCK.

IIpHemM Ha ApyrH JiekapcrBa

YBefoMeTe NeKyBaluis CH JIeKap, ako H3Io3BaTe JICKApCTBA KAaTO GU30CTHIMMH, raaHTaMHUH, CTATHHY,
fICKapcTBa 3a MOHMKABAaHE Ha KPEBHOTO HAJIATAHE, 33 IEYEHHE Ha TyGepKyII03a, TIOpaaH BB3MOXKHO
34CHIIBAHC HA HEXKCTAHUTE MM PEaKLIH ITPH €JHOBPeMeHHA ynoTpeba ¢ Tabekc.

Mons, undopmupaiite Baumsa nekap wiu (hapMarieBT ako NpueMaTe WK HACKOPO CTe NPUEMaii Apyru
JICKapCTBa, BKIIOYHTEIHO H TAKHBA, OTITyCKaHH 6e3 perenTa.

Ilpuem Ha Tabekc ¢ Xxpanu B HAUTKA
XpaHaTa 4 HalTATKHTE HE OKa3BaT BIHMSHHUE BBPXY AeHCTBUETO Ha Tabekc.

BpeMeHHOCT B KbpMeEHe

Ilocveemeaiime ce c Bawiun nexap unu papmayesm npeou ynompebama na koemo u da e JAeKapcmao.
AKO cTe OpeMEHHA WIH KbpPMHTE He TpaGBa na npoBexxaare nedeHue ¢ Tabekc.

Illopupane u paGora ¢ MamIHHA
HsamMa naHuw 3a HeGNAronpusTHO BNMAHKE Ha Tabekc [IpH U3BBPIIBAHE HA NEHHOCTH, KOUTO H3HUCKBAT
HOBHIICHO BHUMaHHE U ObpP3HHA HA peakLIMUTE.

Baxxaa audopmanus oTHOCHO RAKOH OT CheTaBKuTe HA Tabexc
To3u nekapcTBeH MPOAYKT ChABPXKa TaKTO3a. AKO MMATE HEMOHOCHMOCT KEM HAKOH 3aXapH € HeoOX0auMo
Aa cro01KTe HA Batuus Jlexkap npeau fa 3anoyHere jieuenne ¢ Tabexe.

3. KAKJA ITIPHEMATE TABEKC

Ipuemaiime Tabexc maxa, xaxmo e onucano e mau AuCmoeKa. Ako e cme cuzypru ¢ Hewo,
nonumaume Bawun nexap wunu papmayeem,

Hauvh Ha npunoxenue: Tabnerkure ce npueMar npes ycTara ¢ JOCTaThYHO KOJIHYECTBO TEYHOCT.
Jl03HpOBKa: IEUCHHETO CE MPOBEXAA IO CICAHATA CXeMa:

- 1 -3 nex —no 1 Tabnerxa 6 mbTH AHEBHO (TIpes 2 qaca). B Te3u nHU ce oYakBa MOCTENIEHHO
HamaJIsBaHe OpoA Ha WU3MYLICHHTE LHrapy. AKO Pe3yATAaThT € HE3a10BOJIUTEJIEH, JICUCHUETO CE NPeKpaTaBa
H MOXC fa ce MoBTOpH cnen 2-3 mecewa. I1pu 3anoBonuTenen ebekT (3HAYHTENHO HaMaTEH Opoii Ha
LHrapuTe) ciel 3™ ieH Ie4eHHETO NPOILIDKABA 110 CXEMATA:

- 4 - 12 pen — o | Tabnerka Ha BeekH 2,5 waca (5 TaBneTkH IHEBHO);

- 13 ~16 nen —no 1 Tabnerka Ha scexu 3 yaca (4 TabneTxu THEBHO);

- 17~ 20 nen — o 1 TaGnerka Ha Beeku 5 gaca (3 TabnerTku IHEBHO);

- 21 235 nen — no 1-2 TabnetTxu gHEBHO.

OKOHY2Te/THOTO NPEKPATABAHE HA ITYIIEHETO Tps0Ba Na CTaHE Ha 5-9 IEH Cllef 3a0YBaHe HA JICUSHHETO.
Cnen kpas Ha neqe6HMA Kype, NAUMEHTHT TPsAOBa Aa NPOABH BOIA H Na HE CH NO3BOJIABA HATO €HA LIUTapa.

AKO CTe NpHESH NoBede 0T HeoGXoauMaTa 103a Tadexe
AKO CTe IPHEITH 1033, MO-TOJAMA OT NIPEATHCAHATA, MOXKE 1A [I0TyBCTBATE rafieHe, YCKOPABAHET
CHPACHHHA PATBM, 3aTPYAHEHO JUIIaHe. BE3MOXKHO € NMOBPBIUIAHE U PA3IIUPIBAHE HA 3€H -/ 3

CITy4yan npekparere nmpHeMa Ha Tabexc | ce KOHCYJITHPAHTE C 1eKap WK ce 06LpHeTe 3a HE
bnu3koTO 3apaBHO 3aBeACHNE. i

AKO cTe mponycHaJH Aa npueMere Tabexc



AKO MpOMycHeTe 12 B3eMeTe €[Ha 7033, B3eMeTe 1 KOJIKOTO € BEIMOMKHO IO-CKOPO. AKO NOYTH € HACTHITHIO
BPEME 3a ClIeQiBallaTa 103a, B3€METe s KAKTO OOMKHOBEHO, KaTo NPOITyCHETe 103aTa, KOSTO CTe 3afpapwin.

He B3emaiite nBoiina nosa, 3a 1a koMneHcupare 3abpaBeHaTa. [IpoxbikeTe fa B3eMaTe IEKapCTBOTO, KAKTO
€ OMHCaHO B Ta3H JIUCTOBKA.

AKO HMaTe HAKAKBH JOIMBIHHTEIHH BBIPOCH, CBBP3aHH C ynoTpebaTa Ha TO3d NPOAYKT, NonmMTakiTe Bammus
neKap wid dapMalieBT.

4. BBb3MOXHH HEXEJAHM PEAKIIUUA

Kakro BcHuxu nexapcrsa, Tabeke MoXe Na MpeH3BHKA HEXeIaHHU PeaKLHH, BEIIPEKH Y€ HE BCEKH '
NOJTy4aBa.

Ipu nevenue ¢ Tabekc, ocobeHo B HATANOTO, Ca BHIMONKHH CJIEIHHTE HEKEIAHH peakimu:

® CYyXOTa B yCTaTa, NPOMEHH BLB BKYyCa U alleTHTa, ra/ieHe, NOBPBLIAHE, KOPEMHH GOJIKH, 3arek, aHapus;
* rnaBo6osHe, CBETORBPTEXK;

* cbpuebHeHe, 6oMku B 061acTra Ha I'bpaNTE, YCKOPABAHE Ha CBPACYHHSA PHTBM, JIEKO MOBHIIABAHE HA
KPBBHOTO HalATaHE,

® CBHIHBOCT, 6e3ChHUE, MOBHIICHA Pa3APa3HUTENHOCT:

® 3aTPYAHEHO OHINAHE,

® OONKH B MYCKY/IUTE;

® 3ary0a Ha Terjo, H3NOTABaHe.

AKO HAKOS OT HEXeJIaHHTE JICKAPCTBEHH PEaKIIHM CTAHE CEPHO3HA HITH 3aGe/IeIHTe APYTH, HEOIMHCAHH B
Ta3H JINCTOBKA, MONIA yBenoMeTe Bamus nekap wiu dapmauesr.

3. KAK JA CBXPAHSBATE TABEKC

/la ce cbxpaHaBa B OpUrHHANHATA ONAKOBKA, 3a JIa CE MPEe/Nasy OT CBETTHHA H BJIara.

Ha ce cbxpansea nmoa 25°C.

Ja ce chxpaHsABa Ha MACTO, HEAOCTHITHO 32 AeHa!

JlekapcTBOTO He TpAGBa Aa ce M3MON3Ba e AATATA HA U3THYAHE CpoKa Ha rOJJHOCT, OTOE/NA3aHA BhPXY
OTaKOBKaTa. CPOKET Ha FOAHOCT BKJIIOUBA MOCIEIHHUA JCH OT MOCOYECHHA MECeLl.

JlexapcTBaTa He TpAOBa 1a Ce M3XBBPJIAT B KAHANM3ALMATA HIH B KOHTEHHEpA 32 AOMAIIHU OTHAABLIH.
llormuraitre Bamms ¢apmauesT kak 1a yHHIIOKHTE HEHyXHUTe Bu nekapctsa. Te3u Mepky me cnoMorsar
3a OMa3BaHe Ha OKOJIHATa cpefa.

6. JOIBIHUTEIHA HHO®OPMAIIMS

Kakpo ¢sabpxka TaGexe

- AKTHBHATa CHCTABKa € LIMTH3HH (Ctisine) 1,5 mg.

- Apyrure ChCTaBKH Ca: JJaKTO3a MOHOXH/PAT, MUKPOKPHCTA/THA LIeJTyJI03a, TajlK, MArHE3HEB CTeapar,
ousetHTen Onazpaii II kadss.

Kax maraexna TaGekc B KaKBO ¢LABPXA ONAKOBKATA
Tabnerxure ca 6exoBn, Kpbriy, ABoNHOM3MEKHANHK. [To 20 TabneTky B bnucrep ot PVC/anymunneso
(onuo, mo 5 6aHcTepa B KAPTOHEHA KyTUA, 3a€IHO C JTHCTOBKA.

IpaTexare HA Pa3speNIeHHETO 32 YHOTPEGA M HPOH3BOAATE
COOAPMA AT
yn. Hnuencko moce 16, 1220 Codus, Brarapus

/lara Ha nocaearo onoGpeHHe Ha AUCTOBKATA: deBpyapu 2009,
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