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Tepudaynomua PapmacaiibHce 14 mg GUIAMHPAHH TAOACTKH "/ !
Teriflunomide Pharmascience 14 mg film-coated tablets ...~
repudayromus (teriflunomide) - B

[IpouereTe BHHMATEIHO UAJIATA JIHCTOBKA, NPE/1H 12 3aMI0MHETE A2 pHeMATe TOBA JIEKAPCTBO, Thil
KATO TS ChAbP/KA BakHa 3a Bac nudopmanus.

- 3Janaszere Ta3u JUCTOBKA. MOJKe /1a ce€ HaJl0KH Ja g MpoveTeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMbJIHUTETHH BBIPOCH, MONHUTalTe Balins Jekap uiu (hapMalleBT.

- ToBa JiekapcTBO € npeanucaHo auuto Ha Bac. He ro MpeoTCThIBaNTe Ha APYTH Xopa. To Moxe 1a
WM HaBpE/IH, He3aBUCHMO Y€ MPH3HALIMTE HA TAXHOTO 3abosBaHe ca chluuTe Kato Bawwure.

- AKO MOJIyYHTE HIKAKBU HEXKEJIaHH peaklMH, yBeaomere Bauns jiekap Wi dapmauest. Tosa
BKITIOUBA M BCHUKH Bb3MOKHH HEKEJIaHH PEaKllMi, HEOMHCAaHU B Ta3H JIMCTOBKA. BuikTe ToUKa 4.

KakBo ¢babpKa TA3H JIHCTOBKA!

Kakeo npeacrasisea TepudayHOMHL (dDapmacaWbHC H 32 KAKBO C€ H3I0JI3BA
Kakso Tpsa0Ba aa 3HaeTe, nNpe/iu ja rnpuemMere Tepudaynomua GapmacanbHC
Kak na npuemere TepudayHomua dapmacanbHe

Bb3MOKHM HE)KENaHU peaKUHH

Kak na coxpanspare Tepudynomua GapmacaibHe

ChabpkaHHE HA ONAKOBKATa M I0MbJIHUTEIHA HHPOpMALIHs
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1. Kakso npeacrasiassa Tepudrynomu dapmacaiibHC H 32 KAKBO C€ H3110/13BA

Kaxso npeacrapiassa Tepuduynomna @apmacaiibic

TepudpayHomua PapmacalbHC ChAbPKA AKTHBHOTO BELLECTBO TeprudIyHOMH, KOETO € HMYHOMOAYTHPALLO
CPeJCTBO M pery/inpa MMyHHaTa CUCTEMA, 3a J1a OrpaHHH HeiiHaTa aTaka BbpXYy HEpBHaTa CUCTEMA.

3a kakBo ce u3no assa Tepudaynomua @PapmacanbHC
Tepudpmyromua PapmacaiibHe ce W3I10/13Ba MPH BB3PACTHH W TIpH /ICLa 1 toHolH (Ha 10 rogMHy U noseve)
3a JledyeHHe Ha NPUCTBITHO-PEMUTEHTHA MHOKECTBEHA CKJIEpO3a (MC).

KakBo npeacTaBjsiBa MHOKeCTBEHATa CKJIEPO3a

MC e xpoHruHO 3aboABaHe, KOETO 3acara UeHTpalHaTa HEpBHA cucrema (LIHC). LIHC ce cbeTou oT
FNABHMS MO3bK M rpbOHAuHKs MO3bK. [1pH MHOKECTBEHA CKJIEPO3a Bb3NaICHHETO paspylliaba 3allUTHATa
oOBHBKa (HapeueHa MuenuH) okono Hepeute B LIHC. Ta3zu 3ary6a Ha MHEJIMH Ce HapHya AeMHETUHH3ALHA.
ToBa cnupa nMpaBUIHOTO (PYHKUHOHUPAHE HA HEPBHTE.

Xopara ¢ npucTbiiHa GpopMa Ha MHOJKECTBEHA CK/IEpO3a HMAT NMOBTapALIH CC araky (NMPUCTBIIH) HA
hU3MUECKH CUMIITOMH, MPHYUHEHHN OT HENPaBHIHOTO DyHKLMOHUpaHe Ha HepBHTe. Te3H OMH ca
pPa3JIMYHU MPH Pa3IMYHUTE NALMEHTH, HO OOMKHOBEHO BKJIHOYBAT:

. 3aTPY/IHEHO XO/IeHe
. npoOJeMH ChC 3PEHHETO




. npoOaeMH ¢ PABHOBECHETO.

CHMITTOMUTE MOraT []a W34e3HAT HAITLIIHO Clle]l OT3By4aBaHe Ha NPUCTBNA, HO C TEUEHHE HA BPEMETO HAKOH
npoGeMH MOse [a OCTAHAT MEeX/Iy MPHCTBIHTE. ToBa MOXE 1 IPUIHHH ¢u3nvecka MHBATMAK3ALINA,
KOATO MOKE 1a npedn Ha Bamute exeaHeBHU N1€AHOCTH.

Kak neiicrsa Tepudaynomua Papmacadibie

Tepudnyromua ®apmacadbic nomara 3a npeanassate Ha LCHTpanTHaTa HepBha CHCTEMA OT aTaKH Ha
MMYHHATa CUCTEMA, KaTO OrpaHn4aBa HapaCTBAHETO Ha 6pos Ha HAKOHW OeNi KPbBHU KIIETKH (aum¢oLHTH).
ToBa orpasnuasa Bb3NAIEHUETO, KOETO BOAH 10 yBPEXKAAHE HA HEPBUTE TPH MC.

2. Kakso TpaOBa 12 3HaeTe, Npean 1A NpHeMeTe Tepudaysomua @apMacafibHe

He npuemaiite Tepud.aynomnx Papmacaibuc:

- aKO CTe AIEPrUtHI KbM TepH(IYHOMUA MITH KbM HAKOS OT OCTaHATHTEe ChCTABKH Ha TOBA NIeKapCTBO
(u36poeHH B TOuKa 6),

- aKO HAKOTa CTE pa3sBHBANM TEXbK KOXEH 0OPMB WM JIIOUIEHE HA KOXKATA, MCXyPH W/WM paHH B
YCTaTa CNEM NPUEM Ha TEPHDIYHOMHA WIH nedayHOMHUL,

- aKO UMATe TeXKH 4epHOAPOOHH npobneMy,

- ako cTe GpeMeHHa, CMATaTe, Y€ MOXe Ja CTe DpeMeHHa, WK KbPMHTS,

- aKo CTpajaTe OT cepHo3eH npobieM, KOWTO 3acara Baluara HMyHHa CHCTEMa, Hanp.npuaooHuT
umyHoaeduumnten cuiapom (CTTHH),

- aKo WMaTe cepuoieH npobiemM ¢ KOCTHHA MO3BK HJIH aKO HMATE HHUCBK 6poii yuepBeHH WK Denu
KPBBHH KJIETKH B KPbBTA, HAW HamasieH OpoH TPOMOOLIUTH,

- aKo CTpaJaTe OT CEpUO3HA HHPEKLIU,

- aKO UMaTe TexkkH 6b0peunn npobneMn, KOWTO HanaraT QHajinia,

- aKG MMATe MHOTO HHCKH HHMBA Ha GeNThiH B KPbBTa (XMIONPOTEHHEMHS),

AKO He CTE CHIYPHH, ToBOpeTe ¢ Bauus nekap Wiy ¢papMaLeBT, NPeaH Aa HIMNONIBATE TOBA NIEKAPCTBO.

[IpeaynpexcaeHus U Npeana3sHd MEPKH
[osopere ¢ Bawwms nexap wiv dapmauesT npeny aa usnosssate TEPUGITY HOMMUJ] DPAPMACAUBHC:
- aKO MMATE YePHOAPOSHH NMpoGaeMH W/HIIH aKO NPUEMATE FoNIEMH KONTHIECTBA AlIKOXOI. Bawmsar
nekap iie Byu Hanpasu KPbBHU M3C/IeBaHus IPEIH U N0 BPEME Ha JICHEHHETO, 3a [1a NpoBepH Konko xobpe
paboTH uepHus Bu npob. Ako pesyTaTHTe OT K3C/IEABAHHATA Bu nokaxkat Haiuuue Ha npodnem ¢ 4epHHA
apo6, BalysT nekap MOXe jia Crpe JICHCHNETO Bu ¢ TepudnyHomun @apmacaiibic. Mons, npoyerere
TOUKa 4.

- aKO MMATE BUCOKO KPBHBHO HanaraHe (XMNEpToHMA) 1 AaH TO C€ OBMA/BA C JICKAPCTEA HITH He.
TepudnyHomun PapmacaitbHe MOXE 12 NPUUAHH NOBHLUABAHE Ha KpbBHOTO HansAraHe. Bawuar jiekap e
NpoBepABa KPbBHOTO By HanaraHe npeay HavanoTo Ha JIEHEHHETO H peaoBHO cien Tosa. Mons, npoyerere
TOouKa 4.

- axo umate undekuus. [1peny na npremare Tepudaynomua PapmacaibHe, Balumar jekap e ce
yBEpH, Ye OpoAT Ha OennTe KPbBHH KICTKH H TpomGouMTHTE B KPBBTa BY € 10CTATBHEH. Twi kaTo
TepudyHoMua PapmacalbHC HaManasa Gpos Ha Benure KPbBHH KISTKH B KPBBTA, TOBA MOXE 1 3aCCTHE
crocobHocTTa BH na ce 6opuTe ¢ MHbEKUNATA. BawlHAT jiekap MOXKE Ja Bu HanpaBu KPBBHH H3CJICABaHAS
3a 12 NpoBepH 6enuTe KPbBHY KNETKH, aKO MHCUTE, UC KMATE HAKAKBA uHbpeKLUHsa. Xepnec BAPYCHH
nHbEKLMH, BKIIOUUTENTHO XEPIEC Ha yCTaTa Wi Xeprec 30CTep Morat na ce MOSBAT NpPH JIeYEHHE C
TepudayHOMuA. B HAKOH ciryyan MOXE [1a Ce NOABAT CEPHO3HH ycAaokHeHus. Bre Tpaoss m
Bawuus jiekap He3a6aBHO ako MO03MpaTe, Y& MMaTe CHMITTOMH Ha Xeprice BUpYCHa JHQERLIMA:
npoueTeTe TOUKa 4. vl
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- aKO MMATe TEXKH KOXHH peaKLuH.

- AKO KMATe PECNTHPATOPHH CHMNTOMH.

- ako MMaTe cnabocT, CKOBAaHOCT U B0siKka B pBLETE H KpaKarTa.

- aKo NPEACTOM Aa C€ BAKCHHUpATE.

- ako npuemare nepayHomun ¢ TepudnyHOMH dapmacaibHC.

- aKo IMPEMKHABATE KbM WITH OT JieueHHe ¢ TeprudryHomMua PapmMacalbHC.
- aKO MMare HENOHOCHMOCT KbM JIaKTO3a.

- ako Tpsabsa na By ce HanpaBy onpeAeneH BUA U3CNENBAHC HA KPHBTA (HuBO HA kanuuit). BE3MOXKHO
e U3MEPBAHETO Ja noxaxe (annBo HUCKH HHUBA Ha KaJILH#A.

Peakuu OT CTPAHA HA AHXATEJHATA CHCTEMA
KaxeTe Ha Baluus aexap, ako UMaTe HEOOACHHMA Kalluldlia W JUCITHES (3agyx). BammsT nekap MOXe a
H3BBbPILH JOTBIHUTEIHH W3CNCABAHNA.

Jlena B WHOIUH

Tepupnyromun dapmacalbHC He € NpeAHa3HAYEeH 34 yrnotrpefa NpH Aeua Ha BBb3pacT NoA 10 ronuHH, THH
KaTO HE € U3MWTBAH NPH MalKHeHTH ¢ MHOKECTBEHA CKIepo3a (MC) B Tazu BE3pacTOBa rpyra.
IIpenynpexxACHHATA 1 NTPEANa3HHTE MEPKH, H36pOEHH MO-rope, BAXKaT ChLIO 33 ACLA H IOHOLIH. CnenHara
HHQOPMAUHS € BKHA 3 JELA 1 33 NOJaraluyTe rpivkH 3a TAX fINLE.

- HaBNI0JABaHO € BB3NAJICHHE HA AHKPEaca MpH NauueHTH, NoTyHasallln repudryHomun. Jlexapar
Ha BaweTo IeTe MoKe Aa HampaBW KPBLBHH W3CAEABaHYs, aKO Ce TOA03MPa BEINAICHHE Ha naHkKpeaca.

Npyru aexapcTa H TepupyHOMHR PdapmacaiibHC
Unpopmupaitte Bawna nekap unu ¢papmauesT, ako H3NON3BaTe, HaCkopo CT¢ U3MOI3BAJIH W/TH € Bb3MOXKHO
1a W3NON3BaTe ApYTy JieKapcTsa. T0Ba BKIIOUBA W 1€KapeTBa, OTITyCKalH Oe3 peuenTa.

[To-koHKpeTHO, yBeaomeTe Ballunsa nekap nau (hapMaLEeBT, aKo MPHEMATE HAKOE OT CIIENHHTE:

- nedIyHOMM/, METOTPEKCAT Y APYTH fIeKapcTBa, KOUTO BIMAAT HA HMyHHATA cHcTema (Hapyu4yaHu
4ecTO HMYHOCYNIPECOPH WiH HMMYHOMO/Y/IaTOPH)

- pyAMIHLMH (JIEKAPCTBO, H3MOMI3BAHO 38 NEHCHHC Ha TyGepiyno3a U APYrH HHPEKLHH)

- kap6amazenuH, deHobapOurasn, GEHATOKH 32 STTHICTICHA

- ABAT KAHTAPHOH (BMIKOBO NIEKAPCTBO 32 fenpecHa)

- penarniHu/, NYOTTHTA30H, HATETTIMHMA MK POCHITIMTA30H 33 auaber

- AAyHOPYOHLUMH, AOKCOPYOHLIMH, MAKANTAKCE WIH TONOTEKAH 32 PaK

- YJIOKCETHH 33 OEMpPEecHs, HE3abPXKaHE Ha ypHHATa MIH TpH 6L6peuro 3a6onaBaHe npH auaber

- QJIOCETPOH 3a OBJIaJABaHE Ha TEXKKA JHApH4

- Teo(WInH 3a acT™Ma

- TH3aHRAWH - MHOPENAKCaHT

- papapHH - aHTHKOAry/1aHT, H3MNOJ3BaH 32 Pa3pekaane Ha KpbBTa (1paBy 4 No-TeUHA), 3a fa Ce
n3berte obpaszyBaHe Ha KPbBHM ChCHPELM

- fepopanHy KOHTPALENTHBH (ChABPKALIN ETHHHNECTPANKON H neBOHOprecTpen)

- edaknop, GeH3UNNEHHUKTHH (IEHHUKIHA G), uunpodaoKcalyH 3a HHGEKLHH

- UHAOMETaUMH, KETONpodeH 3a 601Ka UIIH BBH3MANCHUE - ¢dypo3eMu] 3a CbpAECHHO
3gbongBase

- LIAMETHIMH 38 HAMAJIABAHE HA CTOMALLIHHTE KUCCNIHHH

- sngopyanH 3a XUB-undexuus

- pO3yBacTaTHH, CHMBAcTaTHH, aTOPBACTATHH, NPaBaCTaTHH 3a XHnepxonecrepoeMus (BHCOK

XONeCTEPON) A
- cyndacanaskH 3a BE3NATHTENHO 3abonaBaHe Ha YepBaTa Wik pEBMAaTOWACH




- XONECTHPAMHH 33 BHCOK XOJIECTEPOIT HIH 33 obnexkyaBaHe Ha cepbOexka IpH 4yepHOAPOOHO
3a00naBaHe
- aKTHBEH BbI/ICH 33 HaManasaHe Ha abcopOuHATa Ha NeKapcTBa U ApYrH BELICCTBA.

BpeMenHOCT, KbpMEHE H QEPTHIHTET

He npuemaiite Tepudayromna PapMacalibHC, aKo CTe GpeMeHHa WM CMATATE, Y€ MOXKeE f1a CTe OpemMenna.
AKo cTe OpeMeHHa wiu 3abpeMeHeeTe 10KaTO B3eMare TepudayHomua PapmacalbHC, PHCKBT A8 HMATE
feTe ¢ ppoAaeHK nedekTn € nosHiueH. JKeHuTe ¢ 1ETEPOAEH NOTEHLHAT HE Tpa0Ba Ja U3MOJ3BAT TOBA
nexapeTBo 6e3 [a npunaraT HaaeXAHNW KOHTPALUENTUBHH MEPKH.

Ako Bawara ablueps Nojyud MEHCTPYAaLHa, 10KATO NpHema TepudayHomun dapmacaitbac, TpaOBa aa
HHGOPMHUpATE Jiekaps, KONHTO e NPEAOCTaBH CMEUHANH3UPata KOHCYITalKd OTHOCHO KOHTPALCNILHATA H
IOTEHLUATHUTE PUCKOBE B CiTy4ail Ha OpeMEeHHOCT.

Undopmupaiite Baluus ekap, ako I1aHWparTe Aa 3abpeMeHeeTe cell MpeyCTaHOBABaHE Ha JICHEHHETO C
TepudnyHomun dapmacaiibHc, Thit KaTo TPAOBa 1a € CUIYPHO, Ue NO-rojiAmMara 4act or TOBA JIEKAPCTBO Ce
e M3YMCTHNIA OT opraHn3Ma Bu npeau na 3abpemeneere. [10 eCTECTBEH THT OTACNAHETO HA AKTUBHOTO
BELIECTBO MOXE 1a OTHeMe 10 2 rOfIMHK. BpeMeTo Moske Aa ce HaMaJlH 10 HAKOJIKO CEAMHLIM Hpe3 MPHEM Ha
onpefeNieHH JIeKapCTBa, KOMTO YCKOPABAT OTCTPAHABaHETO Ha TepudnyHnomun dapmacaiibhc oT Baiins
OpPraHH3bM.

U B aeata cnyuas TpaGpa Ja ce NOTBbPAHN YPE3 H3C/IEABAHE HA KPBBTA, 1€ AKTHBHOTO BEILECTBO ¢
OTCTPaHEHO B JOCTATHUYHA CTEMNEH OT opraHu3Ma Bu, u e HeoBX0AMMO NOTEBPAKACHUE OT Baluua neKyBaul
nexap, ue HUBoTO Ha TepudayHomua PapmacaibHC B KPBBTA Bu e 10cTaThYHO HHCKO, 32 Aa ¢€ AOMYCHE Ja
3abpemMeHeerTe.

3a NOMbIAHHUTEIHA HHOOPMALIKMA OTHOCHO N1abopaTOPHHTE N3CNEABAHHS, MOJIS, CBBPIKETE CE C Bawmus nekap.

AKO noaosupare, ue cte OpeMeHHa JOKaTo npHeMare TepudayHomua PapmacaifbHC WK 34 NeprUoaa OT NBE
FOAMHH CJIEN KATO CTE CIIPETH eyeHHeTo, Tpadsa Aa npeyCTaHOBUTE MpHEMA Ha TepugnyHoMHA
dapmacaifbHC M [a ce CBbpKeTe BeaHara ¢ Bawua nekap 3a HIC/ICABAHE 3a OpeMEHHOCT. AKO
H3C/IeBAHETO TIOTBBLPAH, Ye cTe 6peMerHa, Baumar nekap Moxe na Bu npeioKu neueHne OMpEAEICHH
nekapcTea 3a oTcTpaHasate Ha TepugnyHomua PapMacabHC OT OpraHu3Ma Bu 6bp30 4 B A0CTaTHHHA
cTeneH, Thil KATO TOBA MOXE /1a HAMAJTH pHCKa 3a Bauero Gebe.

KoHrpauenuus
TpaﬁBa aa u3non3sare epeKTHBEH METOA 338 KOHTpALIenLus 110 BpEME HAa JeYeHHETO H CJel JISUEHHETO C

Tepudnynomug ®apmacaiibic. TepUdTyHOMHA OCTaBa B KpbBTA Bu awiro speme, Ciejl KaTo CTe Cripeiy aa
ro B3eMare.

IpoawkeTe fa 3Mo/3BaTe ePEKTHBHA KOHTpALENLA, CJIEA KATO CHpeTe JICUSHHETO CH.

- [MpoabmxaBaiTe, NOKATO HHBATA Ha TepudnyHomun QapmacaibHC B KPbBTa Bu cTaHar 20CTATHBYHO
HHCKU - BaluuaT nekap e npoBEpH TOBA.

- oBopeTe ¢ Bawius nexap OTHOCHO Hai-100pHA METOA 3a KOHTPAUCTILIHA 34 Bac, kakTo ¥ npH
eBEHTYa Ha HYXK/a OT CMAHA Ha METO/ia 33 KOHTpauenuu1Ara.

He B3emaiite TepudnyHoMua DapmMacalbHC 10KaTO KEPMHTE, Thil KaTo TepUPITYHOMH NPEMHHABA B
KbpMara.




Ilodupane B padoTa ¢ MALIHHK

Tepudnynomun GapmacaifbHe Moxe fa By Hakapa na ce JyBCTBAaTe 3aMaAHH, KOETO MOXE /1 3aCCrHe
cnocobHocTTa B 3a KOHUEHTPaLU H peakius. B Takbs ciyuyait He Tpa6sa a wodupare wiu aa paborure ¢
MaLLMHH.

Tepudaynomug ®apMacaiibHC ChAbPXKA JAKTO32

TepudiyHomua dapmacaiibHe CbaBpHa NakTo3a (BUA 3aXap). AKO BawuaT nekap By € xa3an, ye HMate
HEMOHOCUMOCT KbM HAKOM BHAOBE 3axapH, CBbpkeTe ce ¢ Bauwina aexap Apexy aa npueMaTe Tosa
NIeKapCTRO.

Tepadpaynomua ®apmacaiibHC ¢CbAbPXKA HATPHH
ToRa IekapcTBO Chabpxka no-manko ot 1 mmol Hatpuii (23 mg) Ha tabneTka, T.€. MOXKE JIa Ce KaXKe, 4
MPAKTHUECKH HE ChAbpKa HATPHUH.

3. Kak aa npuemate Tepudpaynomua ®PapMacaHbHC

Jleuenuero ¢ TepudnyHomua PapmacalibHC llie ce MPOBEKAA MO HA0MOAEHHETO Ha iekap, KOHTO UMA
OIUT B JIEYEHHETO HAa MHOXKECTBEHA CKJIEpO3a.

BuHard M3non3saiiTe TOBa IEKApCTBO TOYHO KakTo BH € ka3an Bamuar nekap. AKO HE CTe CUTypHH B HEINO,
nonutaiTe Bautus nekap.

BbapacTHH
IMpenopbunTeHaTa no3a € eaxa Tabnetka oT 14 mg AHEBHO.

Yonorpeba npH Aeua H IOHOIIH (HA BH3IPACT HAJL 10 ronuER)

Jlo3aTa 3aBUCH OT TENECHOTO TErNO:

- Tleua ¢ TenecHo terno Haa 40 kg: enna rTabnerka ot 14 mg AHEBHO.

. JTeua ¢ TENECHO TErno, No-Maiko Wi paBHO Ha 40 kg: enna Tabnetka Ot 7 mg JHEBHO. He ca
Hanuunu Tabnetku TepudnyHomua dapmacaiibHe 7 mg, 3aToBa TpAGBa a C€ U3NON3Ba APYr NPOAYKT,
chAbpKaLl 7 mg TepUPIYHOMHA.

Jleuarta 4 IOHOLIHTE, KOWTO JOCTHIHAT CTAOHITHO TEJIECHO TETIIO HAA 40 kg, e noyry4yar yKazaHus OT CBOA
Nekap Aa NPEMUHAT KbM eaHa Tabnerka o1 14 mg AHEBHO.

[TbT ¥ HAYKH HA MPUIOKEHHUE

TepudnyHomua dapmacaibHC € 32 NEPOPATIHO NPHIO0IKCHHE. Tepudnynomun dapMacaifbHC ce NpueMa
esKeTHEeBHO KATO €MHUYHA JHEBHA J103a MO BCAKO BPEME HA JCHA.

Tpa6sa aa renrtare TabneTkara uana ¢ MaJIko BoJa.

Tepudnynomna PapmacaidbHC MOXKE Aa C€ MPHEMA CbC HITH 6e3 xpaHa.

AKO CTe NpHeH noBede oT HeobxoanmaTta 1032 Tepudaynomua PapmacafibHC
AKO CTe npHenu noseve oT Heobxoanmara 1032 Tepudaynomua GapmacadbHe, obageTe ce BefHara Ha
Batus nexap. Bue Moxke na nosnyvnTe HeXKENaHH peakiiiy, noao6GHH Ha TE3W, KOKTO Ca OMUCAHH B TOUKa 4

Mo-A0Jy.

Ako cTe nponycaaad 1a npHemere Tepudaynomun P®apMacaibaC
He npuemaiite gBofiHa 1033, 33 la KOMIIEHCHPATE NponyCHaTaTa Ttabnerka. BieM
HA3HAYEHOTO BPEME.




Axo cTe cnpenn npuema Ha Tepadaynomuna ®apmacalibaC
He cnupaiite npuema Ha TepudnyHomua GapmacaidbHe U HE npomeHsiTe Bauiara n03a npenu Aa ¢Te ¢
NOoCHBETBAIH ¢ Bawuus nekap.

AKO HMaTe HAIKAKBH JOMTBIHHTEIHH BBPOCH, CBBP3aHH ¢ yrioTpe(aTa Ha TOBa JIEKapCTBO, MOMHTAATE
Barus nekap Uiy gapMaLesT.

4. Bb3MOKHH HEXKENAHH PEAKHHH

KakTo BCHUKH JIEKapCTBA, TOBA NEKAPCTBO MOXE J1a MPEAR3BUKA HEXENAHH PEAKLMH, BBIPCKH HE HE BCCKH
rd MOJyyana.

[Tpu TOBA JIEKAPCTBO MOXE N8 Bb3HUKHAT CJICNHHTE HEXKETAHH PEAKLIHH.

CepHO3HU HEXKENAHW PEAKLIMH

HAKOM HexenaHy peaxiiy Morat fa GbaaT WK Jia CTAHaT CEPHO3HH. AKO NOTYUHTe HAKOH OT TAX,
He3abaBHO ce cBLpXKeTe ¢ Bamua aexap.

Yecmu (Morar fa 3acerHat 1o 1 Ha 10 aymm)

- Bb3nancHUe Ha NaHKpeaca, KOeTO MOXKe Aa BKOYBA CHMITTOMH Ha 6onka B kOpeMHaTa obNacT,
rageHe Uiy NoBpblliaHe (HeCTOTaTa € ,,4eCTH  NPHU NEAUATPUUHH NALUKUEHTH H ,,HeuecTH MpH Bb3pacTHH
NMaLHEeHTH).

Heuecmu (morar aa 3acerHar ao | Ha 100 pyun)

- anepruyHy peakluH, KOHTO MOXE Aa BKIIOUBAT CHMITTOMY Ha o0OpHB, KONIPHBHA Tpecka, MOAYBaHE
Ha YCTHHTE, €3UKa WIH JTMLETO, H/IK BHE3arHO 3aTPYAHEHO AHUIAHE,

. TEXKKH KOXKHH peaKiliH, KOWTO MOXKE 1a BKIKO4BAT CHMITTOMH Ha KOMKCH oOpuB, MEXYPH, NOBULICHA
TeMIlepaTypa Uik A3BH B yCTaTa;

- TeXKHU HH(EKUMH WK CENCHC (MOTEHLMANHO XKHBOTO3aCTpaLaBall BUA HHpEKLUNA ), KOHTO MOXe 12
BKJTFOYBA CHMIITOMH Ha BHCOKA TEMIEPATYpa, TperepeHe, TPHIKH, HAMAICHO OTACIAHE HA YPHHA WK
oOBPKAHOCT;

- Bb3NAICHHE Ha BeuTe ApoBoBe, KOSTO MOXE Aa BKJIIOYBA CHMITTOMH HA 3allyX WH ynopura
KALITHLA.

C neuzsecmua vecmoma (OT HATMYHHTE JaHHU He MOXe 1a Gbe HanpaBeHa OLEHKA):

- cepHo3HO uepHOApPOo6HO 3abonasate, KOETO MOXE [a BK/IIO'BA CHMITTOMH Ha OXCBJITABAHE HA
KOXKATA WAV Ha 641aTa YacT HA OYMTe, MO-TbMHA OT obuyaiiHaTa yprHa, HeOOACHHMO ralcHe ¥ NOBPBLINAHE,
unu 6onka B Kopema,

JIpyry Hexe/aHHu peakluy MOraT 13 Bb3HHKAT ChC CICAHATA HECTOTA:!

Mpnoeo vecmu (MoraT Aa 3acerHar noseve ot | Ha 10 aywu)
- rnaBobonue

- auapus, raaeHe

- nosuiiasaHe Ha AJIAT (nMoeHilIeHH KpbBHH HHBA HA ONIPEAC/IEHH YCPHO
YCTAHOBABA CE UPE3 U3CNENBAHHA




- HU3THHABAHE Ha& KOCATa

Yecmu (MoraTt na 3acerHat Ao | Ha 10 gywn)

- rpun, MHGEKLMA Ha TOPHUTE JUXATEIHY NBTHLLA, nRbEKUME HA MAKOYHHTE THTULIA, OPOHXHT,
CHHY3HT, 60JIKH B FBPIOTO H AUCKOM(OPT NpH NPETIbLIAHE, UHCTHT, BHPYCEH raCTpOCHTCPHT,
36Ha HHGEKLNA, JAPHHTUT, IbOKYHA HHPEKLHS Ha XOAWIOTO;

- Xepriec BHPYCHHM HHMEKLIHH, BKTIOUHTENHO Xepriec Ha YCTaTa U Xeprec 30CTep ChC CHMITTOMA KaTo
KATO MEXYPH, napeHe, cbplex, H3TpbNBaHe WK Ooska Mo KOXKaTa, OOMKHOBEHO OT €JHATA CTpaHa
Ha FOPHATA YACT HA TANIOTO HIIM AHLIETO, X APYTH CUMITTOMH, KaTO NOBHILIEHA TEMICPATypa H
cnabocT,

- naBopaTOpHH CTOMHOCTH: HaManaBaHe Ha OpoA Ha HEPBEHUTE KPBLBHH KIIETKU (aHemus),
HabAKOAaBAKK ca MPOMEHU B J1a0OpaTOPHHATE U3CAEABAHWA HA HEPHUA apo6 u 6endre KPLBHH
KNIETKH ( BYOKTE TOYKA 2), CHLIO TaKa MOBHIICHWA HA MYCKYJICH EH3HM (kpeaTtuHdochokHHAa3A);

- NEKH aIePrU4HH peaKLnH;

- YyBCTBO Ha TPEBOXKHOCT,;

- MpaByKaHe, 4yBCTBO Ha cabocT, H3TpbIBase, GoLkaHe Win GoNika B AONHATA YACT Ha rep0a WM B
Kpaka (HMILKAac); ¥3TPBIIBAHE, NapeHe, OoLKaHe WK 60nKa B pblIETe H NPBCTHTE (CHHAPOM Ha
KapnanHiua TyHeN),

- cwpuebuene;

- MOBHUIEHO KPbBHO HANATaHE;

- nospbluake, 36060, 6oska B ropHaTa 4acT Ha KOpeMa;

- 0oOpHB, aKkHE;

- 6oNKa B CYyXOXKWIMATA, CTABHTE, KOCTHTE, MYCKYJIHA OosTka (MyCKyIHO-CKEIeTHA bosika);

- HYa OT MO-4eCTO OT OOUYANHOTO YPHHHPAHE,

- foneszHeHa U 0DUIHA MEHCTPYaLU;

- Donka;

- JIAMICA HA EHEPrUs KK OTNANHANOCT (aCTEHNA);

- HaMaJIsiBaHE Ha TENECHOTO TErO.

Heuecmu (Morar aa 3acerdat ao | Ha 100 gyww)

- HamansBaHe Ha Opos Ha TPOMGOLMTHTE B KPBBTa (J1€Ka TpOMOOLMTOMNEHHS);

- NoBMLLIEHA YyBCTBHTEAHOCT 0COOEHO Ha KoXaTa; npoboxaalia HiK My icHpalua 6onka o xoaa Ha
eIMH WIH NOBeYe HEPBY, MpoONeMH C HEPBUTE Ha PBLICTE HIIK KpakaTa (mepudepHa HEBPOTIATHA);

- HApYIUEHHA Ha HOKTHTE, TEXXKH KOXHH pEaKLHH

- nocTTpaBMaTHyHa Honka

- NICOPHA3IMUC

- BB3MANEHHUE HA YCTaTa/yCTHHTE

- OTKJIOHEHHS OT HOpMaTHHTE (pedepeHTHH) CTOHHOCTH Ha MASHHHHTE (nMnyan) B KpbBTa

- Bb3NaleHne Ha n1e6enoTo Yepso (KOJIHT)

Pedxu (MoraT na 3acertat ao | Ha 1 000 aywm)
- BBL3MANEHHE WK YBPEXKAAHE Ha YEpHHUA apod

C neusgecmua yecmoma (OT HANMUYHHWTE 1aHHU He MoXe Ja Oblie HanpaBeHa OLICHKa)
- OenoapobHa XHNEpTOHUA




Nlena (na BL3pacT Bas 10 roasHn) H IOROUIH
HexxenaHute peakuru, u3OpoeHH Mo-rope, ce OTHACAT M 3a Aeua H FOHOLUH. Cnenapalata ACITBIHHTEIHA
yHdopMaLMs € BaxkHa 3a ela, IOHOWIH Y NONaraluTe rpuaKe 32 TAX JIHLA.

Yecmu (MoraT aa 3acerHat no | Ha 10 nywn)
- Bb3naneHue Ha nMaHKpeaca

CrofmaBane Ha HeXeJIAHH PeaKIHH

AKO NONYy4YHTE HAKAKBHM HEXENAHH JIEKapCTBEHH PEAKLHH, yBEAOMETC Baiuus nexkap Wik papmauesT. Tosa
BKITIOUBA K BCHUKH Bb3MOMKHH HEXENaH! PEaKLIWK, HEONKMCAHY B Ta3H JIMCToBKA. MoxeTe Chiio Aa
cHOOINUTE HEXETAHN pPeaklUH AUPEKTHO Ypes:

HsnmenuuTenHa areHilus No nexkapcreaTta
ya. . Jlamsan ['pyeB” Ne 8
1303 Codus

ten.: +359 2 8903417
yeGeait: www.bda.bg

KaTto chobLIaBaTe HeXeNaHH peakLMH, MOXKeTe Aa JajeTe CBOsS NPHHOC 32 NONYHABAHE Ha [IOBEYE
wH(oOpMaLKs OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kax na coxpanasate Teprdaysomua PapmacaibHC
Ila ce cbXpaHsaBa Ha MACTO, HEAOCTBITHO 32 ACLA.

He u3non3saiiTe TOBA 1€KApPCTBO CIEA CPOKA Ha FOHOCT, OTOe/IA3aH BbpXY KyTHATA H noptdeina cnen
Toaen no*. CpokbT HA FOAHOCT OTro8aps Ha NOCNEAHHA AEH OT fIOCOUCHUA MECCLL.

To3u nekapcTBeH NPOAYKT HE H3MCKBA CMIELMATHY YCI0BUA HA CHXPAHCHHC,

He u3xpppnsaiiTe ekapcTBaTa B KAHAIH3ALMATA HIIH B kOoHTeHHepa 3a AOMalIHH oTnaabuM. [lonHTaiiTe
Baiuua dapMalieBT Kak /la H3XBbP/IATE ICKapCTBaTa, KOWTO BEYE HE n3non3parte. Te3n MEPKH LIEe CIIOMOTHAT
33 OMN43BaHE Ha OKONHAaTa cpeaa.

6. CuhabpxanHe HA ONAKOBKATA H I0NBLJARHTENHA AHPOPMANHS

Kakso chabpxa Tepadaynomnn @apmacaiinuc

- AKTHBHOTO BelLecTBO € TepudryHomua. Bcesika TabneTka CbAbpKa 14 mg TepUquTyHOMHA.

- Jlpyrute CbCTABKH Ca XHAPOKCHNPOMHIILETY 1032 (E463),n1akT03a MOHOXHAPAT, UAPEBHYHO
HUILIECTE, MMKPOKpHCTanHa Lenynosa (E460), HaTpues HULWIECTEH [IUKONAT (Twn A), Mar{e3uen creapar
(E470b), xunpomenosa 2910 (E464), TTanues anoxeua (E171), makporon 8000 (E1521), xon10MaEH,
6e3BofeH CHIMLIHEB JHOKCHA, HHAWTOKAPMHH aTyMHHHEB JIAK (E132).

Kak mriexaa Tepud.ayromua ©PapmMacaiibHC H KAKBO ChAbpAa ONAKOBKATA



Tepudnynomun Papmacaiivue 14 mg GriamMHpaHH TabMeTKKH ca CBETAOCUHM A0 NAaCTeHOCHHH NMETOBIBITHH
punMEpady TabNETKH C OTNEYaTaHO HA €11HATA CTPAHA O3HAYCHNC ,,14° ¥ HHULIO OT BBPXY ApyraTa CTpaHa..

TepudayHomun Papmacaiibae 14 mg punmupany TabNneTKH ce npemiarat B KAPTOHEHH KYTHH,
CBABPHKALLH!

- 14 unu 28 dunMupann TabneTkn B OaucTep

- 14, 28, 84 1 98 TabneTkH B OMAKOBKH THA ,,MOPTeis” C BrpaieHy o6nucTepH;

. 10x1 Tabnetxu B nepdopupann GIUCTEPH C CAUHHYHH NO3H.

He BCHUKM BHIOBE ONAKOBKHM Morat aa 6baar mycHaTH B npoaaxoda.

IIpurexkaren HA PA3PeLIEHHETO 32 ynorpeba:
Pharmascience International Limited
Lampousas |

1095 Nicosia

Kunbp

IIpor3aBoauTEL:

Pharmascience International Limited
1st floor lacovides Tower

81-83 Griva Digeni Avenue

1090 Nicosia

Kunsp

GE Pharmaceuticals Ltd
Industrial Zone
Chekanitza South area
Botevgrad, 2140
bvarapus

JlaTa Ha MOCJIEAHO NpepasriekaHe HA JIHCTOBKATA




