JIncToBKA: HHPOpMANHS 32 NALHEHTA 67{ 2 5/, g Ot 6

Tepudaynomua 3enTuBa 14 mg puamupanu TadieTkn _
Teriflunomide Zentiva 14 mg film-coated tablets ~— é P S EA | § -12- 202k
TepudayHomus (teriflunomide)

IIpoueTeTe BHHMATE/IHO USJIATA JIHCTOBKA, NPeAH A 3aM04YHeTe 12 NPHEMAaTe TOBA JIEKAPCTBO,
ThH KaTO TH CbAbPKA BaxkHa 3a Bac uapopmanus.

- 3ana3zere Ta3u JUCTOBKA. MOXe /1a c€ HAJIOKH J1a A MPOYETETE OTHOBO.

- AKO MMaTe HAKAaKBH JIONbJIHUTEJIHA BBIIPOCH, NonurTaiTe Bawus nekap wid apMaueBT.

- Topa nekapcTBO € npeanucaHo Ju4yHo Ha Bac. He ro npeorcreneaiire Ha apyru xopa. To Moxe na
MM HaBpe/I¥, HE3aBUCHUMO Y€ MPU3HALIMTE Ha TAXHOTO 3a0osisiBaHe ca ChlUMTe KaTo Baiure.

- AKO nosy4yuTe HAKaKBH HEXKEJIaHH peakuuH, yeeaomere Bawms nekap uinm ¢papmauest. Tosa
BKJIKOUBA U BCHYKH Bb3MOXKHH HEXEJIAHH peaKLIMH, HEONHUCAHH B Ta3H JIMCTOBKA. BuxkTe Touka 4.

KakBo cbaAbpKa Ta3H JIHCTOBKA:

KakBo npeacrasnsBa Tepu(payHOMHA 3€HTHBA H 3a KAKBO CE€ U3I10J13BA
KakBo TpsbBa aa 3HaeTe, npeau aa npuemere TepudayHoMua 3eHTHBA
Kak na npuemere TepudayHomun 3eHTHBA

Bb3MOKHH HEXKENaHU peakLUH

Kak na cexpanssate TepudayHomua 3eHTHBA

Chabp)KaHUE Ha OTIAKOBKATa W AOINbJIHUTEIHA HHOpMaLIMA

oo o8 SRl =

1. Kakso npeacrasisaBa TepudayHomu 3eHTHBA H 32 KAKBO ¢e H3M0./13BA

KaxkBo npeacraBassa Tepudaynomna 3enTuBa
TepudnyHomua 3eHTHBA ChABPIKA AKTUBHOTO BELLIECTBO TEPUGPITYHOMH, KOETO € HMYHOMO/1YJIMPALLLO
CPeJICTBO M peryjiipa UMyHHaTa CUCTEeMa, 3a J1a OrpaHW4YH HEHHATa aTaka BbpPXY HEpBHATa CHCTEMA.

3a kakBo ce H3noJsi3Ba Tepudaynomua 3eHTHBA
TepudayHomua 3eHTHBA C€ W3MO0JI3Ba NPH Bb3PACTHHU M NPH Aela v 1oHoWH (Ha 10 roauHyu W noseue)
3a JICYEHHE Ha NPUCTBITHO-PEMHUTEHTHA MHOXECTBEHA CKJiepo3a (MC).

KakBo npeacTaB/isBa MHOKECTBEHATA CKJIepo3a
MC e xponuuHo 3abo0/gBaHe, KOeTo 3acsra ueHrpajHara HepBHa cucrema (LIHC). LIHC ce cweTom ot

rJ1aBHUS MO3BK M rpbOHauYHUs MO3bK. [IpH MHOXKECTBEHA CKJIepO3a Bb3MaJIEHHETO pa3pyluaBa
3alllMTHaTa OOBHUBKaA (HapedyeHa MuesMH) okosio HepBuTe B LIHC. Ta3u 3aryba Ha MHeIMH ce Hapu4a
neMHeMHUu3auua. ToBa cnvpa npaBUIHOTO (YHKLIMOHHPAHE Ha HEPBUTE.

Xopara ¢ npucTbiiHa (opMa Ha MHOXKECTBEHA CKJIepO3a UMAT NOBTapSALIH Ce aTaKH (NPHUCTBITH) Ha
(U3HYECKH CUMITTOMH, MPHYHHEHH OT HENPABHIIHOTO (PYHKLIMOHUpPAHE HAa HepBUTE. Te3n CUMNTOMH
ca pa3/IHYHH MPH Pa3IHYHHUTE MALMEHTH, HO OOMKHOBEHO BKJIKOYBAT:

- 3aTPYAHEHO XO/IeHe

- npo0JIeMH CBC 3PEHHETO

- npolJieMH C paBHOBECHETO.

CUMNTOMMTE MOraT Aa U34e3HaT HAITbJIHO CJ1e/l OT3ByYaBaHe HA MPUCTBIA, HO C TEYEHHE HA BPEMETO
HAKOM NMpoOIeMH MOXeE J1a OCTaHaT MexXay nNpucTbnuTe. ToBa MOXKe Aa MPUYUHH Pu3
HHBAJIH/IM3aLIMA, KOSTO MOXeE /1a Mpeyd Ha Balure exxe1HEBHH 1€HHOCTH.

Kak neiicrBa Tepudaynomua 3enTuBa
Tepudaynomua 3eHTHBaA NoMara 3a npejanas3BaHe Ha LIEHTpaJHaTa HEPBHA CUCTEMaA

WMyHHATa CUCTEMa, KaTO OrpaHH4YaBa HapacTBaHETO Ha Gpos Ha HAKOM Oesln KPbBH l{ue{rm U M
(mumdoumTH). ToBa orpaHHuyaBa Bb3MaleHHETO, KOETO BOJIH /10 YBpeXk/laHe Ha HepBH hﬁ MC / 4
C;F




2. Kaxso TpuOBa 1a 38aeTe, npean A2 npHeMeTe TepudpayHoMHa 3eRTHBA

He npremaiite Tepndaynomua 3eHTHBA:

- @Ko CTe aNeprHuHH KbM TCpUQITYHOMHA WIH KbM HAKOA OT OCTAHAJIMTE CHCTABKH HA TOBA
nekapcTBo (M30pOeHH B TOUKA 6),

- @Ko HAKOra CTe Pa3sBMBAIIM TEXBK KOXKEH OOPHB WM JIIOLLEHEe Ha KOXKaTa, MEXyPH WWIH paHH B
ycTaTa cnes NpueM Ha Tepudury HOMMA WK Je(IyHOMHA,

- 8KO0 HMATe TEXKKK YepHOAPOOHU NpobiieMH,

- ako cTe OpeMeHHa, cMATaTe, Ye MOXKe Aa cTe OpeMeHHa, WIH KbpMUTE,

- 8KO CTpaaaTe OT CEpHO3CH NpobneM, KoHTo 3acara Bamara uMyHHa CUCTEMa, Hanp. CHHAPOM Ha
npunobura uMyHHa HenocrathuHoct (CITHAH),

- KO MMaTe CepHo3eH MpobieM ¢ KOCTHUA MO3BK HIIH aKO UMaTe HUCHK Opol yepBeHH WIH Oenu
KPbBHH KNETKH B KPBbBTA, WJIH HaMaJsleH Opoit TpoMGOLIHTH,

- @Ko cTpajare OT Cepro3Ha HHPEeKL U4,

- aKo UMaTe TeXKH 6v0peunn npobaeMu, KOUTO HanaraT AMAIH3A,

- @KO HMATE MHOT'O HHCKH HUBA HA OEATHUM B KPBBTA (XMIIOMIPOTEHHEMHUA ),

AKO He cTe CUI'YpHH, roBopete ¢ Bamus nekap win gapMaleBT, NpeaH Aa U3NON3BATE TOBA

JIEKAPCTRO.

IIpeaynpexaeHAs H NpeNa3sHKE MEPKH

['oBopere ¢ Bamna nekap wm ¢apmaneBT npean aa usnonssare TepudayHOMHA 3eHTHBA, aKO:

- ¥IMAaTe YePHOAPOOHH NMpolieMH W/HIH aKo NPHEMATE rojieMH KOJIHYECTBA ATKOXON. Bawusar
nexap we By HanpaBy KpLBHH H3C/eIBAHHA NPEAH W O BpEME Ha JIeYEeHHETO, 3a 1a NIPOBEPH
konko acbpe pabotn wepHua Bu apo8. Axo pe3yaraTHTe OT H3cienBaHHATa BH nokaxaTr Hanuuue
Ha npobnem ¢ Yepuusa npod, Bammsr nexap Moxe aa crpe neyesuero Bu ¢ TepudmyHomun
3enTnBa. Mons, npouyereTre Touka 4.

-  HMAaTe BHCOKO KPBLBHO HaJIAraHe (XMMEPTOHHA) U AAJIH TO €€ ORJIAAARA C JACKAPCTBA HIH HE.
TepudayHoMu 3eHTHBA MOke a NPUYHHK NOBUILABAHE HA KPBBHOTO Hanarane, Bawmar nekap
Le NMpoBepABa KPBBHOTO BH HansArane npean HavajaoTO HA JIEUEHHETO M PEIOBHO CJIE] TOBA.
Mouns, npouereTe TOUKA 4.

- umare HHPekuua, Ilpeay na npuemare TepupnyHomua 3enTusa, Baumsar nekap me ce ypepH, ue
OpoaT Ha OenHTE KPBBHH KJIETKH U TPOMOOLIMTHTE B KpbBTa BH € nocTathueH. Tril kato
Tepudmynomun 3eHTHBa HamanaBa Opos Ha GeJIUTe KPBBHH KJIETKH B KPBBTA, TOBAa MOXKE Aa
3acerne cnocobHocTra By 1a ce 6opure ¢ nHekumaTa. Baumst nekap moxe na Bu sanpasu
KPbBHH H3CIEABaHHA, 3a Aa NMPOBEPH OennTe KPbBHHU KAETKH, aKO MHCJIHTE, Y€ UMaTe nHpeKLHUA.
Xeprec BUPYCHH HHGEKIMH, BIJIIOMHUTENHO XEPIEC Ha YCTaTa WK Xepriec 30CTep MOraT Aa ce
MOABAT NPH AeUYCHHE ¢ TeprudyHOMIA. B HAKOM Clfyuau MOXe J1a ce NOABAT CEPHO3HH
ycnokHeHHa. Bue TpabBa na ysenomure Bawmia nekap HezabasHo ako nmoaosupare, 4e HMate
CHMITTOMH Ha Xepnec BUpycHa uHdexuma. Mond, npoderere Touka 4.

- MMAaTE TeXKH KOXKHH PEaKiliH.

- MMATe pecnHMpaTOpHHM CUMITTOMH.

- umare cnabocT, CKOBAHOCT H 00JIKa B pBLIETE W KPAKaTAa.

- MPEeACTOH Aa c€ BAKCHHMpATe.

- npuemare nepayromua ¢ TepupayHomMun 3eHTHBA.

-  NPEeMHHABATE KbM HIIH OT Jedenue ¢ TepudryHOMH A 3eHTHBA.

- TpaOBa aa Bu ce HanpaBu onpeaeneH B U3CieABaHE Ha KPbBTa (HHBO Ha Kaniwii). Be3aMokHO e
H3MEPBAHETO Aa NOKaxke GammuMBO HHCKH HHBA Ha KAILHH.

Peaxinun o1 cTpaHa Ha JHXATE/IHATA CHCTEMA
Kaxere Ha Bamusa nekap, ako HMate HeoOACHHMA KallLTHLA U AMCHTHEs (3aayX). BawunsaT nekap Moxe
Ja H3IBBLPLIH NOMBIHHTEIHH H3CTIeIBaHUA.

Jdena B 1OROmMA

TepudmyHomua 3eHTHBa He e npeAHa3Ha4eH 3a ynoTpeda NpH ienla Ha BB3pacT Nnoa
KaTO He € M3MHTBAH NPH NaUHEHTH C MHOXecTBeHa ckneposa (MC) B Tasu Bb3pacro
[IpenynpexneHusaTa U ApeaANa3HUTE MEPKH, H3OPOESHH NO-rope, BAXKAT CHIO H 33 A€
HHpOpMALIMA € BAXKHA 34 JIella H 3a NoJlaralijuTe rpyXK 3a TAX JTHLA:




- HabmonasaHo € BE3NAJICHHE HA NAHKPeaca NPH NaLMEeHTH, NOMy4YaBawM TepuPayHoMua, JlekapsaT
Ha Bawero gere MoXke 1a HANPABH KPBbBHHU H3CJICABAHHSA, AK0O CE MOAO3Hpa BhINAIEHHE HA
naHKpeaca.

JApyrn nexapcerBa H Tepudpaynomna 3enTusa

HUudopmupaiite Bammns nexkap win ¢papmalLieBT, aK0O H3MOA3BATE, HACKOPO CT H3NOA3BAH WIH €

BL3MOXKHO [1a H3NOJI3BaTe APYTH ICKAPCTBA. 1TOBa BKITIOYBA M JICKAPCTBA, OTMYCKaHH De3 pelenTa.

[No-koHkpeTHO, yBeaoOMeTe Balums fiekap U ¢apMaLEBT, aKO MPHEMATE HAKOE OT CJICAHHUTE!

- ne(IyHOMHA, METOTPEKCAT U APYrH JIEKApCTBA, KOMTO BIIMAAT HA HMYHHATa CHCTeMa (HapH4YaHH
4EeCTO HMYHOCYTIPECOPH HIIH HMYHOMOYIATOPH)

- pudamMnuLMH (IEKAPCTBO, U3MOJI3BAHO 38 NCYCHHUE Ha TyOEepKyio3a U APYTrH HHPEKLHH)

- xapbamazenuH, peHobapburan, PeHUTONH 3a eNHAENCHA

- 3BT KAHTAPHOH (OIJIKOBO JICKAPCTBO 33 JENpECHA)

- penaryIMHUJ, MHOTJINTA30H, HATEIJIHHUA WM POCHIIIMTA30H 3a AHader

- HayHOpPYOHMLUMH, JOKCOPYOHLMH, NAKAWTAKCE X TOMOTEKAaH 3a paK

- IYJIOKCETHH 38 JeTpecHs, He3aabpkaHe Ha ypruHaTa Wi npu 61u0peuno 3abonssane npn nuaber

- aNoOCETPOH 3a OBNAAABAHE Ha TEXKA AHapHi

- Teo(HIHH 3a acT™Ma

- TH3aHWAHUH — MYCKYJICH pellakCaHT

- BapdapyH — aHTHKOAryJIAHT, H3MOI3BAH 33 pa3speJaHe Ha KpbBTa (MpaBH s MO-T€4Ha), 3a Aa ce
u3bertHe obpasyBaHe Ha KPbBHH CHCHPEHM

- MepOoPAlIHA KOHTPALCTITHRH (CHhABPKALIK €THHWIECTPAJHOJ H JIEBOHOpPrecTpe)

- uedaknop, SeHswineHUUKIHA (NEHUUMNKH (), uHnpodaoKcalMH 3a HHpEeKLHH

-  HHIOMETALUH, KeTonpogdeH 3a 60JIKa HIH Bb3NaNeHHE

-  dypozemu 3a ChpACHHO 3a00naBaHE

-  LMMETHIHMH 33 HAMAJIABAHE Ha CTOMAUIHHTE KUCEIUHH

- 3upoByaMH 33 XUB-uudexums

- pO3yBacTaTHH, CHMBACTATHH, AaTOPBACTATHH, [IPABACTATHH 34 XHNEPXOJIECTEPOIEMHs (BHCOK
XoJiecrepon)

- cyhdacana3uH 3a Bb3NAIWTEAHO 3a00/9BaHe HA YEPBATA WIN PEBMATOHACH APTPHT

- XOJIECTUPAMHMH 33 BUCOK XOJIECTEPOS WiM 3a ofiekyaBaHe Ha chpbexa npH yepHoapoOHO
3abonasane

-  aKTHMBEH BbIJICH 3a HaManaBaHe Ha abcopdbuuara Ha I€KapCTBRa M APYTH BELIECTRA.

bpeMeHHOCT H KbpPMeHe

He npuemaiire TepudnyHoMua 3eHTHRA, ako cTe OpeMeHHa WIH cMATaTe, Y€ MoXke Ja cte GpemMenna.
AKo cTe OpemeHHa HIH 3a0peMeHeeTe, 10KaTo BieMare TepudayHomMua 3eHTHBA, PHCKLT Aa UMAaTe
nieTe ¢ BpoAeHH AedekTy ¢ nopHiueH. XKeHure ¢ aeTepoaeH MOoTeHUMAN He TpaOBa Aa H3NO/3BaT TOBA
nekapeTBo 0e3 Ja npuwiarat HaaeKAHHU KOHTPALEITTHBHH MEPKH.

Ako Baimara gbiieps noiyuyd MeHCTpyauusa, Jokaro npueMa TepudnyHomun 3eHTHBa, Tpabea na
HHpOpMHpATeE JieKaps, KOHTO L€ NMPeAOCTABY CIICHMAIH3HPaHA KOHCY/ITAallMs OTHOCHO
KOHTPALENUMATA H OTeHUHAIHUTE PUCKOBE B CTy4ail Ha OpeMEHHOCT.

Mndopmupaiire Baiua nekap, ako ruiaHupaTe Aa 3abpeMeHeeTe ciie] NpeyCTAHOBABAHE Ha
neuyeHueTo ¢ TepudayHomua 3eHTHBA, Th KaTo TpAOBa Aa € CHIYPHO, Y€ NO-rojIAMara 4acT OT TOBa
JIEKAPCTBO CE€ € H3YHCTHNA OT opraHM3Ma Bu npean na 3abpemMeHeere. [fo ecTecTBeH MbT OTAENAHETO
Ha aKTHBHOTO BEINECTBO MOXKE 1a OTHEME A0 2 roAHHH. BpeMeTo MoXke a ce HaMalld OO0 HAKOJIKO
CEAMHLIM Upe3 MPHEM Ha OTPEAC/ICHH JIEKapCTBa, KOHTO YCKOPABAT OTCTPAHABAHETO HA
TepudpnyHomun 3eHrvsa ot Bamus oprauussm.

U B apata cimyuas Tpabea na ce NOTBBPAU Upe3 U3C/eABaHEe Ha KPbBTA, Y€ AKTHBHOTO BEINECTBO €
OTCTPAaHEHO B AOCTaThb4HAa CTENeH OT opraHu3mMa Bu, 1 e HeoOX0AUMO NOTBBPXKACHHE OT Bauma —

AOMycHe na 3abpeMeHeere.

3a qormreIHMTENHA HHQOPMALIKA OTHOCHO J1adOpaTOPHHTE H3C/IeABaHHSA, MOJIA Ja C
Bamus nekap.



AKo nogo3upare, ue cre OpeMeHHa aokaTo npuemare TepuayHOMUA 3eHTHBA WK 3a NIEPHOJIA OT JBE
roJIMHH CJIEL KaTo CTe CNpeNH JCYEHUETO, TpsiOBa qa npeycTaHoBUTE npHeMa Ha Tepudaysnomua
3eHTHBA M Aa ¢€ CBbpxkKeTe He3abasro ¢ Bamua nekap 3a uscnenpaHe 3a OpeMeHHOCT, AKO
H3clieABAHETO NMOTBBPAH, Y€ cTe OpeMeHHa, Bawuar aekap Moxke ra Bu npeanoxu neyeHune ¢
onpeeNeHH JIEKApCTBa 3a oTcTpaHaBaHe Ha TepudayHoMua 3eHTHRA OT opraHu3Ma Bu Obp3o u B
IOCTARTHYHA CTENEH, Thil KaTO TOBA MOXE Ja HAaMa/IM pHcKa 3a Baweto 6ebe.

Ko en

TpabBa na u3nonspate ePpekTHBEH METOA 38 KOHTPALIENLIMA N0 BPEME Ha JIEYEHHETO H ClIe] IEYCHHETO

¢ Tepudnynomun 3entura. TepudmyHoMua octaBa B KpbaTa Bu annro Bpeme, ciaea KaTo cTe COpeiy

na ro npuemare. [Ipoasinkere ga B3non3sare edbeKTHBHA KOHTPALICTIHSA, CIIER KaTO CIIpeTe

NIEYEHHETO CH.

- IlpoasmokasaiiTe, AOKATO HUBATA Ha TepuryHOMKI 3eHTHBA B KpbBTa BH cTaHaT J0CTATBYHO
HHCKH — BallUAT nekap wie NpoBEpH TOBA.

- ToBopere ¢ Baiuns nexap oTHOCHO Hai-goOpHUs METON 3a KOHTpalenuus 3a Bac, kakTo u npu
€BCHTYa/THa HY>KA OT CMsAHA HAa METO/1a 334 KOHTpaLlenLms,

He B3emalite TepudpnyHOMHA 3¢HTHBA AOKATO KbPMHTE, Thid KATO TEPUPIYHOMHI IPEMHKHABA B
KbpMarTa.

Hlodupane u paboTs ¢ MAIIHHU

TepudnyHomua 3enTHBa Moxke Ja BH Hakapa f1a ce YyBCTBATe 3aMasHH, KOETO MOXE Ja 3acerHe
cniocobHocTTa BH 3a KOHUEHTpauus M peakuns. B Takss cnyyait He Tpabea ga wodupare unH ga
paboTHTE C MALLIKHH.

TepadryromMEa 3eHTHBA CHALPXKA JIAKTO032

TepudnmynoMua 3eHTHBA CHALPKA N1aKTO3a (BU 3axap). Ako Baiust nekap Bu ¢ kazan, 4e umare
HETIOHOCHMOCT KbM HAKOH BHIOBE 3aXapH, CBbpxeTe ce ¢ Balds nexap npeay aa npyeMare ToBa
JIeKapcTBO.

TepadpayBoMaa 3eHTHBA CHALPAKA HATPHH
Tosa nekapcTBO ChABPAKA No-Mako 0T 1| mmol Hatpuii (23 mg) Ha Tabaerka, T.€. MOXE aa Ce Kaxe,
ye NMPAKTHUECKH HE ChABPYKA HATPHIA.

3. Kaxk aa npaemare TepadaynoMra 3eRTHBA

Buxaru u3nosnspaiTe TOBa JeKapCTBO TOYHO KakTO BH € kazan Bamunar nekap. AKO He CTe€ CHIYPHH B
Hewo, nNonKranre Bailuys nexkap.

Jleuenunero ¢ TepudnyHoMuz 3eHTHBA LIE CE MPOBEXKAa NOA HaOMIOACHHETO Ha JieKap, KOWTO HMa
OIHT B JICHEHHETO HA MHOXKECTBEHA CKIIEpO3a.

Bn3pacTaH
[TpenopvudTenHaTa n03a € ¢gHa tabnerka ot 14 mg AHEBHO.

Jdena 1 ionomu (na Bu3pact Haa 10 roannn)

Jo3aTa 3aBHCH OT TE€JIECHOTO TEFIO:

-  Heua ¢ TenecHo terno Haa 40 kg: enna tabnerxa oT 14 mg axEBHO.

- Jleua ¢ TenecHO TeM0, No-Mayiko MM paBHO Ha 40 kg: enna Tabnerka oT 7 mg AHEBHO.

TepupnyHomun 3entuea 14 mg punmupann TabaeTKH He € NOAXOAAL 33 NMEAHATPHYH
TenecHo Ternio < 40 kg.

HanuyHu ca Apyru AeKapcTBEHH NPOAYKTH, ChABPXKALLHM TEPHPIYHOMH], C MO-MAJIK
(kaTo drmMHupany Tabnetku 7 mg).




Jleuara H IOHOLIHTE, KOMTO AOCTUIHAT CTAOMNHO TeniecHo Terno Han 40 kg, 1ie noayyar ykasaHus ot
CBOA JieKap Aa NMPeMHHAT KbM eaHa Tabnerka ot 14 mg nHeBHO.

[I5T/Ha4YMH HA IPUIOKEHHE
TepudayHOMHA 3eHTHBA € 338 ICPOPATIHO NMPUTOKEHHE,

Tepudnynomua 3eHTHRa Ce NMpHeMa €KEAHECBHO KAaTO €AHHHYHA KHEBHA 1034 I10 BCAKO BpEME Ha
ACHS.

TpabBa ga renrare TabneTkara usia ¢ MaJIKO BOAA.

TepudpnyHomna 3eHTHBA MOXeE Aa ce MpHeMa ¢ Wwin 6e3 xpaHa.

AKO cTe NpHRENH NoBeke OT HeobDXoAuMATA 1032 Tepadaynomna 3eHTHBA

AKO cTe NpHenH noseue oT HeoOxoauMara Jo3a TepudiryHoMua 3eHTHBR, 00anere ce BeiHara Ha
Bamus nekap. Bue Moxe 1a nony4ure He)xenaHH peakifii, MoACOHH Ha TE3H, KOHTO €A ONTHCAHH B
TOYKa 4 no-ao.y.

Axo cTe nponycHa M Aa npueMeTe Tepudaynomnan 3enTnBa
He npuemMaiite apoiiHa 1034, 3a Ja KOMIMEHCHpaTe MpollycHaTaTa TabneTka. Biemere cnensawara no3a
B HA3HAYEHOTO BpPEME,

Ako cTe cupean npreMa Ha Tepadayromua JenTuna

He cnupaiire nprieMa Ha TepudayHomua 3eHTUBA U He TpoMeHsidTe Balnara no3a npeau na cre ce
nocbBeTBaNIK ¢ Bawing nekap.

AXO HMaTe HAKaKBH JOITLJIHUTENIHH BHIIPOCH, CBBP3aHH ¢ ynorpebarta Ha TOBa ICKApCTBO, NONUTARTE
Bainug nexap wiu ¢papMmaneBr.

4. Bp3MOXKHEE HEXEJIAHE PeaAKNHH

KakTo BCHUYKH JCKApCTBa, TOBA JICKAPCTBO MOXKE 4 NMPCAH3BHKA HOXKCI/IAHH PCAKLIHH, BBIIPCKH HC HC
BCE€KH I'M Mo;ry4yasa.

Hpu ToBa IeKapCTBO MOJXKE 1@ Bb3HHUKHAT CNEAHHTE HEXENaHH PEeakLvH.
Cepro3nEB HeXe/IAHH PeaKnHH

Hsaxou HexxeNnaHW peakuMy Morar Aa ObJAT WIK A2 CTaHaT CEPHO3HHU. AKO MOMYUHTE HAKOH OT THX,
He3abaBHO yBeaoMeTe Bamnsa aekap.

Yecrn (Morar aa 3acerdar no 1 na 10 qywmn)

- Bb3NajJicHHE Ha MaHKpeaca, KOeTo MoXe J1a BKIKOYBA CHMIITOMH Ha O0NKa B KOpeMHRaTa o0nacT,
rajieHe WiH NOBpbIRaHe (YecToTaTa € ,,4eCTH " IPH NeAHATPUYHH NALMEHTH H ,,HEYECTH" NpPH
Bb3PACTHH NMALMEHTH).

HeuecTn (Morart na 3aceryar ao 1 Ha 100 qywm)

- aJeprudHH peakLMH, KOUTO MOXeE a BKIIIOYBAT CHMITTOMHK Ha OOpHMB, KOTIpMBHA TpECKa, NOAYBaHe
Ha YCTHHTE, €3UKa WIH JIMLETO, WIHN BHE3AITHO 3aTPYAHEHO AUIIAHE;

- TEeXKH KOXKHH peaKkLius, KOUTO MOXKE Ja BKIIOUBAT CUMIMTOMH Ha KOxKeH 0OpHB, MEXYPH,
NOBHUICHA TEMNEPATYPa WIK A3BH B YCTATA,

- TeXKH HRPEKUHH WIH CenchC (MOTCHUHAIHO KMBOTO3aCTpallaBalll BUI HHPEKLHA), KOATO MOXke
Ia BKJIIOYBA CHMITTOMH Ha BHCOKA TEMIIEPATYpPa, TPENEPEHE, BTPUCAHE, HAMAJICHO OTAECJISHE Ha
ypUHa WIH OOBPKRHOCT; T

-  Bb3najJeHHe Ha Oenure ApobOBE, KOETO MOXKE Aa BKIIOYBA CHMITTOMH Ha 3aXyX
KAaLIMLIA,




C Hen3BecTHA 4ecTOTA (OT HATMYHUTE JaHHH He MOXKe Ja Obe HanpaBeHa OLICHKa).

CepHO3HO 4epHOAPOOHO 3abonaBane, KOETO MOXKE Aa BKIIOYBA CHMITTOMH Ha MOXKBATABAHE Ha
KOXaTa WIH Ha 6451aTa 4acT Ha OUMTe, MO-ThMHA OT 0OMYalHaTa YpHHA, HEOOACHUMO raficHe H
IIOBpBUlaHe, WIH O00nKa B Kopema.

JApyra HexeJIAHM PEAKLHE MOTaT Jia Bb3HUKAT CBbC ClIEHATA YeCTOTa:

Muoro uecTn (Morart aa 3acerHar noseuye or 1 Ha 10 gyium)

rnasobonue

AUapHA, raacHe

nosuuiaBaHe Ha AJIAT (noBulIeHH KPEBHH HHBA Ha ONPEACNCHH YEPHOAPOOHH €H3NMH ),
YCTAHOBABA C€ YPE3 U3CICABAHUSA

H3THHABAHE Ha Kocara

YecTn (Morar ga 3acersat a0 |1 Ha 10 aymm)

IPHMN, YRQEKIUA Ha TOPHUTE JUXATENHH ITETHINA, MHHPEKLHA Ha MHKOYHHTE MBTHUIA, OpoHXHT,
CHRY3HT, O0JIKH B I'bPA0OTO H AUCKOMQOPT IMPH NPErTbILAHE, LHCTHT, BHPYCEH raCTPOEHTEPHT,
3b0Ha HHEKLHA, JTApUHTUT, FEONUHE HHpEeKIHA Ha XOAWIOTO,

Xepnec BUPYCHH HHQPEKLIMH, BKIIIOMHTEITHO XEPNEC Ha YCTATa U XEPIIEC 30CTEP CbC CUMITTOMH
KaTO KaTO MEXYPH, IlapeHe, chpOex, M3TphIBaHe WiH 00J1Ka no Koxkara, 0O6HKHOBEHO OT eHaTa
CTpPaHa Ha ropHaTa 4acT Ha TAJI0TO MM JIHLETO, H APYTH CUMITTOMH, KaTO NOBHIIEHA
TeMneparypa u cnabocr

nabopaTopHH CTORHOCTH: HaMaNABaHe Ha OPoA Ha YEPBEHUTE KPBBHH KIIETKH (aHeMus),
HabI01aBaHHM ca MPOMEHH B N1abopaTOpHUTE H3C/IEABAHHA HA YepHHUA Apob U GenuTe KpBBHH
KIeTKH (BHXKTE TOMKA 2), CBIIO TaKa MMOBHIIEHHS Ha MYCKYJIEH €H3MM (KpeaTHH)OCPOKHHA3R);
JIEKH ANCPrUyHY peaKkLiu;

YYyBCTBO Ha TPEBOXKHOCT;

MpaByuKaHe, YyBCTBO Ha ciabocT, n3TpbnBaHe, 6oaex wid 60sKa B JOIHATA 4acT HAa rbpda WK B
Kpaka (HiInyac); H3TpblBaHe, napeHe, 6oaex WK O0Ka B pbLETE H NPBCTHTE (CHHIAPOM Ha
KaprajgHHus TYHeNl),

chpuedueHe;

MOBHLIEHO KPbBHO HANATAHE;

MoBpsilaHe, 300000, 60NKa B ropHaTa 4acT Ha KopeMa;

oOpuB, aKHE;

GonKa B CyXO0XKWIKATA, CTABUTE, KOCTUTE, MYCKYNIHa Dosika (MyCKYIHO-CKeneTHa Doka);
HY>XJa OT MNO-4€CTO OT OOHYaAHHOTO YPHHHPAHE;

Oone3HeHa ¥ OOWIHA MEHCTPYAallnA,

Oonka;

JIMNICa Ha eHEePrUs WK OTNAJHANOCT (aCTeHHA ),

HaMaNaBaHe Ha TEJACCHOTO TErJIO.

HeuecTn (Morar ga 3acerdar go 1 #a 100 aywm):

Peakn (Morar na 3acernar go | Ha 1 000 oywun):

C men3BecTHA YecTOTA (OT HANHYHUTE AaHHU He MOXKe Ja Obe HanpaBeHa OlieHKa):

HaMasiaBaHe Ha Opos Ha TpoMOOLMTHTE B KpbBTa (Jieka TPOMOOLIMTONEHHUA ),
MOBMILIEHA YYBCTBHTEIHOCT OCOOEHO Ha KOXKaTa; npodoikaalia Wix Imyjacupatna 6oJka 1o xoaa Ha
€IMH HJIH NOBEYE HEPBH, MPOOJIEMH C HEPBUTE HA PBLLETE WK KpakaTta (nepugepHa HeBpOTIaTHA );
HAPYLUCHHA HAa HOKTHTE, TEXKKH KOKHH peaKilHH

nocrrpasMaTHyHa Oonka

NCOPHA3HC

BB3MAJICHHE Ha YCTATa/yCTHUTE

OTKJIOHEHHMA OT HOpManHHuTe (pedepeHTHH) CTONHOCTH Ha Ma3HHUHHTE (JIMITMOHW) B KPBbBTA
BBb3nalieHHe Ha Aebenoro yepBo (KOJIUT)

BB3MNAJICHHE WIH YBPEKIAHE HA MEepHHA Opob

6benonpobHa xMnepToHUs



Hena (na su3pact vaa 10 roquun) B wwHOWIA
Hexenanure peakuuu, n3bpoeHH no-rope, € OTHACAT H 33 Aeua K IoHowHU. Crneapawuara
NOMBAHUTENHA HHPOPMALIHA € BAXKHA 34 [eLla, IOHOUIM M NojlaraliiiTe TPHKM 3a TAX JIMLA:

YecTn (Morat na 3acerHar o 1 Ha 10 gyiuu):
- BB3MAaJCHHUE Ha MaHKpeaca

Cro0maBaHe HA HeKeJIAHH PEAKIHA
AKO IONMy4YHTe HAKAKBH HEXXEJIaHH JIEKApCTBEHH PeakLMHy, yBeaoMeTe Bains nexkap win ¢papMaLesT.

Tora BKIIIOYBA M BCUYKH BB3MOXKHH HEXKENAHH peaKlHH, HEOMIUCAHH B Ta3H JIHCTOBKa. MoxkeTe cbiio
Na ChOOLINTE HEXKETAHN PEAKLIMM AUPEKTHO Ypes:

A3anbnHATENHA areHLMs 110 JISKapeTBaTa

yn. ,,JdamaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcalT: www.bda.bg.

Kato ¢cpofiaBare HEXENAHB PEaKIMH, MOXKETE /1a AafieTe CBOS NMPHHOC 3a NOJYYaBaHE HA MOBEYE
HH(poOpMAaLHA OTHOCHO 6€30MacHOCTTA Ha TOBA JIEKAPCTRO.

S. Kak aa coxpanaBate Tepadaysomna 3enTHBA
CrxpaHaBaiiTe TOBa JIEKAPCTBO HA MACTO, HEROCTHITHO 3a Jeua.

He uanonssaiite ToBa 1I€KAPCTBO Clied CPOKA Ha FOAHOCT, OTOENN3aH BHPXY KAPTOHEHATA ONAKOBKA
cnen ,,Jonen no“. CpokbT Ha FOAAHOCT OTTOBapA Ha MOCAEIHUA AEH OT NMTOCOUEHHA Mecell.

To3u nexapcTBeH MPOAYKT HEe H3HCKBA CMELMAJIHH YCIOBHSA Ha ChXPAHEHHE.

He w3xsbprnsiiTe 1eKapcTeaTa B KaHANIM3ALMATA WIH B KOHTEHHEpa 3a AOMALIHH OTNAAbLIK.
ITonuraiire Bauna ¢papMalLeBT Kak Aa H3XBbPIATE ACKapPCTBATA, KOHTO BEYE HE H3NMOJ3RaTe. Te3H
MEPKH 1II€ CTIOMOI'HAT 3a ONa3BaHEe HA OKOJIHATA cpeaa.

6. CLabpKaRHe HA ONAKOBKATA H AOOLJIHATENHA HHpOpMIAUNSI

Kakso cpanpka Tepupaynomng 3enTapa

AKTHBHOTO BeLLECTBO € TepudiryHoMHI. Beaka Tabnerka coappxka 14 mg repudryHomu.
Jpyrure ¢bCTaBKH ca: N1akro3a MOHOXHMAPAT, MUKPOKPUCTANIHA LIENYJi03a, LapeBAUYHO HHLIECTE,
HATPHEB HHILIECTEH raukonar (Tun A), XUAPOKCHIIPONTUIILIETY103a, MArHE3HER CTeapar,
XHITPOMENO03a, KAJILHEB KapOOHAT, TPHALETHH, HHAMIOKAPMHH alTlyMHHHes nak (E132)

Kax n3rnexna Tepapaynomnj 3eATEBA B KAKBO CHIbPK: ONIAKOBKATA

TepudpayHomuna 3eHtrBa 14 mg punmupany Tabnerku (TabneTku) ca Kpbriu, CHHY, ¢ IMAMETHP OT
7 mm, U ¢ OTIIEUATAHO HA eflHaTa ¢TpaHa o3HaueHue ,,C14”.

Bunose onakoexu: 14, 28 unu 84 dunmupanu tabneTku

He BcHvukH BHAOBE ONMAKOBKH MOraT Aa ObpaaT mycHatH B npogaxoa.




HpaTexkaTeN HA PA3PEIIEHHETO 32 YnoTpeda H npou3BoANTEN

[IpaTemxaren HA pa3pelIeHHETO 3a ynoTpeda:
Zentiva, k. s.

U kabelovny 130

102 37 Praha 10 - Dolni

Mécholupy
Yemka pemybnvka

ITpon3BoauTe.N:
Coripharma ehf.
Reykjavikurvegur 78
[S-220 Hafnarfjordur
HCJIIAHAN A

To3n JexkapcTBeH NPOAYKT € pa3penien 3a ynorpeba B cTpanuTe-11eHKH HA EBponelickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOJA CJIeJHHTE HMEHA!

ABCTpHA: Teriflunomid Zentiva 14 mg Filmtabletften

brarapus: TepuduryHomun 3eHTHBa

Yewka penybnuka: Teriflunomid Zentiva

["'epMaHu: Teriflunomid Zentiva 14 mg Filmtabletten

Tauus: Teriflunomid Zentiva

EcTonns: Teriflunomide Zentiva

HUcnanus: Teriflunomida Zentiva 14 mg comprimidos recubiertos con pelicula EFG
dpaHLus: Teriflunomide Zentiva 14 mg, comprimé pelliculé
XbpBaTHA: Teriflunomid Zentiva 14 mg filmom obloZene tablete
YHrapus: Teriflunomide Zentiva 14mg filmtabletta

HUcnanpus: Teriflunomid Zentiva

Hranus: Teriflunomide Zentiva

JIntna: Teriflunomide Zentiva 14 mg plévele dengtos tabletés
JlaTBna: Teriflunomide Zentiva 14 mg apvalkotas tabletes
Hopserua: Teriflunomid Zentiva

ITona: Teriflunomide Zentiva

ITopryranus: Tertflunomida Zentiva

PymbHHA: Teriflunomida Zentiva 14mg, comprimate filmate
Iseund: Teriflunomid Zentiva

Cnosakus: Teriflunomide Zentiva

Hara Ha nocaeaHO npepasraexaane pa aucrosxara: 30.07.2024 r,
JpYTrR B3TOMHENH RAa HEpOpMANHS

[Toapobna nudopMalmg 3a TOBa JICKAPCTBO € MPEAOCTABEHA Ha yedOcailita Ha HanmbnanMTeNnHa areHuns
no nekapcrsata www.bda.bg.




