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JIncToBka: HHGoOpMaLHA 32 NALHEHTA

Tepudaynomua 3entusa 14 mg duamupanu tabrerkn . & S 337 171 -09- 055
Teriflunomide Zentiva 14 mg film-coated tablets
TepudayHomus (teriflunomide)

IIpoyereTe BHHMATEJIHO HAJIATA JIHCTOBKA, NPE/AH A 3aNI04YHETEe 1a IPHEMAaTe TOBA JIEKAPCTBO,
Thil KATO TH CbAbPKAa BaxKHa 3a Bac undopmanus.

- 3anasere Ta3H JIMCTOBKA. Moxke J1a ce HalloXKH J1a g NpoUYeTeTe OTHOBO.

- AKO MMaTe HAKAKBH JIOITbJIHUTE/THH BBIIPOCH, NonuTaite Bawug nekap unu apmauest.

- Tosa nexkapcTBO € npeanucaHo Ju4HO Ha Bac. He ro npeorcrenBaiTe Ha apyru xopa. 1o Mmoxe aa
MM HaBpeH, HE3aBUCHMMO Y€ MPHU3HALIMTE Ha TAXHOTO 3a0oJisBaHe ca chluMTe Kato Bammure.

- AKO moJIyuyuTe HAKaKBH HEXKEJIaHW peakluH, yBeaoMmere Bawus nekap win ¢apmauest. ToBa
BKJIIOUBA U BCHYKH Bb3MOXKHH HEXKEJIaHU peakLiMy, HEONMUCAHU B Ta3H JIMCTOBKA. BykTe TouKa 4.

KakBo cbabpika Ta3H JIHCTOBKA:®

KakBo npeacrasnsasa TepudayHOMH1 3€HTHBA H 3a KAKBO C€ M3I10J13Ba
KakBo TpsOBa 1a 3Haere, npeau aa npuemere TepudayHomu 3eHTUBa
Kak na npuemere Tepuduynomun 3eHTuBa

BBb3MOXXHH HEXeEJlaHH peakLUH

Kak na cexpansasare TepudayHomua 3eHTUBA

ChbabpKaHHe Ha OMaKOBKATa W JOMbJIHUTEIHA HHPOpMaLHS

O S0 I U By =t

1. Kakso npeacrasiasiBa Tepudaynomua 3eHTHBA H 32 KAKBO e H3M0.13Ba

Kakso npeacrasisaBa Tepudaynomua 3enTuBa
Tepudnynomun 3eHTHBA CbaAbpKa AKTUBHOTO BELECTBO TEPUPIIYHOMH]I, KOETO € HMYHOMOAYJIMPALLLO
CPEICTBO M peryjiMpa MMyHHaTa CUCTeMa, 3a Ja OrpaHU4YM HEeHHaTa aTaka BbpXy HEpBHAaTa CHCTEMa.

3a kakBo ce H3noJs3Ba Tepudaynomua 3eHTHBA
TepudnyHomua 3eHTHBA C€ M3I0I3BA MPU BB3PACTHU M NPHU Aeua U 10HOWHM (Ha 10 roauHu M noseye)
33 JIEYEHHE HA NMPHUCTBITHO-PEMUTEHTHA MHOXKECTBEHA ckiiepo3a (MC).

KakBo npeacTaBiisiBa MHOMKECTBEHATA CKJIepo3a
MC e xpoHuuHO 3abonsBaHe, KOeTO 3acsra ueHrpaaHara HepsHa cuctema (LIHC). LIHC ce cbeTom ot

rJ1IaBHUSA MO3BK M rpbOHauYHUA MO3bK. [IpH MHOXKECTBEHA CKJIep03a Bb3MaJIEHHETO pa3pylliaBa
3alllMTHaTa OOBMBKA (HapeuyeHa MuenuH) okosio HepuTe B LIHC. Ta3u 3aryba Ha MUenuH ce Hapuua
neMueIMHu3anMsa. ToBa cnupa npaBWIHOTO (PYHKIIMOHMpPaHEe HA HEPBUTE.

Xoparta ¢ npucTbiHa (popMa Ha MHOXKECTBEHA CKJIEPO3a UMAT IMOBTapALLM C€ aTaKu (MPUCTHIIK) Ha
(HU3HYECKH CUMITTOMH, MPHYHHEHH OT HENPABUIHOTO (PYHKLIHOHHpPaHE Ha HEpPBUTE. Te€3H CUMITTOMHM
ca pa3jIMyHH NpH pa3IMYHUTE NALMEHTH, HO OOMKHOBEHO BKJIKOYBAT:

- 3aTPYAHEHO XOJIEHE

- npobseMH CbC 3pEHHETO

- npoOseMH ¢ paBHOBECHETO.

CHMNTOMHTE MOTaT Jia U34€3HaAT HAMBbJIHO cJie]l OT3By4YaBaHe Ha MPUCTBIIA, HO C TEYEHHE HAa BPEMETO
HAKOH NMpoOJIeMH MOXKeE J1a OCTaHAT MeXy NpUcTbnuTe. ToBa MOXe 1a MPHYUHH PU3HYECKa
HHBAJIMAK3ALIMA, KOATO MOXe J1a Npeyd Ha Baluure exxeIHeBHH 1€HHOCTH.

Kak neiicrBa Tepudaynomua 3eHTuBa PO N\

TepudayHomua 3eHTHBa Nomara 3a rnpeana3BaHe Ha LIeHTpaJlHaTa HepBHA CUCTEMA n?r aTaKku Ha o \Z, |
HMYHHATa CUCTEeMa, KaTO OrpaHH4YaBa HapacTBaHETO Ha Opos Ha HAKOM Oenu l{p’bBHq k.rrc'rm LAY
(mumdoumnTr). ToBa orpaHMuaBa Bb3MajJleHHETO, KOETO BOJM /10 YBPEKAaHE Ha Hepﬂme npu MC ]



2. Kaxpo TpabBa na 3naere, npean aa npuemere Tepanpaynomua 3enTusa

He npuemaiite Tepadaynomna 3enTnsa:

- @Ko CTe aNepruyHy KbM TEPUPIYHOMH]L WIH KbM HAKOSA OT OCTAHAIMTE CHCTABKH Ha TOBA
nekapeTso (M30poeHH B TOUYKa 6),

- @KO HAKOra CTe pa3sBHBaH T€XKbK KOXeH 0OpHUB WIH IMOLIECHE HA KOXKaTa, MEXYPU W/WIH PaHH B
yCTaTa ciel NpHeM Ha TepudIyBoMUa WK nednyHOMUL,

- aKO MMaTe TeXKH YepHoaApoOHH npobriemu,

- aKo cTe OpeMeHHa, CMATATE, Y€ MOXKE a CTe OpeMeHHa, MITH KbPMUTE,

- aKo CTpajate OT cepHO3eH npodieM, KoHTo 3acara Bauara iMyHHa cUCTEMa, HAMpP. CHHAPOM Ha
npuaoduTa UMyHHa HenoctaTbyHocT (CITHH),

- aKO MMAaTe CepHoO3eH NMpodieM ¢ KOCTHHA MO3BK WM 8KO HMaTe HUCHLK OpoM uepBeHH wiH Oenu
KPbBHH KJIETKH B KPBBTa, WIH HaManeH O0poi TpoMOOLIMTH,

- aKoO CTpajare OT cepHo3Ha HHpeKLm,

- aKoO MMaTe TeXKH OLOpeuHn npodieMuy, KOUTO Hanarat AXanusa,

- aKO MMaTe MHOTO HHCKH HMBa Ha OenTbLUM B KPbBTa (XHIIONIPOTEHHEMUS ),

AKO He CTe CHI'ypHH, roBopeTe ¢ Baumng nekap win ¢papmMaueBT, Npeau Aa U3No/3BaTe ToBa

JIEKapCTRO.

IIpeaynpexaenns B OpeANa3ZHH MEPKH

["osopere ¢ Bawua nekap wiu papmauerT npenu aa usnonssare TepudayHoMua 3€HTHBA, aKo:

- UMATe YepHOAPOOHH NMpobiieMH H/WIK aKO NMPHEMATE T'ONIEMH KOIMYECTBA ankoxoil. Bamusr
nexkap me By HanpaBH KPBLBHH H3CIECABAHUS TMPEAH M 10 BPEME Ha JICYSHHETO, 32 J1a MPOBEPH
Konko no6pe paborv uepHus Bu apob. Ako pesynratHre oT H3cneaBaHuATa Bu nokaxkar Hannuue
Ha npobsemM ¢ YepHHUs apod, BamusT nexkap Moxe aa cripe nedeHuero Bu ¢ Tepundaynomua
3eHTHBa. MO, mpoyerere TOUKa 4.

- HWMAaTe BMCOKO KpPbBHO HaIAraHe (XUnepToOHHA) M AANH TO CE€ OBJIAJABA C JIEKAPCTBa WIH HE.
Tepudmynomun 3eHTHBA MOXKE Aa NPHYHHH TIOBUIIABAHE HA KPBBHOTO HaAraHe. Bawuar nekap
lile MpoBepABa KpbBHOTO BU Hansraxe rmpeau HayanoTo Ra JICYEHHETO U PEOBHO CJie]l TOBa.
Mo, npouerere TOUKA 4.

- umarte uHdekuus. [Ipeau ga npuemare TepuduryHomun 3eHTHBa, BaluaT nekap e ce yBepH, ue
OposT Ha OenMTe KPbBHH KIETKH H TpoMOOLMTHTE B KpEBTA BH € noctarbyeH. Thit xaTo
Tepudnynomua 3eHTHBa HaMansaBa Opos Ha OenHTE KPHBHH KIETKH B KPbBTa, TOBA MOXKeE Ja
3acerHe cnocobHocTra BU na ce 6opure ¢ MHpekunsTa. Balungar nexkap Moxe na Bu Hanpasy
KPBbBHH H3CJIeABaHHA, 32 J1a NpoBepH OENUTE KPbBHH KIIETKH, aKO MUCIIUTE, Ye uMaTe HH(EKLIMA.

XEPI]BC BHPYCHH HHCIJ&KHHH, BKAKOYMHUTCITHO XCPIICC Ha yCTaTa HJIK XCPIiCC 30CTEPp MOTaT Aa Cc
MOABAT IPH NNEHUCHHC C TBPH(IJJTyH{}MHH. B Haxou ClY4YaH MOXKC 1a CC NMOABAT CCPHO3HH

ycJIOXKHEHHA. Bue TpabBa na yeengomure Bamna nekap He3a6aBHO ako noao3vpare, 4e HMaTe
CHMITTOMH Ha Xeprec BHpycHa nHpekuns. Mons, npoverere Touka 4.

- MMAaTE TEeXKKH KOXXHH PEaKiiH.

- HMMaTe pecnHpaTOPHU CHMITTOMH.

- nMare cnabocT, CKOBABOCT M 60NKa B pbLUETE M KpaKaTa.

- NPEACTOM aa ¢€ BAKCHHUpATE.

- npHeMare nedayroMua ¢ Tepudaynomun 3eHTHBa.

- NpeMUHABaTe KbM HJIH OT JIcYCHHE ¢ TepHpIyHOMUA 3¢HTHBA.

- Tpabpa na Bu ce HanpaBH onpeAesieH B M3CJICABaHE HA KPbBTa (HURO Ha KanLmii). Be3MoxHO €
M3IMEPBAHETO /1a MOoKaXke GayltHBO HUCKM HHBA HA KaJILM#.

PeaknHn OT ¢TPAHA HA JHXATE/IHATA CHCTEMA
Kaxere Ha Bamuns nekap, ako uMarte HeoOACHHMA KalULUTHLA H JUciiHes (3anyx). Baumuar nekap Moxe
Ja U3BbPLIN JONBIHUTEIHH H3CACABAHUA.

Hena H 10HOIA | P

TepudnyHomua 3eHTHBa He € NpeaHa3Ha4eH 3a ynoTpeba npy aeua Ha Bb3pact noa 10/ aziifiug: v

KaTo HE € W3NUTBAH MPHU NALMEHTH C MHOXecTBeHa crieposa (MC) B Tasu BB3pacToBa lfpyn R S

[penynpexxaeHuaATa ¥ NPeANa3HUTE MEPKH, H3GPOECHH MO-TOPE, BAXKAT CHILO H 3a AeLal! Cgeﬂﬂa'i;a, S e

HHpOPMALIMA € BaXKHa 3a LA M 38 NOJNAralliTe rPHXKH 33 TAX NHLA: \\\:‘ . S .-h;j
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- HabnonaraHo € Bb3MANEHUE Ha MaHKpeaca NpH NalMeHTH, noayyapaliy TepuyHomna. Jlekapart
Ha Balnero nere MOxe 1a HanpaBy KPbBHH U3CJIEBaHHA, aKO CE€ MOAO3HPA Bb3MAICHHUE HA
naHkpeaca.

Apyru gexaperpa B Teprpayaomua 3enTapa

HUudpopmupaiire Bawns nexkap wiu dpapMaueBT, aKO H3MON3BATE, HACKOPO CTe U3NON3BAIH WIH €

BB3MOXHO Ja U3NON3BATE APYrH JieKapcTBa. ToBa BKIKOUYBA M JIEKApCTBa, OTITYCKaHH Oe3 peuenra.

[lo-xoHKpETHO, yBeAOMETE Bawug nexkap WiH dapManeBT, akoO MPHEMATE HAKOE OT CIEAHUTE:

- NeUTyHOMHUJl, METOTPEKCAT H APYTH J€KAPCTBA, KOUTO BAMAAT HA UMYHHATa cHcTeMa {HapHYaHH
YECTO KMYHOCYITPECOPH WIH UMYHOMOAYJIATOPH)

- pydaMIHLMH (IEKAPCTBO, H3MOA3BAHO 32 JICHCHHE Ha TYOEpKy103a U APYrd HHEKLIHH)

- kapbamaszenuH, ¢peHobapdbuTan, GeHUTOHH 3a ENWIENCHA

- JKBJIT KaHTapHuOH (OUNKOBO JIEKapCTBO 3a ACNpecHA)

- penarivHnil, MHOTNHUTA30H, HATErTMHMUA WIH POCUITIHTA30H 3a Auaber

- JayHopyOHMLHH, NOKCOpYOMLIMH, MAKIIMUTAKCEN WM TOMOTEKAH 32 paK

- DYNOKCETHH 3a AENpecHs, He3aAbpKaHe Ha ypuHAaTa WiM npH 616peuHo 3abonasane npu quaber

- aJIOCETPOH 3a OBJIAJIABAHE HA TEHKKa ANapUn

- TeodWIHH 3a aCTMa

- TH3aHMHH — MYCKYJICH PENaKkCcaHT

- Bap¢apuH — aHTHKOAryjaHT, H3NOMN3BaH 3a pa3pex/aHe Ha KpbBTa (NpaBH # [10-T€4YHa), 3a Na ce
n3derne obpasyraHe Ha KPLBHH ChCHUpPELIM

- MEPOPAIIHH KOHTPALCNTHBE (CHABPKALLH ETHHUICCTPAAHOI H ICBOHOPrecTpen)

- uedaknop, 6eH3MNNEHHTHE (NeHULWIUE G), unnpodnokcaumH 3a HHPEKIHH

- MHAOMETALMH, keTonpodeH 3a 60NKa WK Bb3NajleHHe

- ¢ypo3eMH 3a chpacuHO 3abonaBaHe

- LUMMETHIYH 3a HaMaJIfBaHe Ha CTOMALIHUTE KHCEITHHH

- 3uzoByauH 3a XHUB-undexkuns

- po3yBacTaTHH, CHMBACTATHH, aTOPBACTATHH, MPaBACTATHH 3a XHINepXonecTepoeMus (BUCOK
X0JIECTEPON)

- cyadacanaizvH 3a Bb3NAMUTEIHO 3a00/iaBaHe Ha YepBaTa WIH PEBMATOMICH APTPHT

- XOJECTHPaMHH 3a BUCOK XOJIECTEPON HITH 3a obnekvaBaHe HA cbpberxka npH yepHOApoOHO
3a0onaBaHe

- AKTHBEH BbLITICH 3a HaMalsBaHe Ha abcopOuuMATa Ha JieKapcTBa M JPYrH BEIECTBA.

bpeMeHHOCT H KbpMeHe

He npuemaiite TepudnyHomun 3eHTHBA, aKO cTe OpeMeHHa WIH CMATATE, Y€ MOXE J1a cTe GpeMeHna.
Axo cTe bpeMeHHa MM 3abpeMeHeeTe, 10KaTO BaeMarte TepHIyHOMuUd 3eHTHBA, PHCKBT Ja UMare
Aere ¢ BpoAcHH AedekTH e noBUiueH. JKeHuTe ¢ AeTepoaeH NOTeHIHAN He TpAOBa Ja H3MON3BAT TOBA
nekapcTso 6€3 Ja npuaaraT HageKAHH KOHTPALENTUBHH MEPKH.

Ako BawaTta gpineps nonydys MEHCTpyalus, nokato npuema TepudpnyHoMHa 3eHTHBa, TpaOBa fa
uHbopMHpaTe Jiekaps, KOWTO 1€ NPeaoCcTaBH CNeLMANH3UpaHa KOHCYITALMA OTHOCHO
KOHTpaLICNUMATa W NOTEHLIMATTHUTE PHCKOBE B CiTyuail Ha OpeMeHHOCT.

Hadopmupaiite Bamma nexap, ako nnaHMpare aa 3adpeMeHeere cniea NpeycTaHOBSABaHe Ha
nevyeHueTo ¢ TepupmyHomun 3eHTHBA, Thii KaTo TpAOBa Aa € CUI'YPHO, Y€ NO-ToJIMaTa YacT OT TOBa
NEKapCTBO CE € H3YHCTHNIA OT opraHu3Ma Bu npeau na sabpeMeneere. I1o ecrecTBeH MbT OTACNAHETO
Ha aKTMBHOTO BELIECTBO MOXE 1a OTHeMe A0 2 roauHd. BpeMeTro Moxe aa ce HaMaJlH A0 HAKOJIKO
CEAMHLH Ype3 MPHEM Ha ONpeJIe/IEHH ICKapCTBa, KOMTO YCKOPABAT OTCTPaHABAHETO Ha
Tepudaynomun 3eHTrsa ot Baiuusg oprannsmm.

M B aBara ciyyas TpaOBa Ja ce MMOTBbPIU Ype3 W3C/ICABAHE HA KPBBTA, Y€ AKTHBHOTO BELECTBO €
OTCTPAHEHO B NOCTAaTbYHA CTEMNEH OT opraHuiMa Bu, H e HeoOXxoauMO noTBLpXKAEHHE OT B

Bamus nekap. ARE ~ i "5— o
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AKo nonosmpare, 4e cre OpeMeHHa Aokaro npueMare TepudayHoMu 3€HTHRA UM 3a NEPHOJA OT ABE
rOAVHH CE/l KATO CTE CNPENY JICUEHHETO, TPAOBA Aa MpeycTaHOBHTE NpueMa Ha TepH@ryHOMHA
3eHTHBA K 13 C€ CBBpKeTe He3abaBHO ¢ Bawuua nekap 3a uscneasade 3a OpeMeHHOCT. AKO
H3CJE€ABAHETO NOTBLPAM, Ye cTe OpeMeHHa, BaluuaT nekap Moxe aa Bu apeanoxu neueHue ¢
onpeneneHH JIeKapcTBa 3a OTCTpaHABaHe Ha TepudyHoMHa 3eHTHBA OT OpraHuiMa Bu 6sp3o u B
AOCTATBYHA CTENEH, ThH KaTo TOBa MOXE 4 HaMany pHcka 3a Baulero bebe.

KoHrpauenuus

Tpabpa aa u3non3sate €PEeKTUBEH METO/] 32 KOHTPALETILIMA 10 BpeMe Ha JICYEHHETO H Cl1e]l JIEUEHHETO

c TepudnyHomun 3enTnBa. TepudayHOMH) OCTaBa B KpbBTa BH A1Jro BpeMe, ciies KaTo CTe Crpenu

na ro npreMare. [Ipoabipkere Aa H3NOA3BaTE €PEKTUBHA KOHTPALICTILIMA, ClIET KaTO CpETeE

JICUECHHETO CH.,

- IlpopwipkaBaiite, A0KaTO HHBAaTa HAa TepH(IyHOMUI 36HTHBA B KpbBTa BH cTaHaTt nocrathuHo
HUCKH — BalInAT jekap e NpoBEPH TOBA.

- ToBopere ¢ Balung nekap OTHOCHO HaH-g00pys METOA 3a KOHTpauenuus 3a Bac, kakTo u npu

€BEeHTYaJlHa HY>KAa OT CMAHA HA METO/a 3a KOHTpaLeniu.

He B3emaiite Tepudpaynomua 3eHTHBa NOKATO KbPMHTE, Thit KaTO TEPHU(ITYHOMHA NPEMHHABA B
KbPMATa.

lllodupane m pabora ¢ MAIIHHH

TepndnyHoMua 3eHTHBA MOKe J1a Bu Hakapa na ce YyBCTBaTe 3aMasHU, KOETO MOXKe J1a 3aCerHe
cnocoOHOCTTa BH 338 XOHLEeHTpatud 1 peakums. B TakbB ciryyail He Tpabpa na 1ogupate Wid aa
paboTHTE ¢ MaAlIMHU.

Tepudpaynomua 3eRTHBA CHALPXKA JAKTO3A

Tepudnynomua 3enTHBa Chabpxka JakTo3a (BHA 3axap). Ako Bamuar nekap Bu e kasan, ye iMare
HEMOHOCUMOCT KbM HAKOH BHAOBE 3aXapH, CRbpKeTe ce ¢ Balus nekap npeaH Ja npueMare ToBa
JIEKapCTBO.

TepapaynoMna 3eHTHBA CHALPXKA HATPHIH
Tosa nexapeTBO ChaABPXKa No-Mako oT 1 mmol HaTpHii (23 mg) Ha TabneTka, T.€. MOXE la Ce Kaxe,
4¢ NPAKTHYECKH HE CBABPIKA HATPHH.

3. Kak aa npremate Tepudayromuy 3eHTnBa

BuHaru u3nosa3palTe TOBA JIEKAPCTBO TOYHO KAKTO BH € kazan Bawuar nekap. AKO He CT€ CHIYPHH B
Hellto, nonuTtaiite Baiua nexap.

Jleuenunero ¢ TepudayHomua 3eHTHRA 11E ce NpoBeXkaa noa HabNIOACHHUETO Ha JieKap, KOWTO HMa
OIMHT B JICYEHHETO HAa MHOXKECTBEHA CKJIepo3a.

Bn3pacTHH
[IpenopburTeHaTa 032 € €AHa Tabnerka o1 14 mg AHEBHO.

Hdena u 1ono1u (Ha pu3pacT Haa 10 roaunn)

Ilo3zaTa 3aBHCH OT TENECHOTO TErNo:

- Heua c TenecHo terno Haa 40 kg: eaHa tabnerka or 14 mg aHesHo.

- Jleua ¢ TenecHoO Terno, nNo-Manko Wi pasHo Ha 40 kg: enna Tabnerka oT 7 mg AHEBHO.

(xaTo Ppunmupann Tabnerku 7 mg).




Jenara H IOHOLLIHTE, KOMTO AOCTUIHAT ¢TabwnHo TenecHo Terno Haa 40 kg, we nomyyar yKa3aHHs OT
CBO4 JIeKap Aa NMPEeMHHAT KbM efHa Tabnerka ot 14 mg qHEBHO.

[TLT/HaYHH Ha OPWIOKEHHUE
TepupnynoMna 3eHTHBA € 3a [IEPOPATHO NMPHIIOKEHHE,

TepudayromMua 3eHTHBA ce MPHEMA SKEAHEBHO KATO CAMHHYHA AHEBHA 1034 N0 BCAKO BpeMe Ha
JOEHA.

Tpabsa na renrate Tabnerkara usna ¢ Malko Boaa.

TepudnyHomun 3eHTHBA MOXeE Ja ce MpHeMa C WM Oe3 xpaHa.

AKO0 CTe npueaIn moBeue oT HeobxonnMaTa 2034 TepudaynomMna 3eaTHBR

AKO CcTe NpHelH noseye oT Heobxoaumara nosza Tepudaynomua 3eHTHBa, 06aaere ce BeHara Ha
Bauins nexkap. Bue Moxe Ja NOJyYHTE HeXeNaHH peaklMH, NOACOHH HAa Te3H, KOMTO ¢a ONMCaHM B
TOYKa 4 no-aony.

AKO0 ¢Te nponycHann 1a npueMere Tepudaynomnua 3eHTHBA
He npremMaiTe nBOHHA A03a, 34 a KOMIIEHCHpATe NpornycHarara tabnerka. Biemere cienpaiara no3a
B Ha3HA4YEHOTO BPEME.

Ako cTe cnpenn npueMa HA Tepudaynomun 3enTupa

He cnupaiite npuema Ha TepuduryHoMua 3eHTHBA H He NpoMeHsiiTe Balnata nosa npeau aa cre ce
nocwvBeTRany ¢ Bamns nekap.

AKO HMaTe HIKaKBH JOITLIIHUTENIHU BRIPOCH, CBBP3aHH ¢ ynoTpedara Ha TOBA JIEKAPCTBO, NONMUTARTE
Bawuga nexap win ¢apMaLIeBT.

4. DBb3MOKHEA HeXeNaHH peaknHn

KakTo BCHYKH JIeKapCTBa, TOBA JEKAPCTBO MOXKE Na NPEeAN3BUKA HEXKE/IAHH PEAKLIHH, BBIIPEKH Y€ He
BCEKH I'M MOJTy4aBa.

IIpn TOBa NEKApCTBO MOXKE 1a Bb3HHUKHAT CJICAHHTE HEXKENAaHH PeaKLHH.
CepRO3BA HeXeJIaHH peaKilHg

Hsxou HexxenaHu peakLMH MOraT Aa ObAaT Wi Ja CTAHAT CEPHO3HH. AKO NOJYYMTE HAKOH OT THX,
He3abaBno yBeaoMeTe Bamnag gexap.

Yecrn (Morar na 3acerHar ao | Ha 10 nywn)

- BB3NaJIeHHE Ha MaHKpeaca, KOETO MOXe Ja BKIIOYMBA CUMITTOMH Ha DoJika B kopeMHara obnacr,
raaeHe Wiv NoBpbUlaHe (4ecToTarTa € ,,4eCTH™ NPHU NeAHaTPHUYHH NaLHMEHTH H ,,HeYeCTH" npu
Bb3PacTHU TALIHEHTH).

HewgecTn (Morar ga 3acerdar o | Ha 100 qyun)

- aJepruyHM peaklMH, KOHTO MOKe 1a BKIIOUBAT CHMNITOMU Ha OOpHB, KONIPUBHA TPECKa, NMOJYBaHe
Ha YCTHUTE, €3HKa WIH JIHLETO, WIH BHE3AMHO 3aTPYAHEHO JHilIaHE;

- TEeXKH KOXKHU peakL|dH, KOHTO MOXe [1a BKJIIOUBAT CHMIITOMH HA KOXEH OOpHB, MEXYPH,
NOBHIICHA TEMIIEPATYpPA WIH A3BH B YCTATA;

- TeXKH UH(pEeKLHH WIH cencHc (MOTEHLUMANHO XXKHBOTO3aCTpalllaBalll BHI HHEKLINA ), KOHTO MOXKe
Aa BKINOYBA CHMMTOMH Ha BHCOKA TEMNEPATYPa, TPENEPEHE, BTPUCAHE, HAMATIEHO OTAENAHeHA — .
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C Hen3BecTHA YecToTa (OT HAIMYHHTE NaHHH HE MOXe J1a ObJle HANpaBeHa OLEHKA):

CepHO3HO YepHOApoOHO 3adonaBaHe, KOETO MOXKe J1a BKIIIOYBA CHMITTOMH Ha NOXXBJITABAHE Ha
KOXATa WIH Ha OAnaTa 4acT Ha OuMTe, NO-ThbMHA OT 00MYaiiHATA YPHUHA, HEODACHHMO rajieHe M

ROBPBUIAHC, HITH Oonka B KOpCMa.

,[lp}’l"ll HEXKEJRHR pCAKIlHH MOTaT 1a Bb3HHKAT CbC CJiCAHaTa 4CCTOTa.

Muoro yectTn (Morart Aa 3acerHat noeeue ot 1 Ha 10 qywu)

rnasodbonue

OUapus, raaeHe

nosuiaBaHe Ha AJIAT (noBHIleHH KPbBHH HHBA Ha ONPEACICHH YEPHOAPOOHH CHINMU),
YCTAHOBARA CE€ Ype3 M3CeaABaHUA

H3TBHABAHE Ha KOCATa

YecTn (Morar pa 3acerHar 1o 1 na 10 gyunm)

rpun, HHPEKLUHA HA TOPHUTE AHXATEHH ITbTHLIA, HH(EKLHA Ha NKKOYHHTE [TbTHILA, OPOHXHT,
CHHY3HT, OONKH B I'bPJIOTO H AUCKOMGOPT NPH NPEribilaHe, IMCTHT, BAPYCEH FaCTPOSHTEPMT,
1h0HA HHEKLMA, NAPHHTHT, MBOHYHA HHPEKLHMS HA XOAUNIOTO;

XEpnec BUPYCHU HH(QEKLKH, BKIIIOUHUTEHO XEPIeC Ha YCTATA U Xepriec 30CTEP CbC CHMITTOMH
KaTO KaTO MEXYPH, napeHe, cbpOex, H3TpbneaHe HNH Honka no koxara, 0OOMKHOBCHO OT ¢HATa
CTpaHa Ha ropHaTa 4acT Ha TAIO0TO WK JIMUETO, U APYTH CHMITTOMH, KaTo NOBHILIEHA
TeMneparypa 1 cinadbocT

nabopaTopHH CTOHMHOCTH: HAMaJISBaHE Ha Opos Ha YEPBEHHTE KPBBHHU KIIETKH (aHEMHSA),
HabmogaBaHH ca NPOMEHH B 1adopaTOPHUTE U3CNeaABaHHUA Ha YepHHA Apod H Dennre KPbHBHU
KNETKH (BH)KTE TOUKA 2), CBLLO TaKa MOBUILCHHA HA MYCKYJIEH eH3UM (KpeaTHHpoC(OKUHA3A);
NIEKHU aNepruyHy peaKkuUHH;

YYBCTBO Ha TPEBOXKHOCT,

MpaBYy4KaHe, YyBCTBO Ha ciabocT, HaTppnBaHe, Ooaex WK Ooka B foNHaTa 4yacT Ha ropba Wik B
Kpaka (MIIMac); M3TpbNBaHe, napeHe, boJex M O0nKa B pbLUETE H NMPBLCTHTE (CHHAPOM Ha
KapliaJHHA TYHEN),

chpluebueHe;

NOBULIEHO KPBBHO HANATAHE;

nosphliaHe, 356000, 601Ka B ropHaTa 4acT Ha KOpEMa;

obpuB, akHe;

OOnKa B CYXOKHIMATA, CTABUTE, KOCTUTE, MYCKYJIHa Oonka (MycKynHo-ckesneTHa 601Ka);
HYKJa OT MO-4€CTO 0T OOUUaHHOTO YPUHHPAHE;

OonesHeHa ¥ 00UNHa MEHCTpyaLus;

Oonka;

JIMMICA HA EHEePrud WK OTTIaHANOCT (ACTCHHA);

HaMallsBaHE Ha TEJECHOTO TErTO.

HewecTn (Morar ga 3acerdat Ao | Ha 100 xyiwm):

Peaxn (morart za 3acerHar Ao | na 1 000 aymu):

HaMansBaHe Ha Opos Ha TpoMOoUMTHTE B KPBBTA (Jieka TPOMOOLHTONEHHSA );
NMOBHLIEHA YYBCTBUTENHOCT 0COOEHO Ha KoxarTa; npodoxaaiua win myncupaiya 6oska no xoaa Ha
¢AHH HJIH TTIOBEUYE HEPBH, MpoONeMH ¢ HEPBUTE Ha PbHLETE WIH KpakaTta (nepudepHa HeBponaTua);
HapyllieHHs Ha HOKTHTE, TEXKKH KOXKHH peakUHy

NnocTrpaBMaTH4YHa OonKka

NCOPHA3HUC

Bb3MNANCHHE HA YCTaTa/YCTHHTE

OTKJIOHEHHA OT HOpMaHHUTE (pedepeHTHH) CTORHOCTH HA MA3HHHHTE (JIMNWIH) B KPbBTA
Bh3naleHue Ha aedenoTo 4epBo (KOMHT)

Bb3NMAJICHWE WIM YBpe)KAaHe Ha yepHHs apod

C nen3BecTHa 9ecTOTA (OT HANHYHHKTE JAHHH He MOXKe Ja ObJe HanpaBeHa OLEHKa), ..
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Hena (na pu3pact Haa 10 roannn) 1 oRomA
Hexenaunre peakiuu, H30pOCHH MO-Tope, ¢€ OTHACAT M 38 Aella U 10HoWH. CneaBaliarta
IDOITLIIHHTENHE MHOPMALIMA € BaXKHa 32 JIe1a, IOHOWH H MOJIarauiuTe rprKH 3a TAX JIHLA:

YecTH (Morat aa 3acersar 2o 1 Ha 10 gywmn):
- Bb3NANEHHE Ha MaHKpeaca

CrobmaBane na Hexke1aHH peaKHH

AKO NMOJy4YHTE HAKAKBH HEXENTaHH JIEKAPCTBEHH peakuyH, yBeaoMere Bamus nekap uny ¢papmMauesrT.
Tora BKJIIOYBA H BCHYKH Bb3MOXKHHU HEKENaHH peaKkLlMH, HEOTTHCAHH B Ta3H ANCTOBKA. MoxeTe ¢hILO
na crodlyTe HeXKeNnaHH peakLiMH QUPEKTHO 4pes.

HA3nbiHHTENIHA areHuMs Mo JIeKapCcTBaTa

yi. ,Jaman I'pyes*™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaidT: www.bda.bg.

Kato crobuiaBare He)XenaHM peakumH, MOXKETE 1a AaAeTe CBOA NMPHHOC 3a NoTy4YaBaHe Ha NoBeue
HHpOpMaLHS OTHOCHO §€30MacHOCTTa Ha TOBA NEKapPCTRO.

5. Kak ga cexpanaBate Tepudaynomua 3eHTHBA
CopxpaHaBaiTe TOBa ICKAPCTBO HAa MACTO, HEAOCTBITHO 3a JeLa.

He u3non3paiite ToBa N1EKapCTBO CJIEA CpOKa Ha OAHOCT, OTOENA3aH BbPXY KapTOHEHATA ONAKOBKA
cnen ,.,J'ogen ao*. CpokbT Ha TOAHOCT OTrOBapA Ha MOCNEAHHA JEH OT NOCOYEHHA MeCell.

To3u nekapcrBeH NMPOAYKT HE M3UCKBA CIIELUATHH YCIIOBUS HA ChXpaHEHHUE.

He u3axBppasitTe n1eKapcTBaTa B KAHATTM3AaLMATAa WIK B KOHTEHHepa 3a JOMALLHH OTIAADbLIM.
[TonuTaiite Bamua ¢apmManeBT Kak Aa H3XBBPIATE JICKAPCTBATa, KOWTO BEYE HE U3NO3BaTE. 1€3H
MEPKH LIe CIIOMOFHAT 3a ONa3BaHe Ha OKOJIHATA Cpela.

6. Coabpaanne HRA ONAKOBKATA H N0NbJHHTENHA HHPOPMALHA

Kakso cpabppxka TepudpaynomMra 3enTusa

AKTHBHOTO BelllecTBO € TepubayHoMua. Beska Tabnerka cpabpxka 14 mg repudmyHoMu.
JApYyrure chCTaBKH ca: 1aKT03a MOHOXHAPAT, MUKPOKPHCTATHA LISTY103a, LHAPEBHYHO HULIECTE,
HATpHEB HHULIECTEH rIMKoNaT (THn A), XHAPOKCHNPOMWILIETYJI03a, MATHE3HER CTeapar,
XHIPOMENo3a, KanuxeB KapOoHaT, TPHALICTHH, HHANTOKapMHH amyMHHHEB Jak (E132)

Kak m3rnexaa TepudgaynoMAa 3eHTHBA H KAKBO ChAbPHKA ONAKOBKATA

Tepudpnynomun 3entusa 14 mg punmupann Tabnerxu (TabneTku) ca Kpbriy, CHHH, ¢ IHAMETLP OT
7 mm, 4 ¢ OTIEYATAHO HA €XHATA CTpaHa O3HasueHue ,,C14”.

Bunose onakoky: 14, 28, 84 wnu 98 drunamMupanu tabnerxu T
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IIpuTexaTes HA pa3pelIEeAHETO 32 YNOTpe6a H NPOU3BOAHTE

IIpHaTexkaTe RA pa3pelIcHHETO 3a ynoTpeba:
Zentiva, k. s.

U kabelovny 130

102 37 Praha 10 - Dolni

Mécholupy

Yewka penmrybnuka

Ilpon3BoanTeN:
Coripharma ehf.
Reykjavikurvegur 78
[S-220 Hafnarfiordur
HCIIAHJIUA

To3H JexapcTBEeH BPOAYKT € paspemen 38 ynoTpeda B cCTpaHHTe-4eNKH Ha EBponedickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOA CJICIHATE HMCHA:

ABCTpHA: Teriflunomid Zentiva 14 mg Filmtabletten

bruarapus: TepudyHomun 3entuna

Yewka penmrybnuka: Teriflunomid Zentiva

[ epMaHus; Teriflunomid Zentiva 14 mg Filmtabletten

Taums: Teriflunomid Zentiva

ECTOHHS: Teriflunomide Zentiva

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

HUcnanaus: Teriflunomid Zentiva

HUranus: Teriflunomide Zentiva

Jiursa: Teriflunomide Zentiva 14 mg plévele dengtos tabletés
JlaTBus: Teriflunomide Zentiva 14 mg apvalkotas tabletes
Hopeerus: Teriflunomid Zentiva

[Tomua: Teriflunomide Zentiva

[opryranus: Teriflunomida Zentiva

PymMbHUA: Teriflunomida Zentiva 14mg, comprimate filmate
[IBeunn: Teriflunomid Zentiva

Cnosakus: Teriflunomide Zentiva

IHaTa Ha mocJeIHO mpepasriexkaane na ancrosxkara: 03.07.2025 r.
JAPpyru H3T09HANR BHA HHPOPMANHS

[Toapobna nndopmauns 3a TOBa JIEKAPCTBO € NpeaocTaBeHa Ha yebcalita Ha U3nmbnHuTEeNHA areHLms
no nexapcraata www.bda.bg.




