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Teriflucon 14 mg film-coated tablets

Tepudaykon 14 mg puamupaunun rabaerkn "~ é Z}Oé' 31-01- 2025 |
TepuduyHomua/teriflunomide

[IpoueTeTe BHHMATEIHO UAJIATA JIHCTOBKA, NPE/IH 12 3aN0YHETE A2 NPHEMATE TOBA JIEKAPCTBO, Thii
KaTo TH Cb/Ibp’Ka BaxkHa 3a Bac undopmanus.

- 3anasere Ta3u JIMCTOBKA. Moske 1a ce HaJIOXKHM J1a 5 NpoYeTeTe OTHOBO.

~ AKO MMaTe HAKAaKBH JI0ITbJIHHUTEIHU BbIPOCH, NonuTaiite Bawus nekap uiu papmauesr.

-~ ToBa niekapcTBo € npeanucano nu4Ho Ha Bac. He ro npeorcrsnpaiite Ha apyru xopa. To moxe n1a
WM HAaBpE/IM, HE3aBUCHUMO Y€ MPHU3HALIMTE HA TAXHOTO 3a00J19BaHe ca chlMTe KaTo Bawmure.

- AKO NOJTyYHTE HAKAKBH HEXKEJIaHH JIEKapCTBEHHU peaKLuH, yBeaomeTe Bawuus nekap win hapmatesr.

ToBa BKJ1KOUBA U BCHYKH Bb3MOXKHH HEXKEJIaHH p€aKLHH, HCOTTHCAHH B Ta3H JIMCTOBKA. Buxkre Touka
4.

KakBo cbabpxka Ta3u JIHCTOBKA

Kakso npeacrasnssa TepudykoH W 3a kKakBo ce U3nos3ea

l.

2. Kakso TpsabBa na 3naere, npeau na npuemere Tepudiyko

3. Kak 1a npuemare Tepudaykon

4, Bb3MOXKHH HexKeaHW peakiuu

5 Kak na cuxpanssare Tepudaykon

6.  Cbabp)kaHWe Ha OMNAKOBKATA U JOMbJIHUTEIHA HHpOpMaLKs

1. Kakso npeacrasasBa Tepudaykon u 3a KAKBO ce H3M03BA

TepuykoH cbabpxka akTHBHOTO BELIECTBO TEPHPIYHOMH/L, KOETO € MMYHOMOYJIMPALLO CPeACTBO H
peryjiMpa MMyHHaTa CHCTEMa, 3a /la OrpaHWYH HEHHATa aTaka BbPXY HEpPBHATA CUCTEMA.

3a kakBo ce u3noussa Tepudiiykon
Tepudaykon ce u3nonssa npu BL3paCTHHU U MpH Jiela U HOWM (Ha 10 roaMHK M noBeye) 3a JeyeHHe Ha
NMPHUCTBLITHO-PEMHTEHTHA MHOXKEeCTBEHa ckiieposa (MC).

Kak neiicrsa Tepudaykon

Tepudaykon nomara 3a npejana3spaHe Ha LIEHTPAJHATA HEPBHA CHCTEMA OT aTAKH HA MMYHHATa CHCTEMA,
KaTo OrpaHH4yaBa HapacTBAHETO Ha Opos HAa HAKOM Oeiu KpbBHU KieTKH (nuMdoumTh). Tosa orpaHruasa
Bb3IMAJICHHETO, KOETO BO/IH J10 YBpekaaHe Ha Hepeute rpu MC.

KakBo npeacrab/isiBa MHOKeCTBEHATA CKJIepo3a:

MhoxecTBenara ckieposa (MC) e xpoHnuHo 3abonsiBaHe, KOETO 3acsra LEHTpajiHaTa HEPBHA CHCTEMa
(LLHC). HHC ce cbeton oT rnaBHMs MO3bK M rpbOHauHus MoO3bK. [Ipu MHOXKecTBeHa CKJIepo3a
BB3MAJICHHETO paspyluaBa 3aliMTHaTa oOBUBKa (HapeyeHa MuesinH) okoso Hepeute B LIHC. Tasu 3ary6a
Ha MHUEJIHH C€ HapH4ya NeMHeIMHU3alMs. ToBa cnupa npaBUAHOTO YHKLUIHOHHPAHE HA HEPBUTE.

Xopara ¢ NpUCTbIHA (hopMa Ha MHOMKECTBEHA CKJIEpO3a WMAT MOBTAPSALIM CE aTaku (NMPUCTBIK) Ha
(PU3HYECKH CUMNTOMM, NMPUYUHEHH OT HENPABUIHOTO (PYHKUMOHMPAHE HAa HEPBHTE.
Pa3JIMYHKU NPH Pa3IMYHUTE MALIMEHTH, HO OOMKHOBEHO BKJIKOYBAT:
. 3aTPYAHEHO XO/IEHE;

. npodJIEMH CbC 3PEHHUETO;

. npo0JIeMH C paBHOBECHETO.

CHMIITOMUTE MOraT 1a M34e€3HaT HaMbJIHO Clle/l OT3BYYaBAHE HA MPHCTbHIA, _
HAKOW 1pobjieMH Moxke Ja ocTaHaT Mexay npuctTbnute. ToBa Moxe na\t-m n -duatuecka
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WHBATUAN3ALMA, KOATO MOXKe J1a Npeyn Ha Baluvre exeaHeBHU AEHHOCTH.
2.  Kaxso Tpsubsa 1a 3uaere, npean na npuemere Tepud.iykon

He npuemaiite Tepudayxon

- 8KO CT€ AICPrUiHU KbM TepHQIYKOH HAH KbM HAKOA OT OCTAHAIMTE ChCTABKM HAa TOBA JICKAPCTBO
(H36poenu B Touka 6).

- aKO HAKOra CT¢ pasBHBA/IM TEKbK KOXKEH O0OPHB WIH JIIOLLEHE Ha KOXaTa, MEXYPH WUIH PaHU B
yctarta cief npuem Ha Tepudnykonunu nednyHomun;

- AKO UMATEe TEXKKH YepHOAPOOHU nNpodiemy;

- aKo cTe OpeMeHHa, CMATATE, Ye MOXE Ja cTe OpeMeHHa, WK KbPMUTE;

~ aKo CTpajaTe OT Cep1O3eH Npobniem, koliTo 3acara Bawarta UMyHHa cHcTeMa, Hanp. NpUAOGHT
UmyHogepuumTeH cuHapom (CITHUH);

- 4KO HMaTe CEPHO3EH NpOGNIEM € KOCTHHS MO3BK HNTH aKO uMaTe HUCBK Bpoit uepBenu win Geny
KPbBHHU KNETKH B KPbBTA, WIH HaManeH Opoi TpoMOoUnTH;

- aKo CTpajaTe OT CEpHO3HA HHBEKLNA;

— aKo Umare TexkH 0b6pedHn npobnemMu, KOMTO HaANAraT AHaNU3a;

- aKO HMaTe MHOTO HUCKH HMB& Ha OenTbUM B KpbBTa (XHNONpPOTEUHEMHS ),

AKO HE CTe CHIYpHH, roBopeTe ¢ Baluua nekap wiu dhapMalesT, npeay Aa H3NON3BATE TOBA AEKAPCTBO.

[IpeaynpexxneHnsl v npeANa3sHHE MEpKH

["oBopere ¢ Bawns nexkap nwiv dpapmauiesT, npeau aa npuemere TepudaykoH, ako:

- MMaTe YEPHONPOOHH NpobieMH H/HNK ako NpHEMATE roleMH KOIMYECTBa ankoxon. Bawunat nekap
uie By Hanpasu KpbBHK HICAEABAHKSA NPELH H MO BPEME Ha IEYSHHETO, 3a 12 IPOBEPH KONKO nobpe
paboTh YepHus Bu apo6. Ako pesyartaTute oT uscneaBaHnsTa Bu nokaxar Hanuuue Ha npobiem ¢
4epHHA 1pob, Bawnar nexap Moxe Ja cnpe nevenrero Bu ¢ Tepudnykon (k. Touka 4);

- HMATC BHCOKO KPBBHO HandraHe (XMNEPTOHHA) M Aald TO C€ OBNAAABA C NIEKApCTBA WIM HE
TepndnykoH Moske Aa NPUYMHKM NOBHILIABAHE Ha KPLBHOTO Hanaraxe. Bawuar nekap ue npoBepaBa
KpbBHOTO By Hanaraue npein Ha4ano0TO Ha JIEYEHHETO M PEJOBHO cie] TOBA (BXK. TOYKA 4),

- umare uHdekuus. Ipean na npuemare TepudnykoH, Bawmst nexap we ce ysepu, ue 6posT Ha
Oennte KpbBHH KIeTKH W TpomGouuTHTe B KpLBT2 BH € Aoctarbuen. Twil kaTo Tepudnykon
Hamasaea Opos Ha OenuTe KPBBHM KNETKH B KPLBTA, TOBA MOXKE A4 3acerHe ¢nocobHocTTa By aa ce
bopute ¢ undexunaTa. Bawuar nexap moxe ga Bu HanpaBK KpbBHM W3cneaBaHHA 3a 4 NpoBEpH
OennTe KPBBHHM KIETKH, aKC MHCIIHTE, Y€ UMaTe HHGEKLMA. (BXK. TOUKa 4);

- HMATE TEXKH KOXXHH PEaKL{HH;

- HMMaTe pecrnUpPaTOPHH CHMITTOMH;

- uMmare cnabocT, CKOBAHOCT M DoJika B pbLETE M KpaKaTa;

- NpeacTON Ja C€ BAKCHHHUpaATe;

- npuemare nedayHomun ¢ Tepudnykon;

= NPEMUHABATE KbM HIH OT fedeHue ¢ Tepudnykon;

- Tpa0Ba na By ce HanpaBy onpeneneH BUA M3CNEABaHE HA KPBBTa (HHBO Ha Kanumii). Be3MoxHO e
H3IMEPBAHETO Aa nokaxe QaslIMBO HUCKH HUBA Ha KanuMii.

Peaxuun oT cTpaHa HA NHXATEJHATA CHCTEMA
Kaxere Ha Bawuus nekap, ako umare HeobacHUMa Kalivua v AucniHes (3aayx). BawmsT nekap Moxe na
U3BBLPLUH JOMBIHUTENHH H3C/IEJBaHH.

Jdeua # oHOWIH

He nasaiiTe ToBa flekapcTBO HA Aena noa 10 roannn,

TepudnykoH He e npeanasHaveH 3a ynotpeba npu Aeua Ha Bb3pacT nod 10 roaMHM, Thil KATO HE e

H3NHUTBAH MPH NALMEHTH C MHOXECTBEHA Ckieposa (MC) B Ta3u Bb3pacToBa rpyna.

flpeaynpexxaeHuaTa ¥ npeanasHUTe MepkH, H3GPOEHH No-rope, BaKaT CbHLUO . HaTa

HH(POPMaLIHA € BaKHA 3a Aella H 3a MOJIaralliMTe rpryky 3a TAX JIHLA:

- HabmoaaBaHO € BB3NANEHWE Ha naHkpeaca NPY NAUMEHTH, NONy4aBaLIX
Bauieto aeTe MOXe /1a HAMpaBH KPbBHU H3C/IEABAHHS, aKO CE NOA03UPA Bb

Apyrn aekapcrBa u Tepudaykon

TpabBa na kaxere Ha Bawima nekap wnH ¢apMaueBT, ako NpUeMarTe, HacK

Bb3MOXHO [1a rpyuemare ApYyTH JIEKAPCTBA, BKNOYUTENHO W TAKHBA, OTIYCKAHH
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HngopmupaiTe Bawuus nekap, ako npyeMaTe HAKOE OT CACAHUTE REKAPCTBa:

— negryHOMHA, METOTPEKCAT W APYTH JIEKapCTBa, KOWTO BIIHAAT HA HMYHHATA CUCTeMa (HapW4aHy
YECTO HMYHOCYNPECOPH WIKH HMYHOMOAYNATOPH);

- pudamMnuumH (nekapcTBo, U3NON3BAHO 3a euecHUe Ha TyDepkynosa U Apyru UHbeKUUR);

- kapbamaszenuH, peHobapbutan, PeHUTOUH 3a enunencus;

- BT KAHTApHOH (DUIKOBO NeKapcTBO 3a AeTipecus);

~ penarnuHui, NHOTAHTA30H, HATETJTHHHA WIH POCHIJIHTA30H 3a AHaber;

- AayHopyOHULIMH, NOKCOpYOULIMH, nakiMTaKce WK TONOTEKAaH 3a pak,

- AYNOKCETHH 3a AenpecKs, He3aAbpikaHe Ha ypyuHaTa unu npu 61u6peuno 3abongasane npu guaber;
- aNnoCeTPOH 3a OBNAJIABAHE HA TeXKa AUaApHs;

- TeodHI1H 3a acT™a;

— TH3aHUIHWH - MHOPEJIAKCAHT;

= Bap(apHH - aHTHKOATYNaHT, U3MON3BaH 3a pa3peXAaHe Ha KpbBTa (Mpasy A No-TeYHa), 3a Ja ce
u3berHe obpasyBaHe Ha KPLBHH CHCHPELH;

- NePOPATHH KOHTPALIENTHBH (CHAbPXkKALUIK CTHHUIECTPAAHOI H 1EBOHOPrecTpen);

- Ledarnop, 6eH3UNNEeHHUWTHH (NeHUUMAHH (), unnpodaoKcalurH 3a HHPEKLMH;

- UHIOMeETAaLWH, keTonpodeH 3a 60nka MY BLINANEHHE;

- bypo3eMHuA 3a chpheUuHo 3abogBaHe;

- LIUMETHAMH 38 HAMANABAHE HA CTOMALIHUTE KUCENUHM;

- 3ua0BYAUH 33 XHUB-uHpekuus;

- pO3yBacTaTHH, CHMMBAcTATHH, aTOPBACTaTHH, NpPaBacTATUH 3a XuNepxosecrteponemMus (BUCOK
xonecrepon);

- cyndacanasuH 3a Bb3NaIHTENHO 3ab0n1BaHe Ha YepBaTa WK PEBMATOUEH apTPHT;

- XOJIECTHPAMHH 3a BHCOK XonecTepon WiH 3a ofnekuyaBane Ha cwpdexka npu uepHoapobHO
3abonssaHe;

- aKTHMBEH BBIJIEH 33 HamassaHe Ha abcopOuuaTa Ha NeKapCcTBa H APYrH BELWECTRA.

bpemMenHocT, KbpMene H PePTHANTET

AkO cre ODpeMeHHa WIM KbpMHTE, CMATATE, Y€ Moxe na cte OpeMeHHa MAH rnaHupare OpEeMEHHOCT,
nochBeTBaTE ce ¢ Bawuua nekap npenu ynorpebara Ha ToBa nekapcTso.

[TocwhBerBaiiTe ce ¢ Banus nekap unu dapmaueBT, Npeaun Aa NpUEMETE AEKapCTBOTO.

He npuemaiite TepudnykoH, ako cTte OpeMeHHa WNM cMATaTe, 4e MOXKe Aa cre OpemMeHHA. AKO cTe
OpemenHa Wn 3abpemMeHeere 10KaTO BieMare TepudTYKOH, PHCKBT a HMAaTe JE€Te ¢ BPOACHH JCEKTH €
nosuileH. XXeHHTe C AeTepolieH NOTeHUHan He TpAdBa Ja M3NOA3BaT TOBa jekapcTso Oe3 ga npwrarat
HaNEeXAHW KOHTPALENTUBHHA MEPKH.

Axo Baulata ablueps nMoMydu MeHCTpyaluMs, OoKaTo npuema TepugnykoHn, Tpabsa aa uHgopmupare
nekapsa, KOWHTO Wie MpPeAOCTaBH CrEUMANW3MpaHa KOHCYNTAUHMS OTHOCHO KOHTpauenuudsTa ©
NOTEHUHAJHHTE PUCKOBE B Cy4Yal Ha OPEMEHHOCT.

Hndopmupaiire Batuka nekap, ako nnanupate aa 3abpemeneere cinea NpeyCcTaHOBABAHE HA JIEUEHHETO C
Tepudnykon, Tt kaTo TpaOBa Aa € CUTYPHO, Y€ MO-TONAMATA YACT OT TOBA JIEKAPCTBO €€ € M3YUCTUAA OT
opraHuima Bu npeaun na zabpemeHeete. [1o ecTecTBEH MBT OTACIAHETO HA AKTUBHOTO BELLECTBO MOXKE Aa
OTHeme A0 2 roavHU. BpemeTo MoXe Aa ce HaManM 40 HAKOJNKO CEAMHLM 4pe3 NMPUEM Ha ONPEACNCHU
NIeKapcTRa, KOUTO YCKOPABAT OTCTPAHABAHETO HA TepuduykoH OT Bawina opraHusbm.

M B nBara cliyyas TpﬂﬁBﬂ Aa €€ TIOTBBPAH 4pE3 H3CNICABAHE HA KPBLBTA, 1Y€ AKTHBHOTO BELICCTBO €
OTCTPAHEHO B NOCTATBYHA CTCNEH OT OpraHvu3mMa BH, H € HeoOX0AHMO NMOTBBHPACACHHAC OT Bawus JICKYBAlll

3a gonbaHuTenHa vHGOpMALMA OTHOCHO Na6OpaTOPHHUTE H3C/NCABAHUA, MOJS,
nekap.

AKoO nogosupare, ue cre Opemenna nokaro npuemarte TepudnykoH uau 3a ne SASE PN gnen
KaTO CTE CMpey JIeYeHHeTo, TpAOBa Na npeycTaHOBHTE NpHeMa Ha TepugiykoH ke gra
¢ Bawus nekap 3a uscneasade 3a 6PeMeHHOCT. AKO W3CNE[BAHETO NMOTBBPAH, U gHua, Bamusar
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nekap MOKe na Bu npeanoxu sieyeHue ¢ ONpenesieHH JeKkapcTBa 3a OTCTPaHABaHe Ha TepHAYKOH OT
oprasuama Bu 6bp30 ¥ B A0cTaTbUYHA CTENEH, THi KATO TOBa MOXE Jla HamManu pucka 3a Baiero Gebe.

KoHTpauenums
Tpabea na nanonapate €PEKTHBEH METO/ 38 KOHTPAUEILIHA MO BPEME HA JIEYEHHETO U CE IEUEHHETO C

Tepudnykon. TepudurykoH octaBa B KpbBTa Bu awnro BpeMe, ciex karo CTe Cnpefd Ja ro BieMare.

[IpoasipkeTe Na H3MONIBATE e(PEKTUBHA KOHTPALIENLIMA, CE] KATO CMPETE JICUEHHETO CH.

- [poarykaeaiite, nokato HUBaTa Ha TepudnykoH B KpbBTa By cTaHaT 1oCTATHLYHO HUCKHK - Bawmar
neKap i€ rnpoBepH TOBA.

- ['oBopere ¢ Batuua nekap oTHOCHO Haii-nobGpus MeTon 3a KOHTpauenuus 3a Bac, kakTo M npu
€BEHTYa1Ha HY)KAA OT CMAHA HA METOa 33 KOHTPaUENuUUATa.

He B3emaiite TepudnykoH 20KaTo KbpMHTE, Thii KaTo TeprhIyKoH NpeMUHaBa B KbPMATA.

[llogpupane n pabora ¢ MalIUHK
Tepudnykon Moxke aa B Hakapa Ja ce 4yBCTBaTe 3aMasHU, KOETO MOXe Ja 3acerHe cnocobHocrra By 3a
KOHLEHTpauus ¥ peakuus. B TakbB cayuah ne tpabea ga wobupate unu aa paboture ¢ MaluMHY.

Tepndaykon cbabvpxa nakro3a
TepudnykoH cbabpxka nakrosza. Ako BawuaT nekap Bu e kazan, ue UMaTe HEMOHOCHMOCT KbM HSKOM
BH/IOBE 3aXapH, CBbpXKeTE ce ¢ Balina Nekap npeax Aa NpHeMaTe TOBa JIEKAPCTRO.

3. Kak ga npuemate Tepudpaykon

JleqeHHeTo ¢ TGPH(I)J'[YKOH 1IC CC MpOoBCda noa HabMaeHHeTo Ha JICKap, KOUTO MMA OIUT B NEYEHUETO HaA
MHQOXKCCTBEHA CKACPO3a.

BuHary npueMaiiTe Tosa N€KapcTBO TOYHO KakTo Bu e kazan BaluusaT nekap. AkO He CTe CUrypHH B HellO,
nonuTadite Bauiusg nexap.

Bnipacras
[TpenopsunTenHara 103a € eaHa rabnetka oT 14 mg AHEBHO

Jdena n woHomu (Ha BL3pacT Haa 10 roannu)

Jlo3aTa 3aBMCH OT TEJIECHOTO TErJIO;
- Heua ¢ tenecHo Terno Haa 40 kg: eaHa tabnerka ot 14 mg aHeBHO.
- Jeua ¢ TenecHo Terno, no-Manko unu pasHo Ha 40 kg: eaHa Tabnerka ot 7 mg AHEBHO.

Jleuara ¥ FOHOLUMTE, KOMTO AOCTHUrHAT cTabuiaHo TenecHo Terno Haa 40 kg, uie nomyyar yka3laHHs OT
CBOA JIEKap /1a NPeMHHAT KbM €1Ha TabneTka ot 14 mg AHERHO.

HauuH Ha NpHAOKEHUE
Tabnerkata TepudnykoH ce npreMa npe3 ycrata. [Ipuemaiite TepupnykOH €KEAHEBHO KATO €AMHUYHA

AHEBHA 032 MO BCAKO BPEME Ha NCHA.
[ neTHETE TabNeTKaTa LANTa ¢ MANIKO BOJA.
TepnbnykoHMCH moxe na ce npnema cue unu 6e3 xpana.

AKO cTe npHeH noBede oT Heobxoanmara no3a Tepudayxon
Ako Bue vnu Hakoit apyr e npuen Tebpae MHoro Tabnetkn Tepudnykon, nezabas
NeKap Win OTHAECTE B CMICLIHOTO OTACNCHHE Ha Hai-Onu3kaTa no Bac Honunua.
B3EMETE Ta3M JIEKApPCTBEHA ONAaKOBKA WM Ta3H JIMCTOBKA Che cede cH.

Bue Moxe aa nonyuure HexenaHd peakuuu, nogobHU Ha TE3K, KOUTO Ca onuca



AKo cTe nponycHaXn Aa npremerte Tepudayxon
He s3emaiiTe OBOHHA n03a, 3a 1a KOMMEHCHpaTe rponycHarata Tabnerka. Baemere cneapainara no3a s
Ha3HAYEHOTO BpeME.

AKo cre cnipesin npuema Ha Teprdaykon
He cnupaiime npuema Ha TepudnykoH U He npomeHsiiTe Bawata 103a rnpeau Aa ¢Te ce NOCbBETBAMM C
Bauwing nekap.

AKO MMATe HAKAaKBH OOMLJIHHUTENHH BLIPOCH, CBbP3aHU ¢ ynoTpebara Ha TOBa NIEKapcTBO, MOMUTAATE
Bawwus nexkap wiu dhapmauest.

4. BB3MOKHH HeXKeJIAHH Peaknuu

KaxTo BCHYKH NeKapCTBa, TOBA JIEKAPCTBO MOXE [1a NPeAH3BHKA HEXENAHH PeaKLMH, BhIIPEKH Y€ HE BCEKH
rH NONy4asa.

[Ipu TOBa IEKApCTBO MOXKE [a Bb3HHKHAT CJICAHHTE HEXEJIaHH PeaKUMH:
CepHO3HH HEXKEJIAHN PEAKIHH

Hskou HexenaHu peakuuu Morat Aa 6b1aT HAK Ja CTaHAT CEPHO3HHU. AKO MOAYUYHTE HAKOU OT TAX,
nezafasHo ysegomere Bamna nexap.

Yecrn: morar aa 3acerdar 20 1 Ha 10 nanuenrTn

- Bwp3nanenue Ha naHKpeaca, KOETO MOXKE J1a BKIOYBA CHMNTOMH Ha 60Jika B kopeMHaTaobnacT, rageHe
WKW MOBpBIUAaHE (HECTOoTaTa € ,,4eCTH MpPH NeAHATPUYHH NALMEHTH W ,He4YecTU" NpH Bb3PacTHH
NMaLMEHTH).

Heuectn: mMorart aa 3acernar 10 1 na 100 nausnenTu
-  @IEpPrHyYHH peakUHH, KOUTO MOXE Aa BKIOYBAT CHMNTOMH Ha OOpHB, KONPHUBHA Tpecka, NOAYBaHE Ha

YCTHHTE, €3UKa HJIU NTUUECTO, HJIH BHE3ANHO 3aTPYAHCHO AHIUAHE,

—  TeXKH KOXHH peakLMH, KOMTO MOXeE Aa BKIIOYBAT CUMMTOMH Ha KOXKEH OOpPHUB, MEXYPH, NOBULIEHA
TeMnepaTypa Wid S3BU B YCTaTa,

- TEeXKH HHPEKUHUU KK cencuc (IMOTEHLIMATHO XKUBOTO3ACTpaluaBall BUA HHDEKUKMA), KOHTO MOXE Ja
BKJTIOYBA CUMITTOMM HA BHCOKA TEMNEPATYpA, TpenepeHe, TPbiKy, HAMAJIEHO OTAENSHE HA YPHUHA WM
00BbPKaHOCT,

- Bb3NaleHUe Ha BenuTe ApoboBe, KOETO MOXKE 13 BKIHOYBA CUMITTOMH Ha 3a[1yX WY YNIOPHTA KaLLUTHLIA.

C nen3BecTHa YecToTa: He MOXe Aa ObAe ONEHEHA OT HATHYHNATE RAHHH

- CEpPHO3HO YepHoAPoOHO 3ab0onABaHe, KOETO MOXKE Na BKITIOUBA CUMITTOMH Ha NMOXKBATABAHE HA KOXKATa
WKW Ha Banarta 4acT Ha OuMTe, NO-TbMHA OT 0OKYaliHaTa ypHHa, HEODACHUMO rageHe u NoBpbLLAHE, WITH
fonka B kopema.

,[lpyl"ll HEOXKCTAHH peaAKIIHH MOraT fa Bb3HHKHAT CbhC C/ICAHATA HECTOTA.

MHOro 4ecTH: MOraT Aa 3acerHart noseyve or 1 Ha 10 nanHenTH

- rnasoSonue;

~  MapHi, raJleHe;

— nosyinasaHe Ha AJIAT (noBHuIeHH KPLBHH HHBA HA ONPEAC/IEHU YEpHOAPODHH €HIUMHU), YCTAHOBSABA CE
Ype3 U3CNEIBaAHUSA;

—  W3TbHABAHE HA KOCaTa.

YeceTH: morar jaa 3acernar a0 1 na 10 nauventn
- rpun, MHPEKLHA HA TOPHUTE AUXATENHU IbTHILA, HH(PEKUMSA HA MTUKOYHHTE

60NKH B rbpNoOTO H AUCKOMOPT NpPH NPErNbLaAHE, LACTHT, BUPYCEH racTpoe
3b0Ha UHDEeKUUR, NAPUHTHUT, MOUYHA HHPEKLHA HA XOAUTOTO;
- nabopaTopHH CTOHHOCTH: HaMaNsBaHe Ha OpoA Ha YEPBEHHUTE KPbBHH KIIETKH
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NpOMEHH B 1aDOPATOPHHUTE U3CIEABAHHA Ha YepPHHA Apol W GennTe KPbBHH KNETKH (BXK. TOUKA 2), CHIIO
TaKa NOBHILEHHA HA MYCKYJIEH eH3UM (kpeaTHHPOCchHOKUHA3a);

—  leKH aNlepruyHH peaKkUHnH;

- YYBCTBO Ha TPEBOXKHOCT;

— MpaBy4KaHe, YyBCTBO Ha cnabocT, u3TprneaKe, GoukaHne unu Gonka B nonHaTa 4HacT Ha repba WK B
Kpaka (MWIHAC); W3TpBNBaHE, MapeHe, GoukaHe Wiv Oonka B pbueTe W NPLCTHTE (CHHAPOM Ha
KapnanHusa TyHen),

- cbpuebueHe;

—  MOBULUEHO KPBBHO HANATAHE;

- NOBpBLUaHE, 35600600, H01ka B ropHaTa 4acT Ha KOpema,

- obpus, akxe;

- 0onka B CyXOXHJIHATA, CTABMTE, KOCTHTE, MYCKYJTHA onka (MycKynHo-ckeneTHa 6onxa);

- HYXKAa OT No-4ecTo OT 0ONyaliHOTO ypuHHpaHe;

- GonesHeHa W OOMIHA MeHCTPYaLIUs;

- Bonka;

~ JIMNCa Ha eHeprus WIKW OTNAAHANOCT (ACTeHMUA);

- HaMaJIABaHE Ha TEJIECHOTO TErJIO.

Heuecrn: morar aa 3acernar 20 1 Ha 100 naunentn

- HamanaBaHe Ha 6pos Ha TpoMOOLMTHTE B KPBBTA (JIEKA TPOMOGOLIMTONEHHS ),

— MOBHLUEHA YYBCTBUTETHOCT 0CODEHO Ha koXkaTa; Npoboxaala Wik myacypaua 60ka no xoaa Ha eAMH
WK MOBEYE HEPBHU, NpOOIEMH C HEPBUTE Ha PBLETE WU Kpakara (nepudepHa HEBpONaTHA);

-  HapYLUEHHS Ha HOKTHTE, TEXKKH KOKHH peakUnH;

- nocTTpaBMaTH4Ha bonka;

- NCOPHA3MC;

- Bb3NaleHKe Ha yCTaTa/yCTHUTE;

—  OTKNOHEHHA OT HopManHuTe (pepepeHTHH) CTORHOCTH HA Ma3HWHHTE (JIMNKUAW) B KPHBTE;

- Bb3naneHue Ha nebes1oTo uepBo (KONUT).

Peaku: morar ga 3acerdar 10 1 na 1000 nanuenTn

- BbB3NANCHUE WK YBPEXKIAHE HA YepHHUA 4pob.

C HeH3BeCTHA YECTOTA: OT HAJIMYHUTE JaHHH HE MOXe Aa 6be HANpPaBEHa OLEHKE
~  OenoapobHa XHNEPTOHHKSA

Hena (1a pbapacr Han 10 rogunn) u wHOWH
Hexenanuurte peakuuu, v30poeHW Mo-rope, ¢e OTHACAT M 3a Aeua M wHowd. Cneasainara
AONBAHHTENHA HHPOPMALIMA € BaxKHa 3a AcLia, OHOLUY W NOJIAraluIuTe IPHXH 3a TAX JIHUA:

YecT (Morar aa 3acerHar 2o 1 Ha 10 aywun)
- Bn3naneHue Ha naHkpeaca

CoobaBane HA HEXKEJTAHH PeaKIHH

AKO NONTYYHUTE HAKAKBH HEKEJTAHH JIEKAPCTBEHH peaKuMH, yBeaoMere Bauiua nexkap nnu ¢apmauest. Toa
BKJTHOYBA BCHUYKH Bh3MOMHH HEOMUCAHW B Ta3W JIUCTOBKA HeXeNaHU peakuuu. Moxere cbo aa chodbluuTe
HEXENAHU PEaKUHH AUPEKTHO Ype3:

UanbaHuTENHA areHuus no nekapcreara
yA. ,,JdaMaH ['pye” Neo 8
1303 Codpus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Karto chobiiiapaTe HexxenaHH peakLiMi, MOXETe Aa OaAE€Te CBOS NMPHHOC 3a NOJyy
WHdOpMaUHsa OTHOCHO 6€30MacHOCTTA Ha TOBa 1EKapCTBO.




3. Kax na cexpaussare Tepudayxkon
HJa ce cbXxpaHaBa Ha MACTO, HEXOCTBITHO 3a Aelia.

He n3non3eaiite TOBa JleKapcTBO CiEO CPOKa Ha FOAHOCT, OTOENA3aH BLPXY KAPTOHEHATA ONAKOBKA H
Onuctepa cnen “I'oner A0”. CPOKBT Ha FOAHOCT OTroBaps Ha NOCNEAHHS AEH OT MOCOYEHHA MecelL.

ToBa nekapcTBO HE H3NCKBA CNEUMATHH YCIOBHS Ha ChXPaHEHUE.

He n3xBbpnaiTe iekapcTBaTa B KAHANHM3ALMATA MK B KOHTERHEPA 32 NOMALLHH OTNAdbUM.
[lonuraiite Bawua gapMaueBT kak fa H3XBBLP/IATE JIEKAPCTBATA, KOHTO Beue He Wanomisate. Tean Mepku we
CMOMOrHaT 3a ONa3BaHE Ha OKOJIHATA Cpefa.

6. Chbabpkanue Ha ONAKOBKATA H ACIBJIHHTE/NHA HHGOpPMaNHS

Kakso coabpxa Tepundaykon

- AKTUBHOTO BeLLECTBO €: TepudnyHoMua (teriflunomide).

Beska puamupana tabnerka cbabpxa 14 mg repudpnyHomun (feriflunomide).

- Apyrure cbheTaBKH ca:

. TabnerHo #Ap0. 71aKTO3a MOHOXWAPAT, LAPEBHYHO HHLIECTE, XMAPOKCHIIPOTMN  LIETyno3a,
MHKPOKPHCTANTHA LIeNTY/103a, HATPHEB HHUILECTEH MNUKONAT (TUN A), CUIHLIMEB AHOKCHA, KONOMAEH 6Ge3B0aeH,
MarHe3ueB creapar.

. QUNMOBO NOKPUTHE: XHMpomeno3a, THTaHoB aAuokcua (E171), TpuaueTuH, Tank, UHAHTOKapMHH
anymuuues nak (E132).

Kak n3raexna TepudaykoH # KAKBO ChbaAbpKa ONAKOBKATA
TepudnykoH 14 mg ca Gnea0CHHH, NETOBMBAHH, ABOHHO W3INBLKHAIH, dunmupanu Tabnetku, ¢ BATLOHATO
pefepHo o3HaueHKe “14” oT enHaTa cTpaHa W MAaaKK OT ApyraTa cTpaHa.

TepuduykoH 14 mg ¢punmupann TabneTky ce npeanaraTs KAPTOHEHH KYTHH ChabpXKaLuM 28 GUIMHpaHy
Tabaerku BAlu/Alu 6nucrepu w/unu PVC/PCTFE/Alu 6aucTepu.

IIpuTexaren Ha pa3pelliecHHETO 32 ynoTpela H NPOH3BOAMTE)]

QAPMAKOHC Al
6yn."Tlefio K. SIBopos™ Nedd, er.]
Codus 1164

bbarapus
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