JIncroBKa: HHpopManus 32 NALHEHTA m:’daz,? Y, /ff

Knedpupem 14 mg puamupanu radnerku- L /22 > 0 6 -03- 2026

mepugh1yHoMuo

Clefirem 14 mg film-coated tablets
teriflunomide
[IpouyereTe BHHMATEJHO USJIATA JIHCTOBKA, NIPE1H /12 3aM04YHETE 12 IPHEMATE TOBA JIEKAPCTBO, Thil KaTO
TS ChAbPAKA BaxkHa 32 Bac undpopmauns.
- 3anasere Ta3u JUCTOBKA. MOXKe /J1a € HaJIOXKH /1a A NMPOUYETETE OTHOBO.
- AKO ¥MMarTe HAKAKBH JIONbJHHUTEIHH BbINPOCH, nonurare Bawus jiekap wiu papmauesT.
- ToBa niekapcTBO € npeanudcaHo Ju4Ho Ha Bac. He ro npeorcrbnBanTe Ha Apyry xopa. 1o Moxke 1a um
HaBpEAH, HE3aBUCHUMO Y€ TMPU3HALIUTE HA TAXHOTO 3a00/sBaHe ca cblUlMTe KaTo Bawmure.
- AKO noJlyuuTe HAKAKBH HEXKENaHHU peakuuM, yBeaomere Bawus nekap uiu ¢papmauesr. ToBa BKIOUBa
H BCHYKH Bb3MOXKHH HEXKEJIaHW PeaKilMi, HEONMUCaHHU B Ta3M JIMCTOBKA. ByKTe TOUKa 4,

KakBO ¢CbAbpAKa Ta3H JIHCTOBKA

KakBo npeacrasnsa Knedupem U 3a KakBO ce€ U3M0J13Ba
KakBo TpsiOBa na 3Haere, npeau aa npuemere Kiedupem
Kak na npuemare Knedupem

Bb3MOKHH HEXKEJIaHH peakLHH

Kak na cbxpansBate Knedupem

CbabprKaHWe Ha ONaKkoOBKaTa M AOMbJIHUTEIHA HHpOpMaLLUS

SN B L -

1. Kaxkso npeacrasasasa Kiedupem H 3a KaKkBo ce H310/13Ba

Kakso npeacrasiasasa Kiedpupem

KnedupeMm cbabpika akTHBHOTO BELLECTBO TEPUPIYHOMH/L, KOETO € HMYHOMO/1YJIHPALLlO CPEACTBO H peryjupa
MMYHHATa CUCTEMa, 3a Jla OrpaHUY MY HEWHATa aTaka BbpXYy HEpBHaTa CUCTEMa.

3a kakBo ce n3noJissa Kinepupem
TepudnyHomua ce n3noa3ea rnpy Bb3pacTHH U NMPH Aeua U 1oHowM (Ha 10 roamHu U noseue, ¢ Terio
>40 kg) 3a neyeHHe Ha NPUCTBLITHO-PEMUTEHTHA MHOXKeCcTBeHa ckieposa (MC).

KakBo e MHOXKeCTBEHA CKJIepPOo3a

MC e xpoHH4HO 3a0o0JisiBaHe, KOeTO 3acara ueHTpaiHara HepsHa cucrema (LIHC). LIHC ce cbeTon ot
rJlJaBHUA MO3bK M rpbOHauUHKs MO3bK. [1pU MHOKECTBEHA CKJIepO3a Bb3MaJICHHETO pa3pylliaBa 3alllMTHATA
oOBHBKa (HapeueHa muesinH) okosno HepBute B LIHC. Ta3u 3aryba Ha MuenvH ce HaprH4a NeMHETHHH3aLMA.
Toa cnupa NpaBUIHOTO (PYHKUMOHHUPAHE HA HEPBUTE.

Xopara ¢ npucTbiiHa JOpMa Ha MHOXKECTBEHA CKJIEPO3a UMAT TMOBTAPSLLM C€ aTakH (MPUCTbIH) HA (PU3HUYECKH
CUMIITOMH, MPUYHUHEHH OT HENPABHJIHOTO (PYHKLLMOHUPAHE HA HEpPBHUTE. | €31 CUMIITOMH ca pa3JIMYHH NpH
pa3JIMYHUTE NMALMEHTH, HO OOMKHOBEHO BKJIIOYBAT:

- 3aTPY/AHEHO XO/1€He
- npo0JIEMH CbC 3PEHUETO

- npoOJeMH C PABHOBECHETO.

CUMIITOMHMTE MOTaT /1a U34€3HAT HAITbJIHO CJie/l OT3BYYABAHE HA MPHUCTHIIA, HO C TEYEHHE HA BPEMETO HAKOHM
npo0JieMyu MOXKe a OCTaHAT MEX/1y NpUCTbUTE. TOBa MOXKE J1a NPUYUHH (PHU3HYECKA MHBAJIHWH3ALIHS, KOSATO
MOJKE 11 npe4yM Ha Baluure exxe1HEBHH 1€HHOCTH.

Kak neiicrea Kinegpupem —

Knedupem nomara 3a npeana3paHe Ha LEHTpaaHaTa HEPBHA CHCTEMA OT aTaKH Ha HMYH WM xK&T\FQ
orpaHuuyaBa HapacTBaHeTO Ha Opos Ha HAKOM Oesln KpbBHH KJIETKH (mumpounTH). To
Bb3MaJIEHHETO, KOETO BOJM J10 YBpeXkKaaHe Ha HepBuTe npu MC.




2. Kakso Tpsa6Ba aa 3Haere, npean Aa npHemere Kinedupem

He npuemaiite Knejgupem:

- aKO CTe ANePrudHH KbM TEPH(UTYHOMMUA WK KbM HAKOA OT OCTAHANTUTE ChbCTABKH HA TOBA JICKAPCTBO
(130poeHHU B TOUKa 6),

- aKO HAKOra CT€ pa3’BHBANIM TEXKbK KOXEH OOpHB M/ JIOLLEHE HA KO3KATA, MEXYPH W/UNK PaHU B yCTaTa
crnef NpyueM Ha TepH(IyHOMHI UMK NedIyHOMHA,

- aKO HMAaTe TEXKH YepHOApoOHK Npobnemu,

- aKo cre OpeMeHHa, CMATaTe, Y€ MOXKE J1a CT¢ OpeMeHHa, HWIH KbPMHUTE,

- axKo CTpajaTe OT cepro3eH npobieM, KOHTO 3acara Balata MyHHa CUCTEMA, Hanp.npHAOOHT
uMmyHonepuuuTeH cuuapom (CITHH),

- aKO MMaTe CepHO3eH NpobieM ¢ KOCTHHA MO3bK MJIH aKO MMAaTE HUCHK Opoit uepBeHH Wi Oeld KpbBHH
KNeTKH B KpbBTa, WK HamaneH Opoi TpOMOOLMTH,

- aKo CTpaaaTe OT CEPHO3HA HHPEKLIHA,

- aKo UMarte TeXKKH 6bOpeyHn npobnemMu, KOUTO HanaraT gHann3a,

- aKO MMaTe€ MHOTO HHCKM HHBA Ha OeNThUM B KPbBTA (XUIIONPOTEUHEMUS ),

AKO He CTe CHT'YPHH, rosopete ¢ Baiusa nekap unu dapmaleBT, npeayd Aa U3NOI3BATE TOBA NEKAPCTRO.

IlpeaynpexaeHus H ApeAnasHH MepKH
NoBopere ¢ Bamus nexap unu dapmalesT npenu aa uinonseare Knepupewm, ako:

- UMaTe HepPHOAPOOHH NpobNeMH W/HUNKY aKO NPHEMATE rojIEMH KONHYECTBA alKOX0j. BalllMAT Nekap uie
BH Hanpasu KpBBHH H3CeBAaHMA NPEAU U N0 BpeMe Ha JICYEHHUETO, 3a 1a NPOBEPH KOJKO A00pe
paboTh yepuus Bu apo6. AKo pe3ynTaTHTe OT H3ceBaHHATa BH NoOKaKaT HanKuyKe Ha npobnem ¢
yepHus Apod, Baust nexap Moxe Aa cnpe neyenuero Bu ¢ Knedpupem. Mons, npouerere Touka 4.

- MMaTe BUCOKO KPBBHO HaNIsraHe (XUIEPTOHUA) W AaNH TO CE OBNaAsBa ¢ nexapcTea HiIH He. Knedupem
MOJKE Ja MPUYKUHH NMOBUilIaBaHE Ha KPBBHOTO HangraHe. Bawunart nekap e npopepsasa KpbBHOTO
By HansraHe npeayd Ha4anoToO Ha JIEYEHHETO H peAOBHO cnel ToBa. Mo, npoyerere Touka 4.

- uMare uadekumsa. Ipean 1a npuemare Knedupem, Bamuar nekap wwe ce yBepH, uye OposT Ha Benute
KPBBHH KNETKH H TpombouuTuTe B KpbBTa Bu ¢ pocrarbuen. Toi kaTo Knedupem Hamanasa 6pos Ha
GenuTe KPLBHY KJIETKH B KPbBTa, TOBa MOXce /1a 3acerHe cnocobHoctTa B na ce bopute ¢ MHdekuuaTa.
BawmsaT nekap Moxke Aa BM HanpaBK KpbBHH H3CNEABaHUA 3a 1a NPpOBEPH BenuTe KPLBHH KJIETKH, aKo
MHCJIHTE, Y€ UMaTe HHPpekuua, Xepnec BUPYCHH HHPEKLHYH, BKIIIOUHTENIHO Xepnec Ha ycTaTa WiH
Xepnec 30CTEP MOrart Aa ce€ NOSBAT NpH AeUEHHE ¢ TEPHPIYHOMHA. B HaKoH Cllydyan Moxe Aa Ce NOsABAT
CepHO3HH ycliokHeHna. Bue TpabBa na ysegomure Bamus nekap He3abaBHO ako NOJO3HPATE, Y€ UMATE
CUMNTOMH Ha Xeprnec BUpycHa HHdekuus. Mosnsa, npouerere Touka 4.

- HMAaTE TEXKKH KOXKHH PeaKLHH.

- UMaTe pecHpaTOPHH CHMITTOMU.

- uMarte cnaboct, CkoBaHOCT M D0/IKa B pBLETE H KpaKara.

- NpeacTOH Aa ce BAKCHHUPATE.

- npueMate nepayHoMua ¢ Knegupem.

- npeMUHABaTe KbM WIH OT JeueHue ¢ Knedupem.

- TpabBa 1a Bu ce Hanpaeu onpeaeneH BUA H3C/EABAHE Ha KPbBTa (HHBO Ha Kanuuii). Bn3moxkHo e
M3MEPBAHETO Aa NOKaXe (asliMBO HACKH HHUBA Ha KaJLHM.

Peaknu o7 ¢cTpaHA HA AHXATEJHATAS CHCTEMA
Kaxere Ha Bawnd nekap, ako uMare HeoOacHHMA KalulTHLa W AuciHed (3aayx). Bawuar nekap Moxe 1a
H3BbPIUN JOMBAHUTETHH H3C/IEABAHHA.

Jlena ¥ IOHOIUH
Knedupem He e npenHazHaueH 3a ynoTpeda npu aela Ha Bb3pacT noj 10 roauin, TeH K npu
naLMeHTH ¢ MHOXecTBeHa ckneposa (MC) B Ta3su BB3pacTOBa rpyna.
[peaynpexaeHnaTa 1 npeana3sHUTE MEPKH, H30POEHH NO-rope, BaXkaT ChILO U 3a 1€
WHpOpMaLMA € BaXKHA 32 [ela H 3a NoJiaraluTe rprkd 3a T4X 1dua:
- HabNoAaBaHO € Bb3NAJICHHE HA NAaHKpeaca MPH MaUMEeHTH, NoJyYaBally TepH




Baiero aere Moxe aa HanpasHd KpbBHH H3CNCABAHHUA, AKO €€ NMOJ03HPa Bb3NaICHHC Ha ITaHKPEaca.

JApyru aexapcrsa H Knedgupem

Hudopmupaiite Bawng nexap win dpapmanesT, ako W3No/i3BaTe, HACKOPO CTE M3NOJ3BAIH HIH € Bb3IMOXKHO

la M3n073Bate ApYyry JekapcTea. ToBa BKItOUBA H N€KapCcTBa, OTNYCKaHH 6€3 peuenra.

[To-koHKpeTHO, YBeaoMeTe Baluna nekap unu ¢papMauesT, ako NpHEMaTe HAKOE OT C/IeAHUTE:

- nedITyHOMH], METOTPEKCAT W JPYTH JIEKAPCTBA, KOMTO BIHAAT HA MMYHHATa CHCTEMA
(HapH4aHH HECTO UMYHOCYTNIPECOPH HIH HMYHOMOAYJIATOPH)

- pH(paMIKLMH (IEKapCTBO, H3NON3BAHO 3a JIEYEHHE Ha TyOepKy/103a U APYrH HHPEKUHMH)

- kapbamazenun, ¢penodapburan, PEHHTOHH 33 ENUACTICHS

- YKBJIT KaHTapuoH (OHNIKOBO JIEKApPCTBO 3a ACNpecus)

- penariMHK, MHOTJINTA30H, HATErNUMHKA WIH POCHITINTA30H 3a AHa0ET

- NayHOpYOHMLUMWH, JOKCOpYOHLIMH, NAK/IMTAKCES HIIH TONIOTEKaH 3a paK

- NyIOKCETHH 3a JeNpecHs, He3aAbpKaHe Ha ypuHaTa Wid npy 6u6peuno 3abonaeane npn quaber

- aJIOCETPOH 33 OBaAABAHE HA TEXKKa THapHA

- TeoPWIHH 3a aCT™Ma

- TH3aHHAHH — MYCKYJICH PE1aKCaHT

- pap(dapHH, AHTHKOATYNAHT H3NO3BAH 3a pa3peXKaaHe Ha KPbBTa (MpaBH 4 NO-TEYHA), 3a Aa ce HiberHe
oOpa3yBaHe Ha KPbBHH ChCHPEUH

- NepopanHy KOHTPALENTHBH (ChIbPXKALLIK ETHHHIECTPALHON H JIEBOHOPreCTpe)

- nedaxnop, OeH3IUNNeHUUHIHH (neHUUWIHH G), unnpodaokcaut 3a HHPEKUHH

- HHAOOMETALHH, KeTonpodeH 3a O0aKa UK Bb3NalCHHE

- ¢ypo3eMu 3a cbpaevHo 3abonaBaHe

- LIMMETUAMH 33 HAMAJIABAHE Ha CTOMAUIHUTE KHCENHHU

- 3uaoBYyAKH 3a XUB-undexkuus

- pO3yBacTaTHH, CHMBACTATHH, aTOPBACTATHH, NPaBaCTaTHH 3a XHIIEPXONECTEPOIEMHS (BUCOK
XOJIECTEPOI)

- cyndacaiasdH 3a Bb3nanuTeiHo 3a0019BaHE HA YepBaTa WAHW PEBMAaTOMACH ApTPHT

- XOJIECTHPAMHH 32 BUCOK XOJIECTEPOS WK 3a obiekyaBaHe Ha cbpbexa npy uepHoapobHO 3abonsBaHe

- AKTHBEH BbIJIEH 32 HAMaNIABaHe Ha abcopOLMsATa Ha IEKApCTBa H JAPYTH BELLECTBA.

BpeMeHHOCT H KbpMeEHe
He npuemaiire Knedupem, ako cre GpeMeHHa UNH CMATATE, Y€ MOXE Aa CTe OpeMeHHa. AKo cTe OpeMeHHa

uiH 3abpeMeHeeTe aokaTo Biemare KnedupeM, puckbT aa HMaTe AeTe ¢ BPOACHHU ASPEKTH € MOBUILEH.
XeHuTe ¢ aeTepoaeH NoTeHUMan He TpAGBa oa M3M0JI3BAT TOBA JIEKapcTBO 0€3 Aa nMpHnarat HaAeKHH
KOHTPaUENTUBHU MEPKH.

Axo Balata abluepst nojiy4d MeHCTpyauus, aokato npema Knedupem, Tpsabra 1a vHpopMUpaTe Jiekaps,
KOHMTO LIe NPEAOCTARM CMELHAIMINPAHA KOHCYITALMSA OTHOCHO KOHTPALCTILMATA H NOTEHUHAITHUTE PUCKOBE B

cnyvail Ha OpeMEHHOCT.

Uudopmupaiite Bawus nekap, ako niaHupare aa 3adpeMeHeeTe ciefl NpeyCTaHOBABAHE HA JIEUEHHETO C
Knedgupem, Tbii kKaTo TpadBa ga € CHrypHO, Y€ NMo-roasmMara 4acT OT TOBa JIEKapCTBO C€ € H3UMCTHA OT
opraHHima Bu npeau na sabpemeneere. [1o ecTecTBeH NbT OTAENAHETO HA AKTUBHOTO BELIECTBO MOXE /12
OTHeMe 10 2 FOJAHHH. BpeMeTo MoXe aa ce HamManu A0 HAKOJKO CEAMHULUH Ype3 NPUEM Ha ONpeacieHH
JIEKApPCTBA, KOMTO YCKOpABAT oTcTpaHaBaHeTo Ha Knedupem or Balung opraHnzbm,

W B nBaTa ciyuas TpaOBa Aa ce NOTRbPAH 4pe3 U3CAECABAHE HA KPbBTA, Y€ aKTHBHOTO BELIECTBO € OTCTPAHEHO
B JOCTATbYHA CTENEH OT OpraHu3Ma Bu, u e HeoOXoauMO NOTBBPKACHHE OT Ballung JIEKyBalll nekap, ve
HUBOTO Ha KnedpupeM B kppBTra BH e 10CTaThUHO HHCKO, 3a [1a C€ JOMYyCHE Aa 3adpeMeHeeTe.

3a qombIHUTENHA HHPOPMaUHA OTHOCHO NabopaTOpHUTE U3CAEABaHHA, MONA, CBbpXETE ce ¢ Baiuns nexap.

Ako nonosupare, ue cte OpeMeHHa AokaTo npueMate Knedupem Wi 3a nepruoaa ot
CTe CIpeny ieYeHHeTo, TpAOBa na npeycTaHOBHTE npueMa Ha Knedupem v na ce CB
NieKap 3a u3cneasaHe 3a GpeMeHHOCT. AKO H3CNEABAHETO NOTBBLPAH, ue CTE Opeme ]
na By npeanoxun neYeHHe ¢ ONpeacneHH JIeKapcTBa 3a OTcTpaHaBaHe Ha Knedu i :"" g BH Bt.paa H
B 0CTAaTb4YHA CTelleH, Thil KaTO TOBa MOXKE Aa HaMallH pHCKa 3a Bawerto Oede. e B S




KoxTpauenuus
Tpatea na n3non3eate ePpeKTUBEH METOA 32 KOHTPALEMLMA MO BpeMe Ha JICUEHHETO H Cel

neyenuero ¢ Knedupem. TepudnyHoMua octaea B KpbBTa BH ABIr0 Bpeme, ¢ell KaTo cTe Cnpeiu
Jla ro B3eMare.
[IpoansjukeTe Aa M3N0ON3BaTe PEeKTHBHA KOHTPALEILH, CJIeA KaTO CTIPETE JIEYEHHETO CH.
- IlpomwmxaBaiiTe, nokaTo HABaTa Ha KnedupeM B KpbBTa BH cTaHAT JOCTATBYHO HHCKH -
BawusaT nekap e npoBepy TOBA.
- T'oBopete ¢ Bawuus nekap OTHOCHO Hail-A00pHA METOJ 3a KOHTpaueniiMa 3a Bac, kakTto u
NpH €BEHTYAITHA HYXa OT CMAHA Ha METOMAA 38 KOHTPALICNLHATA.

He npuemaiite Knedupem nokato kbpMHTE, Thil KATO TEPUPIIYHOMH], NPEMMHABA B KbpMarTa.

Illodupane H padoTa ¢ MALIHHH
Knedupem moxe na Bu Hakapa fa ce 4yBCTBaTe 3aMasHU, KOETO MOXE Aa 3acerHe cnocobHocTTa BH 32

KOHLIEHTpaLK1a ¥ peakuus. B Takbe cnyuaii He Tpabea Aa wodupare wnu aa paboTute ¢ MallIMHM.

Knedupem ¢babpika JJaAKTO32

Knedupem chbabpxa nakrosa (Bua 3axap). Axo Bawuar nexap Bu € ka3an, ue uMaTe HEMOHOCHMOCT KbM
HAKOHM BHAOBE 3aXapH, CBLpXKeTe ce ¢ Baiuua nekap npeau aa npuemare ToBa JeKapCcTBo.

KnepHpemM ¢cbaABbpKAa HATPHH
ToBa nekapcTBO ChaAbPAA NO-MaKo oT | mmol Hatpuii (23 mg) Ha TabneTka, T.€. MOXe /1a Ce KaKe, Ye
NPaKTHYECKH HE CHABPIKA HATPHIA.

3. Kak aa npuemate Knedupem

Jleyennero ¢ Knedupem uie ce nposexaa noja HabmoaeHHETO Ha nekap, KONTO UMa OTMT B NEYEHHETO Ha
MHOKECTBEHA CK1Epo3a.

ByHard usmnon3paiiTe ToBa JEKapCcTBO TOMHO KakTo Bu € kazan Baluar nekap. AKO HE CTE CUIYPHH B HELLO,
nonuraiTe Balina nexap.

BnipacTui, Aena H IOHOIIH (Ha Bb3pacr 10 u noBeye roann, ¢ TetecHo Terjao naa 40 kg)
[IpenopwuMTENHAaTa 1033 ¢ ¢aAHA TabneTka oT 14 mg AHEBHO.

[TbT/HaUMH_HA MPHIOKEHUE

Knedupem e 3a nepopasino npunokenve. Knedgupem ce npueMa €xxXeAHEeBHO KaTo €AMHHYHA JHEBHA 1034
o BCAKO BpeMe Ha aeHa. Tpabsa na reatare Tabnerkara uana ¢ Manko Boaa. He pasaensire, cMaukBaiTe
WJIM ObBYeTe TablieTKaTa npeau Aa A MorelHETE, Thi KATO TOBA MOXE A4 MPOMEHH KOTHYECTBOTO
JIEKapCTBO, KOETO LUE MONaAHE B TAAOTO BH.

Knedunpem MoXe aa ce npuema cbe Wik €3 XpaHa.

AKO cTe mpHeJH noBeYe oT HeoGxoaumara ao03a Knedupem
AKO cTe npuenu nopeye ot Heobxoaumara noza Knedupem, obaaere ce BenHara Ha Bawna nexap. Bue Moxe
11 MOJTYYMTE HEXKEJIaHH peakLiMH, NoA00HH Ha TE3H, KOMTO Ca ONKHCaHH B TOYKa 4 no-a0dy.

AKo cTe nponycHaaH Aa npuemere Kinejupem
He npuemaiite aBoiiHa 03a, 3a 1a KOMNEHCHpaTe NpONycHaTaTa TabaeTka. Biemere cneapainara n103a B
Ha3Ha4Y€HOTO BpEME.

T e

AKo cTe cnpenu npuema Ha Kaegpupem
He cnupaiite npuema Ha Knedupem u He npomeHsidTe BaiaTa no3sa npeau na cre ¢

nexap.



AKO UMaTe HSKAKBW JOMbJIHHUTENHH BBIIPOCH, CBbP3aHH ¢ ynoTpebaTa Ha TOBA JIEKapCTBO, NonuTakTe Bans
nekap iy ¢hapMaueBT.

4. BB3MOXKHH HEXeNaHH peakUHH

KakTo BCHYKH JIEKapCTRa, TOBA JIEKAPCTBO MOYKE Aa NPEU3BUKA HEXKENAHH PEaKLIUU, BLIIPEKU Y€ He BCEKH 'Y
oJiy4yasa.

CepHo3HN HEXETAHH PEAKIIMH
Hsakou Hexenanu peakllHd Morat ga 6bAaT Wi Aa CTAHaT CEpPHO3HH. AKO [10JIyMHTE HAKOH OT TAX,

nesabaBHo yBeaoMere Bamua nexap.

YecTu (MoraT aa 3acerHar Ao 1 Ha 10 aywn)

- BB3NAICHHE HA MAHKPEaca, KOETO MOXKE Aa BKJIKOYBA CHMNTOMH Ha 6onka B KOpeMHaTa o0nacT, rajeHe
WJTM NOBpBLIaHe (YeCTOTaTa € ,,YeCTH" MPH NeAHaTPHUYHH MALHEHTH W ,,HEUECTH " NPH Bb3PACTHH
MaLUEHTH).

Heuecrn (Morar aa 3acerHat go |1 Ha 100 aywu)
- anepruyHH peakLH, KOWTO MOXE Aa BKIIOUBAT CHMNTOMH Ha OOpHB, KONPHBHA TPeCKa, MOAYBAHE Ha

YCTHHTE, €3HKa WM AULIETO, HIH BHE3AMHO 3aTPYAHECHO AMINAHE
- TEXKKH KOXHH PEaKLHH, KOUTO MOXKE /12 BKJIIOUBAT CUMIITOMH Ha KOXEH OOpHB, MEXYPH, MOBULLIECHA
TEMNEpaTypa WK A3BH B yCTaTa
- TEXKHW UHDEKIHHK UNH ceNCUC (MOTEHLMATHO )KMBOTO3acTpalllaBall BUA HHPEKLIUs ), KOHTO MOXKe Ja
BKJIIOYBA CHMITTOMH Ha BHCOKa TEMIIEpaTypa, TpenepeHe, TPLIKH, HAMaNEHO OTACNSHE HA YPHHA WIH

00 BbpKaHOCT
- Bb3najieHWe Ha Genute npobose, KOETO MOXKE Ja BKIOUBA CHMNTOMH HA 3aAyX WIH YNOPUTA KaluLa.

C HeH3BecTHA 4ecToTa (OT HATMYHHUTE AaHHH HE MOXe Aa Obae HanpaBeHa OLCHKA):
- CEPHO3HO YepHOAPOOHO 3a00NABaHE, KOETO MOXKE /1@ BIUIIOUBA CHMITTOMM HA MOXCHITABAHE HA KOXKATA
WIM Ha 6s1aTa 4acT Ha OYMTE, NO-ThbMHAa OT OOUYaKHATa YpUHA, HEOOACHUMO TaIEHE U MOBPBILAHE, HITH

fbonka B kopeMa

JApyru HexeJJAHH peaKkI[HH MOTaT Ja Bb3HHKAT CBbC CIICAHHTE YE€CTOTH:

MHoro yectH (Morat a 3acerHar nopeue ot 1 Ha 10 ayun)

- rnapobonue

- AHapus, raaeHe

- nosuliabane Ha AJIAT (noBMILIEHH KPBLBHK HHBA Ha ONPEJETICHH YEPHOLPOOHH EH3HMH), YCTaHOBSABA
C€ Ype3 U3C/ICABAHMA

- W3TbHABAHE HAa KOCaTa

Yecern (Morar aa 3acerHar Ao | Ha 10 ayuin)
- Xepiiec BUPYCHH HH(PEKLIHH, BKIIIOYUTENHO Xeprec Ha yCTaTa | XepNnec 30CTeP CbC CUMNTOMH KaTO KaTo

MEXYPH, NapeHe, CbpOex, U3TpbLNBaHe WK DOnKa no koxkata, 0OMKHOBEHO OT €/lHaTa CTPaHa Ha
rOpHaTa YacT Ha TANIOTO WIH JIMLETO, K APYNH CUMNTOMM, KaTO NOBMIIEHA TeMIepaTypa u cnadboct

- GOJIKM B I'bPJIOTO H AHCKOMGOPT NpH NperibliaHe, UMCTHT, BAPYCEH raCTPOEHTEPUT, 350Ha HHPEKLIMS,
NAPHUHICHT, rbOHYHA HH(EKLUA HA XOAUNOTO

- nabopaTopHH CTOMHOCTH: HaMaliaBaHe Ha Opos Ha YepBEHUTE KPbBHH KICTKH (aHEMKA), HaONIOJaBaHH
ca NPOMEHH B N1aBOPATOPHUTE H3CIEABAHHS Ha HEPHUA Apo0 M GenuTe KPbBHH KIETKH (BHXKTE TOUYKA 2),
CbILO TaKa MOBHILEHUA HA MYCKYJIEH €H3uM (KpeaTHH(POC(POKHHA3A)

- JIEKH aJIEPrUYHH PEAKLIUH

- YyBCTBO Ha TPEBOKHOCT

- MpaBy4KaHe, YyBCTBO Ha ciabocT, u3TpbBaHe, OoLkaHe niu 060/1Ka B RONHAT
KpaKa (MIUHac); U3TpbBaHE, NapeHe, SoukaHe WK 00NKa B pblUETE H NPBLCTH
KapnanHUsa TYHeN)




cbpueOHeHe

MOBHILUEHO KPbBHO HANArAHE

noBpblUaHe, 30000, Honka B ropHaTa 4acT Ha Kopema

oOpuB, aKHE

60JIKa B CYXOXKHIIMATA, CTABHUTE, KOCTHTE, MyCKyaHa fonka (MycKyaHoO-ckeneTHa bonka)
HY’/4a OT MO-4€CTO OT OOMUAHHOTO ypHHHpaAHE

Oone3HeHa ¥ OOMNHAE MEHCTPYAaLIUS

Oonka

JIANCa Ha EHePrus WK OTNagHANOCT (ACTEHHA )

HaMaJiiBaHE Ha TEJAECHOTO TErJo

HeuectH (Morat Aa 3acernat 40 1 Ha 100 aywn)

HaMannBaHe Ha Opos Ha TPOMOOLIMTHTE B KPbBTA (J1eka TPOMOOLHTONEHNA)

MOBMILEHA YYBCTBHUTENHOCT 0OcOOEHO Ha kokaTa; npoboXkaaia Wiy nyJjcupalla 0oka no xona Ha eIMH
WK NOBeye HEPBH, NMpoOAeMH ¢ HEPBUTE HA PbLETE UM KpakaTa (neprudepHa HEBPOMATHA)
HapYILIEHHA Ha HOKTHTE, TEXKKH KOXKHH peaKuHH

nocTTpaBMaTHuHa 60sKa

NcopHa3uc

Bb3NAJICHHE HA YCTATA/yCTHHTE

OTKJIOHEHHA OT HOPMaJIHHTE (pedepeHTHH) CTOHHOCTH HA MA3HHUHUTE (JIMOHIH) B KPLBTA

Bb3NajieHHE Ha 1e0eNn0oTO YepBOo (KOJIHT)

Peaxn (Morat na 3acerdat Ao 1 Ha 1 000 aywin)

Bb3NAJIEHHE WIH YBPE:KAaHe Ha YepHHS Apod

C HeH3BecTHA 4eCToTa (OT HANMYHUTE AaHHU HE MOXe Aa ObAae HanpaBEHa OLIEHKA)

JAHXATCITHA XHNICPTOHHUA

Neua (na Bb3pacT 10 1 nosevue roAHHH) H YWHOIIH
HexenaHuTe peakumu, n3bpoeHH No-rope, ce OTHACAT M 3a Aeua H IoHowH, Cneasaulata JONLIHHTENHA
HHGOPMALIMA € BAXKHA 32 AELA, FOHOLIH H NMONAaralliiTe rpr>KH 3a TAX NKLA:

Yecrn (Morar aa 3acernar ao 1 Ha 10 aymm)

Bb3NaJICHHUE Ha IIAHKpLacad

ChobuiaBaHe HA HEXKEJ1AHH PeAKUHH

AKO MONyUYHTE HAKAKBH HEXKENAHH JIEKEPCTBEHH PeakLuH, yseaomeTe Baiiug siekap, papmauesTt wiu
MEMLIMHCKA cecTpa. ToBa BKJIKOYBA BCUYKH BbL3MOXHU HEOMIHCAHH B Ta3H JIMCTOBKA HEXENaHH peakLH.
MoskeTe CbLIO 1a ChOOLIUTE HEXKEIAaHH PEAKLIMH JHPEKTHO Ype3

HN3nbjHUTENIHA areHUHWA M0 IeKapcTBara

yn. ,,Jlaman ['pyes” Ne 8

1303 Codms

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Karo ¢cnhofillaBaTe HeXeNaHH peakLiii, MOXKETE 1a JaeTe CBOS NPHHOC 32 NOJy4aBaHe Ha NoBeYe
WHGOPMaLMA OTHOCHO Oe30MacHOCTTa Ha TOBA JIEKApCTBO.

3.

Kak na coxpanaparte Kinedpupem

Ha ce chxpaHsaBa Ha MACTO, HEAOCTHITHO 3 Aeua.

ToBa NeKapCTBO HE U3UCKBA CNIELIHAIIHH YCAOBHA Ha ChXPAaHEHHE.




He n3xpbpnsiite nekapcTBara B KaHanW3aUMaTa HIH B KOHTEHHEDA 3a AOMaLLHK oTnaabuM. [lonuTaiite
Bawns dapMauesT Kak Aa H3XBbPAATE NEKApCTBAaTa, KOUTO BEYE HE U3non3parte. Te3n MEpKH Lie
CTIOMOIHAT 3a ONa3BaHe Ha OKOJIHATA Cpeaa.

6. CoabpanHe HA ONAKOBKATA H I0NbJIHHTEIHA HHPOpMANHA

Kakpo ceabpika Knedpupem
AKTHBHOTO BEUIECTBO € mepughIyHOMUo.

Knedupem 14 mg punmupauu tabnetku

- Bcaka tabnetka cbabpxa 14 mg repudnyHoMH.

- Hpyrure cbCTaBKHU ¢a J1aKT03a MOHOXHAPAT, LIAPEBUYHO HULLIECTE, MUKPOKPHCTAIHA LIEYJ1034
(E460), HaTpues HulliecTeH IIHKONAT (THN A), Xuapokcunponwiueaynosa (E463), mariesves
creapat (E407B), kononaeH 6e3poaeH cunuuues auokeua E551, turanos aokeun (E171),
xunpomenosa (E641), unaurokapMmun anymunvies nak (E132), tpuauerrs (E1518) (Bxk Touka 2

“Knegupem cpabpka nakrosa”).

Kak n3riexaa Kaegupem n KakBo cbLAbLPKa ONAKOBKATA

Knedupem 14 mg punmupany Tadbnetku (Tabnerkm)
KnedupeM 14 mg mg dunmupanu tabnerku ca 61€J0CHHH KPBIJIH, ABOMHOM3ITbKHANHY (PUIMHPaHH

TabNeTKH ¢ JUaMETHp NPUONK3HTENHO 7,1 mm, I1agKH OT ABETE CTPaHH.

Knedpupem 14 mg dunmupanm tabnetku ce mpeanarat B anyMHHHEBH ONHCTEPH B KAPTOHEHA KYTHA OT
28 nav 84 ¢punmurpanu Tabnerku.

He BcHYKH BHAOBE ONaKOBKH Morar ja ObaaT mycHaTH B npoaaxda.

IIpuTexaTte Ha pa3peilleHHETO 33 yHoTpeda
Bausch Health Ireland Limited

3013 Lake Drive
Citywest Business Campus
Dublin 24 D24PPT3

Hpnanamna
Ilpon3zBoanTeI

Bausch Health Poland Sp. z.0.0.
Ul. Kosztowska 21

41-409 Mystowice

[lonuwa

JlaTa Ha nocaeAHO npepa3rjiexaane na aucroskara 10/2025




