JIncroBka:uHGopMaluHa 3a NaLUEHTA

BH-ITPOPEHNJ 150 mg Ta61eTKH ¢ u3MEHeHO 0CBOOOKIABAHE
BI-PROFENID 150 mg modified release tablets
Ketonpogen (Ketoprofen)

IIpovyeTeTe BHHMATENHO ISNATA JHCTOBKA, MPEIH 2 3aII0YHETE /13 JIpHEMaTe TOBA JIEKapcTBO,

THil KaTo TH CHbABP:XKA Ba’)KHa 3a Bac nndopmanus.

- 3anaseTe Ta3u JIMCTOBKA. Mojke Aa ce HATOKN Ja 5 MPOYETETe OTHORO.

- AKO UMaTe HAKAKBH JOIBIHHTEIHH BBIPOCH, IIONHTaATe Banmsa nexap unn papManesT.

- ToBa nmeKkapcTBO € npeanucano JuyHo Ha Bac. He ro npeorcrenBaiite Ha aApyru xopa. To Moxe
J1a UM HaBpeIH, HE3aRUCHUMO Y€ MPU3HAINTE Ha TAXHOTO 3ab0NMBaHe ca ChUHTE KakTo Baluute.

- AKO NOTYyYHTE HAKAKBH HEXETAHH NeKapCcTBEHH peakilMy, yBegoMeTe Balus nexap wiu

(dapmanerT. Tora BKIIOUBAa M BCHYKH BB3MOXKHH HeXXellaHH peakilfuH, HEOITHCAHU B Ta3H
MHCTOBKA. BIDKTE TOYKA 4.

KaKBO CHALPKA TA3H JHCTOBKA: NITLTHUTENHA ATEHLIAN N0 NEXAPCTBATA
- Mouncmenue 2

Kakpo npeacraensasa BH-TTPODEHU]] u 3a kakBo ce H3NON3B} 9600097
KaxBo Tpsa0Ba a 3Haere, npemy Aa ninonspare BU-TIPOGEHIPM PO8 M ... s/l L e etvrsesnnaen,
Kak aga usnonssare BU-ITPO®EHN ]
B13mokHM HexceTaHU peakiiuy

Kax ga cexpauasare bBU-TTPOOEHN]
CepabpAaaHue Ha OlaKeBKAaTa U JONBIHUTENIHA HH(OpMALIHA - ot R ST PO A _

N R

1. Kaxso npeacrasiasisa bBU-TIPOOEHW/ n 3a kakgo ce H3noaiea

BEHU-TTPO®EHN]L caga xeM xinaca HecTepomaHy NpOTHBOBRINANATENHH JIEKAPCTBEHH cpeacTaa (M:
MYCKYJTHO-CKEJIETHA CHCTEMA),

bHU-TTPODEHNW/] npeacTaBingra ABYIIACTORU HeTUMH TaONETKH ¢ H3MEHEHO 0CBOOOXKJABAHE B
ornmakorka ot 20 Opos.

JlekapcTBREHUAT POAYKT € NPEIHAIHAYECH 33 BHIPACTHA U Neda Hay 1S roausuy.

3a NPOABIDKUTENHO CHMITOMATHIHO JICYCHNAE HA XPOHHYRH PeBMATOHIHH BB3MANUTEIIHU
3abonaBanns, 0cOOEHO peBMaTOW/ICH TOAMAPTPHT, AHKHIIO3HUPALL CIOHAUIOAPTPUT, ICOPUATHYEH
apTpuT, cHHAPOM Ha Reiter, OosiesHeHN MHBAIMZU3NPAIIH APTPO3H.

2. Kakso Tpsa6Ba qa 3HaeTe, npeaH Aa uinoa3eate BU-ITIPO®EHHUA

He m3nonspaiite BU-ITPOPEHH;

- aKO CTe WIePrHuHU (CBPbX4YBCTBUTEITHH) KBM KeTONPO(eH HIH KbM HAKOSA OT OCTAHAJIUTE
c¢keTaBku Ha BU-TIPOPEHWI;

- criej 6-1 Mecer| Ha OpeMeHHOCTTa;

- aKo UMATE UIIH CTe UMaH aJleprus, acTMa, Cla3bM Ha OpOHXHUTE, YPTHKAPHA WIH PHHUT,
OBJIKAIIH C€ HA TOBA eKapcTBO HIIH Ha MoACOHH NTeKapeTBa, 0CO0EHO APYyTH HECTEPOHAHA
[IPOTUROBRB3MNATHTE/IHYA CPEACTRA, BKITHOYUTENHO aNSTHICATULINIOBRA KUCEIHHA (ACTIHPHH);

- aKo HMATE aKTHRHA A3Ba HAa CTOMAXa UK JBAHAIECETOIPBECTHUKA UITH CTE¢ MMANY IIpeTHIITHO
KBPBEHE OT CTOMAaUIHO-9PEBHHA TPAKT, 43Ba HIIM Nepdopalius;

- aK0 UMATE MOBUIIIEHA CKIIOHHOCT KbM KbpBeHe (XxeMoparuiHa Juaresa);

- aKO UMATE TEXKa ChpIeYHa HeJOCTATHUHOCT;

- axo MMAaTe TeXKO YepHOApOLOHO 3abonsBane;

- aKko uMAaTe Texko OBOpevHe 3abonaBane;

- mpu Aerla nog 15 roauHy;




- TIPH CBPBXYYBCTBHTEHOCT UIH HEIIOHOCHMOCT KBbM IIIYTEH, NIOpaay HANHYHETO Ha IMIHEHUTHO
HULIECTE (TITyTEH);

- B CIIy44ail Ha KbPBEHE OT CTOMAITHO-YPEBHUA TPAKT, MO3BYHO-CHJIOB KPBBOM3IUE HIH KAKBOTO
1 Ja € APYro akTHBHO KbPBEHE.

MpeaynpeaxaeHus U NpeanazHiu MepKH

CrnenuanHo BHEMaHHe TpadBa na ce o0wpue npu ynorpedara Ha BU-TTIPOOEHH]] B cnyyaii ve:

- CTpazaTe 0T CTOMAHO-YpeBHO 3a00iiBaHe (3Ba HA CTOMAaxXa M JIBaHAIeCETOIPHCTHHKA,
YIIEPO3SH KONUT, Honect Ha Kpon);

- IpPHEMATE AlIETHICATHLUIOBA KHCEIMHA (aCHUPHH) B HUICKH J03M;

- CTpajaTe OT PelKU HACIIEACTBECHH 3a00/ABaHUA KaTo FanaKro3Ha HeloHocuMocT, Lapp
JTAKTa3eH JeHUUT WIH MTIOKO30-TalakTo3Ha Manadbcopliud, Bue He TpadBa Aa npHeMarte ToBa
NeKapCTRO,

- cTpagate OT CTOMALIHO YPeBHA TOKCHYHOCT;

- CTPaJIaTe OT ChbPAEUYHO-CBIOBO 3200 ABaHe (XHUITePTOHHNSA, 3aCTOIHA ChplAedHa HeIOCTaTBYHOCT,
HeXeMHYHA 00JIeCT Ha ChPLEeTO, 3a00NABaHe Ha NepU(epHHTE apTepHH, MO3bYHO-ChA0BA
CONeCT, XMTIePIUNUASMUS, 3aXapeH AnadeT;

- cTpazare OoT YepHOApoOHO 3ab0naBane UMM HApYIIEHHE HA YEPHOAPOOHATE (PYHKIUU —
IperophuBa ¢€ H3BHPLIBAHETO HA MepHOANYHH YepHOIAPOOHH (py HKLIHMOHAIHA TECTOBE;

- cTpajaTe OT acTMA W/HMJIH XPOHUYCH PHHHUT W/HH XPOHUYECH CHHY3HT W/UIH TTONTHIIHA B HOCA —
CBINEeCTBYBa IMOBHINEH PHCK OT alleprUyHa peaKiiuA,

- CTpajiare OT POTOYYBCTBUTEIHOCT HIIH (POTOTOKCHYHOCT ([IOBHIIEHA UYYBCTBHTENIHOCT CHPAMO
CBETNHHATA);

- ¢TpajaTe oT HUpo3a, HePpo3eH CHHAPOM, ChpAedHa HEAOCTATBYHOCT, XpOHU4HA OBOpeyHa
HEOCTATEYHOCT WHIK IPHUEMATe IUYPeTUIH — B TOZU coy4yall OnOpeutara yHKims TpaOna
BHHMATENHO Ja ce Habmoaga, 3apaji YBEJIHYEH PHCK OT O0B0peyHa HeJOCTATHYHOCT.

Jlewennero ¢ keronpoden Tpadbea na Ob/e IpeKpaTeHe MPH MOABA HA:

- CTOMAlIHO-IPERHO KbPBEHE UM A3B4;

- oB6puB N0 KOXKaTa, yBPeKJaHe Ha JIMraBULUTE UK HAKAKBB APYT 3HAK 3a
CBPBXYYBCTBUTEIIHOCT;

- 3pUTENTHU HapyLIeHUA (3aMBITIEHO BHKAAHE).

BamusaT nexap Moxe Ja BH Npeanylle eJHORPEMEHHO IEUCHHE ¢ IPOTEKTHBHHA HPOAYKTH (HANpAMeEp
MHU3OTIPOCTON WIH HHXUOUTOPH HA MMPOTOHHATA TIOMITA), aKO CTPAJATE OT A3B4, 4 CHIIO H aKO
TIPHEMaTe HUCKY JO3W ALCTHICANMIIMIOBA KICeNHA (acnMpyH), WK IpyTri JeKapCTBEHH NMPOAYKTH,
YREJIHYABAIIM PUCKA 34 YBpPEXKIaHe HA CTOMALTHO-YPEBHHA TPaKT.

HsxoH enUaIeMUONIOTHYHY JaHHU ITOKA3RAT, Y€ KETOMPOQeH MOXKe 1A € CBRBP3aH ¢ BUCOK pUCK OT
CepHO3HA CTOMAIUHO-YPEBHA TOKCHYIHOCT, CpaBHAMA C Tasd Npu Hakou apyru HCIIBC, ocobeno BEBE
BUCOKH J03U.

JlexapctBa kaTo BU-ITPOOEHHW]] mMorat na 6saaT cBBp3aHM C JIeKO NOBHIIEH PUCK OT ChpALYEH
UHUMASHT (MUOKApIeH UHPAPKT) WV MHCYAT. TO3M PUCK € TO-BepOATEeH IPY BUCOKY J03¢ H
OpoABDKUTENHO NedeHe. He npepninaBaiiTe NpenopbyaHuTe JO3H U NPOABIKHTEIHOCTTA HA
NeUYeHUETO,

AKO UMarte npobneMu Che CbpLETo, NpeKapal HHCYAT MIM MUCITHTE, Ye 3a Bac Moke Ja nMa pHCK OT
nogBaTa UM (HanpHMep, ako UMaTe BUCOKO KPBBHO HAIATaHe, JuabeT, MOBUIIIEHH CTOMHOCTH Ha
XOJIeCTepoa MU CT¢ ITylnay) Tpabra fa obchanTe ieueHUeTO ¢ Bamus nekap unu hapMatierT.

Ynotpebdara Ha HCTIBC moxke pa HapymuM BH3MOKHOCTTA 32 3a0peMeHABaHe U 3aT0Ba He ¢
[perophYBa IPH JKeHH, JKenaelin 1a 3adpeMeHesiT. JKeHH, KONTo He Morat Ja 3a0peMeHesF+Tht
MPOBEXIAT H3ICIEBAHMS 3a CTEPUIINTET, TpAOBA fa NpeycTaHoBAT NpueManeto Ha HCFIBC. -
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AKO cTe B cTapyecKa Bh3pacT € Bb3MOXHO [10-4eCTO [1a BB3HHKBAT He)KeTaHH JIeKapCTBeHH pPeaKlidd
npu ynotpeda Ha HCIIBC, ocobeHo KbpBEHE OT CTOMAIIHO-YPEBHUA TPAKT M Mepdopanus, KOUTO
Morar aa ObpaaT (daramHy.

Axo umare nuadet B cte ¢ 0p0OpeYHa HeOCTATRIHOCT, € BE3MOKHO 12 RE3HHKHE XHITepKaleMud, 1pH
ynotpeba na HCIIBC, nopann npunarannte CbIIbTCTRALIM JeUSHHA ¢ IPOBOKUPALIH XHIIEPKATHEMHS
NEKAPCTBCHU NPOTYKTH.

Ako0 uMate HHEKIHA, TPOTHBOBB3NANMTETHHTE, 6OMKOYCIOKOABAINY H TeMIASPATY POIIOHHKABATIH
CBOMcTBA Ha KeTonpodeH MoraT Ja 3aMackupaT o0HyaltHUTe pU3Hany Ha HHGEKIUATE, HAIprUMep
MOBHIIEHATa TeMITEpaTypa.

I'oBopeTe ¢ Bawus nekap uiau gapMarieBT, ako HMaTe HHgekuud — BX. 3armarueto ,Mudexunn® no-
A0Iy.

Hudexunu

BU-TTPODEHHW T Moxe na ckpye NpuiHanuUTe Ha MHQSKINY, HalpUMep TIOBMILISHa TeMIIeparypa U
bonka. [Topanu ToBa e Be3MoxkHO BH-TTPODMEHHN]] 12 3a6aBH NoaxonAmoTo TeyeHHe Ha
HHPEKIHATA, KOETO MOXKe [Ja JoBejie A0 MOBULIECH PUCK OT yenokHeHus. Tora ce Habmoaasa npu
[THEBMOHMS, NIPHYHHEHA OT bakTeEPHH U OakTepUanHu KOKHU UHPEKINH, CBBP3aHu ¢ BapHIena. AKO
[IpUeMaTe TOBA JIEKAPCTRO, JOKATO UMaTe HHPEKUUA H CHMIITOMUTE Ha HHeKLHATA NPOIbDKABAT
WIH ce BIIOIIABAT, TpA0Ba Aa ce KOHCYJATHpaTe He3abaBHO C Jiekap.

[1pu MauKeHTH ¢ HUCKO TENMECHO TET0 UMa [IOBHINEH PHCK OT CTOMAIIHO-YPEBHO KBPREHE. AKO Ce
IOSBH CTOMAITHO-YPEBHO KbPREHE WK A3Ba, JISYEeHUETO TPAOBA J1a ¢e NIPeKpaTH BeAHAara,

BU-TIPOPEHHU/ cuabpxka rayreH

Tora nexkapcTBO CHABPKA CAMO MHOTO HUCKK HIMBA Ha IIyTeH (0T milleAu4Ho Humecte), Cunrta ce 3a
0e3 rIIyTeH U € MHOIO MAJIKO BepOATHO Ja Ch34ane npodiieMH, ake HMaTe UbOTHaKHA.
Enna Tabnetka ¢ n3MeHeHO OCBOOOXKIaBaHe CBABPXKA He noBeue oT 3,80 MukporpaMa riayTeH.

AKO uMare aleprus KoM NIEeHUNA (pa3findHoe OT UBEONHAK|A), He TpaAOBa a mpueMaTe ToBa
NEKAPCTRO.

Apyru nsekapcerea H BU-IIPOPEHH A

Ketonpoden Maxe Aa aopene A0 XunepkanueMusa (BUCOKO HHUBC Ha KalHil B KPBBTa). TO3H PUCK Ce
3aCHIIBA B c/yd4all Ha €JHOBPEMEHHO JIEYCHHE CBC CIEAHUTE NPOAYKTH: CONMH HAa KANHA, KaJui
zagbpKatm  auypetuiu, ACE wHxubuWTOpW, XenapyuHHM, WHXUOWTOpPH HA AaHTHOTEH3mH I
LUKIOCTIOPHH, TaKPOIUMYC H TPHMETOIIPHM.

He ce npenoprusa koMOMHHpaHeTe HA KETOIPOdEH C;

- apyrd HCTIBC u BHCOKH 034 CANMIWIATH TOPaJH YBENUYEH PHCK OT SA3Ba H KbPBeHE OT
CTOMAITHO-YPEBHUA TPAKT;

- AHTUKOATYNMAHTH (IPOTHBOCHCUPBAINM JIEKAPCTBA) KATO XellapuH K BapdapuH U TPOMOOUMTHH
AHTHATPEraHTH (IeKapCTBA BB3NPENATCTRALIH 00pa3yBaHeTo Ha TPOMOH) KAaTO THKIIOITHINH,
KITOIUIOrpen;

- IIOBUIICH PHCK OT KbpBeHE IIpH ynoTpeda Ha XenmapH, aHTaArOHUCTY Ha BHTaMUH K
TPOMOMHOBM HHXHOUTOPH (TaKHBa KaTo NAa0uraTpaH) U JHPEKTHA UHXHOUTOpH Ha ¢akTop Xa
(TakuBa KaTo anukcalaH, puBapokcadal, egokcadan)

- JIMTHUI — OITACHOCT OT TOKCHYHM HHBA Ha JIMTHUS B KPBBTa, A03aTa Ha IATU TpAOBa na Opa¢
KOPHIrupaHa;

- METOTPEKCAT BbB BUCOKM [103H (HaX 15 mg ceAMHAYHO) ITOPaAH yBETHYEH PUCK OT
XeMaToNOrMYHa TOKCHYHOCT (HaMallssBaHe Opod Ha TPOMOOLIUTHTE H IEBKOILHTHTE).

KoM6uHanuu U3HCKBallly HpeANa3sHH MEPKH MPH ymoTpeda: | . ;,. mu |
- KAITUERH CONH, KaNui-cbXpaHaBaily guypetnuu, ACE nHXdOHTOpH U aHTHOTE HH ;1/ o~ L
anTaroHucTH, HCTIBC, xenmapuu (HHCKO MOJEKYIIHO TEIJI0 HIH He(paKIIMOHH aﬁj fi AT
[HKIOCHOPHE, TAKPOAKMYC ¥ TPAMETONPHM - YBENWUEH PUCK OT XUTiepKaneM




- TIEPOPATIHH KOPTHKOCTEPOHIN, AHTHKOATYIAHTH KaTO BapdapyH, CENEKTUBHY HHXHOUTOPH Ha
o0paTHOTO 3aXBallaHe Ha cepOTOHUH (SSRIS), aHTHTPOMOOILUTHH CPEACTBA KAaTO ACTTHPUH WIH
HUKOPAHAMI - YBENWYEH PHCK OT A3Ba HIH KBPBEeHE OT CTOMAIIHO-YPEBHUA TPAKT

- anyperauy, ACE HHxubutopy ¥ HHXUOUTOPH Ha aHrdoTeH3uH |l perentopure, METOTPEKCAT B
03U TIO-HUCKHA OT 15 mg ceaAMUUHO, TeHO(OBHP — YBEINYECH PHCK OT BIolIeHa 0p0peydna
(OYHKIHA

- NEHTOKCUMWINY - YBEAWYSH PUCK OT KbPBEHE.

Ha ce B3eMe 1101 BHUMaHHe KOMOHHHPAHETO C:
- JNIEKapCTBEHH MPOAYKTH 3a JTeYeHHe Ha BUCOKO KphBHO Handrane (6erabmoxepn, ACE

HHXUOHTOPH, AHYPETHLIH) — PHCK OT HAMAJIeH aHTHXUIIEPTCH3UBEH e(eKT

- TPOMOOIIUTHLN — YBEIIHYEeH PHCK OT KbPBEHE

- CeNeKTHRHU WHXHONTOPH Ha 00paTHOTO 3aXBalllaHe HA CEPOTOHHHA - YRENHYEH PUCK OT A3Ba
AIM KbPBEHE OT CTOMAILIHO-YPEBHUA TPAKT

- npoSenenu,.

3a aa u3ber"eTe RepOATHUTES B3AUMOJEHCTBHA ¢ ApYTH JIeKapCTBa, 0c00eH0 ¢ n30pOEHUTE MO-TOpe,
Tpsa0Ba na yreAoMuTe Bamud mekap wiy $papManesT 3a BCAKO JICUSHHUE, KOSTO MMPOBEXAATE MO
CBILOTO BpEME.

bpeMeHHOCT, KEPMEeHe H PEPTHIANUTET

bpeMeHHOCT:
[To BpeMe Ha OBPBOTO H BTOPOTO TpUMeEceue Ha OPEMEHHOCTTa, KeTonpodieH He TpsaOBa Ja ce

H3110/13Ba, OCBEH aKQ He € KpalHO HAJIOXKUTENIHO I10 NpeneHka Ha Bawmus nekap.
KetonpodeH ¢ adComOTHO IPOTHRONOKA3aH Npe3 TPETOTO TpUMecedHe Ha OpeMeHHOCTTA, Thil KaTo
e(ekTHTE BBEPXY L1012 By MOTaT 1a 10BemaT 10 cepno3uy Ob0pedHH U CHAOBH YBPEX/IaHUA.

KspMmeHe:
Ketomnpoden He ce npenopr4Ba NpH KbpMa4iKy.

[TocuBeTRaliTE ce ¢ Balnus nekap unu gapManeBT IIpead ynoTpeda Ha KoeTo U Ja € JIEKapCTRO.

Ilodupane i padoTa ¢ MalUHHA

B1b3MoXkHa e 11051Ba HA CBETOBBPTEXK, CBHINBOCT, 3AMaAsHOCT, KOHBYJICHH HIH 3PHTENHU CMYLIEHH.
He mo¢upaiite 1 He u3non3BaiTe HUKAKBA UHCTPYMEHTH MU MAIUHHM, aKO €IMH OT T¢3H CHMIITOMHU
Ce TPOsBH.

BH-TIPOOEHHN/ cuaABpxka HATPUH

ToBa nekapcTBO ChABPKE Mo-Manko 0T 1 mmol Hatpuit (23 mg) HA TabneTka, ¢ H3MEHEHO
0CBOOOKAABAHE, TOSCT MOXKE ia C€ Kaxke, Ye IPaKTHICCKU He ChAbpKa HaTPHIi.

3. Kak aa nanoazeate BU-IIPOPEHUA

BuHaryu Hanos3Baiite TORa NEKAPCTBO TOYHO KaKTo BH € ka3an BamuaT nekap und gpapmanesTt. AKO
He CTe CUTYPHH B HEL[O, IOMHTalTe Bamms mekap und ¢gpapMalieBt.

[TpeniopryuTenHara fAo3a e 1 Ao 2 tabneTkd AHEBHO.
TabneTkara ce MOTNBIIA LUIA, C MBJIHA Yallia BOJA 10 BpeME Ha XpaHeHe. _
[Tpu BcHYKHM OOCTOATENCTBA, CIA3RAMTE CTPHKTHO JIEKAPCKOTO TIpeINUCaHue. - ,--"-f-"

Haii-nuckara edekTHRHA 1034 TpAOBA Jia ce M3M0N3BA 32 Bb3MOXKHO Hal-KpaTKOTO BPEA(e;: /W ea N
HeobX0UMO 3a obeKyaBaHe Ha CHMITOMHTE. AKO HMaTe HH(EKIMS, He3abaBHO ce KGHUYATHpaiiTe ¢ .. ./




neKap, ako CUMIITOMHUTe (Halp. NOBHUILIEHA TeMIIepaTypa U 607Ka) IpoIbKARAT HITH ¢ BIOLTABAT
(BX. TOYKA 2).

IpoaB/HKHTETHOCT HA JICIEHHETO
IIpu ecuuxu obcmoamencmea, cnaseatime CIMPUKIMHO TeKAPCKOMO NPeonucarue.

AKo cTe npueanr noBeye oT HeodxoaumaTa noza bH-ITPOOEHN /]
IIpu npenozupane WM cJiydaifHa HHTOKCHKALUA, BEIHara ce 00bpHETe KbM JeKap.

Axo umame Hakaxeu OONBAKUMENNU GORPOCH, CEBLPIARU C YROMPebama Ha moea 1eKkapcmeo, Moas
nonumatime Bauius nexap wiu gpapmayesm.

4, BL3MOXHH HeKeIaHH PeaKIul

KakTo BCHYKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE Aa NPSAU3BUKA HeXEIaHH PEaKLMH, BBIIPEKH 4e He
BCEKH I'l IOMyYasa.

Ilo BpeMe Ha neveHueTo ¢ KeTOmpogeH ca OMIN JOKTAABAaHH CICAHHTE HEeXKeNAHH peaki[ui IIpH
Rh3pacTHH:

Yecrn {MposBABAT ce MpH no-mManko ot 1 a 10 gymm)
- JHCTICNCHA {HAPYLIEHO XpaHOCMMIIAHE);

- KOopeMHa bornka;

- rajicHe;

- ITOBPBLIAHE.

Hedvectn (mpossagar ce 1py mo-Majkoe ot 1 Ha 100 gyinm)
- AHApHA;

- 3aIleK;

- ratyneHnMsa (METEOPH3BM);
- TaCTPHT;

- riuapobonue;

- 3aMasiHOCT;

- CBHIHABOCT;

- OTOK;

- YMODa,

- o0puB;

- CHJIEH CBpOeK.

Penku (nposeasar ce nmpy mo-Manko ot 1 ga 1 000 gyum)

- CTOMATHT (RB3NANUTeNHO 3200IRaHe Ha YCTHATA JIMTABHIIA);
- A3Ba HA CTOMAXa;

- acTMa;

- HapyUIeHA 3pUTENHA OCTPOTR;

- ITYM B YLIWTE;

- aHEMUA B CIEACTBHE HA KPBBOU3IHBY;

- nmapecTe3us (M3TpPhIBAHE, MPABYYKAHE);

- XeMATHT,

- YBEMUYEHH CTOMHOCTU Ha MoKasaTe/IHTe Ha QYHKUHOHAIHUTE YEPHOIPOOHH TECTOBE;
- yBE/IH4aBaHe Ha TEAECHOTO TETIIO.

Hpyru cpo01IeHH HeXXeNaHu PeaKLHH: ., }
- CTOMAILHO-YPEBHH HApYyIIeHUs: 0bocTpeH xoumT, Gosect Ha KpoH, KpbhbBOHU3/IHB l}é CTOM

nepdopanui, cToMaimHa GoNKa, 3aTPyAHSHO XPaHOCMIUIaHE, BE3NATICHHE Ha nagKkpes
NpUYAHABA CHJIHa 00JIKa B KOpeMa U B I'bp0a; |



- ACPMATONOrMYHH HApYLUeHHA: GOTOUYBCTBUTEIHOCT, AJIOMEIIHAA, YPTUKAPHA, AHTHOEEM,
OyJIO3HN AepMAaTO3U KATO CHHAPOM Ha CTHUBBHHC — JDKOHCEH U TOKCHYHA CITHAcpMaliHa
HEKPOJH3a, MOHAKoTa QaTaTHH, OCTpa TreHepaIi3upaHa €K3aHTEMATO3HA MY CTYI034;

- pecuparopHH HAPYIIEHUA: cna3bM Ha OpOHXHUTE U pUHNT,

- HEBPONCHXHYHU HAPYIIEHHA: CBETOBBPTEXK;

- Hapymenus Ha OpOpenuTe U NMKOYHHTE MPTHINEA: ocTpa OBOpeiHa HeAOCTATHIHOCT 0COOEH0
NpPH JaHHY 32 Npeaxosamo Os0peuHO YBpeXKAaHE U/ UM XUIOBOIEMHUSA, HHTEPCTULHATIEH
HepuT, HePpo3eH CHHAPOM, HeoOHTalHU TecToBe Ha OB0peyHaTa QyHKIMA;

- HApYUEeHHI Ha KPBRTA U IMMQHATA CUCTEMA; TPOMOOLMTCIIEHHS, arpadyMoLHTO34d, KOCTHO-
MO3BYHA aljIa3Hs, TeBKOTIEHH, HaMaIABaHe HA Oposd Ha YepBeHUTE KPBBHH KIETKH, KOETO
MOXe JIa AoBezIe A0 ONEAHOCT WU MIOKBNTARAHE HA KOXKaTa, ¢c1abOCT WM 3a0yX;

- HapylleHNs Ha UMYHHATA CHcTeMa: aHAadUNaKTHIHY Peakiiiy (BKIIOYHTENIHO IIOK);

- NCUXUYHK HAPYIICHHA: ASOpecud, XamOIMHAnUy, oObpPKAHOCT, NPOMEHN B HACTPOSHUETO

- HapYIIeHHA HA HEPBHATA CUCTEMA: KOHBYJICHH H AUCIey3Hs (HapylleHUue Ha BKyCa), aCeITHYCH
MEHHHTHUT;

- ChPACYHO-CHJAOBH HapYIICHHA: ¢hbp/edHa HETOCTATHYHOCT, BHCOKO KPBBHO HaNAraHe,
BE3NANEHNE HA KPHBOHOCHUTE CBHAOBE, 4€CTO CBIIPOBOACHO ¢ KOXKHH OOpHBH; BazoAUNaTallus;

- HapyLIeHNs Ha MeTaboni3Ma U XPaHEeHeTo: XUIIepKaleMus, HICKO HUBO HA HATpuii B KPBBTA,
KOETO MOXe A IPUYMHHU YMOPAEMOCT U ODBPKBAaHE, NOTPEBaHE HA MYCKYJIUTE, IpUNaTbIly
Y KOMa.,

HexxenaHuTe nekapcTBEHH peakUUH Morar aa 6baT HaMajIeHH KaTo 3a KOHTpOIMpaHe Ha
CHUMIITOMHTE ce YIOTpedsBa BE3MOXKHO Hali-HHCKATa edeKTHBHA 1034 32 Bb3MOXHO Hall-KPaThK
NIEPHOZ OT BpEME.

Morar pa ce HaGMOaaBaT MECTHH €(PEKTH, CBbP3aHU ¢ HAYNHA Ha NpHIckeHHe. Te cTaBaT MO-4eCTH U
NO-TEKKH ¢ YBENMYABAHE MPOABIDKATENHOCTTA HA yIoTpeda, YecToTara Ha ynotpeba U go3ara.

Jlexapctsa kato BU-TTPOMEHI]] Morat /ja 6saaT CBbp3aHH € JEKO MOBUILIEH PHCK OT ChpPACYEH
MHIUAEeHT (MHOKApAEH MH(APKT) UM HHCYIIT.

CrLob1aBaHe HA HeXeJIaHH peaklHH

AKO NONYYNTE HAKAKBY HEXEIaHU NeKapCTBEHH peaKluy, yBeqoMeTe Ballisa nekap Uiy ¢gapManesT.
‘ToBa BKITHOYBA BCHYKH BB3IMOXKHHA HEOIMMCAHH B TA3M JIMCTOBKA HEXENAHU peakuud. Moxere ¢plio aa
ChOOIIKTE HEXENAHU PeaKLuy AUPEKTHO Upes MambIHNTenHA areHIMd 10 JileKapeTeara yiI. ,,Jlamau
I'pyeB” Ne 8, 1303 Codwms, Ten.: +35 928903417, yebcaiit: www.bda.bg.

Kato ¢pobiiagate HexkeNlaHu peakiiMy, MOXeTe Ja AaJeTe ¢BOA [IPHHOC 32 MOJIyYaBaHe Ha IoBeYe
uydopManug OTHOCHO 6e30nacHOCTTA HA TOBA IEKAPCTRO.

5. Kak aa cexpansieate BU-IIPO®PEHH/]

He uznonssaiite BU-ITPODOEHU]] cien cpoka Ha roAHOCT, 0TOENA3aH BBPXY KapTOHCHATA ONIAKOBKA.
Ja ce ¢chXpaHsaBa Ha MACTO, HEAOCTHIIHO 3a JAela.

Ha ce cpxpaHsra npu TeMneparypa tog 25° C.

Ha ce na3H oT CBeT/IHHA U BJIAra.

He y3xpnpndiiTe NekapcTBaTa B KaHANM3ALNATA HIH B KOHTEHHEpa 33 JOMAIIHH OTHa bLIM.
[Tonuraiite Baums gapMaleBT Kak Za U3XBBP/ATE JIEKApCTBATA, KOUTO BEYE He U3Noa3Bare. Tes3n
MEPKH L€ CIIOMOrHAT 3a ONla3BaHe Ha OKONHATA Cpela.

6. CrabpAkaHye Ha ONAKOBKATA H AOMLJAHHMTEIHA HHpOpMauusn

Kakpo cbaspxa BH-IIPOOEHH/

- AXTHUBHOTO BELIECTRO €: keronmpodeH 150 mg B eaHa TabneTka
- Hpyrute chCTaBKM €a:




e DBdAn mIacT- N1aKTo34a, MIIEHHYHO HUILECTE, CUMHIMER AUOKCH, KOJMIOUAEH XHAPATHPAH,
XenatvH, MarHe3HeB cTeapar.

e JK®BIT INACT — XUAPOKCHETUIILIETY 103, KaMIUeR Xuaporen dochar, HaTpuen
pubodgnaend ¢pochat(E 101), Mmarsesues creapar.

Kak nm3rnexna BU-IIPOPEHHU/| u KakBO ¢BABLPAKA ONAKOBKATS
BU-TTPOGEHM/ npeactapiipa ABYILIACTOBH AETUMH TablleTKH ¢ H3MEHEHO ocBOGOXK IABAHE, KATO
OlMaKkoBKaTa ¢hAbpxa 20 TabiaeTKH.

[puTexkaTen HA pa3pelIeHHETO 3a ynoTpeda H NPOU3BOAHTEN

IIputeaxaren Ha pa3spelICHHETO 3a yioTpeda
Sanofi Winthrop Industrie

82 avenue Raspail

94250 Gentilly

OpaHIuA

IlponsBoauTenun
Famar Lyon
Avenue du GENERAL de Gaulle

69230 Saint Genis Laval
PpaHuun

HITH

Opella Healthcare International SAS
56, Route de Choisy

60200 Compicgne
Opaduus

3a JoIreJiHkTe/IHA HHGOpMaLMsa OTHOCHO TOBA JIEKAPCTBO, MO/, CBBPXKETE Ce € NOKAJIHHS
IpEACTABUTEIT Ha [IPUTEKATENA Ha pa3pellleHUETO 3a yroTpeda:
Cyunxc buobdapma EOO/, Ten.: +359 2 4942 430

HaTa Ha HOC/AeHO [IpepasriexIaHe Ha JHCTOBKATA: mapTt 2023 r.




