JIucToBKA: HHGOpPpMAHS 32 NAHEHTA

Maponap HBS 100 mg/25 mg TBLPAH KANCYJIH ¢ YABIKEHO 0CBOOOKIABAHE
Madopar HBS 100 mg/25 mg prolonged-release capsules, hard

newsojona/Oensepasun (levodopa/benserazide)

HpoueTeTe BHHMATEIHO HAJIATA JUCTOBKA, MIPEIH A4 3al04YHerTe XA IPHEMATe TOBA JIeKAPCTBO,
ThHA KaTo T4 CHAbLPKA BaxkHa 3a Bac nandopmauns.

- 3anaszeTe TasH JIHCTOBKA. Moke J1a C€ HaIOXKH Ja s IPOUYETETe OTHOBRO.

- AKO MMaTe HAKAKBH JOITLIHUTEIIHH BRIIPOCH, NONHTaliTe Bamua nekap wiH (papMaLeBT.

- ToBa AeKapcTBO € Npeanucano TH4YHO Ha Bac. He ro mpeotcTrnBaiiTe Ha Ipyru xopa. To Moke
714 MM HaBpPEOH, HE3aBHCHUMO Y€ NPH3HALIMTE Ha TAXHOTO 3abosABaHe ca ChIIUTE KaTo BammTe.

- AKO NONYYHTE HAKAKBH HEKCJIAHH JICKAPCTBCHH PEaKIMM, yBeAoMeTe Bammus nekap HitK
¢dpapmanesT. ToBa BKTIOYBA H BCHYKH Bb3MOKHHM HEXKCIIAHH PCaKLUH, HEOMHCAaHH B Ta3H
TUCTOBKA. BinkTe Touka 4.

M3ITLITHUTEAHA ATEHUMS 110 EXAPCTEATA |
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KakBo chaABpXKa Ta3H JHCTOBKA:
Kakro mpeacrarnsara Magonap HBS 1 3a KakBo ce M3NDRERPez. Ne /2‘9 ﬁé 3 _ﬁég\

Kaxso Tps6Ba na 3HacTe, mpeau j1a npuemere Manomnay] HB: . —
Kak na npuemare Manonap HBS ' £376 4 11-08- 2023
BB3MOXHH HeXenaHu peaknun 1BGMAMP - L e e, —earmans
Kaxk ga cexpansisare Manonap HBS
ChabpXkaHUe HA ONAKOBKATa B ACITBIHATEIHA MHGOpMALINA

.
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1. Kaxso npexcrasiasasa Magonap HBS u 3a kakBo ce u310/13Ba

Manomap HBS 100 mg/25 mg TREpOH KANCYIH ¢ YABRIKEHO OCBOOOKAABAHE CE€ M3M0I3BA 32 JICYCHHE
Ha OoiectTa Ha IlapKHHCOH.

Magomap HBS 100 mg/25 mg TBBEpIH KaNCyau ¢ yABIKEHO OCBOOOK1aBaHe CHIBPXKA NEKApPCTBCHOTO
BEIICCTBO JICBOAOIA, KOSTO € AHTHIIAPKHHCOHOBO JIEKAPCTBO, H OeH3epasua (nog ¢opmMara Ha
XUAPOXJIOPHA), KOUTO € MHXUOHTOD Ha JekapOOKCHIa3aTa ¥ noanomMara AeHCTBHETO Ha ICBOAOIIA.
JlBeTe aKTHBHH CHLCTABKH JCHCTBAT 3a€/IHO 34 JIcYeHHe Ha DoectTa Ha llapkuHCcoH.

M3BecTHO €, 4e B ONpeAcieHr JaCTH Ha MO3BKA MU X0para ¢ Tora 3ab0NsBale € ChAbPHKA B
HEJOCTaThYHO KOJHYESCTBO BEIIECTBO, HapedeHo gonamuH. [Ipu3HanuTe Ha 3a00/14BaHETO Ca
3a0aBEHH IBWKCHUA, CKOBAHA MYCKYNaTypa U TPEnepeHe, KaTo T¢ MOXKE J1a €a M3Pa3eHH 10 MHOTO
pasnH4eH HaY¥H NpH OTACIHUTE NaUMEHTH. B M03BKa nieBogona ce npeBphila B AOMaMHH, KAaTO MO
TO3M HaYHH YBEIUYaBa KOJIMYECTBOTO MY B MO3BKa 10 HOPMAJTHUTE HHBA, CaMHAT OcH3epa3u/l He
HaBJIH3a B MO3BKa, HO CIIYXH, 32 J1d [IPEIOTBPATABA NPEBPBIIAHETO HA JICBOAONA B JONIAMHH H3BHH
MO3BKa. TOBa roMara Aa ¢¢ HaMAJIAT HEKEJIAHUTE PCaKlHK B JIPYTHTE YACTH HA OpraHM3Ma.

Magonap HBS 100 mg/25 mg ca TBBpAM Kancynu ¢ yaeIDKeHo ocBoboXKAaBaHe. ToBa 03Ha4aBa, 4e€ T€
OCTaBaT B CTOMaxa HAKOJIKO Yaca M aKTHBHUTE ChCTABKH C€ OCBODOXKIABAT MOCTCIIEHHO B KPBBTA.

Karto ce npuema ToBa NekapcTBO, CHMIOTOMHTE HA IANMEHTHTE, CTPajallld OT DomecTra Ha
IlapkuncoH, Moxe Ja Hamanear. Magonap HBS 100 mg/25 mg TBep/H KalICYNH C Y
0CBOOOX AaBaHe 00ave He nekyBa 3a00MABAHETO, Thil KATO MPUMHHATA 3d HENOCT
MO3BKa HE CE OTCTPAaHABA.




2. Kakpo Tpa0ra Ja 3uaere, npeau 1a npueMere Magonap HBS

He npHemaiire Manomnap:

- aKoO CTC AJIEPrUYHH (CBPBLXYYBCTBUTEIIHH) KBM JICBOIONA MK OCH3CPA3HI, MIIH KBM HIKOA OT
OCTaHaIUTE CHCTABKH Ha TOBA JCKApCTBO (M30pocHH B TOUKa 6);

- aKo MpHEeMaTe WIH Mpe3 NOCIeTHUTE 14 qHH CTe MpHEMaIH JIeKapCTBa, H3BCCTHH KaTo
UHXHOMTOPH HAa MOHOAMHROOKCHIAa3aTa (aHTHACNPECaHTH, T.€. KOUTO C€ U3IION3BAT 34
JICYEHHE Ha ACIPECH);

- 4KO UMAaTe TECHOBI'B/IHA IJaYKOMa (IOBHINICHO BHTPEOYHO HANATAHE);

- aKO CTpaJare OT XOPMOHAIHO HAPYWICHUE, HAIIPHMED MOBUIIICHA aKTHBHOCT HA IIMTOBHHATA
KI1e34;

- ako uMare 6L0pedHo, YepHOAPOOHO WIH ChpAEYHO 3a00JIABAHE;

- aKO CTPajaTe OT HAKOY HEPBHU WK NCHXUIHM 3a00ng9BaHNs;

- aKO CTe OpeMCHHA HIIH KhPMHTE;

- AKO CTE NIOJ 23-TOOMIIIHA BB3PACT (ThH KaTC JICYCHUETO MOXKE Ja NIOBJIHAC pacTeXkKa Ha
KOCTHTE);

- aKo CTe AJICPrudHy KbM (BCTHLHM WIH cos (BHKTE ,,Magonap ChObpPKa COEBO MaciIo™).

IlpeaynpexieHud U NpeInasHH MEPKH

l'oBopere ¢ Bammusa nekap vnm dapMauert, npenu aa npuemere Majomap, ako:

- uMate 3a00NABaHe ¢ MOBHIICHO BHTPEOYHO HAMATAHE, HAPSUCHO OTKPUTOBIBJIHA INIaYKOMA.
Baomsr nekap me Bu Hacoun KbM oyTanMoIor (CIENHANIUCT N0 04HU DOIECTH) 3a peIOBHO
H3MEPBAHE Ha BFTPECOYHOTO HAJIATAHE;

- HMare rpobnemu ¢ 6s0penyTe, YepHUA Apod, OenuTe IpodOBE WM KIE3NTE ¢ BhTPEUIHA
ceKpeuus (€HIOKPHHHH 3a00JIABAHNA );

- uMate auader (BHCOKA KpBBHA 3axap);

- HMare 3a00JABaHEe Ha ChPIICTO, 0COOEHO HEIIPABHIICH ChPJACYEH PHTBM (ApHTMEA), HIH CT€
HMaJIM CBPASYCH NPHCTHIT (MBQapPKT);

- HMMAaTe TICMXUYHM 3a00JIsBaHHsA, HanpUMep Aenpecus, [Ipu naruenTy ¢ 00oaecTTa Ha
[TapxkuHCOH MOKE Ma ce HAOIIOAABAT MPHU3HALY Ha JENPECHBHA HACTPOCHH A, BKIIFOYHTEIHO H
TIPH XOpa, KOUTO ce NeKysaT ¢ Manonap. ['oBopere ¢ Baumms jiekap, ako 3abeaeskurte nogooHH
HJIM HAKAKBH JAPYTH MIPOMEHH B HACTPOSHHETO CH HJIH aKO Hello Bu TpeBosxH.

KaxeTe Ha Bamms nexap, ako Bue vnu usako# o1 ceMelicreoto BH/90BEKDT, KOWTO ce Tprku 32 Bac
3a0cECKK/Te IOPHUB WIH HENPEO10JIHMO JKC/TAHHE Aa BbPIINTE HEeTHITHYHH 33 Bac Hema uiM J1a He
MOJKETE 1a YCTOUTE Ha HMITYJICa, IOATHKA WIH M3KYIICHHUETO Ja HAPaBUTE HEMIO, KOSTO OH
HaBpeAWNO Ha Bac wim Ha apyrure okomno Bac. To3H HauHH Ha NOBEACHHE CE€ HapH4a , HApYIIICHHE Ha
KOHTpPONA Ha UMIYJICHTE M MO3KE /14 BKJIIOYBA MIPHCTPACTABAHE KbM Xa3apTa, CKIIOHHOCT KBM
MPHEMAHE HA IPEKOMEPHO TOJIEMH KOJIMYECTBA XpaHa HITH OC30TIeIHO XapUyeHe, HEOOHYAaHHO CHIIHO
[OJIOBO BACYECHHUE WM 3aCHIBAHE HA CEKCYAIHUTE MUCIHM HAK 9yBCcTBa. Moxe na ce Hanoxu Bammuat
JIcKap Ja npepasriena jJeuerneto Bu. He e yeraHoBeRa Bph3ka MEKIy MPHIOKeHUETo Ha Majonap,
KOHTO HE € JOMaMHHOB aroHHCT, H TE€3M CHOUTHA, HO BCE MaK € NPCSIOPhUBA Ja € CICAH 3a [IPOIBH
Ha TAKMBA CHMIITOMH, ThbH KaTo MaJomnap € JonaMHUHEPTHYHO JICKAPCTRO,

IloHAKOra OpH IpPHEM HA NOBHIICHK KOJIHYECTBA OT JIEKAPCTBOTO IBJI0 BPEME, KOTaTO T¢ HAAXBBPILAT
A03ara, NpenopbyaHa OT JIEKyBals JICKap, IpH MabK Opoil MallMeHTH € BE3MOXKHO Ja ce Habnio/1aBa
T.Hap. ,,CHHAPOM Ha aonamuHoBaTa qucperynanus (CIL)“, xapakTepH3npalll ce ¢ IO3HABATE/IHH H
[OBEAEHYECKH OTKJIOHEHHA.

Onepauun
Ako By npencron xupypruuna onepanus mopaau ¢akra, ye npu 001na aHeCTe3us ¢ Xajlg

KonedaHus B KPBBHOTO HAIATaHe /Wy aputMus. Jleueanero ¢ Magonap Moxe
crIeq OMEpaHATa, KaTo CIeABaTe NPEMOpbKUTE Ha Bamms nexap.



NaciaeaBanusn

Magomap MOKe a DOBJIHAE PE3Y/ITATHTE OT H3CIEIBAHE HA HUBOTO HA 3aXapTa B APYI'H BCIICCTBA B
KpBBTa. AKO cTe MHA0ETHK, MOXKE /Ia Ce HANOKM Aa CE NPOoc/eaaBa Mo-4eCTO HUBOTO Ha KpbBHATa Bu
3axap.

Ako Bu OpgaT HazHAauYeHH H3CACIBAHHA HA YPHHATA, YBEAOMETE IEKapsa WM MCIHIHHCKAaTa CECcTpa,
ye ce JieKyBare ¢ Magonap. Toea ce Hanara, 3amoto BameTo IeKapcTBO MOXKE J1a IIOBJTHAE
PE3YATATHTE OT HAKOM M3CAcABAHMS ((DalIMBO MOMOKHTENHE PE3YJITATH 32 HAJIMYHE HA KETOTENA).

Jnoxavecmeen MeAanom

YBenoMeTe Bamus nekap, ako MMaTe WK ¢T€ HMaIM pak Ha KoxkaTa. Bammar nekap e Bu 06acHu
KaK PEIOBHO Jia ce CaMOHA0MIOAaBaTe 32 HAJIMYHME HA NPU3HAIM M CHMIITOMH 34 PaK Ha KOXaTa U 11
Bu mpenopsya ga nmpasuTe MEpHOSHYEH NPErIeAH MPH AEPMATONOT {JIEKAP-CIECHHATHCT IT0 KOXKHU
OoJsIeCcTH).

Apyra aekapcrsa 1 Magooap

Hugopmupaiite Bamus nexap unu hapMaLesT, ako MPUEMATE, HACKOPO CTE NPUEMAIIH HITH €
BB3MOXKHO J1a [IpHEMATE APYTH IeKapcTBa. ToBa BKIIOYBA JICKAPCTBA, OTNYCKAHH Oe3 pelenta u
pacTHTEIHM JICKapcTBa, TOBRa e Taka, 3a110To Manonap MoXe 1a MOBIKAC HAYHHA Ha JCHCTBHE Ha
HJIKOH nekapcrBa. ChIO Taka, HAKOH APYTH JICKAPCTBA MOTaT 1a OKAXKAT BIIHAHHE HA HAYMHA HA
neHcTBue Ha Maznomnap.

He npuemaiite Magonap, ako npreMare JICKapcTBO 3a JISOPECHA, HAPEUSHO ,,HeoOpaTHM
HECENEKTHBEH HHXHOUTOP Ha MOHOaMHHOOKcHAa3aTa (MAQ)* npes nocnequuTe 14 AHH..

ITo-cnennanno, nudopmupaite Ballus aekap, ako mpueMaTe HIKOE OT CAEQHHUTE JIEKapCTBa:

- APYTH JIEKaPCTBa OT I'PyIaTa Ha HHXUOUTOPUTE Ha MOHOAMHHOOKCHa3ata (MAO-
MHXHOHTOPH). TOBA BK/IIOUYRA JIEKAPCTBA, KATO CENETHIIMH, pa3ariilH, MOKIOOEMHUI.

- APYTH JIEKapCTRa 3a 0oJecT Ha [lapkuMHCOH, KaTO aMaHTauH, OPOMOKPUIITHH;
AHTUXOJIMHEPTHYHH JICKAPCTBa, JONaMHHOBH aroHUCTH U MEXHORTOP HAa COMT;

- XenezeH cyadar (M310138aH 3a JTeYeHHe Ha HUCKH HUBA Ha XKeJA30 B KPbBTA);

- AHTHAUHIH (M3MOI3BAHH IIPH KUCEIUHH B CTOMAXA M HAPYILIEHO XpaHOCMMIAHE);

- METOKIIONPAMU ¥ AOMIIEPUACH (M3II0JI3RaHH 3a JIeUueHHe Ha ITpodeMH ¢ XpaHOCMHIIAHETO,
rajeHe U MOBPBIIAHE);

- JICKApCTBa OT rpynara Ha (PeHOTHA3HMHNTE; JICKApCTBa OT IPpyNnara Ha THOKCAHTEHHUTE H
OyTHpo()cHOHM (M3NOJ3BAHH 3a ICUECHHE HA IICHXHYHH 3a0071BaHNA);

- TeTpabcHa3MH {M3I10/13BaH 3a JICUCHHUE Ha HEBOICBH JBHKCHHSA HA MYCKYJIUTE);

- JIEKApCTBA 3a BHCOKO KPBBHO HaArane (XMIIepToHus), 0co0eHo pe3epiitH;

- JIEKApCTBA OT TPYIATA Ha CHMNIATHKOMHMETHIIHTE — KaTO enHHedpuH, HopenuHeppUH H
H30MPOTEPEHO (M3MOM3BAHH 3a JICUCHHE Ha acTMa WK NpodIeMH CbC CHPILETO);

- aMperaMuay (JIekapCcTBa, KOHTO CTHMYJIMPAT HEPBHATA CUCTEMA).

AKO cbcTOgHHETO BH ce moobpn mo BpeMe Ha neuenue, TpAOBa 1a Bb3CTaHOBABATE HOPMAJIHATA CH

aKTHBHOCT IIOCTENICHHO. AKO C€ HAIIPETHETE TBBP/IEC MHOT0 MPCKAIEHO OBp30, PUCKYBATE 14 CC

HApaHUTE.

Majonap ¢ XxpaHa 1 HAIUTKH

Koraro Manonap ¢ He3a0aBHO OCBOOOKJaBaHE HA JIEKAPCTBOTO C¢ MpHeMa ¢ XpaHa, dorara Ha
NPOTEUHH, TOBA MOXKE J1a HAMaJIH edekTa My, KoHTo 0OMKROBeHO MMa Ipd Bac. Manonap xancyiu
MOTAT J1a CE [IPHEMAT ChC WM Oe3 XpaHa.

bpeMeHHOCT, KbpMeHe U epPTHIATET
AKo cTe OpeMeHBHa HIIH KbPMHTE, CMATATE, Y€ MOXKE J1a cT¢ OpeMEHHa HIH IUTAaHHPATES
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He npuemante Manonap o Bpeme Ha OpEMEHHOCT, ThH KATO MOKE Ja IIPHYHMHH YBPEKIAHE HA IUIOJAA.
AKO CTC XKEHA, KOATO MOXe a 3a0peMeHee, Tpa0Ba 1a H3MON3BATE ePEKTHBCH METO 34
KOHTPALECIIHA, TOKATO MPUEMATE TOBA JIEKaApCTBO.

Axko 3adpemeneete, mokaro npuemare Magonap, yBegomere Bauns nexkap ne3adaBHoO.

Maikure, KOMTO KEPMAT JielaTa cH, He TpadBa ja npueMat Majomnap, 3amoTo He MOXKeE 1a €€
M3KTI0YH Bb3MOKHOCTTA OT BE3HMKBAHE Ha CKESJICTHH YBPO:XIaHUS (MaadopMalli)} IpH Aclara.

[ToceBeTBalTE ce ¢ Bamus nekap uid GapMalleBT Mpeau ynoTpedara Ha KOETO H Ja € JISKapCTBO.

lodupane u padora ¢ MAINAHA
I'oBopeTe ¢ Bammsa nexap orBocHo modupane u pabora ¢ MamHMHY, JOKaTo Npuemare Mapomap.

BAKHO

JlegenmeTro ¢ nesogona (eaHa OT cbeTaBkuTe B Magonap) moxe na BH Hakapa na ce YyBCTBATE MHOIO
CBHIIMBH, KaTO MHOIO PsOKO € HAOMIJaBaHa IPeKOMEpHAa CBHIMBOCT Ipe3 JACHA W CNHU30AM Ha
BHE3ANHO HAacThIBaHe Ha ¢hH. He TpabOBa ga miodupate umu paboTHTE ¢ MAINHHH, aKO TMOJIYYHTE
TAKMBa CHMITOMH. AKO HMaTe CHMHEHHS JalIM MOKE a U3BBPIIBATE ONpeeIcHa ACHHOCT, TOBOPETE
¢ Bammns nekap. Jlo o13ByuaBaneTo Ha TAKHBa MOBTAPAIIM ¢ €MH30/H M Ha ChHJIMBOCTTA TPsOBa Ja ce
BB3ABPKATE OT ModUpaHe WK yJacTHE B JEHHOCTH, IPH KOHTO HAPYyLICHATa OJMTETHOCT MOXKE 1
1310y Bac wiM Apyru xopa Ha pHCK OT CEpHO3HO HapaHABaHe (Hamp. npu padoTa ¢ MaLIUHH).

Majaonap caabpxa cOeBo MaCI0
Magonap CbALPXKA COEBO MACHO. AKO CTE anepruniin KbM PBCTBIN HIH COA, HE H3ION3BANTE TO3U
JICKAPCTBEH IIPOAVKT.

3. Kak xa mpuemate Manonap HBS

Bunrarn npuemaiite ToBa NekapcTBo TOYHO KakTo Bu e kazan Bammar jiekap. AKO He CT€ CUTYPHH B
HEmo, HonuTaiTe Bammsa nekap win dhapManieBT. JIekapaT Iie NpeANHIIE NoAXoAAmara 3a Bac 1o3a.
Ho3sara, kosito By € npexnucan Bamuar nekap, e 3apucH 0T Balmure HHAMBHAYAIHN CHMIOTOMHU H OT
Baiuys oTroBOp KM JIEKAPCTBOTO.

JIeuenneTo 0OMKHOBEHO 3an0YBa ¢ HUCKA J103a. 14 IOCTECNCHHO C¢ YBEIMYARBA, 32 ]a ¢€ HaMepH J1034,
KOATO aJI€KBATHO Ja KoHTposaupa cuMntomute Bu. [lo Bpeme na 1031 HadalieH nepron BameTo
CBCTOAHHE MOXKE JIa C€ BJIOIIN, JJOKATO C€ HAMEPH Noaxosiara 3a Bac qo3a.

O6unuaifHaTa HaYaIHA 71034 € €/IHA KAIICyJia TPY IIbTH JTHEBHO 3a HALIMEHTH, KOUTO NPEIH TORA HE ca
npHeMaM esogona. [lauHeHTHTE, KOUTO NMPEIN TOBA Ca JIEKYBaHHU € JICBOAOIA, OOUKHOBEHO
3al1049BaT JICYCHHUETO, KAaTO 3aMecTBAaT BCekH 100 mg nepogona ¢ €Ha Karcyma ¢ yaAb/DKECHO
ocBoboxnaBane Manonap HBS 100 mg/25 mg. Cnen Toa Bawgar jgexap me Kopurnpa Josara npes 2
0 3 AHH, TOKATO C€ HAMEpPH NOAXOAALIATA J034.

Manomnap HBS 100 mg/25 mg TBbpAR KancyimH ¢ yIBIBKEHO OCBODOXIABAHE C€ IPHEMAT MEPOPATHO
(mpes yctata). Maponap Tpsioea qa ce nmpuema no Bb3MoxuoCT 30 MHHYTH 1Tpe/TH UK €IUH 9ac Cled
xpaneHe. Ilpruemaiite TabneTkuTe neny, ¢ Maliko Boja (6e3 Ja ru vynute win abeyere). Hexenanure
PEaKLHH OT CTPaHa Ha CTOMALIHO-YPEBHUA TPAKT, KOUTO MOXKE 14 Bh3HHKHAT FaBHO B HAYaJIHUTE
€Talny HA JICIEHHETO, MOTaT A4 ObaaT KOHTPOJIMPAHHU B rONsAMa cTeneH, korato Magonap ce mpHeMa ¢
XpaHa ¢ HECKO CBOBPKAHUE Ha IPOTCHHH (Hanp. OMCKBHTH) HJIH TEYHOCTH, WIH KOraTo J03aTa e
yBeNIn4aBa 0aBHO.

AKO cTe IPONYCHARH A3 NpHeMeTe Magomap

AKo 3abpaBuTe Aa B3EMeTe €IHa 1034, He B3¢MainTe JABOHHA 11033, 33 /1a KOMIICH _
Tpsabea pocTo Ja DpOABHKUTE ChC CACABAILATA J03a B OIPEAEJICHOTO BPEME, Bfin ey.n e
MEKIYBPEMEHHO MOJKE OTHOBO JIa NIONYYHUTE HIKOM OT CUMOTOMHMTE Ha 60ne(:1'rail HapHHHGﬂH"‘t |
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He npomMensiite camu npeanucanara Bu no3a. Ako cunTarte, u¢ €pEKTHT Ha IEKAPCTBOTO € MHOTO
cnab uny MHOTO CHIIEH, yBegoMeTe Bamms nekap.

AKO CTe NPHUEIIHN NI0OBe4Ye 0T HeoDxoaAHMAaTa 1032 Maaomnap

[Tpu npueM Ha TBBP/IC MHOTO KANCYIH CHMIITOMHUTE H TIPU3HAIUTE €A CXOIHH C HEXKCTIAHUTE PEaKInH,
Ha0MoNaBalH Npu o0MYaiiHuA npHeM Ha Magonap, HO Morat aa 0bJaT M MO-CANHO H3PA3CHM.
HabnionaBanu ca CupAcYHa apuTMES, 00BPKBaHE U Ge3chbHue, ragcHEe M IOBPBILAHe, H HeoOuYaiHu
HCKOHTPOJIHMpPaHH JBWXKECHHA., AKO € npeno3upad Manonap HBS, KOHTO € ¢ KOHTPOJIMPAHO
ocB0OOXKIAaBaHE, [IPOABATA HA CHMOTOMHTE M TPH3HALIMTE MOXKE Ja ce 3a0aBH mopaau 3abaBeHATa
abcopbIHA Ha AKTUBHNTE CHCTARKH B CTOMAXA.

AKO IpHEMETE TBHPJAE MHOIO KalCYJ/IH HJIH aKO HAKOH Apyr cIy4yaHHo npueMe oT BaleTo J1€KapcTBo,
HE3aDaBHO ce cBbpkeTe ¢ Bammms 1ekap, dpapmalnieBT Wi OTHACTE B HaH-O11M3KaTa OOMHHUIA.

AKo cTe cniped npuemMa Ha Manonap

Bammwsar nekap me Bu mocsBeTBa Kora TpsAdBa /1a cnpeTe mpHeMa Ha IEKapcTBOTO. OOHKHOBEHO
Maponap HBS 100 mg/25 mg teppau xancyau ¢ yasDKCHO 0cBODOXK/IaBAHE CE IPHEMA
IPOOBIDKHTEIHO BpEME, ThH KaTO TOU 3aMECTBA BEUISCTBOTO JOMAMHH, KOCTO HE ¢ MPOU3BEXK/A B
AOCTAaTHEYHM KOJIMYECTBA NIPH nanueHTHTe ¢ Donectra Ha [lapkuHCOH.

Tpsadra ma yBemomute Bamunsa nekap, ako HCKaTe Ia CApeTe JekapcTeoTo. Jlewenueto ¢ Magonap He
TpsOBa [1a c¢ crupa BHE3anHo. Benpekn de ToBa panko ce HabMi01aBa, BHE3AIHOTO CIIHPAHE Ha
NMEYCHHETO MOKE I3 IPSAM3BHUKA CCPHO3HM HEKEIANN PEAKLINK, KATO HAIPUMEDP HEBPOJICTTTHYCH
MaJHIHEH CHHIAPOM, KOHTO MOXKe Ja ObIe :kuBoTo3acTpamiasait. PAaHHUTE CHMITOMH Ca 3aCHNICHO
TpENEepPEHE, BHE3ANHA I0gBa HA BUCOKA TEINECHa TEMIIEpaTypa (XHIICPIHPEKCHA), MYCKYIIHA
CKOBaHOCT, IpobnemMu ¢ Gamanca u HOUTEPXKAHE Ha H3MPABEHO MOJIOKEHHE HA TAIOTO, 0COOEHO aKo €
CHUYETAHO ¢ U3NOTABAHE, OIIEAHOCT M YCKOPEH ChpliedeH puThM (Cbpueduene). [pu mossa Ha HAKOH
OT Te3HM CHMITOMH, yBeJoMeTe HesabaBHo Banmms nekap wnu otHaeTe B Han-OnHM3KkaTa OOITHHIIA.

AKO MMaTE HIKAaKBH JONBJIHHTEIIHM BHIPOCH, CBBP3aHH ¢ YIOTpedaTa Ha TOBa JIEKapCTBO, MOMHTAHTE
Bamms nexap uinu gapmaiieer.

4. BB3MOXKHH HeKeIaHH peaKHH

KakTo BCHUKH JICKapCTBd, TOBA JICKAPCTBO MOXKE Ja NPCIH3IBHKA HEXKCIIdaHH DCAKITHA, BBIIPCKH Y€ HC
BCCKH I'M I10JIY4YaBAa.

YBeaomere He3a0aBHo Bauusa JEKAP NIPH NMMOABA HA CJIEJHHTC HEAKETAHH PCAKIIHHA.

o ANCPTHYHH peakyu (Hanp. 00pHR H CLpbex);

. HETIPaBHJIEH ChbPJACYEH PHTEM, YCKOPEH HIH 3a0aBeH;

° KPBBOM3IIHB B CTOMAaxXa Wid depsata. Moxe fa BUAWTE KPBB B M3NPAKHCHUATA (TE U3TNICKAAT
4EPHM KAaTO KATPaH), WIH KPbB IPH MOBpLIIaHe (H3TekK/1a KaTo yTaliKa OT Kage).

. HHUCBEK OpO#l Ha BCHYKH BH/IOBE KPBBHH KJICTKH ([TPH3HANKUTE BKIOYBAT HHPEKIMK Ha YCTATa,
BEHIUTE, IBPIIOTO U OcinTe ApoboBe).

. HamaJieH Opoi YepBEHHU KPhBHH KICTKH, Oe/IM KPBBHY KJICTKH H TPOMOOLIMTH B KPBBTA
(MpH3HALUTE BKIIOYBAT YMOPE, CKIIOHROCT KbM MH(EKIMH, JIECHA 1105Ba HA CHHHHH, KbPBEHE
OT HOCA).

JAPYrd BE3IMOKHH HeXKeJIAHH PeaKlHH:
C Hen3BeCTHA YeCTOTA (OT HATHYHHTE JAHHH He MoKe A Obe HANPABEHA 0

Hapywenusn na kpvema u aumebnama cucmema. |



. HUCEK OpOil Y€pBEHM KPELBHHU KNeTKU (aHemus). CuMnroMuTe BKIIQUBAT YMOpa, One/la Koxa,
chbplLcOHEHE U 3aIyX.

o IPOMEHH B KPBBHUTE U3CIIE/IBAHMSA K TECTOBETE 34 YepHOAPOOHATa (yHKIIHA.

Cmomauino-4pesHu HapYueHuA.

. 3ary0a Ha aleTHT;

. rajcHe, NOBPBIIAHE, THAPHA, 0OCOOCHO B HAYAIOTO HA JICYEHHETO. 3a /1a KOHTPOIHpa TE3H
peakiuy, Bamuar nekap Moxe na Bu noceBeTBa Aa npueMare Manonap ¢ XpaHa HiIH
TEYHOCT, WIH J1a YBEeIH4YaBa fo3ata Bu 6aBHO.

Copoeunu Hapyutenua:
. ChpPIOCYHH aPUTMHUH,

Covdosu HapVuieHUA:

. 3aMasgHOCT TIPH M3TpaBAHE [IOPaIy TOHHXABaHE Ha KPbBHOTO HanAraHe (OpTOCTaTHYHA
XHNoTOoHUA). OPTOCTaTUHHHUTE HApYIICHHUA 0OUKHOBEHO c€ MO0DpABAT CNIC/T HAMANABaHE Ha
no3ara Ha Manomap.

Hapywernua na nepsnama cucmema.

o IPOMAHA Ha BKYCa HJIH JIMIICA HAa BKYC;,

o HEKOHTPOJIMPaHU, HeOOWYaMHH IBMKCHHS Ha padIMIHH YaCTH Ha TANOTO (IMCKHHE3HU, HATIP.
XopeupopMeHa Wik aTeTO3Ha). Te MOXKe /12 3aceTHAT PbhLETE, KpaKaTa, NHIETO WK €3UKa.
Te3n peakunu MOXe Ja Ce NPeoJoNSAT WK Ja CTAHAT IOHOCHMH 9pe3 HAMAICHHE Ha 03aTa.

. IPOMEHHU B OTTOBOPA KBM JICIEHMETO. 1TOBA BKITIOUBA: EIH30/IH, KOTATO JIBIDKCHUATA
BHE3AIIHO C€ 3aTpYAHABAT (€MHM30/IM HA ,,3aMPB3BaHe’’), BE3BPBILAHE HA CHMITOMHTE HA
GomecTTa Upend npHeMa Ha CHeABamiaTa [o3a 0T NEKApPCTROTO (BIOIIABAHE B Kpas Ha 103aTa)
HITH BHE3aHH [IPOMEHH OT NIEPHOAH Ha 1065 KOHTPOI Ha CUMITOMHTE (,,on” MEPHOIH) KbM
IIEPUOAH ¢ 110-C1ad KOHTpon Ha cuMmuToMuTe (,,0ff” epuoan);

® ,,CHH/JIPOM Ha HECTOKOMHUTE Kpaka'* (HEBPONOrHIHO Pa3CTPOMCTBO, XapaKTEPHU3UPAIO CE C

AUCKOMQOPT B KpallHULIKTE, BOACHI 10 HSIPEOAONUMO KEIaHHE 33 ABKCHHE, B X0/1a HA
KOE€TO OITAaKBAHUATA OTLIYMSBAT).

Hcuxuurnu napyuienus.

o YYBCTBO Ha Bb30yaa, TPEBOKHOCT, OC3NOKOHCTRO, ACMPECHS, AarPECUBHOCT HITH
Je30pHeHTalns (yceulaHe, ue cTe ce 3aryOmmm);

. XAIIOLMHANNH (BIKAAHE WM YYBAHE Ha HEllla, KOHTO HE Ca PEeaNTHH), HATYTHOCTH (BAPBAHE B
HCIIA, KOMTO HE Ca HCTHHCKH ), UITH 3aryda Ha KOHTAKT ¢ PpEa/IHOCTTA,

° CBHJIMBOCT, BKJIHOYHUTEIHO IIPEKOMEPHA CHHJIMBOCT I1pe3 ASHS U €NM3014 Ha BHC3AIMHO
HACTBIIBAILO 3aCIUBAHE;

. 0e3ChHue.

Mozke Aa HOIYYUTE M CICAHHTE HEXeIAHH PeaKIiH:
Hepb3MOKHOCT a yCTOWTS Ha MMITyJICa, [IOATHKA MM H3KYIICHHCTO J1a HANPaBUTE HEWO, KOETo OH
HaBpe o Ha Bac ann Ha npyrure okono Bac, kato ToBa MOXKe Ja BKJIKOYBA:

. CHJIHO JKEJIGHHE Ja Ce 3aJlara [IPeKOMEPHO MHOTO Ha Xa3apT HE3aBUCHMO OT MOCAEACTBHUATA 3
Bac camuTe KaTo TMYHOCT WIH 3a ceMmeiicTBoTo BH;

. TIPOMCHEH WM 3aCHIICH CEKCYaneH MHTEpPEeC ¥ TIOBEACHNME, KOWTO MOXKE 3HAUNTEANO A3
NPHTECHAT Bac Ky ApyryH Xopa, KaTo TOBa BKJIKYBA MOBHIICHO CEKCYAIHO XKCIAHHE;

. HEKOHTPONMHUPAHO M Pa3TOUHTENHO [143aPyBaHe MITH XapUcHE Ha mapw;

» npesHKIaHe (CKIOHHOCT KbM IPHEMaHe Ha MPEKOMEPHO TOJIEMH KOTHYECTE
BPEME } WK KOMIIYIICHRHO XpaHeHe (KORCYMUpaHe Ha NOBeUe XpaHa OT §
OTKOJIKOTO € HeODXOIHMO 3a 3a00BOJIIRAHE HA I/1al1a).



Kaxere Ha Bammus Jekap, aKo pa3BueTe HAKOH 0T TE3IH HAYHHH HA MopeacHue. Toil/Ta me
00ChaH ¢ Bac nayHHKMTE HA JeYeHRe HAM KAK Aa 0bJAT HaMaJleHHd CHMIITOMHTE,

JApyru HexelaHU peaKkmHu

. NpoMAHA B IIBETa HAa ypuHAaTa. Ts npHAOOHBA 9¢pBEH OTTEHDBK, KOMTO MOTHMHSIBA, KOraTo
YPHHATa OPECTOH. 1e31 NPOMEHHK ¢a PE3YATAT OT ACHCTBHETO HA JICKApCTBOTO H HE Ca
[IPHYIMHA 3a 0E3MOKOHCTBO.

. IPOMAHA B LIBETA HA CJIIOHKATA, €3UKa, 360MTE MM YCTHATa NTHIABHLA.

CrolbuiaBae na HeKeIAHNA PEAKIIHH

AKO [OIyYNTe HAKAKBH HEXKENAHH IeKapCTBEHH peakuni, yBegoMeTe Banms nexap uian ¢papMalesT.
ToBa BKIIOYBA BCHYKH BB3MOKHH HEOIMMCAHHU B Ta3H JMCTOBKA HEXKEJIAHW peakHH. Mojere ChIIo Ja
ChOOIIUTE HEKEITAHM PEAKIMH AUPEKTHO Ype3:

M3nbaarTenda areHUMS 00 TeKapcTRaTa

yn. ,.Jlamse ['pyes’™™ Ne 8

1303 Codmus

Ten.; +35 928003417

yebcaiiT: www.bda.bg

Karo cp00maBaTe HexXECNAHH peakUyH, MOKETE Ja JafeTe CBOs NPHHOC 3a NOTyYaBaHe Ha MIOBEYE
HHpOpMaLKs OTHOCHO H€30acHOCTTa Ha TOBA JICKAPCTBO.

5. Kak aa cexpausipate Magonap HBS

/la ce cpXxpaHsgBa Ha MACTO, HEAOCTHIIHO 3a Jeld.

Ha ce cpxpanasa noa 25°C.

a ce cpxpansaBa B OpUrHHaNHaTa ONMAKOBKA.

Coexpanasaite HyTH/IKaTa IHTHO 3aTBOPEHA, 34 Ja C€ IIPEIIa3y OT Biara.

He u3no/i3Banite TOBA JIEKAPCTBO C/IEH CPOKA HA FOJAHOCT, 0T0ENA3aH BbPXY KapTOHEHATA ONAKOBKA
ciaen ,,l oaen 10, CpOKBT Ha rOAHOCT OTTOBAaps HA NOCJSAHUS ACH OT IOCOYECHHA MECELl.

BrpHETE OCTARANOTO JIEKAPCTBO B aNTeKara. 3arnas3eTe ro caMo ako Bamudar nexap By € nochbBeTBal.

He u3XpbpnagiiTe ICKapCTBaTa B KAHANM3aMATa WIKM B KOHTEHepa 3a JOMalliHi OTHagbIM.
[lomuraiite Bamns (papMaiieBT Kak 1a U3XBBPIMTE JICKApCTBATa, KOUMTO BEYE HE M3NON3Barte. Tesu
MEpPKH i€ CIOMOTHAT 3a ONa3BaHe Ha OKOJIHATa Cpelia.

6. CBabpKaHHE HA ONAKOBKATA H JIONBJIHHTETHA HHpOpMALHS

Kakpo csaAbp:xka Magonap HBS

- AKTHBHHTE BEIICCTBA ca: JIEBoJoNa H OeH3zepasua. Beska kancyna ceabpxa 100 mg nesonona
¥ 25 mg G6ensepasun nod dopmara Ha XHJIPOXJIOPH.

- JpyruTe CbCTABKH Ca; KAILUMEB XHAporeHpochaT, METHAXHAPOKCUTIPOITHIILETYI03];
XUAPOTEHMPAHO PAaCTHUTEIHO MACI0; MAHUTON; TAIK; IOBH0OH; MarHe3ues creapar.

Kak m3raexaa Maponap HBS ¥ KakBo ChAbLP:KA 0NAKOBKATA

Kancynute ce mpoaasat B SyTHIKH OT TBMHO CTHKIO ¢ MOJIHETHICHOBA KanadykA &4

-

cymnrel. Besika OyTuika ceappka 30 win 100 6pos TBBpAM KancynaH ¢ ym»mi? @
' ,E*
W\ =



He BcHYKH BHIOBE OMAKOBKH MOTaT Aa ObJaT MyCHATH B poJax0a.

[Ipurexkares HA pa3pelleHHETO 3a yoTpeda:
Poumr bearapus EOO/, ya. ,,Pavo [letkoB Kazanmkusra®™ Ne 2, Codus 1766, brirapus

[Ipou3BoauTEH, OTTOBOPHH 32 0CBODOK/1aBaHe HA MAPTHAHTE!
Pom Buarapus EOOJL, yi. ,.Bano none” Ne 16, Codust 1618, Buaraps

Roche Pharma AG, Emil-Barell-Strasse 1, 79639 Grenzach-Wyhlen, ['epmanus

Honbauurtenna nuHdopmanus
3a BCcAKakBa HHQOpPMaLIMA OTHOCHO TO3HM JIEKAPCTBEH [POAYKT, MOJISA, OOpBIIANTE CE KbM
npeacraButend Ha F.Hoffmann-La Roche B Bsarapus.

AJIpECHT €:

Pow bearapus EOO/]

yi. ,,Paqo [lerkoB Kazanmkusra™ Ne 2
Codus 1766

tex: (02) 818 4444

daxkc: (02) 859 1199

ropema auaus: 0700 10 280 (aeHOHOIIHO HA IIEHATAa HA €UH I'PAJICKH Pa3roBOp OT Ls1aTa CTpaHa)

JlaTa Ha Moc/1eAHO Npepa3rjexIaHe HA JJHCTOBKATA:
FOunu 2023 1.




