JIncroBka: HHpopManHA 32 NANHEHTA JJ L O ?o// 5;);

Hamakcup 10 mg nHKeKIHOHEH Pa3sTBOP B NPEABAPHTE/HO HANLJHEHA CIPHHUOBKA
Namaxir 10 mg solution for injection in pre-filled syringe - & >l = & 1 6 -06- 2075

Hamakcup 15 mg HHKeKIHOHEH Ppa3TBOP B NPeABAPHTEIHO HANNbIHEHA CIPHHIOBKA
Namaxir 15 mg solution for injection in pre-filled syringe

meTtoTpekcaT (methotrexate)

[IpouereTe BHHMATE/IHO UAJIATA JIHCTOBKA, NPe/H 1a 3aN0YHeTe 1a NIPHeMaTe TOBA JIEKaAPCTBO,

ThiH KaTO TH CbAbPKAa BaxkHa 3a Bac undopmanus.

- 3anasere Ta3u AMCTOBKA. MOXKe /1a e HAJIOXKH /1 8 POYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOMbJIHUTEIHH BBIIPOCH, nonuraiTe Baums nekap unu papmauesr.

- Tosa nekapcTBO € npeanucaHo JM4YHO Ha Bac. He ro npeorcrensaiire Ha apyru xopa. 1o Moxke
J1a UM HaBpeaH, HE3aBUCHUMO Y€ NPHU3HALIMTE Ha TAXHOTO 3a00/1BaHe ca chlUMTe KaTto Bawmure.

- AKO MOJIyuuTe HAKAKBH HEJKEIAHU peakiuH, yBeaomere Bawus nexap uiam gapmanest. Topa
BKJIIOYBA U BCUYKH Bb3MOKHH HEXKEJIAHHW peakiliMM, HEOTIMCAHH B Ta3M JIMCTOBKA. Buxkre
TOYKa 4.

KakBo ¢cbaAbpka Ta3H JIHCTOBKA

KakBo npeacrasnssa Hamakcup u 3a KakBO ce M3M0J13Ba
KakBo TpsaOBa na 3naere, npeau ja usnosseare Hamakcup
Kak na n3nonssare Hamakcup

Bb3MOXKHHM HEKeJIaHW peakLiuH

Kak na cexpanssare Hamakcup

CbabpkaHue Ha ONakoBKaTa U I0IbJIHUTEIHA HH(pOpMaLs

S T s S D9

1. KakBo npeacraBjisiBa HHMRKCHP H 34 KAKBO C€ H3N0./13Ba
Hamaxcnp ChABbpPrKa METOTPEKCAT KATO aKTHBHO BCLLCCTBO.

MeTtoTpeKcar € BeLECTBO ChC CIIEJAHUTE CBOMCTBA:

- Bb3IMPENATCTBA pacTe}ka Ha ONpe/Ie/IeHH KIETKH B OpraHu3ma, KOMTO ce pasMHOxKasaT Obp30;

- HaMaJi1diBd aKTUBHOCTTA HA UMYHHATA CHCTCMaA (COGCTBBH 3alllHTEH MEXaHH3BM Ha OPFHHHEIMB);
- OKa3Ba NMPOTHBOBL3NAJIMTEIHO JI€HCTBHE.

Hamakcup e nokasaH 3a JIeYEHHETO Ha

- AKTMBEH PEBMATOMAEH apTPHT IMPH Bb3PACTHH MALIMEHTH,

- MOJHAPTPUTHH (POPMH HA TEKbK, AKTHBEH KOBEHHJIEH HIMONATHYEH apTPUT, KOMTO HE ce
MOBJIMABAT OT HECTEPOUIHH NpoTHBOBB3NanuTenHu cpeacrtea (HCIIBC),

- TEXKbK, PE3UCTEHTEH MCOPHA3UC, KOWTO HE Ce MOBJIMABA OT ApYrd GOPMH Ha Teparus, KaTto
Hanpumep ororepanus, PUVA (Bua ¢ororepanus) U peTHHOMAM, U TeXKKa (opma Ha
[COPUATHYEH APTPHUT TPH Bb3PACTHH MALIUEHTH.

. neKa 10 yMepeHo uzpasena 6osiect Ha KpoH npH Bb3pacTHU NAaLMEHTH, KOTaTo HE € Bb3MOXKHO
aZIeKBaTHO JICYEHHE C JIPYIH JIEKapCTBa.

PesmatonanusT apTput (RA) e XpoHHYHA KoJlareHo3a, KOSATO Ce XapaKTepu3upa C Bb3laJieHHE Ha
CHHOBHA/THUTEe MeMOpanu (ctaBuuTe MeMOpann). Tezu memOpaHu oOpa3yBaT TEYHOCT, KOATO JeHCTBA
KaTo JIyOpMKaHT 3a MHOTO cTaBu. Bb3nanenuero npeausBuksa 3a1ebensBaHe Ha MemOpaHaTa
Mo/lyBaHe Ha cTapara. |

KOBeHWIHUAT apTpUT 3acsra jaeua v roHowu noa 16 roauum. [onmmaprpuraure popmMH ca 1
MpH 3acAaraHe Ha 5 WK NoBeYe CTaBH TIpe3 MbpBUTE 6 Mecela Ha 3a00JIsIBaHETO.
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[ICOpHATHYHMAT apTPHT € BUA APTPHT C NICOPHATHYHH NIE3HH NO KOXKATa H HOKTHTE, 0cODEeHO Ha
CTABUTE Ha MPLCTHTE HA PBLICTE H KpaKaTa.

[TcopHa3HCHT € 4eCTO CPELIaHO XPOHHYHO KOXKHO 3a001aBaHe, XapaKTepU3HPaLLO Ce C YEPBEHH
M1aKH, OKPUTH C Je0eH, CYXH, CpeOpHCTH, NMPWIENHAIH JIOCH.

Hamaxcup MoaudgHuMpa 1 3a6aps nporpecusTa Ha 3a6onapaxeTo.

Bonectra Ha KpoH € BHJ BL3NanUTEIHO YpeBHO 3a00/IBaHe, KOETO MOXE Ja 3aCerHe BCAKA 4acT Ha
CTOMAILIHO-YPEBHUA TPAKT M [a NpeAU3BHKA CHMITTOMH, KaTO KOpeMHa 60JIKa, AMapyi, OBpbLIaHe

Wik 3aryba Ha Terjo.

2. Kakso TpubBa na 3naerte, npean na manoaseate Hamaxcup

He n3nonspaiire Hamakcup:

- aKO CTe aAIEPrHyHH KbM METOTPEKCAT WIH KbM HAKOA OT OCTAHAINTE ChCTABKH Ha TOBA
nexkapctBo (M36poeHH B TOUKa 6);

- aKO CTpaaaTe OT TEXKKH YepHOApoOHHM unn 6u0peunn 3abonasanus WK 3abonaBaHug Ha

i KPbBTa,

- AKO PEIOBHO MHETE MOJIEMH KOMHYECTBA AIKOXOI,

- aKo cTpajare OT TexKka HHpekuus, HanpuMep TySepkynosa, HIV wnu apyru cuHapoMu Ha
UMYHHA HEAOCTATHEYHOCT; |

- aKO CTPaJIaTe OT A3BH B yCTaTa, 438a Ha CTOMAXa M YepBaTa;

- aKko cre OpeMeHHa HIH KbpMHTe (BXK. Touka bpemeHHOCT, KbpMeHe H PepTHIHTET);

- aKo MO ChUIOTO BpeMe B1 BAKCHHHMPAT C )KHBA BaKCHHA.

Ipenynpexaenns H NpeANa3HHA MEPKH

[l'oBopere ¢ Bauua nexap win ¢apmauesT, npeay Aa winonssare Hamakcup

- aKO CTe B CTAPUYECKA BB3PACT WIH aKO IOMYBCTBATe OO0 HEpa3NO/IOKEHUE H clabocT;
- ako yepHoapobHara By QYHKIIMA € YBpeaecHa;

- aKko CTpajaaTe oT aexuaparaiusa (06e3roHABaHE).

CneimanHy npeana3sHd Mepky npH aeveHne ¢ Hamakcup

MeToTpeKCAT BpeMEHHO 3acara o0pasyBaHETO Ha CrEPMAaTO30MAM W SHLIEKIETKH, KOETO B MOBEYETO
CITy4aH € o6paTumo. MetoTpekcar MOXe Ra NpeaH3BHKA a00pT U TEXKKH BpOAEHH Ae(deKkTH. AKO cTe
’KeHa M TIONy4yaBaTe MeToTpeKcaT TpsatBa na u3bareare 3abpeMeHsBaHe no BpeMe Ha jeueHnero Bu ¢
METOTPEKCAT U MOHE 6 Mecella e NPHKIFOUBAHETO MY. AKO CT€ MBXK M MOTy4aBaTe METOTPEKCAT,
Tpa6Ba fa n3bertere GAlMHCTBO N0 BPEME Ha JICYEHHETO M MOHE 3 Mecewa Cliell MPUKIIOYBAHETO MY.
BikTe chilo TOMKA ,,bpeMEHHOCT, KbpMeHe M PepTIIHTET™.

IpenopbuMTenHy nperaeaM 38 npocienssaHe H MEPKH 3a 0€30NacHOCT
JlopH KOraTo METoTpeKcaT ¢€ NMpWIara B HHCKH J03H, MOTaT Jia Bb3HHKHAT CEPHO3HH HEXEIaHH

peakuuH. 3a ga 6bAaT OTKPHTH HaBpeMe, BamnaT nexap TpabBa fa M3BbLPIIK KOHTPOITHH MPETICAH U
11a HaIrmpaBH 1abopaTOPHH H3CIEABAHKUA.

ﬂmgg HAYANIOTO HA JICUYCHHETO

[Tpenu 3anouBaHe Ha teyeHue, Wie By B3eMaT kprBHH NpobK, 3a Na ce MPOBEPH Ja/IH HMATe
AOCTATHYHO KPhBHH KieTKH. KpeBTa BH ChiIO 1e ce u3cneBa, 3a Aa c€ NpoBepH YepHoapoOHaTa Bu
¢yHKuMS U Aa ce YCTaHOBM fayin HMaTe xenatut. OCBEH TOBa LIE ce MPOBEPAT ChbCTOAHHETO HA
cepyMHHA anGymuH (6esThK B KpHETa), HA XenaTuTa (MepHoApoOHa HHpexuua) H Ha G EOpeuHETe
$yHxuma. BamusaT 1ekap MOXKe CBLIO a Pelld 1a HANpaBH APYTH YEPHOAPOOHH H3C/C IRy
HAKOH OT TAX MOXe A2 ca 00pa3HM H3C/IeABAaHKA Ha YepHHs By apo0, a npu APYrH Mo)
HaNIOXKH OT YepHUA Opod Aa ce B3eMe Manka nmpoba OT ThkaH, 3a Aa ¢ H3CJIeABa NO-OIE
NieKap MOXe ChIIO Aa MPOBEPH AATH HMATe TyOepKy/no3a H 1a HAPaRH PEHTTEHOBA ¢
I'PBARHSA KOIL WIH Ja W3BBPIUH H3caenBaHe Ha 6enoapobGHaTa pyHKUMA.
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Ilo BpeME Ha TEYEHHUETO:
BainuaT hekap MOXKe Aa H3BBPLIH CACAHHTE H3C/1EABAHHA:

- npernen Ha YCTHATa KyXUHa M Ha MbPJIOTO 34 NPOMEHH 0 JIMTABHLIMTE, KATO Bh3NANCHHEe WIH
A3BH

- KPbBHH M3C/€ABAHKA/KPbBHA KapTHHA ¢ 6poli Ha KPBEBHHTE KIETKH H H3MEPBAHE Ha CEPYMHMTE
HHBA Ha METOTpEKCAT

- KPBLBHH H3CAEABAHHA 33 NPOCICAABAHE HA HepHOApOoOHaTa pyHKIIHS

- oOpa3HH H3CNeaBaHHA 38 MPOCIIEAABAHE HA CHCTOSHHETO HA YepHUS Apod

- MaJika npoba oT ThKaH, B3€Ta OT YepHHA Apob, 3a Aa ce u3ciaeana no-oTéaH30

- KPBBHH H3C/IeBAHKUA 3a NpocneassaHe Ha 6nOpevHaTa PpyHKisA

- NpoCcNeAaBaHE HA CHCTONHHETO Ha AMXATE/IHUTE IThTHLLA H, AKO € HeoOXOMHMO, HicNeaBaHe Ha

OenoapoOHaTa (pyHKIMA

MHOro e BaXKHO Aa c¢ SBHTC Ha Te3H IVIRHHPAHH NPETTIEAN.
AKO pe3yJITaTHTe OT HAKOE OT T€3H H3C/ICABAHKA NOKAXKAT 3HAYMMH OTKJIOHEHHs, Bamuar nexap
CBOTBETHO 1LII¢ KOPHIrHpa JieueHueTo Bu.

IlauMeHTH B CTApPYECKa BB3PACT
TMaineHTH B CTApYECKa BL3PACT, KOHTO CE JIEKYBAT ¢ METOTPEKCAT, Tpa0Ba Aa OLaaT BHHMATENHO

MPOCNCAABAHH OT JIEKEP, 33 & MOTAT Bb3MOXXHHUTE HEXKEJIAHH pemum na ObIaT OTKPHUTH BBIMOXHO
Hal-paHo.

Ce1p3aHOTO ¢ BBL3pacTTa yBpexKaaHe Ha yepHoaApoOHara u ﬁ'bﬁpetmam (pyHKIHA, KAKTO H HHCKHTE
pe3epBH HA BHTAMHHA (doTHeBa KHCEIHHA B CTAPYECKA Bh3PAcT H3UCKBAT OTHOCHTEIHO HHCKA 1034

MCTOTPCKCAT.
Jpyry npeaAnasHy Mepky

ITpu MeToTpeKkcaT ce cpobinaBa 3a OCTLP KPLBOHIHMB OT Oennre 1poboBe Npu NALHMEHTH ¢ OCHOBHO
PEBMATOIOrHYHO 3a0omABaHe. AKO HMATE TAKHBA CHMITTOMH KATO MIOCHE HIH H3KALIUIIHE HA KPbB,
TpaOBa HezabaBHO na ce cBbpxere ¢ Bammus nekap.

MetoTpekcaT MOXe Aa Okaxe BIMSHHE BBPXY HMYHHATa By cucTeMa W pe3ysTaTure or
BAKCHHALMATA. MOXe CBHIIO Aa MOBNHAE pe3y/iTara OT UMYHONOTHYHUTE M3caeaBaHusa. HeakTuBauy,

XPOHHYHH HHGEKLHK (HAapHUMep Xepriec 3ocTep, TyOepkynosa, xenatut B winn C) morar aa ce
akTHBHpaT. [Io Bpeme Ha neuenne ¢ Hamakcup He Tpabsa na Bu BakCHHMpAT C XKMBH BAKCHHH.

MeToTpekcaT MOXe Aa HANpaBH KoxaTa BH no-yyBCTBHTENHA KbM CiTbHYeBa cBernuHa. H3barealite
CIITHO CTBHLIE K He H3NOI3BaliTe CONAPUYM MM YITPRBHOJIETOBH JaMiy 6e3 MEAHUMHCKH CbBeT. 3a
18 3alIUTHTE KOXKAaTa CH OT HHTEH3HBHOTO CITBHIIE, HOCETE MOAXOIALIO0 OONEKIO HIH H3NOoN3BakTe

CITBHIIC3AIMTEH KPEM ¢ BHCOK 3allIHTEH PakTop.

ITo BpemMe Ha neueHne ¢ HamakcHp Morar aa ce nosBAT MOBTOPHM pPeakliMH Ha paJHalHOHHO
Npe/IM3BHKAH JIEPMATHT H CITbHUEBO M3rapsHe. [IcopUaTHUHH f1e3UM MOTAT Aa Ce BIIOINAT IPH

YB-00puBaHe H eqHOBpeMEHRO NprunokeHne Ha Hamaxcup.
Morart Aa ce NOoABAT yBeNHYeHH MTHMGpHH BB3IIH (IHMGOM), ClIed KOETo JieueHHeTo TpaOBa Aa ce crpe.

Ilnapusara Moxe aa 6bae TokcH4YeH edekT Ha HaMakcHp 4 H3IHCKBa NPEKBCBaHE Ha JICYEHHETO. AKO
cTpajaTe OT AMapHA, MOt oObpHeTE ce kKbM Balua nekap.

[Npu nauyueHTH ¢ paK, KOHTO Ce JIEKYBaT C METOTPEKCAT HMa CLODIIICHHS 38 ONMpeAciCHH MO3bYHH
yBpexaaHua (eHuedanonatisa/neskoeHUedanonatna). Takupa HexkeIaHH peakUHH HE MOTaT Ja ce
H3KJIOYAT, KOTaTO METOTPEKCAT C€ M3ITOJI3BA 33 JIEYEHHETO Ha ApYTrH 3abonapaHus.

THAT

Axo Bue, Baluuat naprasop un Bamuat 6onHorneaay 3abenexxure nossa Ha HOBH RanaE
HA HEBPONOTHMMHHTE CHMITTOMM, BKITIOUMTENIHO 001a MycKyJiHa crnabocT, HapyLleHHe w@;}

APOMEHH B MHCJICHETO, TTAMETTA B OPHEHTALIHATA, BOACIHH A0 OOBPKAHOCT H JIHYHC ;!F-_-:J. ORI RN)
CBBpAKETE ce He3abaBHO ¢ Baluna nexap, Thil KATO T€ MOTAT Aa Ca CHMITOMM Ha MHO ![‘# , RS
CepHO3HA MO3BYHA HH(EKLHA, HapeueHa MPOorpeCHBHA My TTH(OKATHA JEBKOCHLE): \ I\
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Hena
Hamakcup He ce npenopbyea 3a ynorpeda npu aeua nox 3-rofuiliHa BB3pacT [MOPAJH JIHICA Ha
AOCCTATBYHO OITMT B Ta3H BB3paCTORA Ipyrna.

Jpyrn nexapcrsa u Hamaxcenp |

Kaxete Ha Baiuus nekap unu ¢papMareBT, ako NpUeMare, HaCKopo CT¢ NMPHEMaIld WIH € BE3MOXKHO Aa
npueMeTe ApYru nekapersa. Mons, Hmaﬁ're NpeABH]L, Y€ TOBA CE€ OTHACH H 34 JIEKAPCTBA, KOHTO 1IE
npuemMare B Obaelne.

OcobeHo BaXHO e 1a yBeaoMHTe Bamusa nekap, ako U3non3sare:

- SATROHOTHIA, KATO: TETPALHKIHHHU, XJIOpaM(EHHKON, U HIMPOKOCTICKThPHH AaHTHOMOTHIIH,
KOHTO He ce aGcopbHpar, NEHHUMIHHE, TTIHKONIENTHAH, CY/IGOHAMHIH, LMIPOdOKCalHH H
uedanoTHH (IeKapCTRa 3a NpeanazBaHe/ YHHIOXKABAHE HA ONpeeIeHH HHOEKIIMH);

- NeHANHJIHHATE MOXE J[a HAMAIAT OTCTPaHABAHETO OT OpPraHH3Ma Ha METOTPEKCAaT, KaTo Mo
TO3M HAYHH MOKEe [a NPHYMHAT YBE/IMYABAHE HA HEXKEIAHUTE PCAKLIMH; R

- HeCTePOHAHH NPOTHBOBBIMAMHTEIHH JICKAPCTBA WIH CAJHIHIATH (JlekapcTpa cpemy 6onka
W/WIH BB3NAJICHHE, KaTo alleTHICATHLWIOBA KUCEIUHA, AHKIOPeHaK U HOynpodeH unu
MHPA30iIH);

- . mpobeHenna (JIEKApCTBO HPOTHB NOAArpa);

- cy1abM OpraHiYHHA KHCENMHH, KaT0 OpPMMKOBH .unypei'una' (,,OTBOAHABALIH TaONETKH");

- JIEKapCTBa, KOUTO MOTAT 1a MMAT HeXXeaHWN PeakLMy BbpXY GYHKIHATE HA KOCTHHA MO3BK,
HalpHUMep TPHMETONPUM-CYJ1PaMeTOKCa30 (AHTHOAKTEpHAIIHO CPEACTBO) H THPUMETAMHH,;

- APYTH NEKAPCTBA, KOATO Ce H3MOJI3BAT 33 JieYeHHe HA PeBMATOHAEH APTPHT, KaTo
nedayHOMH, cyndacanasHH, H a3aTHONPHH,

- MEPKaITOMYPHH (IATOCTATHYHO NEKAPCTBRO);

- pPEeTHHOUAH (JIEKAPCTBA Cpelly HCOPHA3AC H APYrd KOYKHH 3300/BAHNA);

- TeoHIHH (JIEKApCTBO Cpelly OpoEXHAIHA AcTMA M ApYTrH Genoapobuu 3abonasanus);

- HAKOM JIEKAPCTBA Cpellly CTOMAIIHH Npob/ieMH, TAKHBA KATO OMENpPa3oJl H NaHTONpas3on);

- XHIOTIMKeMHYHH CpeAcCTBa (JIEKapCcTBa, KOMTO C€ M3MON3BAT 32 NOHMKABAHE HA KPLBHATA
3axap);

- MEeTaMH30)1 (CHHOHMMH HOBaMHHCY(OH H JUITHPOH) (nexapc'rno cpenry caJina Gorka WM
BHCOKA TeMNepaTypa).

BuraMuHUTE, CHABPKAMHM oTHEeBA KHCEJIHHA, MOTAT I3 HAMANAT e(peKTa OT JIeYEeHHETO H TpAOBa Ja
ce B3E€MAT CaMO KOTaTo € IPenopuuaHo oT Bainus nexap.

BakCHARpPAHETO ¢ ’XKHBA BAKCHHA TPaOBa Aa ce H30arBa.

HamakcHp ¢ XpaHa, HAIHTKH H 2JIK0X0J1 -
Io Bpeme Ha neueHue ¢ Hamaxcup Tpabsa na ce w3barsa ynorpebara Ha ankoxoil, KAKTO M Ha roJieMH
KoJIM4ecTBa Kade, 6€3aIKOX0/THM HANKTKH, KOUTO ChALPKAT KobeHH U YepeH Jaii.

BpeMenHOCT, KbpMeRe H QGePTHAATET
AKo cTe OpeMeHHa WIH KbPMHTE, CMATATE, 4¢ MOXE 1a cTe OpeMeHHa WiH IU1aHupaTe OpeMeHHOCT,
nochBeTBalTE Ce ¢ Balnusg sekap npeaH Aa H3N0a3BaTe TOB& JIEKAPCTBO.

BpeMeHHOCT .
He Tpsabea na u3nonseare HaMakcup o BpeMe Ha OpeMEHHOCT MITH aKO € OTTHTBATE Aa

3abpemenecere. MeToTpekcaT MOXe Ja NPHYMHHE BpOAeHH Ae(eKTH, 1a YBPEaH ILoAa WIH 1 M A
crnioHTaHeH abopt. CBbp3Ba ce ¢ MaipopMallMH Ha Yepera, JIHLETO, ChPLETO H KPhbBOHOCHITPBIonE
MO3BKa H KpaiiHuiuTe. ETo 3am0 € MHOrO BaKHO OpeMEHHH MALMEHTKH WIH nalHe
Bb3HaMEPABAT 1a 3a0peMeHedT Ja He npuemar merdTpekcar. IlpH skeHu B ereposHa B f &
¢ MOIXOMALIN MEPKH Aa ¢ M3KJIIOYHM BE3MOXKHa OpeMEeHHOCT, HAalpuMep ¢ TecT 3a Ope e
HaYyalo0To Ha JedeHHeTo. Tpatra qa u3bsareare 3a0peMeHABaHE JOKATO H3ION3BATE ME \ R
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MOHe 6-Mecella clell CIHpaHe Ha JISYECHHETO KATO H3N0A3BATE MOAXOASINA KOHTpALICIiIHR Npe3 TOBa
BpeMe (BrokTe o1e TouKa [IpeaynpexacHus ¥ npeanasHy MEpKH).

AKo 3a6peMeHeeTe No BpeMe Ha JICHEHHETO WK C€ ChbMHABATE, ue cTe OpeMeHHa, roopere ¢ Bawus
NIeKap Bb3MOKHO Hali-0bp30. Tpabea aa 6vaeTe nHpopMHpaHa 3a pHCKa OT YBpexaauH epekTH
BBPXY AETETO N0 BPEME Ha JICHEHHETO.

Axo uckate aa 3abpemeHeere, TpabBa aa roBopure ¢ Balus nexap npeaH JCYEHHETO ¢ METOTPEKCAT H
neKkapaT Aa Bu HacOYM KbM CneUMATHCT.

KbpMene
He xbpMeTe no BpeMe Ha JIEUEHHETO, 3al0TO METOTpEKCaT NPEMHHARA B KbpMaTa. Ako Bamuar

NeKap CUMTA, Y€ MPOAb/DKABAHETO Ha JICUCHHETO C METOTPEKCAT € XKH3HEHO Heobxonumo Bue Tpabpa
18 CNpeTe KbpMEHETO.

DepTUANTET IIPH MBKE
HanduHWTe JaHHH HEe NOKAa3BAaT MOBHIIEH PHCK 32 MangopmauH win abopT, ako Oallara mpueMa

METOTPEKCAT B J03H No-Hucky ot 30 mg/cenmuna. Benpek ToBa pUCKBT HE Moxke Aa 0b1e H3KTIOYuEH
HamsnHO. MeToTpekcat Moxe Aa 6bae reHoTokcHueH. Toea 03HauaBa, ue JEKapCTBOTO MOXE A8
APUYMHHA NEHETHYHHU MYTaLHH.

MeroTpekcaT Moxke na 3acerdHe obpa3yBaHeTO Ha CriepMa ¢ BEPOATHOCT 38 MPHYHHABAHE HA BPOJCHH
aedextu, ETo 3amo Tpabea na u3bareare OAMHCTBO WM fapABaHE Ha CTIEpMAa N0 BpeMe Ha JIeUeHHE
C METOTPEKCaT H MOHE 3 Mecela Ciiel] Kpast Ha JICYCHHETO.

IMlogupane n pabora ¢ MAIIAHHA

Jleuennetro ¢ Hamakcup Moxke ga npean3BHKa HOXENAHH peakiiMH, KOUTO 3aCAraT LIeHTpainHaTa
HEpBHA CHCTEMa, HallpUMep OTNAagHANOCT K 3aMasHocT. [1o To3u HaukH cnocobHocTTa 33 modupaHe
H/unu paboTa ¢ MalIHHH B ONMpEAC/ICHH CTyyad MoXe fa 6b/1e koMnpoMeTHpaHa. AKO ¢e UyBCTBATE
YMOPEHH WIH CEHJIMBN He TpaOBa fa modupare Wik Aa paboTure ¢ MalDHHH.

HaMaxkcHp cbALpKa HATPHH

ToBa nekapcTBO ChABLPXKA NO-ManKo o1 | mmol Harpui (23 mg) Ha 1033, T.e. MOXeE JAa C€ Kaxke, ye
MPaKTHUYECKH HE ChBPKA HATPHH.

3. Kak aa manomBare Hamaxcup

BaxxHo npeaynpexaeHHEe 0THOCHO Jo3upoBKaTa HA Hamaxcenp (MeToTpexcar):

Hinonspaiire HaMakcHp caMo0 BeJHBK CeAMHAYHO 34 JICUCHHETO HA PEBMATOMACH APTPHT, IOBEHWICH
HIHONIAaTHYEH apTPHT, ICOPHA3NC H NICOpHATHYeH apTpuT U 6osecT Ha KpoH. Manon3sanero Ha
npexaieHo roasmo xonudecTeo Hamakcup (MeTotpekcat) Moxe Ja ce okaxke (atanno. Mo,
npoYeTeTe TOHKA 3 HA Ta3H JIMCTOBKA MHOTO BHHMATEIHO. AKO HMATE HAKAKBH BBLIIPOCH, MOJIA,

KOHCyATHpaiiTe ce ¢ Baluus nekap WiH ¢apMaliesT, IpeH Aa MpHeMeTe TOBA JIEKAPCTBO.

BuHarv H3nozsaiiTe TOBa JIEKAPCTBO TOMHO KAKTO BM € ka3an Baiuusar nekap. AKO HE CT€ CHIYPHH B
Hewlo, nonurtalkirte Baing nexap win gpapmalesr.

Baiuuar nekap lie onpeaenH no3ara By, kofaro e anantupaHa HHANBHYanHO. OOMKHOBEHO OTHEMA
4-8 ceMHLIH TIPE/IH JIa C€ MOCTHIHE HAKAKEB eeKT OT JIeueHHneTo.

Hamakcup ce npHjaara oT Wid noa HaGaoaeHHeTO HA NeKap WK MEAKLMHCKH nepcoHan nog ¢o
HA MIDKEKLIMA MO/ KoxKaTa (TOAKOKHAE HIDKEKLIHSA) CaMo BEAHBK CeAMBIHO. 3acaHO ¢ Ban

SE/H/1416/001-011/1B/023 + 1B/024



¢ OrpeAenuTe MoAXoaALL A€H OT CeAMHLATA, B KOHTO BCAKa ceaMuLA e Bu ce mpuiara
HHKCKLMATA.

Yoorpeba npn acna B OHOMIH
JlekapaT peluasa KakBa € NOAXOASUIATA J03a NPH ACLA K IOHOIIM € NOTHAPTPHTHH (GOPMH HA
IOBEHWIEH HAHONATHYCH apTPHT.

Hamaxcup He ce npenopbusa 3a ynotpeba npH aena noa 3-roAMilHa BB3PacT, NOPaNH JIMICA Ha
AOCTATBYHO ONMT B Ta3d BB3pacTOBa Ipyna.

Ha4ynH B BPOAB/IKATE/NHOCT HA NPRJIOKEHHE

Hamakcup ce HIDkeKTHpa NOAKOXKHO BeXHBK CEAMHYHO!

IIpOABIDKHTEIHOCTTA Ha JICUCHHETO C€ ONpEeTa OT JIEKyBauMa Nexkap. JleueHHeTo Ha peBMATOUACH
apTPHT, IOBEHWIEH HIHONATHYEH apTPHT, NCOPHA3HC BYJIrapuc, NCOPHATHYEH APTPUT M 6osecT Ha

Kpon ¢ Hamakcup € npoamDKHTENHO.

B Havyasoto Ha Bainero neuenne, Hamakcup moxe aa Bu 6bae HHIDKEKTHPaH OT MEHLIMHCKM
nepconan. Bawuar nekap obaue Moxce Aa pelli, He MOXKETE Aa Ce HAYYMTE KAK [1a CH HHXKEKTHpaTe
Hamakcnp noa xoskata caMH. 3a J1a HanpaBHTe TOBA, L€ MOTy4YUTe noaxoasio obydyeHue. [Ipu
HHKAKBH O0CTOATENCTBA He TpAOBa Ja ONMMTBATE CAMM JIa CH MHDKCKTHpATe NIPOAYKTa, aKO He CTe
o0y4eHH Aa ro mpaBHTe,

Mo, BIDKTE HHCTPYKUMHTE 3a ynioTpeba B Kpas Ha JIHCTOBKATA.
Mons, umaiiTe npeasuz, 4e Tpadsa Aa ce U3NON3BA LAIOTO ChAbPKAHHE.

HauyuubT Ha padora u Haxﬁ'bpnsuc TpaAOBa Ja ca B CbOTBETCTBHE C MECTHHTE CTAHAAPTHHA H3HCKBAHHA,
KaKTO NNPH APYTHTE IMTOTOKCHYHH JIEKAPCTBEHH NPOAYKTH. BpeMeHHH KeHH OT MEAHIIHHCKHA
nepcoHan He Tpabsa aa paborar wwnm aa npwiarat Hamakcup.

MeroTpekcaT He Tp:AOBa A& BAKM3a B KOHTAKT ¢ NOBBPXHOCTTA HA KOXATa WK JIHrasHumTe. B ciryyai
Ha 3aMBbpCABaHe, 3acerHarara obnact Tpabea fa ce npoMue OGWIHO ¢ BOAA.

AKO0 cTe H3INOJI3BAJIH NOoBeYe 0T ReobxoaamaTa 1032 Hamakcap

Cnensalire npenopbkuTe Ha Baluus jrekap OTHOCHO 103HpoBKata. He npomensiire nosara cams.
AKO noaosupare, Ye 1€ H3NON3BAIH TBhpAE MHOro Hamaxcup, He3abaBHo ce caupxere ¢ Batnus
nekap. Toii me B3eme pewreHne 3a aJeKBATHO JIEUEHHE B 3aBHCHMOCT OT TeXKECTTa Ha
HHTOKCHKALIMATA.

Ako cTe nponycnans aa s3non3sare Hamaxcap

He n3non3paiite Asofina 1034, 3a Az KOMICHCHPATE NMpOITycHaTaTa J03a. [lonuTalite Bamus nexap 3a
ChBeET. |

AKo cTe copen aa u3noa3sate Hamakcnp

He Tpsbea na npexhcsaTe KM Ja npekpaTaBaTe JeueHneTo ¢ HamMakcup, 0CBEH aKko He cTe ro
obcpanin ¢ Bamna nekap. BeaHara ce cebpxkete ¢ Bawus nexap 3a ChBeT, 4KO MOLO3MUPATE, He CTE
NOJYYWIH TE€XKH HOKENAHH peakuyH.

AKO MMaTe BMEYATICHHETO, Ye epeKThT Ha HaMakcHp e TBBpae chiieH Wi TBupae c¢nab, Tpabea aa
ropopHre ¢ Bauma nekap wnn dpapmanesr.

4. DBnb3MOXKEHR HEeXKEJAHH PeaKIHH

BCEKM ' MOJTy4aRa.
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YecroTraTa, KAKTO M CTETIEHTa HA TEXECT HA HEXKCITAHWTE peaKLiMy 3aBHCH OT A03aTa H HecToTaTa Ha
npuwiokeHue. Thif KATO MOraT 1a Bb3HHKHAT TEXKKH HEXE1aHH PeaKiMH JOPH NMPH HHCKA NO3HPOBKA €
BaXKHO ChCTOAHHETO Bu 21a ce npocneassa penosHo ot Bainua nexap. Bamusr siexkap me Bu sanpasn
H3CJICABAHAY, 34 /1A HPOBEPH 32 HAPYIIEHHAN, Pa3BHBALIM CE B KPBBTA (KATO HAMPHMEP HHCBK Opoit
Genu KpLBHU KNETKH, HHCHK 6po#i TpoMOoLMTH 1 iumdom) K npoMeHu B 61b6peLmre M uepHHa Apob.

He3a6aBH0 yBegomMere Bamus Jexkap, ako NOJYYHTE HAKOH OT CIeQHHUTE CHMIITOMH, ThH KaTo Te
MOTAT JAa MOKA3BAT HAJIMYMHE Ha CEPHO3HA, MNOTEHUHMAIHO )XHBOTO3aCTPAINABAIIA HEXKETAHA peaKlHy,
KOSTO H3HCKBA CNELIHO CNEIMGHUHO JIEUEHHE:

- YOOPHTA ¢yXa, HeNPOAYKTHBHA KALLIANA, 32JYX H BECOKA TEeMNEPATYpa; TOBa MOXKe Aa ca
NpU3HAUK HA BL3MNaNcHUE Ha Denure npobose [uecra]

- NJ0eHe HJIH H3IKAHISHE HA KPBB, KOUTC MOJXKE J1a ca NMOKA3AaTeIHH 38 enoapobHO KppBeHe
[Hem3BecTHA];

- CHMIOTOMH HA YBpeXKIaHe HA JePHHN Apo0, KATO DOXKBJIATABAHE HA KOXKATA B Ou10TO Ha
O9HTE, METOTPEKCAT MOXE JIa I0Be/Ie 0 XPOHHUYHO YepHOAPOoOHO yBpexaaHe (MepHoapobHa
uupo3a), o0pazyBaHe Ha ChEAMHWUTENIHA ThKaH B uepHHa Apob (depHoapodbHa pubposa), macTHa
Aeredepauus Ha yepHua Apod [BCHUKH ca HEUeCTH], Bb3NaNeHHE Ha YepHHA Apod (oCcTHp
XenaTHT) [paaka | ¥ yepHOApOoOHA HEIOCTAThYHOCT [MHOTO paaKkal

- CHMOTOME HR RJICPTHR KATO KOXKeH 00pHB, BKJIIOYHTE/IHO 329ePBeHA CHpOama xoxka,
MOAYBAHE HA PBIETE, KPAKATA, IVIICHUTE, JJHOETO, YCTHATE, YCTATA HJIH I'bPJIOTO (K0OETO
MO3Ke 12 NPHYHHH 3ATPYAHCHO NperTbilaHe HIH JHIIAHE) H A2 TYBCTBATE, Ue me

' IpHEOAJHETE; Té MOrart Aa ObAaT MpHU3HALM HA TEXKH alepruMHH PeakuHH WK Ha
aHaMIAKTHYCH LWOK [paaxa] -

- CHMNTOMH HA O6L0peuHo yBpexkaane, KATO NOAYBAHE HA PHUETE, IVIE3CHATE HJIR KPAKATA
H/IH TIPOMEHH B YeCTOTATA HA YPHHEPAHe HJIH HAMAISABAHE (OIHIYPMS) HH JHICA HA
YpHEH2 (aHypHSN); Te MOraT ia OBAaT NpU3HALM Ha Ob0peuHa HEQOCTATHYHOCT [pAaka)

- CHMNTOMH HA HEJEKNHES, HAIIPAMED NOBHILCHA TeMNEPATYpa, BTpHECane, Hosika,
BL3DAJIEHO I'bPJI0; METOTPEKCAT MOXeE Ja Bu HanpasH Nno-noaaT/IMBH Ha MHQeKUHH. MoraT aa
BBH3HHKHAT CEPHO3HH HH(EKLHH, KATO ONpeAe/icH BUI MHEBMOHHUA (THEBMOHHA, NpeIH3BHKaHa
ot ITHEBMOLIMCTHC XXHPOBELIH) HIH OTPABIHE Ha KPbBTA (cencuc) [psaxa)

- CHMOTOMHE, KATO HANPAMEP CJIab0CT Ha eAHATA CTPaHR HA THAOTO (HACYAT) BAR 60K,
NOAYBAHE, 3a4YePBABAHE H HeoOHUANAA TOILIHHA B ¢AHHAA KPaK (Ib160KA BEeHOIRA
TpomMb03a) - TOBE MOXKe Ja Ce CIYYH, KOTAaTO OTAe/IeH KPbBEeH ChCAPEK NPHIHHH
3anymBaHe HA KPbBOHOCEH ¢bA (TpoMOoeMOonHUHO cubOHTHE) [penkH]

- _ TPecKa H CePHO3HO BIOMaBane HA 06moTo BH cLeTORHRE, HIIR BHE3ANIHA BHCOKA
TeMOepaTypa, NPHApYena or 60/JIKH B roP/I0TO HJIH YCTATA, HIH Npob/ieMHA ¢ THKOYHHTE
NBTHIA; METOTPEKCAT MOXKE J1a MPeIH3BHKA PAIBK CIaA Ha OTpeaeieHH Oe/ld KpbBHH IUIETKH
(arpaHyIOLMTO38) K TE€XKKO MOTHCKAHE HA KOCTHHA MO3BbK [MHOIO peakH]

-  HeOURKBAHO KbpPBeHE, HAIPEMEP KbpPBeHE 0T BeHIHTE, KPbB B YPHHATA, NOBPLIlaHe HA

_ KPbB HJH NOSBA BA CHHHHH, KOHTO MoraT Ja 6baaT MpH3HaLU Ha CEPHO3HO HaMAaJIsBaHEe Ha
6poA Ha TPOMOOLIHTHTE B KPBBTA, IPHYHHEHO OT TEXKKH NEPHUOIH HA MOTHCKAHE Ha PYHKUMATA
| Ha KOCTHUS MO3LK [MHOro paaxo]

- CHMIITOMH, KATO CHIHO IVIAB00OIHE 9ecTO B KOMORHAIHR ¢ BHCOKA TeMOepaTypa,
CKOBAHOCT HA BPATA, rajieHe, NOBPbMAHE, 1e30PHEHTAIHE H YYBCTBHTEIHOCT KBM
CBETJIHHA MOXeE /13 Ca MOKA3ATE/IHH 33 Bh3NaleHHe Ha MObYHHTE OOBUBKH (OCTBP acenTHYEH
MEHHMHIHT) [MHOFO PAAKO]

- IpH NaipeHTH, 6OTHK OT paK, KOUTO NOJYy4aBaT METOTPEKCAT ce chOOINABA 34 M0ABA HA
OnpeNeNeHH MO3bYHH YBpexkaaHus (eHuedanonatus/neskoeruedanonarns). [loapara Ha
TAKHBA HEXKEJIAHH PEakLHH HE MOXKE & C€ M3KJTIOYH, KOTATO TepanuaTa ¢ METOTpeKcar ce
H3N0JI3BA 34 JieueHHe Ha ApyrH 3abonapanui. [Ipy3HaLMTe HA TO3H BHJI MO3BYHH YBPEXKIIE
MOrar aa 6s4aT; IpoMeHeHO ICHXAYHO ChCTOSHHE, IBHIATE/IHH Hapymenns (aTgees
IPETE/HH YBpEXIAHHE WIH CMYIICHAS B IAMETTa [C HEH3BECTHA YECTOTa]

- TeXbK KOXKeH oOpHB HIH MEeXYPH N0 KOXKATA (TOBA MOXKe CHLINO Aa 3aCerHe Wiy
H NOJIOBHTE OPTAHH); TOBA MOXE 4 ¢a NPH3HALM Ha 3a00nsaBaHHA, HAPEUCHHN JHNR]
CTuBbHC-JDKOECHH WIM CHHAPOM Ha MOoNnapeHaTa Koxa (TOKCHYHA eNMUaepMaTHE
HEKpOAK3a/CHHAPOM Ha Jlaltsn) [MHOTO peakH]
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Cneapat Apyrd HeXeNaHH peakLHH, KOUTO MOTAT A ce NOABAT:

MHEOro 4eCTH: MOTAT /3 34CErHaT noBeve oT 1 Ha 10 OyUId

Bb3MNAaJICHHE Ha YCTHATA JIMTaBHLIA, JIOLIO XPAHOCMHIIAHE, rajieHe, 3aryba Ha aneTHT, 0oJika B
obnacrra Ha KopeMa

- OTKJIOHEHHA B H3CNEABAHHATA HA YepHoApoOHaTa pyHkLMA (ASAT, ALAT, 6unupyOGuH H

asikanHa docdarasa)

YecTr: MoraT aa 3acerHart a0 1 Ha 10 gymu

13BH B YCTaTa, AHapus
oOpus, 3auepBaABaHe Ha KoXkaTa, ChpOex

raasodonue, yMmopa, CbHIUBOCT

HaMaeHo oOpazyBaHe HA KPHBHHY KIETKH C HAMasSBaHe Ha OesiuTe /WM YepBEHUTE KPbBHY
KJIETKH W/ WIH TpOMOOLMTHTE -

HeuecTn: MoraT aa 3acerHat a0 1 Ha 100 gyum

BE3MANICHUE HA I'bPJIOTO
BE3MA/ICHHE Ha YE€pBaTa, NOBPbIIAHE, Bb3NANCHHUE Ha 3a[CTOMALITHATA XJ1e3a (nauxpeaca),
YepHK WIH CMOJMCTH H3MPAXHEHHUA, CTOMALTHO-YPEBHH A3BH U KbPBEHE

peaKkiuyu, MNoAo6HH Ha CITbHYEBO H3rapsAHe NopaaH NOBHINEHA YYBCTBHTEHOCT Ha KOXKATA KBM
CTBHYEBA CBETIHHA, KOCOonaj, yeejueH Opoil Ha peBMaTHUHH BB3JIH, A3BH N0 KOXKaTa, XCPNnec
30CTEP, BB3NANICHHE Ha KPbBOHOCHHTE CHAOBE, XEpNEcOonoAodOeH KOXxeH 0OpHB, ypTHKapHA
nOAB& Ha 3axapeH Auaber

3aMagHOCT, OO BPKAHOCT, AcTpecHd

HaMa/IABaHe Ha CepyMHUA anbOyMHH

HaMAaJ/IABaHE Ha OpOA Ha BCHUKH KPbBHH KJIETKH H TPOMGOLIMTH

BB3MANCHIE ¥ $3Ba HA MUKOUHKA MEXYP WIH BIarajMiieTo, RaManeHa 6n6peuna ¢pyHkums,

HApYLIEHO ypHHMpaHe
OOJNKH B cTaBHTE, OOJIKH B MYCKYIHTE, HAMAJIBAHE HA KOCTHATA Maca

Peaxn: morar aa 3acersat Ao 1 Ha 1 000 qywuu

BB3MAJICHUE HA BEHLIKTE
yBEJIMUE€HA MHIMEHTAMUA Ha KOXKATa, AKHE, CHHM MIETHA MO KOXKAaTa, Ab/DKALIH C€ Ha KbpPBEHE OT
chAOBeTe (EKXHMO3H, METEXHH), ANEPrHYHO BL3NATCHHE HA KPHBOHOCHHTE CHAOBE

HaManeH Opoii Ha aHTUTENa B KPBHBTA

nHGekMs (BKI. peaKTUBHPaHe Ha HEAKTMBHA XPOHHYHA HH(EKIMA), 3a4epBABAHE HE OYHTE
(KOHIOHKTHBHUT)

NPOMEHH B HACTPOEHHETO

3PUTEJIHN HapylleHUs

BL3MNAJICHHE Ha TOpOHUKATA OKONO ChPLIETO, ChOHpaHe Ha TeMHOCT B TOPOMYKATA OKOJIO
CHPLETO, 38TPYAHEHO HAITLJIBAHE Ha CLPILIETO Nopany csbupane Ha Te4HOCT B TOpOHUKaTa
OKOJIO CBHPLIETO

HHCKO KPBBHO HAIATaHe

oOpazyBaHe Ha cpacTBaHus B 6enonpobHaTa ThkaH (6enroapobua ¢pubposa), 3anyx u
OpoHxManHa acTMa, chOHpaHe Ha TeMHOCT B oDBMBKaTa 0KOJO Oenus Apob

cTpec pakTyps (CHynBaHus) -

€NEKTPOJIMTHH HAPYLOCHHA

BHCOKA TeMIIepaTypa, HapylleHo 3a3ApaBBaAHE Ha paHH

Mauoro peakn: morar aa 3acerdHat Ao 1 Ha 10 000 qymu
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OCTPO TOKCHYHO pa3iIMpeHHe Ha YepBaTa (TOKCHYCH MEraKoJIOH)
numornponudepaTUBHN HapylieHus (CBpbXpacTex Ha Oesn KphBHH memn)
MOBHLICHA IIMFMEHTALIHA HA HOKTHTE, Bh3NAJICHHE HA KOXKHUKMTE (OCTpa MapoHIn

uHdekLns Ha kocMeHuTe GONHKYH (GypYyHKy/103a), BHIHMO PasUIMpABAHE HA Mé
KPBBOHOCHM CBJOBE



- NOKaNIHO yBpexaaHe (o6pa3yBaHe Ha cTepuien abcuec, MPOMEHH B MAaCTHATA THKRH) HA
MACTOTO Ha HHXKEKTHpaHe |

- Oonka, OTIARHAIOCT WIH YCELIAHE 38 H3TPBIIBAHE KK MpaBY4YKaHe B PbLCTE H KPaKaTa/1o-
cnaba YyBCTBHTE/NHOCT KbM CTHMYNALMA OT HOPMAITHOTO, MPOMEHH BbB BKYCa (METANEH BKYC),
KOHBYJICHM, 11apajin3a, MEHMHIH3bM

- HapYyLIEHO 3PEHKE, HEBB3MAIUTENHO 3a00/1ABaHE HA OYUTE (PETHHONATHA)

- 3aryfa Ha CEKCYaTHOTO XeJIaHHE, HMIIOTEHTHOCT, YrO/ICMABAHE Ha I'bPAHTE IPH MBXE,
o0pa3yBaHe Ha 1e)eKTHH CNIEPMATO30HAH (ONIMIOCTIEPMHA ), MEHCTPYAIHH HAPYIIEHMA,
BaruHagHO TeYeHHe |

- yrojieMsaBaHe Ha JJHM$HHTE BEUTH (nuMdoM)

C BeH3BECTHA TECTOTA: UECTOTATA HE MOXE Aa Oble OleHEHA OT HATHYHHTE AaHHH

- nosuineH 6poii Ha onpenenexy 6eaK KPHLBHH KNETKR

- yBpeXKlaHe Ha YeMIOCTHATA KOCT (BCIEACTBHE Ha CBPBXPACTEXA Ha Oe/TH KPphBHH KIIETKH)
- KbPBEHE OT HOCa

- GerrbK B ypHHaTA

- YyBCTBO Ha ciabocr

- 3auepBABaHE H OeneHe Ha KoxaTa

- IOZyBAHE |

- 3arHBAHE HA ThKAH HA MACTOTO Ha HHXKEKTHpaHe

o mpHHUMN NOAKOXKHOTO NMpHAOKeHHe Ha Hamaxcup e ¢ 100pa nokanHa moHoCUMOCT. QOHMKHOBEHO
ca HabmopaBaHH caMoO JIEKH JIOKATHH KOKHM peakumy (TAKHBA KaTo YcellaHe 3a napeHe,
3auepBsBaHe, NOAyBaHe, MPOMIHA B LIBETA HA KOXKATA, CHIICH Chpbexk, 6onka), kouto orcnabear no

BpEME Ha TEpAIHUATA.

Cohobimanane HA HeXKeJAHH PEAKNHA |

AKO NOJSYYHTE HAKAKBH HEXKEJIAHH JIEKApCTBEHH PpeakldH, yBeaomMeTe Bamma iekap WM ¢papMaileBT.
Toea BKNIOYBA BCHYKH BB3MOXKHH HEONHMCAHH B TA3HM JIHCTOBKA HEXeJIaHW peakiu. MoxeTe ¢hINO Ja
choOLIUTE HEXENaHH peaKLMn JupeKTHO upes MsmbnHuTenHa areHuus 110 jiekapeTBara, yii. ,,JlamMsH
['pyes” Ne 8, 1303 Codus, en.: 02 8903417, yebealiT: www.bda.bg. Kato crobinasare Hexenanu
peakiuy, MOXKeTe Aa JaaeTe CBOf MPUHOC 3a NoydyaBaHe Ha nopeue nHOOPMALIHA OTHOCHO
6e30macHOCTTA HA TORA JIEKAPCTRO.

S. Kax aa coxpanssare Hamakcenp

Jla ce chxpaHsBa Ha MACTO, HEZIOCTHITHO 3a Aella.

Ja ce cexpanasa nog 25°C. |

CrxpaHsaBaiTe NpeABAPUTEIHO HANTLIIHEHHTE CIIPHHLIOBKH B KAPTOHEHAaTa OMAKOBKA, 33 A C€
NpeAnassT OT CBET/IHHA.

He w3nosn3sadTe TOBa JIEKAPCTBO ClIeA H3THYaAHE CPOKA HA FOAHOCT, OTOENA3aH BHPXY €THKeTa WiIH
KapTOHEHATa OMAKOBKA clieR ,,J oaeH no®“. CpoKbT Ha TOAHOCT OTTOBApA Ha NMOCNEAHHA IEH HA
MTOCOYECHHA MECell.

Camo 3a eqHokpaTHa ynoTpefa. HewsnonapaHuaT pasteop TpsOBa 1a ce H3XBBLPJIK.

He maxsnpasiite 1exapcTeaTa B KaHAIH3AUMATA WIH B KOHTEAHEpa 3a JOMAINHH OTNAXBEH.

[Nonwuraitre Banmsa dapmanieBT Kak 1a H3XBLPIATE IEKAPCTBATA, KOMTO Beve He u3nonspare. Te3n
MEPKH Lile CIOMOTHAT 3a ONa3BaHe HA OKOJIHATA CPEAA.
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6. ChabpKaHHe HA ONAKOBKATA H AONBbJHHTEIHA HHPOpMALHS

Kakso cbabpxa Hamakeup

- AKTHBHOTO BELIIECTBO € METOTPEKCAT.

. Hamaxcup 10 mg: Beska npeasapurenHo HanmbjHeHa cnpuHiioBka ot 0,40 ml ceabpxka 10 mg
METOTpEKCar.

- Hamaxcup 15 mg: Beska npeaBapurenHo HanbiaHeHa cnpuHuoBka ot 0,38 ml cuabprka 15 mg
METOTpEeKCar.

- JIpyrure cbCTaBKHM ca: HATPUEB XJIOPHA, HATPHEB XHMJIPOKCH/I, BOJIA 32 HHIKEKIHH.

Kak n3riiezkaa Hamakcenp n KakBO CbAbpKa ONAKOBKATA
[IpensapuTenHo HambJIHEHUTE CIPHHIIOBKH Hamakcup cbabpxkaT OUCTBP, KBJITOOPAHIKEB Pa3TBOP
0e3 BUJIMMH YAaCTHLIM.

BuaoBe OnakoBKH:

Hamaxcup 10 mg

[IpeBapuTeHO HaIbJIHEHH CrIpUHLIOBKKM Hamakcup, ¢ nocraBeHa Mria 3a noJAKOKHO HHKEKTHpaHe
<M TBBP/IO MNOKPHTHE BLPXY HUIJIaTa>, <H CIIMPTHHU TAMIIOHH> C€ MNpeiaraT B OMakoBKH 10 |

4 CIpUHLLOBKH U B KOMOMHUPAHH OMAKOBKH, ChABPKALIM 3 KAPTOHEHH KYTHH, BCAKA C 110

4 cnpuHLOBKH. <[IpeaBapuTesIHO HAMBbJIHEHUTE CINIPUHLIOBKH ca CHA0I€HH ChC 3allIMTHA CHCTEMA,
KOSITO npeanassa ot ydoxkaaHe ¢ uriara ciaea ynorpeda.>

Hamaxcup 15 mg

[IpeaBapuTeIHO HaMbIHEHH CIPUHLIOBKM HamakcHp, ¢ nocraBeHa uriia 3a noAKOXKHO HHIKEKTHpaHe
<H TBbP/O MNOKPHTHE BbPXY UIJIATa>, <H CIIMPTHHU TaAMIOHK> C€ MpeasiaraT B ONaKoOBKH 110 | 1

4 cNpUHUOBKH U B KOMOWHMPAHH ONAKOBKH, ChIbPKALlK 3 KAPTOHEHH KYTHH, BCAKA C 10

4 CIpMHLIOBKH M 6 KapTOHEHH KYTHH, Beska ¢ 1o 1 cnpuHuoBka. <[IpeasapureHO HaMbJIHEHHUTE
CIPUHLIOBKH ca CHaOJ€HH ChC 3alllUTHA CUCTEMa, KOATO NMpejnaspa oT yOoXK1aHe ¢ uriiara e/l

ynorpeba.>

He BCHYKH BHIOBE ONMAKOBKH MOrar ja Obaar [NYCHATH Ha ria3sapa.

Ilpurexkaren Ha paspemenneTo 3a ynorpebda
Teva B.V.
Swensweg 5

2031 GA Haarlem
Hunepaanaus

IlpounssoauTein:
BIOMEDICA FOSCAMA INDUSTRIA CHIMICO-FARMACEUTICA S.P.A.

VIA MOROLENSE 87
03013 FERENTINO (FR)
HUranus

S.C. SINDAN-PHARMA S.R.L.
1 1th Ion Mihalache Boulevard,
011171 Bucharest

PyMbHuUSA

Tosa siekapcTBo € paspemeno 3a ynorpeda B AbpkaBHuTe WwieHkn Ha EBponeiickoro
HKOHOMHYECKA NMPOCTPAHCTBO MO/1 ¢JIeTHHTE HMEHA:

[lIBerLms Namaxir

ABCTpHS MTX-ratiopharm 10 mg Injektionsldsung in einer Fertigspritze
MTX-ratiopharm 15 mg Injektionslosung in einer Fertigspritze

XbpBaTus Namaxir 10 mg otopina za injekciju u napunjenoj Strcaljki

Namaxir 15 mg otopina za injekciju u napunjenoj $trcaljki
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YHurapus Namaxir 15 mg oldatos injekcio eloretoltott fecskendoben

[Tonma Namaxir
PymbHus Namaxir 10 mg, 15 mg, Solutie injectabila in seringad preumpluta
['epmanus MTX-ratiopharm 10 mg Injektionslosung in einer Fertigspritze
MTX-ratiopharm 15 mg Injektionslésung in einer Fertigspritze
bbarapus Hamakcup 10 mg HHKEKIIHOHEH pa3TBOP B MPe/IBAPUTEIHO HAITb/IHEHA
CIIPUHLIOBKA
Hamakcup 15 mg HHXKEKIIHOHEH pa3TBOP B MpeABAPUTETHO HAITbJIHEHA
CIPUHILIOBKA

ﬂ,ara Ha NOCJICAHO npepasrjiexJiane Ha JJHCTOBKaTa —

[Tocoyenara no-noay MHpopmauus e npeaHa3zHauYeHa caMo 3a MEJAMLIMHCKH CIEeLIMAJIUCTH:
Hucrpykunu 3a ynorpeda

Buumarenso NMpoOYETECTC HHCTPYKLUHHTE 1MO-10/1Y, MNMPEJH a 3allOYHETC HH)KCKTHPAHETO, H BHHArHu
U3I0JI3BaluTe TEXHUKATA Ha HHKCKTHpPAHC, Npenopb4YaHa oT Baius JICKaAp, cbapmaueBT HJIH
MCJAHLUHHCKa ceCTpa.

Camo 3a eHokpaTHa ynorpeda. HeuwsnonzeanusaT pa3teop TpsOBa 1a ce H3XBBPIIH.
PazrBopbT TpsaOBa 1a € OUCTBLP M O€3 YacTHLIM.

3a BCeKH Bb3HMKHAJ MPo0JieM WIH BBIPOC ce CBbpkeTe ¢ Baiuus nekap, hapMaleBT WiH MeIHIIMHCKA
cecTpa.

[loaroroBka

H3bepere uncra, 100pe ocBeTeHa M njocka paboTHa NOBbPXHOCT.

[Ipeam pa 3anouHere, NPUroTBeTe HEOOXOAUMHUTE NMPUHAIEKHOCTH:

- Enna npeasapurenHo HanbjHeHa cnpuHUoBKa Hamakcup

- K thTeH TaMIoOH < (BKJIKOYEH B OMaKoOBKara) >

U3muiiTe BHUMaTenHo polerte cu. [Ipeau ynorpebda, nposepere cnpuHuoBkara ¢ Hamakcup 3a
BHIMMH 1€(DEKTH (WU MYKHATHHH).

M#iCcTO HA HHKEKTHpAHe

Haii-noOpure Mecra 3a HHXKEKTHpaHe ca:

- ropHara 4Jact Ha Oenpara,

- KOpeMa, ¢ U3KJIIoYeHHe Ha obJ1acTTa OKOoJIO Mbha.

- AKO HAKOH Bu nomara ¢ HHKeKUMATa, TOW/TS MOXKe CbLLO Taka 1a Bu Hanpasu u
3a/lHaTa 4yacT Ha pbkata Bu, TouHo noa pamoro.
- [IpomeHsiiTe MACTOTO HA HHKEKTHPaAHE MPH BCAKA HHXKEKLMA. ToBa MOXKe 1a H
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HHKXCKTHPATE JIMPCKTHO B HHKAKBH HA/IUI'HATH, yneﬁeneHH, 3a4CPBCHH HUJIH JIKOCIICCTH KOXKHH
IJ1aKH HJIH JIC3HH.

Huocekmupane na pazmeopa

1, PazonakoBaiiTe npe/iBapuTEIHO HalTbJIHEHA CNIPUHLIOBKA ¢ HaMakcup U npoyeTreTre BHUMATETHO
nucToBkata. M3Bajere npeaBapUTeIHO HAITbJIHEHATa CIIPUHLIOBKA OT OMAaKOBKaTa IpH CTalHa
TeMIieparypa.

2z [louucrere MACTOTO HA HHIKEKTHPaHe

M3bepere MACTO 3a HHKEKTHPAHE U 'O MOYHUCTETE CHC CIUPTEH TAMIOH <(Harp. KaTo
M3I10J13BaTe NMPHIIOKEHHUS CITHPTEH TAMIIOH) >,
M3uakaiite noHe 60 cexyH/ 1M, 3a J1a M3CbXHE.

é:m_j

3. OTcTpaHeTe 3auMTHaATa MJ1lacTMacoBa Kanayka

BHuumaTeHO oTCTpaHeTe 3alMTHATa NJ1acTMacoBa Karnauka, KaTto s U3bpriate Harnpaso oT
CIIPUHIIOBKATa. AKO Karnaykara € MHOrO TBbp/ia, 3aBbpPTETE A JIEKO C H3AbPIBALLO JABHKEHHE.
Baxxno: He nokocBaiiTe uriiata Ha npeBapUTEIHO Hallb/IHEHATa CIIPUHLIOBKA!

RN
)
| @
| \\‘x,

|

4, BuBexnaHe Ha uriara

Karo u3non3Bare ABa npbera, 3allMIieTe r’bHKA Ha KokaTta U Obp30 BKapalTe Urjara B KoxKara o/l
bIbJ oT 90 rpagyca.
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3abenexka: HopmanHo e 1a ce BUAST MaJIKU Bb3AYLIIHH MeXyp4yeTa B cripuHiloBKaTa. He ce
ONMUTBAWTE Ja NPEMaxXHEeTe Te3U MEXYpUeTa, NPEAH J1a HANPABUTE HHIKEKLIMATA - KO I'0 HAINpaBUTe
MOJKe J1a 3arybuTe 4acT OT JIEKapCTBOTO.

< [lpeoeapumenno nanvinenu cnpunyosku 6e3 3auumna cucmemd 3a npeondaseane om ueiama: >
[5.  Hnxekrupane

Bkapaiite uriara u3usiio B rbHKaTa Ha Koxkara. MiKekTUpainTe TeUHOCTTa 1o/ KOYKaTa CH upes
HaTUCKaHe Ha OyTasoTo OaBHO KbM IBHOTO Ha CIIpUHLIOBKaTa. JlpbiKkre KOoXkKaTta 34paBo, 10KaToO
WHKEKTHPAHETO MPHUKIIKOYH.

BHuMmaTesHO U3BaneTe uriarta npaBo Harope.

.
N

3a 1a ce u30erHaT BCAKAKBH HapaHsaABaHHWA, KaTO U3MOJ3BATE €/1HATA CH PbKa CH BHUMATECJ/THO

NnNOoCTaBCcTEC HUIJlaTa 06PBTHO B 3alllUTHATA Kalla4dkKa H JICKO HATHCHECTEC KallayKaTa OﬁpaTHO Ha MACTOTO
i.]

<Illpeosapumenno HanviHeHu CAPUHYOEKU CHC 3AUUMHA CUCTEMA 3a NPEOnA36ane om uciama. >
[5. HuxkekTupane

[TpeaBapuTenHo HanbJIHeHaTa cnpyHLIOBKa Hamakcup e cHabaeHa cbe 3aliMTHa CHCTeMa 3a
npeanaspaHe ot yookaaHe ¢ uraara ciea ynorpeoa.

CneaHuTe HHCTPYKLIMHU ca crielMUYHH 3a Ta3U cUcTeMa 3a 0€30MmacHOCT ¥ MOrar Ja ce pa3jiMyaBaTt oT
yKa3aHUATa 3a APYrH HHKEKIIMOHHH CHCTEMH.

BkapaiiTe urnara u3usino B rbHKaTa Ha Koxara. MHkekTupaiiTe Te4HOCTTa MO/ KOXKaTa CH ypes
HaTHCKaHe Ha OyTanoTo 6aBHO KbM ABHOTO Ha CIpUHLOBKATA. JlpmkTe KOXKaTa 3/1paBo, 10KaTo
MHIKEKTHPAHETO MPUKITIOYH.

BuumarenHo u3BazeTe Uriiara rnpaBo Harope, Kato AbpXKUTe NpbCTa CH BbPXY OyTanoTo.

OpueHTupaiite uriara jajaede or cebe CH U IPYrd Xopa, aKTUBUPANTE 3alMTHATA CUCTEMA Upe3
CHJIHO HATHCKaHe Ha OyTasoTo. 3alMTHOTO MOKPUTHE aBTOMATHYHO 1L MOKPHE HIJIATa U 11 Ce Yye
"lpakBaHe", KOeTO 1ie NOTBbP/AM aKTUBUPAHETO Ha 3aLMTATA.
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6. Bennara u3xsbplieTe CIpUHIIOBKATa B KOHTEHHEPA 32 OCTPH MPEIMETH.

Hamakcup He TpsiOBa /1a B/IM3a B KOHTAKT C NOBBLPXHOCTTA HA KOXKATa WJIK JiMrasuuara. B ciyyaii Ha
3aMbpcsBaHe, 3acerHararta obnact TpsOBa j1a ce npoMHe OOMITHO ¢ BOJIA.

Axo Bue unm kol okosio Bac e HapaHeH OT MryiaTa, BeJiHara ce KOHcy/aTupaire ¢ Bauius nekap v He
W3MOJI3BaTe Ta3K NMPe/IBAPUTEIHO HAITbJIHEHA CTIPHHLIOBKA.

H3xBbpasine u padbora

HauunbT Ha paboTa n u3xBbpisiHe TpAOBa /1a ca B CbOTBETCTBHE C MECTHUTE CTAHIAPTHH M3MCKBAHMA,
KaKTO MPH JAPYrUTe LIHTOTOKCHYHH JIEKAPCTBEHH MPOAYKTH. BpeMEeHHHU KEHH OT MEIMLIHHCKHS
nepcoHas He Tpabea aa paborar ¢ Hamakcup w/wnu aa ro npunarar.
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