JIncronka: uadopManns 32 NANHECHTA

EGerpexcar 20 mg/mi HEKEKINHOHER PA3TBOP B HPEABAPHTEIHO HANLIHEHA COPHHIOBKA
Ebetrexat 20 mg/ml solution for injection in pre-filled syringe
MeToTpeKcar (methotrexate)

IIpovereTe BHAMATEIHO HSAJIATA JHCTOBKA, NPEAR Ja 3aN0THETE 13 HIN0I3BATE TOBA

JIEKAPCTBO, Thil KATO TH ChALPKA BaxHa 332 Bac AEpopManus.

- 3anazeTe Taszu IUCcToBKa. MoXe na ce HAMOXKH Ja A [MPOYCTETE OTHOBO.

- Ako MMaTe HIKAKBH JOMBIHHTEIHN BBIIPOCH, MOJIA nonuTaiTe Barmit nekap Wi dapMaleBT.

- ToBa IeKapcTRO € NpeAnHcaHo aHo Ha Bac. He 1o npeoTcTENBaliTe HAa APyrH Xopa. To moxe
1a UM HABPEH, HE3aBUCHMO Y€ MPH3HAIMTE HA TAXHOTO sabosiBaHe ca ChiuTe KaTo Bamure.

- AKO Nosniy4uTe HAKAKBH HEKEIIAHH JIEKaPCTBEHH PEaKLMH, YBEAOMETS Bamus jiekap HiH
thapmanesT. ToBa BIJIIOUBA K BCHUKH BH3MOXHH HEKETAHH PEAKIHH, HEOTMCAHH B Ta3x
JucToBKA. BinkTe To4Ka 4.
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1. Kaxso mpeacraBiassa E0erpexcar B 3a KakBo ¢¢ H310/1382

Eerpekcart € IeKapCTBeH MPOIYKT ChC CCAHUTE CBOHCTBA.

- TpedH HA PACTEkKa Ha OMpPeACI/ICH THIl KIETKH, KOUTO C¢ BB3MPOH3BEX/IAT OBp30
(MpOTHBOTYMOPEH MPOAYKT);

- HAMAJIABA HEXETAHHTE PEAKIHH, KOHTO ¢a 3allIATeH MEXAHHIBM Ha TANO0TO (MMYHOCYTIpECOP);

- ¥Ma NMPOTHBOBB3NAIHTENIECH €(EKT.

EGerpekcaT ce H3MOa3Ba MpH NAlHCHTH C.

- OcTep peBMaTouAeH apTput (PA) npH BH3pacTHH MALCHTH;

- TonnapTpuTHH POpPMH (KOTATO Ca 3aCerHATH NET HIH NOBEHE CTABH) Ha TEXKKH, OCTPH, JOBCHHITHH
unuonaruynm aptputd (FOMA), xoraro oTroBOpET KbM HECTCPOH/IHH POTHROBE3NAIHTE/THH
nexapcteenu cpeactsa (HIIBJIC) e He2anoBOIHTENCH;

- Texbk ncopuasmc (koxHo 3abonasate), ocobeHo ¢ 00pasyBaHe Ha ILIaKH, KOraTo OTroBOpLT KBM
OpYyTrH Tepanu, kato doTorepanus, [TYBA-repaimid H pETHHOHIH, € He3aI0BOJIMTENCH, H TEXKEBK
MCOPHA3UC 3acerHasl CTaBUTE ([ICOPHATHYCH APTPHT) NPH Bh3paCcTHH MAUMCHTH.

2.  Kaxso Tpu6Ba na 3naeTe npean xa uznoassate Ederpexcar

Axo HMaTe BbIIPOCH, MOJIS, TOBOPETE ¢ Baluus nekap HIIH dapmaLeBT, Npeil 1a U3NOA3BATE TOBA
JISKAPCTRO.

He n3nomBaiite EdeTpekcar, ako

- CTe anepriadHy {CBPHXUYBCTBHTENHH) KbM METOTPEKCAT Wik KBM HAKOA OT OCTAL
CLCTaBKH Ha TOBA JIEKAPCTRO, H3OPOCHH B TOUKA 6;

- nMaTe Texko 6u6peuno 3abonssane (Balyar Jexap e OMpeacH TEXECTTA
3abosiBaHE);

- MMAaTe TEXKO YepHOIApoOHO 3a0ongsane (BammuaT ICKap me onpeacau TOxK
3abonaBaHe);




- uMare 3a0donaBane Ha KPpbBOTBOPHATA CUCTEMA,

- KOHCYMHpATE IroJiEeMH KOJIHYECTBA aJIKOXOJI;

- MMaTe HapyllIeHa MIMyHHA CUCTEMA;

- MMaTe TEKKA WIH ChlIECTBYBAINa uHpeKIHs, HanpAMep TyOepKynosa win XHUB;

- MMATe AKTHRHHM CTOMAIUHO-YPEBHH A3BH (BKIIOYHUTEITHO S3BH B yCTHATA KyXHHA);

- cTe GpeMeHHa WITH KbPMUTE (BIDKTE TOUKA ,, BpeMEHHOCT, KbpMEHE H GepTHUIUTET );
- NIpY €AHOBPEMEHHO HPUJIOKEHUE HA XKMBHU BAKCHHH.

IIpegynpexaenns 1 npeANA3HH MepKHA

["oBopete ¢ Bamma nekap npeau yrnorpeta Ha Eberpekcat, ako

- TIPOBEXKAATE JIeYEHHE ¢ HHCYIJIMH TIPH 3aXapeH auader;

- MMaTte HaJIM4Me Ha HeaKTHBHH, IPOB/KHTE/THM HHEKIUH (Hamp. TypOeKynosa, xenmaTut B
unu C, xeprec 30¢Tep);

- BMAaTe WIH CTe UMATU HIKAKBH 3a00/BaHHS Ha 4epHHA Apo0 uiM OLOperuTe;

- uMare denogpobuu npodaeMHu;

- HMATe AHOPMAIHO 3aJbKaHe HAa TCUHOCT B KOPEMHATa KyXUMHa WM B O€n0ApOOHUTE KyXHHH H
IPBAOHUAT KOLI (ACIMT, MJICBPATIHA M31HBH);

- cTe ¢ 00e3BOAHABAHE HIIH CTPAJaTe OT ChCTOSHMA, BOASIIM 10 00€3B0/IHABAE (MOBPBIIAHE,
Ouapus, CTOMATHT).

[Ipu yroTpeba Ha METOTPEKCAT IIPH MALMEHTH ¢ OCHOBHO PeBMATOJIOIHYHO 3a00/ABaNe, ce ChoOIaBa
33 OCTBP KPBLBOMIJIUB OT HenmuTe ApodoBe. AKO MMaTe TaKMBA CHMITTOMH KAaTO [UTHOCHE HITH
W3KALLIAHE Ha KPBB, TpAOBa He3abaBHO /1a e CRBPXKETE ¢ Bamuus ekap.

JleueHUETO Ce puiiara BeJTHbXK CEIMHTHO.

HenpaswiHoro npunoxkeHde Ha EbeTpekcar MOXKe J1a JOBEIE A0 TEKKH, BRIIIOUHTEIHO TOTCHIIMATHO
CMBPTOHOCHH, HOXKE/IAHH PEaKLIHH.

IlpodeTeTe BHHMATEIHO TOYKA 3 OT Ta3H JHUCTOBKA.

AKO cTe MMaJIH KOXHH IpodaeMH ciel rbyeTepanus (IpeAu3BUKAHH OT paJyaLus JepMaTHTH) K
CITLHYEBO H3TApSHE, TE3H POOIeMH MOTAT J1a Ce IOABAT OTHOBO NpH JieueHHe ¢ ESetpekcar (recall-
peaxLus).

Axo Bue, Batiuar maprHeop wid Bammst 6onHornena4 sabenexxure 1osasa Ha HOBH W/IH BIOIIaBaHE
HA HEBPOJOTHYHHTE CHMITTOMH, BKIFOUHTENTHO 00112 MyCKyIIHa ¢nabocT, HapylleHHe Ha 3pSHHUETO,
MPOMEHH B MHCIIEHETO, ITAMETTA H OPHEHTALIHATA, BOACIIM A0 00BPKAHOCT W MTHYHOCTHU NIPOMEHH,
CBBpIKETE ce HezabaBHO ¢ Baniua nekap, Thil KaTo T€ MOrar Ja ¢a CHMIITOMH Ha MHOIO pAjKa,
CEPHO3HA MO3bYHA MH(IEKLIM, HapedeHa HporpecHBHa MyaTHbokanHa nepkoeHledanonaTus (IIMJI).

Jena u ronomn

Jlo3aTa ce onpenens crope TeAeCHOTo Tero. Ynorpebara npy Jielia noj 3-rogHiHa Bp3pacT HE €C
NpenopbyBa, Thil KATO ONMWTBT IIPH Ta3H BB3PACTOBA I'PyIa € HETOCTATHYEH.

Tlema, kouTo ce nekysart ¢ EGeTpekcar, TpaGBa aa ca o HEMOCpeCTBEHO METUIMHCKO HabMIOCHHE
OT CNIEHAINCT B CHOTBETHATA 00NACT, C LeJI YCTAHOBABAaHE Ha Bb3MOKHH HEXC/IAHN PEaKIHA
BE3MOXKHO HAl~paHo.

ITannenTa B cTapuecka BHIPACT
[TaUHEHTH B CTapYecKka Bb3PacT, KOUTO CE JIEKYBAT C METOTPEKCAT, Tps0Ba 1a ¢a Mo HeMOCPEACTBEHO
MEIHIIMHCKO HalmoneHue, ¢ e/l YCTAaHOBABRAHe HA BE3MOXKHH HEXENAHH PCaKLUn Bh3M b
paHo.

Bu3pacToso 06yCcIOBEHHTE H3MEHEHHS B yepHoapoOHaTa GyHkuMs B OnOperTe,
HaMaJICHHTE pe3epBH Ha JoirMeBa KHCEIHHA (BUTAMUH), H3HCKBAT CPABHHTENIHO H

MCTOTPCKCAT.

[Ipu w3narase Ha UV-rbueHHe Mo BpeMe Ha NedeHue ¢ EoeTpekcar € Bb3MOXKHO
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KOXKHUTE H3IMEHEHHA, TTPCAU3BHKaHH OT ACOpPHA3HUC.

[IpernopbYMTEHH IPOCIIeAABAINM H3CIEIBAHNA U IPC/NA3HH MCPKH.

Jlopu xorato EGerpekcar ce mpuiara B HACKH I03H, MOrat J1a ¢€ NOABAIT CEPHO3HH HEXEJIAHH
peakLid. 3a fa ObAAT YCTAHOBSHM HaBPeME, Baliud aexap TpabBa Aa MpoBEX1a KOHTPOIHH
fIperjeay ¥ 1abopaTopHH M3CIICABaHHA.

IIpenu 3ar0YBate Ha JCUYSHHETO:

Tpenu 12 3an04HETE TeUeHHETO, 1 BH O51aT Ha3HAYCHH KPbBHN W3CJISABaHM, 3a Ja C€ YCTAHOBH
naJid MMAaTe JOCTATHYHO KPBbBHH KIETKH. Upe3 KPBHBHO H3C/Ie/(BAaHE LIE obae MpoBepeHa ChILO
yepHOAPOOHATA GYHKLHA ¥ M€ CE YCTAHOBH JA/IH HMATE XCTIATHT. Cruio Taka me 6baaT H3CNCABAHH
cepyMHHAs anGyMUH (MPOTEHH B KPHBTR), CHCTOAHUETO B cyuaii HA XenaTuT (Bb3NaICHHE Ha HepHHA
npo6) 1 GbOpeunaTa GyHKUMA. BauiHAT JIEKap MOKE CHIIO /13 petli J1a TIpoBeNie APYTH YepHOApOOHH
H3CIIeABAHHA, KATO CHUMKA Ha YepHHA Jpob WK ako ¢ HeoOXOMMMO B3EMaHe Ha Majlka HacTHIA OT
4epHOApOOHATa THKAH, 32 NO-00CTOHHO H3CIEIBAHE. Baruuar iekap MOXe cblLIo Aa By u3cnensa 32
ryGepKy/1032a U a HANPaBUTe PEHTI€HOBA CHUMKA Ha IPhAHIAA KOLI HH ¢ yHKLHOHAJIHH TECTOBE Ha
6enusa apod.

Tlo BpeMe Ha JICYEHHETO:

BaniaT iekap MOXKE /1a HallpaB CICIHATE H3CTICABaAHHA.

- npere/] HA YCTHATA KYXMHA M GapHHKca 32 H3IMCHEHHS Ha JIMTABUIUTC KaTO BB3MATCHUA WIH
adTH

- w3c/IeABaHe HA KPEBTA/Opoii Ha KPbBHUTE KJICTKY H H3MEPBAHC HUBATa Ha MEeTOTpeKcaT B
cepyma

- KPBBHH TECTOBE 3a MpOC/ICASBaHE Ha yepHOApoOHaTa QYHKIMA

- obpasHa IUarHOCTHKA Ha CHCTOSHUETO Ha YEPHHA npob

- BleMaHe Ha MAJIKO [apyeHLe YePHOAPOOHa ThKaH, 32 a OBAE U3CNEABAHO MO-TIPELHIHO

- KpBBHO M3ciIeBade Ha GpOpeyuHara pyHKUUA

- nperfie] Ha JUXaTeJIHaTa CHCTeMAa K IIPH HeoGxoauMocT OeaoapoOHH GyHKLHOHATHH TCCTORE

MHOT0 e BaYKHO Jla IPOBEXkKAaTe Ha3HaueHHTe BU H3ceABaHUA.

BammusT JeKap e afJanTHpa JieueHHeTo Bu, B 3aBUCUMOCT OT pe3ylITATUTE OT TE3H TE€CTORE.

CrellaiHU TIpeAfIa3HH MepKu npu Nevenue ¢ Eberpekcat

MeToTpeKcaT BpeMEHHO 3acara NpoTyKIMATa Ha CNIEpMAaTO30UH H AALEKIIETKH, KOETO B [TOBEYETO
cnyyau € obparuMo. MeToTpekcaT MOXKE Na MPHYHHH CIIOHTaHCH aGOPT M TEXKKH BPONEHH JIe(eKTH.
Tpsabea na u3bsreare 3abpemeHABaHe JOKATO NPHEMATE METOTPEKTAT 1 Hali-MaJKko 6 Mecena el
KaTo JieueHeTo BH C METOTpEKCAT € TIPHITIOUHIO, aKO CTe XeHa. AKO CTe MBX, TpSOBa 13 u3bAreare
na cTaBarte Gania nokato BH ce npuiara METOTPEKCAT, KAKTO H B FPOB/DKEHHE Ha TIOHC 3 Mecelia
cniezl Kpad Ha jieueHreTo BH. Brokre CbIio TOUKA ,,BPEMEHHOCT, KbpMEHE H depTUnUTET".

Jipyru Jexaperea u EGerpexcar

Mo, vHGopMMpaiiTe Bamua nexkap WIH dapMaLeBT, aKo IPHEMATE, HACKOPO CTE NpHeMaii WJIH €
BBL3MOMXHO 18 IPHEMeTe JpyrH nekapersa. He sabpaBaiTe 1a uagopMupaTe Baumar ekap 3a
neyenuero Bu ¢ EGerpexcar, ako Bu Ob/ie mpeAnAcalo Apyro MeKapCTBO MO BPEME Ha JIEYCHHETO.

W3 TIOUHTENTHO BayKHO € Ja uudopMupate Baliyar nexap, ako H3II0JI3BaTe.

- JPYIH JIEKApCTRA 3a JTeUEHHE HA PEBMATONIHH apTPHTH HIIH TICOPHASHC, KATO JICQUIYHOMHA,
cyndacanaziH (M3M0J13BaH 32 JISUSHHE CPIIO Ha YILEPO3CH KONMT), acmupuH, Gerunbyrason,
HJIH aMUAZOTHPUH;

- AITKOXOJ (KOHCYMaLMsaTa Ha alkoxoln Tpabsa aa ce 1304TBAa);

b
- aKO CT€ BAKCHHUPAHH C XMBH BAKCHHH; }s?-\'\w g Ze
- A3aTHONMPHH (M3TION3BA Ce 32 MPEIOTEPATABAHE HA OTXBBPIIAHE Ha TPAHCTIAMTHDAL SEERL N °2,

-
b

- PETHHOMIH (M3MON3BAT Ce 3a JICUEHHE Ha ICOPHA3UC ¥ APYTH KOKHH 3260 eEHuE S 877 \

" | v y e -:t-' 1 t
- AHTHKOHBYJICHU JiIEKapCTBCHM NPOIYKTH {(npeana3sart OT NPUENATBLN); = -f.. g S E ! ¥
- JICKApCTBEHH IIPOAYKTH 3a JICUCHHUE Ha pak, N\ RE
“ | .
v, T~
3 vt



- OapbuTypaTy (IpHCHHABATEIHH);

- TPaHKBHJTAHTH,

- OPAJTHH KOHTPAlCIITHBH;

- npobeHelma (MpoTHE NoAarpay);

- AHTHOHOTHLIH;

- NEeHULIUIMHHATE MOTAT /1a HAMANAT €KCKPCLMATAa HA METOTPEKCAT, IPUYHMHABANKH MOTEHIHATHO
YBEJIHYBAHE HA HEXKEIAHUTE peaKlibK;

- MHPHUMETAMHH (M3I10/13BA Ce 3a NPOJWIAKTHKA K JISUEHHE Ha MAJTAPHA);

- BHTAMHHHU NPENapaTu, ChAbpXKaimHu PpoTHeBa KHCEIHHA;

- HHXWOHTOPH Ha MPOTOHHATA NOMIA (H3II0I3BAT CE 34 JIEYSHUE HA TEKKH CTOMALIHH KHCETHHH
WM A3BH);

- TeodHIHH (UBIION3BA C€ 3a JIeYeHHE Ha aCTMa).

EdeTpekcar ¢ Xpana, HANATKH H AJIK0X0J

Ilo Bpeme Ha nedeHnero ¢ EGerpekcaT He TpsaOBa Ja KOHCYMHpaTe HHKaKbB alKOXOJ ¥ TpAOBa Jia
U30ATBATE NPEKOMEPHATA KOHCYMALMA Ha Kade, HAMTKM, ChIbPKAIMA KOQEHH, U YepeH Jaii.
Tpabea na cTe cHrypHH cbIOIO Taka, Y€ MOEMATE JOCTATHYHO KOJMYESCTBO TEUHOCTH MO BpeMe Ha
nedeHueTo ¢ EdeTpexcar, Thil kaTo aexunparauusaTa (HaMaldpaHe Ha BOJaTa B OpraHU3IMa) MOXe a
YBEITHYH TOKCHYHOCTTA Ha EGerpekcar.

bpemennocT, Kbpmene n GePTHIAATET
Ako cTe OpeMeHHa WK KbPMHTE, AKO MUCJIUTE, Y€ MOXKE J1a CTe OpeMeHHA WITH [U1AaHUpaTe [1a UMaTe
6ebe, nonuraiite Balus nekap Wiu GapMaLEBT 3a CHBET TPEIH a MPHEMETE TORA JIEKAPCTBO.

bpeMeHHoCT

He uznonspaiire EGeTpekcar no Bpeme Ha OpeMEHHOCT WIIM 4KO OMMTBATE 1a 3a0peMeHeere.
Metorpekcar Moxke [1a [IpeIM3BHKA BPOJIeHH AedekTH, 1a yBpead I7104a WIH Ja pean3BUKa abopr.
Cebp3Ba ce ¢ MandopMaliiu Ha yepena, MHLETO, ChPIETO U KPEBOHOCHHTE CBIOBE, MO3bKA U
KpaHHHLHTE. 3aTOBA € MHOIO BRKHO METOTPEKCAT Aa HE Ce AaBa Ha OpeMEeHHH MalMeHTKH WM
NaLMEHTKY, IUIAHUpaliy Ja 3a0pemenesT. [IpH skeHy B geTepoaHa BB3pacT TpaOBa 1a C& H3KIIOYH
BCAKA BE3MOXKHOCT 32 HAIMYHE Ha OPEMEHHOCT, KaTo ¢e& B3eMaT CHOTBETHUTE MEPKH, HAlIpUMeD Ja ce
HampaBy TECT 32 OPEMEHHOCT MpEX HAYAIOTO Ha JICYEHHETO.

Bue Tp#6Ba 1a u3bsATBaTe 3a0pEMEHABAHE MO BPpEME Ha JICYCHHETO ¢ METOTPEKCAT W Hali-Manko 6
Mecella clie MpeKparsaBaHeTo My, KaTo MPUIIaraTe HaICXK AHH KOHTPaUESIITABHH MEPKH MIPE3 TOBA
Bpeme (BIXK Chulo , JIpeaynpexaeHus U npeanasHu MepKu®).

AKko 3abpeMeHeeTe [0 BpeMe Ha JISUSHHETO, M NOJA03HpaTe, Ye MOoKe Ja CTe OpeMeHHa, FOBOPETE C
Bammsa jiekap KoJKoTO € PEIMOKHO Mo-ckopo. Toi me Bu passcuu pucka oT BpeaHH epeKTH BBPXY
IUI0/1a MO BpEME HA JICUCHHETO.

AKko Hckarte aa 3abpemeneete, TpsOBa Ja ce KOHCYynTHpaTe ¢ Bamua jekap, Koito Moxke Ja Bu
HACOYM 32 KOHCY/ITALMs CbC CTICIHAIUCT, MPe/IM 1a 3aM0YHE IUTaHHPaHOTO JCUEHHE.

KspMene
He xppMeTe o BpeMe Ha JeueHHeTo, Thil KaTo METOTpPEKCAT NpeMHHaBa B KbpMaTa. Ako Bammsar

JICKYBAIIl JICKap PeIiy, ye e abCcooTHO HeobXoaumMo neverne ¢ EGerpekcar rmo BpeMe Ha Nepuoja Ha
KbpMeHe, TpsAOBa 1a MpEKPATHTE KbPMEHETO,

DEepTUIHTET MPH MBKETE
Hanuuuure qokazarencTBa He MOKA3RAT MOBHLIEH PHCK OT ManpOPMAaLUU UM C
Oalmara nprHeMa MeTOTpeKCaT B A03H, O-HUCKH oT 30 mg/ceqmuuno. Bee nak
M3KIIOYH HabJIHO. MeTtoTpekcat Moxe aa O0b11¢ reHorokcuueH. Tosa 03Haua
MOKE Ja TIPHYUHH F€HHA MyTalMH. MeTOoTpeKcaT Mo3Ke /1a IOBJIUAE BEPXY I
CIIEPMATO30HIH, KOETO € CBBP3aHO C BE3MOKHOCT 3a BPOJAeHH Ae(eKTH.




Tpabsa na usbarsare ch3maBaHeTo Ha Jiella WIH JapABAHETO HA CNIEPMa, AOKATO npHeMare
METOTPEKCAT M NIOHE 3 MeceLla clie/] CMpakte Ha JICHSHHETO.

Iodupane B paGora ¢ MaIIAHN

Morar 11a ce MOSBAT HEXENIAaHH PeaKLHy, 3aCATAIH [CHTPATHATA HEPBHA CHCTEMA, KATO yMopa H
BHCHC Ha CBAT N0 BpeME Ha neueHueTo ¢ EbeTpexcar. Ilopany ToBa B HAKOH cy4aH CHOCOGHOCTTA 34
wogupade nwiu paboTa ¢ MalIMHE Moxe 13 6b/1e BromeHa. AKO ce YYBCTBaTe YMOPEHH WIIH
3aMaAHH, HE TpAOBa na modupare win aa paboTuTe ¢ MALIHHH.

EbeTpexcar cbabpka HATPHEB X/IOpH] A HATPHEB XHAPOKCHA

T'o3u nexapereeH nponyXT ChABPKA NO-Maiko 0T 1 mmol (23 mg) HATPpUH B €IHA CEAMHYHA 1034,
T.€. Ha [IDAKTHKA HE CBABpPXKa HaTPHIA.

3.  Kak aa m3noaseare Ederpexcar

Baskno mpenynpexgienne npn npuioxenne na EGerpexcar (Merorpexcar):

N3nonseaite EGetpexcar camo BeaHbk ceIMHYHO 32 JIEUSHHE HA PEBMATOH/ICH APTPHT, IOBEHWIHH
MAHOIIATHYHHY apTPHTH H NICOpUa3uc. M3non3saHeTo Ha TBBp/ie MHOrO EGeTpekcaT (MeToTpekcar)
MOXE J1a Ma (paTainnu nocneacTeusd. Mosis, mpodetere ToUka 3 Ha Ta3H JIMCTOBKA MHOTO
BHUMATCITHO. AKO HMATe BBIIPOCH, MOJIS, FOBOpeTe ¢ Bamma jiekap Win GpapManeBT, OPeaH fa
NPHEMETE TOB& JIEKapCTBO.

Eberpexcar Tpabea aa Obze npeanucBaH caMo OT CIEUHANHCTH, KOWTO ¢4 3aIIO3HATH C PATHIHWATE
XapPAKTEPUCTHKH Ha JICKAPCTBEHHUTE MPOAYKTH H METOAA UM Ha JEHCTBHE.

BuHaru usnosssaiTe TOBa JeKapcTBO TOYHO KakTo Bu e kasan Baummar JIeKap. AKO He CT€ CUT'YPHH B
Helo, 00BspHeTe ce kpM Bamus nekap wnn papmariesr.

Eferpekcar ce npunara camo BeaHBx ceaMuuH0. 3aeaHo ¢ Bawus JIEKap 11ie pelllHTe KOH JIeH €
NOJXOAAUL BCAKA CEAMHIIA 3a NocTangHe Ha Bamara unkekuua.

HenpasunHoro npunoxenue Ha EGeTpekcar Moxe 1a NPHUMHH TEXKH HEKeNaHH PEAKLIAH,
BIJIIOUYHTEIIHO TAKUBA ¢ daTaieH Kpaii.

QbHualiHaTa 7103a e:

Iipy nanmenTs ¢ PEBMATOHIEH aApPTPUT

[IpenoprunTeHaTa HauanHa no3a EGetpexcat e 7,5 mg BeqHBK CEAMHYHO. EbeTpexcar ce npuiara
€AHOKPATHO KaTO NOAKOAKHA WHXXEKLIMA, B MYCKYJT WK BbB BeHa {BHXKTE TOuKa ,.,Hauuy Ha
NPUIOKEHHE U MPOIBDKHTEIHOCT HA JISUEHHETO™),

B ciyuaif Ha He3a0BONIMTENHO NeiCTBHE H aKO ce IOHAacA o6pe, 03aTa Ebetrpekcat Moxke na 6nae
yBe/mdeHa. Cpeanata ceqMuaHa 103a € 15-20 mg, O6MKHOBEHO CeIMHYHATA 1034 OT 25 mg He
TpaOBa a ce npeBuurasa. [Ipu gocrurane Ha )KeaaHHTe TEpaneBTHYHH Pe3yJITaTH U KO € BB3MOXKHO,
no3ara Tpadea ga 6bA€ NOCTENEHHO HaMaJIeHa J0 Hali-HUCKATa e(deKTHBHA MOABpXKAaLIA 034,

ITpy_neua M 1oHOILIH ox 16 rogunu ¢ HOJTHAPTPHTHH (GOPMH HA IOBEHHJIEH HAHOIATHYEH apTpUT

IIpenopbunrentara nosa ¢ 10-15 mg/m? TeliecHa MOBBPXHOCT CEMHYHO.
[Ipy mrica Ha OTroBOp CEIMHYHATA 033 MOKe /1a 6bAe yBenuueHa 1o 20 m g/m? resnecHa
NOBBPXHOCT/CeAMMYHO. Tpabea aa ce npaBAT KOHTPOIHH MperyieaH mo-decto. [lopajH H




YnorpeOata npH JieLia mo 3-rouiiHa BE3pacT He ¢e NPenophyBa, Thi KATO ONUTHT NPH Ta3H
Bb3pAcTOBA Ipyiia € HEAOCTATHYEH.

B'LBP&CTHPI C TCKKA cbopma Ha [ICOPHA3AC BYNTAPHC HWIH NCOPHATHYCH apTPHT

[Ipenopbusa ce IpreM Ha eJHOKpaTHA TECTOBA 103a 0T 5-10 mg, 3a Aa ce u30erHe BE3MOKHOCTTA OT
YBpeXxaauH eQeKTH.

Jo3ara Mmoxke fa Obje NpuioXKeHa moAKOKHO {101 KOXKaTa), HHTPAMYCKYJIHO (B MYCKYJI) HITH
UHTPABEHO3HO (BLE BeHa).

AKO ¢lHa ceMHLIA TTO-KbCHO HE ce HaOMOoAaBaT MPOMEHH B KPBBHATA KapTHHA, JICIEHHETO Ce
NpoAR/IKaBa ¢ 103a npubausuresHo 7,5 mg. Jlozata Moxe a [IOCTENEHHO Jia ¢¢ MOoBUIIH (€ 5-7,5 mg
Ha CE€IMHMIIA H NIPH HEMIPEKBCHATO CJIeJICHE Ha KPbBHATA KApTHHA) RO MOCTUraHe HA ONTUMAJIHU
TEpANeBTUYHH pe3ynTaTH. OOHKHOBEHO ceaAMUYHA f103a OT 20 mg Moxe Ja Obae cBbp3aHa ©
3HAYUTECIIHO YBCJIHYABAHE Ha TOKCHYHOCTTA Ha Eberpexcar. Cenmuunara fo3a ot 30 mg He Tpabsa na
ce [PEBUIIABA.

IIpu gocTHUrane Ha XKEJNAHUTE TeparleBTHYHM PE3YJITATH, 103aTa TPAORBA /1a OBE MOCTENEHHO
HaMaJIBaHa BCAKA CEAMHIIA 10 HAaM-HUCKATa eeKTUBHA WHAHBHAYAIHA MOAABPKALLA A034.

[lanwenTy ¢ 6EOPEYHH HApYIIEHHA
[Ipu nanuenTH ¢ OLOpeYHH HapyIIIEHH MOJKE J1a C€ HAJTOKH HAMaJIABaHe Ha JO34Ta.

HauuH Ha NpUIOXKEHHE H NIPOABKHUTEIHOCT HA JEYECHHETO

[IpoarpkuTendocTTa Ha nevenrero By e 6b1e onpenenena ot Bamus nekap. Eberpekcar ce
HIDKEKTHpa BeaHbxk ceamuauno! ITpenopbusa ce fa ce onpeaeny TOYEH ACH OT CEAMULIATA KATO ,,eH
334 AHDKEKLHY .

Eberpekcar ce npuiara noj Kokara, B MyCKy/l WIM BBB BEHa, IPH J€Lia H IOHOLIM He TpaOBa fa ce
MpHara BKHTPaBEHO3HO,

JleueHueTo Ha PEBMATOM/IEH apTPHT, FOBEHWIEH HAHONATHYCH apTPHT, NICOPHA3HC BYJIraPHC H
ncopHaTiayeH apTpHT ¢ EbeTpekcar H3KcKBa MPOABIKHUTENHO JICUCHHE.

PeBmaToueH apTpur
O0MKHOBEHO, MOJI0OPEHHE HAa CHMITTOMHTE MOXKE J1a ¢€ 04akBa cliesl 4-8 ceAMHYIHO JISUeHHE.
BB3MOXKHO € CUMIITOMHTE /1a C€ MOSBAT OTHOBO CiieJ MpeKpaTABaHe Ha deueHueto ¢ EGerpekcar.

Texku hopMy Ha MICOPUA3UC BYNITAPHC M MICOPHATUYHH apTPHUTH ([ICOPHAHC APTPOIIATHKA)

OTroBop Ha Ne4E€HHETO MOXE Ia CE OYAKBA OOMKHOBEHO clieH 2-6 CeIMMIIH.
B 3aBHCHMOCT OT KIMHHYHATA KaPTHHA M MPOMEHNUTE Ha J1aGOPATOPHUATE TIAPAMETPH, TEPATTHATA MOXKE
1a ce Bb300HOBY WM NPEKpaTH.

I1pu 3anourane Ha neuednero, EGerpekcar Moxe na Bu 6b/1e HHKEKTHPAH OT MEIULMHCKO JIHLIE.
Benpexu Tosa, Baluar nekap Moxe na pewny, ye € mo-no0pe 3a Bac n1a ce HayumTe Kak Ja CH
nkekTupare EGetpekcar nog xoxkara camu. 1lle nosnmyunre noaxoagiro obydeHre Kak 1a ro mpaBUTe.
Ilpu HHUKakBH OOCTOATENCTBA HE CE€ ONUATBANTE /1a CH IIOCTABATE MHKEKIMATA CAMH, aKO HE CTE OHITH
00y4eHM J1a ro MpaBHTE.

AKO CTe H3I0/I3BAJIH I0BEYe OT HeoDxoaEMaTa q03a EdeTpexcar
Caexgaifte NpenopeKUTe 3a Ao3upade Ha Baums nexypaii jsekap. He npoMensiite 103aTa o ¢BOs
coDCTBEHa NpeLIEHKa.

Axo nogosupare, 4e Bue (wnu Hakoii apyr) e u3non3ean noeeve ot Heobxoaumara ao3a E6eTpekens
MoJIs, He3abasno WHGOpMHpaliTe BamuaT nexap wiu ce cebpskete ¢ Hal-6iiu3kaTa OOMTHULEE TS /1 P
peLaT KakBH ca HeOOXOAMMHTE MEPKH 3a JICUeHHE B 3aBUCHMOCT OT TEXECTTa Ha HHTOK ARalis

LN
Ilpenosupanero ¢ EGeTpexcar Moxe /1a JoBeAe O CEPHO3IHH TOKCHYHH peakuun. CHM X BRE L, e,
[Ipeao3upaHe MOTaT N1a BKIIKOYBAT: JIECHA NMOSBa HA CHHUHH WIH KEPBEHE, Heoﬁuqaﬁﬂa @ a -u ¥ ﬁ# :‘ J
YCTHATa KyXHHa, rajicHe, MOBphILAaHE, YePHHU WIIH KEPBAaBH H3NpaKHEHH, KbpPBaBH xpa N B | @ //
[OBPEINAHE, KOETO HM3IJIEK /A KaTo CMIIAHO Kade, ¥ HaManeHo ypHHUpaHe. Buoxre C’bU_ID Lﬂ(f%%ﬁ &
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Bsemere nmucroBkaTa ¢ Bac nipu nocewesneTo mpu Bamus nexap wiu B GonHHIATA.
AHTHZOT B ciIy4ail Ha NpeIo3UpaHe € KAIIHEB (POJIMHAT.

AKO CTe NponyCHa/In Aa u3no3Bare EGeTpexcar
He B3emaiite ABoHHa 1034, 32 Ja KOMIIEHCHPATE NPOITyCHATATA SAHHHYHA 1034, a IPOIB/DKETE /1A
npHeMarTe HazHaue¢HaTa no3a. [locseeTpaiite ce ¢ Bamma nekap.

AKO cTe cripeiH ynorpedoara na EGerpexcar

He npexbcpaiite M He NpeycTaHOBsABAliTe NeyeHneTo ¢ EGeTpexcar, OCBeH aKo He cTe 0GChIWIH TORa
¢ Bauixa siexap. AKo MoJo3MpaTe TexKH HEXeNaHH peakiiiy, He3abaBHo ce 0GbpHeTe KbM Bamus
JieKap.

AKO MMaTe HAKAKBH JIOMBJIHHTEHH BBIPOCH, CBBP3aHH ¢ ynoTpebara Ha TOBa JIEKApCTRO, MOMMUTakiTe
Bauins nexap unu dapmauesr,

4. BL3MOXKHH HeXXe/IaHH PeaKnuH

KakTo BCHYKH JIEKapCTBa, TOBa JeKapCTBO MOXE [1a IIPEAHIBHKA HEXETaHH PeaKLHH, BBIIPEKH Ye He
BCEKH ' roiry4aea. MHdopmupaiite Bauims nekap, ako movyBcTBaTe BHE3aITHO BUCHE Ha CBAT,
3aTPYJHEHO JHIIAHE, OTOK Ha KJICNAYMTE HA OMUTE, JIMIIETO WIM YCTHHTE, OOpHB WIH ChpOex
(0cOO€EHO MO LAJIOTO TANO) M WYBCTBATE, Y€ L1 MPHITAHETE (TOBa MOTAT J1a OBJAT NPH3HALH 32 TeXKKa
aJIEpruvyHa peaKkuua Wik aHaQHJIAKTHUCH LIIOK).

CepHO3HM HeXENaHH pPeaKLHH
IlpH nosiBa Ha HAKOA OT H30POEHHUTE MO-I0JTY HEXEJIAHH peaKIMK, He3a0aBHO ce 0OBPHETE KbM
Bammus nekap:

 OenoapoOHH omakBaHuA (CHMIITOMMTE MOrar Aa Osa4T 001110 3a00JsBaHe; cyXa, Apa3Heria
KaljTHLa, 3ayX, HEJOCTHI HA BB3AYX B MMOKO#H, OONKH B IbpAHTE, WIH MOBHIICHA
TeMIlepaTypa),
TUTFOCHE MJIH M3KAULTSHE Ha KPbB;

TEKKO JIIOLIECHE HIH TMOABa HA MEXYPH 110 KOo)KaTa (MO)Ke [1a 3aCerHe ChlIio ycraTa, OUHTe
WIH FreHuTanuute Bu);

HeoOHYaHHO KbpBeHe (BKIIOYHTESIIHO MOBPHINAHE HAa KPHB) HIIH MOSBA HA CHHHHMU,
TEXKKA JAApHA;

S3BU B YCTATA;

KbPBAaBU HIH KaTpaHCHH M3MpaXKHEeHHS,

KPEB B YPHHATA MM M3OPaKHEHUATA;

MAJIKH YEPBEHH METHA 110 KOXKaTa;

TpecKa;

ITOXBJITABAHE HA KOoXKaTa (3KBJATEHHLIA);

O0JIKA WIH 3aTPYIHEHHS B YPHHHPAHETO;

MOAYBAHE Ha PBLETE, INIC3CHUTE WIK KpakaTa, MPOMsHA B UECTOTAaTa HA YPUHUPAHE,
HaMaJisBaHe HJTH NIMIICA Ha yYpHHA (CHMIITOMH Ha OBOpeuHa HENOCTATHYHOCT);
HKaKAa H/WIH 4€CTO YpPHHHpaHeE;
NpHNaxbLH (KOHBYJICHH);

3ary0a Ha Ch3HaHHE;

3aMBIJIEHO WJIM BJIOIIEHO BHXIAHE.

Ceo0bmaBaHu ca CBILO CIEAHUTE HEKEITAHHA PEaKLIUH:

MHoro yecTH (Morart aa 3acerHar noeeue ot 1 ma 10 ayum):
¢ 3ary0a Ha alleTHT, rajieHe, IOBPHIIAHE, DONKH B KOpeMa
® BBL3MAIEHHE H A3BH B YCTATa H CBPJIOTO




¢ YBEJIMYCHHE HA YEPHOAPOOHHTE EH3HMH.

Hecru (Morat mna 3acerHat Ao 1 Ha 10 gyum):

* HamasieHo (POpPMHpaHe Ha KPHBHHU KJIETKH ¢ HAMaNgBaHe Ha Opos Ha OenuTe H/UIH YepPBEHUTE
KPBBHH KIETKH W/ HIH TPOMOOUNTHTE (JIEBKONICHHS, AaHEMHS, TPOMOOLIMTONCHHA )

* rinaBobomnue

® YMOpa, CHHJAMBOCT

¢ W3TPLNBaHE, MpaBy4xae, OOeKH Wi NTapeHe Ha Koxara, oOpHB, 3aucpBRaBaHe Ha KOXATa,
ChpPOCK

® BL3INAJICHUE HA Oenure ApoboBe (THEBMOHMT)

® JHapHA

Hewectu (Morar aa 3acernar 10 1 wa 100 mymw):
® XEprnec 30CTep
® 1EM¢OM (KOHTO MPETHPNABA CIIOHTAHHO OOPaTHO pa3sBHUTHE B MOBEYETO CIIy4aM ClIe[ CIIHpaHe
Ha EGeTpekcar),
HamasieH 6poi Ha KPbBHHTE KISTKH H TPOMOGOLIMTHTE,
TEXKKH aJICPrHYHH PeaKiHH
auader
AeIpecHs
c1abocT Ha LiJIaTa JIABa WITH JECHA CTPaHa Ha TAIOTO
3aMagHOCT, OOBpPKBAHE
MPUNIAABITA
YBpeXIaHe Ha MO3bKa (JIeBKoeHIg(anonarus/eHuedanonaras)
BB3NAJICHHE HA KPBEBOHOCHHUTE CH/IOBE
yBpexgaHe Ha Oemmre apoboBe, Boxa B OeHTe Apobose
A3BH M KbPBEHE B CTOMALIHO-YPEBHHUSA TPAKT
BB3NATIEHHE HA TIaHKpeaca
YePHOAPOOHH 3200/ BAHUS
HaMalliBaHe Ha KPBHBHHA NPOTEHUH
KOIPHBHA TPECKa (CaAMOCTOATETHO), YYBCTBUTEIIHOCT KbM CBETJIMHA, MOThMHABAHE HA KOXKATA
TEXKKa TOKCAYHA KOXKHA Peakiiis, BKIIFOUBaila o0pa3yeane Ha MeXypH U OTJIeNIBAHE Ha FOPHUS
CJIOH Ha KO)kaTa (CUHAPOM Ha CTHBBHC-I[DKOHCHH, cHHApPOM Ha Jleiin)
KOcofaj
YBE/IHYABaHe HAa PEBMATOHAHHUTE BL3JIH
OonesHen ncopHasuc
CTABHH HJTH MYCKYJIHH O0/TKH
OCTEONOpo3a (HAaMAIABAHE HA KOCTHATA Maca)
BH3AJIEHHE H S3BH HA MMKOYHUA MeXYp (BB3MOXKHA € KpBB B YpHHATa), OONe3HeHO YPHHHPAaHE
MasipopMaLMK Ha L1014
BArMHAJTHO BB3MAJICHHE U A3BU
Napeno yceliane Wid yBpeXKZaHe Ha ThbKaHTa cliel MIbkeKTHpaHe Ha EbGeTpekcaT B MycCKyJia.

PenkH (Morar na 3acernar ao 1 Ha 1000 ayun):
® CEMCHC
MHOT'O MOJIEMH YEPBEHHM KPbBHHA KIETKH (MeramodnacTHa aHEMHA )
[IPOMEHH B HACTPOSHUETO
BPEMEHHO HAPYILIEHHE HA Bh3NPHATHATA
c1abocT Ha BOJIEBUTE ABHXKEHHS Ha IAIOTO TAIO
rOBOPHH IpodJieMH
TEXKH NPOoOIEMH ¢ OYHTE
HHCKO KPBBHO HAJIsTraHe
0OpasyBaHe Ha KPEBHH CHCHPELIH




¢ BL3MAJICHO I'BPIO
CITUpaHE Ha OUIIAHETO
BB3NIATCHHAE HA XPAaHOCMUIATE/THUA TPAKT, KbPBAaBH HMAMPAXKHECHHA
BB3NAJICHHE HA BEHIIHTE
OCTBp XEMAaTUT (Bb3naJicHHe Ha YEPHHA Opo0d)
IPOMAHA B 1[BETa HA HOKTHTE, [1aJJaHe Ha HOKTH
aKHE, YePBEHH WIIH ITYPIYPHH NMETHA, ABJDKAIIK ¢ HA KbPBEHE HA KPBBOHOCHH CHIOBE
(paKTYPH Ha KOCTUTE, IB/DKAIIH C€ HAa QPUIUYECKO YCHITHE
eJIEKTPOJIMTHH HAPYILICHHA
aboprt
0o0pa3yBaHe Ha HEKAUSCTBEHA CIIepMa
MEHCTPYAIHH HAPYILICHUS,

Muoro peaku (Morat ga 3acersar go 1 Ha 10 000 aywm):
e XeprecH (Xeprec CHMILIEKC)
XEMaTUT
TEXKH YBPEXKTAHUA HA KOCTHHA MO3BK
MMYHHA HEAOCTATEYHOCT (XUTIOraMariobyInHeMis)
Ooinka
MyCKyJiHa ciiaboct
[IPOMAHA B YCELIAHETO 3a BKYC (METAIEH BKYC)
BB3MAJICHHE Ha NUTraBUIIaTa Ha MO3BKa, MPHYKHHABALLIO Napajid3a Wik NOBPEIIAHE
3aUEPBCHH O4YU
BB3NAICHUE HAa OOBMBKATA OKOJIO CHPLETO, TEYHOCT B OOBHBKATA OKOJIO CBPIIETO
TTHEBMOHUSA, IPOOIEMH ¢ AHITAHETO, ACTMA
[OBpPBLUAHE HA KPbB
4epHOAPOOHA HEAOCTATHYHOCT
UH(EKIHUA OKOJIO HOKTHTE Ha IPBCTHTE, IMPEH, MAIIKH KphBOROCHH CBHAOBE B KOXKATA
[IPOTEWH B YpHHATa
CMEPT Ha IU10/1a
npodeMu ¢ 0OpasyBaHeTo Ha AHUEKIETKY (MPpU XKEeHHN) H HA CTIEpMa {TIPH MBXKETE)
JIMIICA HA CEKCYAJTHO JKellaHHe
npobIIeMH C ePEKIHATA
BariHaJIHO TEUEHHE
Oe3mnoaue
JIeKa JTIOKaIHA KOXKHa peakius, ako EbeTpekcar ce mpuiara 1oj koxara
numbonponidepaTUBHH HapyeHUus (TpeKOMepHO 0Opa3ypaHe Ha Oeln KPbBHH KIETKH)

YCEIaH€e 32 CKOBAHOCT WM U3TPBIIBaHE/TI0-MAIKA YYBCTBHTENHOCT KbM pa3HIHH
CTHMY/IH OT HOPMaITHOTO

C HeM3BECTHA Y€CTOTA (OT HATHYHUTE JaHHHA HE MOsKe Ja ObhJe HapaBeHa OLICHKA)
¢ UH(PeKIWH, KOUTO MOTAT B HAKOH CIIyYaH Aa ca (paTaHH
¢ NOJyBaHe HA TMM(HEUATE BB3JIH
HapylneHa QyHKIUA Ha HMyHHAaTa CHCTEMA
HOBHIUEHA TEMIIepaTypa
BB3MAICHAE HA MANTKHTE KPhBOHOCHHU CHAOBE, IPHYHHEHO OT AIEPrHYHA pPeakLiMs
Bb3MaJICHHE HA JIMTaBUIlaTa HA KOpEMa
fapHO 3a37paBsiBaAHE HAa PaHH
KPBBOU3JIHB OT OeuTe npodoBe
KOCTHO YBPEKAaHE Ha YeJHOCTTa (BCIEACTBUE OT NMPEKOMEPHOTO obpa3yBaHe
KJIETKH)
® HAPYILIABAHE HA LEOCTTA HA THKaHHWTE Ha MACTOTO HAa MHXKCKTHPAHE
® 3a4epBsABaHe 4 DeleHe Ha KoyKaTa




® [OAyBaHe

KoraTto MeToTpexcar ce npuwiara HHTpaMycKyIHO, Y4ECTO MOTAT Aa ce NOoABAT o0LUH JIOKaTHH
HEKEJIAHH peaKIMy (UyBCTBO Ha MapeHe) Win yBpexaane (obpazyBaHe Ha cTepiHE abcuecH,
HapyuwieHHe Ha MACTHATa ThKaH) B 00J1aCTTa Ha HHKEKTHUPaHeTo. [ToAKOXKHOTO NMPUIIOKEHHE C€ NIOHACH
ao00pe. HabmonaeaHu ca caMo nek# JIOKATHA KOXHH peakliiy, KOWTO HaMalsBaT B X0/4a Ha
JICYEHHETO.

MeroTtpekcaT Moxke na oBeie A0 HaMaldBaHe Ha Gpos Ha GenHTe KPBBHHU KIETKA U YCTOHYHMBOCTTA
Ha Bamus oprannssm keM HHpEKUMH MOXe Aa ObJe HaManeHa. AKO UMaTe HHGEKIMSA ChC CUMITIOMH
KaTo MOBHILIEHA TEMIIEpAaTYpa H CepHO3HO BIOIIaBaHe HA 0010To BH ChCTOAHME MM MOBHIICHA
TEMIIEpaTypa ChC CHMITOMH Ha JIOKaJTHA HHMEKUWA, KATO Bh3MAJIEHO I'BPJIO / Bb3NAaJICHHUE Ha
dapuHkca / Bp3MaNeHNe Ha YCTaTa HITH THKOYHH NpodieMH, Tpa0Bea He3abaBHO Aa noceTuTe Bamus
nekap. llle Bu 61a¢ HanpaBeHO U3ce/IBaHE Ha KPBBTA, 3d A C€ NPOBEPH 32 Bb3MOXKHO HaMajlABaHE Ha
BenuTe KPBBHM KIETKH (arpaHynouMTosa). BaxHo e na undopmupare Banus nekap 3a Bawero
JIEKapCTBO.

MeToTpekcar MOXe 1a Npequ3BHKA CEPHO3HH HEXKEMAaHH peaKIHH (TTOHAKOTA KHBOTO3ACTpalliaBalila).
3aroBa BalmAT iekap me Hanpasu HU3CICABAHHA, 32 1a € TIPOBEPH 3a aHOMAIMM B KpBHBTa (Harp.
HUCBHK Opoii Oenn KPBBHH KJIeTKKW, HUICEK Opoii TpoMOouMTH, 1umdoM) U 3a IPOMEHH B OB0peruTe 1
YepHHA Apod.

Cro0maBaHe HA HeXeJIaHH peaAKNHH

AKO MOMYYHTE HAKAKBH HEXENaHH JICKapCTBEHM Peakiliy, YBEAOMeTe Banms nekap wiM GapMaLeBT.
ToBa BKJIKOYBA BCHUKH Bb3MOXXHH HEOMHCAHM B Ta3W JIMCTOBKA HEXe/IAaHH peakuuy. MoxxeTe ChIIo 1a
chOOIIMTE HEeXKENaHH PeakiM QUPEKTHO Ype3 HAIIMOHAIIHATA CHCTEMA 33 ChOO1IaBAHE KBM
H3nbiaHMTETHATa areHums Mo JekapeTeara, yi. ,,Jaman I'pyes” Ne 8, 1303 Codmus, Ten.:
+35928903417, yebcaiir: www.bda.bg. Kato cro0miaBare HexkeaHH peaKLHH, MOKETE J1a AaJIeTe
CBOSA NPHHOC 32 MOJIy4YaBaHe Ha MOBEYe MH(MOpMAIKMA OTHOCHO O0€30IMaCHOCTTa Ha TOBA JIEKAPCTBO.

8.  Kak ga coxpanssare EGerpekcar

Jla ce ChXpaHsra Ha MICTO, HEJOCTHIIHO 3a 7ena.

He u3nonaeaiite TOBa 1EKapCcTBO CiIel CPOKa Ha TOAHOCT, 0TOeg3aH BLPXY eTHKeTa Ha
NPEABAPHTENHO HAITBIHEHATA CIPUHLIOBKA M KAPTOHEHATA OMakoBka caex “1'oaen no:”. CpokbT Ha

roHOCT OTTORAPA Ha MIOCJICAHUA A€H OT IMOCOUYCHUA MECELL.

Jla ce ChXpaHiABa B OPUTrMHAIHATA ONIAKOBKA, 33 Ja Ce MpeAla3H OT CBETIHHA.
Ha ce cexpansaBa noa 25°C.

IIpoaykThT TpAOBA a ce W3TI0I3Ba BEAHAra CIe/] OTBAPSHETO MY.
He u3nonspaiite EOeTpekcat, ako pa3TBOPET He € OHCTHP W HMa YaCTHLH.

3a easokpaTHa ynorpeda. Beako nemsnonzeaHo komMuecTBO TPAOBa 14 c€ YHUIOMKABA!
He H3XBBPIATE JI€EKApCTBAaTa B KAHAJIM3ALMATA WIH B KOHTElHepa 3a AoMamHy oTnadsli. 1lonuraiire

Bawmsa gapMaLeBT Kak Jja W3XBBPIITE JIEKAPCTBATA, KOMTO Beue He Hanonssare. Tesu Mepku
CIIOMOTHAT 3a Ola3BaHe Ha OKO/IHATA CPeJIa.

6. Copanpxkanne HA ONAKOBKATA H JONBIHATENHA HHpOpMANHSA

Kakso chaspxa EGerpexcar
AKTMBHOTO BELUECTBO € METOTPEKCAT.
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Beexu ml mkexinoren pastsop ceappka 20 mg Merorpekcat (mon ¢opmara Ha 21,94 mg
JUHATPUEB MCTOTPEKCAT).

Besika npensapHTEIHO HATbIHEHA cpuHLIeBKa ¢ 0,375 m] HEKeKIIHOHEH pa3TBOP ChALPKA 7, mg
METOTPEKCaT.

Besika nmpeasapuTeNHO HaITEIHEHA cipuHioBka ¢ 0,5 ml HiDKeKIMOHEeH pa3TBop cbabpxa 10 mg
METOTPEKCAT.

Beska npeasapuTenHo HanbIHEHa cipuanoBka ¢ 0,625 ml uHKeKIMOHEH pa3TBop chabpAa 12,5 mg
METOTPEKCAT.

Bcsika npeppapHTENHO HAITBIHEHA cIpUHIOBKA ¢ 0,75 ml umkeKuHOHEH pa3TBOp ChABpXKA 15 mg
METOTpEKCAT.

Besika MpegsapyTeNiHO HAThIHEHA CIIPHHLOBKA ¢ 0,875 m] HHKEKIIMOHEH pPa3TBOp ChOBPHKaA 17,5 mg

METOTPEKCAT.
Beaka npeapapuTeNIHO HalbIHEHA CIpHHUOBKA ¢ 1 ml HIDKeKLHOHEH pa3TBOp ChABPXKa 20 mg

METOTPEKCAT.

Bceska NpeaBapyTeIHO HAIIBIHEHA CIIPHHLOBKA ¢ 1,125 ml HIDKeKLHOHEH pa3TBOp ChABPXKA 22,5 mg
METOTPEKCAT. |

Bcesixka npespapuTenHO HAIThJIHEHA CIIPHHLOBKA ¢ 1,25 ml HEDKEKIMOHEH pa3TBOP ChABPKa 25 mg
MEeTOTpEKCaT.

Beska npeasapuTenHO HANBJIHEHA CIIPHHLIOBKA C 1,375 ml uikeKLMOHEH Pa3TBOp ChABPXKA 27,5 mg
METOTpEKCAT.

Beska npegsapuTenHO HamBJIHEHA CIPMHIOBKA C 1,5 ml HIDKEeKI[MOHEH pa3TBOp ChAbpka 30 mg
METOTpEKCAT.

Jpyrure ¢ECTABKH ca: HATPHEB XJIOPH]I, HATPHUEB XMPOKCH] 3a Kopekiia Ha pH u Boja 3a
HEDKEKLIHH,

Kak narnexna EdeTpekcar 1 KaKBO ChAbLPKA OAKOBKATS
EbeTpekcaTr npeABapHTEIHO HAITEIHEHH CIIPUHIIOBKH ChABPIKAT OHCTHD, XKBITCHNKAB HH)KCKLIMOHESH
pa3TROp.

Besika kKapToHeHa KyTHs ChABpPXKa | MpeABapHTeIHO HabIHeHA crnpuHUorka ¢ 0,375 ml, 0,5 ml,
0,625 ml, 0,75 ml, 0,875 mi, 1,0 ml, 1,125 ml, 1,25 ml, 1,375 ml wru 1,5 ml HKeKUMOHEH pa3TBOP,
MHKEKI[HOHHH WMTJTH 3a €JHOKpaTHa yrnotpeda che wim 6e3 obesonacasaiia Kanauka H aIKOXOJIHU
TAMITOHH.

I'pynosu onakoBkH, chaspxamu 4, 5, 6, 12 wiu 30 npeapapUTeIHO HAITBJIHEHH CIIPHHIIOBKH (1
IPeABAPUTEITHO HAITBIHEHH CITPHHIIOBKH B KAPTOHEHA KyTHA).

He Bcuuky BUAOBE ONMAKOBKH MoraT Aa ObJaT MyCHATH B nponaxoba.

IlpuTekaTen HA pa3pelIcHHETO 3a YHoTpeda
Ebewe Pharma Ges.m.b.H. Nfg. KG,
Mondseestrasse 11

A-4866 Unterach,

ABCTpHA

IIpousBoauTenn

Ebewe Pharma Ges.m.b.H. Nfg.KG,
Mondseestrasse 11

A-4866 Unterach,

ABcTpus

Salutas Pharma GmbH
Otto-van-Guericke-Alle 1
D-39179 Barleben,
F'epmanus
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Fareva Unterach GmbH
Mondseestrasse 11,
4866 Unterach,
ABCTpHA

To3u JeKapeTBeH NPOAYKT € pa3pelleH 3a yuorpeda B crpanuTe-1ieHEKH Ha EMO che cneannre
HMeHa:

ABcTpHSA Ebetrexat 20mg/ml Injektionslésung in einer Fertigspritze

benrns Ebetrexat 20mg/ml, solution for injection, pre-filled syringe

Bharapus Eberpekcar 20mg/ml, urxkekupoueH pa3TBop B PEABAPUTETHC HAITB/IHEHA
CIPHHLOBKa

PenyOnnka Yexus | Methotrexat Ebewe 20mg/ml, roztok na injekce, pfedpinéna injeké¢ni stfikacka

Hanns Ebetrex

Ecronus Ebetrexat 20 mg/ml

DUHIaHIHA Ebetrexat 20 mg/ml

YHrapus Ebetrexat 20mg/ml oldatos injekcio eloretdltott fecskenddben

Hranus TREXODEM 20mg/ml soluzione iniettabile, siringhe preriempite

Jlurpa Ebetrex 20mg/ml

JlaTBus Ebetrex 20mg/ml

Xonannus Methotrexaat Sandoz 20 mg/ml oplossing voor injectie in voorgevulde
injectiespuit

Hopgerus Ebetrex 20mg/ml

Tlonwa Ebetrexat

ITopTyranus Methotrexato Sandoz 20 mg /ml, solugéo injectavel, seringa pré-cheia

PymbHHS Metotrexate Ebewe 20mg/ml solutie injectabild in seringd preumpluta

Ipenms Ebetrex 20mg/ml

CioBakusa Methotrexat Sandoz 20mg/ml

CrnoeeHusl Metotreksat Ebewe 20mg/ml raztopina za injiciranje, napolnjena injekeijska
brizga

CesepHa Ebetrex 20mg/ml solution for injection, pre-filled syringe

Hpmanausa

JlaTa Ha moc/ieHO Mpepasr/iekaaHe HA AACTOBKATA:
MMATIT

Wl v S N S G P S N N N A L L L U R S B e S e g v N N N N N N N B A e A N S S S e e " T N A S N S W S S S v e v ol ol ] Ly e S A S

HucTpyKuHH 3a ynoTpeda Ha Eferpexcar B npeJBapHTEIHO HANLJIHEHA CHIPHHIOBKA

XKsarate pasteopu TpaOBa 1a ca GHcTpH, Oe3 4acTHUH H He TpaOBa Aa ce cMecBar ¢ ApYrH
JIEKAPCTBEHHU MIPOIYKTH.

HM3mon3paveTo v H3XBepnaHeTo Tpadea Aa ObAC KAKTO IIPH APYTH IMTOTOKCHYHH NPOAYKTH, KOUTO
MOrarT Ja NPpHYHHABAT YBpEXKdaHe Ha KJIETKH, B CbOTBETCTBHE C MECTHHTE H3HCKBaHWA. bpeMeHHuTe
XKEHH, BKITIOYHTETHO OPEMEHHM 5KeHM OT MEAHLIMHCKHMA NIepcoHall, He TpAOBa Ja npuiaraT WM
n3noJsear Edetpekcar.

3a na M3MOA3BAaTE NMPEeABAPHTEIHO HATBIHEHATA CIIPHHIIOBKa Oe3 npobiieMn, 00BpHETE CHCUKERHQ

BHUMAHHC 14 CE€ CJICABRA BCAKA OTHAeJIHA CThIIKA OT HHCTD T4 34 NOAKOXKHA HHXKE -;4_ ﬂ{} /}‘P
é El .y h : %—)\
Crenka 1: Sl 23 \

o HBB&,I[&T C BbTPEHLIHATA OIIAKOBKA, CHEALPYKALIA ITPCABAPHATCIIHO HAITBJITHHHETS

HIIaTa OT KyTUSTA. \hat ;
. 4
' v
1 2 e /




e OrtBOpeTe BETpELIHATA ONAKOBKA KaTO M3/IbpraTe bruiueTo. M3BasieTe npeaBapHTEITHO
HalbJIHEHATa CIIPUHIIOBKA.

e 3aBbpTETE CHBaTa r'yMeHa Karadvka, MOKPHTa C IlacTMaca OT CIIPHHIIOBKaTa, 0e3 1a
JIOKOCBATe OTBOPA Ha NMpPEIBAPUTEIHO HAITbJIHEHATa CIIPUHLIOBKA (BHKTE purypa 1).

@wur. 1.

Crpnka 2:

¢ [locraBeTe 0OpaTHO CIpHHLIOBKATa BB BHTPEIIHATA OMAaKOBKA. JKBITHAT pa3TBOp HAMA 1A
u3Teye.

e [lIpoBepere eTukeTa Ha IJ1IaCTMAcOBATa OMAKOBKA, B KOATO Ce HAMHUpaA WrjaTta. ETUKeThT
TpsOBa 1a e HeHapylueH! (BuxTe durypa 2)

Dur. 2.

Crbnka 3:
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e OrcTpaHeTe Kana4eTo Ha IJjlacTMacoBaTa ONaKOBKa Ha MIJIaTa Ype3 3aBbpTaHe, MOoCIeIBaHO
ot u3abpnBaHe. Mo, norneaxere ¢urypa 3.1.

e BHMMAaTeIHO 3aBbpPTETE JOKpPaii UrjiaTa 3aeHO C IUIaCTMAcOBaTa OMAKOBKA BBPXY
cripyHLOBKaTa. Mons, nornenHere durypa 3.2.

A
1‘\
|
7
|
I-\...'
R

Our. 3.1 Qur. 3.2

Cronka 4:

e MH3bepere MACTO 3a MocTaBsiHe Ha MHXKEKIMATA B 00JIacTTa Ha KopeMa Wiu Oesipata U ro
MOYMCTETE C TAMIIOH, HAMOEH ChC CIUPT. He oKoCBalTe TOBA MACTO NMPEAH J1a MOCTABHUTE
HHXKeKLMATa (Moss BukTe durypa 4.1 u 4.2).

®ur. 4.1 Dur. 4.2

Crpnka S:

e Msapprnakite 3ammTHaTa Kanayka Ha uriara Hanpend. [IpoBepere nanu 3pures
WHMKATOpP € CHUH, KAaKTO € NMOKa3aHo ChC cTpesikaTa Ha ¢urypa S.1.
e CnpuHLOBKaTa cera e roTopa 3a ynorpeoa.
Buanmanne: Kanauero Ha urnara He TpsbBa j1a ce ciara oOpaTHo, 3a aa ce u3berH
MexaHu3Ma 3a Oe3onacHocCT o norpeiuka. Kanaukara, mokpuBauia uriiata He Tps
JOKOCBaHa Mpeau UHXKeKuuUATa (Mo, BHkTe purypa 5.2). Bcekn HaTUCK BBpPXY
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aoBeze 10 OokMpaHe Ha MeXaHW3Ma 3a 0€30MacHOCT M J1a HamnpaBH MrJjiaTa HeroHa. B To3u ciyyau
HAMA Jia HAMEPHTE CUHATA WHAMKALMA Ha TUCILIes.

LD

N

51

@ur. 5.1 ®Dur. 5.2

Crbnka 6:

e (C nBa nmpbCTa CTUCHETE KOXKATa B 'bHKA B 00J1aCTTa, KOATO CTE JA€3MH(MEKLMPAIIH B CTHITKa
4.

e Bsemere cnpuHIIOBKATa B Ipyrara CH pbKa, KakTo € 1MoKa3aHo Ha ¢urypa 6.1.

e [IpoOwmiiTe KOXKHaTa I'bHKA MO MOYTH IPaB bI'bjl 6€3 Koie0aHHe U ¢ €JHO HEMPEKbCHATO
ABW>KeHUE. Bkapaire uriara B KOXKHaTa rbHKa, J0KaTO NpPeANna3sHTeadT € HAl'b/IHO
npudpan! Mons, nornensere ¢urypa 6.2.

Qur. 6.1 Q@ur. 6.2

e [loaabpxaiiTe MOCTOSHHO HATUCK HAa CIIPMHLIOBKATa KbM Ko)kaTa. B cpioTO
HaTUCHeTE OyTasloTO Ha CIPUHLIOBKATA, JOKATO LifJ1aTa TEYHOCT C€ HHIKEKT a e
(BrKTE hurypa 6.3). 'Y
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Qur. 6.3

Crenka 7:

e (Cnen MHXXEKTHUpPaHe, CHHUAT HHAMKATOP L€ U34e3HE OT AUCILIES, TOTBHPKIABAHKH, Ye
3aLMTHUAT MEXaHU3BM € aBTOMAaTHYHO 3aKmoveH. [IpeanasurensT Ha HriaTa € akTUBHPaH
M 3allliTaBa OT HapaHsABaHe (BWxTe durypa 7).

®wur. 7.

e [IpuTHCHETE TaMINOH Ha MACTOTO HAa MHXKEKTHpaHe, I0KaTO KbpBeHeTo crpe. He Thpkaiire,
3a J1a u30er’ere pa3apa3sHeHUs Ha MACTOTO Ha MHXKEKTHPAHE.

e CnpuHLOBKAaTa U UryaTa TpAOBa Ja ce U3XBbPJIAT B KOHTEHHED 3a OCTPH I1p
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