JIMCTOBKA: HH®OPMAILIUSA 3A TIOTPEBUTEJIA X 22 y S
[

JleBakT 2,5 mg/ml npax 3a KOHUEHTPAT 32 HH(Y3HOHEH pPa3TBOP _
Levact 2,5 mg/ml powder for concentrate for solution for infusion~ E720J 13 -06- 2005
6ennamycTrHOB xuapoxiopua (bendamustine hydrochloride)

[IpouereTe BHHMATEJHO NAJIATA JHCTOBKA, NPEIAH 1A 3aN04HeTe Aa H3M0/13BaTe TOBA JIeKapCcTBO,
ThHl KATO TS ChAbPKAa BaxHa 3a Bac nndopmanus.

e 3anasere Ta3u JUCTOBKA. Modxke J1a ce Hajl0KH J1a sl IpOYeTeTe OTHOBO.

¢ AKO MMATe HAKAKBU JOMbJIHUTENHH BBIPOCH, NonuTaiTe Bawms nekap uiu papmauesT.

e ToBa JieKapcTBO € NpeanucaHo JuuHo Ha Bac. He ro npeotcTbnpaiite Ha Apyru Xopa. To Moxe na
UM HaBPE/H, HE3aBMCHMO OT TOBA, Y€ TeXHNUTE CUMIITOMH ca CbliMTe KaTo Baiuure.

o  AKO HAKOS OT HEXKEJaHUTE JIEKAPCTBEHH PeaKLMK CTaHe CeprHO3Ha WK 3a0enexnTe JpyrH,
HEONMHMCAHM B Ta3M JIMCTOBKA HEXKENIAHH peakLuui, MoJia yBeaoMeTe Bawuus jiekap uiu (papMauesT.

KakBo ¢baAbpiKa Ta3H JHCTOBKA:

KakBo npeacrasnsBa JIeBakT M 3a KaKBO Ce W3M0JI3Ba
Kakeo Tpsa0Ba na 3HaeTe npeau Aa usnonssare JleBakT

Kak na u3nonspare JleBakt

Bb3MOXKHHM HEXKEJIAaHH peaKkLHH

Kak na cbxpaHsasare JleBakr

CbAbpKaHHE Ha OMaKOBKaTa M A0MbIHUTEIHA HHOpMALKS

AL e e e =

1. KAKBO IIPEACTABJISIBA JIEBAKT U 3A KAKBO CE HU3IIOJI3BA

JleBaKT € JIeKapcTBO, KOETO CE W3I0JI3Ba 3a JIeYeHHe Ha ONpe/e/IeHH BUAOBE PaK (LIMTOTOKCHYHO
JIeKapCcTBO).

JleBaKT ce M3MO/3Ba CAaMOCTOSTENHO (MOHOTEpAnKs) WIK B KOMOWHALMS C IPYTH JIEKapCTBa 3a JICYEHHE

Ha cieaHuTe (GOpPMH pak:

- XpOHHYHA JTUM(OLIMTHA IEBKEMHS, KOrato KoMOMHHpaHaTa XHMHOTEpanHs C dbnynapabuH He €
noaxoasina 3a Bac;

- HEXOUKHHOBH JIMM(POMH, KOMTO He ¢a WJIK CaMO 3a KpaTKO ca Ce MOBJIMAIH OT MPEAXOHO JICHEHHE
¢ pUTYKCHUMaO;

- MHOYKECTBEH MHMEJIOM, KOFaTO JICUEHHETO, ChAbPIKALIO TATHAOMU WK 60pTe30MHO, He e
noaxoasaLo 3a Bac.

2. KAKBO TPSIBBA J1A 3HAETE ITPEJIU JA U3ITIOJI3BBATE JIEBAKT

He n3nonssaiite JleBakT

- aKo CTe aJlepru4Hi KbM OEHIaMyCTHHOB XH/IPOXJIOPH/ HIIH KbM HAKOS OT OCTaHAJIIMTE ChCTABKH Ha
TOBA JIEKAPCTBO (M30pOEHM B TOUKA 0);

- I0KATO KbPMHTE, aKO 10 BpEME Ha KbpMeHe € HeoOxoaumo neverue ¢ JleBakt, Bue TpsabBa 1a
peyCTaHOBUTE KbPMEHETO (BHIKTE Mpe/ynpekI1eHH H NPpEAnasHi MEPKH NpH KbpMEHE);

- aKO MMaTe TeXKKa YepHoaApoOHa aucdyHkums (yBpexkaaHe Ha QyHKUHOHATHHTE KJIETKH Ha YepHHS
1pod);

- aKO MMaTe NMOKb/ITABAHE HA KOJKaTa WiH GS10TO Ha OYMTe, MPUYHHEHO OT YePHOAPOOHH WK
KPBbBHH MPOOIEMH (KBATEHHLIA),

- aKO MMAaTe CEPHO3HO pa3cTpoeHa PyHKLMA Ha KOCTHHSA MO3bK (MOTUCKAHE HA KOCTHHS MOB'!:-K) H
CepUO3HH MPOMEHH B Opos Ha GestuTe KPbBHHU KIETKH U TPOMOOLIMTHTE B KPBBTA; .\

- aKO CTe MPEeTbPIENH CEPHO3HH XHPYPrudecky ornepauuu no-maiko ot 30 nmd’,:ﬁpenu 3AMOYBAHE HA
JIeYEHHUETO; S :

- aKo umare MH(eKLHUsA, 0coOOeHO Takapa, NpUApYKeHa OT HamasBaHe Ha 6p & Hﬂ.‘ ﬁenm“e l{p’bBHH
KJIETKH (JIEBKOLIMTONEHHUS ),



- B ChUETAHHE C BAKCHMHH CpeLly »XbNTa TPCCKa.

IIpeanynpexnaenns H NpeANa3HH MEPKH

I'oBopete ¢ Bawusa niekap Uy (pJapManesT, pean Aa U3NoA3BaTe JlepaxT.

- B C/Ty4ail Ha HaMaNeHa CMocOOHOCT HA KOCTHHA MO3BK 1 NOAMEHA kpeBHMTE KiIeTkd. Tpabsa na
ce wacieaBare 3a 6poa Ha Ger KpbBHA KIETKH M TPOMOOLIMTH B KPBBTA MPEIH 3arOUBAHE Ha
nevenne ¢ JlepakT, NpefH BCEKH Cie/IBalll Kype Ha JIEYCHHE W B HHTEPBATIMTE MEXIY neuebHUTE
Kypcose.

- B CJTyuaii Ha MHGEKLMH. AKO HMaTe NPU3HALM Ha nHexuus, BITIOYHTENTHO TPECKA HUITH
6enoapobHH CHMNTOMM, TPAOBA 1a ce CBbPHKETE C Bawuns nexap.

- BBE BCEKM MOMEHT 110 BpEME Ha IEYEHHMETO WK Cliefl Hero chobluere He3abGaBHO Ha Bawus yekap,
ako 3aGenexuTe Wi Apyr Yosek 3abenexy npy Bac: 3ary6a Ha naMeTTa, 3aTpyHCHUA B
MHC/IEHETO, 3aTPY/AHEHO XOJICHe WK 3ary0a Ha 3peHHe — Te3H NPU3HALM € BH3MOXKHO 1A cC OBJKAT
Ha MHOTO PA/IKa, HO CEPHO3Ha MO3bYHA HH(EKLHA, KOSTO MOXKeE ia 6eae daTanHa (NporpecuBHa
MyaTHOKaIHA JeBKOSHLIEpanonaTHs HiH MMUT).

- B cJTy4all Ha KOXXHH PEaKLHH M0 BpeMe Ha JICHEHHETO ¢ JlepaxT. TexecTTa Ha KOXXHHTE pPEaKLHH
MOJKE [1a CE 3aCHIH.

- cbpyeTe ce ¢ Balys nekap, ako 3aenexHTe CoMHUTENIHH NPOMEHH 110 KOXKATa, Thi KaTO MOXE
N2 HiMa MIOBHILEH PHCK OT OTIpeae/eHH THIIOBE pak Ha KoxaTa (HEMEJaHOMCH KOXeH KapLHHOM)
npu ynotpebara Ha TOBA JIEKapCTBO.

- B cityualt Ha GoNe3HEeH YepBEH MK MOpaB 0OPHB, KOHTO ce pa3NpOCTPaHsEBa U MOABa Ha MEXYpH
WM APYTH YBPEKAGHHNA 10 IMrasuLmTe (Hamp. ycTa H YCTHH), 0CO6EHO aKko NMPEAH TOBA CT€
MMail YYBCTBUTENHOCT KbM CBET/IHHA, vH(EeKLMY Ha AUXATEeTHATa CHCTEMA (Hanp. OpOHXHT)
v/MNTH TeMIeparypa.

- B CJTyYau Ha CHUIECTBYBALLO CBPAEUHO 3abonaBane (HanpuMep uH(papkT, 60JIKa B rbPONTE,
3HAYUTEITHO HapyllieH ChbPAECHEH PUTHM).

- B cTyvaid, e yceTnTe Gonika B Xb160Ka, 3a0eekHTe KpbB B ypHHATA WIH HAMATICHO KOJIMYECTBO
ypuHa. Korato 3a00/11BaHETO € MHOT'O TEXKO, OPraHH3MBT MOXKE fa HE & B CbCTOAAHUE A@ OTCTPaHH
RCHYKH OTNAAHH NPOAYKTH OT YMHpALIHTe PaKOBH KiieTkH. ToBa ce Hapuya TyMOp-JIH3UC CHEAPOM
¥ MOXe Aa NpHurHK 6bOpeuHa HeLOCTATHUHOCT U CHPACHHH npoGieMH B paMKHTE Ha 48 yaca OT
npuiaraHe Ha ITbpsara f03a JlesakT. BaimaT iexap MOXe J1a NPOBEPH AATH CTe JOCTATBYHO
OBOZHEHH W fa By HazHa4uM ApyTH NEKApCTBa 3a NPEAOTBPATABAHETO My.

- B cilydali Ha TEKKH ATieprUiHy peakUuy WIH peakUy Ha CBPBbXHYBCTBHTEIHOCT. Cnen mbpBHA
nevyebeH LMK TpAbBa Aa OObpHETe BHUMaHHe HA PEAKIMUTE KbM BAHBAHHATA.

Jlpyru nexapcrea B JlesakT
Undopmupaiire Baiuua sexap wiv ¢apmaLesT, aKo NPHEMATE, HaCKOPO CT¢ npyMeMaIi WK MOXe [a
npueMare Apyru JieKapCTaa. ‘ |

Ako JIeRakT ce H3Non3Ba B KOMOWHALKA ¢ ApYTH ISKApCTBa, KOWTO NMOTHCKAT o0pa3yBaHeTO Ha KPbB B
KOCTHUA MO3BK, eDEKTHT BbPXY KOCTHHMS MO3BK MOXE Na CC 3aCH/IM.

Axo JIeBaKT ce H3MOMN3Ba B KOMOHHALMS C 1IEKapCTBa, KOMUTO IPOMEHAT UMYHHHA OTTOBOP, TO3H edeKT
MOXKe 1A C€ 3aCHAM.

LIMTOCTATHUHHUTE JIE€KapCcTBa MOTaT 1a HAMaJIAT e(eKTHBHOCTTA HA BAKCUHAUMATA C XXHBH BUPYCH. OcseH
TOBA LUTOCTATHYHHTE JICKAPCTBA YBEIMYaBaT PHCKa OT HH(EKLIMA C/IeJl BAKCHHALMA C XKUBH BaKCHHH
(HanpuMep BaKCHHALUA NPOTHB BUPYCHH 3a00NABaHUA).

BpemeHHOCT, KbpMEHE H GePTHIATET
Ako cTe 6peMeHHa WIH KbPMHTE, CMATATE, Y€ MOXKE Na CTe GpeMeHHa WK IUTaHupaTe OpeMeHHOCT,
nocppeTRaliTe ce ¢ Bauns nekap WiH GapMaLesT NpeiH ynoTpedaTa Ha TOBa JIEKapCTBO.
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mandopmaumu. He TpaGea aa n3non3ssare JleBakt no speme Ha OpeMEHHOCT, OC
KaTEropHUYHO Ha3HauyeHo oT Bauiug nekap. AKO ce JeKyBaTe,



OTHOCHO PHCKa OT NOTEHLHATHH HeXKeNaHH eeKTH OT JISUSHHETO BbPXY HEPOAEHOTO AETE, KaTO Ce
NPenopbYBa H reHETHYHA KOHCYJITALHA.

AKO CTe XKEHA B JSeTepOaHa BB3pacT, IPeAH U No BpeMe Ha JieueHuero ¢ Jlesakr Tpabpa ga H3NoN3BaTe
e(eKTHBEH MIPOTHBO3a4aTh4YeH MeTod. AKO 3abpeMeHeeTe no BpeMe Ha JieueHHe ¢ JIeBakT, TpsOBa
He3abaBHO na HHOopMmupaTe Bamua nekap ¥ 1a HanpaBMTe reHETHYHA KOHCYTTALMS.

Kbpmene

JleBakT He TpAOBA Na ce npwiiara Mo BpeMe Ha KbPMEHE. AKO NO BpeMe Ha KbPMeHe Ce Hajlara JieueHHe C
JleBakT, TpaOBa Na CIIPETE KbPMEHETO.

[ToceeerBaliTe ce ¢ Bamusa nekap unu gpapMaleBT npeau ynorpedara Ha KOETO U Aa € JeKapCTBO.

OepTUAHTET

[TpenopwuBa ce nekyBaHuTe ¢ JIeBakT MbaKe [1a He CTaBaT Dalll Mo BpeMe Ha NEUEeHHeTO H 10 6 Mecela
cnen tosa. Ilpean 3anoysaHe Ha eyeHHeTo TpAOBA Aa NOTHPCHTE CHBET OTHOCHO CHXPAHEHHETO Ha
CnepMa fopajl BEPOATHOCTTa OT NOCTOAHHO Oe3ruioaue.

AKo cTe MBXK, Tpsa6Ba na n3bareare Aa craBate Gallla Mo BpeMe Ha JieveHHe ¢ JleBakT 1 fo 6 Meceua cien
NPEKPATABAHETO MY. CHILECTBYBA PUCK JIeYeHHETO ¢ JIeBaKT Aa npuyuuHM Oe3mnonue u € nodpe Aa
NOTBHPCHTE CHBET OTHOCHO KOHCEPBHpaHe Ha CliepMa ITpeAM 3anoyBaHe Ha JCHCHHUETO.,

Illopupane n pabora ¢ MAMHHEH

JleBakT noBAMABA B 3HAYMTETHA CTENESH CrMocoOHOCTTA 3a IWodupaHe H pabora ¢ MamuHH. He

wodupaiite U He H3NMON3BalTe HHKAKBH UHCTPYMEHTH WIH MAIUHHH, AKO U3ITUTATE HEXENIaHH PeakLMK
KaTo 3aMaHBaHe WIH JIUIICA HA KOOpAHHALHA.

3. KAK JA H3ITOJI3BATE JEBAKT

BuHary u3non3saiTe ToBa JIEKapCTBO TOYHO KakTO BH € Kazan Bawuar nekap win gapMauesT. AKO He
CTe CUTYPHH B HELUO, nonuTaiTe Baluus nekap uiu gapMaliesnT.

JleBakT ce BbBEXAa BHB BeHa B npoab/keHue Ha 30-60 MUHYTH B pa3IHYHU JO3H, CAMOCTOSTENHO
(MOHOTEpanus) WK B KOMOYMHALKA ¢ ApYTH JIEKapCTBa.

Jleuenueto He TpsadBa Aa ce 3anmo4Ba, ako OposAT Ha GenuTe KPBBHH KJIETKH (JIEBKOLIUTH) W/ WK OposT Ha
TPOMOOLIUTHTE B KPHBTA € CMafHaj Noj ONpeAcaeHH HHBA.

BamusaT nekap peaoBHO L€ M3CNEABA TE3H NOKA3aTENH.

XpoHHYHA JEMPOUHTHA JIEBKEMHUH

100 mg JleBakT Ha KBaJlpaTeéH METHP TEJICCHA MOBBPXHOCT (Bb3 OCHOBA HagHH | + 2
Ha pBCTa M TENECHOTO TEMNIO)

[TosTOpeTE UMKBAA caeld 4 ceaMuLM 00 6 MbTH

HexouxnHOBH JHMPOMH

120 mg JleBakT Ha KBaapaTeH METHLP TENECHA MOBBPXHOCT (B3 OCHOBA Ha aHM | + 2
Ha PBCTa W TEJIECHOTO TEr0)

[loeTOpeTe uMKBbAA ciea 3 ceAMULM HaH-Manko 6 MbTH

MRoOXecTBeH MHEJIOM

120-150 mg JlepakT Ha KBaaApaTeH METbpP TelECHA MOBBPXHOCT (BB3
OCHOBA Ha PBCTA H TENECHOTO TEIJIO)

60 mg NpeAHN30H Ha KBAAPATECH MECTHP TENECHA MOBbPXHOCT (Bb3
OCHOBA Ha PBCTA U TENECHOTO TErJI0) HHXCKLMOHHO HIH MEPOPAIHO

[ToBTOpeTe LUKBIA ¢ciiea 4 CEAMULIM HaH-Malko 3 MbTU




Jleyenunero TpabBa Oa ce MpeKkpaTH, ako 6poaT Ha OeNUTe KPBBHH KNeTKY (JIEBKOLIMTH) W/ WIH

TPOMOOLIUTHTE € criaJHan 40 OnpeaeneHH HuBa. To MOXKe Aa ce NMPOILJIKH, ciel KaTo Opoar Ha benute
KPbBHH KJICTKH CE NOBHLIIH,

HapyueHna yeproapobra win 6s6peuHa QyHkLUg

B 3aBucuMOCT OT CTENEHTa Ha yBpEXXAaHe Ha YyepHOApoOHaTa QYHKIHS, MOXKE Aa C€ HAIOKHM KOPEKLIMS
Ha go3ara (¢ 30% B cny4aii Ha ymepeHa yepHoapoOHa aucynkuua). B cnydait na yspeaeHa 6n0peuna
GYHKLKA, KOPEKLIMS Ha A03aTa He ¢ HeoOxoauMa. Bawnar mekysalll iekap Lle pely JalnH ce Hajlara
KOpPEKLIMA Ha 103aTa.

Kak ce npuiara

Jleuennero ¢ JlepakT TpsabBa Aa ce npeanpHeMa eJUHCTBEHO OT JIEKapH ¢ ONUT B JICUEHHETO HA TYMOPH.
BawusaTr nekap we HasHayH TOYHATA A03a JIeBakT W Hie npeanpueMe HeoOXOAMMHTE Npeana3Hi MEPKH.
BawusaT nexysau nexap e IpHaoKH HHPY3IHOHHHS pa3TBOp Cled NPUIOTBAHETO MY CBI1aCHO
yKa3aHuATa. PasTBOPBT ce rnpuilara BbB BeHa KaTo KPaTKOTPaiiHO BIHBAHE C MPOIBIDKHTENIHOCT

30-60 muHyTH.

[poab/okHTENHOCT Ha yrnoTpeba
Hsma 06110 NpaBHAO OTHOCHO CPOKa Ha NeueHue ¢ JIeBaKT. IIpoALDKHTENHOCTTa HA IEYSHHETO 3aBUCH
OT 3a00NABaHETO M [MOBJIUABAHETO OT JICUESHHETO.

AKO MMaTe MPUTECHEHHS WIH BBIPOCH OTHOCHO JieueHueTo ¢ JleBakT, Mons nonuraire Bamusa nekap
WIH MEJIWLIMHCKA cecTpa.

AKO CcTe NPONYCHAJIH Ja H3NoA3BaTe JleBaKT

AKo cTe npommycHanu ao3a Jlepakt, Bamuar nekap 64 tpabeano aa npoab/ku 0OM4aiHaTa cxema Ha
NpHJAraHe.

AKo cTe cnpens ynorpebara Ha JlepakTt
BallMaT neKyBall JeKap wie NpeLeHy Janu a MpeKkpaTH JIEUEHHETO WM [a [TPpEMHHE KbM TakoBa C ApYT

MPOIYKT.

AKO ¥MaTe HAKAKBH JOMBIHUTENHH BBIIPOCH, CBBP3aHH ¢ yroTpebaTa Ha TO3M NPOAYKT, MOAA
nonyTalite Bawus nekap WM ¢apMaLeBT.

4. Bb3IMOXHHM HEXEJAHHU PEAKIIUHA
KaxTo BCHUKH AeKapcTBa, JIeBakT Moxe Aa NpeAH3BHKA HEXXE/TaHW peakLMH, BRIPECKH Y€ HE BCEKH '
nony4asa. Hakon ot HabmonaBaHuTe eekTH, H3OPOeHH N0-J0Ty, MOraT Aa Ce MOMy4aT Clel

H3CNeIBaHUA, HanpaBeHH OT Baluus Aekap.

l'[pu OLICHKATA Ha HEeXXEJaHUTEe pCaKUHUH €A U3INOA3BAHH CICAHUTE OINPEACICHHS 34 4CCTOTAa.

Muoro yecTy 3acarat noeeve ot | Ha 10 nauueHTH

YecTH sacarat | o 10 na 100 naupesTH

Heuectu sacqarat | mo 10 na 1 000 naunreHTH

Penxu sacsarar 1 o 10 Ha 10 000 naueHTH

MHoro pesku 3acaraT no-mManko ot 1 Ha 10 000 nauveHTH B

C HEeH3BECTHA YeCcTOTa | OT HAJTMYHHTE JaHHH He MOXE Aa Obe HanpaBeHa OLEeH . ST ORT

Cnen ustHuaxe Ha JleBakT B ThKaHTa U3BBbH KPbBOHOCHHTE ChA0BE (M3BBHCBJOBO

HaGoaBaT TEKAHHO YBPExKIaHe (HEKpo3a). Y CELIAHETO 32 NapeHe B MACTOTO Ha |
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HHy3HOHHATA HI1a MOXke Aa ObJe MPU3HAK 3a M3THYaHE H3BBH KPhBOHOCHHTE ChAOBE. [TocneACTBHETO
OT TOBa Moxke 1a Obae 60ka y 6aBHO 3apacTBalld KOXHH Je(eKTH.

Hexenanara peakuus kpM JleBakT, KOSTO OrpaHHYaBa [03aTa, € HapylieHaTa GyHKIHA HA KOCTHHUA
MO3BK, KOATO OOHKHOBEHO ¢ HOPMAaAH3Hpa ciel NeueHHeTo. [ToTHCcHaTaTa PYHKUHA HA KOCTHHA MO3BK
Make Ja J0BEeAE 00 HHCBK Opol KpbBHU KIETKH, KOETO OT CBOSI CTpaHA MOXKE A YBEJIHYM PHCKA OT
HH(EKLHA, AHEMHUA WK NOBHLIEH PHCK OT KbPBEHE.

Muoro 4ecrTn;

» Hucbk 6poii 6enu KpBBHH e Hudexunn ¢ [loBuieHO HUBO Ha
KJIETKH (KIETKHTE BbB o [lo3uBH 3a noppbLIAHE KpeaTHHHH (XUMHYECKU
Bawara kpbB, 6opemn ce ¢ (rapeHe) OTHAaAeH NMpOAYKT, KOUTO ce
Bonecture) e [lospbiuane MpOU3BEXKJa OT MyCKYIUTE
e (CnaaaHe Ha YEPBEHHA ¢ BrninaieHue Ha JIMraBULIMTE Bu)s KPBBTa
MIMFMEHT B KPLBTA e Tnasobonue ¢ [loBuieHO HUBO Ha yped
(xemornoOuH: 6enTeK B (XMMHYECKH OTTIaAEH
YyepBEHHUTE KPBBHH KJIETKH, NMPOAYKT) B KPbBTA
KOMTO HOCH KHCIIOPOJ U3 e Tpecka
TAJIOTO) ¢ OTnagHaloCT

¢ Hucwk Opoit TpoMboruT
(6e3LBETHH KPBEBHH KIIETKH,
KOWTO cnOMarar 3a
CHCHUPBAHETO Ha KPHBTA)

YecTH:
¢ KubpseHe (KpbBOK3NHB) * Hucku HMBa Ha Kanui B e Koconag
Hapyuwienue Ha meTtabonuama, KpPbBTa (eJleMeHT, KOHTO € ¢ KOXHM HIMEHEHHA
NPHYHHEHO OT HEOOXOHM 32 ¢ [IpomycHara MeHCTpyauus
0cB0OOKIABAHETO B KPBBTA Ha (bYHKLUHMOHHPAHETO Ha (ameHOpes)
CbABLPKAHHETO Ha YMHPALLUTE HEPBHUTE H MYCKYJIHHTE e Eonxa
PAKOBU KJIETKH KIIETKH, BKIIIOYHTENHO U TEBH ¢ BeschHue
e CnapaHe B 6pos Ha Ha CbpLETO) e CTyZeHH TPBIKH
YepBEeHHTE KPbBHHU KneTkd, ¢ Hapywena gynkuus e OGe3BoaHABAKE
KOETO MOXKe Ja HaNnpasH (auchyHKUHA) HA CBPLETO
KokaTa Onena ¥ aa npuuvHM @ HapylieH chpaeyeH pursM ® 3amaiHocT
cnabocT Uy 3anyx (aHeMus) (apuTMuA) * Cupbaw obpus (ypTHkapus)
¢ Hucok 6poii HeyTpopunu ¢ HuCKO UK BHCOKO KPBBHO
(6enr KpBBHHU KNETKH OT 0011 HansgraHe (XUrnoToHUA Uu
THI, BaXXHH B GopbaTa ¢ XHINEPTOHHA)
HMH}eKLHHTE) ¢ Hapywena 6enoapobHa
e Peakuuu Ha (hyHKUUS
CBPBXYYBCTBHTEIHOCT, Hunapus
HapHMEp anepruyHo 3anex

BB3MAJICHHE Ha KOXKaTa
(aepMaTHT), KONMPHUBHA
TpecKka (YpTHKapHAa)

¢ [loBumapaHe Ha
YepHOAPOOHHTE EH3UMH
AST/ALT (koero Moxe na
03Ha4aBa Bb3MANCHUE WK
yBpeXIaHe Ha KIIETKUTE B
yepHus apob)

¢ [losuwapaHe Ha €H3UMA
ankanxa ¢ocarasa (eH3uUM,
NPOH3BEXIaH NPeAUMHO B
yepHua apob H KocTUTE)

JA3Bu B ycTara (CTOMATHT)
Jlunca Ha aneTUT




¢ JloBHIIABAHE HA KIDBYHHA

MUCMEHT (BELIECTRO,
NPOU3BEIKAAHO OT
HOpMAaJIHUA pa3naj] Ha
YEpPBEHHUTE KPBbBHU KJIETKH)

Heueern:

CuOupaHe Ha TEYHOCT B
cbpaeuHaTa Topbuska (M3NHB
Ha TEYHOCT B NEPHKAPIHOTO
MpOCTPaHCTBO)
HeedeKTHBHO NpOHU3BOLCTEO
Ha KPBbBHHU KJIETKH B KOCTHUA
MO3BK (I'bOECT MaTepHan B
KocTHTE BH, KbAETO ce
POU3BEKIAT KPBBHH
KJIETKH)

OcTpa neBkeMus

CopaeueH ynap, 6onka B
rbpAuTe (MHOKapIeH
MH(ApKT)

CobpaeyHa HEOOCTaTbYHOCT

Peakn:

e MHnudekuus Ha KppBTa
(cencuc)

e TexXKH anepruiHu
peakuyH Ha
CBPBLXYYBCTBHTENHOCT
(anapuIaKTHYHH
peaKkLHH)

¢ HamansapaHe Ha
(OYHKUMATA Ha KOCTHWA
MO3BK, KOETO MOXe a
Bu Hakapa a He ce
yyBCTBaTe A00pe 1 Ja ce
oTpa3u Ha Baiure
KPBbBHH TECTOBE

MHoro peakn:

[TLpBHYHO GTHIIMYHO
Bh3NaJICHHE Ha Oenure
apoboBe (MHEBMOHMA)
PazpywiaBaHe Ha YepBEHUTE
KPbBHH KJIECTKH

bbp3o cnagaHe Ha KPLBHOTO
HaJiAraHe, MOHAKOra ¢ KOXKHH
peaKuUHH WK OOpHB
(anadunaKTHYEH LUOK)
Hapymeno yceuase 3a BKyc
[IpomeHeHH ycelaHus
(mapecresua)

OO6Lo HEPa3NONOKEHUE U
Oonka B KpaliHULMTE
(nepudepHa HeBpoONaTUs)

[Ipyuznauu, noaodOHHU Ha
aHaKNaKTHYHU peakLuu
(aHapUNaKTOMAHHU PeaKkLMUH)
CBHINBOCT

3ary6a Ha rnac (adoHuA)
OcThp LHPKYNATOPEH Konarc
(cpuB Ha KPpBBOOOPALNECHHETO
MPEeAUMHO OT ChpACUEH
MPOU3X0A ¢ HEBB3MOXKHOCT
3a NOAAbLPXKAHE Ha
CHaOABAHETO ¢ KUCIOPOA H
APYTd XpaHUTETHM BELLECTBA
[0 TbKAHWTE H OTCTPAHABAHE
HA TOKCHHHTE)

Hapyinenus na HepBHaTa
CUCTEMA

JInnca Ha KoOpAHHAUUA
(aTakcua)

Bb3naneHHe Ha MO3bKa
(eHuedanur)

[loBuiLieHa cppacUHA
YyecToTa (TaXHKapAKA)

3auepBaBaHE Ha KOXKaTa
(epuTem)

Bp3naneHue Ha koxarta
(nepMaTHT)

Copbex

Koxen obpus (MakynoseH
eK3aHTEM)

[IpekoMepHO H3INOTABaHE
(xunepxuaposa)

Bp3naneHue Ha BEeHHTE
(dnebur)

O6pasyBaHe Ha TbKaH B
Genure aApoboee (pubposa
Ha 6envre Apobose)
[Tprapy»eHo ¢ KbpBeHE
Bb3MaleHHe Ha
XpaHonpoBOJa
(xemoparuueH eaocbarm)
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¢ (CepHO3HO CBCTOAHHE, KOETO
BOAM A0 OIOKHpaHe Ha
CreLU(HYHH PELICTITOPH B
HEepBHATA CHCTEMA

C HeH3BECTHA YeCcTOoTA:

¢ UepHoapobua
HEAOCTATBYHOCT

e b1ubpeuna
HEeIOCTATBYHOCT

¢ HepaBHOMepeH H uecTO
MBTU YCKOPEH MMyJIC
(npeackpAHO MBKACHE)

e boje3HeH yepBeH UM
Mopas obpuB, KOBTO ce

pa3npocTpaHaABa H
MEXYPH H/WIH MoABa Ha

APYTH YBpPE)XXAaHHA Ha
JdrasuuuTe (Hamnp. ycra
W YCTHH), 0CobeHo ako
nNpeay TOBa CTE HMATH
YYBCTBHTEJIHOCT KbM
CBETJIUHA, HHPEKUUH Ha
AWXaTeNHaTa CHCTeMa
(vanp. OpoHXHT) Winm
BMCOKa TEMIIEPaTypa.

¢ JlekapcTeeHd oOpuB npH
KOMOMHHPAHO JIe4eHHe C
pUTYKCUMAab

¢ [lHeBMOHUT

KpbBownznue ot Genure
apobose

e [IpekomepHo
YPHHHpaHe,
BKJIKOYHTENHO Mpe3
HOLUTA H MpEKOMepHa
JKaxKna A0pH Chell MAEHE
Ha TEYHOCTH
(HedporeHeH Oe3BKyceH
auaber)

NMa crobuieHus 3a tymopu (MHENOAMCIIIACTHYEH CHHAPOM, OCTpa MHEJIOHAHA eskemus (AML),
OpoHxuHalieH KapUMHOM) ciies iedenHe ¢ JlerakT. He Moxe aa ce onpefenu Aany € HANKLE KATErOpHYHA
Bpb3Ka ¢ JleBakT.

Cebpxete ce ¢ Baua sexap win He3aGaBHO NOTHpceTe MEAULMHCKA MOMOILL, aKO 3a0e/IeXKUTE HAKOH OT
CIeAHUTE HEXENIAaHH PEaKLWH (C HEU3BECTHA YECTOTa):

Cepro3HH KOXHH peakLHH, BKIIIOMHTEIHO CHHAPOM Ha CTHBBHC-IDKOHCHH H TOKCHYHA eNHAEpMalIHa
HeKpoM3a, Te MOraT 21a ¢e NOABAT KaTo YepBEHHKABH NeTHA ¢ GopMaTa Ha MULLIEHA WY KPBIVIH METHa,
YECTO C LICHTPAJTHO PasroNnoKeH Mexyp, HeneHe Ha koxkaTta, 3BU B YCTATa, I'bPJIOTO, HOCA, TEHHTAJIHHTE
W OU4HTE, KATO YECTO MOTraT Aa ObAaT NpealecTBaHH OT TEMMEpPATYpa rpunono,uoﬁ%rcnmmquﬂ
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Llinpoko pasnpocTpaHeH OOpHB, BUCOKA TeNecHa TeMIepaTypa, YBelHueHH numd ‘ ’
ApYTH OpraHu Ha Tanoto (JlekapcTBeHa peakuus ¢ 03HHODHANA W CUCTEMHH CHYTIFOM ,\mﬂéema C'BLIJ;D
kato DRESS WM CHHApPOM Ha JlekapcTBeHa CBPBXYYBCTBHTENHOCT). AR,
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AKO HAKOA OT HEXENAHHTE JIEKAPCTBEHH PEAKLIUH CTaHE CEPHO3HA WITH 3a6eNeKHTe APYTH, HEOTTHCAHH B
Ta3H JIICTOBKA HeXE/IAHH PeakLMH, MO yBeaoMmeTe Bawns nexap.

CrolmapaHe HA HeXeJIAHA PeaKIHH

AKO NOTyYHTe HAKAKBH HEXKENAHH JIEKAPCTBEHH PCaKUMH, yBegoMere Bammus nekap, (papMaLEeBT WIH
MCIHMLHMHCKa CeCTpa. ToBa BKNOUBA BCHYKH BH3MOXKHH HEOTIHCAHH B Ta3M JIMCTOBKA HEXKE/IAHH PEaKIIiy.
MoskeTe Cbio Aa ChOOGLIMTE HEMENAaHH PeakLUH JUPEKTHO Ype3 HALIHOHAHATA CHCTEMA 33 ChobLIaBaHe:
H3nbanurenna aredums no nekapcTeara

ya. ,,JdaMsaH ['pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaift: www.bda.bg

Karo cbobiuasate Hexenann peakuyi, MoxeTe a JaZeTe CBOS MPHHOC 38 TOyYaBaHe Ha MOBeYe
HH(OPMaLUs OTHOCHO 6e30TaCHOCTTa Ha TOBA JIEKAPCTBO.

5, KAK JJA CbXPAHSIBATE JIEBAKT

Jla ce cbXpaHaBa Ha MACTO, HEJAOCTHITHO 3a JeLa.

He u3nonseafire Jlesakt cies cpoka Ha FOAHOCT, 0Tfens3aH BbpPXy €TUKETa M KAPTOHEHATA OMAKOBKA.
CpoKbT Ha FOOHOCT OTrOBapA Ha NMOCJEHHA JEH OT NMOCOYEHHUS Mecell.

Cobxpanspaiite piakoHa B KapTOHEHATa ONAaKOBKa, 3a [a C€ NMPEANa3H OT CBET/IHHA.

3abesiexkka OTHOCHO CPOKA HA TOXHOCT CJ1eJ OTBAPSAHE HJIH NPHIOTBsAHE HA pa3Teopa
HMH(py3HOHHHTE Pa3TBOPH, NPUTOTBEHH CHIIACHO YKA3AHUATA, [IOCOYEHH B Kpast Ha HACTOSLIATA
/TUCTOBKA, Ca CTAOMIHM 3a 3,5 Yaca B NONMETUNCHOBH CaKOBe Ha CTaliHa TeMnepatypa / 60%
OTHOCHTE/IHA BAQKHOCT M 38 2 AHM — B XNaAWTHUK. JIEBaKT He ChABPHA KOHCEPBAHTH. 3aToBa
pasTBOpHTE HE TpsAOBa Ja ce U3MON3BAT ClIe] TE3H CPOKOBE.

[ToTpebutenar oTroBaps 3a MOAALPIKAHETO HA ACEIITUYHU YCIOBHA.

JlexapcTsara He Tpa6Ba Aa ce H3XBBPJIAT B KAHANIM3ALMATA WIH B KOHTEHHEpa 32 JOMALIHM OTNATBLIH.
TNonwraifre Bamna gapmalesT Kak na yHHIIOKHTE HEHYKHHTE By nexapcrsa. Tesu Mepku me
CIOMOTHAT 3a Ofa3BaHe Ha OKOJIHATA Cpeaa.

6. CbABPKAHME HA OITAKOBKATA H JOITBJIHUTEJIHA HHOOPMAIIUSA

Kakpo coabpxa JleBakT

AKTHBHOTO BELLECTBO € HEHAAMYCTHHOB XHAPOXJIOPHA.

| dnakoH cbabpKa 25 mg 6eHAaMYCTHHOB XUAPOXJIOPHA
| dnakou cbabpika 100 mg GeHAaAMYCTHHOB XMAPOXJIOPH]

Cnen pastapsue 1 ml oT kOHUEHTpaTa CbAbPXKA 2,5 mg GeHAaMYCTHHOB XHAPOXJIOPHA.
Jpyrara ¢bcTaBKa € MaHHMTO.

Kak marnekaa Jlesakt u kaKkBO ¢bABpkKA ONAKOBKATA
(D1akOHH OT KaQABO CTHKIIO ¢ Kay4yKOBa 3aIylUanka ¥ afyMHHHEBa 06KAaTKa C OTCTPAHSABALLO CE Karave.
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[Tpax®T € 640 M Ha KpucTany.
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JlesakT ce npeanara B ONaKOBKH, ChABPXKALIM T AR 0N

5, 10 u 20 dnakona ¢ 25 mg GeHOaAMYCTHHOB XMAPOXJIOPHN
H
5 pnakona crxe 100 mg 6eHnaMycTHHOB XHAPOXTOPUA.



IlpuTexaren Ha pazpenieHHETO 32 YHOTpeda
pharmaand GmbH

Taborstrasse 1

1020 Vienna

ABCTpHS

IlpoussonnTen

Magnalabs EOOD

yAa. ,boraana®, Cromancku [{sop
¢. bucrpuua 1443

0611. Codus (cTonuua)

obuiuHa CronuyHa

brvarapus

JlaTa na nocineaHo onobpenne Ha ancroBkara 10/2024.

[locoueHnara no-noy uHGoOpMauM e rpeJHa3HaueHa CaMo 3a MEAHIIHHCKH CNELHATHCTH:

KakTo npH BCHUKH CXOAHU LIMTOTOKCHYHM BELIECTBA, NOPaaAHd NOTEHUHAIHNSA FeHOTOKCHYHUS U
MPHYKHSBALL pax e(eKT Ha Mpenapara ce Hallara CECTPHHCKHAT MEPCOHAN M JIEKapuTe Aa Cra3BaT
NO-CTPUKTHH NpeAna3Hy MepKu 3a OezonacHoct. [lpu paGota ¢ Jlesakt Tpabsa Aa ce H30ArBaT BAMLUBAHE
M KOHTAaKT C KOXKATa MM JIHTaBHLMTE (Ja Ce HOCAT PBKABHLIM, NPeAna3Ho 00JeK/IO H eBEHTYATHO Macka
3a avue!). Ako OBAe 3aMbpceHa HAKOA HacT OT TANOTO, BHUMATENHO A MOYHCTETE ¢ BOJA M CallyH, a
ouute npomuire ¢ 0,9% (M30TOHHUYEH) dHU3HoNOrHYeH pazteop. IIpH BE3MOXKHOCT ce npenophyea aa ce
paboTH BBPXY crelHancH obe3onacen paboTeH ot (C IaAMUHaPEH BB3AYLIEH NOTOK) ¢ abcopbupario 1
HEIPOMOKAeMO NMOKPHUTHE 3a €IHOKpaTHA yriotpeba. 3aMbpCeHHUTE TIpeIMETH NIPEACTABIABAT
UHTOCTATHYHH OTNAABLLM. Mong, cna3saiiTe HALHOHATHUTE YKA3aHHA 34 H3XBBbPJISHE Ha UMTOCTATHYEH
matepuan! bpemennu ciyxurenkn He TpaOBa aa paboT4T ¢ LMTOCTATHLIA.

['oToBUAT 3a ynoTpeOa pa3TBop TpAOBa fa ce NPHUrOTBH 4pe3 pa3TBapsHe HA ChABPXKAHKETO Ha GuIaKOH
JIeBaKT H3KIIOYHTENHO BbB BOJZ 32 MHKEKLIHH, KaKTO CJIeABa:

|. [IpyroTBsine Ha KOHLEHTpaTa

¢ Enux ¢nakon JlesakT, crappixain 25 mg 6eHOaMyCTHHOB XHAPOXJIOPU/, ITBPBO Ce pa3TBaps B
10 ml| upe3s pasknauane

e EnuH dnakoH JlepakT, ceappkai 100 mg 6eHAaMyCTHHOB XMAPOXJIOPHA, IILPBO CE€ pa3TBapd B
40 ml upe3 pasknaiane

2. [lpuroresane Ha UHPYIUOHHHUSA PA3TBOP

Lllom pasTBOp®T ce u3bHCTpH (0OHKHOREHO cnen 5-10 MuHYTH), o0Inara npenopbuyaHa Ao3a Jlesakr
He3abaBHO ce paspexaa ¢ 0,9% (M30ToOHKHYEH) PHIUONOTHYEH PA3TROP A0 JOCTHIaHE HA OKOHYATENIEH
obem ot oxono 300 ml, JlesakT He TpabBa Aa ce paspexaa ¢ Apyru HHPY3HOHHH HIIH HHDKEKLIHOHHH
pasTBopH. JleBakT He TpaOBa Ja ce cMecBa ¢ APYTH BellecTBa NPH HHPY3HATA.

3. Ipunoxenne

Pa3TBOpET ce npuiara ypes HHTpaBeHO3Ha HHGY3HUA B npoabMkeHHe Ha 30-60 MUHYTH.

(dnakoHHTe ca nNpeaHa3sHaueHH 3a eHOKpaTHa ynorpeba.

Hen3nonsBaHHUAT TeKapCTBEH NPOAYKT WIH OTNAaAbMHUTE MATEPHUATIM OT HETo TPAOBA 1A ce H3XBBPJIAT B
CHOTBETCTBHE C MECTHHUTE H3HCKBAHUA.

HeBonHo HH>KeKTHpaHe B ThKAHTA H3BbH KPBBOHOCHHTE ChOBE (€KCTpaBas3alHO HHXKEKTHPaHe) Tpa0Ba
He3abaBHO Aia ce npekpatH. Uriara Tpa6sa na ce n3Baau crnea kparka acniupauus. Chefi 1083 3ACerHaTaTa
ThKaHHa 00nacT TpaOBa aa ce oxnanu. Prkara Tpabea aa Obae noBaMrHaTa Haro .

JICYEHHE, KaTO HanpuMep ynorpeda Ha KOPTHKOCTEPOUIH, HAMA KOHKPETHA NO
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