JIMCTOBKA: HHOPOPMAIIUA 3A ITIOTPEBUTEJIA

JleBakT 2,5 mg/ml npax 3a KOHIEHTPAT 32 HHPY3HOHEH Pa3TBOP
Levact 2,5 mg/ml powder for concentrate for solution for infusion

oenaamycTuHOB Xxuapoxiopua (bendamustine hydrochloride)

[IpouereTe BHHMATEIHO NSJIATA JIHCTOBKA, NPEIH 1a 3aM04HeTe 12 H3M0/I3BaTe TOBA JIEKAPCTBO,
Thil KATO TA CHABPKA BakHa 3a Bac nndopmanus.

e 3anasere Ta3u JUCTOBKA. MOXe [a ce HAJIOKH J1a 1 MpoYeTeTe OTHOBO.
e AKO MMaTe HAKAKBH JIOITbJIHUTEIHH BBITPOCH, NonuTaiiTe Bawus nekap uwiu apmauesT.

e Toga nekapcTBO € npeanucaHo Ju4yHo Ha Bac. He ro npeorcrbnBaiite Ha pyru xopa. To moxe na
UM HaBpE/H, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMHM Ca ChLIMTE KaTo Bawuure.

o AKO HAKOS OT HEKEJIAHUTE JIEKAPCTBEHHU PEaKLMM CTaHE CEPHO3HA HITH 3a0€/IeKHUTE APYTH,
HEOMUCAHU B Ta3W JUCTOBKA HEXEJIaHHW peakliMu, MoJis yBeaoMeTe Bauius niekap win papmauesT.

KakBo ¢cbAbpKa Ta3H JIHCTOBKA:

KakBo npencrapiisia JIEBakT U 3a KaKBO C€ U3I10/13Ba

KakBo TpsOBa aa 3HaeTe npeau aa usnon3sare JleBakT

Kak na usnon3pare JleBakt .:J(?/M 0495

Bb3MOXKHH HEXEJTaHW peaKLHH

Kak na cexpansaBare JleBakr 30 -07- 2004
ChabpKaHHE Ha ONMAKOBKATa W I0MbJHUTEIHA HHpOpMaLLKs be / et

O3 e e B

1. KAKBO ITPEJACTABJISABA JIEBAKT U 3A KAKBO CE HU3I10J13BA

JleBakT € JieKapcTBO, KOETO Ce M3I10/13Ba 3a JICYHEHHE Ha OTpe/Ie/ICHH BUAOBE paK (LUTOTOKCHYHO
JIEKapCTBO).

JIeBakKT ce M3MoJI3Ba CAaMOCTOATETHO (MOHOTEparnus) WK B KOMOHWHALMA C IPYTHd JIEKapCTBa 3a JIeYeHHe

Ha cJIe/IHUTE POPMH paKk:

- XpOHHYHA JTUM(OLIUTHA JIEBKEMH, KOraTo KOMOMHHMpaHaTa XMMHOTepanus ¢ iy 1apabuH He e
noaxoasiua 3a Bac,

- HEXOYKHHOBH JIMM(POMH, KOUTO HE Ca MIIK CaMO 3a KPAaTKO ¢a Ce MOBJIMAIN OT MPEAXOAHO JIeYEeHHUE
C pPUTYKCHMAOD;

- MHOIKECTBEH MHEJIOM, KOTraTo JIEYEHUETO, ChAbPIKALLO TATUAOMHU/L WK OopTe30MHO, HE €
noaxoasio 3a Bac.

2. KAKBO TPABBA JIA 3HAETE IIPEJIN IA U3ITIOJI3BATE JIEBAKT

He u3noJ.i3Basite JleBakr
- aKO CTE€ aJIepruuyHu KbM OC€H1aMyCTHHOB XHIPOXJIOPHI HIIH KbM HAKOS OT OCTAHAJIMTE CbCTABKH HA

TOBA JIEKAPCTBO (M30pOEHH B TOUKA 6);

- IOKaTO KbPMHTE, aKO 110 BpEME Ha KbpMeHe € HeoOXxoaumMo seyeHue ¢ Jlesakt, Bue Tpabsa na
PEYCTAHOBUTE KbPMEHETO (BHXKTE NMpeaynpexJaeHUs U NPEArasHi MEPKH NPH KbpMEHe);

- aKO MUMaTe Te)KKa YepHoApoOHa aucdyHKUMA (YBpexaaHe Ha (PYHKLHOHAIHHUTE KJIETKH Ha YepHHUS
1p0o0):

- aKO MMaTe MOMKBbITABAHE HA KOXKATA WK OSJIOTO Ha OYMUTE, MPUUYMHEHO OT YEPHOAPOOHH HJIH
KPbBHH MMpo0JieMH (KbITEHHLA),

- aKO MMaTe CEPUO3HO pa3cTpoeHa QyHKLMS Ha KOCTHHUSA MO3BK (MOTHCKAHE HA KOCTHHSI MO3BK) M
CEPHO3HH NMPOMEHH B Oposi Ha GeuTe KPbBHH KJIETKH H TPOMOOLIMTHTE B KPbBTA:

- aKo CTe MPEeTbPre/Id CEPUO3HU XUPYPruyYECKH ONepaLHy rno-mMajako ot 30 qHU npeau 3ano4sBaHe Ha
JICYEHHUETO;

- ako uMaTe UHpeKLHs, 0coOeHO TakaBa, MPUAPYKEHA OT HamMalisBaHe Ha Opos Ha OeuTe KPbBHH
KJIETKU (JIEBKOLIUTOTNEHHUS );
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- B ChY€TAHHUEC C BAKCHHH CPCLLY KbJITA TPCCKA.

IIpeaynpexaenus 4 npeanas’Hi MepPKH

["oBopete ¢ Baiuus niekap uiu apMaueBT, Npeam aAa usnosspare JIeBakr.

- B cilyuait Ha HamasieHa CrocoOHOCT Ha KOCTHUS MO3BK J1a MOJIMEHsl KpbBHUTE Ki1eTkH. Tpsdsa na
ce u3ceasare 3a Opos Ha O0enu KpbBHHU KJIETKH U TPOMOOUMTH B KPBBTA MPE/IH 3aro4YBaHe Ha
nevenue ¢ JIeBaKkT, Npe/iv BCEKH CiIe/IBaLll KYPC Ha JIeYeHHE U B MHTEPBAJIMTE MEXKIY Jie4eOHUTE
KYpCOBE.

- B ciyuyai Ha HHPEKLMH. AKO MMaTe MPU3HALM HAa HHPEKLMS, BKIFOYHTETHO TPECKA UITH
6enoapobHU cUMMNTOMHU, TpsAOBa /1a ce cBbpaKeTe ¢ Bawuns nekap.

. BHB BCEKH MOMEHT 10 BPEME Ha JIEUEHHETO MJIH clie]l Hero cbobuiere He3abaBHO Ha Bawuwus siekap,
aKo 3abefie)xuTe Wik Apyr YoBek 3abeniexxu npu Bac: 3aryda Ha namerTa, 3aTpyAHEHHS B
MHCJIEHETO, 3aTPYHEHO XOAeHEe UM 3ary0a Ha 3peHHE — TE€3H MPU3HALIM € Bb3MOXKHO Ja Ce Ab/DKaT
Ha MHOIO psi/IKa, HO CEPHO3HA MO3bYHA HHPEKLMS, KOATO MOke aa Ob/e (paTasiHa (MporpecHBHa
MyaThdokanHa neskoeHuedansonarus uau [IMJI).

- B C/Tyuyal Ha KOXKHHM peaKkLMH Mo BpeMe Ha JiedyeHHeTO ¢ JIeBakT. TexecTra Ha KOXKHHUTE peaKLHH
MOJKE Jla C€ 3aCHJIH.

" cBbpiKeTe ce ¢ Bamus nekap, ako 3abesiexuTe CbMHHTEIHA TPOMEHH M0 KOXaTa, Thbi KaTo MOxXe
1a UMa MOBHIIEH PUCK OT ONpe/ie/IeHH TUMOBE pak Ha KOXKaTa (HEMEITaHOMEH KOXKE€H KapLMHOM)
npu yrorpebara Ha TOBa JIEKapCTBO.

. B cJiyyai Ha 00JIe3HEH YEPBEH WM MOpaB OOpPHUB, KOMTO C€ pasnpocTpaHsBa U MosABa Ha MEXYpH
W/WIKW IPYTH YBPEKIAHUS MO JIMraBULMTE (HAMp. yCTa U YCTHH), 0COOEHO aKo Mpe/id TOBa CTe
MMaJIH YYBCTBHTEIHOCT KbM CBET/IHHA, HHGEKLMH HA AUXaTe/IHaTa cHcTeMa (Hamp. OpOHXHT)
W/WJIK TeMneparypa.

- B CJIyYad Ha ChLUECTBYBALLO Chp/eUHO 3abosaBaHe (Hanpumep UHGapkT, OojKa B FbPAHMTE,
3HAYMTE/IHO HapYLUEH CbP/ICYEH PUTHM).

- B ciyuak, ye ycetute 0oJika B XbJ10OKa, 3a0€/1e)KUTE KPbB B YpHHATA MJIM HAMAJIEHO KOJIUYECTBO
ypuHa. Korato 3a00/isiBAHETO € MHOIO TEXKKO, OPraHW3MbT MOXKE /1a HE € B CbCTOSHUE [1a OTCTPaHH
BCHYKH OTIA/HH MPOJYKTH OT YMHUpPALIIUTE PAKOBH KJIETKH. ToBa c€ HapH4a TyMOP-JTH3HC CHHAPOM
H MOJKE J1a MPHYHMHH OBbOpeYHa HeIOCTATBYHOCT U ChpACYHH MPoOaEMH B paMKUTe Ha 48 yaca OT
npuJiaraHe Ha mbpBara ao03a Jlesakr. Bawuar sekap Moxe_1a npoBepH Jajik CTe J0CTaTb4yHO
OBOJIHEHH M Ja Bu Ha3HauW Jpyru JiekapcTBa 3a MpeJ0TBPaTIABAHETO MY.

- B CIYUail HA TEXKH aJlePruuHH PeakLM{ WM peakliii Ha CBPbXUYBCTBHTENIHOCT. Cliel MbpBHS
neyeOeH LMK TpaOBa aa 00bpHEeTEe BHUMAHKUE HA PEAKLIMKMTE KbM BJIMBAHMUATA.

Jpyru Jekapcrsa H JleBakT
Undopmupaiite Bawius nekap uiau papmauesT, ako npuemare, HaCKOpO CTe NpHeMalli WKW MOXe 1a
npyueMare JApyrH JieKapCcTBa.

Axo JleBakT ce u3non3sa B KOMOWHALIMSA C IPYTH JIeKapCTBa, KOUTO MOTUCKAT 00pa3yBaHETO HA KPbB B
KOCTHHSI MO3bK, €(PEKTbT BbPXY KOCTHHS MO3bK MOXE /1a C€ 3aCHJIH.

Ako JIeBakT ce U3noJI3Ba B KOMOWHALIMA C JIEKAPCTBA, KOUTO MPOMEHAT UMYHHHUS OTrOBOP, TO3H €(PEKT
MOJKE /1a CE 3aCHJIH.

[{MTOCTATHYHHUTE JIEKAPCTBA MOTaT /1a HAMAJIAT ePEeKTHBHOCTTA Ha BAKCHHALIMATA C )KHBH BUPYCH. OCBEH
TOBA LIATOCTATHYHMTE JIEKAPCTBA YBE/IHYABAT PUCKA OT MH(PEKLMS clie/l BAKCHHALMS C )KHBH BAKCHHH
(HarpuMep BaKCUHALUMSA MPOTHB BUPYCHH 3a00J19BaHHs ).

bpemenHOCT, KbpMeHe H PEePTHIIHTET
AKO cTe OpeMeHHa WM KbPMHUTE, CMATaTe, Y€ MOXKE J1a CTe OpeMEHHA WK TUlaHWpaTe OPEMEHHOCT,
nochBeTBaiTe ce ¢ Bauius nekap wiu apMmaleBT npeau ynorpedara Ha TOBa JIEKapCTBO.

bpeMeHHOCT

JleBakT MOXe J1a MPUYUHHU F€HETHYHO YBPEKIAHE U IMPH MPOYYBAHHUSA C )KUBOTHH NPHYHHSABA
masipopmaumu. He Tpsa6Ba aa uznonssare JleBakT no Bpeme Ha OPEMEHHOCT, OCBEH aKO TOBA HE €
KaTeropM4yHo HazHaueHo oT Baiuus nekap. AKo ce nekyBare, TpsOBa [1a ce€ KOHCY/ITHpaTe C Jiekap
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OTHOCHO pHCKa OT NOTCHLHAJIHH HCXKCJIAHH E(beI{TH OT JICYHCHHUETO BBPXY HEPOACHOTO ACTC, KATO CC
npenopbyBa H TCHETHYHA KOHCYJITALIUA.

AKO CTe JKeHa B JIeTepO/IHa Bb3PacCT, MPeaH U MO BpeMe Ha jiedyeHHeTo ¢ JleBakT TpsaOBa aa u3noJi3Bare
edheKTHBEH NPOTHBO3aYaTh4eH MeTO. AKO 3abpeMeHeeTe Nno BpeMe Ha JieueHue ¢ JleBakT, TpsaOBa
He3abaBHO 1a HdopmupaTe Baluusg iekap U 1a HarNpaBUTE reHETHYHA KOHCY/ITaLMA.

KbpMmeHe

JleBakT He TpsiOBa 1a ce rnpuiara rno BpeMe Ha KbpMeHe. AKO 10 BpeMe Ha KbpMEHe Ce Halara JICYeHHe C
JleBakT, TpsiOBa Ja CrpeTe KbPMEHETO.

[TockBeTBalTE ce ¢ Bawus nekap wim papmaueBT npeau yrnorpedara Ha KOETO U /1a € JIEKapCTBO.

DepTHIUTET

[TpenopbuBa ce siekyBaHuTe ¢ JIeBakT MbKe Ja He cTaBaT Oalllk MO BpeMe Ha JICYEHHETO U 110 6 meceua
ciies Tosa. [Ipeam 3anouBaHe Ha JiedUeHUETO TPAOBA J1a MOTbPCHTE CHbBET OTHOCHO CbXPAaHEHHETO Ha
criepMa rnopajii BeposSATHOCTTa OT MOCTOSHHO Oe3IU10/1M€.

AKO cTe MbK, TpaOBa /1a u3dsareare /1a ctaBare Oallla no BpeMe Ha jieueHue ¢ JleBakt u 10 6 meceua caen
npekparaBaHeTo My. ChliecTBYBa pUCK jieueHHeTo ¢ JleBakT na npuuHHuU Oe3rnuioaue U e 100pe aa
MOTHPCHTE CHBET OTHOCHO KOHCEPBUPAHE HA Criepma rpe/y 3arno4yBaHe Ha JIEYEHHETO.

[llopupane n padora ¢ MAIIHHH

JlerakT NMOBJIMSBA B 3HAUMUTEIHA CTENEH CriocoOHOCTTA 3a WwodupaHe v padora ¢ MatuuHu. He
wodupaiTe U HE U3MOJI3BAWTE HUKAKBY HHCTPYMEHTH MJIH MALLIMHHW, aKO M3MUTATe HEXKEJIAHH PeaKLIHH
KaTo 3aMalBaHe WUJIM JIMIICA HA KOOPAHUHALIHA.

3. KAK JIA U3IIOJI3BATE JIEBAKT

BuHaru u3nosn3saiite ToOBa JIEKapcTBO TOYHO KakTo Bu e kazan Bawusar nekap wiu gapmaueBT. AKO He
CTE€ CUI'YPHH B Hello, nonuraiTe Bawus nekap wiu gapmaiesT.

JleBakT ce BbBEK/1a BbB BEHa B NpoAb/keHHe Ha 30-60 MUHYTH B pa3jIM4yHH A03H, CAMOCTOATETHO
(MOHOTEpanus) WiH B KOMOMHALIUS C APYT'H JIEKapCTBa.
JleueHueTo He TpsAOBa na ce 3anoy4sa, ako OpoAT Ha OeIMTe KPbBHH KJIETKH (JIEBKOLIMTH) H/MJIH OpOAT Ha

TPOMOOLIMTUTE B KPBBTA € CriaZHaJl 10/l ONpe/Ie/IeHH HHBA.,
BamusaT ekap pe1oBHO L€ U3C/IEABA TE3H MOKA3aTEIH.

XpoHHYHA JHM(OLHTHA JIEBKEMHS

100 mg JleBakT Ha KBagpaTe€H METHP TEJIECHA MOBbLPXHOCT (B3 OCHOBA Ha HU | + 2
Ha pbCTa U TEJIECHOTO TErJIO)

[ToBTOpeTe uukbaa cien 4 ceaAMULM 10 6 NMbTH

HexoukuHOBH JIUM(POMH

120 mg JleBakT Ha KBaJipaT€H METBHP TEJIECHA MMOBBPXHOCT (BB3 OCHOBA Ha AHU | + 2
Ha pbCTa U TEJIECHOTO TEIJI0)

[ToBTOpeTE LMKBIA cliea 3 CeAMULIM HaH-MaJIKO 6 IMbTH

MHOKeCTBEH MHEJIOM

120-150 mg JleBakT Ha KBaapaTeH METbP TEJIECHA MOBbPXHOCT (BB3 Ha AHW | + 2
OCHOBA Ha pbCTA U TEJIECHOTO TETJIO)

60 mg npeHU30H Ha KBAAPATEH METHP TEJIECHA MOBbPXHOCT (BB3 Ha a1HU 1-4
OCHOBA Ha PbCTa U TEJIECHOTO TENJI0) HHIKEKLIHOHHO WJIH MEPOPATHO

[ToBTOpeTe uukbaa ciea 4 ceAMHULIM HaH-MaJIKO 3 IMbTH
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JleyeHHeTo TpsAGBa /1 ce MPEKpaTH, ako OPosT Ha OGennTe KPbBHHU KIETKH (JIEBKOLMTH) W/ HIIH
TPOMOOLIMTHTE € CriajiHal A0 Omnpe/esieHd HUBa. 1o MOXke 1a ce MPOAbJ/UKH, C/IE] KaTo OposT Ha Oesure
KPbBHH KJIETKH C€ MOBHILIIH.

HapyiueHa yepHoapoOHa win 0b0peuHa GyHKius

B 3aBUCHMMOCT OT CTEMNEHTA Ha YBPEXK/IaHe Ha YepHOApoOHaTa PYHKLHA, MOXKE /1a C€ HAJIOKH KOPEKLHA
Ha no3ata (¢ 30% B cyuaii Ha ymepeHa yepHoapoOHa auchyHKum). B ciyyaii Ha yBpeaeHa 0b0peuHa
GyHKLMS, KOpEeKLMs Ha J03aTa He € HeoOXoaMMa. BawusaT sieKkyBalll JeKkap e pell 1ajli ce Hajlara
KOpPEKLMs Ha J103aTa.

Kak ce npuiara

Jleuenuero ¢ JlesakT TpsiOBa na ce npearnpuema €IMHCTBEHO OT JIEKapH € OMUT B JIEYEHHETO Ha TYMOPH.
BawusaT nekap 1ie Ha3Ha4yM To4HaTa a03a JIeBakT M 1ie npeanpuemMe He0OXOAMMHUTE MpPeAnasHH MEPKH.
BawusT JieKyBalil JieKap Lie MPHJI0KH HH(]PY3HOHHHS pa3TBOP CJI€l MPHUIOTBAHETO MY CbIVIACHO
yKa3aHusaTa. Pa3TBOpBT ce npuiiara BbB BEHa KaTO KPAaTKOTPAHHO BJIMBAHE C MPOAB/KHTETHOCT

30-60 MUHYTH.

[Ipoab/KUTENIHOCT HA ynoTpeda
Hsima 061110 npaBUjIO0 OTHOCHO cpoka Ha jieueHue ¢ JlepakT. [Ipoab/KHTETHOCTTA HA JIEYEHHETO 3aBUCH
OT 3a00/IIBAHETO W MOBJUABAHETO OT JICYEHHETO.

AKO UMaTe MPUTECHEHHs HIH BBIIPOCH OTHOCHO JieueHHeTo ¢ JleBakT, mossi nonuraiite Baiuus nekap
WJIM ME/IMLIMHCKA cecTpa.

AKO cTe NponycHAH Aa H3noJssare JleBakr
AKO cTe npornycHa/H ao3a JleBakt, Bawunar nexap 61 Tpsa6Baso 1a npoab/ku oduyaiiHaTa cXema Ha
[puJjaraHe.

AKoO cTe cnpeJin ynorpedara Ha JleBakT
BawusaT nekysail Jiekap e MpeLeHHd JajM [a NPeKpaTH JIEYeHHEeTO UK 1a MPEMHHE KbM TaKoBa C Jpyr
[MPOAYKT.

AKO MMaTe HAKAKBH JOMBJIHUTEIHH BBIIPOCH, CBBP3aHH C yrnoTpedara Ha TO3H NMPOAYKT, MOJIs
nonuTaite Baluiua nekap Wiy QapMaueBT.

4. Bb3MOXHHU HE)XEJIAHH PEAKIIUH
KakTo BcHukH iekapcTBa, JIeBakT MoxXke Aa NpeaAn3BHKA HEXEIaHH peakLMH, BbIIPEKH Y€ HE BCEKH I'H
nosiy4yaBa. Hakou ot HabmoaaBanuTe e(peKTH, W30pOeHH Mo-A0/1y, MOrar Ja ce rnoJjy4ar cjie/l

u3ciieBaHK1s, HanmpaBeHU OT Baluus jiekap.

r[PH OlLleHKATa HA HEeXEeJIAaHWUTE peaKUMH Cca U3IO0JI3BaHHU CIICAHHUTE ONMPCACIICHHUA 3a HCCTOTA.

MHOro 4ecTH 3acqarat noseye or | Ha 10 mauneHTH

Yectu 3acsarat | 1o 10 Ha 100 naumeHTH

HeuecTH 3acarat | 7o 10 Ha 1 000 nauueHTH

Penku zacsarar | 7o 10 Ha 10 000 naumeHTH

MHOro peaku 3acsrat no-majiko ot | Ha 10 000 nauueHTH

C Heu3BeCTHa 4YecToTa OT HAJIMYHHUTE JaHHHU HE MOXKe J1a Ob/le HanpaBeHa OLIEHKA Ha YecToTara

Cnen u3TuyaHe Ha JIeBakT B ThbKaHTa W3BBH KPbBOHOCHUTE CbA0BE (M3BBHCBH/I0BO) MHOIO PAAKO Cce
Ha0J1I0/1aBaT ThKAaHHO yBpeXAaHe (HeKpo3a). Y cellaHeTo 3a napeHe B MACTOTO Ha MPOHUKBAHE Ha
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uH}Y3HOHHATA W12 MOXKe J1a ObJie MPU3HAK 3a U3THYAHE U3BbH KPbBOHOCHHTE choBe. llocnencTeueTo
OT TOBa MOXe a Obae 60Jika 1 0aBHO 3apacTBallU KOKHH J€PEKTH.

Hesxenanara peakuus KbM JIEBaKT, KOSTO OrpaHHyaBa 103aTa, € HapylieHaTa yHKUHUA Ha KOCTHHSA
MO3BK, KOSTO OOMKHOBEHO ce HOpMaJIM3Hpa cies gedeHueTo. [loTucHaraTa (pyHKUHS HA KOCTHUA MO3BK
MaJke /1a JI0BeJIe 10 HUChK OpOi KPbBHM KJIETKH, KOETO OT CBOSI CTPaHa MOJXKE /1a YBEJIHYH PUCKa OT

MH(PEKLUA, aHEMHUS WJTH MOBHLIEH PUCK OT KbpPBEHE.

MHOIro 4eCTH:

Hucbk Opoii 6enu KpbBHH
KJIETKH (KJIETKHTE BbB
Bawara kpbB, OOpeLH ce ¢
0o0J1ecTUTE)

CnanaHe Ha YepBEHUH
MArMEHT B KPbBTA
(xemMorsioOMH: OENTHK B
YEePBEHUTE KPBBHH KJIETKH,
KOWTO HOCH KHCJIOPO/1 U3
TAJIOTO)

Hucbk Opoit TpoMOOLIMTH
(Oe3LBETHHU KPBbBHH KJIETKH,
KOMUTO crioMarar 3a
ChCUPBAHETO HA KPbBTA)

YecTH:

KbpBeHe (KpbBOU3IIUB)

Hapyenue Ha MeTabosiu3ma,

NMPUYHUHEHO OT

0cBOOOXK/1aBaHETO B KPbBTA HA
ChAbPIKAHUETO HA YMUPALLMUTE

PaKkOBH KJIETKH

CnanaHe B Opos Ha
YyepBEHUTE KPbBHHU KJIETKH,
KOETO MOKe /1a HarpaBH

Ko)kaTta Osie1a ¥ 1a NpUYHHH
cnabocT WM 3a0yX (aHeMH)

Hucbk 6poit HeyTpoduH

(Oe/u KPbBHHU KJIETKH OT 00111

TUI, BayKHU B Oopdara ¢
UH(PEKUHHUTE)

Peakuuu Ha
CBPbX4YYBCTBUTEIHOCT,
HarnpUuMmep ajaepruyHo
Bb3MaJlCHUE HA KOXKaTa
(1epMaTUT), KOMpPHBHA
Tpecka (ypTUKapus)
[loBulIaBaHE Ha
YepHOAPOOHHUTE EH3UMH
AST/ALT (koero MOxke na
O3Ha4yaBa Bb3MaJICHUE UITH
YBpPEXkK/1aHE Ha KJIETKHUTE B
yepHHUs Apo0d)
[ToBuinaBaHe Ha €H3UMa

ankajiHa gocgarasa (€H3UM,

[MPOU3BEKAAH MPEAHUMHO B
YyepHHUs ApO0 U KOCTHUTE)

Hudekuuu

[lo3uBH 3a noBpbLIAHE
(rapeHe)

[loBpbLuaHe

Bb3najseHyue Ha JIMraBULIMTE
[ naBobonue

Hucku HUBa Ha KaJIMHK B
KpbBTa (€JIEMEHT, KOHTO €
HEeOOX0aHUM 3a
()YHKLIMOHHUPAHETO Ha
HEPBHHUTE U MYCKYJIHHTE

KJIETKH, BKJIFOUUTETHO U TE3H

Ha CbPLIETO)

HapyueHna ¢pyHKUuS
(MMCchYHKLMSA) HA CBPLETO
HapyuieH cbpaeyeH puTem
(apuT™MHUA)

HuCcKO WM BUCOKO KPBBHO
Hasisirade (XUrnoToHus Ui
XHUIEPTOHMA )

Hapyuena 0enoapoOHa
GyHKLMS

Jlnapus

3anek

S13BK B ycTaTa (CTOMATHT)

Jlunca Ha aneTur

[ToBHLLIEHO HUBO Ha
KpeaTUHUH (XMMHYECKH
OTNaJeH NMPOAYKT, KOUTO ce
MPOU3BENKAA OT MYCKYJIUTE
BHu) B KpbpBTa

[ loBULIIEHO HUBO Ha ypes
(XMMHYECKH OTNajJeH
MPOAYKT) B KpbBTA
Tpecka

OrnaaHaioct

Koconan

KO>HH U3MEHEHMUS
[I[ponycHaTta MeHCTpyauus
(ameHopes )

bonka

be3cbHuUE

CTy1€HHU TPBIKH

(O0e3BOJHSABAHE
3aMasgsHOCT
Cbp0Osi oOpuB (ypTUKapHs)
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[ToBuIIaBaHE HA MHUTbYHUS
MUrMEHT ( BELLECTBO,
MPOU3BEXKIAHO OT
HOpMAaJIHUA pa3naj Ha
YEPBEHUTE KPbBHHU KJIETKH)

HeuecTH:

CrOupaHe Ha TEYHOCT B
cbp/ieyHara TOpOUYKa (M3JIUB
Ha TEYHOCT B MEPUKAPAHOTO
[MPOCTPAHCTBO)
HeedekTHBHO NpOU3BOACTBO
Ha KPbBHHU KJIETKH B KOCTHHS
MO3BbK (IrbOECT MaTepHas B
kocTuTe BH, KBAETO CE
MPOU3BEIK/1AT KPbBHH
KJIETKH)

OcTpa 1eBKeMHUH

Cobpaeyen yaap, 60sika B
rbpaAUTE (MUOKap/IEH
HH(DAPKT)

ChpaeyHa HEAOCTATHYHOCT

Peakn:

e MHudekums Ha KpbBTA
(Cerncuc)

e [exXKHM aJlepruyHH
peakuuH Ha
CBPBbXYYBCTBUTEIHOCT
(aHa(hUIaKTHYHH
peaKLIUK)

e HamansBaHe Ha
(GYHKLMATA HA KOCTHHS
MO3bK, KOETO MOXKE Ja
Bu Hakapa na He ce
yyBcTBaTe A00pe U aa ce
OTpa3u Ha Bawuure
KPbBHH TECTOBE

MHOro peaKHu:

[IbpBHYHO AaTUITUYHO
Bb3MajieHHe Ha OesuTe
npodoBe (MHEBMOHMA)
Pa3pyuiaBaHe Ha YEPBEHUTE
KPbBHH KJIETKH

bbp30 cnagaHe Ha KPbBHOTO
HaJIiraHe, MOHAKOra ¢ KOXHH
peaKkUHH UK OOpHUB
(aHa(UIAKTHYEH LLOK)
HapyuieHo yceuiaHe 3a BKyC
[I[poMeHeHH ycellaHms
(mapecre3us)

OO0 HEepa3noJOKEHHE U
00JIKa B KpaHHULIUTE
(nepudepHa HEBpONaTH )

[Ipu3Haum, noaoOHHU Ha
aHa()UJIAKTHYHH peaKLHH
(aHapUIAKTOUAHU PEAKLIMH)

CBHJIMBOCT

3ary06a Ha rnac (apoHus)
OCTbp LUMPKYJIATOPEH KOJIArc
(CpUB Ha KpbBOOOpALLIEHHETO
[MPEeJAMMHO OT Cbp/€YEH
MPOU3XO0/ C HEBB3MOKHOCT
3a MOJ/Abp KaHe Ha
CHaOAsIBAHETO C KUCJIOPO/ H
APYryd XpaHUTETHH BELLIECTBA
J10 TBKAHUTE U OTCTPAHABAHE
Ha TOKCUHHUTE)

HapyuieHus Ha HepBHaTa
cucrema

Jlunca Ha KoopAUHALIHS
(aTakcus)

Bb3najseHue Ha MO3bKa
(eHuedanur)

[ToBHInEeHa CbpaCYHA
yecToTa (TaxuKapaus)

3ayepBsiBaHE Ha KOXKaTa
(epuTeEM)

Bb3naneHue Ha Koxkara
(n1epmaTur)

CopOex

Koxxen oOpuB (MakyJjio3eH
€K3aHTEM)

[[pekOMEpHO M3NOTABaHE
(Xunepxuapo3sa)

Bb3najseHue Ha BeHUTE
(pnedur)

OOpa3yBaHe Ha TbKaH B
oenuTe apodose (hudpo3a
Ha OenuTe apodoBe)
[IpuapykeHO ¢ KbpBEHE
Bb3IaJIeHHE Ha
XpaHOIpoBO1a
(XxeMoparudeH e3odarur)
KbpBeHe Ha cToMaxa UM
yepsara

be3nnioaue

MHOXKEeCTBEHA OpraHHa
HEAOCTATbYHOCT
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e (CepHO3HO CHCTOSHHE, KOETO
BOAM 110 OJIOKUpaHe Ha
cneur(UYHHA peLEenTOpPH B
HepBHATa CUCTEMA

C HeH3BeCTHA YecToTAa:

e YepHoapoOHa
HEJOCTATbYHOCT

e buOpeuna
HEAO0CTATHYHOCT

e HepaBHOMEpEH H 4ECTO
MbTH YCKOPEH IMYJIC
(NpeaChPAHO MBXKIEHE)

e bose3HeH YepBEH HIIH
MOpaB OOpHUB, KOHTO C€
pa3npocTpaHsBa H
MEXYPH W/WJIH MOosIBa Ha
APYrH YBpeK/J1aHUs Ha
JIMraBuLIMTE (Hamp. ycra
U YCTHH), OCOOEHO aKo
Mpeau TOBa CT€ UMAJIH
4YYBCTBHUTEIHOCT KbM
CBET/IMHA, MHPEKLHUH Ha
AUXaresiHaTa cCucTema
(Hanp. OpOHXHUT) W/UIH
BUCOKA TeMIieparypa.

e JlekapcTBeH OOpHB MpH
KOMOMHHMPAHO JIEYEHHE C
PUTYKCHMAO

e |[IHeBMOHHT

e KpbBoHu3nue ot Oenure
apodose

e [IpexkomepHoO
ypUHHpaHe,
BKJIKOUMUTEJTHO Mpe3
HOLLTA U MPEKOMEpPHA
YKAKa 10pH Cliel MHeHe
HA TEYHOCTH
(HedporeHeH O€3BKYyCEH
nuader)

Mma cboOLIeHHs 32 TYMOPH (MHEIOAMCIUIACTHYEH CHHPOM, OCTpa MUesou/Ha JieBkemus (AML),
OpoHXHasIeH KapuMHOM) ciien JiedeHue ¢ JleBakt. He moxke /1a ce onpenesu Aajiv € HaJIULIEe KaTeropuyHa
Bpb3Ka ¢ JleBakr.

CebpikeTe ce ¢ Baiuus nekap v He3abaBHO NOTbPCETE MEAHLIMHCKA MOMOLI, aKO 3a0€JIeXKUTe HAKOH OT
ClIeJHUTE HEXEJIaHU peaKLUH (C HEM3BECTHA YECTOTA):

CepHO3HHU KOXKHH peaKklUH, BKJIIOYUTETHO CUHHAPOM Ha CTUBBHC-/[DKOHCHH W TOKCHYHA eNuaepMallHa
Hekpoau3a. Te Morar 1a ce NOSBAT KaTO YEPBEHHUKABH METHA ¢ (pOpMaTa Ha MHILLIEHA WIH KPbIJIM NETHA,
YECTO C LIEHTPAJIHO Pa3MoJoKEeH MeXyp, Oe/leHe Ha Ko)KaTa, A3BH B YCTaTa, IbpJIOTO, HOCA, FTEHUTAJIHHUTE
M OUMTE, KaTO YeCTO MOorar Ja ObAaT npeauecTBaH| OT TeMNepaTypa v rpUronoa00HH CHMITTOMH.

[LIupoko pa3npocTpaHeH OOpHB, BUCOKA TEJIECHA TEMIIEPATYpa, yBEJHYEHH JUM(HH Bb3JIH U 3aciraHe Ha

Ipyry opraiu Ha TsioTo (JlekapcTBeHa peakuus ¢ €03HHODUIIHA U CHCTEMHH CUMITTOMH, U3BECTHA ChLLO
kato DRESS unu CMHAPOM Ha JieKapCcTBEHA CBPbX4YYBCTBHTEIHOCT).
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AKO HSKOSl OT HEXEJIAaHUTE JIEKAPCTBEHH PeaKLIMM CTaHe CepUO3Ha MK 3a0€eJIeKHTE IPYTH, HEOTTHCAHH B
Ta3u JIMCTOBKA HEXKEJIAHW peaKLMu, MoJisl yBeoMeTe Baluus iekap.

Cro0maBaHe HA HeXKeJIAHH peaKIHH

AKO MOJIy4YHTE HAKAKBH HEXEJIaHH JIEKAPCTBEHH peakluH, yBeaomere Baius nekap, papMaueBT WK
MeJHLIMHCKA cecTpa. ToBa BKJIOUBA BCUYKH Bb3MOXKHH HEOIMHCAHH B Ta3H JIMCTOBKA HEXKEJIAHU PEAKLIUH.
MoKeTe ChILO Aa ChOOLIMTE HEKENAHH PEAKLIMH JHPEKTHO Ype3 HaLlMOHATHATAa CHCTEMA 3a ChoOlIaBaHe:
M3nbaHuTENIHA areHuMs no jieKkapcTnarta

yi. ,,Jlamsau ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417
yeOcaiiT: www.bda.bg

KaTto chob1iaBare HexXeNnaHu peakuMry, MOXKEeTe /1a 1a/1eTe CBOS MPHHOC 3a MNojly4yaBaHe Ha nopeye
HH(pOpPMaLIUg OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTBO.

S. KAK JIA CbXPAHSABATE JIEBAKT

,Hﬂ C€ CbXpaHdaBa HA MACTO, HCIOCTBITHO 3a ACLA.

He u3nonssaiite JleBakT ciel cpoka Ha roqHoOCT, OTOeNA3aH BbPXY €THKETAa M KAPTOHEHATa ONMaKOBKa.
CpOKBT Ha FOJIHOCT OTTOBaps Ha IMOC/JE€AHHUA I€H OT MOCOYEHHS MeCEL.

CobxpaHsBaiiTe (pj1lakOHa B KAPTOHEHATa OMaKOBKa, 3a Jia ce Mnpe/ina3H OT CBeT/IMHA.

3abe/1eKKa OTHOCHO CPOKA HA NOAHOCT CJ/ie[l OTBApAHe HJIH NPHIroTBAHE HA Ppa3TBOpAa
HUudy3uoHHUTE pa3TBOPH, MPUIOTBEHH ChIJIACHO YKa3aHUATA, MOCOYEHH B Kpas Ha HacTosLlarTa
JIMCTOBKA, ca CTAaOMJIHM 3a 3,5 yaca B MOJIMEeTH/IEHOBH CaKOBe Ha cTaitHa Temneparypa / 60%
OTHOCHTEJIHA BJIAXKHOCT M 3a 2 JIHH — B XJIaJJWJIHUK. JIeBaKT He Chb/bpiKa KOHCEPBAHTH. 3aTOBA
pa3TBOpUTE He TpAOBa [1a ce U3I0JI3BaT CJI€/] T€3H CPOKOBE.

[TorpeOuTensT oTroBaps 3a NOIbPKAHETO HAa ACENTHYHH YCIOBHS.

JlekapcTBaTa He TpsAOBa 1a ce U3XBBPJIAT B KAHAIM3ALMATA WKW B KOHTEHHEPA 3a IOMALIHH OTNAaAbLH.
[Tonuraiite Bamus apmaueBT Kak Ja YHULLOKHUTE HEHY)KHUTE Bu siekapceTBa. Te3u Mepkw Lie
CMOMOTIHAT 3a ONa3BaHE HA OKOJIHATA cpe/a.

6. CBABPKAHUE HA OITAKOBKATA U JOIIBJIHUTEJIHA HH®OPMALIMA

Kakpo chabpixa JleBakr

AKTHBHOTO BeLIECTBO € O€H1aMyCTHHOB XHAPOXJIOPHIL.

1 ¢nakoH cbabpka 25 mg 0eHAaMyCTHHOB XHUIPOXJIOPH/L
1 ¢nakon cbabpka 100 mg 6eH1aMyCTHHOB XHAPOXJIOPH/L

Cnen pasrBapsiie | ml oT kOHUEHTpaTa cbabpka 2,5 mg OeH1aMyCTHHOB XHAPOXJIOPHIL.
Jlpyrara cbCTaBKa € MaHHTOJL.

Kak n3riexna JleBakT H KaKBO ChAbPAKA ONAKOBKATA
dnakoHM OT KapaBO CTHKJIO ¢ Kay4yyKOBa 3amyluajika i alyMUHHEeBa 00KaTKa ¢ OTCTpaHsABalLlO CE Karaye.

[IpaxbT € 041 U HA KPUCTAJIH.

JleBakT ce npe/iara B ONaKkOBKH, Ch/IbpKallH

5, 10 u 20 dnakoHa ¢ 25 mg OeHaAaMyCTHHOB XHAPOXJIOPH/L
U

5 ¢nakoHa cbe 100 mg GeHaaMyCTHHOB XHAPOXJIOPHAL.
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IIpuTexkaTes HA pa3pellIeHHETO 32 ynorpeda
pharmaand GmbH

Taborstrasse 1

1020 Vienna

ABCTpHS

IlpousBoauTe

Magnalabs EOOD

yia. boraana, Cronancku JIsop,
c. buctpuua 1443,

bbarapus

JaTa Ha nocaeano ogobpenune Ha aucroskara 02/2024.

[Tocouenara no-gony MHGOpMaLUd € NpeHa3HaYeHa caMo 3a MEIHLIMHCKH CTELHaIHCTH:

KakTo np¥ BCHYKH CXOOHHU LUTOTOKCHYHH BELECTBA, MOPaAU MOTEHLIMAIIHUSA F€ HOTOKCHYHHS H
NMPUYHHABALL paK e(EeKT Ha npenapara ce Hajara CECTpPUHCKHAT NMEPCOHa M JIEKapuTe [ia Cra3BaT
MO-CTPHKTHH INpeAna3sHyu MepKH 3a 6e3zonacHocT. [Ipu pabGora c JleBakT TpsOBa na ce U30AreaT BAULLIBAHE
M KOHTAKT C KO)KaTa WM JIMFraBULIMTE (12 C€ HOCAT pbKaBULIM, Npeana3Ho 00JIEKJIO H €BEHTYaJIHO MacKa
3a ivue!). Ako Ob/ie 3aMbpCeHa HAKOS YacT OT TAJIOTO, BHUMATEJHO 5 TIOYMCTETE C BOAA M CallyH, a
ounte npomumre ¢ 0,9% (u3oroHndeH) GusnonornyeH pasteop. [Ipu Bb3MOXKHOCT ce npenopryBa Ja ce
paboTH BBPXY crieunasieH obe3onaceH paboTeH mioT (C JaMHHapeH Bb3yLIeH NMOTOK) ¢ abcopbupaiio 1
HEMPOMOKAEeMO MOKPHUTHE 3a €QHOKpaTHa ynorpeba. 3aMbpCEHUTE NpPeIMETH NPEACTABIABAT
LIMTOCTATHYHH OTNaabUH. MoJid, cnazBaiTe HAUMOHAIHUTE YKa3aHUSA 332 U3XBBHPJISIHE HA LIMTOCTATUYEH
MaTepHasl! bpeMeHHH CiTy>KHTEJIKH HE TpAOBa na paboTAT ¢ UMTOCTATHLIH.

["oToBHAT 3a ynorpeba pa3TBop TpsaOBa na ce MPUroTBH 4Ype3 pa3TBapsHe Ha ChAbPKAHHETO Ha (PJIAKOH
JIeBaKT M3KJIIOYMTEIHO BbB BOAA 3a HHXKEKI[UH, KAKTO CJIe/IBa:

1. IlpyroTBaHe Ha KOHLEHTpaTa

e Enun ¢nakoH JleBakT, chabpikaly 25 mg 6€HAaAMYCTHHOB XHIPOXJIOPH/, ITBPBO CE pa3TBaps B
10 ml ype3 pa3zknauiane

e Enun gnakon Jlesakr, chabprkain 100 mg 6eHaaMyCTHHOB XHAPOXJIOPHA, MBPBO C€ pa3TBaps B
40 ml upe3 pasknaiaHe

2. [lpurorBsaHe Ha HH(Y3UOHHHS Pa3TBOP

[LloMm pa3TBOpBT ce U30UCTPH (0OHMKHOBEHO cien 5-10 MuHYTH), oO1iaTa npenopbyaHa no3a Jlepakr
He3abaBHO ce paspexaa ¢ 0,9% (M30ToHHYeH) HPU3HONIOrHYeH Pa3TBOP 0 JOCTHraHE Ha OKOHYATE/IeH
obeM ot okosio 500 ml. JIeBakT He TpsaOBa aa ce paspexna ¢ Apyru HHPY3HOHHH UIH UHKEKLIMOHHU
pa3TBOpH. JIeBakT He TpsAOBa fa ce cMecBa C Apyry BelecTBa Nnpu HHQy3uTa.

3. Ilpunoxenue

Pa3TBOpBT ce npuiiara Ype3 HHTpaBeHO3Ha HH(Y3Hs B nMpoab/DkeHHe Ha 30-60 MUHYTH.

dakoHUTE ca NpeJAHa3Ha4YeHHU 3a eJHOKpaTHa ynoTpeoa.

Heusnon3BaHUAT JIEKAPCTBEH NMPOJYKT WM OTNAJb4YHHTE MAaTEPHAIH OT Hero TpAOBa Ja ce U3XBBLPJIAT B
CbOTBETCTBUE C MECTHUTE H3UCKBAHMA.

HeBonHO MHXXEKTHPaHe B ThKaHTa H3BbH KPbBOHOCHHTE ChOBE (EKCTpaBa3aiHO HHXKEKTHpaHe) Tpi6Ba
He3abaBHO na ce npekpatH. Mriara Tpsabea na ce uzBaau cnen kpatka acnupanus. Cnen ToBa 3acerHarara
ThKaHHa obsiacT TpaOBa na ce oxyiaau. Prkara TpabBa na 6bae nosaurnara Harope. JIOMbJIHUTETHO
JIeYeHHe, KaTO HanpHMep ynorpeda Ha KOPTHKOCTEPOUIH, HAMa KOHKPETHA 1o3a (BHXKTe Touka 4).
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