JIucroBka: nnopManus 3a naiHeHTa
Lol ook /
Bbenaamycrun Canaos 2,5 mg/ml npax 3a KOHIEHTPAT 32 HHPY3IHOHEH Pa3TBOP
Bendamustine Sandoz 2.5 mg/ml powder for concentrate for solution for inﬁ sion 19 -12- 2075
OeHAaMyCTHHOB XHAPOXJIOPHI T % l>',g
bendamustine hydrochloride

IIpoyeTeTe BHMMATEJHO NLAJATA JHCTOBKA, MpeAH [Aa 3amo4YHeTe /a H3IO0J3BATE TOBA

JIeKapCTBO, ThH KaTO TH ChAbp:Ka BakHa 3a Bac madopmanus.

- 3ana3ere Ta3H JMUCTOBKA. MoXe aa ce HaJIOXKH Ja g MpOoY€eTeTe OTHOBO.

- AKO UMaTe HIKaKBH BbIIPOCH, nonuTaiTe Bawuus sekap, papMaueBT HIKM MEJULIMHCKA CECTpa.

- Tosa nekapcTBO € npeanucado Ju4HO Ha Bac. He ro npeorcrenBaiite Ha Apyru xopa.
To Moxe ma UM HaBpeIU, HE3aBUCUMO 4€ MIPU3HALIATE Ha TAXHOTO 3a00JIsABaHE ca
ChIIUTE KaTto Bamwure.

- AKO MoTyunTe HAKAKBH HEXEJIaHU peakLuH, yBeaomere Bamus nexkap win ¢papmauest. Tosa
BKJIFOYBA M BCUYKH Bb3MOXXHHM HEXEJIAaHU peaKlMi, HEOMUCAaHH B Ta3H JIMCTOBKA. Buxkre
TOYKa 4.

KakBo chAbpiKa Ta3H JJHCTOBKA

|. KakBo npencrasnsBa benaamyctuH CaH103 M 3a KakBO C€ U3I10/13Ba
2. KakBo Tpsa6Ba na 3Haere, npeam aa usnonspare benaamycrtun Canaos
3. Kak ga u3nonsBare benapamyctun Canno3

4. Bp3MOXXHHU HEXEJIaHH peaKL U1

5. Kak na cexpansBare benaamyctuH CaHa03

6. Crabp)kaHue Ha ONMAaKOBKaTa U AOIMbJIHUTEIHA MHpOpMaLUs

1. KakBo npeacrasisBa benaamycrun Cano3 H 3a KAaKBO ce H3M0J13Ba

Bennamycrn CaH103 € JIeKapcTBO, KOETO Ce U3I0JI3Ba 3a JICUEHHE Ha OTpe/le/IeHH BUIOBE
3710Ka4€CTBEHH TYMOPHH 3a00/11BaHUS (LIMTOTOKCHYHO JIEKAPCTBO).

bennamyctun CaHo3 ce U3MoJI3Ba CaMOCTOATEIHO (MOHOTEpArius) WK B KOMOUHALMSA C 1pyry
JIeKapcTBa 3a JIeYEHHWE Ha CleHUTE (JOPMH Ha 3JI0Ka4YECTBEHH TYMOPHH 3a00JIIBaHMS:

® XpoHMYHA JUM(OLIMTHA JIEBKEMMS, KOraro KOMOMHMpaHaTa XHUMHOTEpanus ¢
dnynapabun He e noaxozasdiua 3a Bac,

® HEXOMKKHHOBH JIMMPOMH, KOUTO HE Ca WM CaMO 3a KpaTKO ca ce€ TMOBJUAIU OT
MpeAXOAHO JIEYEeHHE C PUTYKCHMAD,

® MHOXXECTBEH MHUEJIOM, KOraTo JICYHEHHETO, ChAbPXKALLO TATUAOMMUI I OOpTE30MHUO, He
e noaxonAuo 3a Bac.

2. KakBo TpabBa na 3Haerte, npeau Aa udnossare benaamycrun Cangos

He TpsiOBa 1a n3noa3Bare benaamycrunn Canjgos:

= aKO CTE aJIepri4yHU KbM O€H/1aMyCTHHOB XHAPOXJIOPHA WU KbM HAKOS OT OCTAHAJIUTE |
ChCTABKH Ha TOBA JIEKAPCTBO (M30pOoeHH B TOUYKA 6); O HU 20 NN
AR\ A

\




JAOKaTO KbPMHTE, aKO 0 BpeME Ha KbPMEHE € HeoOxoaumo neveHue ¢ benaaMmyctun Cannos,
Bue TpaGsa J1a NpeyCTAaHOBHTE KbPMEHETO (BIDKTE TOUYKA , JIpeaynpexacHus H npeana3Hu
MEPKH TTPH KbPMEHE™)

aKko0 HMAaTe TeXKa YepHoApoOHa AUCcPYHKUHMA (yBpexkaaHe Ha QYHKLMOHATHHUTE KIICTKH Ha
yepHHusa apob);

aKo HMaTe MOoXKBATABAHE Ha KOXKaTa Wiax 6anara 4yacT Ha OUUTe, TIPHYHHEHO OT MpobIeMH ¢
YyepHHi Apod WM KpbBTa (GKBJITEHULIA);

aKO MMaTe TEXKO HapylleHa PYHKIMA Ha KOCTHUA MO3BK (ITIOTHCKAHE Ha KOCTHHUS MO3BK) H
cepHO3HH NMPOMEHH B 6pos Ha OennTe KIETKH H TPOMOOLMTUTE B KPBBTa

aKO CT€ NpeTbpPheH CEPHO3HH XHPYPrHYECKH OnepalMy no-Maiko ot 30 AHH npeau
3a1I0YBAHE HA IEYEHUETO,

aKo uMmate MH(peKIUd, ocoOEHO Takapa, NMPHAPYKEHa OT HaMalgBaHe Ha Opos Ha Denute
KPBbBHA KJIETKH (JIEBKOLIHTONIEHMA );

B KOMOHHALMA C BAKCUHU CpPELLY XKBJITa TPeCcKa.

IlpexynpexacHAR H Npeana3HH MEPKH
["oBopete ¢ Bamysa nekap, GapmaleBT HIIH MEQULIMHCKA cecTpa Npeay Aa uinonipare beHaaMycTuH

Cannos

Jpyrn nexkapcrsa m beraamycran Cannos
HudpopMmupaiire Bamnsa nekap win ¢papMalesT, aKO H3MON3BaTe, HACKOPO CTE MPUEM
BB3MOKHO [a IMpUeMare Jpyru J1eKapcTaa.

B CJIyYaid Ha HAMANCHa CMOCOOHOCT HA KOCTHHA MO3BK [1a NOAMEHA KPBBHHTE KIETKH. TpaOBa
Ja Obaat wicneasaHy Bamusar Opoii Ha OeH KpbBHH KJIETKH H TPOMOOLIMTH B KpPBBTa NIpeIH
3arouBaHe Ha jeucHue ¢ benpamyctun Cannos, npeau BCEKH clieABalll KYpC Ha JIeUeHHEe U B
MHTEPBATIATE MEXKIY KYPCOBETE Ha JICUESHHUE.

B ciTy4aid Ha MHEGekiud, AKO UMaTe NpU3HaALUK Ha HHPEKIUA, BIIIIOYHTEIHO BUCOKA
TeMneparypa win denoapobru cMMITOMH, TpAOBa 1a ce cebpkeTe ¢ Bauiua nekap.

B CITy4ail Ha KO>KHM peakLuy 1o BpeMe Ha jieueHHeTo ¢ bennamyctun Cangos. Texecrra Ha
peaKLIMUTE MOXKE Aa CE 3aCHIH.

B CiTydaii Ha 6oJle3HEH YepBeH WIM MOpaB 00pHB, KOWTO ce pasnpoCTpaHsBa U MEXYPU W/HIH
APYTH YBpEXAaHUA 3aM04YHAT Ja C¢ MOABABAT B JIMTABHLIMTE (HAMNp. YCTa U YCTHH), 0cobeHo
aKO NMpead TOBA CTE€ HMAJIH YYBCTBHTEIHOCT KbM CBETIMHA, HHPEKUMH HA UXATE/THATA
cucTeMa (Hanp. OpOHXHT) H/HIH TeMIIEpaTypa.

B CJTy4aH Ha CBHIECTBYBALUO CHPACUYHO 3a00nsABaHe (Hamp. cbpAedeH yaap, rpbaHa 60ka,
TeKKO HAPYIUEH ChPACYECH PHTEM).

B CJIy4aid, ye yceTuTe OoJika B XbJI00Ka, 3a0€1e€)KHTE KPBB B YPHHATA HIH HAMAJICHO
KOJMYECTBO YpHHA. KoraTto 3abonsiBaHero € MHOrO TEXKO, OPraHU3MBT MOXE /1a HE € B
CBCTOSHHE A OTCTPAHH BCHUKH OTIIAJAHHU MPOLYKTH OT YMHpAIUIKUTE pakKOBH KJIETKH. ToBa ce
HapH4a CHHAPOM Ha TYMOPEH JIM3UC U MOXKE Ja NMpUYHHU OBOpeyHa HeJOCTaTEYHOCT H
chbpaeduHH npodbneMy B paMkuTe Ha 48 yaca oT npwiaraHe Ha IrbpBaTa 103a beHnaMyCTHH
Cangos. Banust nekap Moxke 1a npoBepH Jajld CT€ AOCTaTbYHO XWApPATHPaHHU U aa Bu
Ha3HaYH APYIH JIeKApCTRA 3a NMpefoTBPaTABAHETO MY.

B CJTYYail Ha TEXKKH AJICPrUiiHU PeakLMy WM peaklMy Ha CBPBXYYBCTBHTEAHOCT. Criea
NbpBHA JieyebeH LuKsn Tpabea na 0ObpHETE BHHMAHHE HA peakUUUTE KbM BIIMBAHUATA.

IO BCAKO BpeME [10 BpEME WIH Clie[ ICYEHHUETO, YBeAOMeTe HesabaBHo Bamua nekap, ako
3abene)xnuTe WK HAKoM 3abenexu BB Bac: 3aryba Ha namerTta, npobneMu ¢ MUCHITTa,
3aTPYJHEHO XO[€eHe WM 3aryba Ha 3peHHe - TOBa MOX€E Aa C€ IbJDKH Ha MHOTO pAAKa, HO
cepHO3Ha MO3b4Ha HHpeKLUA, KoaTo MoxXe aa 6bae daranHa (nporpecHRHa MyJITHPOKANIHA
nepxoeHuedanonatus win IIMJ]).

cBBpXKeTe ce ¢ Bawuna nekap, ako 3abenexxure HAKAKBU NOAO3PHUTEIHH KOXXHU IIPOMEHH, Thi
KATO MOKe /1a HMa MOBHIIEH PHUCK OT HAKOH BHIOBE KOXKEH paK (HEMENIAHOMEH KOXEH pakK) ¢
ynoTpebara Ha TOBa JIEKapCTRO.




Axo benaamycTHH CaHo3 ce M3N0a3Ba B KOMOMHALMA ¢ IPYTH JIEKAPCTBA, KOMTO MOTHCKAT
06pa3yBaHETO Ha KPbB B KOCTHMA MO3BK, €PEKTBT BbPXY KOCTHHA MO3bK MOXE Aa C€ 3aCHIIH,

Ako BenaamycTrH CaHao3 ce H3noi3Ba B KOMOUMHALMSA C JIEKAPCTBA, KOUTO MPOMEHAT HMYHHHA
OTTOBOP, TO3K €PEKT MOXKE Ja Ce 3aCHIH.

LIuTOCTaTHYHHTE AeKapCTBa MOTaT Ja HaMansaT eeKTUBHOCTTA HA BAKCUHALIMATA C J)KHBH BHPYCH.
OcBeH TOBa UMTOCTATUUHMTE JIEKAPCTBA YBEHYABAT PUCKA OT HH(EKLUA Clie] BAKCHHALIMA C XKMBH
BaKCHHH (Hanp. BAKCHHALMA NPOTHB BUPYCHHU 3a0onsBaHuA).

BpeMeHHOCT, KbpMeHE H PepTHIATET
Ako cTe 6peMeHHa WIH KbPMHUTE, CMATATE, He MOXe [a CTe OpEMEHHA HIH TUIaHMpaTe OpEeMEHHOCT,

noceBeTBaiTe ce ¢ Bamna nexap unu ¢apmaileBT npegu ynorpedara Ha TOBa JIEKapCTEO.

bpemeHHOCT

Benpamyctn Canio3s MOXE Ja MPUMYMHH NEHETHYHO YBPEKAAHE H NPH NMpoyYBaHHA C XXHBOTHH
npuuuHABa Maidopmaimu. He TpabBa na u3nonssare beHaamyctud CaHao3 no BpeMe Ha
GpeMeHHOCT, OCBEH aKO TOBA He € KaTerOpW4yHO Ha3HA4YeHO OT Bauiug nekap. AKO ¢e ieKyBare,
TpA6Ba Aa ce KOHCYITHPATE C IEKAp OTHOCHO PHCKA OT NMOTEHUMANHHU HEXeNaHH e(eKTH OT
JICYEHHETO BBPXY HEPOLACHOTO JETE, KAaTO Ce MPernopbyBa U NEHETHYHA KOHCY/ITaLIMA.

AKO CTe XeHa B JIeTepOJIHa BB3pacT, NPeax H 1o BpeMe Ha neueHuero ¢ bennaMyctun Cangos tpabsa
na u3noa3pare ePeKTHBEH NMPOTHBO3aYaThUeH MeTo. AKO 3abpeMeHeeTe Mo BpeMe Ha JieYeHHe
BenpamyctiH Cannos, Tpabea He3abaBHO 4a uHGopMHUpaTe Balusa nexkap ¥ na HanpaBATE FEHETHYHA
KOHCYTalus.

KepmeHe
BenaamycTuH Canno3s He TpaOBa Aa ce npuiara no BpeMe Ha KbpMeHe. AKO IO BpeM€E Ha KbpMEHeE ce

Haara JieueHue ¢ benpamyctud Canno3, TpsaOBa Zja cripeTe KbpMEHETO.

QepPTUANTET

[Tpenopbura ce nexkyranute ¢ benpamyctud CaHao3 MbKe Aa He cTaBat Oally 1o BpeMe Ha
JledeHHeTo H Ao 6 Mecela ciie ToBa. [Ipenu 3ano4ysaHe Ha JIeYeHHETO TPAOBA 1a MOTHPCHTE CHBET
OTHOCHO CbXPaHEHHETO Ha CriepMa NopadH BEPOATHOCTTA OT MOCTOSHHO besnnoaue.

Modnpane u pabora ¢ MAIUHEH

BenpamyctH CaHio03 NOBNMABA B 3HAYMUTENHA cTeneH cnocobHocTTa 3a wodrpaHe U pabota ¢
mammiad, He modupaitre 1 He M3non3saiTe MalllHHU, KO H3ITUTATE HEXEJIaHH peakUHH KaTo
3aMasHOCT HJTH JIMICA HAa KOOpANHALHA.

3. Kak na n3noassare bengamyerun Cangos

Bunaru M3noi3BaiTe TOBA JICKAPCTBO TOYHO KakTo BH e ka3an Bammsar nekap i
dapmManeBT. AKO HE CTE CHTYPHH B HENIO, NonuTaiTe Bamus nekap viM ¢gapmMalesrT.

bengamyctnn CaHao3s ce nmpuiara sLB BeHa B NpoAb/oKeHHe Ha 30-60 MUHYTH B pa3iiHuHA 0O3H,
caMocToATeNHOo {MOHOTEpanHs ) WIH B KOMOHHALUHA C APYTH JIekapCTEa.

JleueHHeTO He TpAOBa [a ¢ 3anouBa, ako Baiusar 6poit Ha Oenute KPpbBHH KIETKH (JIEBKOLIUTH)
W/WIH TPOMOOLIMTH B KPBBTA € CNAagHAa)1 NoJ ONpeaeseHH HHBA.
Baimnuar nekap peZOBHO LUE W3C/ICABA TE3H NMOKA3ATENH.

XponE9HA NEAMGONHTHA JIEBKeMHUS




benpamyctun Cango3 100 mg Ha kBagpaTeH METhp TENECHA MOBbPXHOCT Ha JeH 1+2
(BB3 OCHOBA Ha PBCTA U TEJECHOTO TEIJIO)

[Tosropere LHKBAA cnex 4 ceaMULM A0 6 MbTH

HexoxKHHOBH JHMGPOMH

benaamycTHH Cango3 120 mg Ha kBajipaTeH METBHP TEJIECHA Ha J1eH 1+2
NOBBLPXHOCT (Bb3 OCHOBa HA PBCTA U TEIECHOTO TEIVIO)

[ToBTOpEeTE LKKBAA cled 3 ceAMULIM Hal-Manko 6 mbTH

MBoXxecTBEH MHEJIOM

bennamycrun Cangos 120 - 150 mg Ha kBaapaTeH METHP TEJIECHA Ha AcH 1+2
NMOBRBLPXHOCT (Bb3 OCHOBA HA PbCTA U TEJIECHOTO TEIJO)

[Tpeannson 60 mg Ha KBaipaTeH METBP TECJIECHA NOBBPXHOCT (Bb3 Ha aHH | - 4
OCHOBA Ha PBbCTa M TEJECHOTO TEIJIO), Hpe3 HEKEKINA WK IEPOPATHO

[TosTOpeTe LUMKBAA cliel 4 ceAMMIIM HAW-MAaJIKO 3 TbTH

Jleuenunero TpaGBA Ja ce MPEKpaTH, ako OpoAT Ha HenuTe KPbBHU KIETKH (JIEBKOLIMTH) WU
TpoMOOLIMTH € criagHaT 10 ONPEACICHH HUBA.

JleueHHETO MOXKeE Ja C€ NPOAB/DKH, Cliea KaTo OpoaT Ha Oenure KPBBHU KIIETKH H TPOMOOLIMTUTE CE €
NOBHLUMI,

Hapyiuena ¢pyHkIMA HA YyepHus apob unu Onbpenure

B 3aBHCHMOCT OT cTerieHTa Ha yBpesKJaHe Ha YepHoApoOHaTa PyHKLMS, MOXKE [1a C& HATOKHM
KopekLma Ha n03ata (¢ 30% B cnyuait Ha AMCYHKLHA Ha YepHUs Apod B yMepeHa crernieH). B ciyyaii
Ha yBpeaeHa ObOpeuHa QyHKIMA, KOPEKLMA Ha [03aTa HE € HeoOxoauMa. BainuaT nexypail snekap e
PeLLH JallM CE Hanara KOpeKlus Ha 103aTa.

Kak ce npunara
Jleuenuero ¢ bennamyctun Cannos TpabBa Aa ce npeanpueMa eMHCTBEHO OT JIeKapH C OITMT B
JIeYeHHETO Ha TYMODH. BallluaT nekap e HasHauM ToYHaTa go3a beHnamyctud CaHRos M e

npeanpyueMe HEOOXOTUMHUTE NPEANAa3sHU MEPKH.

BaiuusT JeKyBalll JeKap e MpUI0KH HHPY3UOHHHA pa3TBOP CJIEA MPUTOTBAHETO MY CHIJIACHO
yKa3zaHHATa. Pa3TBOpPET ce npuiara BbB BEHa KaTO KPATKOTPAHHO BNMBaHE ¢ NPOABJLKUTEIHOCT 3(0-60

MHKHYTH.

[IpoabIKUTEIHOCT HA JIeUEHUE
Hsma o610 npasuiio OTHOCHO CpoKa Ha nedeHre ¢ bengamycTud CaHno3. [IpoasmKUTeNHOCTTA Ha

JeYeHHETO 3aBHCH OT 3a0019BAHETO M NOBIIUABAHETO OT JIEYEHHETO.

AKO UMaTe NPHUTECHECHHUA WIK BBIPOCH OTHOCHO NeueHUeTo ¢ benaamycTud Cannos, Moiia NOMUTanTe
Bamusa nexap Wid MeJHLIMHCKA CecTpa.

AKo cTe nponycHanr aAa m3no/sBare benpamyernn Cannos

AKo cre nponycHanu A03a benpamyctun Canzos, Bawuar nekap 6u tTpabeano ga npoabipku

obuyailiHaTa cxeMa Ha I[Tpuiiarase.

Ako cte capenn ynorpebara sa besnamycran Cannos

BawusT ekyBal Jiekap 10 NPeLeHH AaTH Aa MPEKPaTH JIEYEHHETO HIH 1A NPEMHU
APYT NMPOAYKT.




AKO MMaTe HAKAKBU JOIBIHHTEIHHA BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TO3H MPOAYKT, MOJIA
nonutadite Bawuus nexap, dapMauesT WM MEAMLIMHCKA CECTpAa.

4. BLb3MOKHH HEKEJIAHH PEaKIHA

KakTo BCHYKH JICKApCTBa, TOBA NEKAPCTBO MOXKE Ja MPeIH3BHKA HEKENAHH peaklly, BLIIPEKH Y€ HE
BCEKH ' MOJTy4aBa.

Hsakou ot HabmogaBanKTe eeKTH, H30POEHH M0-0JTY, MOTAT Ja C€ MOJIy4aT Clel| U3CIeABaHMS,
HanpaseHu OT Bailiug nekap.

Cnen y3THuaHe Ha benaamMyctrH CaHA03 B TbKAHTa U3BbH KPbBOHOCHHTE ChAOBE (M3BBHCHAOBO)
MHOT'O PAAKO c€ HabioAaBa TbKAHHO YBpEXxAaHe (HEKpo3a). Y CeIAaHeTo 3a NapeHe B MACTOTO Ha
NMPOHUKBaHe Ha UH(Y3UOHHATA HIJIa MOXeE Ja Obae NPU3HAK 32 BBEKAAHE H3BBEH KPHBOHOCHHUTE
chAoBe. [TocneACTBHETO OT TAKOBA MPHIOKEHHE MOXe 1a Obae 6osika U 0aBHO 3apacTBallH KOXKHH

nedexTu.

Hesxenanara peakums kbM bedaamyctn Cannos, KOATO orpaHyyaBa A03aTa, € HapylieHaTa
(YHKLHA Ha KOCTHHA MO3BK, KOATO OOHKHOBEHO C€ HOpMaU3Hpa ciel neveHdero. [loTucHarara

G YHKIMA Ha KOCTHHA MO3BK MOXe Ja IoBeZie 1O HUICBK OpO# KPBbBHHU KIIETKH, KOETO OT CBOA CTpaHa
13 YBEJIMYH PHCKA OT MHGEKLUA, aHEMKA HJIM MOBUILIEH PUCK OT KbPBEHE.

Mnoro uecrn (Moxke aa 3acersat mosede or 1 ma 10 xymn):

Huctsk 6poit 6enu KpbBHH KJIETKH (KJIETKUTE BBB Bamiara kpsB, KOHTO ce S0opaT ¢ OonecTure)
HamanspaHe Ha YepBeHHUA MUIMEHT B KPbBTa (XeMOTTIOOMH: 6€IThK B YEPBEHUTE KPLBHH
KJIETKH, KOUTO HOCH KUCIOpOaa U3 TAIOTO)

e Hucek 6poit TpomOoLMTH (Ge31BETHH KPBLBHH KNETKH, KOMTO CMIOMArar 3a ChbCHPBaHETO Ha

KPbBTA)

Hudexiun

[To3uBH 32 noBprllaHe (raaeHe)

[lospbinaHe

Bn3naneHHe Ha MTHraBULIMTE

["naBobonue

[loBHiLeHH CTOHHOCTH HA KpeaTHHHH (XUMUUYECKH OTHaJeH MPOAyKT, KOATO ¢e

NpOM3BEXKAa OT MyCKyJiMTe BH) B KpbBTa

[ToBHieHH cTORHOCTH Ha yped (XMMHYEH OTNaAEH NMPOAYKT) B KPbBTA

Bucoka temniepaTtypa

YMmopa

Yecrr (Moxe aa 3acernart a0 1 ma 10 xymn):

o KbpBeHe (KPHBOUIIUB)

e Hapynienue Ha MeTabonu3mMa, NPUHUHEHO OT OCBOOOKIABAHETO B KPBBTA Ha ChABPKAHHETO
Ha YMUpAILWTE PaKOBH KIIE€TKU

¢ Hamanapane Ha Opos Ha YepBEHHTE KPbBHH KJIETKH, KOETO MOXKE Z1a HANpaBH KoKaTa bnefa u
Ia MpHYKHH cnabocT unu 3aayx (aHeMHA)

e Hucox 6poit Ha HeyTpod M (benu KpbBHM KIETKH OT 0011 THR, BaXXKHH B 6opbaTa ¢
MHDEKIHUUTE)

¢ Peaxkuuu Ha CBPBXYYBCTBHTE/IHOCT, KATO aJIEPrUiHO Bh3NAIEHUE HA KOXaTa (1€pMATHT),
KOIIPUBHA TpecKa (YPTHKAPHA )

e [lopuiiend cToMHOCTH Ha yepHOAPOOHHTE eH3UMH ACAT/AJIAT (xoeto Moxke na 03Ha4YaBa
Bb3MAaICHHE WIHM YBpeKIaHe Ha KJIETKUTE B YepHHA apob) e

e [loBuenu cTOMHOCTH HAa eH3UMa aNKayiHa PocdaTaza (eH3UM, IPOU3BEXAAH AHO-B-. /i,
4yepHHA ApOd 1 KOCTUTE)

¢ [loBMilIeH XKThUYEH MUTMEHT ( BEILICCTBO, NPOU3BEXKAAHO OT HOPMAJIHHA pa3s




KPBBHH KITETKH)

Hucky HHBA Ha KaTHii B KpbBTA (€JIEMEHT, KOWTO € HeoOXxoauM 3a QyHKLMOHHPAHETO HA
HEPBHUTE M MYCKYJIHHTE KIETKH, BKIIOUHTEIHO H TE3H Ha CHPLETO.)

HapyuieHa gpyHkima (amchyHKLUA) HA CHPLETO

HapymieH cbpacueH pHTHM (apHTMHA )

Hycko wiM BUCOKO KPbBHO HAJIATAHE (XMIMTOTOHUS WIH XUITEPTOHHA)

Hapymena 6enonpobna gpyHkums

Bb3naneHue Ha ycra (CTOMATHT)
Jlunca Ha aneTur

Koconapn

KOXHH H3MEHeHHA

[IpomycHaTta MEHCTpYaUHA (aMeHopes )
bonka

bescbHHE

BTpucane

O0e3BO/IHABAHE

3aMasgHOCT

Copbauy obpus (ypTHKapus)

HeuwecTn (Moxe aa 3acernar 1 ua 100 aymn):

C1pOHpaHe Ha TEMHOCT B ChpAcYHATa TOpOKYKa (M3NTHB HA TEYHOCT B NNEPHKAPIHOTO
NPOCTPAaHCTBO)

HeedeKTHBHO MPOH3BOACTBO HA BCUMKHM KPbBHH KIIETKH OT KOCTHHSA MO3BK (IbOECTHAT
MaTepHan B KocTure BH, KbAETO C€ MpOH3BEIKIAAT KPBBHU KIETKH)

OcTtpa NeBxemMus

CapneueH yaap, 6oska B repaure (MuoOkapaeH HHApKT)

CopaeuHa HEAOCTATBUHOCT

Peaxn (Moxe na 3acernart a0 1 sa 1 000 xymn):

L

Hudekuns Ha KpbBTa (CETNCUC)
Texxku aneprudHy peakilid Ha CBPbXYYBCTBUTENHOCT (aHaQHUIAKTUYHH PEAKIUH)

HamansBaHe Ha PYHKLIHATA Ha KOCTHHMA MO3bK, KOETO MOXe Aa By Hakapa Ja He ce yyBCTBaTe
nobpe WM aa ce oTpasu Ha BaluMTe KpBBHM TECTOBE.

[Ipuanauy, nof00HM Ha aHAUNAKTUHHH peaKUuy (aHaQWIaKTOMIHH PEaKLMH)
CHHIMBOCT

3aryba Ha rnac (agoHHA)

OcTbp LHMPKYNATOPEH Kojanc (CpUB Ha KpbBOOOpaLlEeHHETO NPEJUMHO OT ChpACUYEH

NPOH3X0a €C HEBRB3IMOXKHOCT 3a NNOOBpPXKAHC Ha cHA0AsABRAHETO C KHCITIOPOAd KU APYTH
XpaHHUTC/IHHA BELIECTBA 10 TEKAHHTE H OTCTPAHABAHC HA TUKCHHHTG)

3ayepBSBaHE Ha KOXaTa (CpUTEM)
Brn3ananeHue Ha koxkara (IepMaTuT)
Copbex (npypHr)

Koxen o6puB (Makyno3eH eK3aHTEM)
[IpexoMepHO H3NOTABAHE (XHIIEPXHUPO3a)

Mmuoro peaxkn (Moxe aAa 3acersar Ao 1 na 10 000 aymmu):

[ThpBUMUHO ATHNAYHO RB3NANICHUE Ha Oenure npodoBe (MHEBMOHMA)
PaspyiaBaHe Ha UepBE€HHUTE KPBbBHH KIIETKH

bbp3o cnagaHe Ha KPBBHOTO HANATaHE, MOHAKOra C KOXKHH peaKkLHMH{ Wik 00
(aHarNaKTHYEH LLOK)




HapyiieHo ycelaHe 3a BKyC

[TIpomeHenn ycewmanus (rapecTesHs)

O61o HepaznonoxxeHue U Honka B KpaiiHHUMTE (Nepu@epHa HEBPONATHA)
CepHO3HO ChCTOAHHE, KOETO BOAM A0 OIOKMpaHe Ha CrieMUYHH peLieliTOpU B HEPBHATA
CHUCTEMA

Hapyurerus Ha HepBHATA CUCTEMA

JIurica Ha KOOpAMHALIMA {aTAKCHA)

Br3naneHue Ha Mo3bKa (eHUehanuT)

[TopHieHa chpAcYHA YecTOTa (TAXHKapIHA)

BrinaneHue Ha sedure (piebur)

O6pa3ysaHe Ha TbKaH B 6enute apobdose (dudbposa Ha 6enure qpodose)
Bb3naneHue Ha XpaHONPOBOAA, MPHAPYKEHO ¢ KbPBEHE (XeMOparuyeH e3ogarur)
KbpBeHe Ha CTOMaxa WM 4epnaTta

bearnoaue

MHoXecTBeHa OpraHHa He10CTaThUHOCT

C nen3pecTHA 4eCcTOTA (OT HATHYHHTE JaHHH He MOXKE N1a ObjJe HANpaBeHA ONEHKA HA
JeCTOTATA)

o YepHoapoOHa HEAOCTATHYHOCT

e bubpeyna HeaoCTATHHYHOCT

e HepaBHOMEPEH M 4eCTO MBTH YCKOPEH MYJIC (MPEACHPIAHO MBKACHE)

o Bone3sHeH YyepBeH WK MOpaB 0OPHB, KOWTO ce pa3npocTpaHsaBa U MEXYpH H/WIH NOABa Ha
APYTH YBPEXKOAHHUS HA JIMTABHLMTE (HAMNp. YCTa U YCTHH), 0COOEHO aKko NpedH TOBA CTe HMAIIH
YYBCTBUTENIHOCT KbM CBET/INHA, HHPEKUHMM Ha AMXATeNHAaTa CUCTeMa (Hanp. OpOHXHUT) W/ Unu
BHCOKA T¢MIIepaTypa.

[THeBMOHUT

Kpbeonznus ot 6enure qpobose

JlexapcTBeH OOpHB IMpH KOMOHHHMPAHO JCUYCHHE C PUTYKCUMAa0

[IpexomepHO YpHHHpaHE, BIJTIOMHTENHO MPE3 HOLITA U MPEKOMEPHA XKAXKIA A0PH CC] ITHEHE
Ha Te4HOCTH (HedporeHeH Oe3BKyceH anadber)

Hma cpoOleHus 3a BTOPUYHH TYMOPH (MHETOAUCILTACTHYEH CUHAPOM, OCTPa MHENOHIHA JIEBKEMHUA
(AML), 6pouxuanes kapuMHOM) cief edyeHue ¢ bengamyctud Canno3. He Moxe aa ce onpeaenu
JaJIK € HAJTHLIE KaTeropuyHa Bpb3ka ¢ bennamyctul Cannos.

Ceppkerte ce ¢ Bamma nexap win He3abasHO noThpceTe MEAULIMHCKA MOMOII, ako 3abenexuTe HAKOA
OT CJICQHHTE HEXEIaHH PeaKlMH (C HEM3BECTHA YeCTOTA):

Texky koxxHH 0OpPHUBH, BKITIOUUTENTHO CHHAPOM Ha CTHBBHC-J[PKOBCHH ¥ TOKCHYHA €NUIEpMalnHa
Hekpoau3za. Te MOraT aa ce nosssT KaTo YepBeHUKABH MaKyJIH, NOAOOHH HAa MHILIEHA MWIH KPBITH
TUTACTHPH, YECTO ¢ LEHTPAIHO Pa3noNoXeHUe MEXYPH N0 TUIOTO, JITOILEHE HAa KOXKaTa, paHH B YCTaTa,
I'bpPJIOTO, HOCA, FEHUTAIMHTE H OMMTE, U Morat Aa 6B4aT NpeecTBaHU OT TPeCKa U rpunonoaodbHu
CHMITTOMH,

[1I1poko paznpocTpaHeH OOpPHR, BHCOKA TEJIECHA TEMIIEpPATYPa, YBEJIMUECHH TUMQPHH BB3NIH U YHACTHE
Ha APYrH OpraHy B TAJIOTO (JICKApCTBEHA PEaKIMA ¢ €03UHOQUIUS U CHCTCMHHM CHMITTOMH, H3BECTHA
owe kato DRESS unu CHHIpOM Ha JIeKapCTBEHa CBPBEXYYBCTBHTEIIHOCT).

AKO HAKOS OT HeXKE€JIJAHHTE JIEKAPCTBEHH PEAKLIMH CTaHEe CEPHO3HA WIH 3a0eNeXXuTe IpyrH,
HEOMMHCAHH B Ta3H JIMCTOBKA HeXXeNaHHW peaKkLuM, MoJIa yBeaoMeTe Bains nekap.

CrobmaBane HA HEXKETAHH peaknHH




AKO NoJly4yMTe HIKAKBH HEXKeJIaHM JIEKapCTBEHH peaklMH, yBeaoMere Bamus nekap uiu ¢papMalLiesT.
ToBa BKJIIOUBA BCHYKH Bb3MOXKHH HEOMHUCAHU B Ta3W JIMCTOBKA HEXKeJIaHU peakuuu. MoxkeTte cbllo aa
CHOOLUTE HEXKEJTAHW PEAKLIMK JUPEKTHO Ype3 HallMOHAIHATa CUCTEMa 3a ChoOlIaBaHe:
MsnbaHMTeNIHA areHLus 1o Jiekapersarta yi. ,,JlamsaH ['pyes” Ne 8, 1303 Cogus, yedcanr:
www.bda.bg. Kato chobuiaBaTe HexelaHH peakLiMHi, MOXKETE J1a 1aJieTe CBOS NMPHHOC 3a MoJTyYaBaHe
Ha noBeYe WH(OopMaLMsI OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApPCTBO..

5. Kak na cbxpansBarte benpamycrun Cangos
Jla ce cbXxpaHsBa Ha MACTO, HEAOCTBITHO 3a JELia.

He wu3nmon3BaiiTe TOBa JIEKapCTBO CJie[l CpOKa Ha TIOJHOCT, OTOe/ig3aH BbPXY (JjakoHa M Ha
KapTOHeHaTa omnakoBka cien ,JloaeH no:“. CpokbT Ha TOOHOCT OTroBaps Ha IMOCIEAHHSA JIE€H OT
[MOCOYEHUS Mecell.

CLXP&HHBHﬁTB (bHﬂKDHa B KAPpTOHCHATA OINAKOBKA, 34 [1a CC IIPCAIa3sH OT CBCT/IMHA.

3ales1e:KKa OTHOCHO CpOKa HAa NroAHOCT CJi€ed OTBAPHHE HJIH IPDHITOTBHHE HA pa3TBOpa 3a
MEAHIHHCKHTE CIICHHAJITHCTH

Cnen pa3TBapsHe U pa3pexiaHe, XUMHYecKa U pu3znuecka CTabOUIHOCT € IEMOHCTpUpaHa 3a 3,5 yaca
npu Temneparypa 25 °C/ 60% orHocuTenHa BnaxHocT (RH) wim 3a 2 n1uu npu remneparypa 2 °C 1o 8
°C B MOJIMETHUJIEHOBH CaKOBE.

Ot MUKpOOHOIOrHYHA IJlIeHa TO4Ka, MPOAYKTHT TPAOBa 1a ce U3noJ3Ba He3a0aBHO. AKO He ce
M3110J13Ba BeJHara, BpEMETO M YCJIOBUATA Ha CbXPaHEeHHWeE npeau ynorpeda ca OTTOBOPHOCT Ha
norpeduTens U 0OMKHOBEHO He TpAOBa Ja ce U3MoJi3Ba NMo-KbCHO OT 24 yaca npu temrieparypa 2° a0
8°C, ocBeH ako pa3TBapsHeTO/pa3pexKaaHeTo (U T.H.) Ca U3BBPLIECHU B KOHTPOJIHUPAHU U BATUAUPAHU
aCeNnTUYHHU YCIIOBHUS.

[TorpebuTensaT oTroBaps 3a NOAAbPKAHETO HA ACENITHYHHU YCIIOBHA.

He wusxBbpiigiiTe JieKapcTBaTa B KaHajM3auMsATa WJIM B KOHTEHHepa 3a JOMAalUHH OTHAaIbLIM.
[Tonuraiite Bamus dapManeBT Kak aa U3XBBPJISATE JIeKapcTBaTa, KOUTO Beuye He u3nossBare. Te3u
MEpKH III€ CTIOMOIHAT 3a Orna3BaHe Ha OKOJIHAaTa cpeja.

6. Chrabp/kaHHe HA ONAKOBKATA H 10IbJIHHTE/IHA HHPOpMaANHSA

Kakso cbabpxka benagamycrun Cangos

- AKTHBHOTO BEIIECTBO € OEHJaMyCTHHOB XHAPOXJIOpUA (Kato OEHAaMYCTHHOB XHAPOXJIOPH]
MOHOXH/JIpAT).

Bceku ¢nakoH cbabpka 25 mg O€HAaMyCTHHOB XHMIAPOXJIOpUA (KaTo OE€HAaMyCTHHOB XHIPOXJIOPH/L
MOHOXH/IPAT).
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Cnen pa3rBapsHe | ml oT KOHUEHTpaTa chaAbpXKa 2,5 mg OEH1aMyCTUHOB XHAPOXJIOPHIL
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Kak nm3rnexaa bengamycTunn CaHxo3 H KaKBO CbABbPKA ONAKOBKATA { l = |



ban go noutn 6an nuodunusupan npax B THN ! kadsaB cTeKIEH dnakoH ¢ HpoMobyTHIIOBa KayYyKOBa
3alyllajika M aTyMHHHeBa oDKaTka ¢ OTUYmBalla ce Karauka, ChC WM 6e3 IU1aCTMAacCOB Mpeana3uTe
(cnubiBHHT). CTHMBHHI'BT HE BJIM3a B KOHTAKT ¢ JICKAPCTBEHHA TPOAYKT H OCUIYpABa LOITbJIHHTENHA
3alUTa MPH TPAHCTIOPTHPAHE, KOETO MOBHIIaBa 0€30MacHOCTTa 3a MEAWLMHCKUA U dapMalleBTUMHNAS
nepcoHalN.

Tun I ctekneH ¢pnakoH ot 25 mi.

Tun [ cTekien ¢pnakoH ot 50 ml,

Bunose onakoBKH
1, 5, 10 u 20 ¢naxkonu ¢ 25 mg GeHAaMyCTHHOB XHAPOXJIOPHA.
1 u 5 dnakonm ¢ 100 mg HeHAaMYCTHHOB XUAPOXIJIOPHL.

He BcuukH BHAOBE ONAakOBKH MOTaT Aa ObAaT MyCHaTH B npoaaxoda.

lIpaTexaTen HA paspeilledHHETO 32 ynoTpeba

Sandoz d.d.
Verovikova 57
1000 Ljubljana
CnoBeHus

IlponsBoanTeE/IH

Synthon Hispania SL
C/ Castell6 no 1, Pol. Las Salinas, Sant Boi de Llobregat

08830 Barcelona
HUcnanus

Synthon, s.r.o.
Brnénska 32/¢p. 597
678 01 Blansko

Yerka penrybnuka

Sandoz Gmbh
Biochemiestralle 10
A-6250 Kundl

ABCTPHA

Salutas Pharma GmbH
Otto-von-Guericke-Allee 1

39179 Barleben
['epmanns

Lek Pharmaceuticals d.d.
VerovSkova ulica 57
1526 Ljubljana

CnoBeHus

Tosa nexkapcTBo € 0a00peH0 B CTpaHHTe-WIeBKH Ha Espomelickoto
IIpocTpancTBO CBbC C/IEAHAETE HAHMEHOBAHHA:

HaHus Bendamustin hydrochlorid Hexal




bbvarapus benpamyctun Canao3 2,5 mg/ml npax 3a KOHUEHTpAT 3a HHPY3HOHEH Pa3TBOP

Yewka peny0O/MKa Bendamustine Sandoz

['epmanus Benda NC

EcTonus Bendamustine Sandoz

["bpums Bendamustine/Sandoz

OpaHums BENDAMUSTINE GNR 2,5 mg/mL, poudre pour solution a diluer pour perfusion

JIutBa Bendamustine Sandoz 2,5 mg/ml milteliai infuzinio tirpalo koncentratui

JlaTBuA Bendamustine Sandoz 2,5 mg/ml pulveris infuziju Skiduma koncentrata
pagatavoSanai

[Tonwa Bendamustine Sandoz GmbH

CnoBeHuUs Bendamustin Lek 2,5 mg/ml prasek za koncentrat za raztopino za infundiranje

CnoBakus Bendamustine Ebewe 2,5 mg/ml

JaTa Ha NOCJdeHO mpepasriex/JaaHe Ha JIHCTOBKATA
MMITIT
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[Tocouenara mo-a0.1y HH(IJOPMHIIHH € MpCcaAHA3ZHAYCHA CaMO0 34 MCAHIHHCKH CINICIHHAJIHCTH:

KakTo NpH BCUHYKH CXOJHH HHUTOTOKCHYHH BCLICCTBA, 1OpaAH NMNOTCHUHAJIHUA TCHOTOKCHYECH H
TYMOPOI'CHCH e[bEI{T Ha MpOoAYKTa CC€ HaJlara CECTPHHCKHAT MNEPCOHAJ H JICKAPHUTE [1a CIIa3Bar IO-
CTPHKTHH NpPCAIlasHH MCPKH 34 0€e30MmacHOCT.

[Ipu pabota c 6ennaMmycTuH TpsOBa 1a ce u30sArea HXanuMpaHe (BAMILIBAHE) U KOHTAKT ¢ KOXKaTa WiIH
JUMraByuLIMTE (1a C€ HOCAT pbKaBMIIH, MpeANna3Ho 00eKI0 U €BeHTYaJIHO MacKa 3a jule!). Ako Obae
3aMbpPCEeHa HAKOSA 4acT OT TAJIOTO, BHUMATEIHO S MOYUCTETE C BOJA U CallyH, @ OYUTE MPOMHUMTE ¢
0,9% (M30TOHHYEH) (PU3HOJIOrHYEH pa3TBOP. [IpH BB3MOXKHOCT ce nmpenopbysa aa ce€ paboTH BbpPXY
cnielMasieH obe3onaceH paboTeH 10T (C JJaMMHApeH Bb3/1yLIEH MOTOK) ¢ abcopObupaulo 1
HENPOMOKAaeMO MOKPUTHE 3a €AHOKpAaTHA ynoTpeda. 3aMbpCceHUTE NPEAMETH MPEeACTaBIABAT
LIMTOCTAaTHYHHU OTNaAbUU. Mosisi, cna3BaiTe HALIMOHATHUTE yKa3aHUs 3a U3XBbPJISHE Ha
LIMTOCTaTHUYEH MaTepuasl! bpeMeHHHU CclTy)KuTeKH He TpsaOBa 1a paboTAT ¢ LUTOCTATHUILIH.

['oToBUAT 3a ynorpeda pa3TBop TpsAOBa Ja ce NPUIroTBHU Ype3 pa3TBapsHe Ha CbAbPXKAHUETO Ha

MHXKEKIIHOHEH (bJIaKOH O€H/1aMYyCTHH U3KJIFOYMTEIHO BbB BOJIA 32 MHIXKEKIIMH, KaKTO CJie/IBa:

1. IlpuroTBsiHe Ha KOHLIEHTPUPAH Pa3TBOP

- Ennn nHkekumoHeH dyakoH 6eHaaMyCTHH, Chabpkall 25 mg 6€eH1aMyCTHHOB XHAPOXJIOPHI,
pa3TBaps B 10 ml ipe3 paskiammane

'_. . : r' - :1:.IZ- J-I-.|-

2. [IpuroTBsiHe Ha UHPY3UOHHHUS Pa3TBOP

Cnen wu3buctpsHe Ha pastBopa (obukHoBeHO cien S5-10 muHyTH), ofliata npenopbuyaHa j03a
OeHaamycTUH He3abaBHO ce paspexaa ¢ 0,9% (M30TOHHYEeH) (PU3UOJIOrHUYeH pa3TBOp /10 AOCTUraHe Ha
okoH4aresieH obeM oT okosio 500 ml. benapamycTuH He TpsAOBa aa ce paspexaa ¢ Apyrd HHQY3HOHHH
WM MHXEKLMOHHU pa3TBOpu. beHnamycTMH He TpsaOBa na ce cMecBa C OPYrd BellecTBa IpH
UHOY3UATA.

3. [punoxeHue NM \\
Pa3TBOPBT Ce MpHJIara 4pe3 HHTPaBeHO3Ha HHAY3HS B MPOAb/bKeHKe Ha 30-60 mif. I\ € \‘*\
d1akOHUTE ca NMpeaHa3HauYeHHU CaMo 3a €JHOKpaTHa ynorpeoa. ([ = (&7 AT | > *)
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Heusnon3BaHUAT JIEKapCTBEH NMPOAYKT WIH OTNAABYHHTE MATCPHAJIH OT HEro TPAOBa Aa C€ U3XBBPJIAT

B CbOTBCTCTBHC C MCCTHHTC U3IHMCKBaHHA.
HeBonHo HHKCKTHpAHEe B TbKaHTa HM3BBH KPBBOHOCHHTC CbAOBC (QKCTPRBHSHHHO HH)KEKTH]J&HE)

TpsaOBa He3abaBHO Aa ce npexpard. Urnara TpsabBa ga ce u3BaaM ciieal KpaTka acivpanusa. Cnen Tosa
3acerHarara ThkaHHa obnacr Tpabpa na ce oxnazau. Prnkara TpaOBa na Obae moBawrHara Harope.
JIOMBJIHUTEHO JIEeYEHHE, KATO HanpHMep ynoTpeba Ha KOPTHKOCTEPOHAH, HAMAa KOHKPETHA MoJi3a (BX.

TOYKa 4).




