JlncroBka: undopmanus 3a norpedurens

JokcopyOounun Axkopa 2 mg/ml KonnenTpar 3a HH(Y3HOHEH pPa3TBOp
Doxorubicin Accord 2 mg/ml concentrate for solution for infusion

JlokcopyOULIMHOB XHAPOXJIOpH /T
Doxorubicin hydrochloride

I[IpoueTere BHAMATE/IHO NAJIATA JIMCTOBKA NpeAH A2 3aMOYHeTe AAa NpHeMaTe TOBA JIEKAPCTBO, Thil KATO TH
CbAbpAKa BakHa 3a Bac ungopmannus.

* 3ana3sere Ta3u JMCTOBKA. MOXe /1a ce HAMIOXKH /1a 5 IPOYETETE OTHOBO.

® AKO HMaTe HAKAKBH JIOMTBJIHMTEIIHU BBIIPOCH, NONuUTaliTe Batus JieKap WM papMalieBT.

* Tosa nekapcTBO € npeanuca’o nuuHo Ha Bac. He ro IPEOTCTBNBAHTE Ha APYrd Xopa. To Moxe [Ja UM HaBpew,
HC3aBUCHMO Y€ MpPHU3HALMTE Ha TAXHOTO 3a00J/IsBaHe ca chlMTe KaTo Bamure.

® AKO NONy4HTe HSKAKBH HEXEJAHW JIEKApCTBEHH peakiMH, yBemoMeTe Barmms nekap wiaM (apmauest. Tosa
BK/THOYBa W BCMYKH Bb3MOXXHHU HEXKEJIaHW PeaKLMH, HEOTTMCAHU B TasH JIMCTOBKA. BHkTe Toyka 4.

KakBo cbabpika Tasu JiHCTOBKA: | nOTD |
I. KakBo npeacrasnssa JlokcopyGuumn AKOpa M 3a KakBo ce U3Mos3ea - didhatbailidade s e ——
2. KakBo Tpa0Ba a 3HaeTe, npeau aa M3Mosispare JokcopyOuuun Akopa

3. Kak na usnonspare [lokcopy6uumn Akopa | pZ D to I3X3 o
4. Bb3MOXKHM HeXellaHU peakLiuu e
5. Kak na cbxpansBare JlokcopyGuumn Akop 7 VAR e 15 -11- 00
6. CbabpkaHHe Ha OMaKoBKaTa M AOMbIHUTENHA HHDOPMALHUS V- _ . .

1. KaxBo npexncrasissa JlokcopyOunnn AKopa 1 3a KAKBO ce H3M0./13BA

Mmerto Ha Bawiero siekapcTso e Jlokcopy6uumn Akopa 2 m g/ml KOHUEHTpAT 3a HH(Y3HOHEH Pa3TBOP, HO B OCTAHAJIATA
4acT OT JIMCTOBKATa wie ce HapHuya ,,JlokcopyOuimn Akops”.

JlokcopyOuumH e ot rpynmara Ha nekapcrBara, Hap€4YCHW aHTPALMKIMHHM. Te3u nekapcTBa ca M3BECTHH CHIO KaTo
JICKApCTBA TMIPOTHB pak, UM XMMHOTEpanHus. Te ce U3ron3BaT npy JIeYeHHeTO Ha Pa3IMYHH KapLWHOMH, 3a 1a 3a6aBsT
WJIK CTIpaT pacTeka Ha pakOBHUTE KJIETKH. 3a J1a Ce NOCTUrHAT MO-A00pH pe3yNTaTH U 1a ce MUHH MH3UPAT HEXKEJIAHUTE
PEAKLIMH, HECTO C€ W3MO.I3Ba KOMOMHALIMA OT pas3IMyHK BHIOBE JIEKAPCTBA MPOTHB pax.

JlokcopyOrumH AKOpa ce W3M0II3Ba 3a JIEYEHHETO Ha CIIEIHUTE BUIIOBE pak:

® pak Ha rbpjaara;

® PaK Ha CbC/IMHUTE/THATA TbKAH, CYXO0XKHIIMATA, KOCTHTE, MYCKYJIHTE (CapKOM);

PaK, pasBHBalll C€ B CTOMaxa MUJIM YepBaTa;

0es10aApobOeH pak;

TUMPOM — paK, KOHTO 3acsira UMYHHATa CUCTEMa;

JICBKEMHA — paK, KOWTO NPHYHHABA HEHOPMAJTHO MPOU3BO/ICTBO Ha KPbBHH KJIETKH;

paK Ha LLMTOBM,/IHATA XKJIe3a;

HalpeiHa/l pak Ha IHYHHUKA U HAa eHI0MeTpUyMa (pak Ha JIMraBULIaTa, MOKpHBAllla MaTKaTa WM HA MaTKaTa);
paK Ha NMUKOYHHUSA MEXYP;

HalpeHan HeBpoOJIacTOM (pak Ha HEPBHHUTE KJIETKH, OOMKHOBEHO OTKPHUBAH IpH JeLa);
3/10Ka4eCTBEH TyMOp Ha ObOpeka npu aeua (tymop Ha Bunmc);

MHEJIOM (paK Ha KOCTHHUS MO3BK).

2 KakBo Tpsi6Ba 1a 3Haere, npeau Aa H3nousBare Jlokcopyonunn Axopa

He n3noassaiite lokcopyouunnn Axop:
- 4KO CTe aJIEPrH4HH KbM JIOKCOPYOMLIMHOB XMAPOXJIOPHA WJIM KbM HSKOS OT OC
JIeKapcTBO (M30pOEHH B TOYKA 6), aHTPALIEHAMOHH WIIH KbM JApYr aHTPaLMKIHH;
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" @KO CTpalaTe OT NOCTOAHHO NMOTHCKAHE Ha CNIOCOOHOCTTA HA KOCTHHA BH MO3BK 42 NpousBeskaa KPbBHH KIETKH
(MHenocynpecusn);

- @KO mpeld TOBa CTe OWJIM JEKYBaHH C AOKCOPYOMUMH WM NOAOGHH JICKApCTBA 32 XUMHOTEpPANHA, KaTO
HAapyONLHH, eMUPYOHMLNH WitH NaYHOPYSHUMH, Thil KATO MPEIUILIHO JIEYEHHE C APYTH NOAOOHH JIeKapCTBa MOXE
712 MOBHILIKA PHCKA OT HEXKENaHH JIEKaPCTBEHH PEaKLMH ¢ JOKCOPYOULIMH;

- @KO CTpajaTe OT HAKAKBB BUJ HH(EKUMS;

- aKko uepHuaT Bu npob He pyHkumoHnpa nobpe;

-~ aKO CTe NPEeKHBENH ChpacyeH yaap (MHdapkT);

-~ aKO MMAaTe HapyIIE€Ha ChbpAeYHA PYHKIMA;

- MMaTe CCpHO3HA AaHOMANIUA HA CHLPJCHHHUA PUTHM (apUTMUA);

- 4KO KbPMHTE (BHXTE ChLIO TOYKa ,,BpeMeHHOCT, KbpMeHe u depTrnuTeT).

Jlexapcmeomo ne mpsbea 0a Bu ce npusaza npes kamemwvp (mvrxa 2vexasa mpv0a) 6 nuUKOYHUA Mexyp.
- AKO CTC QJICPruvHH KbM ROKCOPYOWMLMHOB XUAPOXJOPHI WIH KBbM HAKOS OT OCTAHAJIUTE CHCTABKM HA TORA
NekapcTBO (M30pOeHN B TOUKa 6), aHTPaLICHIMOHH WITH KbM APYT aHTPALMKIKH,
- 8KO MMaT¢ TyMOp, KOHTO € NPOpacHa B CTeHATa Ha MHKOUYHUA MEXYp;
- aKO MMaTe HHQEKLMA Ha MUKOYHHUTE IMbTHILA:
- 2KO MMare BBE3NANICHHE Ha MUKOYHUSA Mexyp;
- @KO ¥MarTe XpbB B YpHHATa (XeMaTypus);
- KO MMarTe npodeMy MpH MOCTABAHETO Ha KATETHP;
- 2KO KbpMMTE (BHXTE CBILO TOUKA ,,BpeMEHHOCT, KbpMeHe U hepTHINTET®).

[Ipeaynpexaenns U IpeanAHA MEPKH
['oBopete ¢ Bamns nekap unu dapMauest, ako CTpaJaTe MWW aKO HAKOra CTe CTPajalld OT HAKOM OT CJIEJHHTE
MEINLIMHCKH CHCTOSHHUA WIH 3a0onaBaHus:

- HapylleHo 00pa3yBaHe Ha KPBBHH KIETKH B FPLOHAYHHA MOZBK;

- npobyieMH CbC CBPLIETO;

- YEePHOAPOOHH HApYIUEHHUS;

- ObOpeunu HapyeHnus.

Tpa0Ba na crobuwinre Ha Bawms sexap:

" 8KO HAKOra CTe NpHeMalii NOKCOPYOHLIHH WK NoJo0HO NPOTHBOPAKOBO EKAPCTRO (aHTpaLUK/IMH) 32 TEYEHHETO
Ha paK;

" aKO HAKOra cTe OWH MOANOXKEHH Ha JIbYeTepanua Ha rOpHATa 4acT Ha TANOTO:

- 4KO B MOMCHTA NPHEMATe WJIM HACKOPO CTe NpHeMAaTH TPacTy3ymal (IeKapcTBO, M3MON3BAHO 32 JieYeHHue Ha
HAKOK BUAOBE pak). TpacTysymab Moke Ha ce 3aabpski B TAIOTO 10 7 Mecena. Tl KaTo TpacTy3ymMab Moxe aa
3aC€rHe ChpUCTO, He TPAOBAa fa M3Mon3Bare JOKCOPYOMUMH A0 7 MeceLa clex KaTo cTe CIIpENIM MPHEMA HA
TpacTy3ymald. AKO AOKCOPYOMLMH Ce U3M0JI3BA MpeaH Kpas Ha TO3H NEpHOA, cepaevHaTa Bu Qyukuus TpsaGea
BHHMATE/IHO 2a C€ CICAH.

[lpean Hadanoto M no BpeMe Ha NeueHHETO ¢ Hokcopybnunn Axopa, Bawmmsat nexap me M3BbpuM chemHuTe
U3CNEeABaAHNA:

- KpbBHa KapTHHa,

- (QYHKUMOHaNHK H3C/eIBaHAA Ha BaweTo cuplie, uepeH apob u 6u6perw.

[lo Bpeme Ha neuenueTo ¢ JOKCOpPYSHLMH, BAILMAT KOCTEH MO3BK MOXKE BEYe 14 HE € B CHCTOSHHE Jia MPOoH3BexXAa
AOCTaTBYHO KPBBHU KIETKH M TPOMOOLIMTH M KpLBHaTa BM kapTuHa Moxe aa ce npomeHy; nopagy Ta3d NpUYKHAa
TpA0Ba Aa Ce NpaBAT KPbBHH M3C/IEABAHHMS TPEAM W IO BPEME Ha BCAKO NedeHue. CneaAHHUTE CHMITTOMM MOraT 2a
BE3HUKHAT B pE3Y/ITAT HAa HENOCTUT HA KPBBHU KJICTKH M/WJIH TPOMOOLIMTH: BUCOKA TEMITEpaTypa, HWHQEKIUH, OTPaBsAHE
A3 KpPBBTa, KbPBCHE M yBpEKAaHE Ha ThKaHMTE. B cnyvall Ha moBumieHa TeMnepaTypa TpabBa He3a6aBHO Ha ce
CBBPXKETE C NIeKyBalls Bu nekap.

KoxeH oOpHR no npoasn/ikeHHe Ha BeHaTa, B KOATO ce npuirara N€KapcTBOTO, HE € HeOOHUYaeH U Moxe Ja 6bae
MOCNEABAH OT Bb3naicHHe Ha BeHaTa ((paedbut). Moxe na HacThM BTBBpAABaHE Mnu yaeben 958 \ 8HATA HA
BEHaTa, 0CODEHO aKO 1€KapCTBOTO Ce [PHUIara MHOrOKPATHO BHB (pHHa BeHa. AKO A€KapCTBOTO ST
CbZ B OKOJTHATA ThKaH (EKCTpaBasaLyi), MOXKe Aa Bb3HUKHE JT0KaNHa GONKa, TEKKO Bb3naieH h I’ \
(LeslynMT) 1 yBpexkaaHe Ha ThKAHHTe. YBeIOMETe MeIULIMHCKA CECTpa, aKo CE MOABH YCelll? / R Bpc ]
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Bauar niekap e ciaean BHUIMaTeNnHo GYHKUMOHHMpAHETO Ha BaieTo Chplie Mo BpEME Ha JISHEHHUETO, 3aLLOTO:

¢ [OKCOpPYOMUMH MOXe 1a YBpeAH CbpIEYHHS MYCKYJI;

® JICYEHMETO C JIOKCOPYOHLIMH MOXe Aa 10Bee 0 ChPAEYHa HEAOCTATHLYHOCT Cliefl OlipeeNeHa KYMyJlaTUBHA 1034
(HaTpynBaHe Ha €JUHHYHH NO3H);

¢ PHCKBT OT YBpEKAaHE HA CHPACYHHA MYCKYJT € MO-BHCOK, aKO MPEH TOBA CTe MPUEMANH NEKAPCTBA, KOMTO MOTraT
Aa YBPEAAT ChPLUETO HIH cTe DMK NMOMLTOKEHH Ha TbYETEparnis Ha FOPHATA YacT Ha TANOTO.

To3u nekapcTBeH NPOAYKT KATO LANIO HE CE MPENnopbyBa B KOMGHHALMA C XKMBH, aTCHIOHpaHHW BaKCUHH. KOHTaKkTET C
JIMLA, KOHTO HACKOPO Ca OMITH BAKCHMHHPAHH CPELLy ACTCKM Mapannd, TpAGea aa ce u3bsaraa.

[lpu neyeHne ¢ mokcopyGHMLMH MOXe Na BLIHMKHE BB3MANCHHE HA JTMTABMLMTE (r1aBHO B ycTara, MO-pAOKO B
XpaHompoBoaa). Toea ce nposBsBa noa ¢opmara Ha Gonka MM yceluaHe 3a nape”e, oOpuB, pa3i3BABaHE Ha
MOBLPXHOCTTA Ha IUraBMLaTa (ECTO 1O UAMOTO NPOALDKEHHE Ha €3UKa WM NOJI €3MKa), KbPBEHE H HHpexunn. Besako
Bb3NajleHue B yCTaTa OOHKHOBEHO CE MOABABA CKOPO C/IeA PHIIOKEHHETO Ha JIEKAPCTBOTO H B TEXKKH ClIydau MOXKe J1a
pOrpecupa R0 4384 Ha JIMraBMLaTa B paMKHTE Ha HAKOJKO JHH; B TOBEYETO C/Iyyad 0baye NaLMEHTET ce Bb3CTAHOBABA
OT Ta3K HEXeJlaHa pakuHg A0 3-TaTa ceAMULIa OT JICYEHHETO.

Moxe aa ce nossH raneHe, MOBPBILAHE W MOHAKOTa Auapus. Te Morar na 6baar MpeAOTEPATEHH WIH OOJIEKMEHH Upes
MOAXOAAUIC NIEUEHHUE, KoeTo BaltusT nexap Moxke aa MpeanuuiIe.

IouepeeHsBane Ha ypuHaTa (KOETO € HOPMANIHO M € CBBP3aHO C LIBETA Ha nekapctporo). Tpabsa na yeepomure Bawums
Jickap, KO HE Crpe CAel HAKOJIKO IHH WITH CMATaTe, Y€ UMa KPbB B ypuHaTa. YBefomere Bawus nexap, ako nosnyusre
TE3U CUMIITOMM.

HoxcopyGuuMH Moxe fa NpHYUHH Ge3nnoaue M 1a yBpeau PENPOAYKTUBHHUTE KNeTKH. KakTo MBXKeTe, Taka M XKeHHTe
TpAOBa fa u3non3paT eEeKTHBHA KOHTPALIENLHUA [0 BpEME Ha JIEYEHHETO H 3a U3BECTEH MEPHO] Clie MPUKIOYBAHE Ha
JIEYEHUETO C NOKCOPYOHLIMH (BUXKTE TOuKa ,,BpeMeHHOCT, KbpMene M depTHnMTET”). AKO KenaeTe na 3abpemeHeeTe
Cllell JIEYEHHE ¢ AOKCOPYOULIMH, MPEAU Jia 3aMOYHETE JIEYEHHETO TpAOBa 13 rOoBOpHTe ¢ Baliug nekap 3a reHeTu4dHa
KOHCYNTalMs W Bb3MOXKHOCTHTE 3a 3ana3BaHe Ha (pepTIHTeTAa.

K0XHH peakuuH H peakiii Ha CBPbX4yBCTBUTETHOCT:

* Moske na ce nmossH koconaa u cnupaxe Ha pacTexka Ha Gpanara. Tasu HexkenaHa peakuys oOHKHOBEHO € oOpaTHMa,
€ BJIHO BB3CTAHOBABAHE HA KOCATa B PAMKHTE Ha [1Ba 40 TPH MeCela Cllef Kpas Ha JIEYEHHETO.

* Moxe na ce nossyu 3avepBaBaHe, 0OE3LBETABAHE HA KOXKATA M HOKTUTE H CBPBXYYBCTBHUTEIIHOCT KbM CITHHYEBA
CBETJIMHA.

* B peaxu cnyyan Morar na Bb3HHKHAT allepruyHy peakLuu (CBPBXUYBCTBHTENHOCT); MPH3HALIMTE WIH CHMITTOMMTE

Ha TE3N peaKliM MOTraT J1a BapHpaT OT KOXeH o0puB U cbhplex (NpypUTyC, ypTUKapusa) A0 BHCOKA TEMNeparypa,
BTPHCAHE ¥ aHADHITAKTHYEH HIOK.

Apyru iekapcrsa v JlokcopySHuun Axopa
Mons, ysenoMere Bauwms nexap, ako npuemare HaCKOpO CT€ NMpHEManM WINH € BBb3MOXKHO 1@ NMpHEMETe ApYrH
JIEKApCTBA.

Cnennute nekapcTea MOraT a B3auMogekcTsaT ¢ JokcopyGuumn Akopn:

* Jlpyr# uMTOCTaTHUM (1EKApCTBa NIPOTHB PaK), Hamp. TpacTy3ymad, aHTpaUMKIIHHH (JayHOpYOHLMH, enmupyGuLmH,
HAapyOMLUKMH), uMcnnaTHH, wuuKiodochamua, LIHKIOCTIOPHH, uMTapaOuMH, fAakap0asuH, JAaKTHHOMHMLVH,
$hnyopoypauunn, MutoMnLmH C, TakcauH (Hanp. NakIMTaKcen), MEPKaNTOMyPHH, METOTPEKCAT, CTPENTO30LHH.

* llMKIOCHOpHH: KOHTO MOXe Aa 3ackiM edeKTHTe Ha AOKCOPYOHIMH. H MOXeE Aa JOBele A0 MPOMBJIKUTENHO
HOTHCKaHE Ha KOCTHHA MO3bK M KPBBHHTE KJICTKH (KOMa M I'bpPHOBE CHIIO €A ONMMCAHH MpPH EIHOBPEMEHHO
IPHJIOKEHUE HA LUMKIIOCTIOPHH H IOKCOPYOHULIMH).

* KapauoakTusnu nekapcrsa (nekapcTea 3a ChpAeHHH 3abonABaHmMs), Hamp. KaaUuueBH OoKepH, BepamaMHiI H
JHUTOKCHH.

* Huxuburopu Ha unroxpoM P-450 (nekapcTsa, KOHTO CIMPAT AeHCTBMETO HA BELIECTBOTO
€ BXKHO 33 NIETOKCHKALMATA Ha BawieTo Tano: Hanp. UMMETHIHH), NIEKapCTBA, KOMTO B
(Hanp. pudpaMnUUMH, GapOUTYPATH, BKITIOUHTETHO (perobapOuran).

* AHTHENHNENTHYHH JieKapcTBa (Hanp. kapbamasenuH, GeHHTOMH, BAJINPOAT).

®  AHTUNICHXOTHUM: KNO3aNHH (JIEKapCTBO, U3MON3BAHO 34 JedeHHe Ha LLIN30(PPEHHR ).




BapdapuH (npenoTBpaTABa CHCHPBAHETO HAa KPbBTA).

AHTHPETPOBHPYCHH JIEKapCTBa (JIEKapCTBa NPOTHB CNELMATTHH BUIOBE BHPYCH).

Xnopamdenukon u cynpoHaMuIH (neKapcTBa NpoTHB GakTepHH).

AMdoTepuLH B (ekapcTBo, KOETO Ce U3MO3BA Cpelly rbGHYHM 3ab0nsBaHHA).

JKMBH BAKCHHM (HAmp. RETCKH napanuy (MOJTHOMMEITHT), Manapus).

Hsakou iekapcTsa NOBIHMABAT KOHUEHTPALIMATA W KIIHHHYHHTE e(eKTH Ha AOKCOPYOHIIMH (HANp. XKBAT KAHTAPHOH).
[Naknurakcen: KoATO MOJe N 3acHiTH epEKTHTE Ha JOKCOPYOHLHH.

Mona na uMaTe NpefBH, Y€ MOCOUEHOTO MOXKE CHILO A BAXKH 33 HACKOPO M3MO3BAHM JIeKapcTRa.
bpemennocr, kbpMene B pepTraAnTET

bpemennocm
AKO CTE OpeMeHHa HITH KbPMHUTE, CMATATE, Y€ MOXE /1A CTE GPEMEHHAa HIH rianupare na uMare 6ebe, nonuraiire Banius
nekap WK papMaueBT 3a CHBET Npey Aa U3NO0/3BaTe TORA JIEKAPCTRO.

HM3BecTHO €, ue NOKCOPYOHLIMH MpeMHHAaBa Mpe3 IaleHTaTa u YBpPEXKa IJI0JA NPH €KCNIEPUMEHTH ¢ )KMBOTHU. AKO
cTe OpemenHa, BawmAaT nekap we Bu npunoxd NOKCOPYGHLMH CaMO aKO TMOJ3UTE OT JEYEHHMETO Ca [OBEYE OT
[IOTEHLHATHATa Bpeaa 3a HepoaeHoTo fiete. HesabasHo yBenomere Bawuns nexap, ako cre GpeMeHHa Win MUCJIHTE, Ye
MOJXE Z1a CTe OpeMeHHa.

/Keunre He TpabBa ga 3abpemMeHsABAT 1O BpeMe Ha JICYEHHETO C JOKCOPYOULIMH UnK 10 7 Mecela ciief] JIeYeHHETO.
Muxere TpaOBa 44 B3eMaT afeKBaTHH NPEINAasHW MEPKH, 3a A ce rapaHTHpa, 4¢ Bamara naptHbOpka HiAma aa
3abpemeHee Mo BpeMe Ha JIEYEHHETO ¢ AOKCOPYOHLIMH WK A0 4 Mecena ciie/] TeYeHHETO.

Kuvpmene

He TpabBa na kbpmure, noxaro Bu nexysar ¢ Jlokcopy6GuumH AKopn u Hai-Manko 14 OHM CeA nociegHaTa [o3a.
JlexapcTBOTO MOXE a peMUHe B GeGeTo upe3 KbpPMaTa U € Bh3MOXKHO /3 HaBpeau Ha BameTo nere.

Depmunumem
MwuxkeTe TpAOBa A2 MOTBLPCAT CBET 3a ChXpaHABAHE Ha CriepMa rnpeau JJEHCHHUETO, ThbH KaTO HMa BEPOATHOCT JICYEHHETO
C OKCOpYOHLMH Ja yBpeau HeoOpaTHMO hepTHAHTETA.

AKO Bb3HamMepsABaTe J1a CTaHeTe POMIMTES Cle JIEYEHHETO, MOJIA, 06ChaeTe ToBa ¢ Bawmus neKap.
Hocwsetsaiite ce ¢ Bawns nekap wiu gapmauest, npean fa npremMeTe KaKBOTO M Aa e JIEKapCTBO.

IMlodupane n padora ¢ MAMHAH

[lopanu dectata nosiBa Ha ralieHe U NOBpPbLUaHe, WOGHPAHETO M PaGoTaTa ¢ MAIIMHH He ce penopbLYBar.

JlokcopyOHnHH AKOPA CLABPKA HATPHIL
To3u nexapcreen mpoaykt cbabpxka 0,15 mmol (3,5 mg) Hatpuit Ha ml. Tosa TpAOBa fa ce B3eMe NpeABM/ NpPH
MAlMCHTH Ha IMeTa C KOHTPOJIMPaH HATPHIA.

Pa3nuuHuTe BUOOBE ONAKOBKH Ha TO3H JIEKAPCTBEH NPOMYKT CHABPKAT CIIEAHHTE KOTHYECTBA HaTPHIA;

BB Bcekd ¢nakon ot 5 ml, ToBa fekapcTBo chabpka NO-Manko oT 1 mmol HaTpuii (23 mg), T.e. npakTHYECKH He
ChAbPXKA HATPHH.

Bzs Bceku ¢nakoH or 10 ml, Toa nekapctBo chbabpka 35,42 mg HATPHA (OCHOBEH KOMIIOHEHT Ha
roTeapckata/TpanesHara con). Tosa e ekBUBANEHTHO Ha 1,77% OT NPeNopbYHTETHHA MAKCHMA/IEH THEBEH XpaHHTEeNAEeH
NPUEM Ha HATPHHU 3a Bb3PACTEH.

Bre Bceku ¢nakon or 25 ml, ToBa nexapcTBO cBOBpKa 88,55 mg HaTpHA (OCHOBEH KOMIIOHEHT Ha
roTBapckara/TpanesHara con). Tosa e exBMBaJIEHTHO Ha 4,43% OT NpeNopBLYHTENHHA MAKCHMAJIEH AHEBEH XPaHUTENEH
MPUEM Ha HaTpHi 3a Bb3PacTeH. '
Bee Bcekn ¢nakon or 50 mli, ToBa nekapctBo chabpka 177,10 mg Harpuil (ocy
roTBapckarta/TpanesHara coin). Tosa € ekBUBaneHTHo Ha 8,85% ot NPENOPLYUTETTHHSL MAKCHM;
[IPUEM Ha HATPHUH 33 BB3PACTEH.




Bbe Bcekn dnakoH ot 100 mil, ToBa nekapctBo chaBpKa 354,20 mg HATpHH (OCHOBEH KOMIIOHEHT Ha
roTeapckara/TpanesHara con). ToBa e ekBMBaJeHTHO Ha 17,71% ot NPENMOPbUHTENIHUA MAKCUMANeH JHEBEH
XPaHUTECICH NPHEM Ha HATPHH 34 Bb3PacTeH.

3. Kak xa uanonssare Jokcopy6unun Axopa

Ha4vnn Ha nprarade H UbT HA BhBEKJaHE
Hokcopybuumn Akopa Moxe aa 6be npriarad camo nog HaJ[30pa Ha JIEKap ¢ OMMT B JICYEHHETO Ha pax.

Bawwst nexap e peiiy kakea fj03a Ja By ce npunara.
He cu npunaraiite nexapcreoro camu. Bamero nexapereo me Bu 6na¢ NPHI0XKEHO KAaTO HHTPABEHO3HA HHDY3UA B
KPEBOHOCEH CbJ, ChINIACHO yKa3aHWATA HA cneuHaiucTH. llle Obaere HabnionaBann pemoBHO mo BpeMe Ha W chef

Batrero teuenre. Ako CTpajarte oT NOBBPXHOCTEH PaK HA MHKOYHHS MEXYp € Bb3MOXKHO J]a By npuimoxar f1ekapcTBoTo
B [TMKOYHHA MeXyp (MHTPABE3UKANHO NPUIIOKEHHE).

Ho3npoBka

HosupoBkara 0GHKHOBEHO ce H3UMCI/IABa Bb3 OCHOBA Ha BawiaTta TejecHa MOBBPXHOCT. 60-75 mg Ha KBagpaTeH MeThp
OT TENECHATA NIOBBPXHOCT MOXKE 1A C€ MPHJIaraT Ha BCEKH 3 CeAMHLIH, KOTaTo Ce M3MOJI3BaT CaMOCTOoATeIHO. Moxe aa
C¢ HanoxXH n03ara Aa ce Hamanu 10 30-60 mg Ha KRaapaTeH METHP OT TEIECHATA NOBBPXHOCT, a MHTEPBATBT HA JICYEHHE

fla C& yABJIKH, KOraTo ¢€ laBa B KOMOMHALMA ¢ IPYTH NPOTHBOTYMOPHH JeKapcTBa. Baiuusr nekap uie Bu nocsBeTRa
338 KOTHYECTBOTO, OT KOETO Ce HY>KIaeTe.

AKO ce npuiara CeAMUYHO, MPENopbLYHTENHATa 1032 ¢ 15-20 mg Ha KBAJIpaTeH METBP TEJIECHA MOBBPXHOCT. Bawiusr
nekap we Bu nocheeTBa 3a KOTHYECTBOTO, OT KOETO C€ HYXK/IaeTe.

[lanuenTH ¢ BIOMIEHa YepHOAPOGHA H 6B6peuna PyHKIHSA

AKO (YHKUMATA HA YepHUS Apolb HiIH 6uOpeuyTe € BOLICHA, [O3aTa TpsabBa na ce HaManu. Bammst nekap we Bu
MOCHBETBA 33 KOJIMYECTBOTO, OT KOETO C€ HYXJAeTe.

Jdena/ nannenTH B cTApYeCcKa Bb3PacT NJIH NANHEHTH cJIe] JIb9eTepanus

Moske fla ce HanoxH A03aTa 1A Ce HaMallH PH AELA M NIALKEHTH B CTApuecka Bb3pacCT, HJIH aKo CT¢ OWIH NMOATOXKEHH
Ha IbueTepanus. Bawmar nekap we Bu nochBersa 3a KONHUECTBOTO, OT KOETO ce HYXKAAETe.

ITanMeHTH ¢be CynpecHn HA KOCTHHS MO3BK

Moxe [1a ce HaloXKM [103aTa Ja Ce HaMaTH TIPH MALHEHTH ChC CYNpeCHa Ha KOCTHUA MO3bK. BammaT nexap e Bu
MOCHBETBA 3@ KOJIMYECTBOTO, OT KOETO C€ HYXKAaeTe.

ITanueHTH ¢ HAAHOPMEHO Terj10
HauanHaTta n03a Moxe 1a ce HamaTu NpPH TNALUUEHTH ¢ HAAHOPMEHO TEra0 AKX HHTEPBATET MEXKAY JO3HTE MOXKE [1a Ce

yawoky. Bawmst nexkap mie Bu nocueeTsa nochBerBa 3a KOJNMMECTBOTO, OT KOETO Ce HY>XK[A€eTe U 33 YecToTrara Ha
MPUNOKEHHE.

AKO CTe H3M0/I3BAJIH NMOBeYe OT HeoOX0AUMATA 1034 HdoxcopyOnuun Axopn

[lo Bpeme Ha W cnen jeveHuero, BamMaT nekap WIH MeaMUMHCKA cecTpa BHMMaTeNHO e Bu npocnenspar.
CHMITOMHTE Ha MpeNo3KpaHe ce U3pa3gaBaT B 3aCHIBaHE HA Bb3MOXKHHUTE HEXe/TaHH peaxiiiHi Ha fokcopyOuLMH. ToBa
CE OTHAacA OCOOCHO 3a MPOMEHHTE B KPBBTA, KAKTO M 3a CTOMALIHO-YPEBHUTE U CbpaeuHH npobneMu. CrpaeuHH
HapyLI€HUA MOraT 1a c€ HOABAT AOPH 10 LIECT MECELa Ce NPeJo3HpaHETo.

B cnyuaii Ha npegosupane, Bawugr nmekap e MPCANPUEME NOAXOAALLM MEPKH, KaTo MpeivBaHE HAa KPBB W/HJIH
JIeHeHHWE ¢ AaHTUHOHOTHILH.

Mons, yBeaoMere Bawusg nexap, ako ce MOSBAT HAKAKBU CHUMITTOMM.

AKO cTe IponycHANH €AHa 103a JoxcopyGuunn Axopa
Bawusat niekap we B3eMe pelueHHe 3a MPOXBDKUTENHOCTTA Ha BallleTo NieyeHHe HokcopyOuur
fICHEHAETO CMpe NPEeAH NPEABMACHHTE KypCOBE Ha JIEUEHME Ja Ca MNPHKMIOUWIH, edeKThf
AoKCcopyOuumH Moxe fa 6bae HamaneH. [TocveeTaiite ce ¢ Bamus nekap, ako sxenaere aa cripe

AKo cTe cnpens ynorpebara Ha Joxcopy6unun Axopa
AKO MMATE HIKAaKBH JONBJIHHTENHH BBIPOCH, CBBP3AHHM C ynorpebaTa Ha ToBa €KapcTBO, NO



HJIK ¢apMaLIeBT.
4. Bu3MoknH HekeIaHH peaKkuuu
Karo Bcuuky nekapcTsa, TOBa JIEKApCTBO MOXKE Aa TPHIHHH HEXeTaHH PCaKkUH, BEIIPEKH 4€ HE BCEKH T'Y NMOJYYaBa.

I1pu onpeseneHn HHAWBHAH TOBA JIEKPCTBO MOKE J1a TIPHYMHK MOTEHUHATHO ’KHBOTO3aCTPAIlABALIA TEXKKA ANIEPrHYHa
peakums (aHapunakcus). He3aGaBHo ce caupskeTe ¢ nekap, ako 3a6efexKHTe BHE3AMHA NOSBA Ha 3aTPYAHEHO AHIIIAHE,
NOJYBaHE Ha JIHLIETO K IbPAOTO U 0010 HepaznonoxeHue (oK)

JloKCOpyOHLIMH CIITHO HAMATABA CIOCOGHOCTTA HA HMYHHATA 3alIMTHA CHCTeMa Aa pearuvpa, nopaa Ko€To CblUecTBYBA
ronsM pHUCK OT MHQEKLUMA WIM 3apa3fiBaHe, KOETO MOXE A AOBEAE IO rCHEpanu3npaHa HHQEKUMA, CRhp3aHa C
HAaB/IM3aHE HA MHKpPOOH B KpbBTa (OTpaBaHe Ha kpbBTa). HesabasHo ce CBBPIKCTE C JIEKap B Cly4ail Ha BHCOKa
TeMNepartypa, 3al0TO OTPaBIHETO Ha KPbBTa MOXe /a Obae dhaTamHo.

/Ipyry HexenaHu peakUMH, KOHTO MOXE /1 B3HMKHAT, ¢4 KAKTO ClIeBa:

MHoro yecTn: Moxe Aa 3acersar noeeue ot 1 ga 10 AyIIH

*  Hudekuus;

* 3ary6a Ha aneTHT (aHOpeKcHA);

* DBuamanenue B ycrarta (CTOMATHT)/Bb3NaNEHHE HA TUTABHIIATE (MYKO3HUT);

*  uapms;

* T'anene (ranene) wnu ragee (nopprelLane);

* Hamanssate Ha Gpos Ha KieTkuTe B KPBBTA: YePBEHH KPBBHH KIIETKH (aHeMMA), BCHUKM WIH HAKOU Gelu KpbBHH
KI€TKH (IEBKOMEHUSA, HEYTPOIEHHA) H TPOMOOLIUTH (TpOoMboUHTONIEHMS);

*  3auepeaBaHe, MI0yBaHe, H3TPBNBAHE, 60/KA M H3TPHIIBAHE HA JUTAHHTE HA pBLETE H KpakaTta (NaJIMOIUIaHTApHA
CPHUTPOAM3ECTE3HUA HITH aKpaslHa epHTEMA);

* 3ary0a Ha KxOca MO I/TaBaTa ¥ TAIOTO (ANoNeuMs 1 MPEKBCBAHE HA pacTexa Ha 6pagara);

*  Tpecka, uyscTBo Ha ciiaboct (acTenus), BTpucane;

* AbnHopMHa EKI (ToBa € enekTpruecko uacnensaHe Ha chpueto Bu);

*  be3cHMNTOMHH HaMaNeHUs HAa PpaKLMATA HA M3TJIACKBAHE Ha JISBATA KaMepa;

* Ilpomenu B HUBaTa Ha YepHOAPOGHMTE EH3MMH (TpaHCcaMMHa3H);

* Hannasaue Ha Terno npu nauueHTH ¢ paHeH pak Ha rbpaara;

*  YBpexJaHe Ha CbpACHHHA MYCKYA (KapAHOTOKCHYHOCT).

Hectn: Moxe na 3acerHat a0 1 Ha 10 gyum

* Bt3nanenne Ha koHIOHKTHBaTa, Mem6paHaTa, KOSTO MOKpHBA NpEHaTa 4acT Ha OKOTO H BBTPENIHATA CTPaHa Ha
KIena4yuTe (KOHIOHKTHBHT);

* IlpoMenu B chpaeuHaTa GyHKUMA, NO-CTIELMATHO B CbpACIHHA PHTHM (CHHYCOBA TAXHKAPAKA), HAMANABAHE HA
KOJTHHYECTBOTO KpbB, H3NOMIIBAHO OKOJIO TAIOTO OT ChPLETO (3aCTOMHA ChpAeYHa HEJOCTATBYHOCT);

* Bwamanenue Ha xpanonposona (e3odarur);

*  Cromatnu 604k,

*  Copbaw obpus, 06pub, obe3upersapate (XMNEpPNUrMeHTALIMA) Ha KOXATa M HOKTHTE;

* OrpaBsHe Ha KpbBTa;

* Ha mscToTo Ha HibkekTHpaHe Moxe na ce passue 3avYepBIBaHe U NOJYBaHe,;

* JlokamHu HexenaHu peakunH [pH NPUITOXKEHHUE B ITUKOUHHS MEXYP, KaTO BBE3MTANCHHE Ha NMUKOYHUA MeXyp
(XUMHYEH LUCTHT).

HevecTn: Moxe na 3acerHar 1o 1 na 100 gymu
* Embonus (kpbBeH ChCHpEK B KpHBOHOCEH Cb).

Peaxn (Moxe na 3acernar ao 1 Ha 1 000 ayiuu)

* BropuuHa neBkeMus (pak Ha KpBBTa, BE3HMKHAN ClIe] JIe4eHHe Ha ApYT pakK), KOraTo AoKcopyou
B KOMOHHaLWs ¢ ApYrM NPOTHBOPAKOBHU NIEKAPCTRA, KOWTO YBPEXKIAT JHK;

*  CuHIpOM Ha TYMOpEH JH3HC (YCIOKHEHHS OT MIPOBEXAAHE Ha XUMHOTEpANus, nopaau pasn
yMHpallin pakoBH KIIETKH, KOHTO MOraT /ia 3acerHaT KpbBTa u 6b6peuure, Hanpumep).

C HeHzBecTHA “ecTOTA: (OT HANTHYHHTE JAHHU HE MOXE A3 Gble HanpaBeHa OLIEHKA Ha YecTo



. Hexuaparalus;

* Ilosnena ypes B KpbBTa (XHNEpypHKEMHA);

*  Pax Ha kpBBTa (0OCTpa TMMBOLIMTHA T€BKEMHA, OCTPa MHETOHIHA JIEBKEMHUSA ),

 [lHoxk;

* Bwm3nanenue Ha NOBBLPXHOCTTA Ha POrOBULIATA (KEPATHT), MOBUILEHO OTHEISHE Ha ChII3H:

* IloBHlieHa cbpaevHa YecToTa (TaXHAPHTMHH), 3ary6a Ha HEPBHU UMMYJICH OT CbPLETO (AaTPHOBEHTPHKYJIApEH
Onok u 610k Ha Geapara);

* Bm3nanesue Ha Benure (priebuT), muiHo 3anywsane Ha BeHa (TpoMGodeGuT), 3a4YepBABaHe, MpobiieMH ¢
KbpBEHETO (KPbBOU3JIHB);

* JlpasHeHe Wi KbPBEHE B HEpBaTa, GOIE3HEHOCT WIH S3BH B YCTATA, KOMTO MOXKE I3 HE CE MONBAT o 3-10 nuu
clieq] eUeHHeTo, 00E3LUBETIABAHE B YCTATA,

* [loBHiIeHa YyBCTBUTENHOCT Ha KOXATA KbM CTbHYER2 CBETIIMHA!

* Bwm3nanenue Ha neGenoro 4epeo (KOMUT) U Bb3NANICHHE HA JIMraBHLEATA Ha CTOMAXxa;

*  Copbex no koXkaTa U JpYTrH KOXKHM 3a0019BaHUA:

*  CBpbX4yBCTBHTETHOCT Ha 00aBbUEHA KOXa (PEAKLMH HA NPUNIOMHAHE Ha paguauun);

* YepBeHo OlLIBETABAHE HA YPHHATA,

* JKenute cbIIO MOraT a OTKPHAT, Ye LIMKLIBT UM CIUpa (aMeHoOpes), HO LMKBITBT HM TPAOBA [ Ce HOPMATH3HPA
C/ICA CIHPAHE Ha JICYEHHETO. B HAKOM ciiydya MOXE 1a HACTBIIH paHHA MEHOMAY34a;

* Ilpn MbkeTe nOKCOpYOHLIHH MOXE [1a NPHYHHM JTMIICA WX HAMANSBaHe Ha Opos Ha criepMaTo30HAUTE
(OUrocrnepMHus, a300CNEPMHS ), HO TOBA MOXKE 1a C€ HOPMAITMIMPA ClEA CIIMPaHe Ha JICYEHUETO;

* [loBpeinane uny HepasznonoxeHue (OTNAAHANOCT);

*  YepuoapoOHa TokCHUHOCT;

* BpeMeHHO noBHIIaBaHe HAa 4epHOAPOOHHUTE SH3IUMH:

*  Cneroduue, npH koeto 6u6pexsT cnupa aa gpyHkuMoHupa (ocTpa 6b0peyuHa HeaOCTaTHUHOCT);

* Hepoctur wa Bb3lyx nopaay crasbm Ha MYCKYJTUTE Ha TUXATeTHHUTE IMbTHLIA (bpoHxocnassM).

Cvobmanane A HOKEIANA PEAKIHH

AKO NOJTYYHTE HAKAKBH HEXENAaHU NEKAPCTBEHH PEaKLiMH, yBenoMmeTe Bawug nexap unu ¢papmanest. Topa BKIIOYBA
BCHAKH BBIMOXHM HOOTIHCAHH B Ta3H IUCTOBKA HEXENAHW peakuuH. MoxeTe Chilo Aa ChO0IUMTE HEXENaHH PeaKLu
JUPEKTHO 4pe3 HallMOHATHATA CHCTEMA 3a ChOoOIaBaHe:

H3nbaHMTe HA areHUMs No NeKapcTBaTa

yiI. ,,Jlaman I'pyes” Ne §

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato chobimasare HexenaHu peakuMM, MoXKeTe Ja NafeTe CBOS MPHHOC 3a NOJyvyaBaHEe Ha MoBevye HHpoOpMauHi
OTHOCHO 0€30MacHOCTTa Ha TOBA N1eKapCTRO.

5. Kak aa chxpaunsare JoxcopyGuunn Axopa
Jla ce cbxpaHsaBa Ha MACTO, HEAOCTBITHO 3a Jelia.

He n3nonssaiite ToBa neKapcTBo clien cpoka Ha FOJHOCT, TOCOYEH BbPXY (pJ1aKOHA UIH KAPTOHEHATa oNnakoBka. CpoKbT
Ha rOAHOCT C€ OTHACH 3a MIOCNEAHUS A€H HAa NOCOUYEHHSA Mecell,

/la ce cbxpansea 8 xnapunHuk (2°C — 8°C). CoxpaHspaiite (p1akoHa B KapTOHeHaTa OMAKOBKA, 34 a Ce MPEANasy oT
CBETJIHHA.
He usnonzsaiite ToBa iekapcTBo, ako 3abenexuTe, 4e pa3TBOPLT He € OHMCTLp, YepBeH WM HMa HaJIMYME Ha YACTHLH.

Camo 3a eHOKpaTHA yroTpeba.
He u3xpbpnsiiTe nexapcTBaTa B KaHAIM3ALMATA WIM B KOHTe#Hepa 3a AomamuHu ortnaiabuM. [lonyraifre Bawms

(hapmMaueBT Kak 1a W3XBbP/IATE JEKAPCTBATA, KOMTO Beue He M3nosBare. Tesu MEPKM L€ CITOMOP '&@mﬁﬁw e Ha
OKOJIHaTa cpeja. .

CpoOK Ha rogHOCT:
HeoTtsopenu ¢uakonu: 18 mecenia



Otsopenn dnakonu: IMpoaykTsT Tpabea Aa ce U3NoA3Ba He3a6aBHO Clies OTBapsAHETO Ha (aKkoHa.

XuMHueckara u pu3udeckara cTabHiHOCT € 6una aokazana B 0,9% HHKEKLMOHEH pa3sTBOp Ha HATPHEB XJOPHA U 5%
HHXKCKUMOHCH pa3TBOP Ha ACKCTpo3a 10 28 AHH npu 2 — 8°C u g0 7 aHu nipu 25°C, KoraTo ce NpUroTes B CTHKJICHH
KOHTEUHEPH, 3aILUMTEHH OT CBET/IMHA.

Ot MuKpoOHoNnorHuHa rieiHa To4Ka, NPOAYKTHT TpA6Ba Ja ce M3NON3Ba He3a6aBHO. AKO HE ce NpUIOXKH He3zabaBHO,
BPEMETO U yCIOBHATA HAa CBXPAHEHHE N0 ynoTpebara ca OTrOBOPHOCT HA MpPHMNAralls JISKapcTBOTO M HOPMAJIHO He
TpAOBa Na HagswinasaT 24 daca npu temnepaTypa oT 2°C no 8°C, OCBEeH KOraTo paspexaAaHETO € M3BDLPIICHO B
KOHTPOJIMPAHH H BATUAMPAHH aCENTHYHH YCIIOBHA.

6. ChAbpxanne HA ONAKOBKATA H JONBIHHTEIHA HHPOPMANHS

KakBo cbabpxa {okcopybruun Axopa 2 mg/ml konneHTpar 3a HH(]PY3IHOHEH PA3TBOP
HAokcopyOuimH AKOpA CbAbPIKA AKTHBHATA CHCTABKA JOKCOPYGHLIHHOR XHAPOXIIOPHA,.
I ml cbabpika 2 mg AokcopyGuLMHOB XMIpOXIIOpPUS

Beeku ¢nakon ot 5 ml ceaspka 10 mg nokcopyGHLUMHOB XUAPOXIJIOpHLL.
Beeku pnakon ot 10 ml chanpka 20 mg nokcopySHUMHOB XHAPOXTOPHA
Bceku dnakon ot 25 ml cpappxa 50 mg RokcopyGHLMHOR XHAPOXJIOpUA
Beexu dnakos ot 50 ml chavpka 100 mg nokcopyOHLMHOB XUAPOXIOPH
Beeku daakon ot 100 ml cvabpxa 200 mg 1okcopySULIMHOR XHAPOXJIOPHA,

JlpyruTe cbCTaBKHM ca HATPHEB XJIOPHI, XJIOPOBOAOPOIHA KUCETHHA (3a perynupaHe Ha pH) u Bona 3a MHkekuum.

Kax m3raexna Moxcopybunnn Axopa 2 mg/ml xoHuemTpar 3a HHQY3IHOHEH Pa3TBOP H KAKBO CBHALPKA
ONAKOBKATA:

HokcopyGuumn Akopa 2 mg/ml koHueHTpaT 3a MHbY3HOHEH pa3TBOp € OMCTBP, YEpBEH pasTBOP, NMPAKTHYECKH
cBOOOAEH OT YACTULIH.

Bupose onakosku:
I x 5 ml ¢pnakon

I x 10 ml pnakon
1 x 25 ml pnakoHn

1 x 50 ml ¢pnakon
I x 100 ml dnakon

He BCHYKM BHIOBE ONAKOBKH MOraT 4a GbAaT MycHATH B Mpoaaxoa.
IIpuTexares HA paspemieHHeTo 32 ynoTpeta H NPOH3BOIUTEN:

IpuaTexaren Ha paspemieHHeTo 3a ynoTpeba
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[lonwa

IIponisoguTen
Accord Healthcare Polska Sp. z 0.0.,

ul. Lutomierska 50, 95-200 Pabianice,
INona

Accord Healthcare single member S.A.
64th Km National Road Athens,

Lamia, Schimatari, 32009,
['bpums




To3u iekapcTBeH NpoayKT € 0x00pen B AbpkaBHTe-91eHKkn Ha EUTT nog cieqmuTe HMEHA:

Hme Ha nbpKaBaTa- Hme na nekapcTBeHAs NPOAYKT

YjieHKa

ObeanueHoTO KpancTBo Doxorubicin 2 mg/ml Concentrate for Solution for Infusion

ABCTpHS Doxorubtcin Accord 2 mg/ml Konzentrat zur Herstellung einer Infusionsldsung
Doxorubicin Accord Healthcare 2 mg/ml, solution a diluer pour perfusion/

Benrus concentraat voor oplossing voor infusie / Konzentrat zur Herstellung einer
Infusionslésung

beirapus Jloxcopy6runH Akopa 2 mg/ml koHLeHTpaT 38 HHOY3HOHEH pasTBOp

"epManns Doxorubicin Accord 2 mg/ml Konzentrat zur Herstellung einer Infusionsldsung

Janus Doxorubicin Accord 2 mg/ml koncentrat til infusionsvaeske, oplesning

EcToHus Doxorubicin Accord 2 mg/ml infusioonilahuse kontsentraat

Hcnanns Doxorubicin Accord 2 mg/ml Concentrado para solucién para perfusion

o Doxorubicin Accord 2 mg/ml Infuusiokonsentraatti, liuosta varten/koncentrat till

HHJIAHAUS e e .

infusionsvitska, 16sning

YHrapus Doxorubicin Accord 2 mg/ml koncentratum oldatos infiizidhoz

Hpnannus Doxorubicin 2 mg/ml Concentrate for Solution for Infusion

WTanus Doxorubicina Accord Healthcare 2 mg/ml concentrato per soluzione per infusione

JInTBa Doxorubicin Accord 2 mg/ml koncentratas infuziniam tirpalui

JlaTBHA Doxorubicin Accord 2 mg/m| koncentrats infiiziju $kiduma pagatavoganai

Huaepnanaus Doxorubicin Accord 2 mg/ml Concentraat voor oplossing voor infusie

Hopeerus Doxorubicin Accord 2 mg/m! Konsentrat til infusjonsvake

Nonuia Doxorubicinum Accord, 2 mg/ml, koncentrat do sporzadzania roztworu do infuzji

[lopTyranms Doxorrubicina Accord 2 mg/ml concentrado para soluggio para perfusio

PyMbHHA Doxorubicind Accord 2 mg/ml concentrat pentru solupie perfuzabila

[Liserus Doxorubicin Accord 2 mg/ml Koncentrat till infusionsviitska, losning

Cnoenus Doksorubicin Accord 2 mg/ml koncentrat za raztopino za infundiranje

AaTa na nocaeaHo npepasraexgane Ha IHCTOBKATA




Chneanara undopmanus e npeananauena camo 3a MEAHNHHCKH CHEHHATHCTR

Jdo3npoBKka B HAYHH HA NPHJICKEHHE

HokcopyOuuun Akopa Tpabea ma ce npwiara camo noj Haa3opa Ha KBAJIHOULUHMPaH NeKap CbC 3HAYMTENEH OMMT B
NIEICHUETO C LMTOTOKCHHHH MPORYKTH. CBbIIO Taka, NaluHeHTHTe TpsA0Ba 1a ce MPOCNENIBAT BHUMATEIHO H YECTO II0
BpeMe Ha IeYeHHETO (BXK. TOYKa 4.4),

[Topany puck OT YecTa CMBPTOHOCHA KAPAHOMHMONATHS, NPEH BCAKO TIPHIOKEHHE PUCKOBETE U MOA3UTE TpAOBa 1a
CE€ NPELEHAT 3a BCEKH OTACNIEH NaLlUEHT.

HokcopyOuumnH ce npunara HHTPaBEHO3HO M WHTPABE3MKATHO H HE TpAOBa /1a ce mpuiara nMEpoOPasHo, MOAKOXKHO,
MYCKYAHO WJIH HHTpaTeKasHo. JIokcopyOuLMH Moxe 1a ce Mpuiara MHTpaBeHO3HO Kato GaBHa OonycHa HHXKEKLMA 34
HAKOJIKO MUHYTH, KaTO KpaTka HHQY3Hs A0 €IMH 4ac WK KaToO HeNpekhCHATa HHY3HA 10 96 uaca.

Pa3TBOpBT ce mpHiiara upes BIMBaHE MOCPECTBOM ¢BOGOAHO TEYAIIA CHCTEMA HA MHIKEKLIMOHEH pa3sTBOp HA HATpPHER
xnopua 9 mg/mi (0,9%) U MikeKLMOHeH pasTBOp Ha JekcTposa 50 mg/ml (5%) ot 3 mo 10 MuHyTH. Tasu TexHUKA
CBEAA 10 MUHUMYM PHCKa OT TPOMOOPIEOHT UM NEPHBEHO3HA EKCTPABA3ALIMA, KOMTO MOTAT /13 JOBEAT O TEXBK
JIOKA/ICH LETyIINT, BE3MKALMA H HEKPO3a Ha ThbKaHHTE. [IMPEKTHOTO MHTPaBEHO3HO HHXKEKTHPAHE HE C€ MPEenopbyBa,
OpPalt pUCKa OT EKCTPABA3ALIHA, KOATO MOXE J1a CE NOJTYHH A0PH NPH aIEKBAaTHO BPBIUAHE HA KPHBTA Clleq aCHpaLus
C urna.

HMHTpaBEHO3HO NPHIOKEHNE:

flosata Ha NOKCOPYOHLIMH 3aBHCH OT ¢XeMaTa Ha J03HpaHe, 06IIOTO ChCTOAHME U MPEAHILIHO JEYEHHUE HA MaLMeHTa.
CXemata Ha NO3MpaHe Ha JOKCOPYOHLMHOBHSA XMAPOXJIOPH/ MOXKE A Bapvpa B 3aBUCHUMOCT OT II0KAa3aHUETO (MACHBHH
TYMOPH WM OCTpa JIEBKEMHA) W OT CHIeLIMpHYHATA CXEMa Ha JieueHne (KaTo MOHOTEpanHs Wik B KOMGHHALMS ¢ ApYTH
UMTOTOKCHYHHM areHTH, WM KaTO 4YacT OT MYNTHAHCLMILIMHAPHM TIPOLEAYPH, KOMTO BKJIIOYBAT KOMOHHALMS OT
XHMHOTEpanus, XHpYpruyHa npoueaypa, JibueTepants, H XOpMOHAJIHO JIEYEHHE),

MoHoTepannsn

JloaupoBkata OOMKHOBEHO ce H34MCAABA CHOGPA3IHO TeslecHATa nopepxHocT (mg/m?). Ha Tta3su 6asa, korato
NOKCOPYOHLIMH C€ U3MON3BA KATO MOHOTEpANHS, CE MPEenopbYBa n03a oT 60 - 75 m g/m* TeleCHa NOBBbPXHOCT HA BCEKH
TPU CEAMHLIH.

Kom0uHHpana cxema

Korato 10kcopyOHIHMHOBUSAT XMAPOXJIOPU CE MpHIara B KOMGHHALHSA C APYTH NPOTHBOTYMOPHH areHTH ¢ mogoOHa
TOKCHYHOCT, Karo BHCOKOAO3WpaH 1v. LMKIOGOCHaMMA WIM CPOAHM AHTPALMKIMHOBH ChEOMHEHHH, KATO
AayHOPYOHLIMH, HAAPYOHUMH, WHIH eMHPYGHLIMH, 103aTa HA AOKCOPYOHUMH Tpabsa na ce Hamamu xo 30-60 mg/m? Ha
BCEKH 3 — 4 CEAMHLIH.

Ipu nauvienTn, Ha KOUTO He MOXe Ja Obe MPUIOKEHA MBJIHATA 1032 (Hamp. B c/iyqail Ha UMYHOCYTIpECHS, CTapdecka
BB3PACT), aTepHaTUBHATa 1034 € 15-20 mg/m? TeNecHa MOBbLPXHOCT Ha CEAMHIIA.

UHTpaBE3IHKAIHO NPHJIOKEHHE:

Hokcopybunun Moske na ce Npunara upes MHTpaBe3HKATHA HHCTHIIALMS 33 JIeYeHUe Ha NOBLPXHOCTEH KapLMHOM Ha
MAKO"HHA MEXYP W/H 32 NPOPUIAKTUKA HAa TYMOPEH PELIMANB ClIe/l TPAHCYPEeTPATHA pesekuus (T.U.R) npn puckosu
nauvenTu. [lpenopbuurenHara no3a ROKCOPYOMUMHOB XHAPOXIOPHA 3a JIOKATHO UHTPABC3HKAIHO JICYEHHE Ha
HOBBPXHOCTHH TyMODH Ha NMKOYHHA MeXYp, € HHCTHNAuuA Ha 30-50 mg B 25-50 ml nivkekUMOHEH pa3TBOp Ha HATPHEB
xnopun 9 mg/ml (0,9%). Ontumantara koHuenTpauus € okono 1 mg/ml. OBUKHOBEHO pa3TBOpP®T TpAOBa 1a ce BauBa
MHTpaBe3uKanHo 3a 1 no 2 yaca. [Ipe3 To3n mepHon mauMeHTsT TpaGBa Aa ce o6pbia Ha 90° Ha BeekH 15 MUHYTH.
MauueHTsT He TpAGBa Aa nue TeuHocTH 12 yaca Npeau NEUEHHETO, 3a N2 ce H3GerHe HekKETaHo paspexaaHe ¢ ypHHa
(ToBa TpAOBa fa HamanK o6pasyBaHeTo Ha ypHHa 10 okono 50 ml/uac). MHcTUIamMATa MOXKe 1a ce MIOBTOPY B HHTEPBAJI
oT | ceamula 1o 1 Mecew, B 3aBUCHMOCT OT TOBA [aTH JIEYEHHETO € TEpaneBTHYHO WIH NPOQUIAKTHYHO.,

IlausenTn ¢ Hapymena yepHoApoOHA dyHEKNHA

Tui kaTo AOKCOPYOHLMHOBUAT XHAPOXJIOPHIL CE EKCKPETHDPA [IABHO ypes YepHUs Apod M KITbYKS
Ha JICKAPCTBCHHA MPOHYKT MOXE fa Oblie MOHWKEHO NMPH MALMEHTH C HapylleHa 4epHo/pd
OOCTPYKUHA Ha HUTBUHHA NOTOK, U TOBA MOXE J1a NPUYHHM TEKKH BTOPUYHH NMOC/EIHLIH.




OOLuuTe Npenopbky 32 KOPEKIUA Ha J03aTa NpPH NALKEHTH C HapylIeHa YepHOAPOGHa (PYHKIIMA ca BB3 OCHOB& Ha
KOHLIEHTpALUATA Ha CEpYMHHA OHaHpyOHH:
CepyMen 6unnpybun | Ilpenopsunrenna go3a

1,2-3,0mg/100 ml | 50%
3,1 -5,0mg/100 ml | 25%

HAoKCOpYOHUMH € NPOTHUBONIOKA3aH MPU NMALMEHTH ¢ TEXKO YePHOAPOGHO YBpEKAAHE.

IlanuenTy ¢ Hapyena 6u6peuna dynknns

[pn naumenTu ¢ 616peuna HenoctaTbyHocT (GFR < 10 mi/min), Tpa6Ba aa ce npunara 75% or nnaHupaHara n03a.

C uen na ce usberne KapAHOMHONATHS, € MPENOPLYHTENHO KyMYJIaTHBHATA 1034 NOKCOPYOHLIMH 10 Kpas Ha KMBOTA
(BK/TIOYBAILA CBHP3aHH JIEKApCTBA, KaTO JayHOPYOHMLUMH) Aa He HaaeHasa 450-550 mg/m* TeNeCHa HOBBPXHOCT. AKO
MAUMEHT CBC CBMBTCTBAIO CHPACYHO-CHAOBO 3a0onsBaHe € MOMIONKEH Ha JIbYETEpanHs HA CbPHOEro M/
MEAMACTHHYMA, NPE1H JIeYeHAe ¢ AIKANHPAINR ar¢HTH, KAKTO H BHCOKO PDHCKOBH NALIMEHTH (C ApTepHAJIHA
XHOEPTOHHA OT > S rOXHAH, ¢ IPEAECTBANI0 KOPOHAPHO YBPEKAANE, YBpeJeHH ChPACTHH KIANH HIHA MHOKAapA,
HAa BB3pacT Han 70 roanHu), He TpaGBa Aa ce HAZBMIIABA MaKCHMAJHa 00ma go3a ot 400 mg/m? Tesnecna
NOBBLPXHOCT H ChbPACYHATA QYHKIHA HA Te3H HaNHesTH TpabBa Aa ce naGaonasa.

guanpaﬂe NpDH TC1EA

Moxe j1a HMa Hy>XJa 103WpOBKATa NpH Aela aa 6bae HamajieHa, MoJid, HanpaBeTe CIpaBKa B MPOTOKOJIUTE 3a JIEYSHHE
H CNieLHATIH3IHpAHATA JIMTEpaTYypa.

IlansenTn ¢ HAAHOPMEHO TETI0 H HANHEHTH ¢ HEONIACTHYHA HHPHITPANAY HA KOCTHHA MOIBK

3a nauMeHTH ¢ HaZAHOPMEHO TETJIO ¥ MALMEHTH C HEOTUTACTHYHA HHHITTPALIMA Ha KOCTHHA MO3BK MOJMKE Ia ce HaJIOXH
Jla ce OOMMCITM HAMAJICHA HAYATHA 03 WITH MO-ABJIbI MHTEPBAT HA JO3HPAHE.

HecbBMecTHMOCTH

HorcopyGuin He Tpabpa fa ce cMeCBa ¢ XeNapHH, Thil KATO MOXE A Ce oOpa3yBa yraiika ¥ He TpabBa fa ce cMecBa ¢
5-¢nyopoypauun, TeH KaTo Moxe Aa HACTBIM pasnaf. [TpOABIKHTENHUAT KOHTAKT C pa3TBOpPH ¢ ankanHo pH Tpabea
na ce U30ATBa, Thif KaToO TOBA MOXKE 1a A0BEJe A0 XMAPOIH3a Ha 1eKapCTBOTO.

Ilopaau snnica Ha nonpo6Ha HHpOPMAaKMA 33 CHBMECTHMOCT NPH CMECBAHE, JOKCOpyOHLIMH He TpabBa Aa ce cMecBa C
ApYTH JIEKApCTBEHH NPOAYKTH, 0cBeH (,9% MHKEKLIHOHEH pa3BOp Ha HATPHER XNOPHA M 5% HIXKEKLHOHEH pa3Bop Ha
OEKCTPO3a.

[IpuroTeenu nudy3nonnn pazrsopn

XuMHueckaTa H hu3MHecKaTa cTabUIHOCT e 6HMla JOKa3aHa B A0KaszaHa B 0,9% HHKeKLIHOHEH Pa3sTBOP Ha HATPHER
XTOPUA ¥ 5% HHKEKLIMOHEH Pa3TBOp Ha JeKCcTpo3a a0 28 anu npu 2 — 8°C u no 7 auu npu 25°C, koraro ce [IPUTrOTBA
B CTBKJIEHH KOHTEHHEPH, 3aIATEHH OT CBETIUHA.

Ot MHKpoOHOMOTHYHA TNIeIHA TOYKA, MPOLYKTHT TPAOBEA [a Ce M3MON3Ba He3a6aBHO. AKO He ce NMPHNOKH HezabasHO,
BPEMETO H yCIIOBHATA HA CbXpAHEHHE JIO yNoTpedaTa ca OTFOBOPHOCT Ha MPHJIATALUMS JIEKAPCTBOTO H HOPMAJIHO He
TpsAOBa Aa HaasuwaeaT 24 Yaca npu Temmeparypa ot 2°C go 8°C, 0CBEH ako pa3pexxJaHETO HE € U3BLPIICHO B
KOHTPONUpPaHH ¥ BATHMPAHHU acelTHYHH YCIIOBHS.

Hixsupasine

OcTaTeuHHTE KOIHYECTBA OT JNEKAPCTBEHMS TPOJLYKT, KAKTO M BCHYKH MaTepHalld, M3MOJI3BaHH 3a paspeKiaHe H
NpuiaraHe, TpAOBa Ja OBAAT YHHILOXKECHH B ChOTBETCTBHE CHC CTAHAAPTHUTE GOSIHHYHH MPOUEAYPH 3a UHTOTOKCHYHH
NPOAYKTH, TIpH ClasBaHe Ha CBHINECTBYBALIUTE 3aKOHOBH pa3niopendu 3a ob6e3ppexkiaHe Ha ONacHH OTHaIbLIM.

Hewnsnon3paHusT 1€xapcTBEH NPOAYKT MIH OTNAABUHATE MaTEPHAIH OT Hero Tps6Ba 1a ce U3XBBPJIAT B CHOTBETCTBHE
C MECTHUTE U3UCKBaHMS.

Cpox Ha rogHOCT B chLXpaHeHHe

Heoteopenu ¢pnakounu: 18 mecena

OtBopenH pnakonu: [TpoaykTkT Tpabpa na ce u3non3ea HezaGasHO ciex OTBapAHeTO Ha paako
Ha ce cexpansBa B xnaaunHuk (2°C — 8°C).

CobxpansBaiite pakoHa B KAPTOHEHATAa ONaKOBKa, 3a 1a Ce NPeqNa3u OT CBETIHHA.




