Oxaliplatin “Ebewe” HudopManuma 3a maimeHTa
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HadopManns 3a nanueHTA

Oxcananiaran “EGepe” 5 mg/ml — npax 3a audy3nonen parsop
OxcaTRNIATHH

YBaxkacMH NaHEHTH, MOJIS DpovYereTe BHEHMATE/IHO TA3H JIACTOBKA NpeH ynoTrpedaTa Ha 1030

JIEKAPCTBEH BPOAYKT!

e 3anazere TA3H JIACTOBKA, Thid KATO MOXkKe JA C€¢ HAJOKH NOBTOPHO JAa NpouYeTeTe
HHPOPMANHATA HANHCAHA B HEY.

e 3a jonbanHATENHA HEGOpManud ce 00pbmaiiTe KbM Bamusa Jexap HIH papMALEBT.
Toim JaexapcTBeH NpPOXYKY ¢ HpeAnncan JEuE0 Ha Bac m me TpafBa ga aasare
JeKapcTBeHAs NPOAYKT HA ApYrH Xopa. JIekapcrBoTo MoOXKe Ja BM HABDEIH, JOPH H RKO
HMAT CHINUTE OIJIAKBAHNY KaTo Bac.

¢ Ako 3a0eJICXKNTE NONBA HA HEXKEJAHH JIEKAPCTBEHH PEAKIHH, HEONHCAHA B TA3H JIHCTOBKA,
HudopmupalTe Bamuag nexap.

JlexapcTBeHO BemiecTBo: OKCamUmIaTHH.
e JIoMoOlIHHM BELLECTRA: JTAKTO3a MOHOXUAPAT.

KaKkBo ChALDKA TA3H JHCTOBKA®

KaKbB JIeKapCTBEH NpoaykT e OkcanunuatvH “EbeBe” 1 3a KakBo ¢ce H3non3pa?
npean ynorpeda Ha Oxcanurarud “Ebese”
- Kak ce ynorpebapa Oxcanurnatud “Ebegre”
BB3MOXKHH HEXENaHH JIEKAPCTBCHU PEaKLyH
yclnoBuUA 3a ¢hbXpaHeHue Ha Oxcamuruiatid “Ebese”
JOIMBJIHHATETHA HH(pOpMAaLIKA.

* @ 9 & @& @

1. KaknB aexapcerBer BpoaykT e Oxcanunnaran “EGene” B 3a Kaxkso ce B3noa3Ba’?
Oxcanunatul “EGepe” e rpoTHBOKapIIHHOMEH JIEKAPCTBEH NPOAYKT H ChABPXKA IUTaTHHA.

Oxkcamunnatud “EOeBe™ ce u3mon3sa Ha JieYeHHE Ha KapUMHOM Ha Aebenoro uepsBo (JiedeHHE Ha
KapuHHOM Ha Jebenoro depBo cragud [II, cnexy mBEAHO OTCTpaHsBaHE Ha ITBPBHYEH TYMOP,
METACTATH4YEeH KOMOPEKTAICH KAPLIHKHOM).

Oxkcanunnatud “Ebese” ce M3nom3sa B KOMOUHALIMA ¢ APYTH MPOTHBOKAPLIMHOMHM TIPOAYKTH KaTO 3-
Dnyopoypaimn ¥ GOIMHOBA KUCEIHHA.

2. Ilpear ynorpeba Ha Oxcananaatan “Eodese”

Oxcanannarad “Ebese” me Tpabpa aa ce m3no3pa;

A i Lt Cmsag

¢ aKo Ccre ajeprEveH (CBPBEXUYBCTBHTENHOCT) KbM OKCaJMIUIATHH WIH KBM.~ i{ama OT“
CBCTABKUTE Ha ICKApCTBEHHA NPOHYKT; S e

®  aKo KbpPMHTE; g A

®  aKo UMaTe HamMaJsieH OpoH KpHLBHH KJICTKH, N
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Oxaliplatin “Ebewe” Hugopmauns 3a naigieHta

. aKO UMAaT¢ M3TPBNBAHE H BKOYAHCHOCT HA HPHLCTHTE HA PblLeTe H KPAKATA H H3INHTBATE
3aTPYAHECHRS B H3BLPINIBARCTO HA HAKOH (HHHH ABUKEHNS,;

° ako ca HaNHlle TexKH 6b0peunn npobaema.
Cnennaino BHEManHE ce H3ECKBA (00cnhaeTe ¢ Bamug Jexap):

®  2KO CT¢ HMAIH AJIEPrHYHE PeaKOHH KbM ChALKANIM NJATHHA JEKADCTBEHH HOPOJYKTH
kato Kapbonnarus u Hacniaaran;

®  aKko ca Hanuile ymMmepeHn OB0peunHu npobnemu;
aKoO HMaTe HAKAaKBH YepHOAPOOHU npodneMu;
MPH MOABA Ha HITPBIIBAHEC H BKOYAHEHOCT Ha MPBCTHTE HA PBUETE M KPaKaTa MM 3aTPYIHEHO
nperapmiane. Te3n CUMIITOMH MOTaT Aa ¢ NMPOABAT ¥ CJIe Kpad Ha JICYEHHUETO 0 3 FOJAHHM H €
BE3MOXKHO Ja HE ca ofOparMMH. Baumar nekap e nposese NepHOAWYHM HEBPOIOrHYHH
nperneay, ocobeHo MpH eJHOBPEMEHHO MPWIOKEHWe Ha JEKAPCTBEHH NPOAYKTH, BIHACIIY HA
HEPBHTE;

® KO € HAMHLE NPOABDKMTENHA MU TEXKA JHapHs, MaieHe WM NOBPBIIAHE,
NpPH NOoABA Ha rbOMUYKY WIM S3BH HA YCTHHUTE H YCTATS;

® aKo ¢ Hamuue HeoOu4aiiHO KpBBOHACAJaHe, KbpPBEHE WM MNpH3HALUKM Ha HHGEKIHA KaTo
3aYECPBEHO TIBPJIO WIH BUCOKA TeMneparypa. Tod karo OKcanuriniaTudH NPeXH3BHKBA
HaMansdBaHe Ha Opos Ha KPBBHUTE KIIETKH, LIl Ce NPOBEKIA KPBHBEH TECT NEPUOTHIHO.

¢  AKO Ca HaJMIle HeOOACHHUMH AMXATENIHM CHMITTOMH KATO CyXa KALUIHIIA, 3aTPyJHEHO AUlIaHe
WJIH XPHIIOBE;

¢  YyBCTBO Ha AUCKOM(OPT OJIM3KO A0 WIK Ha MACTOTO Ha IpHIOXKEHHE (BB3MOXHO HW3THYMAHE B
CHCEIHH THKAHH); |

®  aKo ce¢ npanara S-Payopoypanmi, ThH KaTO ce NMOBUIIABA PHCKBT OT NOABATA Ha JAHApHA,
NMOBPBIIAHE, BE3NAJICHO I'BPJIO H KPHBHH aHOMAJIHH.

Ilpaemane HA APYrH JIeKAPCTBERH NPOAYKTH
HUnpopmupaiite Bamus jexap Hin (papMaueBT 38 BCIKO B3€MaHO WIIM HACKOPO TMPOBEACHO JICUEHHE ©

APYT'H JIEKapCTBEHH NMPOAYKTH, JOPH H TAKHBA OTIYCKAHM 0e3 JIEKapCKO NpeAnucaHue.

bpeMeHOCT B KbPMEHe
Koncyntupaiite ce ¢ Bamug nexap win ¢papmalieBT, Npeu Aa NIPHeMAaTe KaKBUTO H [a € JIEKapCTBEeHH

NPOAYKTHU.

OxcanMriaTH He TpaOBa Ja ce NpHara o ppeMe Ha 6peMeHHOCT OCBEH ako ACHO He € MpeMCcaHo
ot Bamns nexap.

OxkcanuiiatuH He TpsOBa Ha ce npeAmUcBa Ha OpeMEHHM XKEHH. AKO CBIIECTBYBa BEPOSTHOCT 1a
3afpeMeHeeTe, Bue Tpabea na usnon3pate eQEKTHBHM KOHTPALCITHBHH MEpKH. B crmyvalt, 4e
3a0peMeHeeTe, BBIPEKH H3MO/BBAHETO Ha KOHTPAUENTHBHH MEpKH, ChoOliere Ha Bamus Jekap

He3a6asHo. T10 BpeMe Ha M ciie] IPpeyCTAHOBABAHE Ha JICUEHHETO, 3a NEPHOA MHHUMYM 4-MeCeLla pi -~

XKEHH U 6 MeécCeLa ITpH MBKE CC NPENophHBa Aa B3IHMAT CHI'YPHH KOHTpPaUCIITHBHH MEE[_([:L o e
foo

KBpMEHETO € IMPOTHBOIOKA3HO 110 BpeMe Ha JieYeHHe ¢ OKCaIuILIaTHH,
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Oxaliplatin “Ebewe” Hudopmaing 3a naupeHTa

OkcanuniaTid MOXE Ja YBPEAH IUIOOOBHTOCTTA HeoOpaTHMo. Mbxkere Tpabsa ma B3eMaT CUIypHHM
KOHTPALENTUBHH MEPKM MO BPEME Ha M LIECT Mecela ciied JiedeHuero. Mexere TpadBa ma ce
UH(pOPMHUpAT OTHOCHO BB3MOXKHOCTHTE 32 KOHCEpBHpaHE Ha CricpMa NpEAy HA4ajio Ha JIEYEHHETO C
OKCAIMILIATHH.

EdexTn BbpXy cH0oco0HOCTTA 32 wioPHpane A paboTa ¢ MAIIHHHA

ITo Bpeme Ha JsieueHue ¢ OxcammuaTiH ce HabmoJaBaT MOBHUINEH PHUCK OT ciaboOCT, rajgeHe H
HOBPBIIAHE, H APYTH HEBPOIOTHYHU CHMIITOMH, KOHMTO 3aCAraT OXOAKATA U PABHOBECKETO; I10 TAKHB
HAYMH CIOCOOHOCTTA 3a IrodHpaHe U paboTa ¢ MalllMHH MOXXe Ja Obae 3acerHara.

Baxxaa nagopManus OTHOCHO HoMomuuTe BemecTBa B Oxcanmanaaren “EbGese”
Oxkcanumiatul “Efese” ¢habpiKa NakTo3a. AKO HMaTe HEITOHOCHMMOCT KhM JIaKTO3a, HHPOPMHpaHTe

Bannis nekap npeay ga npHEMETe TO3H JIEKapCTBEH MPOAYKT.

3. Kak ce ynorpebasa Oxcanunnaran “Ebene”?
Ho3upoBKa

OxkcamumiatiH “EbGeBe” e npeaHa3HAYEH CaMO 38 Bb3PacTHU MNaLMCHTH.

e  OxcamumnatuH “EGeBe” me Bu 6bae npeanucaH ot nekap-cneuuanuct. JleyeHuero Bu e
Onl€e NMpoOBEACHO NoJ JekapckH KoHTpoi. OkcamviuiaTel “EOeBe” ce npuiaara HHTpaB€HO3HO B
npoxbKeHue Ha 2 1o 6 yaca. OxcamuruiatiH “Ebese” mie 6b/¢ NpHroTBEH OT KBATHQHLMpPaH
nepconal.

e  Jlosara Oxcanumniarud “E6eBe” ce ompenens Ha 6a3a TenecHa NOBBLPXHOCT. TelecHaTa
NOBBLPXHOCT C€ H3UNCILABA OT Bamuus puCT M Terno.

2
[IpenopbUMTENHATA 1033 MPH BB3PacCTHH W MAUMECHTH B HampeJHaIa BB3pacT ¢ 85 mg/m” TenecHa
MOBLPXHOCT, BEJAHBK Ha BCEKH [BE CCAMMUM, NMpead WHQY3WATA HA APYTHTe IPOTHBOPAKOBH

NEeKApCTBEHH NPOXYKTH.

IIpwiokeHaTa A03a 3aBHCH OT pPE3YNTATHTE OT KPBBHHT¢ TECTOBE M OT HAJTMYMETO HA HEXE/IAHH
JIEKapCTREHH peaKiHM NPH NpeULITHO npuioxeHue Ha Oxcanuruiatud “Ebese”.

IIpoaB/DKHTETHOCT HA JIETCHHETO .
ITpoaB/KHTENTHOCTTa Ha JiedenHero Bu me Obae onpeneneHa or Bawmma nexap. Cnell MBIHO

OTCTpaHdBaHe HA MEPBHYEH TYMOpP Bailero jeyeHHe e MpOAb/DKH MaKCHMYM LISCT MECELIA.

BamusT exap e onpeaeny TOYHaTa o3a 3a Bautero cucTogHme. B ciyyaid Ha mpeAo3UpaHe, MOoxXe
fa ce HAOMOAaBa YCHIBaHE HA HEXEJIAHHTE JIEKAPCTBEHHM peakiMi. Bamuar nexap Moxe na Bu

NIPCAMHILIC CAMIITOMATHYHO JICHCHHC Ha TC3H HEXCJIAHU PCAKLIHA.

TIpy HanH4YKe Ha BBIPOCH OTHOCHO U3IIOJI3BAHETO HA TO3H JICKAPCTBEH HPOAYKT, He Ce Kﬂne_ﬁaﬁymx

ce o0BpHeTe KEM Bammus nekap. P
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Oxaliplatin “Ebewe” HMudopmaumy 3a nauyeHTa

4. Be3MOKHE HeXeAaHH JIEKAPCTBEHR PeaKIHA

[Tono6HO Ha apyrure nexapcerpa, Oxcanunnatue “EbGepe” Moxke Oa NPpUYHHE HEXKETAHH JIEKaPCTBEHH
peakuuy. IlIpm mospa Ha KAKBHTO H 3 ¢ HEXeJAHH /JIeKAPCTBCHH peaxiiHH, nEGopMEApaiite
Bamng Jekap npexs HAYAJOTO HA CJICABAMOTO JIevYeHHEeE.

Hezab6aBHo nHdopMupaiTe Baiua nekap ako 3adene)xure nogea Ha:

NPOABDKHTETHA WIH TE€XKKA JUapHsd WIH NOBpBINaHe;

CTOMATHT/MYKO3HT (HAITYKAaHHM YCTHH H/IH S3BH B YCTHATA KYXHHA);

OTOK Ha TMLIETO, YCTHUTE, YCTATa HIH I'bPIIOTO;

HeOOACHHMHE QUXATEIIHH CUMITTOMH KATO CYXa KalLTHLd, 3aTPYRHCHO ARIISHE HIH XPHITOBE,
3aTPY/IHEHO MPETTBUIAHE;

H3TPHIIBAHE H BKOYAHEHOCT Ha NPBCTUTE Ha PHUCTE W KpaKara,

KpaKHO U3TOLICHHE;

HeoOMYaliHO KpBBOHACAIAHE WIIH KEPBEHE;

MPUSHALH Ha HHPEKUHA KaTo 3a4ePBEHO I'bPJIO MITH BHCOKA TEMIEpaTypa;

4YYBCTBO Ha AUCKOMGOpT 6AM3KO0 0 UITH HA MACTOTO Ha NPUIOKEHHE,

Muoro decro HAO/MIOAABAHH HEXKeNAHH JekapcrBeRH peaknmd (upu mosede or 1 ma 10
NAIHEHTA):

®  HapylDeHHS Ha HEPBHATA CHCTEMa, KOHTO MOraT Ja NpPUYMHAT c¢nabocT, M3TpPHMBaHE H
BKOYAHEHOCT Ha MPHCTUTE HAa PBLETEe M KpakaTa, ycelllaHUs 3a CXBalllaHe WM HapyHIeHHd Ha
YyBCTBHTETHOCTTA B 001aCTTa Ha YCTHATa KyXWHA WIH FbPIOTO, B HAKOH CIIy4YaH IIPHAPYXKEHH
c¢hC cma3mMu. Te Morat ga ce TMOSBAT, KOraro Cre H3JIOKEH Ha CTyAeHO (HamnpuMep: IpH
KOHCYMHpaHe Ha CTy/JIeHM HanuTku), Moxe aa ce HabmoJaBaT 3aTpyAHEHUS B H3BBPIIBAHETO
HAa HAKOM GHHHH ABHKCHHA. BBEOpeKH, 4& NOBEYETO OT T€3H CUMITTOMH OT3BYYaBaT HAITRITHO,
CBIISCTBYBA BL3MOXKHOCT T€ Ja NPOABIKAT U C/eH Kpas Ha JiIeUeHHETO,

* noAoOHO Ha yjAap YYBCTBO Ha OCTPO M3TPbIIBAHE, KOETO NMpPEMHHABA MO PBLUETC H I'bPAMTE,
KOTZTO BPaTkT € HaBeIeH;

¢  HENpUATHO yceulaHe B I'bPNIoTO, 0COOEHO NpPHU NperTbllaHe, BOAELIO OO0 ycellade 3a 3amyX.
Tora ycemane 06MKHOBEHO ce HabmoaaBa Mo BpeMe Ha WK HAKONIKO Yaca ciiel HHGpY3UATa H
MOXKE N1a Ce YCHIIH MTpH M3JIaraHe Ha cTyieHo. ToBa ycelade o6MKHOBEHO OTITYMABa OBp30 He3
HeOOX0AUMOCT OT AOIMBJIHHTENHO JICYCHHE,;

¢  (cna3zsM HA YeOCTHTE, NPOMEHEHa YYBCTBHTEJHOCT Ha €3MKa, KOeTO MOXKe Ja 3acerHe pedra.

YyBcTBO 32 HATHCK B I'bpAKTe. Bamnmuar nexap e rnpeneHy Jajid 1a MPOMEHH JICUYCHHETO;

HapYIIeHH BKYCOBH BB3IIPHATHSA;

rinapobonue;

Bb3Na/IeHO MEPIIO M BHCOKA TeMnepaTypa (MpU3HalH Ha KHOEKIHA);

HaMaJABane Gpos Ha Ge/TUTe KPEBHH KETKH, KOETO € MPENoCTaBKa 3a Pa3BHTHE Ha MHpEeKUH;

HaMajigsaHe Gpod Ha UEpBEHHTE KPBHBHH KIETKH, KOETO IpaBd KoxaTa frela M nmpUYHHIBA

ci1aboCT WM 3aTPYAHCHO AHMIIAHE,

e  HamamaBaHe 6pod Ha TpOMOOLMTHTE, KOETO NOBUIIABA PHCKA OT KBPBEHS WIH KPBBOHACANAHE.
BaliuaT NeKap e NpoBEAe KPBBEH TECT 33 YCTABHOBABAHE HWBOTO HA KPHBHE KiETKH IpE
HAYAJIOTO Ha JICUEHHETO H NPEIH BCEKH MOCIeABALI Kype; / :;E-g‘;‘??-"'ff.l— S

A
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Oxaliplatin “Ebewe” HuadopMarms 3a nalpeHTa

KPBBOTCUYECHHE OT HOCA;

aJlepri4Hi peakuMd — KOXXKeH OoOpHB, 3auepBiBaHe M ChpOEHE Ha KOXATa, BE3MAICHHE HA
KOHIOHKTHBATA, U3MIOTABAHE Ha PBLETE, CTHIANATA, IVIE3€HUTE, JTULETO, YCTHHTE, YCTAaTa WU
I'BPIJIOTO (KOETO MOXKE Ja NPHYMHH 3aTPYAHEHHUA IIPH NPEriIblaHe WK JULIAHE) U YCelllaHe, ye
By npunoinasa;

3aTpyAHSHO AMIIaHE, KalliUlia,

3ary0a Wi JIATIca Ha arleTHT;

rajedHe, noppesuwiane (Bamuar nekap Moxe aa BH npeanuine AOMBIHUTENHO JIEMEHHE 3a
NpeaoTBpaTdBaHe Ha [TOABATA HA FaiCHE ¥ MOBPHILIAHE);

avapus. AKO CTpajaTe OT NPOOBDKHTC/IHA WM TeXKa AuapHA, HJIHM MOBpPBIIaHEe, He3abaBHO
nadopMupaiite Bawua nexap;

BBE3MAJAEHO BP0 WIH YCTHH, S3BH B YCTHATA KyXHHA;

Oonka B CTOMAXA, 3arlex;

HapyLIeHHs Ha KOXKaTa;

KOCOMa;

6onka B repba;

ymopa, ciaboct, TenecHa 0olika;

Oonka WK 3auepBsBaHe O/IM30 0 WIH Ha MACTOTO Ha NPHIOKCHHE,

TPECKa,

MOKaYBaHe Ha TErJIoTo;

HeoOHualiHO BHCOKH HMBA HA KPBBHATA 3aXap, KOMTO MOrar Ja NMPUWYMHAT XKaxKaa, CyXxoTa B
yCTaTa WM YeCTO YPHHHPAHe,;

TPEMOp

HHUCKH HHBA Ha KanHi B KPBBTa, KOUTO MOTAT Aa AOBEAAT N0 HApPYLICHHE B CHPACYHHS PHTHM H
Morar Jia 6B1aT pa3no3HaTH Ype3 MYCKYJIHH KPaMITH, ¢1abocT B MyCKYJIHTE HIIH yMOpa;

HUCKM HHBAa Ha HATpHif B KpBBT4, KOMTO MOraT JAa AOBEJAT OO0 yMopa WM OOBpKBaHe,
MYCKYJTHH CTIa3M¥, TPUNIAJABLK HITH KOMA;

HeoOMYaliHH KDBBHH TECTOBE, KOMTO TOKa3BaT NpOMeHH B uepHoapoOHara QyHKImMA
(MOBMLIEHH HHMBA HA 4YepPHOAPOOHMTE eH3MMH, ankaiHa d¢ocdaTtasa, OunupyOHH, naxrar

JeXHApOoreHasa).

YecTo HAGNIONABANN HEXKEJIAHM JIEKAPCTBCHN peaknun (npH no-maaxo oT 1 na 10 mangenTa, mo
npe noseue o1 1 ma 100 naumenTa):

HaMaIBaHe 6pos Ha onpeeneH Tvn Gelld KPBBHH KIETKH, CHIIPOBOJCHO C TpecKa W/ obina
uHpekMa/ MHGeKIUI Ha AUXATETHUTE ITHTHINA;

JieXH/PATALHS;

JAenpecus;

Oe3coHHE;

cnabocr;

BB3MAIEHHE HA HEPBHTE, BOACLIO OO0 MYCKYJIHH CMa3sMH, KpaMmiH, 3aryba Ha OTIpeJIETICHH
pedexcH; | e

‘{J. v : i ) 3
CXBAIL@HE Ha BPaTa; HEMOHOCHMOCT/HETPHUA3BH KbM APKa CBET/IHHA, TaBoGoKe; - * . -

KOHIOHKTUBHT ¥ OYHH HApYLICHH, i o RN
HeOOHYAHHO KbpBEHE, KPBB B YPHHATA H H3NPAXKHCHUATA, (o
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Oxaliplatin “Ebewe” HudopMaima 3a nauueHTa

TpoMb03a B JOJMHUTE KpalHUUM, Boaema 10 607Ka, OTOK HIH 3a4epBABAHE;
SenonpobHa TpomOO3a, BoAena A0 O0IKa B FEpAMTE U 33yX;

CeKpeTH OT HOCa;

HH(}EKIMH HA TOPHUTE JUXATCITHH IThTHIIA;

3a4epBABaHE;

Sonka B r'epauTe, XBJLIAHE;

CTOMAILITHO-PA3CTPOMCTBO M KHCEJHMHH B CTOMAXa;

3aryfa Ha Terno;

JMoILeHe Ha KOXKATa, KOXKeH OOpUB, OOWIHO NOTeHe, HAPYIIIEHHA HA HOKTHTE;
CTABHH H KOCTHH OOJNKH; |

OoNKa NpH YPHHUPAHE, MPOMEHEHA YE€CTOTa Ha YPUHHUPAHE;

HeoOuuafHH KPBbBHH TECTOBE, KOUTO MOKA3BaT NMPOMEHH B Ob0pevHara QyHkins (MOBHIIABAHE
Ha KpeaTruHHHA,

HeuecTo HAONIONABAHH HEXKEJAHH JIEKAPCTBeHH peaknun (npE mo-maaxo or 1 ma 100
HANHEeHTa, HO NpHE noBede oT 1 Ba 1000 naxnaenTa):

HEPBHOCT;

npobneMH CBC CiTyXa;

HapylleH WiIH ONOKUpaH YPEBEH Nacax;
CMYIIIEHHS B KMCEIHHHIA OanaHc.

Paaxo aabaoaaBann HeXKeJIAHH JCKAPCTBCHE peakiul (HpH no-Magaxko ot 1 Ha 1000 nanunenTa,
Ho npH nose4qe oT 1 na 10 000 nannenTa):

HamMaaBaHe 6poa Ha TPOMOOLIMTHTE NOPaaAM allepruvHa peakiyd, CBEp3aHa ¢ KpbBOHAcANaHe H
HeoOHMaHO KbpBeHE (MMYHOANIEpridHa TPOMOOIIITONCHH );

HamangBaHe Opos Ha YepBeHHM KPBHBHH KJIETKH [IOPAAH KIETHYHO paspyllIeHuUe,

3aTPyJAHEHHA B rOBOpa;

BPEMEHHO HaMaJIeHHe Ha 3pUTE/IHATa OCTPOTa, HAPYUICHHUS Ha 3PHTETHOTO NoJIe;

rIyXoTa;

HeOOACHUMH AMXATETHH CHUMITTOMM, 3aTPYAHEHO AMIIane; 3acaraHe Ha Semure apodose, KoeTo
NpHMUHABA 3aTPYAHEHO AHINAHE;

BLINAICHHE Ha 4YepBaTa, BOACWIO [0 KopeMHa Oonka WM AHApHid, BKIIOYHTENTHO TEXKa
Sakrepuanna uHdexima (Clostridium difficile);

BB3NAJICHHE HA HA OYHHS HEPB.

Muoro psiko Haba0JaBANM HEKEIAHH JICKAPCTBEHH peakmun (npH mo-mMajuxo or 1 ma 10 000
DAHCHTA):

BB3NAJICHHE Ha NaHKpeaca, P
yepHOApoGHO 3abos1sBaHe, koeTo Bauusa ekap e KOHTPOIUpa; i

npoMeHu B Op0peyuHaTa QyHKUHS.
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Oxaliplatin “Ebewe” - HHrdopMaums 3a nammenTa

Ako 3a0esIeXHTe NOSBATA HA JPYrH HEXKe/JIaHH .ll.elcapc'meﬂa peakinaH, HEONNCAHH B TA3M
JIHCTOBKA HH(popMupailiTe Bamns Jexap nian papmanesT.

OxcannnaaTan “EGene” ne Tpa6pa na BaH3A B 0CEr ¢ OMHTE H KOXKATA. AKO TOBA ce CJIY4H,
ne3abasno ARGOpMEpaliTe Bamns nekap Han MEABRNEHCKATA CeCTpA.

5. YciaoBua 3a chXpanenne Ha Oxcannaaran “EGese”

Ha ce cpxpaHaBa Ha MACTO, HEAOCTBIIHO 34 JCIIA.

To3u nexapcTBEH NPOLYKT He H3UCKBA CHICLIMATTHH YCIIOBUS 3a ChXpaHEeHHE.,

IIpoaykThT na HE ce H3MON3BA CNeJ AaTATa Ha H3THYaHEe CPOKA HAa TOOHOCT, TMOCOYEHa BHPXY
onakoBkara. [larara Ha H3THYaHe CPOKA Ha N'OJHOCT C€ OTHACH 33 MOCISAHHSA JIEH OT IOCOYEHHUSA
Mecell,

IIpuroTsaHe Ha pa3TBOpa B OPUrHHAIHUS (PIAKOH: PA3TBAPA c€ HEMOCPEACTBEHO IpeH NPIIOKEHHE.
Pa3teOp 32 HH(Y3Ha cnen paspexxnaaHe: cief pa3peKAaHe Ha NPUTOTBEHHSA pasTBOp ¢ 5%-eH paTsop
Ha I7IOKO3a € JoKasaHa XxuMH4YHa M ¢uznuHa crabunHocr 3a 24 yaca npu Temneparypa ot 2°C no
8°C. Ot MukpoOHOIOruYHa rineaHa Touka, pa3TBOPSGT 3a HH()Y3HA TpAOBa Aa ce U3MoJ3Ba BeaHara. B
CJIy4ai, ye pa3TBOPBT HE C€ H3MOJI3Ba BeIHAra, NO/3BATENAT € OTTOBOPEH 3a BPEMETO U YCIOBHATA Ha
ChbXPAaHECHHMETO MY NPEAM ynoTpedara, KOUTO HOPMAJIHO He TpsAOBa Ja nmpeBHInaBaT 24 vaca.

6. JonnianATe IHA HHPOPMANAA

JlekapcTBeHO BellecTBO: Okcanuratul. [IoMOIIHY BELIECTRA: JIAKTO3a MOHOXHIpAT.

50 mg/dnakon: Bcekn duaxoH chaspxka OkcamumiaTae 50 mg 3a pasreapsse B 10 ml pasTBopHTeN.
100 mg/dnakoH: Bceku pnakoH cpappxa OkcanumatuH 100 mg 3a pasteapaHe B 20 ml pasrsopuTen.
150 mg/dnakoH: Bcekn ¢pnaxkoH craspxka OxcanmmardH 150 mg 3a pasTeapaHe B 30 ml pazTBopHTEN.

1 m! ot nprroTBeHns pa3TBoOp cbabpkKa OKCAIMILIATHH 5 mg.
Jasan 3a onakoBkara Oxcaauniaran “Ebese”
To3n TekapcTBEH NPOAYKT NPEACTAB/ARA NpaX 3a AHPY3HOHEH pa3TBoOp.

Bcexu ¢nakoH chpabppxka 641 1o moutH 040 nmpax 3a HHQY3HOoHEH pa3Teop ¢ 50 mg, 100 mg umu 150
mg Oxcanurnatul. EqyH ¢prakoH B kKapTOHeHa KyTHA.

-~

OxcanunnatuH “EGere” 1pa0ra na ce pasTBops npeau ga Onae MPUIOKEH. O e ™,
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Ilpurexares Ha paspemieHHETO 3a yHoTpeba IIpoussoauTen
EBEWE Pharma Ges.m.b.H. Nfg. KG EBEWE Pharma Ges.m.b.H. Nfg. KG

Mondseestrasse 11 Mondseestrasse 11

A-4866 Unterach A-4866 Unterach

ABCTpHA ABCTpus

Ten.: 0043-7665-8123-0 Ten.: 0043-7665-8123-0
Daxkc: 0043-7665-8123-129 Daxc: 0043-7665-8123-129

Oncotec Pharma Produktion G.m.b.H.
Streetzer Weg 15a
06862 Rodleben, OT Tornau

['epManus

To3u nexapcTBeH HPOAYKT € paspelieH B CTpandTe 0T OOIHOCTTA NOA CAeAHHTE HMEHA:

AT: Oxaliplatin “Ebewe” 5 mg/ml pulver zur Herstellung einer infusionslosung
BG: Okcanunnatud “Ebepe” 5 mg/ml npax 3a uHdy3noHeH pasTeop
CZ: Ebeoxal 5 mg/ml prasek pro priprava infuzniho roztoku

DE: Ebeoxal 5 mg/ml pulver zur Herstellung einer infusionslosung
DK: Ebeoxal 5 mg/ml EBEWE PHARMA

GR (EL): PLAXITIN 5 mg/ml xéwvig y1a didAvpa ppog &yyvsy

ES: Oxaliplatino “Ebewe” S mg/ml polvo para solucidn para perfusion
FI: Oxitropic 5mg/ml infuusiokuiva-aine, linosta varten

FR: Ebeoxal § mg/ml, poudre pour solution pour perfusion

IT: Ebeoxal 5 mg/ml polvere per soluzione per infusione

LV: Oxaliplatin “Ebewe”

MT: Oxaliplatin “Ebewe” 5 mg/ml powder for infusion

NL: Oxaliplatin “Ebewe” 5 mg/ml poeder voor oplossing voor infusie
NO: Ebeoxal 5 mg/ml pulver til infusjonsvaske, opplasning

RO: Oxaliplatin “Ebewe” 5 mg/mi powder for infusion

SK: Oxitropic 5 mg/ml, pulver till infusionsvitska, 16sning

SK: Oxaliplatin ,,Ebewe* 5 mg/ml prasok na infizny roztok

SLO: Oxaliplatin “Ebewe” 5 mg/ml prasek za raztopino za infundiranje
UK: Oxaliplatin 5 mg/ml powder for infusion

JIdcroBkara e oao0peHa Ha:
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Hadopmanusa caMo 3a MeAHUHHCKH CHENHAJTHCTH

HHCTpYKIIHH 32 OTCTPaHABAHE H APYT'H HHCTPYKIHM NpH ynorpeda

KakTo npH BCHYKM MOTEHLHMAIHO TOKCHYHHM pa3TBOPH, pasTBOpeT Ha OkcamunnarvH Tpsbea ma ce

NPUTrOTBS MHOTO BHUMATEJTHO.

Hucrpyknuu npu ynorpeba

rapaHTHPALIO 3aIUUTATa Ha NTOA3BAIIHSA WITH 3800 HKANAIHTE IO, 5

YnotpebaTa Ha TO3H UHTOTOKCHYEH NPOAYKT OT MEAHLIMHCKHUS MEPCOHASI H3HCKBA OCOBSHQ BHIMAHME,

RETE
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Oxaliplatin “Ebewe” Hndopmauud 3a nalmeHTa

—

ITpUroTBAHETO Ha HHXKEKIIMOHHHTE PA3TBOPH HA LIUTOTOKCHYHUTE areHTH TpsAOBa Z1a ce U3BBPIIBA
OT NMOATrOTBEH, CIICUHATIM3INPAH NEPCOHAN C TIO3HAHMS 3a YIoTpeOaTa Ha JIEKapCcTBaTa, ITPH YCIIOBUA,
rapaHTHpAlIH 3alK{Ta Ha OKOJIHATA Cpela H 0COOeHO 3alMTa Ha nepcoHana, paboten ¢ Te3H
NIEXapCTBEHU NPOAYKTU B CHOTBETCTBUE C NMPAaBHWIHKMKA Ha §onHUNATa. 3a0BJDKHTEIHO € 34 Te3U

| LIe/M Z1a € OCHTYPeHO ChielMallHO NoMelncHue. B Hero e 3abpaHeHoO Ja ce Mylly, aae U nue.

ITepcoHan®sT TpaOea 1a € NOACUTYPEH ¢ HEOOXOQUMHTE MaTepHaNH, CIELHAIHH NPECTHIKH ©
['BJITH PBKABY, 3aLMTHH MaCKH, IIATIKH, OMIIA, CTEPHIHM PhKaBHLIH 33 €JHOKPATHA YTIOTpeOa, |
3alWTHH MOKPHBaJia 332 paboTHOTO MACTO, KOHTeliHepH H TOPOH 3a chOMpaHe Ha OTNATBLH.

EXcKpeTH M IIOBBPHATH MAaTEPHH C& OTCTPAaHABAT ¢ BHHMAaHHeE.,

BpeMeHHM xeHH TpaOBa aa Obaar NpeaynpeacHH Jja H30ArsaT 60paBeHETO ChC LIHTOTOKCHYHH
areHTH.

Beeku cuynieH KoHTelHep TpabBa fa Ob/le TpeTHpaH ChC CHIIOTO BHUMAHHE H OLIGHABAaH KaTO
KOHTAMHHHPaH OTNagbK. KOHTaMUHHUPaHUAT OTNANBK Ce ChXPAHABA B NOAXOASMIIO O3HAYEH TBBPA
KOHTeitHep. Bk no-mony “OrcTpaHaBaHe”.

[TpH KOHTAKT Ha XKOHIieHTpaTa Ha OKCANHIUIATHH, Ha ITHPBOHAYANHO NMPUTOTBEHHS Pa3TBOp WIH
kpabiHya HHQY3HOHEH pa3TBOp ¢ KoXKaTa, He3abaBHO MACTOTO ce U3MHBA 00WHO ¢ Boja. Ilo
CHLIHA HAYHH Ce TIOCTHNBA NMPH KOHTAKT C JIMTaBHLMTE.

CriellFanHHu [IPENOPHKH 33 NPUIOKEHUE

HHUKOT A ne usnonaapaﬁ WHXEKLIMOHHY MAaTePHANIH, ChABPIKALIHA ATYMHHHH.

HUKOT A na He ce Mpuilara Hepaspe/eH.

A CE w3nonssa caMo 5% pa3teop Ha rmoko3a (50 mg/ml) 3a paspexxnase.

ITA HE ce npunara excTpasa3ajiHoO.

HUKOT A na He ce pa3TBaps ¢ pa3sTBOPH HA XJIOPHOY WIH APYTH Pa3TBOPH, ChABPKAIIM XITOPHIH.

HHUKOT' A nma He ce cMECBa ¢ APYFM JIEKapCTBEHM MPOAYKTH B €Ha U ChlUA HH(]Y3HOHHA DaHKa UM
a ce Mpwiara eJHOBPEMEHHO B €/1Ha U ChINa HHYIHOHHA JIMHUAL.

HUKOT' A na He ce H3MO/I3Ba BbB KOMOKMHALIMA € aNKaJIHH JIeKAPCTBA WM Pa3TBOPH (M MO-CHEHHANHO
pasteop Ha S-Dayopoypauun (5-FU), nexkapcTBeHM NpPOAYKTH, ChABpXKAM (OJMHOBA KHCCIMHA
NeKapCTBEHH NPOAYKTH, B YMHTO CHCTaB MMa TpoMeTamMoJl KaTo IOMOIMHO BEHIECTBO, COJH HA
TpoMeTaMoN Ha APYTH NPOAYKTH. ANKATHUTE IPOLYKTH WIH Pa3TBOPH MOBIMABAT CTAOMIHOCTTA Ha
OxcanHIUIaTHH. P
HMBCTpYKLMH IpH YIIoTpeda ¢ GoJMHOBA KUCENNHE (Kanuues MOoNMHHaT WINA JWHA Bnmmar o

".r : __I--. ,'! . . . R .I' . i | Iﬁ rl'.
,f I.I . . Yoo ) .
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Oxaliplatin “Ebewe” HudopMaims 3a namueHTa

OxcammiutaTiH 85 mg/m” 3a HHTpaBeHO3HA HHQY3uA paspeacH B 250 ml o 500 ml 5%-Ha rimokoza
(50 mg/ml) ce npunara exHoBpemeHHO ¢ QonuHOBa kucenuHa (FA) 3a HHTpaBeHO3HA HHQY3HA,
paspeneHa B 5%-Ha IIIOKO3a, B MPOARDKEHHE Ha 2 0 6 yaca, KaTo MPeaH MACTOTO HA HHDKEKTUPAHe
Ce MOCTBA Y-KOHEKTOp, TAKA Ye [IBaTa JIEKAPCTBEHM NPOLYKTA HE Ce CMECBAT B eAHa wMHdyIMOoHHa
JTvHKs. JIBaTa TeKapCTBEHH MPOJAYKTH HE TpsOBa fa ce ciaraT B egHa HHy3noHHa 6aHka. DoruHORA
kucenuHa (FA) ne Tpabsa na cpappxka TpoMeramon xaTo MOMOINHO BeLIECTBO ¥ TpAGBa Ra 6nae
pazpezieHa caMo ¢ 3%-eH pa3TBOpP Ha ITIOK032 — HHKOTA C a/IKAIHH Pa3sTBOPH WITH pa3TBOP HA HATPHEB
XJIOpHJ, UJIH pa3TBOPHU, CHABPIKAINH XJIOPUIH.

HHcrpykuns npH ynorpe6a ¢ 5-@iryopoypaumwi

OxcanuniaTag TpaGsa J1a ce BbBeXKIa BHHATH npeld QuiyoponHpaMuaaaEE (Hanp. 5-
Ouayopoypanua (5-FU).

Cnen npunoxenue Ha OKcanMmnaTHH, [a ce MPOMHE CHCTEMATa M CICI TOBA Ja C€ IPHIOKH 5-
GOnyopoypauun (5-FU).

3a JONBJIHUTENHa MHGOpMAl[Hd OTHOCHO JICKAPCTBEHMTE NPOAVKTH M3NOJI3BaHU B KOMOHHaums c
OxcanurnaTusd, Ja ce HallpaBH CIpaBKa ChC CBOTBETHHTE KPAaTKH XapaKTepHCTHKM Ha TMPOAYKTA Ha
NPOU3BOAUTEIIA.

IIpn ycTaHoBsABaHE Ha yTailka B pa3TBOpA, NMOC/AEAHUAT He C€ MpHIAra M ce YHHIIOKABA MO BCHYKH
[paBHIIa 3a BPSAHH OTNAABLM (BIDK MMO-H0ITY).

ITpuroresine Ha pa3TBOpA:

NPOAYKTHTE, KOMTO MOTaT Jja ¢¢ M3MOJI3BAT 32 MPUrOTBAHE Ha Pa3TBOpPA ca BOAA 34 MHMKEKLIMM WIH
5%-eH pasTBOp Ha rmoxo3a (50 mg/ml);

3a ¢nakoH ot 50 mg: nobaes ce 10 ml ot pa3TBOpUTENA QO HOCTMraHe Ha KOHLEHTpaMsa oT 5 mg/ml
OkcalHuiiaTiH;
3a ¢anakoH ot 100 mg: nobaea ce 20 ml ot pasTBOpHTENA 0 AOCTHraHe Ha KOHLIEHTpaLMia oT 5 mg/ml

OxkcanvruiaTys.
3a ¢uiakoH ot 150 mg: gobassa ce 30 ml oT pa3TBOpHTENA 10 AOCTHIraHe HA KOHLEHTpaUHA oT 5 mg/ml

OKCalIMINIATHH.

Ot MUKpoOHONOIWYHA TiefHA TOUKA, MOMYYSHHUAT padTRop TpsaOBa Ha ce paspenu HeHmOCPEIACTBEHO
npeau ynorpeba ¢ 5%-eH pasreop Ha rnioko3a. Ilpeau ynorpeba ce npopepsasa su3yanHo. [punarar
ce caMo OHCTpH pasTBopH Oe3 yralika. 3a exHoKparHa ynorpeba. HewmsnompaHusar pasrsop ce
M3XBBPIIA (BIDK NIO-A0MIY).

Pas aHe HHDV3UL

HaTernere onpeaeicHOTO KOJMYECTBO OT MPUIOTBEHHA Pa3TBOp U pazpenere ¢ 250 ml nQS’bO ml S%*.-_, o
€H pa3TROP Ha IMOK03a 0 JAOCTHUraHe HA KOHIEHTpauMs He mo-aHucka ot 0,2 mg/ml w0,7 mg/ml (3a*f

KOHTO € JI0Ka3aHO (H3HKO-XHMHYHA CTAaOUNMHOCT Ha OKcaluIUIaTHH) M ce 7;‘53691013 qpes
HHTPaBE€HO3Ha HHPY3HA. t Sy
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Oxaliplatin “Ebewe” HudopmMarus 3a naumeHTa

Cnen paspexnaaHe ¢ 5%-eH pasteop Ha rmoko3a (50 mg/ml) e gokazaHa e XuMHUHA H (H3IMYHA
crabWiHOCT 3a 24 vaca mpu Temmnepatrypa or 2°C po 8°C. Ot MHKpoOMOJOrHYHA IJefHA TOYKA,
pasTBOPET 34 MHQY3ud TpaOBa fa ce M3MoJ3Ba BeaHara. B ciydaif, 4e pasTBOPBT HE Ce H3NOI3Ba
BeAHAra, MOJI3BATE/IAT € OTrOBOPEH 3a BPEMETO M YCIIOBHATA Ha ChXPAHEHHETO MY MNpeaH ynotpebara.
He ce pgomycka chXpaHsBaHe Ha pasTBopa nopede or 24 wgaca. [lpeau ymorpeGa ce mpoeepssa
Bu3yanHo. Ilpunaratr ce camo GucTpH pasrBopu Oe3 yralika. JlekapcTBEHHAT MPOAYKT € caMo 3a
eAHOokpaTHa ynotpeba. HeusnomssaHuar paztsop ce m3xpepias (Bik aony). JA HE ce usnonsea
pa3TBOp Ha HATPHMEB XJIOPHUI 3a pa3TBapsHE WM paspekpaHe. TecTBaHA € CHBMECTHMOCTTA Ha
pasTBOpH Ha OxcanuruiaTtuH 3a uHOY3usA ¢ PVC-6a3upanu cucteMH 3a IPHIOKEHHE,

Hudyzus

BrpexxmaHero Ha OKCanMIUIaTHH HE HW3HMCKBA MpeABapuTenHa xuaparauud. OKCAIHMILUIaTMH Ce
paspexga ¢ 250 ml no 500 ml 5%-en pastBop Ha rmokosa (50 mg/ml) no mocTuraHe Ha
KOHIIEHTpaLMa He mo-Hucka o1 0,2 mg/ml, u ce peBexkAa B nepudepHa BEHA WIH LICHTPAJIEH BEHO3CH
NMeT B NpoABDKeHWe Ha 2 n0 6 yaca. Koraro OkcanmumuiatuH ce npunara ¢ S-®ryopoypaLmi,
uHy3uaTa ¢ Oxcanunnatul TpaOBa 1a npeaxoxkaa Ta3u Ha S-Payopoypann.

YHUIIOKABAHE HA OTHIATBIIUTE

OcTaThbYHH KOJHYECTBA OT JISKAPCTBEHHA NPOAYKT, KAKTO M BCHYKM MATECPHAIH, M3IIOI3BaHH 3a
NPUroTBAHE, paspexnaHe TpaOBa Ja ObJAT YHHINOXKEHH MOCPEJACTBOM CTAaHIAPTHHTE OOJIHHYHH
NpoUeaAypPH 3a ILMTOTOKCHYHHM Aar¢éHTM W B CHOTBEICTBHE CBC cbmecmynamm ’ﬁ’“aﬁnﬁu 3a
OTCTPaHABAHE HA BPEAHU OTNAIBIIH. N N

2

Ha ce cp0m10ZaBaT YKA3aHHATA 32 paboTa ¢ UTOTOKCHYHH NMPOAYKTH!

....
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