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Onjpancerpon Axopa 2 mg/ml HHKeKIIHOHEH HJIH HHPY3HOHEH pa3TBoOp
Ondansetron Accord 2 mg/ml solution for injection or infusion N0 -0k- 2075
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Onpancerpon/Ondansetron

[IpoueTeTe BHUMATEHO USJIATA JHCTOBKA MPeIH 1A 3al04YHETe 12 NpHeMaTe TOBA JIEKAPCTBO, ThH KaTo
TS ChAbP’KA BakHa 32 Bac nnopmanus.

. 3anasere Tasu JUCTOBKA. MoXe a ce HAJIOXKH Ja g NMpoyYeTeTe OTHOBO.

# AKO ¥MMaTe HAKAKBU JOMBJIHHMTEIHHM BBIPOCH, nonuTtaiTe Bawmus nekap, ¢papmaneBT WIM MeIMIIMHCKA
cecrTpa.

@ ToBa siekapcTBO € NpeanucaHo JuuHo Ha Bac. He ro mpeorcrensaiire Ha apyrd xopa. To Moxe aa MM
HABPE/H, HE3ABUCHMO OT TOBa, Y€ MPHU3HALIUTE Ha TAXHOTO 3a00ssBaHe ca ChlMTe Karo Bawwre.

® AKO MONYYHTE HAKAKBM HEXKENAHW JIEKApCTBEHW peakuuu, yBeloMere Baiwumus nekap, gapMaueBT WIH

MeJMLIMHCKa cecTpa. ToBa BKJIIOYBA M BCHYKH BB3MOXXHH HEXEJIAaHM peakliMM, HEONMHCaHH B Ta3H
nuctoBka. Brwxkre Touka 4.

HMeTo Ha NekapcTBeHHA NMpoaykT € OnaaHceTpoH Akopa 2 mg/ml MHKEKUMOHEH WK HHPY3HOHEH pa3TBOp, HO
we 6bae nocoyeH karo OHgaHceTpOH AKOpP/ B JIMCTOBKATA.

KakBo cbabpka Ta3H JHCTOBKA
Kakso npeactasiasBa OHJaHCETPOH AKOpP H 3a KAKBO C€ U3I10J13Ba

.

2. KakBo Tpsa6Ba 1a 3Haere, npeau Bue win Bawero nere aa nsnonssare OHAaHCETPOH AKOpPA
3 Kak na uznonssare OHAaHCETPOH AKOP/

4. B1b3MOXXHHM HEXEJIAHH peakLHH

¥, Kak na cexpanssare OHaaHceTpoH AKOp/

6. CobabpaHHe Ha OMAKOBKaTa M JOMbJIHUTEIHA HHpOpMaLIKA

1. Kakso npeacraBiasaBa OHaaHceTpoH AKOP/ H 32 KAKBO Ce H3M0./13Ba

OHpaHceTpOH AKOpH ChAbpKa aKTUBHOTO BEIIECTBO OHAAHCETPOH, KOHTO NPHHAJIEXKH KbM Ipyna JICKapcTaa,
Hape4YeHH aHTUEMETHLIH.

OnpaHceTpoH AKOpZ ce U3M0JI3Ba 3a

e [lpenorBparsBaHe Ha rajieHe (MpUJIOLIABaHE) U MOBPbIUAHE, IPUYHHEHH OT
O XHMHOTEpamnus o MoBOJ paK MpH Bb3PacTHH H JIeLla Ha Bb3pacT > 6 MeceLa;
O paaMoTepanus Mo MoBoji pak rpH Bb3paCTHH.

e [lpenoTBpaTsiBaHe H JICUEHHE Ha rajleHe U MOBPbILAHE CJ1e/l Onepalys NPy Bb3PaCTHH H Jielia Ha Bb3pacT > |
MeEcell.

[TockBeTBaliTe ce ¢ Bamms nekap, MeIMIIMHCKA cecTpa WM (papMaLEBT, aKO HMaTe HY»/Ja OT AOMBIHHTE/IHO
o0siCHEHHE 3a KAKBO M KaK ce M3I10J13Ba.

Z. KakBo Tps6Ba aa 3uaere, npean Bue uan Bamero aere n1a uanonssare OuganceTpon AKopa

He n3noa3Baiite Ongancerpon AKopa:
- Ako Bue wnu Baiuero aere cre alepru4yHd KbM OHJAHCETPOH WJIM KBM HAKOA OT OCTAHAINTE CHCTABKH

Ha TOBA JieKapcTBO (M30poeHH B TOUKa 6), MU KbM APYro MnoJo0HO JieKapCTBO, HallpUMep rpaHUCETPOH

WA J10JIACETPOH.
- Axo Bue wiu Bawero nere npuemare anoMopduH (JIeKapcTBO, U3MOI3BAHO 3a JieYeHHe Ha DonecTTa Ha

[TapkHHCOH).

[IpenynpexaeHus H NpeAnas’Hi MepKH
loBopere ¢ Bamusa nekap, ¢apmaueBT WIHM MEIMLMHCKA CeCTpa, Mpead Ja 3anoypt
OHnpnaHceTpoH AKOpPA:



Axo Bue wiu Baulero aete UMate 3amylliBaHE HA UepBaTa WIH CTPAJATe OT TEXBK 3alCK, OHAAHCCTPOH MOXKE
14 HANPABH ChCTOSHHETO BH Mo-TexkKKo.

Axo Bue wiu Baiero aere uMare npoGneMu ¢ yepHus apod.

Ako Bue unu Baiuero gere Hakora cte uMaau po6ieM CbC CHpLETO HIIH NpHEMAaTe JICKAPCTBa, U3IMOA3BaHH
3a JledeHHe Ha cupleuHMd npobneMu (Hanp. KOHTeCTHBHA CHp/leYHA HEAOCTATBHYHOCT, KOATO NMPHIHHABA
3a7yX H MOAYBAHE Ha IJIE3EHHUTE).

Axo Bue win Baieto aete uMaTe HEpABHOMEPEH ChPAEUCH PUTBM (apHTMHH).

Ako Bue win BamieTo aere cte ajeprddyHy KbM JieKapcTBa, MOAOOHM Ha OHJAHCETPOH, KaToO rPaHHCETPOH
WAH TaTOHOCETPOH.

Axo Bue unu Baumero pere cTe onepupaHd OT CAMBHLN, ThH KaTo JICHCHHETO C OHAAHCETPOH MOXKE Ja
MAaCcKHpa CHMITTOMHTE Ha BbTPELICH KPBBOU3/IHB.

Axo Bue nwiu Bawero aere umare npobieMH ¢ HUBaTa Ha COJIMTE B KpbBTa BH, KaTO Hamp. KA, HaTpHH
M MarHe3um.

AKO He CTe CHIYPHH JaJli HAKOE OT FOpHMTe ce oTHacs 3a Bac win Bawero nere, roropere ¢ Bauins jexap,
MEeMLIMHCKA cecTpa Win dhapMaLleBT, NNpeaH MNOCTaBIHEeTO Ha HHXKEKLMATA ¢ OHAAHCETPOH.

JApyrn nexapcerBa H OHAaHCETPOH AKOP]
Mudopmupaiite Baiuns nexap win ¢papmanesT, ako Bue win Baiero nere npyemare, HaCKOpO ¢T€ NpHEMANIH HITH €
BE3MOMHO J1a TIpMeMeTe JPYrH JIEKapcTBa, XpaHUTEIHH N00aBKH, BATAMHHM HITH MHHEDAJIH.

Mo-cnermanto, HHGOPMHpaiiTe CBOA NeKap, MeTHLMHCKA cecTpa WM dapMalesT, ako Bue unn Bainero nere npuemare
HAKOE OT CJIEQHHTE JIEKapCTRa:

(enpTONH (M2MOT3BA CE 34 ICYEHHE Ha CTIMIETICHA H ChpACYHM apHTMHUH). EQeKThT Ha OHIAHCETPOH MOJKE J1a Obre
otcyiabeH.

KapGamasenus (H3MON3Ba Ce 3a JICUSHHE Ha eNWIEeNnCHs W HespanruyHa 6osnka). EdexTeT Ha OHOAHCETPOH MOXE Aa
Obae orcnabeH.

PudaMnuuyH, H3NON3BAH 3a JiedeHne Ha HHeKLmH, KaTo Tybepkynosa. EQexTbT Ha OHIaHCETPOH MOXKE a Onae
otcnabeH.

AHTHOHOTHLIM, KATO €PUTPOMMLMH HWIH KETOKOHA30J,

AHTHAPMTMHYHH JIEKapcTBa (M3MON3BAHH 3a JIEYEHUE Ha HEPABHOMEPEH ChPIEYEH PUTHM) KATO aMHOAAPOH.
Bera-GnokepH, H3MOA3BaHM 3a JIeYEHHE Ha HAKOM NPoONeMH CHC CBHPLETO HIM OYMTE, TPEBOXKHOCT HIIH
npeAoTBpaTABaAHEe HAa MUTPEHA, KATO ATEHOJION WK TUMOJIOJ.

Tpamazon (M300N3Ba e 3a NedeHHe Ha Gonka). O6e360NABAIMAT eeKT Ha TpaManon MOXe fa Obae orcnaben.
AnoMopdHH (J1EKapcTBO, M3NO3BAHO 3a JiedeHHe Ha Oonectra Ha ITapkMHCOH), ThH KaTO MPU €AHOBPEMEHHO
NMPIWIOKEHHE HA OHJAHCETPOH ¢ anoMopdHH ca Gunu chobmasaHy pA3KO crajaHe HA KPHBHOTO HAMATaHE H 3aryba
Ha Cb3HAHHE.

JlexapcTBa, KOMTO BIHSAT Ha CHPLETO (KaTO XaJlonepHAOSl WM METANO0H).

JlekapcTBa IPOTHB pak (0cOGEHO aHTPAUMKIMHY KaTO JOKCOpYOHIMH, NayHOPYOHLHH HITH TpacTy3yMa0).

SSRIs (cenexTHBHM HHXMGHTOPH Ha 0GpaTHOTO 3aXBAalIaHEe Ha CEPOTOHHHA), H3NO/I3BAHH 32 JICUCHHE HA ACTIPECHA
W/WITH TPEBOKHO Pa3cTPONCTBO, BKIIOYHTENHO (UTyOKCETHH, MAPOKCETHH, CEPTPaIHH, GJTYBOKCAMHH, LIMTANONpaM,

ECLIUTANONPaM.
SNRIs (cenekTHBHM MHXHOHTOpH Ha 06pAaTHOTO 3aXBAalljaHE HA CEPOTOHMHA M HOPaJApPeHANHHA), W3ION3BaHM NpH

JIeYeHHE Ha JIeMPecHs W/ HIIH TPEBOKHHU pa3CTPOACTBA, BKIIOYHTENHO BeH1aaKCHH, LYJIOKCETHH.

Ceopikete ce ¢ Bamiua nekap. Moxe na ce HU10)KH KOPEKLMA Ha 103aTa.

OnpanceTpon AKopa ¢ XpaHH H HANNATKH
Moxkete na uznonspate OHAAHCETPOH AKOPJ HE3ABHCHMO OT XPaHH H HAITHTKH.

BpeMeHROCT, KbpMEHe H PEPTHIHTET
bpeMenHoCT: —

He Tps6Ba aa usnon3sare OHOaHCETPOH AKOpI Npe3 TbPBHA TPHMECTLP Ha OpeMeHHOCTTa. TOBaS
OHpaHCETPOH AKOpA MOXeE JIEKO []a YBEJIUYH PHCKa OT paxaaHe Ha 6ebe ¢ nenka Ha yCT AT
W/WIH 1lenKa Ha HeOueTo (OTBOp WIH LIeNKa Ha rOpHaTa YCTHA W/IIH HEOLeTo). AKO Bede CTE BPeMe
ye cTe MOXe Ja cre GpeMeHHa WM IUaHupate OpeMeHHOCT, MochBeTBaiTe ce ¢ Bawus exap ¥
npeay na npueMere OHZaHCETPOH AKOpA. AKO CTe XKeHa C IeTePO/1eH NOTEHLHAJ, MOXKE g '
na n3noi3Bare ePeKTHBHA KOHTPaUELHA.

s
d



Kbpmene:

Cnen WIDKEKTHPAaHE OHAAHCETPOH MOXe Ja MpeMHHE B MaH4WHaTa KbpMaTa. 3aToBa MalKkuTe, NEKYBaHH C
OHAZHCETPOH, He TpAOBa Aa KepMAT 6e6eTO CH.

AKO KbpMHTE, TNOCHBeTBaHTEe ce ¢ Bamina nekap und (apManeBT npead Ja 3anO4HETC A2 M3NOM3BATE
OHzoaHceTpOH AKOpA.

Hlodupane u padboTa ¢ MAIIHHH
OnpaHceTpoH AKOPA He NOBNHABA cnocoOHOCTTA 3a wWodHpaHe UM padoTa ¢ MallIMHH.

Baxxna aH¢opManda OTHOCHO HAKOH OT CHLCTABKHTE HA TOBA JICKAPCTBO:
To3u NekapcTBEH MPOAYKT ChAbpKa 2,5 mmol (in 57,9 mg) HaTpuil B MAKCHMaIHaTa AHEBHA 1032 OT 32 mg.
Topa Tpa6sa Aa ce MMa NMPEABUA NPH NMALMEHTH Ha IETa ¢ KOHTPOTUPAH NpHeM Ha HaTpHH.

3. Kak aa manoassare OaaanceTpoH AKopa

Bunary u3non3eaifte TOBa JEKAPCTBO TOUHO KakTo B e xazan Bammst nexap. AKo He CTe CHTypPHH, NONUTaHTe
Bamua nekap unu (apMalieBT.

OnpaHceTpoH AkopA OOHKHOBEHO ce Npuiara OT MeJHLHMHCKA cecTpa WM nekap. [losata, kosro Bu e
npeanucaHa, 3aBMCH OT BHIa Ha JICUEHHUETO.

3a npepoTBpaTABAHE HA FaJeHE H NOBPLINAHE OT XHMHOTEpANHA HJH AbYeTepanis

Bv3pacmnu

B geHs Ha XMMHOTEpAanHA WIM pagHOTEparud, MpenopbhbuHdTe/IHATa 1033 33 BB3PACTHH ¢ 8 mg, NpHIoKeHa
MIDKEKLIMOHHO BBB BEHA WIIM MYCKYJ1, TOUHO NMpEAN TEPANUATa, KAKTO H owle 8 mg ABaHaneceT Yaca No-KbCHO.
O6uuaiiHaTa HHTpaBeHO3HAa A03a 3a BB3PACTHU He TpAOBa Aa HajBUIaBa 8 mg.

[1pe3 cneapaiuTe AHH

e Cnen xuMMoOTepanuaTa, oOHKHOBEHO lue npueMate Bawero nexkapcTso mnpe3 ycTaTa, noa ¢opmara Ha
Tabnerxku onpancerpoH oT 8 mg wnu 10 mi (8 mg) nox popMata Ha cuporn.

e [lepopanuuaT npHeM MoXe a 3anoyHe ABAHANECET 4aca Clel MOCNeAHATa HHTPaBEHOZHA 1038 H MOXE Aa
NIPOABIIAKH A0 S JHH.

Ako ce oyakea Banara x¥MuoTepanis WiM IbYETEPAnus Ja AOBeAe A0 Texka GopMa Ha rajeHe U MoBpbILAHE,
TpsabBa 1a ce npHeMe nosede oT obuyaiiHaTa no3a OHpaHceTpoH AkopA. BalimAaT nekap me pelliy ToBa.

3a npexoTBpATABAHE HA MajeHe H NOBPLIMAHE OT XHMHOTEPALIHA
Heya na ev3pacm nao 6 meceya u IOHOULU
JlekapaT 1lie onpeneny 403aTa Bb3 OCHOBA Ha TEJIECHOTO TETJIO M TENECHATa NOBBbPXHOCT Ha ACTETO.

B neHs Ha XUMHOTEpannaTa

e IlnpBaTa J03a Ce€ MpWIara WHXEKIMOHHO BHB BEHaTa, TOYHO NpeaH JeueHneTo Ha Baweto pere. Cnen
XHMMHOTEPAINUATA, JIEKapCTBOTO Ha BaweTo nete 0GMKHOBEHO Ie ce AaBa npe3 ycrata H obHyaiiHaTa 103a ¢ 4
mg noA popMara Ha TabIETKH WIH CHPOIL.

[Ipe3 cnienBalliTe AHH, NEPOPATTHHAT MIPUEM MOXKE /13 3aIIOUHE JIBAHAECET Yaca CJICA NoC/eIHaTa HHTPAaBCHO3HA

1032 U MOXe Ja MPOIBL/DKH A0 3 HH.

3a npenoTBpaTaBaHe H JeueHHE HA rajieHe H NOBPbIIAHE CJIeA oNepaLH
B3pacTHH:

¢ (O6uuyaifHaTa 4032 32 BBL3PAcTHH € 4 mg, MPWIoKEHH O JopMaTa Ha HHXKEKLMA BLB BEHAa WIIH B MYCKYJl. 3a
peJoOTBpaTABAHE HA CUMITTOMMTE, TA lile ObJc NPHAOKEHA HEMOCPEACTBEHO MPEAH OnepaLuaTa.

Jlena:

e 3a necua Ha BB3PACT HaA | Mecell H IOHOIWIM, JICKAPAT INE ONpPEAcAaH no3ara. Makcype
NPHIOKEHH KaTo 6aBHA BEHO3HA MHXEKUMA. 3a NpefoTBpaTABAHE HA CHMIITOMMTE,
HEeTIOCPEACTBEHO NMpEAM onepauuITa.



IlanuenTn ¢ yMepeHH H/IH TeXKH YepHOAPOOGHR npolieMn
O6wara AHeBHa Ao03a He TpaOBa Aa HaapHilaBa 8 mg.

AKo ragenero H noppnmanero npn Bac uan Bamero AeTe NpoAB/KABAT
MiokeKLMATA OHIAHCETPOH TpabBa na 3anouyHe fma AeiiCTBA CKOPO cnel MOCTABAHETO. AKO rajeHeTo M
MOBPBILAHETO NPOALIDKABAT, YBEAOMETE CBOA JIEKAp WIH MEAHIIHHCKA CECTpa.

Ako Ha Bac maun BauieTo feTe ce npuioxks noseve OnganceTpod AKop/, 0TKOJKOTO € He00X0AHMO
BauusT nekap Wik MeOHLIMHCKA CecTpa L€ NPHIAraT HHXEKUHATa OHAAHCETPOH, Taka Y€ € MAIKO BEPOATHO Bue
wiu BaileTo ete na npueMeTe TEbpAE MHOTO. AKO MycauTe, Ye Ha Bac nnn Bamero fete e MpHI0XKEHO TBbpAe
MHOI'O HJIH CT€ MPOIYyCHAJM A03a, KaXkeTe Ha Baius nekap wjid MEMIHHCKA CeCTpa.

AKO MMaTe HAKAKBH JOTBJIHUTENHH BLIIPOCH OTHOCHO ynoTpebaTa Ha TOBa JIexapCTBO, NonuTaiTe Bamus nexap,
bapmaLeBT WIM MEXHLIMHCKA CECTpa.

4. Br3iMoXXKREH HEXEIAHH PeaKUIHH

KakTo BCHYKHM JIEKapcTBa, TOBA JIEKAPCTBO MOXKE fla MpeAH3BHKA HEXEIAHH peaKUHH, BBIIPEKH Y€ HE BCCKH IH
nony4asa.

CEPHO3HHU HEXKEJTAHH PEAKIIMH

AJIepravuHl peaknnH
Ako Bue wiu BaileTo AeTe mMonyuuTe alepruuHa peakuus, ysegomere HeszabasHo Bawma nexap wnu

MeIHLHMHCKHA Tlepcoran. [Ipu3KHaiMTe MOraT 4a BKIIOYBAT:
¢ Bhe3sanHa nosBa Ha XpUNoBe ¥ 60J1Ka WK CTATaHe B FEPAMTE.

¢ TloayBaHe Ha KIEMa4YHTE, JIULIETO, YCTHUTE, YCTATA WIH €3HKA.
. Koxen oOpHB — YepBEHH TI€THA WK NOAYTHHH N0A KOXKaTa (YPTHKH) B pasjIMYHH 4aCTH Ha TANOTO.
. Konanc.

ITo-Manko cepHO3HHE HEKEIAHH peaKiHu:

MHoro 4yecTH e ['nmaBobonue

(MoraT aa 3acersaT noseue or 1

Ha 10 qxymn)

YecTH e  YyscTBO 32 3a4epBABAHE WIH 3ATOILIAHE

(MoraT aa 3acernar Ao 1 na 10 e 3anek

OYIIH) e [IpomeHu B pesynTaTATE Ha YEPHOAPOOHUTE GOYHKLIHOHAIHH

wicneasaHud {(ako npuemMare OHIaHCETPOH AKOpA C JICKapCTBO,
HapeueHO NUCILTATHH, B MPOTHBEH CITy4YaH Ta3H HexkenaHa
peakLMs € HeuecTa)

o JIpa3zHeHe W 3a4epBABaHE HA MACTOTO Ha HHXKEKTHpaHe

Hevecrn e [lpucTenu (Mpunaabuy WIH rLPYOBE)
(MoraT ga 3acersar Ao 1 na 100 o Heobuualiny ABHOKEHKUS Ha TAIIOTO HIIH TPEMNCPLHE
AYLIH) o HepaBHOMEpPEH CHpACUYCH PHTHM
e bonka B repauTe
e Hucko KpBBHO HalsAraHe, KOETO MOXeE J1a MPHYHHH OTNIAAHATIOCT
WK 3aMasHOCT
e XbliLlaHE
Peakn e  3aMasHOCT WIH CBETOBBPTEK
(morar aa sacernar ao 1 na 1000 e  3aMEITIEHO 3peHHe
AYIIH) e HapyuieHne Ha ChpACYHUA PUTHM (NOHAKQY

BHE3alHa 3aryba Ha Ch3HaHHe)



MBuoro peaku *  Browasate Ha 3peHHETO HIH BpeMeHHa 3ary(a Ha 3peHHeTo,

(MoraTt aa 3acernar ao 1 ua 10 000 K4aTO 3pCHHETO C€ Bh3CTaHOBABA OOMKHOBEHO B paMkuTe Ha 20
AYIIH) MHHYTH.
C Hen3BeCcTHA YECTOTA e MuokapaHa ucxemus

[Ipu3HaLMTE BIUTIOYBAT:
BHE3aITHa 00JIKa B IbpAUTE WU CTATAHE B I'bPIUTE

CrobmaBane Ha HeXeN1aHH PeAKIHH

AKO MOTyYHTe HAKAKBH HEXENAHH JIEKAPCTBEHH PEAaKUMH, yBepomeTe Bamms nexap, ¢apMaLeBRT HIH
MEIHUHHCKA cecTpa. ToBa BKIIOYBA BCHYKM BB3MOXKHH HEONHMCAHH B Ta3W JIMCTOBKA HEXENAHM PEaKLUM.
MoxeTe ChILO Aa CHOGLIMTE HEXENMAHH PEaKUMM JMPEKTHO Ype3 HALMOHANIHATA CHCTEMA 33 ChOOIaBaHe:

H3amsnuurenHa areHLs Mo JeKapcTBaTa
ya. ,.Jlamsas ['pyes” Ne 8
1303 Codus

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

Karo cvobiaBate HexenaHu peakiny, MOXeTe a JaJieTe CBOS MPHHOC 32 MOIy4YaBaHe Ha ITOBEUE MHGOpMAaLA
OTHOCHO 0€e30MacHOCTTa Ha TOBa IEKapCTRO.

3. Kak ga chxpanasate OHAaAceTpoOH AKopa

Cobxpanspaiite TOBa JieKapCTBO Ha MACTO, HEOOCTHITHO 34 AeLla.

He u3nmonspaitre 1ekapcTBOTO Cllell M3THYAHE HA CPOKA HA TOAHOCT, KOMTO € oThengsaH BBpPXY aMmITyjiaTta WIH
KapTOHCHATa onakoBka ciell ,,J'oneH n0”. CpokbT Ha rOAHOCT C€ OTHACA A0 MOC/IEAHMA I€H OT MOCOYEHHS MECeLl.
To3# niekapCcTBEH NPOAYKT HE M3HCKBA CTIELIMANTHYI TEMITEPATYPHH YCJIOBHA 32 ChXPaHEeHHE.

ChXpaHsBaiiTe aMITyIMTe B KAPTOHEHATA OMAKOBKA, 32 J1a CE MPEANA3AT OT CBETIIHHA.

He wusnonspaiite ToBa nekapcTBo, ako 3aleNieXXMTe Ye OMAKOBKATA € MOBPEAEHA WM HMA BHIHMH
YaCTHUH/KPUCTAITH.

He u3xebpasiite nekapcTBaTa B KaHATH3ALMATA WIK B KOHTEHHepa 3a AoMalIHu otnaxbuy. IlonuTaiite Bawns
(hapMAaLIEBT KaK 1a H3XBbPIIHTE JIEKAPCTBATA, KOMTO Beve He W3nonssare. Te3H Mepky ILe CIIOMOrHAT 33 ONa3BaHe
Ha OKOJIHATA cpefa.

6. ChaspacanBe Ha ONAKOBKATA H AOI'LJIHATE/HA AHGOpPMaNAN

KaxBo coabpxa OHgaHCceTpoR AKopa

AKTHBHATa ChCTaBKa Ha OHAAHCETPOH AKOpJI € OHOAHCETPOH (KaTO XHAPOXIOPH/ AMXHAPAT).

BCekH MHIWTHTBD OT WHXKEKLUMOHHHA WIH HHOY3HOHEH pasTBOp CBHAbLP#A 2 mg OHZAHCETPOH (KaTo
OHIAHCETPOHOB XHAPOXIOPHUA AMXHAPAT),

Beaka ammyna ot 2 ml chabpka 4 mg onfiaHCETPOH (KaTO OHAAHCETPOHOB XHAPOXJIOPHA AUXHIpAT).

Beaka amnyna ot 4 ml chabpxa 8 mg OHIAHCETPOH (KAaTO OHAAHCETPOHOB XMAPOXJIOPHA aaxuapat). dpyrure
CBCTaBKH Ca: TMMOHCHA KHCE/THHA MOHOXHAPAT, HATPHEB LIMTPAT, HATPHEB XJIOPHA, HATPHEB XMAPOKCHI W/HIH
XTIOPOBOAOPOIHA KHCEITHHA 3a KopekUHa Ha pH, M Boaa 3a HHKEKLHH.

Kak raraexaa OngasceTpon AKopA H KAKBO ChAbPKa ONAKOBKATA
OnpaHceTpoH AKopa € OHCTBp, 6e3LBETEH HIDKEKIMOHEH MWIH HHQY3HOHEH pa3TBOp, HAITHJIHEH B
npo3payHa/kadasa CTHKIEHA aMITya,

Onpancerpon Akopa 2 mg/ml ce npeanara B onakoexa, chaspxkama S x 2 ml v 5 x 4 m! ammynm, # 10 x 2 ml
10 x 4 m] amnynu.

He Bcuuky BHIOBE OnakoBKM Morar fa 6baar nycHaTd B npoaax6a.

IIpuTexares Ha pajpelieHHETO 38 ynoTpeda
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[lonuia




IipoussoaaTen
Accord Healthcare Polska Sp.z o.0.,
ul. Lutomierska 50,

95-200 Pabianice,
[lonina

Accord Healthcare Single Member S.A.
64th Km National Road Athens,
Lamia, Schimatar1 32009,

["'bpLia

To3u nekapcTBen NPOAYKT € paspemes 3a ynorpeta B AbpxasaTe wWienkd na EUTI noa cieqnnTe HMeHa:

HMe na HMme Ha JieKApPCTBEHHES BPOAYKT
IhpPXKABATA
Obenuieto Ondansetron 2mg/ml Solution for Injection or Infusion
KpaJICTBO
ABCTpus Ondansetron Accord 2 mg/ml Lésung zur Injektion oder Infusion
Ondansetron Accord Healthcare 2 mg/ml solution pour injection ou
benrus perfusion/ oplossing voor injectie of infusie/ Lésung zur Injektion oder
Infusion
Kunsp Ondansetron Accord 2 mg/ml evéowo Suhvpa ) Suiivpe Y Eyyvon
Jetika Ondansetron Accord 2 mg/ml injek¢ni roztok nebo infuzi
perryOnuka
JlaHus Ondansetron Accord 2 mg/ml injektions og infusionsvaske, oplesning
I'epmanusg Ondansetron Accord 2 mg/ml Losung zur Injektion oder Infusion
EcToHMA Ondansetron Accord 2 mg/ml
["bpuus Ondansetron Accord 2 mg/ml evéowo Suddvpa f Sudhopa ywr £yyvon
Hcnanus Ondansetron Accord Healthcare 2 mg/ml para inyeccion o infusién EFG
O Ondansetron Accord 2 mg/ ml injektio- tai infuusioneste/ L&sning for
MHIaH KA N e
injektion och infusion
Hpnanaus Ondansetron 2 mg/ml Solution for Injection or Infusion
Utanus Ondansetrone Accord Healthcare 2mg/ml Soluzione per Iniezione o Infusione
JlaTBHS Ondansetron Accord 2 mg/ml $kidums injekcijam vai infuzijam
Maurra Ondansetron 2 mg/ml Solution for Injection or Infusion
Hopserus Ondansetron Accord 2 mg/ml opplesning til injeksjon og infusjon
[lonwa Ondansetron Accord 2 mg/ml
Ioptyramnus Ondansetrom Accord
[Beims Ondansetron Accord 2 mg/ml Lésning fér injektion och infusion
CrnoBeHus Ondansetron Accord 2 mg/ml raztopina za injiciranje ali infundiranje
Cnopauuka Ondansetron Accord 2 mg/ml injek¢ny alebo infizny roztok
penybiinka
brarapus OunpaHcerpoH Akopa2 mg/ml HHKEKUHOHEH HIIM HHY3HOHEH pasTBOp
Hunepnanaua | Ondansetron Accord 2 mg/ml oplossing voor injectie of infusie
JInTBa Ondansetron Accord 2 mg/ml injekcinis/infuzinis tirpalas

Jata Ha nocheqHO NpepasrIexaAane HA JHCTOBKATA




Ilocouenara no-10J4Y Hll(l)ﬂphlallllﬂ € OpeJHAZHAYICHA CAMO 34 MERHNAHCKH COCIAANACTH

HucTpyknns 3a ynorpeba:

3a HHTpaBeHO3HA MIDKEKIIHA WK HHTPAMYCKY/IHA MHDKCKLMA, HJIM HHTpaBeHO3HA HHOY3HUA clel paspesKaaHe.
[IpeanuceaiuTe, KOUTO Bb3HAMEpABAT Ad H3MOA3BAT OHAAHCETPOH 3a IPeAOTBPATABAHETO HA raacHE H
NOBPBIUAHE, CBHP3aHU ¢ XMMHOTEpaIUa WM TbueTepanys Mpy Bb3pacTHH, IOHOIIH M A€Lia, Cie/IBa 1a B3eMar
npeaBy/ HACTOALLATA MPAKTHKA H ChOTBETHHTE PbKOBOJCTRA.

I'agene H NOBpbIiaHe, IPHYHHEHO OT XHMHOTEPANIHA H JTLYCTEPANIHA:

Bw3pacmru: EMETOr€HHHAT NOTEHLWAN HA JIEKAPCTBEHWTE MPOAYKTH NPH JIEUEHHE HA KapUMHOMM BapHpa B
3aBUCHMOCT OT AO03UTE U KOMOMHALMATA OT XMMHOTEpAIMa U IbYETepanua B H3Moi3BaHaTa cxema. HauMHBT
Ha MpuiaraHe H J03aTa Ha OHJaHCeTpOH TpAOBa Aa ObJaT r'bBKaBH B MHTEpBan OT 8-32 mg Ha aeH, KAKTO €
N0Ka3aHO TMo-A07y.

Ememozenna xumuomepanus u rvuemepanua.

OHnpaHceTpOH MOKE Oa Ce€ TMpuiara pekTanHo, nepopaitHo (Tabnerkd WM CHPOM), UHTPABEHO3ZHO HIIH
HHTPaMYCKYJIHO.

3a MoBeuyeTo NalUEHTH, MOJJIOKEHH HAa €éMETOreHHa XMMHOTEpalus MU JLueTepanud, OHAaHCeTpoH 8 mg
TpabBa ga ce npwiara kato OaBHA HHTPAaBECHO3HA HWHKeKUMA (3a He no-Manko ot 30 ceKyHOaH) WM
MHTPaMYCKYJIHA HHKEKLUA, HENOCPEACTBEHO NMPEAU JIEYSHHETO, NMOCIe1BaHa 0T 8§ mg nepopanHo Ha ABaHaHCceT
yaca.

3a npepoTBpaTaBaHe Ha 3a0aBEHO WIH NPOABL/DKHATEITHO NOBPBILAHE Cle] MbPBUTE 24 Yaca, NepopaiHOTO WIH
PEKTANHO JICYEHHE C OHAAHCETPOH TpAORa a MPOABIDKH A0 5 THM Cliell Kypca Ha JieYeHHe.,

Cuino ememocenna xumuomepanua: 3a NaluMeHTH, NOLTOKEHH HA CWIIHO €METOr¢HHa XMMHOTEpAnus, Harp.
BHCOKH J03H LMCIUTATHH, OHAAHCETPOH MOXKe Aa Obje NpUIOKEeH NepopalHo, PEKTATHO, HHTPAaBEHO3HO WIH
MHTpaMycKyaHO. OHIaHCETPOH € J0Ka2aHO eNHAKBO €(pEeKTHBEH B CIICJHUTE JO30BH CXEMH MNpPE3 MBPBHTE 24
yaca OT XMMHOTEpPAIHg:

e EnnnuyHa no3a or 8§ mg upes 6aBHA HHTpaBeHO3Ha HHXKeKLMA (32 He nMo-Maiko oT 30 CeKyHiu) WiIH
HHTPAMYCKYJIHA HIDKEKUHS HENOCPEACTBEHO NpeH XHMHOTEepanHATa.

e Eana nosa or 8§ mg upes OaBHa HHTpaBeHO3HA HHDKEKLMA (33 He no-Manko OT 30 CeKyHaM) HIH
MHTPAMYCKYJIHU A034 OT 8 mg, npe3 aBa N0 YETHPH 4aca, WIH 4pe3 NocToAHHA HHPY3ua Ha 1 mg/h no 24
yaca.

¢ MakcuMaliHa Ha4aJTHa MHTpaBeHO3Ha J03a or 16 mg, pa3peaeHa B 50-100 ml puznonoruuen pazrsop win
Apyra CbBMECTHMA TEYHOCT 32 WHPY3UA (BHKTE TOUKA 6.6) B Npogb/DKEHHE HA He MO-MaJjko oT 15 MHHYTH
HETIOCPEACTBEHO NPEAH XHMHoTepanHuaTa. HauanHaTa A03a OHOaHCETPOH MOXe aa ObJie noclieiBaHa OT ABeE
AOITBIHUTERHH JIO3H OT 8 mgE HHTPABEHO3HO (3a He no-MajKo oT 30 cexyHAM) WIH HHTPaMYCKYJIHO npe3 4
yaca.

¢ H300psT Ha 1030B peXxUM TpAOBa da ce onpencns OT TEKECTTa Ha €METOTCHHOTO MPEAH3BHUKATENICTBO.

EnHoxpaTHa no3a, nmo-rojigma ot 16 mg He TpabBa a ce npwiara, nopaju pucK OT 10303aBHCHMO YBEITHUECHHE

Ha QT-uHreppana (Bx. Toukd 4.4, 4.8 u 5.1 ot KXTI).

E¢ukacHocTra Ha OHAAHCETPOH NPH CHIHO e€METOreHHa XMMHOTepanus Moxe aa Opae momobpeHa upes
A00aBAHETO Ha €AHOKPATHA MHTPaBEeHO3Ha 4033 JEeKCAMETa30HOB HaTpHeR ¢ocdar 20 mg, npunokeHa npeau
XHMHOTEpaNHATA.

3a npeRoTBpaTABaHe Ha 3adaBeHO WIM NPOABIDKHTE/IHO MOBPHIIAHE Cled MTHPBUTE 24 Yaca, NEpOpPaAHOTO WIH
PEKTAHO JIEUEHHE C OHAAHCETPOH TpAOBa 2 ce NPOABIDKK A0 5 AHM Clie Kypca Ha JICUCHHE,

Ieouampuuna nonynayun:
I'aaene B noBpbIMane, IPAYHHACHH OT XHMHOTEPANHA H JIbUETEPANHA OPH Jela HY

H foHOm K . /

Jlozara Moke aa ObJe H3UMCIICHA Bb3 OCHOBA Ha TellecHaTa MoBbpXHOCT (BSA) unu




Jlo3upane Ha 6a3aTa Ha TeJecHaTa NOBLPXHOCT:

OnpaHceTpoH AKOpa Tpa0OBa Aa ce npWiara HEMOCPEACTBEHO MpEAH XHMHOTEpalHATa KaTo €JHOKpaTHA
MHTpaBeHO3Ha J03a oT 5 mg/m?. EauMHMYHATA WHTpaBeHO3Ha [03a He TpabBa Ja HajpuiiaBa § mg.
[lepopallHOTO NPpUNIOKEHHE MOXKE Aa 3al04YHE JBAHAACCET Yaca [0-KbCHO U MOJXKE A IPOJBJDKH A0 5 HH (BiXK.
KXIT 3a Tabnuuure 3a gozupane). OOwara gosza 3a 24 yaca (NMpHJIOKEHA KaTo pas3fc/IEHH J03U) He Tpadsa na
NpeBHIlaBa J03aTa 3a Bb3pacTHH OT 32 mg.

Hosupane Ha 6a3aTa Ha TeJIECHOTO TErNo:

Jlo3upaHe Ha 6a3aTa Ha TEIECHOTO TErNO BOAU RO MO-BHCOKH OOIMM ZHEBHH JO3H B CPaBHEHHE € AO3HPAHETO
Ha Oa3ara Ha TejecHaTa NOBBPXHOCT. OHAAHCETPOH AKOpA TpAOBa 1a ce MPWIOKH HENOCPEeACTBEHO Mpeau
XMMHOTEpAINHATa KaTo €JHOKpaTHA HHTpaBeHo3Ha Ao3a oT 0,15 mg/ kg. EnHuuHara HHTpaBeHO3HA 71033 HE
TpaGBa xa HagBumaBsa 8§ mg. JIBe NONMBAHUTEIHA UHTPABEHO3HH AO3M MOTrar Ja 0bAaTr npuioKeHH npes 4-
yacoBH UHTepBanu. [lepopanHoTo nNpuiokeHne MoaxKe Aa 3anouHe 12 yaca nNo-KhCHO M MOXKE Ja NPOABIDKH 0
5 nuu (Bxk. KXII 3a noseue nogpobHoctH).

OnpgaHceTpoH Akopa Tpabra f1a ce paspenu B 5% agekctposa Wil 0,9% HaTpues XIOpHA WIIH Apyra CbBMeCTHMa
MHpY3HMOHHA TEYHOCT (BXK. TOYka 6.6) W Ce BIMBA UHTPABEHO3HO B NPOSBDKECHHE Ha HE MO-ManKo OT 15
MHHYTH.

HaMa JaHHH OT KOHTPOIMpaHM KIMHHWYHH IIPOYYBAaHHA 3a H3MOJI3BRAHETO HAa HWHXKEKUHMOHEeH (OHAAHCETPOH
AKOpA 3a NpeaoTBpaTABaHe Ha NO-KBCHO MOABUIIO CE€ WM NPEAH3BHKAHO OT XMMHOTEpAITHA M JIbYeTepanus
ragcHé H noppbliane. Hsama OQaHHH OT KOHTPONMPAHH KIMHHYHH IPOYYBAaHMA 3a H3MOJ3BAHETO HAa
OHgaHceTpOH AKOpPI 3a MIPUYHHEHO OT bYeTepanus raeHe H NoBpbliaHe NMpHU aeua.

IocTonepaTaBHO ragere u nopprmane (PONY):
Bn3pacTHH: 3a npeAOoTBpaTABaHE HA MOCTONEPATUBHO FAICHE H NOBPHILAHE OHOAHCETPOH MOXE J1a Ce Npuiara

NepoOPaATHO WIH Upe3 UHTPABEHO3HA WK HHTPAMYCKY/IHA MHIKEKI[HA.

OHpaHceTpoH MOXE Aa ce nmpwiara KaTto €JHOKpaTHa 033 OT 4 mg, APUWIOKEHH 49pe3 MHTPAMYCKYAHO WIH
0aBHO UHTPaBEHO3HO HH)KEKTHpaHE MPH BhBEXKAAHE B AHECTE3 M.

3a reyeHue Ha yctaHOoBeHO PONYV, ce npenopsusa eAHOKpaTHATa A032 OT 4 mg fa ¢€ NPHWIOKH HHTPAMYCKYJTHO
WIH 6aBHO MHTPaBEHO3HO.

Hena (ra Bu3pacT HAA 1 Mecen | WHOULIR)

ITepopanna nexapcmesena gopma:

Juncear npoy4YBaHMs NPOBEACHH 3a MCPOpPAHO MPHIOKECHHE Ha OHAAHCETPOH 3a NpEAOTBpAaTABAHE HIH
JleYeHHE Ha MOCTONEPAaTHBHO rajeHe M NOBpbUIaHe. 3a Ta3d Len ce mnpenopvuBa OABHO HHTPABEHO3HO
MIDKEKTHPAHE.

Huowcexyuonna nexapcmeera popma.

3a npepoTBpaTABaHe HA IMOCTONEPATHBHO rajieHe W MOBPBILAHE NPH NEJUATPHYHM MALMEHTH ¢ OMNMEpaLus,
M3BbPILIBaHa NoA oflia aHecTe3us, €JHOKpAaTHATa 10332 OHAAHCETPOH MOXe fa ce npwiara karo OGasHa
MHTPaBEHO3HA HHXEKLMA (3a He no-Manko oT 30 cexynau) B 1o3a Ha 0,1mg/kg no MakcuMyM 4 mg npegH, no
BpeMe Ha, WIH Clel BhBEKAAHE B aHeCTE3MdA. 3a NeYeHHEe HA NOCTONEPATHBHO 'aicHEe KM MOBPBILIAHE Caea
onepauus noj odia aHecTe3us NpH NEAMATPUYHU MALKUEHTH, CAHOKpATHATA A03a OHAAHCETPOH MOXKE 1a ce
NPHIOKHM KaTO OapHA UHTpPaBEHO3HA MHXKEKLHA (32 He no-Manko ot 30 cekynawm) B zno3a Ha 0,lmg/kg no
MakcuMyM 4 mg. Hama gaHHM 3a ynoTpedara Ha OHOAHCETPOH 3a JICHEHHE Ha MOCTONCPATHBHO rajcHe H
NOBPLIIAHE NPH AeLA N0 2-roAullIHa Bb3pacT.

Ilayuenmu ¢ cmapuecka v3pacm: UMa orpaHHyeH ONHUT NPH H3MOJA3BAHETO Ha OHAAHCETPOH 3a [IpodunakTiKa
H JIeMEHHUE Ha MOCTOMEPATHBHO raAcHE H NOBPBIUAHE NPH NALMEHTH B CTAPYECKa BB3P
noHaca Aobpe npyu NauMeHTH Haa 65 FOAHHH, NOAICKEHH HA XUMHOTEPAITHA.

llayuenmu c 6vbpeuno yepexcoane: He ce u3ucKkBa NpoMsaHA B JHCBHATa NO3HPOBKA, #fm:r
HavYHHA Ha MPWIOKECHHE. %
<



Hayuenmu ¢ yeprodpobro yepexcdane: KIHPHHCHT Ha OHOAHCETPOH € 3HAYMTE/NHO HAMAJICH, 8 CEPYMHHAT
MONYXHBOT € 3HAYMTESTHO YAB/DKEH MPH MALHEHTH ¢ YMEPEHO WIHM TEXKKO yBpeXKIaHe Ha depHoapobOHaTa
¢yuxkuus. [Tpu TakMBa nanuMeHTH oO0IaTa JHeBHA 103a oT 8 mg He TpAOBa Ja ce HaJABHINABA, €TO 3alll0 Ce
NpernophYBa NapeHTEPaIHO HIH MEPOPATHO NPHJIOKEHHE,

basnu memabonuzamopu na chapmeur/0ebpuzokeur. ENTMMUHALMOHHHUAT NOIYXKBOT HA OHJAAHCETPOH HE Ce
MPOMEHA NpH MaLMEHTH, KIIACHPHLUMpaHH KaTo 6aBHM MeTabOMM3aTOPH Ha crniapTeHH M aAeOpu3okBHH. KaTo
CNIeACTBHE HA TOBAa, MpPH TaKMBa MAlMEHTH MHOIOKPAaTHOTO AO3HpaHe LIEe NOBEAE A0 HHBA HA €KCIIO3HLMA,
KOMTO He ce pa3iMuaBaTt OT Te3H Ha obiara nonynauus. He ce n3ucksa NnpoMsHa B IHEBHATA AO3UPOBKA WIIH
YECTOTAaTa Ha NMPWIOKEHHE.

HecbBMECTHMOCTH!
Pa3TBOPBT HE TpaOBa Ja ce CTepUIM3Hpa B ABTOK/IAB.

OHpaHceTpOH AKOPJT MOXKE 1A C€ CMECBA CAMO ChC CJICHUTE NPENOPLYBAHK HHPY3HOHHH Pa3TBOPH:
Harpues xnopua 3a MHTpareHo3Ha HHPY3uA BP 0,9% w/v

I'moko3a 3a uHTpaBeHo3Ha uHY3Ha BP 5% wiv

Manuton 3a uHTpaBeHo3Ha MHQY3ua BP 10% w/iv

PuHrep 3a HHTpaBeHO3ZHAa HHPY3UA

Kanues xnopua 0,3% w/v 1 HaTpueB xnopuj 3a uHTpaBeHo3Ha HHPY3uA BP 0,9% w/iv

Kanuer xnopua 0.3% w/v u rnoko3a HHTpaBeHo3Ha uHpy3ua BP 5% w/v

CrabunHoctra Ha OHAAHCETPOH AKOpA cliel] paspexXaaHe C MNpenopbyYBaHUTE HHPY3IHOHHH Pa3TBOPH €
AEMOHCTPHpaHa B koHLUeHTpauuu 0,016 mg/ml 1 0,64 mg/ml.

H3non3paiite camMmo OGHCcTpH H 6e31BETHH pa3sTBOPH.
PaspenenuTe pasreops TpabBa ga ce ChbXpaHABAT Ha MACTO, 3aLUHMTEHO OT CBETJIHHA.

Cpox Ha roHOCT H ChXpaBeHHe:

HeoTBOpeH
3 roouHu

To3mu nekapcTBEH NPOAYKT HE UUCKBA CIICLIMAJIHA TEMIICPATYPHH YCIIOBHA HA ChXPAaHECHHE.
CeXpaHaBaiTe aMITy/INTE B KapTOHEHAaTa OMaKoOBKa, 3a Ja ca NMpeanasfT OT CBET/IMHA.

HHxek1us
Cnen nbpBO OTBApPAHE, JIEKAPCTBEHUAT NMPOAYKT TpsaOBa fa ce U3noi3sa HesabaBHO.

Hudy3us

Cnen paspexaaHe ¢ NpenopbYBaHUTE paspeiuTe/lM, XUMUUYeCKaTa U pU3HYecKaTa CTabWIHOCT B nepHoAa Ha
M3NON3BaHE € A0Ka3aHa 3a 7 AHM npH 25 °C u TeMnepatypa 2-8 °C.

Ot MMKpOOHONOrMYHA INI€HA TO4YKa, NPOAYKTHT TpAOBa Ja ce H3Mo/3Ba He3abaBHO. AKO He ce H3MON3Ba
He3abaBHO, NPOABJDKHTEMHOCTIA H YC/IOBHATA Ha CbXpaHeHHe npeau ynorpeba ca OTTOBOPHOCT Ha
norpedburens v HopManHo He OH TpadBano na Haasulaeat 24 yaca npd 2 no 8°C, oCBeH aKko pa3pekJaHeTO He
€ U3BBPIICHO NPH KOHTPOJKUPAHK H BANTHAHUPAHH aCEITHYHH YCIOBHA.




