JIncroBka: mHdoOpMaLHA 32 NOTPeOHTE IS

A 10O 7/

IMUCILUVIATHH AKOP/I 1 mg/ml koHueHTpaT 32 HHPY3HOHEH p;—aé;zp% ;J 10 -01- 2025

CISPLATIN ACCORD 1 mg/ml concentrate for solution for infusion

[lucniiaTuH
Cisplatin

HWmero Ha Bawero nekapctso e ,llucriatun Akopa 1 mg/ml koHUeHTpaT 3a HH]Y3HOHEH pa3TBOp”, HO B JIUCTOBKATa
we ce Hapuua ,,[lucnnaTun Axopa”.

IIpoyeTeTe BHUMATEIHO HAJIATA JHCTOBKA NPEAH Aa 3aM04HETE 12 H3M0/13BATE TOBA JIEKAPCTBO, ThH KaTO TH
ChABLPXKA BakHa 32 Bac undopmanus.

e 3amasere Ta3u JUCTOBKA. MOXKe a ce HaJI0XKH J1a s IPOYETETE OTHOBO.

e AKO MMAaTe HAKAKBH JOMBJIHHUTEIHHU BBIPOCH, MonuTaiTe Bawus sekap, papmMaLeBT HIH MEAHLIMHCKA CECTpa.

e AKO MOJIy4UTe HAKAKBH HEXKEJIAaHW peaKkLuH, yBeJoMeTe Bauius nekap, dapmaleBT WM MeAULIMHCKaA cecTpa. ToBa
BKJIFOYBA M BCHYKH Bb3MOXKHHM HEXeJIaHH peaklMM, HEONMUCAHH B Ta3H JIMCTOBKA. Bibkre Touka 4.

KakBo cbaAbpKa Ta3H JHCTOBKA:

1. KakBo npeacrasnssa LiycrnnatiH AKOpA M 3a KaKBO C€ M3I10J13Ba
2. KakBo Tp#6Ba na 3HaeTe, npeau Aa usnonssare Lucniatni AKOpAL
3. Kak na w3non3sare Llucniatun Akopa

4. Bbp3MOXKHU HE)EJ1aHH peaKLIMH

5. Kak na cbxpansBare Llucriatid Akopa

6. ChabpKaHUe Ha OMAKOBKATa M JIOMbJIHMTEIHA HH(pOpMALIUS

1. Kakso npeacrasisBa Llucniaraa AKOpA H 32 KAKBO €€ H3110J13Ba

[lkcniaTiH AKOp/ ChAbpKa aKTUBHOTO BELIECTBO LMCIUIATHH, KOETO MPHHAUIEKH KbM rpyna JIEKapCTsa, HapeHCHH
IHTOCTATHLH, M3MOJI3BAHH 32 JieUeHHeTO Ha pak. LlucrniaTuH MOXe /a ce M3M0Ji3Ba CaMOCTOATEIHO, HO MNO-4ECTO Ce

npujiara B KOMOMHaLMs C ApYTH LUTOCTATHLIH.

[{ucniaTvH MOXe Ja pa3pyluasa KJIETKH BbB Baluus OprHu3bM, KOUTO MOratT Aia NMpHYHHAT ONpEAC/ICHH BH/I0BE paK
(TyMOp Ha TECTHCHMTE, TYMOp Ha AHYHHLIMTE, TYMOp Ha MAKOYHUA MEXYp, TyMOp Ha enuTeiHaTa ThbKaH Ha rjiaBara M
BpaTta, 6e10ApoOeH KapLIMHOM H LIEPBUKAJIEH KAPLUHHOM B KOMOMHALMS C JIbUYEeTepanus).

BawmusT nekap wie Moxke 1a By npenocraBu noseye HHQopMaLus.

TpsiGBa Ja rOBOPHTE C JIeKap, aKO HE Ce UYBCTBATE M10-100pe WM CE HyBCTBATE M10-3/1€.

2 Kakso TpsiGBa 1a 3uaeTe, npean aa n3noassare [ucnaatun Axkopa

He u3noussaiite llucniiarun Akopa:

® aKO CTe aJepruyH¥ KbM LIMCIUIATHH, MOJOOHH MPOTHBOPAKOBH JIEKApCTBA, APYrH ChCAMHEHHS, ChbAbpiKallH
[UTATMHA WIH HAKOM OT OCTaHAJIMTE ChCTABKM Ha TOBA JIeKapcTBO (M30POEHH B TOYKA 0);
2 aKO UMaTe MHOIO MaTbK 6Ol KpbBHHM KJIETKH (KOETO Ce HapHya ,,MHeJIoCynpecHs ). Bawuar nekap Lie npoBepH

TOBA C KPbBHHU U3CJIEABAHHUA,

aKO KbpPMHTE;

aKO UMaTe TeXKO ObOpeyHo 3abonsBaHe;

aKO UMare 3aTpyAHEHHUs ChC CllyXa,

aKo CTpajare OT JAeXHpaTaLus (0Oe3BOAHsABAHE);
ako TpAOBa Ja ce BAKCHHUPATE CPeLLly XbJTa TPeCKa.

YeenoMmere Bawus nekap, ako rOpHOTO ce oTHacs 3a Bac, npeaiy /1a U3rnoj3BaTe ToBa Ji



IlpeaynpesxkaeHHE H NpeANa3HA MEPKH

I'osopere ¢ Batnus nekap, papMaLeBT WiIH MEAMLHHCKA CECTPa NMPEAK Aa H3MIO3BATE [{ucnnartiH AKOpA:

° aKo MMaTe CHMITTOMH Ha YBPEXKJaHe Ha HepBHTE (TepuepHa HEBPONATHA), KATO MPABY4KaHE, U3TPBIIBAHE HIH
BnOmeHo ycetnaHe 3a gorup. e 6paeTe npernexxaaHd peoBHO 32 Te3U CHMITTOMH H JICHECHHCTO Moxe Aa Obae
CIIPAHO, aKO € HEODXOANMO.

* aKO CTe GWIM TIOIJIOKEHH Ha JrpdYeTepanya B of1acTTa Ha rjiaBara.

Bamuar nekap e mposeje H3CACABAHHS, 38 Ja CE ONPEACNAT HHBATa Ha Kanuuii, HaTpuii, kaJui U MarHe3uH B KPBBTA
Bu, KaKTO ¥ fia IpOBEpH KpEsBHaTa BN KapTHHa H QYHKUHOHAIHOCTT Ha HEPHUA npo6, Op0peunTe ¥ HEBPOJIOrMMHATA

dyHKuuA.

[{ucrniaTHH MOX€E Ja 3acerHe KOCTHHA MO3EK, OpMYHHABAHKH NMPOMEHH B MPOM3BOACTBOTO HAa KPBBHH KICTKH B
OpraHu3Ma; ypeioMeTe Bauius JieKap, ako HMaTe HeoOHuaiiHO KbPBEHE WIH KpbBOHacsAaHe. He npueMaiTe aCnMpHH,
HEeCTCPOMAHH NPOTHBOBB3NAIMTEIHH CPEACTRA (HCIIBC) unu Apyr# nexapcrsa, 6e3 na yBEAOMHTE Bamvs nekap.
BainusT JieKap 4eCTo 1ie H3cieasa KppeTa By 1 e nposepsisa 3a NpH3HALIK Ha HH{peKLMA.

I{icRnaTHH MOXKe Ja MPHYHHY NpobJieMH ChC ClTyXa (OTOTOKCHYHOCT) K Tipobnemu ¢ ObOpeuwTe (HePOTOKCHIHOCT).
Bp6peunara hyHKUKS U CIyXBT e 6baaT HabMoiaBaHy NPEeaH H MO BPEME Ha JICHEHHETO. AKO NOJYYMTE IPOMEHH B
ciyxa, Tpa0Ba fa yBeaoMHTe Ballus jiekap.

VBesoMere Bawus nexap, ako Bb3HaMepABATe 1a ¢€ BAKCHHHPATE MO BPEME Ha JICHCHUETO © [ucnnatud Akopa. HaxoH
KB BaKCHUHH TpsGBa Aa ce u30Arear, Tbi KaTo T¢ MOraT Ja NpHYHHAT CCPHO3HM MH(peKUuH ¥ BauuaT oTToBOp KbM
APYTH BUJOBE BAXCHHH (HHAKTHBHPaHH) MOXKe Ja 6bae orcnabeH.

Ipyra aexapcersa B Hucniaarad Axopa

I'oBopeTe ¢ Bawus nekap, ¢papMaleBT Wi MEAMLIHMHCKA CECTPa, AKO U3NON3BATE, HACKOPO CTE U3MON3BAIH WIHK €

BB3MOJKHO J1a W3ATIOJI3BATE JpYyrH JIEKapCTBa, HANpHUMED:

. HAKOM AHTHOHOTHLM, XaTo LedaloCnopHHH, aMHHOTITHKO3HAN H amdorepuiuH B ¥ HAKOH KOHTPACTHH
BEIIeCTBA, U3MION3BAHH NPH MEIMUMHCKH H3CNEBAHHSA, MOTAT J1a BJIOLIAT HEXETAHHTS PEAKIIHH Ha LIMCIUIATHH,
ocobeHo 6bOpeuHHTe NpobIEeMH.

° HAKOH OTBOJHABALLK TaGeTKH, Hape4eHH OpUMKOBH Iy PETHLH, aHTHOHMOTHLIH, HAPCUYEHH AMHHOTJIHKO3HAHY H
NPOTHBOPAKOBOTO JIEKAPCTBO, HApEUCHO ndocdaMua, MoraT Ja JoBeAaT A0 BAOLIABAHC HA yBPEHAAHETO HA
cyXa KaTo He)KeJlaHa peakuus Ha UMCIUIATHH.

. 6eomuLuH (IPOTHBOPAKOBO JIEKApPCTBO), METOTPEKCAT (M3M03BAH 38 JIeYEHHE Ha PaK WM apTpHT) H
NaKIHTaKces (TIPOTHBOPAKOBO JIEKapCTBO) MOraT Aa I0OBEJAT 10 NOBEYE HEXCIAaHHK PEaKiiy, aKO e JHOBPEMEHHO
ce W3MO0J3Ba LUUCIUIATHH.

. LIMCIUTATHH MOJKE JIa HaMalH €(peKTUBHOCTTA HA AHTHKOHBYJICAHTHTE (M3MONI3BaHH 34 JICUEeHHE Ha ernunerncusn),
MOJKE 14 Ce HAJIOXKM Aa CE MPOBEPAT KPHBHHTE HHBA HA (PEHHTOHUH.

° eeKTHBHOCTTa Ha NEPOPAIHHTE aHTHKOAry/aHTH (Bapdbapun) Moxe ga 6pae nosnusHa. Bawmat nekap wie
npociaeaaBa KpbeHHTE BH U3CIeABAHUA.

. OYKJIM3WH, UHKJIH3UH H MEKIIO030H (aHTHXHUCTAMHHOBH JIEKapCTBa), JIOKCAIMH, deHOTHA3WHH M THOKCAHTEHH

(nexapcTBa, H3MOJN3BAHM 34 JICUeHHE HA NMCHXHATPHYHH pa3cTPOMCTBA) MM TpHMETOOEH3aMUHH (JIEKApCTBA,
WMON3BAHM 33 MPEJOTBPATABAHE HA raJicHE M MOBPBIIAHE) MOrat A2 MPHKPUAT CHMITOMMTC Ha NMPOMEHH B
paBHOBECHETO (KaTO 3aMasHOCT MJIH LUYM B YILIHTE).

* HMCILTATHH MOXE Ja BIIOLIM CTPAHUYHHTE ¢deKTH Ha MPOTHUBOPAKOBOTO JIEKAPCTBO Hpochamuz.
nupoxcuauH (BMTaMuH B6) n anTpetaMuH (MpOTHBOPAKOBO fIEKAPCTBO), H3MON3BAHH B KOMOUHALIMS C IMCTLNATHH
1a TeueHHe Ha HaMpeAHAaN PaK Ha AHYHHUMTe, MOTaT 12 HaMaJIAT BpEMETO, NPeKapato b BBH3CTAHOBABaHE. BalluAaT
nexap e ob6cnau Topa ¢ Bac

o GlIeOMMIMH H eTono3un (MPOTHBOPAKOBH JICKAPCTRA), W3NON3BAHM B KOMOWHALMA € LMCIUIAaTUH H JTHTHH
(d3non3BaH 3a JEYCHHE Ha NCHXHYHH 1a6onsBanusA), MOraT [a HAMAIAT HUBarTa Ha JINTHA B KPBBTA.
[TperopbuMTENHO € Ja Ce CIEAAT CTOHHOCTHTE Ha JIHTHIL.

. BAKCHHATA CpeLly XKbJITa Tpecka He TpaOBa Ja c¢ H3NO/i3Ba €JHOBPEMEHHO C JICTFPIE
PHCK OT CMBPT B pe3yJiTaT Ha BAKCUHALIMATA. [TpenopbYUTEIIHO € 1a C& H3MO3E /

° NeKapcTaa MPOTHB MOAArpa KaTo aloIypHHOI, KOJIXHLMH, npobeHeLUa WIH ¢ 7
HA TMKOYHA KMCEKHA B KpbBTa. MOXe fa ce HaJloXKH BalmAaT iekap aa npo

BpeMeHHOCT, KbpMeHe B QepTHIATET




Bpemensoct
Axo cTe OpeMetHa WIH KbPMHTE, CMATaTe, Y€ MOXKE /1a CTC GpeMeHHa WM TUiaHupaTe 6peMEHHOCT, NOCHBETBANTE Ce

¢ Bammus nekap uan ¢papMaleBT NPEAU a NMPUEMETE TOBA JIEKApCTBO.

[Topagy BBE3MOXKHHSA PUCK OT BPOACHH nedeKTH, MAUUEHTHTE OT MBXKH H JKCHCKH Mnoj TpsAOBa Ja mMpHEMAT
KOHTPALENTHBH KAaKTO MO BPeMe Ha JICYEHHETO C LUMCIUIATHH, TaKa K Hali-MaNKo IIeCT Mecela clie] NPHKITIOYBAHE Ha

JICUYECHHCTO.

I{ucrnaTiH He TPA6Ba Ja Ce H3MOMI3Ba 10 BpeMe Ha OPEMEHHOCT, OCBEH aKO HE € M3PHIHO MPEAITHCAHO OT Bammsa nekap.
[MocyBeTBaiiTe ce ¢ Bauius Jiekap WM gapmaLeBT npeiy 1a NpHEMETe KaKBOTO U J1a € JICKApCTBO.

Knpmene
He u3nonssaiiTe TORa IEKapCTBO, aKO KbPMHTE.

PepTHIAATET
[ManMeHTHTE OT MBXKKHM ITOJI, IEKYBaHH C LMCIJIATHH, CE€ ChBETBAT 1a HE CTaBatT Galla Mo BPEME Ha JIEYSHHETO H 10 6

Mecella ciiesl neyenyero. JIeUEHHETO ¢ LMCIIIATHH MOXKe TIOTEHUHATHO N2 NPHYMHH TPACH CTEPUIIUTET IPH MBKCTE.
[IpenopsYUTENHO € NaLUEHTHTE OT MBXKKH I10JT, KOMTO JKeJIadT id CTaHaT Galuy B ObaelIe, Ja NOTHPCAT CHbBET OTHOCHO

3aMpasaBaHe (KpHOKOHCEPBALHA) Ha CTIEpMAaTa NpEeaH JIEHCHHETO.

llodupane B paboTa ¢ MAIIHHH
He wodnpaiite u He paGoTeTe C MAIIMHH, aKO MOJYYMTE HAKAKBH HEMHEIAHH pEaKlnH, KOHTO MOTaT Aa HAMAJIAT

criocobHocTTa BY 12 u3BbplIBaTE TE3W J€HHOCTH,

IIncnaaTHE AKOPA ChABPXKA HATPHH
ToBa nekapcTBO CHABPXKa 3,5 mg HaTpHil (OCHOBHA CHCTaBKa Ha roTBapcKaTa/TpanesHara con) b Bcekd ml. Topa

KOJIHYECTBO € exkBuBaieHTHO Ha 0,18% OT npernopbYUTEHUA MAKCHMAIIEH IHEBEH XPAHUTC/ICH NTPHEM Ha HaTpHii 3a
BB3PACTEH.

ToBa neKapcTBO MOXKe Ja C€ NMPUroTBH C Pa3TBOP, KoMTO chIOBpa#a HaTpHil. ToBa TpaOBa Aa ce B3eMe JONMBIHUTEITHO
npeABK, aKO CTe Ha JHETa C HUCKO ChABPIKAHWE Ha COJ (HaTpuH).

3. Kaxk na u3mosssate IlucnaaTan AKopa

JIo3MpOBKA H HATHR HA NPHJIOKCHHE

Iucrnatun Akopa TpabBa Ja ce npuiara camo OT CTCUHMATHCT B JICUCHHETO HA pak.

KOHLEHTPAThT c€ pa3pekiia ¢ pa3TBOp Ha HATPHEB XJIOPHUA.

[TucruiaTHH OOMKHOBEHO CE MpHJiara 4pe3 HHKEKLHA BbB BEHA (MHTpaBeHo3Ha MH(Y3Hs) B MPOABDKEHHE Ha 6 1o 3
yaca.

Heo6X0IHMMO € HATHYHETO Ha NMOAXBbPKAIO 000pyABaHe 3a KOHTPO Ha aHaQHNAKTHYHHUTE PEaKLMH.

LlucnnaTuH He TpAOBa Ja BNU3a B KOHTAKT C HUKAKBY MaTepHAJIH, KOUTO ChABPKAT aTyMHHMHA.

[IpenopwunTenHara fosa LlpcruiaTHH AKOpI 3aBHCH OT Bamiero GH3MYECKO CHCTOAHHME, OYaKBAHMTE e(EKTH OT
eYeHHeTO ¥ NaTM LMCIUIATHH Ceé [aBa CaMOCTOSTENHO (MOHOTepanus) HiIH B xoMOMHaLMA C IPYrd JieKapcTsa

(koMOMHHMpaHa XHMHOTEpAIT ).

IIpenopbunTeIHA X034!
Lvcrnatie Akopa (MOHOTEpanys):
[IpeniopbuBaT C€ CICAHUTE NO3H!

° Eanoxparsa ao3a ot 50 no 120 mg/m? TenecHa noBbPXHOCT (BSA) Ha Bcexku 3 10 4 CEAMMLH.
* 15 70 20 mg/m? AHEBHO 3a 5-AHEBEH MEPHOA HA BCEKH 3 AO 4 ceaAMULIH.
[ncruiaTil Akopal B koMOHHALWMA ¢ ApYTH XHMHOTEpaNeBTHYHH arcHTH (kOMOHHHpaHa XMMHOTEPAITHA):

Y

. 20 mg/m? TenecHa nopbpXHoCcT (BSA) uiy mopeye BEAHDBXK HA BCOKH 3 mo 4 cen

3a NeueHHEe Ha UCPBHKAIEH KAapLMHOM, LIHCIIATHH C€ H3NOA3BA B KoMOHHa

XMMHKOTEPANEBTHYHH JIEKapCTBA.
O6uwaiinara 1o3a e 40 mg/m? (BSA) ceAMUUHO B NPOAB/DKEHHE Ha 6 CCAMHULM.




C uen aa ce u3bernat uiv HaManaT npobnemure ¢ HrOpennTe, € NPEMOPHYHTENHO 21 ITHETE 0OMNHU KONTHYECTBA BOAA
1a nepuof oT 24 yaca ciel nedcHue ¢ LlucnnaruH AKOpA.

AKO ¢Te MHC/IHTe, 4¢ CTe NpAEIH nopeve oT Heobxoaumara a03a IlacnaaTan Axopa

Bawuat Jexap TpaOBa aa ce yBepH, 4ye 3a Bamero 3a6oNsBaHe e MpeANHcaHa MpaswiHata No3a. B cmyvan Ha
Npeao3upaHe, MOXKe Aa NMOMYUYUTe MO-TEKKH HEKEJIAHH PCAKLIUH. BalusT nekap MOXe Aa MPHAOKH CHMNTOMAaTHYHO
NeyeHHe Ha Te3H HeXeMaHW peakuuH. AKo cmaTaTe, 4¢ BH e npuioxkeHa nopede ot HeoOxoauMara ao3a LlucnnaTuH
Axopa, He3a0aBHO Ce CBBPKETE C Bainug nexap.

AKO MMaTe HAKAKBH JOITBJHHTEHH BBIPOCH OTHOCHO ynoTpeGaTa Ha TOBa JIEKApCTBO, NONUTAHTE Bamus nekap.
4, BL3MOKHEHE HeXeIaHH Peakiug

KakTo BCHMKH JIeKapcTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAM3BUKA HEKCNAHM PEaKUWH, BBMNPEKH HC HE BCEKH T
NoJTy4ana.

AKO HEKOE 0T HOCOYCHHATE Ce caydH, Hudopmuapaiite HezabaBHo Bamusa nexkap:

. TEXKA aNepruyHa peakuus — MOXe Aa MOIyYUTe BHe3aneH cupOsain 06puB (YpTHKapHs), NORYBaHe HAa PBLETE,
CTHNANATA, [NIC3EHHTE, JHMLETO, YCTHHTE, YCTATa WK BpJIOTO (KOETO MOXE [a NMPHYHHHM 3aTPYAHCHHUA NpH
MperTblIaHEe WK AHIIAHE)p 3a4epBABaHE, H MOXKE Aa HMaTe ycelllaHe, 4e Ie 3aryOHTe Ch3HAHHE,

J CHIHH GONKM B TPBIHAL KOLI, KOWTO € BB3MOXHO [a C€ pasnpoCTpaHABAT KBM HEIIOCTTA WIH pbKaTa, ¢

M3TIOTABAHE, 3a0yX U rafeHe (MHGapKT),

NpUNagbK WIH Mbpy;

npobnemMu ChC CITyXa - MOXKe JIa YCETUTS 3BBHTCHE B YLIHTE MK 3ary6a Ha ciyXa (OTOTOKCHYHOCT);

npo6aemu ¢ 6bOpelHTe H NHKOYHHTE TBTHILA;

npekoMepHa ymopa H 06110 HepasmonmkeHHe, KOCTO MOXKe fia ¢a CHMITOMH Ha NOHMKEHH HHBA Ha KPBBHHUTE

KJ1eTKH (Muenocynpecus). Toa wie 6bae NOTBBPICHO ¢ KPBBHH H3C/ICABAHUA.

Toea ca cepHO3HH HEKeTaHH peakuui. Moske 11a ce HyJaeTe OT CreluHa MeHLMHCKA NOMOLIL.

MHOIO YeCTH: MOXe 1a 3acerHart noseue or 1 Ha 10 aywnu:
BIOLIABAHE HA GYHKUMATA HA KOCTHHA MO3BK (KOETO MOXKE Aa NOBJIHAE HA 06pa3yBaHETO Ha KPbBHH KIETKH);

° HaMaigBane Ha fenuTe KPbBHH KIIETKH, KOETO MTOBUILIABA BEPOATHOCTTA 34 MHPEKUHH (JICBKOIMEHHA ),
HamangBaHe Ha Opos Ha TpomMOOLMTHTE, KOETO MOBHIIABA PpHCKA OT KpbBOHACALAHC H KBPBEHE
(TpoMOOLIMTONEHHSA);

° HAMaNsBaHe Ha YCPBEHHTE KPbBHHM KIETKH, KOETO MOXE A2 MPUHUHHH OTNANHAIOCT M OneaHOCT Ha KOXKaTa
(aHeMH1);

o HaMaJIeHO HHBO Ha HATpHH B KPBBTA;

BHCOKA TeMIIepaTypa.

YecTH: MOKe fAa 3acerdar Ao | Ha 10 gyium:

. cwiHa 6omKka WM MOoAyBaHe Ha eJHHHA Kpak, 00/ka B rbpAHUTE WM 3aTPYIHEHO HILAHC (KOMTO € BB3MOXKHO A2
[OKa3BaT HAIHYKE Ha BPEAHH OMAaCHH ChCHpPELM B HAKOS BEHA);

° 6bp3, HepaBHOMEPEH WM DaBEH CHPACHEH PHTDM;

. cencuc (OTpaBsHE Ha KPBBTa).

Heuectu: moxke na 3acersar a0 1 Ha 100 gywm:

o TeXKKa a/lepruuHa peakuus (BUKTe No-rope);
. yBpexIaHe Ha CTyXa (OTOTOKCHYHOCT);

o HaMalieHoO HHBO HAa Marde3vid B KPbBTAa;

. aHopMaHo ofpasysatne Ha cnepmMa.

Penku: Moxe aa 3acerHat o 1 Ha 1 000 mywum:

. MOBHLUEH PHCK OT OCTPAa JICBKEMHUS;
. repuoBe (MpUNaXbLH);
* 3ary6a Ha Ch3HaHHe, rnasobonue, o6 BpKaHOCT K 3aryba Ha 3peHUE;




3aryba Ha onpeneseHH MO3ZBYHH (PYHKIMH, BIUTIOYMTEHO MO3bYHA AMCQYHKLMA, Xapakrepuzupalla ce Cbe
CMAa3MH H MOHWXKEHO HUBO Ha Ch3HAHHE,

MO3BbYHa JuchyHKIMS (06BpKBaHe, HeSCEeH roBOpP, MOHAKOTa C/IEnoTa, 3aryba Ha MaMeTTa M napaiun3a);
CBPIACUYCH MPUCTHII,

BB3NAJICHHE HA ANTABHLIATA HA yCcTaTa (CTOMAaTUT);

nepudepHa HEBPONATHS HA CETHBHMTE HEPBH, XapaKTepH3Mpalla Ce ¢ IbAEJHYKALIO yceulaHe, ¢hbpoex WIH
u3TppnBade 6e3 Apyra NpUuMHa ¥ MOHAKOra ChC 3aryba Ha BKYC, TAKTHIHOCT, 3peHHE, BHE3alTHH CTPENKallH
Gonku oT wMATA npe3 rbpba U B Kpakarta, IIpH HaBeXKAaHe Hanpel,

Mmuoro peaku: Moyke aa 3acerHar a0 1 Ha 10 000 mymm:

ChpACHCH apCCT.

C Hen3BeCcTHA YECTOTA: OT HAIMYHHTE KaHHHU He MOXe aa ObJe HarpaBeHa OLIeHKa:

CHMITTOMH Ha HHPEKLHA, KATO TPECKA UM BB3NAJIEHO I'bpIIo;

XeMOJIUTHYHA aHEMHS;

HeaJlcKBaTHO ocBobOKNaBaHe Ha XxopMoHa BazonpecuH (ADH), koeto Moxe na noseae 10 HUCKH HHBA HA HATPHH
B KPBBTA M 33AbPXKAHE HA BOJIa B OpraHu3Ma;

MOBHILIEHA aMHJia3a (€H3UM) B KPLBTA,

00€e3BOAHABAHE;

HaMaJleHH HMBa Ha Kanumii, pocdat, KalHH B KPBBTAa,

BHCOKO HHMBO Ha ITHKOYHA KUCE/IMHA B KPBHBTA;

MYCKYJIHH KpaMIIu;

3afonaBaHe Ha rpBOHAYHHA CTRIO, KOETO MOXE 12 IPHYHHH yCeLUaHe 3a TOKOB yAap, NpeMHUHAaBall B KpaHHHLTE
BH;

3ary0a Ha BKyCOBO YCEILAHE,;

npo6eMH CHC 3peHHETO (3BMBIVIEHO 3PEHHE, U3MEHCHO BB3NPHEMAaHe Ha LBETOBeTe, 3aryba Ha 3peHHe WIH
Oosnka B ouMTe);

3BBH B YIIATE WIH IIyX0Ta,;

CBpPAECYHH NPOONEMH;

HeoOHMYalHO CTyAeHH WK Onieay pbLe H Kpaka,

6ok, MITPBIBAHE WIM TPEMOP B AN1aHUATE, CThNAJATA, PBLETe WIH KpaKaTa;

YNOPHTO raBobonue;

rajieHe Wil NMOBpELUaHe,

3ary0a Ha aneTHT, aHOPEKCHS;

XBbJILIAHE;

AUapu4;

[MOBHILIEHH YepHOAPOOHH €H3HMH, MOBHLIEH GUIHpYOHH;

AVXATENHH 3aTpYAHEHHS,

HeJOCTHUT Ha Bb3ayX, 60Jika B rbpauTe, ocobeHo NpH BAULIBAHE, H U3KALUIAHE HAa KPBB;
npobnemMu ¢ 6pOpeLUTe WIH ypHUHATS,;

KOCOTIAN;

0OpHB;

CHJIHA YMOPAEMOCT/OTIIaAHAJIOCT;

NOAYBaHE WK BL3MAJCHHE HA MACTOTO HA HHKEKTHpaHe;

KpaMITd MJIM CrasMH;

ycelliaHe 3a napeHe Wik O0/IexKH,;

HeOHYaiiHO KpBLBOHACARAHE HITH KBPBEHE,

XeMOJIMTHYHO-YPEMHYEH CHHIPOM, KOITO MOjke 1a MPpHYHHH H3MEHEHHs B ObOpeLnTe 1 KPBBTA.

IlucmnaTia Moxke Aa AOBede OO MpodneMH ¢ KpbBTA, 4epHHA Apod u ObOpeuwTe. BalmuiaT nekap e HasHAuM

M3CIEOBAHHEA, 32 1a MPOBEPH 33 HATHYMETO Ha TaKKBa APODNEMHU M 3a Aa NpocacaaBa €NEKTPO




CrofmaBane Ha He)XeJTAHH PeaKilHR
AKO MOJYYHMTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH DEaKiMH, yBeNOMeETe Bampna nexap, ¢gapMaleBT HIH MEAHUMHCKA
cectpa. ToBa BKIIOUBA BCUYKH BB3MOXHH HEOMHCAHH B Ta3W JIMCTOBKA HEKENAHH PCaKLHH. Moxere cBLIO Na

CHOOLIMTE HEXENAHH PeaKLHH JHPEKTHO Ype3 HALMOHaNHAaTa CUCTEMA 32 ChODIaBaHe:

HanmensuTeNHA arcHLMA 110 JICKapCTBaTa
yn. ,,Jlamas 'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Kato cnoOuaBare HeXXEAaHH peaKkiHH, MOXETe Aa JAJETe CBOA MPHHOC 32 MOJYyHaBaHE Ha MOBCYC MHpOpMaLUA
OTHOCHO 6€30MacHOCTTA Ha TOBA JIEKAPCTBO.

3. Kax na coxpansBate LlncnnaTaH Axopa
Ja ce cbXpaHEBa Ha MECTO, HEAOCTLIOHO 32 Aena.

CexpaHsBaiiTe KoHTeliHepa B KAPTOHEHATa OMIAKOBKa, 33 /1a Ce NPEAnast OT CBETIIHHA. Jla He ce CrXpaHABa B XJIAJWITHHK
WK 3aMpa3fBa.

AKO B pe3y/]ITaT Ha HTaraHe Ha HHCKH TEMIIEpaTypH ca ce 00pa3yBalli KPHCTaIH WM YTaHKa, pa3sTBOPETE OTHOBO 4pe3
MOCTaBsHE Ha (IAKOHKTE Ha CTaliHa TEMIEpaTypa, JOKATO ce MOy4YH OHCTBP pasTBOP.
[poaykTbT Tpa6Ba Aa ce U3XBBPIH, 8KO PAa3TBOPBT HE CTaHE OHCTBP CJICA CHEPrHYHO pasKiallaHe.

He usnon3paiite TOBA A€KapCTBO CIE/ CPOKA HA FOAHOCT, 0TOENA3aH BPXY (py1akoHa H KAPTOHCHATA KyTHA ClieL ,»1 OfICH
10/EXP”. CpoKsT Ha FOAHOCT OTTOBapsA HA MOC/AEAHHs IeH OT MOCOUCHUA Mecell,

He u3non3saiite ToBa I1€KapCTBO, aKO 3abeiekuTe BUAHMH MPH3HAUM 33 HapyllapaHE Ha KaueCTBOTO.

BcHYKM MaTepHaiy, M3MO0JA3BAHH 3a MPHIOTBIHETO H MPHJIAraHETO, WiH KOWTO Ca OHAM B KOHTAKT ¢ LIMCILIATHH IO
HSKAKBB HAYHH, TpA0Ba 12 Ce U3XBBPJAT B CbOTBETCTBHE ¢ MECTHHTE H3MCKBAHHSA 32 LIMTOTOKCHYHH OTIIAABIIH.

Axo pasTBopbT B Ce CcTpyBa MBTEH WIH 3a0€nexHTe yTaHKa, KOATO HE C¢ pa3Tsap4, ¢nakoHBT TPAOBA Aa ce U3XBBPIIH.
6. ChAbpKAREE HA ON3KOBKATA H JONBLIHHTEIHA RHQOPMALHS

Kaxkso chanpxa IlucniiaTue AKopa:
HucnnaTtie AKOpPA ChbAbPXKa aKTHBHOTO BEIICCTBO LIMCILIATHH.

Bcexu 1 ml KOHIEHTpaT 32 MHGY3HOHEH PasTBOp CHABPXKA 1 mg uucnnaTud. ToBa JEKApCTBOTO C€ MPEAOCTaBA B
CTBKJIEHH KOHTEHHEPH ¢ KeXJIHOapeH LBSAT, HapeueHH (IIaKOHH.

Pa3dgacoska 10 ml 25 ml 50 ml 100 ml
KonuuecTBo 10 mg 25 mg 50 mg 100 mg
IHUCILTATHH

HanuueH e B OMAaKOBKH, KOMTO ChIBPXAT eAUH (naxoH (He BCHYKH pa3dacOBKHM MOTaT Aa ObaaT IMyCHATH Ha nasapa).

Jpyrure ChCTABKM ca BOJA 33 HHXKEKLIMH, HATPHEB XJIOPUI, XJIOPOBOAOPOAHA KHCEIHHA (3a kopexuua Ha pH), HaTpHEB
XHAPOKCHA (3a Kopekuus Ha pH).

Kax marnexaa HEcnaaTan AKopa H KAKBO ChABLPKA ONAKOBKATA:
[lncrnatue Akopa e GHCTED, Oe3lBeTeH 10 Oe10XBIT PpasTBOP B CTBKICH ¢1aKOH C UBAT
cBoOO0eH OT BUAMMH YACTHILIM, C OTUYIBALIO C& NPO3payvHO Kanaue.

Onaxoeka ¢ | daxoH 3a urxekuuy ot 10 ml, Boeky (AKOH 3a MIDKEKLHM ChABPKa |
Onaxkoeka ¢ | dakoH 3a HHXeKUMH 0T 25 ml, BecekH (akoH 3a MIDKEKUMH ChABPXKA 23




Onakoska ¢ 1 duiakoH 3a HH>KeKUHH OT 50 ml, BCeKH GNakoH 3a HIDKEKLMH CBABbPXA 50 mg LMCIUIaTHH.
Onakoska ¢ 1 duiakox 3a Mxekiu ot 100 ml, Bceky (rakoH 3a MHKEKLMH ChBPXKa 100 mg uucIU1aTHH.

He BCHUKH BHAOBE ONAKOBKH MOrart Ja 6b»AaT IMyCHATH Ha Ia3apa.

[IpATexKATEN HA paspelleBHeTo 3a ynorpeoa:
Accord Healthcare Polska Sp. z 0.0,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tonua

IIpou3soanTe.N:
Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50,95-200 Pabianice,

[Tonua

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

['vpums

To3H JeKapcTBen NPOAYKT € pa3pemicH 3a ynorpeda B AbPKaBATE WICHKH Ha EHII noa cneagnTe HMEHa:

Hme BHa ALpXKABaTa HMe Ha JTeKapCTBEHHA NPOAYKT
qJ1eHKA
ABCTpHS Cisplatin Accord 1 mg/ml Konzentrat zur Herstellung einer Infusionsldsung
benrus Cisplatin Accord Healthcare 1 mg/ml Solution & Diluer pour Perfusion / concentraat
voor oplossing voor infusie / Konzentrat zur Herstellung einer Infusionsldsung

buairapus ucrnaris Axopa | mg/ml KOHUEHTpAT 33 MHY3HOHEH pa3TBOp
HaHus Cisplatin Accord
EcToHHA Cisplatin Accord 1 mg/ml
OuUHIaHIHA Cisplatin Accord 1 mg/m] infuusiokonsentraatti, Liuosta Varten
["epMaHus Cisplatin Accord 1 mg/m] Konzentrat zur Herstellung einer Infusionsldsung
YHrapus Cisplatin Accord 1 mg/ml Concentrate for Solution for Infusion

Upaauaus Cisplatin 1 mg/ml Concentrate for Solution for Infusion
Wranus Cisplatin Accord Healthcare 1 mg/ml Concentrato per soluzione per infusione
JlaTpus Cisplatin Accord
JlutBa Cisplatin Accord 1 mg/ml koncentratas infuziniam tirpalui
Hunepnanaus Cisplatin Accord 1 mg/m} Concentraat voor Oplossing voor Infusie
Hopeerus Cisplatin Accord 1 mg/ml Konsentrat til infusjonsvake
[Tosnwa Cisplatinum Accord
[Topryranus Cisplatin Accord
PyMmbHuHA Cisplatind Accord 1 mg/ ml concentrat pentru solutie perfuzabila
CnoseHHA Cisplatin Accord 1 mg/ml koncentrat za raztopino za infundiranje
Hcnanus Cisplatino Accord 1 mg/ml concentrado para solucion para perfusién
LiBeuus Cisplatin Accord 1 mg/ml Koncentrat till Infusionsvétska, Losning
O6eauHeHO KpaJICTBO Cisplatin 1 mg/ml Concentrate for Solution for Infusion

JaTa Ha DOCNENBO Npepa3riekiade HA JHCTOBKATA

(la ce HMa IPEABHA, Y€ TOBA € JHCTOBKA ¢ HH(OPMANES 32 HPEANHCBAINAY, & HE KpaTka xapakTepHCTHKA HA
—_—

NPOAYKTA.) T
3a nbJHa HEGOPMANHS OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, HANPABCTE CIPABKA B :

Cneanata aHGOPMARHA ¢ NPEAHAZHAYECHA CAMO 32 MEIHIHHCKH CHICNHATHCTH:

IlparorBsHe H padoTa ¢ IPOAYKTA




Toxo6HO HA BCHUKH AHTHHEOILIACTHYHH MPOMYKTH, MpH paboTa ¢ UMCILIATAH € HeoOX0AMMO MOBUIICHO BHHMaHHE.
JlexkapcTBEHHAT MPOAYKT TPAOBA fAa C€ paspead Tpean ynotpeba. PasrBapsHero Tpabpa na c€ OCHIICCTBABA NpH
acenTHUHH YCJIOBHA OT 0BYUYEH B CLOTBETHATA 00NIACT MepcoHal. TpaGea fa ce U3NON3BAT 3ALHTHH PHKABHLK H /1a CC
p3EMAT MPEANa3H{ MEPKH 3a W30ArBaHe Ha KOHTAKT ¢ KOXara # JIMraBHLIMTE. AKO BCE MaK MMa KOHTAKT ¢ KoXara, TA
Tps6Ba He3abaBHO Na Ce M3MHE C BOJA W CaIyH. [Ipy KOHTAKT ¢ KOXaTa ca HabnioaaBaHH NpasHEHe, MapeHE H
sayepBaBaHe. B ciyvail Ha KOHTaKT C JIMTABULUTE, TC Tps6Ba Aa ce U3MHUAT ob6unHO ¢ Boja. llpu WHXanHpaHe ce
cboOLIIABA 32 AUCnHes, OOJKa B IPBAHKA KOLI, APa3HEHE Ha I'bp/IOTO U IafCHE.

BpemeHHUTE XeHH TpAOBa 1a H3GATBAT KOHTAKT C LIMTOCTATH'HH JICKapCTBa. L{ucnnaTvH He TpAOBa fa ce W3MNON3Ba Mo
BpeMe Ha GPeMEHHOCT, OCBEH aKO NIEKapAT HE CUUTA, ¢ PUCKLT IPH KOHKPETHaTa NalMeHTKa € KIHHMYHO 00OCHOBAH.

TenecHHTE OTTIAABIIATE H MOBBPHATA MaTepHUs TPAOBa Aa € H3XBBPAT BHUMATEHO.
AKO pa3TBOPET € MBTCH WK 3a0e/iexuTe yTaHka, KOATO HE CE pasTBapi, dnaxoHbT TpA6Ba Ja C€ H3XBBPIH.

TNospemusaT dnakos TpAOBa g ce CuKTa 3a KOHTAMMHHPaH OTNAALK 1 fia CC TpeTHpa CbC ChLIMTE NPeana3HH MEPKH.
KoHTaMHHHpaHHAT OTAXbK TPAOBa fa ce ChXPaHABA B CIICLHATIHO 0603HAYEHH 32 LieNTa KOHTeHHepH. Brokre no-ao0iry

LA3XBLpAIHE”.

IparoTBgHE HA Pa3TBOP 32 HATPABCHO3HO NPHI0KEHHE
BzemeTe HeOOXOAMMOTO KOIHHECTBO Pa3TBOP OT (jlakoHa M pa3peieTe C NMOHE | TUTHLP OT CJIEAHHUTE Pa3TBOPM:

- 0,9% HaTpHEB XJIOPHIL

- cmec or 0,9% Harpues Xxaopun / 5% IioKo3a (8 cborHolneHue 1:1), (Karo ce MOTy4aBaT KpaiHHTE
konuenTpauuy: 0,45% Hatpues xJiopuz, 2,5% FIIKO034)

- 0,9% naTpues xuopug H 1,875% MaHHTO 33 HIDKCKTHPAHE

- 0,45% HaTpHeB XJIOpHA, 2,5%rmoko3a u 1,875% MaHHTON 32 HHXKEKTHPaHE

BuHaru nposepsABaiiTe HIDKEKLIMATA Npean ynotpeba. Tpabpa na ce npriara camo 6GuUcThp pa3TBOp, 6€3 HACTHLH.

Axo BBB (rakoHa ce HaDmio#aBaT yTaHKa WIM KPHCTAIH, OCTABETC dnakoHa Ha craiina Temneparypa (20 - 25°C),
OKATO ce MOoMydd OWCTBp pasTBOp. HEOTBOPEHHAT KOHTeiHep [ia Ce masy OT CcBeTnuHa. 11pOonyKThT TpabBa ma ce
W3XBBPIH, aKO Pa3TBOPBT HE Ce H3DMCTPH C/Iel CHEPrHiHO paskilaliatc.

JIA HE CE pormycka KOHTaKT ¢ MEAHLKHCKH U3/e11s W MaTCPHATH, KOHTO CHABPKAT alyMHHHH.

A HE CE npunara Hepa3peacH.

o OTHOLIEHHE HA MHKPOOHONOrMYHATA, XHMHMYHATA H (H3HUHA CTabWIHOCT MpH ynoTpedara Ha Hepa3peleHHTe
pa3TBOPH, BIDKTE MO-NO0JTY pa3fen CneuManHy NpeAna3Hd MEPKH MpH CbXpaHEHHUE .

BunpekH 4¢ LUCIUIaTHH OOMKHOBEHO Ce Mpujiara HHTPaBeHO3HO, NeKapcTBOTO C€ MpHara H 4pe3 HHTpanepHToHealka
MHCTHWIALMS Ha MAalMEHTH ¢ UHTPAMEPHUTOHEATHH 3JI0Ka4ECTBCHH 3a60/1ABaHUA (Hamp. TyMOpH Ha aAuHuumTe). Hpes
TO3M HA4YWH Ha NPWIOKEHHe MoraT 1a ObAaT MOCTUTHATH CTPBMHH KOHUEHTPALIHOHHHA TpajiHeHTH MEXKIY
MHTPaNepHTOHeATHHTE U TUTa3MECHHTE HMBA Ha JICKapCTBOTO.

H3xsbpasHe
Bcuuky MaTepHAIH, KOUTO C¢a OWIM H3MOJ3BAHH 32 NPHTOTBIHETO M MIPHNAraHeTO, Wi KOWTO ¢a OWIH B KOHTAKT C

LUCIUIATHH 110 HAKAKBB HauMH, TpAOGBA 1a C€ U3XBBLPIAT B CHOTBETCTBUE C MECTHHTC 3aKOHOBH H3UCKBAHHSA 32 ONACHH
otnagsuy. JiekapcTeara He TpA6Ba oa ce M3XBBPJIAT B KaHAIH3ALMATA WIH B KOHTEHHepa 3a JOMAlIHH OTTaAbLH.
Monuraiite Bammus dapMalesT Kak Aa H3XBLP/ATE AEKAPCTBATa, OT KOMTO BEHe HAMATC HyxKaa. Te3H MEpKH L€
[TOMOTHAT 33 Orla3BaHe Ha OKOJIHATa Cpeaa.

HecbBMECTHMOCTH
Jla He ce AOMycKa KOHTAKT ¢ ayMuHuii. LlMcrnnaTHH MOXE 1a B3aMMOIEHCTRBA ¢ MeTaNa ATYMUHMILM 13 00pa3yBa YepHa

yTaiKa OT IwiaTHHa. BCHYKH MEAMUMHCKH H3/ICTHA - i.v. KOMIUIEKTH, UTJIH, KATETPH U CIPH r@@m;g CHIAbPXKAT
aTyMUHHiA, TpaGBa na 6baaT H30ATBAHK. {3.73 -~ 'fc-\ \
.l . f lﬁw" "f.‘ <N

b

LlMcnnaTiH ce paiara pasTBOPEH B CPEJH ¢ HHCKO CHABPKAHHE Ha XIIOpHI, KORUY
6hJe eKBHBANIEHTHA Haji-Manko Ha 0,45% HaTpueBHs XJIOPHI.



To3u nmekapcTBeH MPOAYKT HE Tpsa6Ba Ja ce CMEeCBa C IPYTH JICKAPCTBEHH MPOAYKTH, C H3KMIOYEHHE HA ONMCAHHTE B
Touka 6.6. ot KXII.

AHTHOKCHIAHTUTE (KaTo HaTpues merabucyndur), Gukapbonatn (Harpues GukapOoHar), cynidary, QryopoypalHi 4
MaKIMTaKCeN MOXKE 1a MHAKTHBHPAT LIMCIUIATHH B HHPY3HOHHUTE CHCTEMH.

CoenraiHy Opeana3HH MePKH OPH ChbXpaHEeHHE

JlekapcTBeH NPOAYKT, ONAKOBAH 32 NPOAAKDA:
LIMCIUIATHH AKOP]] 1 mg/ml kOHUEHTpaT 3a HH(pY3HOHEH Pa3TBOP

Hepaspeden paimeop:
Jla ce chXpaHABa KApTOHEHATa OMAKOBKaA, 3a Jia C€ Mpeariasi OT CBET/IHHA. Jla He ce CbXpaHsABa B XJANHWIHHK HIIH
3aMpa3sfBa, Thi Kato uie ce 06pasypa yTailka. AKO pa3TBOPBT HE € GHCTBP WM ce e ofpazyBana Hepa3TBOPHMA yTaHKa,

pa3TBOPBT He TpAOBa Ja ce U3MoN3Ba.

Pazpeoen pasmeop:
3a yCAOBHATA Ha CbXPAHEHHE HA pPAa3peleHUs JIeKApCTBEH MPOLYKT: BHXKTE MO-A0TY ,,JCOHIIEHTpAT 3a HH(Y3UOHEH

»n

pa3TBOP CJIEA pa3pexaaHe .
Tia He ce ChXpaHABA B XJIANWIHHK WM 3aMpa3sea, Thil kaTo Wwe ce 0Opasysa yTaHka.

KonuenTpar 3a nay3HOHEH Pa3TBOp Cjiel paspexzaHe:

Cneo pazpedxcoane:

XumuuHaTa ¥ GusugHa crabuiHocT npH ynoTpeda criell paspexaase ¢ MH(Y3HOHHHUTE Pa3TBOPH, ONHCAHH B TOYKA
JTIpuroresane u paGora ¢ MpooyKTa” MOKa3Ba, Y€ Cle/| paspexxnaHe ¢ NpenopbyMTe/IHHTE HHTPABCHOIHH pasTBOPH,
Llucrinatus Axopa 1 mg/ml KOHUEHTPAT 3a HH(Y3HOHEH pa3TBOP OCTaBa ctabuieH 21 AHH NpH CcTaiHa TEMNEpaTypa
ot 20 no 25° C.

Ot MEKpOOHOJIOTHYHA TVIEAHA TOYKA, PA3PEACHHAT NPOMYKT TpabBa Aa ce H3Mon3Ba He3abaBHO. AKO He Ce MPHIIOKH
He3abaBHO, BPEMETO H YCIIOBMATA Ha CHXPaHEHHE A0 ynorpebaTa ¢a OTrOBOPHOCT Ha MpHiAralind JEKapcTsoTo, H
pa3pexaaHeTo TpaOBa fa CTaBa B KOHTPOIMPAHH W BATHAHPAHH aceNTHIHH yCIIOBHA.




