JIncroBka: HHPOpMaNHA 32 NOTPeOHTENS

Lot CTHH

INUACIIJIATHH AKOP/I 1 mg/ml konnesTpar -3ﬁ nHPy3IHOHEH Pa3TBOP | |
CISPLATIN ACCORD 1 mg/ml concentrate for solution for infusion -/ / J %‘57 -4

L7 -07- 0%

[lucrnarvH
Cisplatin

UmeTo Ha Bawero nekapctro € ,,Llucruiatud Akopa 1 mg/ml koHUueHTpaT 3a HH(Y3HMOHEH pa3TBOp , HO B JIMCTOBKATa
e ce Hapuua ,,llucrnnatui AKopa’”.

IpouereTe BHHMATEIHO USIATA JHCTOBKA NPEIH 14 3aN0MHETE 14 H3I0JI3BATE TOBA JIEKAPCTBO, Thil KATO TH
chABbP/KA BakHAa 3a Bac nnpopmanus.

e 3anasere Ta3u NUCTOBKA. MOXKe 1a ce HajI0XkH J1a s MpoYeTeTe OTHOBO.

o AKO HMATe HIKAKBH IOIMTbIHMTEIHH BLIPOCH, NonuTaiite Bamus nexap, GapMaLeBT WM MEHLIMHCKA CECTPa.

e AKO NOJYYHUTE HAKAKBH HEXEJIAHU peaKlHH, yBEOMETE Baiuus jiekap, (hapMaLeBT WIH MeMLIMHCKa cecTpa. Topa
BKJTIOYBA M BCHYKH BB3MOXKHH HEXKEJIaHW peaKLMH, HEOMUCaHH B Ta3H JIMCTOBKA. BuxTte Touka 4.

KakBo chbAbprka Ta3H JIHCTOBKA:

|. KakBo npeacrasisBa LlucruiatTiH AKOPA M 3@ KAKBO CE M3M0.13BA
2. Kakso Tps6Ba 1a 3Haere, npenu na usnonssare Lipcnnarnn Akopa
3. Kak na u3nonszsare L{ucriatuH Akopa

4. Bb3MOXKHH HeXeJIaHH peaKLHUH

5. Kak na cpxpansBare LlucniatiH Akop/a

6. CbabpKaHHe Ha ONAKOBKATa M JOMbJIHATE/IHA UHpopmaLus

1. Kakso npeacrasissa IlncniaTun AKOpI H 32 KAaKBO C€ H3I0J13Ba

[[McruiaTHH AKOpA ChAbPKa aKTHBHOTO BELLECTBO LIMCILIATHH, KOCTO TPHHALICHKH KbM rpyra JieKapcTBa, Hape4eHH
IWTOCTATHLI, M3MOJI3BaHH 3a JeUeHHeTo Ha pak. LlucriaTiH Moe Ja C€ U3Mo/3Ba CaMOCTOATETHO, HO MO-4€CTO C€
npuiara B KOMOMHALMs C APYTY UMTOCTATHLIH.

[{ucrnaTHH MOXKe /1a pa3pyluaBa KJIETKH BbB Ballus OPrHH3bM, KOMTO MOTat Ad MPUYUHAT OMpEJECICHH BUAOBE PaK
(TyMOp Ha TECTHCHMTE, TYMOP Ha SHYHHLKTE, TYMOp Ha MUKOYHHA MEXYP, TYMOpP Ha €nuTe/IHAaTa ThbKaH Ha riasara U
Bpara, 6enoapobeH KapLMHOM M LEPBHKAJICH KapLUHWHOM B KOMOMWHALMS C JIbYeTeparHs).

BamusaT jiekap Le Moxke fa Bu npenocrasu noseye HHQOpMaLKs.

Tps6GBa qa roBOpHTE C JIeKap, aKO HE C€ YyBCTBATE no-n100pe WK ce YyBCTBaTe Mo-3J¢€.

2 Kaxso TpsiOBa 1a 3HaeTe, NpeH 1a H3N0J3BaTe [MucniaTaH AKOpA

He u3znoassaiite Ilucniarie AKOpA:

o aKO CTe aJepriyH¥ KbM LMCIUIATHH, MOJOOHM MPOTHBOPAKOBH JICKApCTBA, ApYIH CbE€AWHEHUs, CbhAbpIKallH
[U1aTHHA WIH HAKOU OT OCTAHAJIUTE ChbCTABKH Ha TOBA JICKAPCTBO (u30poeHH B TOUKa 6);
o aKO HMaTe MHOro MaJbK 6poil KpbBHH KJIETKH (KOETO C€ HapH4a ,Muenocynpecus’). BaluusT nekap Lie NpoBepH

TOBa C KPbBHH U3CJICIBAHUA,

® aKO KbPMHTE;
® aKO UMaTe TeXKOo ObOpeuHo 3abonsaBaHe,;
® aKO UMaTe 3aTpyAHEHHS CbC CIyXa;
@ aKo crpazare oT Aexuaparauus (06e3BoAHIBaHE); \
. ako TpsAOBa [a ce BAKCHHUpATe CPeLLy JKbJITa TPECKa. :

\ &
Venomere Bamms nekap, ako rOpHOTO ce oTHacs 3a Bac, nmpeu a u3noJ3paTe Tosa nexa%_w ,‘;- ; G

N KADY .



Ipenynpexaenud H NpeANa3HH MepKH

['oBopeTte ¢ Bainus iekap, papMalieBT WK MEAWLIMHCKA CECTpa Npeau Aa u3noaspate Liycrarii AKopa:

. aKO UMaTe CUMIOTOMH Ha YBPeXXAaHe Ha HEpBUTE (NepudepHa HEBPOIIATHS), KATO MPAaBYYKaHe, H3TPBIIBaHE HITH
BJIOLLIEHO ycenuane 3a aonup. Lile 6baeTe npernexaany peAOBHO 3a Te3M CUMIITOMHM M JICYEHUETO MOXe 1a Opae
CIIPSHO, aKO € HE0OXOAUMO.

* ako cTe OMNIM MOUIOKEHH Ha ABYeTeparus B 00nacTra Ha riaBara.

Bamuar nekap e npoBeae U3CACABAHMA, 3a 1a C€ ONPENEIAT HUBATA HA KaJILHK, HaTpHH, KAJTMH 1 MAarHe3ui B KPbBTA
By, KaKTO M 13 NpoBepH KphBHaTa Bu kapTHHA H PyHKUMOHATHOCTTA Ha YepHUS Apo0, 6uOpenMTe ¥ HEBPOJIOIHYHATA

GYHKLHA.

[{cnnaTHH MoXe Ja 3acerHe KOCTHHS MO3BK, MPUYMHABAHUKH NMPOMEHH B IIPOM3BOACTBOTO HAa KPBBHH KIIETKH B
opraHu3ma; yBeaomere Balus sekap, ako vmare HeobH4aiiRo KbpPBEHE HITH KpbBOHacanaHe, He mprueMainTe acHpHH,
HECTEpOUIHH npoTHBOBB3NaMUTENHH cpeactea (HCIIBC) wnM apyru jexapersa, Oe3 na ysemomure Bawrus nekap.
BawmusT fekap yecTo Lie u3cneaBa KpeBTa BH H 1ue npoeepaBsa 3a NpH3HALUK HA HHQEKIHMIL.

[ucruiaTHH MOXe 4a NIPHYKHH NpobieMH ¢BC cayxa (OTOTOKCHYHOCT) U npobiemu ¢ 6p0penmTe (HeppOTOKCHYHOCT).
BrOpeunata ¢pyHKIMA ¥ CIyXsT e 6baT HaOM0IaBaH! NPEAH U 110 BpeMe Ha JIeUEHHETO. AKO NOTYYHTE TPOMEHH B
ciryxa, TpsAOBa 1a yseaomure Baius nexap.

YBenoMmere Baiina nexap, ako Bb3HaMepABaTe A4a C€ BAKCHHUpAare M0 BpeMe Ha JieueHHeTo ¢ Llucrutatin Akopa. Hakowu
KMBH BaKCHHH TpAOBa na ce H30ATBAT, ThH KaTO T€ MOraT Aa NPUYHHAT CEPHO3HA HH(EKLIMK H Baluar oTrosop KbM
APYTH BHAOBE BAKCHHY (MHAKTHBHpaHHU) Moxe Aa Obae oTcinadeH.

HApyra dexkapcrBa n IlacniaTua Axopa

FoBopeTte ¢ Bammsa nexap, ¢papMaLieBT WK MEAMLIMHCKA CECTPa, AKO M3MIOI3BATE, HACKOPO CTe U3MON3BANMH HITH €

BH3MOXKHO Ja H3MOJI3BATE APYTH JICKApCTBA, HalpuMep:

. HAKOU AHTHOMOTHLM, Karo LedanoCnopuHH, aMHUHOTIMKO3UIU ¥ aM(poTepHMUHMH B ¥ HIKOHM KOHTPacTHH
BEILleCTBA, U3TOJI3BaHH IIPH MEAHIIMHCKH H3CJACIBAHNA, MOTAT [a BIOLUAT HEXKEIaHHTe peakKlHH Ha LIUCIUIATHH,
ocobeHo OpOpeuHHTe NPOOIEMHU.

* HAKOM OTBOAHABAINY TabieTKy, HapeueHH OPHMKOBY AUYPETULM, AHTHOMOTHIIH, HAPEYEHH AMMHOTTTHKO3UIH U
MPOTHBOPAKOBOTO JIEKapCTBO, HapeyeHo HochaMua, MoraT Ja JOBEAAT AO BIOIIABAHE HAa YBpEXIAHETO Ha
CITyXa KATO HeXXeNaHa peaKUMsa Ha UUCIUIAaTHH.

* GneoMurMH (NIPOTHBOPAKOBO JISKAPCTBO), METOTpeKcaT (M3MOJI3BaH 3a JICYEHME Ha pak WIM apTpuT) H

[TAKJIHTAKCEJ1 (I'[pOTHBDpﬁI{DBD J]@K&pCTBD) MoOrart na gosciat A0 nOBeYe HOXKEJIAHH pe€aKUHH, aKO CAHOBPCMCHHO
CC HM3IOJI3Ba IMCIUIATHH.

. IIUCIUTATHH MOXKE A2 HaMailu €(heKTHBHOCTTA HA AHTUKOHBYJICAHTHTE {M3MON3BAHH 34 JICYSHHE Ha CTIWIENICHS ),
MOXKE Aa C€ HAJIOXKH J1a C€ MPOBEPAT KPBBHUTE HUBA HA (DEHUTOHH.

. eeKTHBHOCTTA Ha NepopaTHHUTE aHTHKOAryJaHTH (Bap(apuH) Moxe ha Obke MOBIKAHA. Balmuar jgekap Lue
pocJcaipa KpbBHHTE BH H3c/ieqBaHKA.

. OVKJIM3HH, UMKIM3HH U MEKJI030H (AHTHXHUCTAMHHOBHM JI€KapCTBa), JIOKCAIHH, (PEHOTHA3HHH H THOKCAHTCHH

(nexapcTBa, M3NOJ3BaHM 3a JIGYCHHE HAa NMCHUXMATPUYHM Pa3CTPOMCTBA) WM TPHMETOOECH3aMHHM (JICKapCTEa,
W3MOJI3BAHH 3a TMPEdOTBpaTsABaHe HAa raJcHE H MOBPBLIAHE) MOraT Aa NMPHKPHUAT CHMIITOMHTE Ha MPOMEHH B
paBHOBecHeTO (KaTO 3aMasgHOCT WIH LIYM B YUIHATE).

¢ IMCILIATYH MOJKE A2 BJIOIIM CTPAHHYHHTE €(eKTH Ha MPOTHBOPAKOBOTO JIEKAPCTBO HUPochaMHLI,

. NUpOKCHAHH (BHTaMHH B6) 1 anTpeTaMuH (IPOTHBOPAKOBO JIEKAPCTBO), H3TOI3BaHH B KOMOHWHALHA C LIMCILUIATHH
3@ JICUCHHE HA HANpeOHAJ paK Ha AHYHULIMTE, MOTaT Ja HAMAJISIT BPEMETO, MPEKapaHo B BE3CTAHOBABAHE. BalluaT
nekap me obcuau Tora ¢ Bac

. 6I€OMHIMH U €Tono3ul (MPOTHBOPAKOBU JNE€KAPCTBA), M3NON3BaHM B KOMOMHALIMA C LIMCIUIATHH M JIHTHH
(M3rION3BaH 3a JedYeHHe Ha TICHXH4YHH 3a004BaHWsA), MOraT [a HaMmaliaT HHBATA Ha JIMTHH B KpPBBTa.
[Ipenopb4YHTENHO € Aa CE CIEAAT CTOMHOCTHTE Ha JIUTHAL.

° JIeKapcTBa MPOTHB MOJArPa KaTo aTOMYPUHON, KOJIXULMH, NpOOEeHEeUN I WK CYJIPHHN
Ha MHUKOYHA KHCEeJIMHA B KpbBTAa. MOXKe na ce HanoxH Bamuar nexkap na npoMeHH 1o

bBpeMEeHHOCT, KbpMEHE H PEePTHIIHTET



bpeMeHHOCT
AKo cre OpeMeHHa WK KbPMHTE, CMATATE, 4€ MOXE 12 CT¢ GpeMeHHa WM [UIaHHpaTe OPEeMEHHOCT, MOCHBETBANTE CE
¢ Bamus nexap wiM ¢apMaleBT NPeAH a NpUemMeTe TOBa JICKapCTBO.

TMopanu BBL3MOXHKS PHCK OT BPOAEHH AedeKTH, NAUHEHTKUTE TpabBa ga M3non3BaT €(PEeKTUBHU KOHTPAUCITHBHY
MEpPKH 110 BpeMe Ha JIEYEHHETO C LMCILIATHH H B POALDKEHHE Ha HAH-MAIIKO 7 Mecela CleA IEHCHHETO.

I [nernaTiy He TPAOBA a Ce U3TION3BA MO BpeMe Ha OPEeMEHHOCT, OCBCH ako HE € H3PHYHO NPEANHCAHO OT Bawus nekap.
ITocsReTRaliTE ce ¢ Bamus nekap uin dpapMalesT NpeAn Aa NPHEMETE KAKBOTO H a € JICKapCTBO.

KnpMeHe
He u3nonsBaiite TOBa JEKapCTBO, aKO KbpMUTE.

PeprHauTeT

[MaluueHTHTE OT MBXKKH o TpAOBa Aa W3non3saT ePeKTHBHH KOHTPAUENTHBHM MEPKH H J1a HE CTaBat bamu 1o BpeMe
Ha NeYeHHETO ¢ LHCIUTATHH M B IPOBIDKEHHME Ha HAl-Malko 4 Mecela ClIeH JIEYeHHETO. JIeUCHHETO C UMCILTATHH MOJKE
MOTCHIMATHO [a MPHYHHH TPacH CTEPWIMTET NPH Mbxere. IIpenoppuuTe/HO € MALMEHTHTE OT MBXKKH IOJ, KOUTO
sKenasT aa craHatr fawmu B ObOelle, fa NOTHPCAT ChBET OTHOCHO 3aMpa3sABaHC (KpHOKOHCEpBaLIMA) Ha criepMaTa npeay
JICYEHHETO.

lllodupane rn paGora ¢ MAIIHHH
He wodupaiire 1 He paGoTere ¢ MalllMHH, aKO MONYYWTE HAKAKBH HEXENaHH PCAKUHH, KOWTO MOrat Aa HaAMAJIAT
cnocobHocTTa BH Aa H3BBpLUBATE TE3H AEHHOCTH,

[nrcniaaTRE AKOPA ChbABLPXKSR HATPHH

ToBa nekapcTBO ChAbpxka 3,5 mg HaTpuii (OCHOBHA CbhCTaBKa Ha roTeapckaTa/Tpanesnara con) BbB Beeku ml. ToBa
<OJIMYECTBO € eKBUBAIEHTHO Ha 0,18% OT NPeNnOpbLUMTETHMA MAKCUMalIeH THEBEH XPaHUTENICH NPHEM Ha HAaTpUi 32
Bb3PACTEH.

ToBa N€KAPCTBO MOXE [a C€ MPHIOTBH C Pa3TBOP, KOHTO ChABPXKa natpmii. ToBa TpsOBa na ce B3eMe JOMBIHHTEIHO
npeABHa, ako CTe Ha AHETA C HUCKO ChAbPXaHHe Ha CON (HaTpuil).

3. Kax aa n3noa3sare [ncninaree Akopa

JIO3APOBKA H HAYMAH HA NPHJIOMKEHAE

I{ucruiaTvH Axopa TpabBa Aa ce Mpuiiara Camo OT CIIELHATHMCT B JIEHEHHETO Ha pak.

KOHILEHTpaTHT Ce pa3peik/ia ¢ pa3TBOp HAa HATPHEB XJIOPUA.

[lucriaTii oGHKHOBEHO CE NMPWJara Ypes HHXKEKLUHA 8bB BeHa (MHTPaBEHO3HA nHGY3MS) B NpOAL/DKEHHE Ha 6 10 8
yaca.

Heo6XxooMMo € HAUTHYHETO Ha NOLAbLPKaulo 060pyABaHe 38 KOHTPOI Ha aHAQHIAKTHYHHTE PEaKLHK.

LiucruiaTvH He TpsOBa Oa BIH3a B KOHTAKT C HUKAKBH MaTepHali, KOUTO ChIbpHKaT aTyMMHHUH.

[TpenopbunTennata noza llucriatui Axkopa 3aBucH ot Baweto GH3UYECKO CHCTOSHHE, OYAKBAHHTE €(EKTH OT
IleYeHHeTO M Najiy LMCIUIATHH Ce [aBa CaMOCTOATENHO (MOHOTepanMA) WiH B KOMOHMHalmA ¢ APYrH JiekapcTa
(koMOHHHUpaHA XHMHOTEPAITH).

IIpenopbuHTEJIHA N03A:
[IucrnaTHH Akopz (MOHOTeparus ).
[IpenoppuBat ce CAEAHATE QO3K.

. EnnokparHa f03a ot 50 no 120 mg/m? TenecHa noBspxHOCT (BSA) Ha Beeky 3 no 4 ceAMHULM.
. 15 no 20 mg/m? NHEBHO 3a 5-AHEBEH NePHOJ Ha BCEKH 3 A0 4 CeAMHULIK.

[{ucnnatud Axopa B KoMOHHALMA C APYTH XHMUOTEPANIEBTHYHH arcHTH (koMOMHHpaHa XU
. 20 mg/m? TenecHa nosbpxHOCT (BSA) unH noseye BeAHBK Ha BCEKH 3 110 4 CELL

3a jeueHHe HA LEPBUKANEH KADUMHOM, LMCIUIATHH €€ H3MO/3Ba B KOMOHHALMA
XMMHOTEPaNeBTHYHH JIEKapCTBa.
O6uuaiinara 103a e 40 mg/m? (BSA) ceaMHUHO B TPOARIDKEHHE Ha 6 CeAMHLIA.



C uen 1a ce w3berHar Wiy Hamanar npobnemure ¢ 6p0pelIHTe, € NPENOPBLUHTENTHO Ja MHETe OOWIHH KOJIHYecTBa BoJa
1a neproy ot 24 yaca cnen neuenne ¢ LlucnnatuH Akopa.

AKO CTe MUCJIHTE, 9e CTe PHeJH noseue oT Heobxonumara J03a HucniaTun Axopa

Bammust nekap Tpabpa Aa ce yBepH, 4Ye 3a Bawmiero 3abonsBaHe ¢ MpeAnMcaHa npapuiHata 103a. B ciyvaii Ha
Npe03HPaHe, MOXKE Ja NONYYHTE NO-TEXKKH HEXEIAHH peakliHH. Bauiar jekap MOxe A2 MPHJIokH CHMITTOMATHIHO
JleueHHe Ha Te3n HEeKENaHH peaklMi. AKo cMaTare, e Bu e mpuinoxeHa rnoseye OT HeoOxoauMara 1034 LucnaTuH
Akopa, He3a0aBHO ce cBbprkeTe ¢ Balums yiekap.

AKO HMaTe HAKAKBH JOTBLIHHTENHH BHIIPOCH OTHOCHO YNoTpeGaTa Ha TOBa JIEKAPCTBO, rnonuraiire Balus nekap.

4, Bb3MOKHH HeKeaHH peaKnuH

KakTo BCHYKHM JIeKapcTBa, TOBA JIEKAPCTBO MOXE Ja MPEAW3BHKA HEXENaHH PeaklWH, BBIPCKH Y€ HC BCEKH '
noJy4asa.

AKO HAKOE OT NOCOYEHHTE ce cIy4H, nHpopmupaiite HesabaBHo Bamusa nexap:

. TEXKa IepPrudHa peaKiys — MOXe Ja MOJTy4HTe BHe3aleH Chpoa oOpue (ypTHKapus), NOAyBaHe HAa PBUETE,
CTBIANATA, TJIE3€HUTE, JIHLETO, YCTHUTE, YCTaTa WIH TBPIOTO (KOETO MOXKC [fa MPUYHUHH 3aTPYAHCHHA NpH
MperTbllaHe WIN JUIIAHE)p 3auepBABaHe, U MOXKC 1a HMATe yCelliate, He We 3aryOuTe Chb3HaHHe,

. CUIHHM OOJIKM B FPBAHHMA KOIU, KOMTO € BB3MOXKHO Ja Ce pa3npOoCTpaHABaT KbM 4€IIOCTTa WK pbKata, ©

H3MOTABAHE, 330yX U raaeHe (HHQapKT);

NpUnagbK WIH rbpi;

npoBAeMH CBC CITYXa - MOXKE Ja YCETUTE 3BBHTCHE B YILIWTE HWIIH 3ary0a Ha ciyxa (OTOTOKCHYHOCT);

npo6iemu ¢ GpOpeurTe H MUKOUHHTE MbTHLLA,

npekoOMepHa YMopa ¥ 0010 HepasnoJIoKeHue, KOeTO MOXKe J1a Ca CHMITTOMHK Ha MOHWKEHH HHBA Ha KPbBHHTC
kneTkn (MHenocynpecus). Tosa me 6v/e MOTBEPAECHO C KPBBHU H3CICABAHUA.

ToBa ca CEPHO3HN HEXENaHH peakuny. Moxe a ce Hy»(aeTe OT CMelHa MEAULHHCKA TOMOLL.

MHOro YeCTH: MOXE I1a 3acernar noseue ot 1 Ha 10 nymm:

. BIOLIABaHe Ha QYHKUHATA HA KOCTHHA MO3BK (KOSTO MOXE Jla NMOBJIKAC Ha o6pa3yBaHeTO Ha KPBBHH KIICTKH);

. HaMaIaBaHe Ha GeUTe KPbBHH KIETKH, KOETO NOBHIIIABA BEPOATHOCTTA 38 HHPCKLNH (1eBKOTICHMA);

. HaMansBaHe Ha Opos Ha TPOMOOLMTHTE, KOETO NOBHIIAB2 pPHCKA OT KPBBOHACAAAHC M KBPBEHC
(TpoMOOLIMTONIEHHA);

. HaMaNdBaHe Ha YepBEHHTE KPBBHH KJCTKH, KOETO MOXe Aa NMPHYHHH OTNagHAIoCT H OGnegHOCT Ha KOXKara
(aHeMmu);

¢ HaMaJIEeHO HHBO HA HATPHH B KPBBTA,;

. BHCOKa TeMIIeparypa.

YecTu: Moxke fa 3acerHar ao | Ha 10 gyum:

¢ ciiHa 60JKa WM MOXYBAHE HA eNHHus Kkpak, 60/Ka B MbPAMTE WIH 3aTPyJHEHO AXLIaHe (KOWTO € BH3MOXKHO Ja
NOKa3BaT HAJIMYME HA BPEIHH OMACHU ChCHPELH B HAKOA BEHa),

. 6bp3, HEPABHOMEPEH HIIH 0aBEH CHPACUCH PHTEM,

o cerncuc (OTpaBsiHE Ha KPBBTA).

HeuecTH: Moxke Aa 3acerHar a0 1 Ha 100 gymm:

¢ Te)KKa aflepryyHa peakuus (BHXXTE No-rope);
. yBpeXKIaHe Ha cliyXa (OTOTOKCHYHOCT),

¢ HaMajIeHO HMBO Ha MarHe3uM B KpbBTa,

. aHOpMaJTHO 0Dpa3syBaHe Ha CIlepMa.

Peaxu: moxe na 3acersar go 1 Ha 1 000 aymuu:

° MOBHLIEH PHCK OT OCTPA JIEBKEMHUS;
- rbpUoBe (MpUNagbUM);
. 3ary6a na Ch3HaHKE, INABoGOIHE, OOBbPKAHOCT M 3aryba Ha 3peHHeE;




° 3aryba Ha onpeneneHH MO3BYUHH (BYHKLUMH, BKIIOMHTENHO MO3bYHA PAUCYHKUHA, XaPAKTEPHIMPALLA CE CBC
CriasMH H NOHWKEHO HUBO Ha Ch3HAHME,

MO3BbYHa TUCHYHKUMA (0OBPKBaHe, HEACEH FOBOP, HOHAKOra Cnenora, 3aryba Ha mamMerTa M napaausa);
CBhpPAECUYEH NPHCTHII,

BB3NAJIEHME HA TATaBMLIATa Ha ycTaTa (CTOMAaTUT);

nepupepHa HEBPONATHE Ha CETHBHHTE HCPBH, XapaKTCpH3Upalla C€ ¢ IbACIHYKALIO ycellaHe, chpbex Wiy
H3TPEBIIBaHE O€3 Apyra NMPHYKMHA U MOHAKOra CheC 3ary0a Ha BKYC, TAKTHJIHOCT, 3DEHHE, BHE3aMHH CTPEIKaILH
0ok OT wKATa npe3 rupba M B KpakaTa, PH HaBEKJaHE Hanpe.

MHoro peaxu: Moske Aa 3acertar no 1 ga 10 000 OyLUH:
. CBhPAEYEH apecT.

C HEM3BECTHA YECTOTa: OT HATMYHHUTE JaHHH HE MOXKE 44 OBOe HanpapeHa OLEHKa:

. CHMNTOMH Ha UH(EKLMA, KATO TPECcKa MM BB3MAIEHO I"bPJiO;
. XEMOIHTHYHA AHEMHUA,
- HEAICKBATHO OCBOOOIKAABAHE HA XOPMOHa BasonpecuH (ADH), koeTo Mosxe Aa NoBENe A0 HUCKH HHBA Ha HATPHIA

B KPBBTA H 3abpKaHe Ha BOAA B OPraHH3Ma;
MOBHIICHA aMWIa3a (€H3UM) B KPhBTa;

obespoausaBane;

HAMaJICHH HHBA Ha KaJIUWH, ocdar, Kanmii B KpbBTa;

BHCOKO HHBO Ha MHKOYHA KHCEITMHA B KPBBTA,

MYCKYJIHH KpaMITH,

3a00fsBaHe Ha rPEGHAYHHS CTHAG, KOSTO MOXKE Ia [TPUYHHH yCCLIAHE 32 TOKOB yIap, NPEMHHABALI B KpalHUIUTE
BH;

3ary0a Ha BKycOBO yceluaHe:

NpoGieMH ChC 3PEHHETO (3AMBINIEHO 3pPEHME, H3MEHEHO BB3[PHEMaHE Ha LIBETOBETe, 3aryda Ha 3peHHe WM
Oonka B ounre);

. 3BBH B YIIHTE WIH FTyX0Ta;

° ChpAECHHH Npobiiemu;

. HeoOMyaliHO CTyseHH WIH Gliefu phbiie M Kpaka;
. 60ZIeXKH, H3TPBIBAHE HIH TPEMOP B JNTAHHTE, CTBIIANATa, PLLETE WK KpaKaTa;
¢ YTHOPHTO rnaBobonue;

. raZicHe WM NOBPBUIAHE;
. 3ary0a Ha aneTHT, aHOPEeKCHS;
° XBJIL[aHE;

. OUAPUA;

. NOBUILICHH YCPHOAPOOHH €H3UMH, NOBUILEH CHAHPYGHH;
. AUXAaTeJIHH 3aTPYAHCHHUS,
&
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HEMOCTHI Ha BB3AYX, OONKa B repauTe, 0cO6EHO NPH BAMIIBAHE, ¥ H3KALLIAHE HA KPBB;
npobnemu ¢ 6p6peLmre MK ypuHaTa;

KOCOIaz;

oOpHB;

CHJIHA YMOPAEMOCT/OTNAaHANOCT;,

[OXYBaHE WITH BB3NANICHHE HA MACTOTO Ha HIDKEKTHPAHE;

KPaMITH WIH CTNIa3MH;

YCELLaHe 3a mapeHe uiu 6oaexu;

HeOUYalHO KPBBOHACAAAHE WK KbPBEHE;

ACMOITHTHYHO-YPEMHCH CHHAPOM, KOHTO MOXKE 1a IPUYNHE H3MeHeHHUs B GbBpenuTe M KpBBTa.

Liycrnarun Moxe na goseae a0 mpobnemu c KpbBT2, YepHHa Apod M Ovbpeumre. Bawmar ne
H3CTICABaHHA, 32 1a NPOBEPH 33 HANIMMHETO HA TAKHBA NPOONEMH H 3a J]a NPOC/easBa EJIEKTPOJ

Cnofmabane BHa HeXeJIaHH peakun

AKO MOJy4HTe HAKAKBH HEXENaHH NEKAPCTBEHH PeaKuMy, yBeaoMere Bawusa nekap, dap
cectpa. ToBa BK/MIOYBA BCHYKHM BB3MOMHM HEONWCAHH B TA3H JIMCTOBKA HEKelaHW pea
CHOOLUMTE HEXENAHU PEAKLIMH JUPEKTHO 4pEe3 HaLlMOHANIHATA CHUCTEMA 3a choblaBaHe:




¥

HM3nbiHATENHa areHUmMA Mo ieKapcTBaTa
yi. ., [Jdamsan I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaitT: www.bda.bg

Karo cpobliasate HexenaHH peakuuu, MOXKeTe Oa AafieTe CBOSA NPHHOC 3a NojIyyaBaHe Ha nose4ye MHGPOpMALHA
OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.
3. Kak aa cuxpansiBate lucniiatun Axopa

/la ce cexpaHsiBa Ha MACTO, HENOCTHLIHO 32 ACHA.

CoxpaxaBaiite KOHTeliHepa B KAPTOHEHATA ONAKOBKA, 33 [1a Ce peanasy oT CBETIMHA. [a He ce chXpaHIBa B XJTAHITHHK
WIH 3aMpa3sBa.

AKO B pe3y/ITaT Ha H3/IaraHe Ha HUCKH TEMIEPATYPH ca Ce o0pazyBaJid KPHCTANH HWIH yTaiika, pa3TBOPETE OTHOBO ypes
NOCTaBAHE HA (JIAKOHWTE HA CTaliHa TeMIepaTypa, I0KaTo Ce MOMyUH OMCTBp pasTBOp.

[ponyxreT TpabBa fa ce H3XBBLPAH, akO PasTBOPLT HE CTaHe GHCTHP chex €HEPrHyHO pasKialiaHe.

He usnosnsBalite ToBa IeKapCcTBO clie CpOKa Ha rOHOCT, OTOENA3aH BBPXY (IIAKOHA M KAPTOHEHATS cnen ,l'onex
P Y pPTO
A0/EXP”. CpoxeT Ha roqHOCT OTrOBapA Ha NOCNEIHUS JeH OT IOCOUYCHHUS Mecell.

He u3nonssaiiTe ToBa iekapcTBo, ako 3abenexHre BUAMMH NPH3HALM 32 HAPYLUABAHE HA KAYECTBOTO.

Beuriky MaTepuany, W3No/3BaHM 3a NPUIOTBAHETO H NPWIATAHETO, WIH KOMTO Ca GHAM B KOHTAKT C LIHCIUTATHH IO
HAKAKBB Ha4KH, TpAOBa ia Ce U3XBBPIIAT B CHOTBETCTBHE C MECTHHTE H3MCKBAHUA 38 LUTOTOKCHYHH OTIAaLbLK.

AKO pasTBOp®T BH ce CTpyBa MBTeH UNHM 3a6enexuTe yTaiika, KOATO He ce pa3TBaps, (JIAKOHET TPAOBA [a Ce H3XBBJIH.

6. Chabpxanye HAa ONAKOBKATA # AONBbIAHHTEHA HHGOPMANHS

Kaxgo ceanpxka HacniaTan Akopa:
HucrnnaTud AKopA ChABPXkKA AKTUBHOTO BEIIECTBO LMCILIATHH.

Beeku 1 ml koHueHTpat 3a HH}Y3HOHEH pa3TBOp ChABpXa | mg uucnnaTtuH. ToBa nexkapcTBOTO ce npenocraBs B
CTBKJICHH KOHTEHHEPH C KeXJTHDAapeH LBAT, HapeYeHH (PaKoHH.

PasgacoBka 10 ml 25 ml 50 ml 100 ml
KonuuecTtpo 10 mg 25 mg 50 mg 100 mg
LHUCTUIATHH

HannueH e B onakoBKH, KOUTO ChIBPXKAT €0HH (PNaKoH (He BCHUKH pa3acoBKH MOraT a 6b4aT MyCHATH Ha na3apa).

JIpyruTe cbCTaBKH Ca BOJA 32 HHXKEKUMH, HATPHEB XIOPHA, XJIOPOBOJOPOAHA KUCEIHHA (32 Kopekuua Ha pH), HaTpues
XMAPOKCHN (3a kopekuua Ha pH).

Kak u3rinexaa Iluconarie AKOpA M KAKBO ChAbPXKA ONAKOBKATA:
[lucrinatue AKopa e GHCTEP, Ge3LBeTen 1o GlIeA0KBIT pa3TBOpP B CTBK/IEH (MIAKOH C LBAT Ha KEXAHGap, NpakTHYECKH
CBODOZCH OT BUJMMH YaCTHLM, C OTYYTBALIIO CE MPO3PAYHO Karaue.

Onakoska ¢ 1 ¢akoH 3a uHxxekunu ot 10 ml, Bcekn dnakoH 3a MHKEKLIHM ceabpka 10
OnakoBka ¢ 1 ¢nakoH 3a HHXXeKUUM OT 25 ml, BcekH (akoH 3a HHXEKIHH ChABPAKA 25
Omnakogka ¢ 1 ¢nakoH 3a urkekuun ot 50 ml, Bceky BpnakoH 3a HHKEKLHH ChbAbpKA 5
OnakoBka ¢ 1 ¢akoH 3a nxkexunu or 100 ml, Bcekn GpnakoH 3a HHKEKIUU ChObPKA

He BCHYKH BHIOBE OMaKOBKH MOraT Aa ObAAT ITyCHATH Ha nasapa. ;;




IlpaTeRaTeNl HA pa3pemIeHNETO 3a yHoTpeda:
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tonma

Ilpon3BoanTe:

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

Ilommna

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

I'bpums

To3n nexapcTBeH NPOAYKT e paspellieH 3a ynorpeba B AbpxapuTe wieskn ia EHII noa cieaanTe HMEHA:

HMe Ba appxxaBaTa HMme Ha NekapCcTBeHHN NPOAYKT
“WIeHKA
ABcTpHA | Cisplatin Accord 1 mg/ml Konzentrat zur Herstellung einer Infusionslésung
benrus Cisplatin Accord Healthcare 1 mg/ml Solution a Diluer pour Perfusion / concentraat
voor oplossing voor infusie / Konzentrat zur Herstellung einer Infusionslsung

bnirapus Hucmiatud Akopa 1 mg/ml koHUEHTpaT 3a HHY3HOHEH pa3TBOp
Hanus | Cisplatin Accord
EcToHus Cisplatin Accord 1 mg/ml
DuHNaHaHs | Cisplatin Accord 1 mg/ml infuusiokonsentraatti, Linosta Varten

I'epmanus Cisplatin Accord 1 mg/ml Konzentrat zur Herstellung einer Infusionslésung
YHrapus Cisplatin Accord 1 mg/ml Concentrate for Solution for Infusion
Wpnauaus Cisplatin 1 mg/m] Concentrate for Solution for Infusion
Htanusa Cisplatin Accord Healthcare 1 mg/ml Concentrato per soluzione per infusione
JlaTBu Cisplatin Accord
JIuTBa Cisplatin Accord 1 mg/ml koncentratas infuziniam tirpalui
Hunepaanaug Cisplatin Accord 1 mg/ml Concentraat voor Oplossing voor Infusie
Hopserus Cisplatin Accord 1 mg/ml Konsentrat til infusjonsvake
[Honina Cisplatinum Accord
[Hopryrannsg Cisplatin Accord
PyMbHuA Cisplatingd Accord 1 mg / ml concentrat pentru solutie perfuzabili
Cnosenus | Cisplatin Accord 1 mg/mi koncentrat za raztopino za infundiranje
Hcnanus Cisplatino Accord 1 mg/ml concentrado para solucién para perfusién
LIseLys Cisplatin Accord 1 mg/ml Koncentrat till Infusionsvitska, Lsning
OO0eqHHEHO KpPaICTBO Cisplatin 1 mg/ml Concentrate for Solution for Infusion

Jdara Ha nocjeno npepasriexnane Ha Jacroskara 06/2026




(Ja ce HMa npeaBHA, Y€ TOBA € JIHCTOBKA C HHpOpMAaNK 32 NpeANHcBALNY, a He KpaTka XAPAKTEePHCTHKA HA
NpOAYKTA.)
3a nbJHA AHpOPMAaNHA OTHOCHO TO3H JIEKAPCTBEH NPOAYKT, HanpaseTe cnpaska B KXII.

Caegnara nadopmanus e npeaHasHAYESHA CAMO 32 MEAUINHCKH CIIEIHATHCTH

IlprroTeane u pabora ¢ npoaykrTa

IlonobHO Ha BCHUKHM aHTHHEOIUTACTHYHH TPOAYKTH, NpH paboTa ¢ MHUCIUIATHH € HEOOXOMMMO NOBHILEHO BHHMAHME.
JlekapcTBenusT npodykT TpabBa na ce paspeaw npead ynortpeba. PazTBapanero TpabBa ma ce oChHILECTBABA MpH
ACeNTUYHH YCJIOBHA OT 00Y4eH B COTBETHATa 0651acT nepcoHai. Tpabea Aa ce H3NON3BAT 3aLUHTHH PHKABHLH H Ja Ce
B3EMAT NPEANasHH MEPKH 3a H30ArBaHe Ha KOHTAKT C KOXKAaTa H JIHTaBHUMTE. AKO BCE NaK HMa KOHTAKT ¢ KOXKATa, TA
TpsibBa He3abaBHO na ce M3MME C BOZAa M canyH. IIpH KOHTaKT ¢ KOXAaTa ca HabnonaBaHu Jpa3HeHe, IMapeHe H
3a4eppaBaHe. B cimydaii Ha KoHTakT ¢ sMrasuumMTe, Te TpAOBA Aa ce UIMMAT OOMJIHO C BOJA. [Ipu nuexanupane ce
cp0o01IaBa 3a AMCNHed, GONKA B rPbAHMA KOLL, APasHEHE HA MBPIIOTO H TajcHe.

bpemennuTe xenn TpA6Ba na H3GATBAT KOHTAKT C UMTOCTATHYHH JiekapcTea. LIHCIIaTHH He TpsabBa 1a ce u3non3Ba no
BpPEME Ha OPEMEHHOCT, OCBEH aKO JICKapAT He CYMTA, Y€ PUCKET NPH KOHKPETHATA NAlHEHTKA € KITHHUYHO 060CHOBAH.

TenecHure otnagbuMTe ¥ NOBBPHATA MaTepHs TPA6Ba Ja ce HIXBHPIAT BHUMATEITHO.
AKO pa3TBOPBT € MBTEH I 3abenexxHTe yTalika, KOATO HE Ce pa3TBapH, dnakoHsT TpaOBa Aa ce UIXBBPIIH.

[TospenuaT ¢pnakoH Tpabba Aa ce CYMTa 32 KOHTAMHHHPAH OTNIAALK M a CE TPETHPA ChC CHINHTE NpeArna3sHu MepKH.
KOHTaMHHHMpPaHHAT OTNa bk TPAGBA f1a C€ ChXPAHABA B CMELHAIHO 0G03HAYEHHM 34 1Ie/ITa KOHTEl HepH. BikTe no-gony
»HI3XBBpIAHE”.

IIpAroresine Ha pA3TBOP 32 HATPABEHO3HO NPHJIOKECHHAE
Bsemere He06X0MMMOTO KOTMUECTBO pa3TBOp OT (PaKOHa U pa3peneTe ¢ noue | JUTBP OT CJIEAHUTE Pa3TBOPH:

- 0,9% narpuer xnopug

- cMec ot 0,9% Harpues xnopun / 5% rmokosa (B cworHoweHue 1:1), (kato ce MoJTy4aBaT KpaHHHTE
KOHUEHTpauuH: 0,45% HaTpueB xnopua, 2,5% riwokosa)

- 0,9% narpues xnopun u 1,875% MaHHTON 32 MHXKEKTHpaHE

- 0,45% Harpuer xnopua, 2,5%rmoko3a 1 1,875% MaHHTON 33 MHKEKTHpaHe

Bunaru nposepsasaiite nikekumaTa npeau ynorpe6a. Tpa6pa aa ce npuiara camo OMCTEp pa3TBop, 6e3 yacTHLH.

AKO BBB (1akoHa ce HaGmoaaBaT yTaika HIH KPUCTalH, octaBere ¢iakoHa Ha cTaliHa TeMneparypa (20 - 25°C),
[IOKaTO ce MOoJy4H OMCTBp pasTBop. HeoTBOpeHHAT KOHTEHHEp Aa ce a3 OT CBETJIHHA. ITpoaykrsT TpaOBa na ce
H3XBBPJIH, aKO Pa3sTBOPBT HE ¢€ H3DUCTPH cnel eHEPruvHO pa3KiallaHe.

JAA HE CE pomycka KOHTaKT ¢ MEAMUHHCKH H3[IE/IUA U MATEPHANH, KOHTO ChAbPIKAT ATYMHHHH.

HA HE CE npunara Hepa3spezneH.

Ilo orHoweHHe Ha MHKPOGHONIOTHUHAaTA, XHMHYHATA M (u3MuUHA cTAGWAHOCT NpH ynorpebaTa Ha Hepa3lpeacHHTe
PasTBOPH, BHXTE NO-K0JTy pazaen ,,CneLHaaHy NpeanasHid MEPKH MPH ChXpaHeHHe”,

Brnpeku de nucruiaTid 0OMKHOBEHO Ce MPHIara HHTPABEHO3HO, TEKAPCTBOTO CE NPHIara M Hpe3 HHTPATICPUTOHEAIHA
HHCTWIIAUMA HE MIALUKCHTH C HHTPANePHTOHEAIHHM 3/I0KAYeCTBEHH 3a00/19BaHNA (Hanp. TyMOpH Ha AHYHHLMTE). Ypes
TO3H HAYMH Ha NPWIOKCHHE MOraT na ObAAT NMOCTHMHATH CTPbMHH KOHUEHTPALIMOHHM TPajHeHTH MEXIy
WHTPANepHTOHEATHHTE H IUIA3MEHHTE HUBA HA JIEKAPCTBOTO.

iy
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%‘3&[ . KOHTaKT ¢
jfiaicy: Hpis.3a ONacHK
OTnafbuy. JlekapcTbata He TPAOBa fa Ce M3XBBLPNAT B KAHANM3ALMATA WIH B KOHTEH ARt MaLHR OTMaxbUA.
[Tonuraitre Bawns ¢apmaiieBT kak Na U3XBBpNATE JeKapcTBATA, OT KOMTO BEY WikaZ - Tesn MepkH Lie
MOMOTHAT 3a Ona3BaHe Ha OKOJIHATA cpela. NGRS O

Hixpbpasue
Beuiky MaTepuany, KOMTO ca GHAN M3NON3BaHHM 3a NPHTOTBAHETO H NPHIIATAHETO,




HecbBMECTHMOCTH

Jla He ce 1oMmycKa KOHTAKT ¢ allyMUHHIA. IIUCIUIaTHH MOjKe N1a B3auMOJeHCcTBa ¢ MeTalla aAllyMUHMIT M la 06pa3yBa YepHa
yTaHKa OT MaTHHA. BCHYKH MEAULIHHCKH H3JEHA - i.V. KOMIUIEKTH, UIJIM, KATETPH M CIIPHHLIOBKH, KOHTO ChABbPXKAT
aTyMHWHMIA, TpaOBa na ObaaT n3bArpaHH.

LlucrnaTiH ce pasyiara pasTBOpPEH B CPelH ¢ HHCKO ChOBbP’KaHHE HAa XJOPUI; KOHLEHTpaLHMATa Ha XJIOpUA TpAGBa na
Obae exkBuBaneHTHa Hal-mManko Ha (,45% HaTpHEBHS XIOPHA.

To3n nekapcrBeH NpoRYKT He TpAbBa Aa ce cMeCcBa ¢ APYTH JIGKAPCTBEHH MPOLYKTH, ¢ U3KTIOYEHHE Ha OTTUCAHUTE B
Touka 6.6. ot KXII.

AHTHOKCHIAAHTHTE (Kato HarpHes meTabHCynduT), bukapboHaT (HaTpueB 6ukapOoHat), cyndaty, Guyopoypaln H
MAKJTHTAKCeJ] MOXKE 1a MHAKTUBUPAT LUMCIUIATHH B HHAY3HOHHHTE CHCTEMH.

CrnenraHH NpeaAna3HA MEPKH NPR ChHXpAHEHHE
JlekapcTBeH NPOAYKT, ONAKOBAH 32 nMpoaaxoa:
[IMCILTIATHH AKOPJ 1 mg/ml koHueHTpaT 3a HHDY3HOHEH PAa3TBOP

Hepazpeoen pazmeop.

Jla ce cbXpaHsBa KapTOHEHaTa ONAKOBKa, 3a Ja ce Mpeanasd or cBeTIMHa. Jla He ce ChXpaHsaBa B XJIAAWIHHK WIH
3aMpa3sBa, Thii KaTo LIe ce 00pa3ysa yTaiika. AKO pa3TBOPBT He € BHUCTBP WK ce e oOpa3yBana Hepa3TBOPHMA yTalika,
pasTBOpBT He TpsOBa fia ce H3noa3Ba.

Pazpeoen pazmeop:
3a ycnoBHMATA Ha ChbXpaHEHHE Ha pa3pedcHHs JieKapcTBeH MPOAYKT: BHXTE Mo-moay ,,KoHueHrpar 3a HH)Y3HOHEH
»an

pa3TBOp CleA paspexaaHe’”.
lla He ce cbXpaHsBa B XJIaJWTHUK WIH 3aMpa3siBa, ThH KaTo 11e ce oOpasyBa yTaiika.

KonnentTpar 3a HHQY3HOHEH Pa3TBOP CJIe] pa3pekaaHe:

Cred paspedcoane:

XuUMHYHATa ¥ PH3HYHA cTaOUAHOCT NpH ynoTpeba cnex paspexxaaHe ¢ MH(Y3HOHHHTE Pa3TBOPH, OIMCAHU B TOUKA
»| IPHrOTBAHE H paboTa ¢ MPOAYKTA” MOKA3BA, Y€ CJEA Pa3pexkJaHe ¢ NMPENOPBHUHTENHUTE NHTPABEHO3HH PA3TBODH,
Iucnnarun Akopn 1 mg/ml koHueHTpaT 3a UH(Y3HOHEH pa3TBOp ocTaBa crabunen 21 AHH Npy craitHa TeMneparypa
or 20 mo 25° C.

Ot MUKpOOHONIOrHYHA TACAHa TOYKA, pa3peAeHUAT MPOXYKT TpAOBa Ja ce M3MON3Ba He3a6GaBHO. AKO HE ¢ PUIIOXKH
He3a0aBHO, BPEMETO H YCJIOBHSTA Ha ChXPaHCHHE N0 YMoTpebaTa ca OTFOBOPHOCT HA MpUJAralllds JIEKapcTBOTO, U
paspexxIaHeTo TpaOBa A4 CTaBa B KOHTPOJAHWPAHH U BAIUIHPAHH aCENTHYHHU YCIOBMA.




