b. INCTOBKA



2oL 30 122
JIucToBKa: HHPOpPMALHS 32 MANHCHTA ,,,,,? /A 7 2 3 -02- 2026

Jlouexon 20 mg/ml KonueHTpar 3a HHPY3HOHEH Pa3sTBOP
Docecon 20 mg/ml concentrate for solution for infusion
nouerakcen/docetaxel

Hpﬂ‘iETETE BHHMATEJIHO IsJ1aTAa JIHCTOBKA, IIPCAH 1A 3aM04YHeTe /14 H310JI3BaTe TOBA JIEKAPCTBO,

Thil KATO TS ChAbPKA BakHa 3a Bac nugopmanus.
- 3anazere Ta3u JIMCTOBKA. MoJKe J1a ce HaJIOXKH Jia s NMpPOo4YeTeTe OTHOBO.
AKO MMaTe HAKAKBM JIOMBJIHUTEIHH BBIIPOCH, nonuranTe Bauus nekap Hin dapmarienT.

ToBa JieKapcTBO € npeanucaHo JivuHo 3a Bac. He ro npeoTcThIIBaiTe Ha Apyru xopa. To moue
J1a UM HAaBPE/H, He3aBUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3a00/I1BaHE Ca CBIIMTE KaTo Bauure.

AKO NOJIy4HTe HAKAKBH HEXeJaHW peakiuH, yBeaomeTe Baluus jeKkap uin ¢apmauent. ToBa
BKJTIOYBA ¥ BCHYKH BB3MOXKHH HEXEJIaHW peaKlLiMy, HEOIMMCaHW B Ta3H JIMCTOBKA.

KakBo chAbpia Ta3H JIHCTOBKA
Kakpo npejcrapisBa JIOLIEKOH M 3a KaKBO CE H3I10J13BA

.

2. KakBo TpsiOBa Ja 3Haere, npejy ja usnosssare JJouekoH

3. Kak na u3nojzpare J{oLekoH

4. Bb3MO)KHH HEXEJIaHW peaKLMH

S Kak na cexpansBare JIOIEKOH

6.  CobabpKaHME HA ONAKOBKATA M JOIBJIHHTEHA HH(pOPMALIUS
1. Kakso npejacraBiisiBa JIoneKoH H 32 KAKBO €€ H3110/I3BA

Mmero Ha ToBa JiekapcTBo e Jouexon. O01ONpreToTo My UME € I0LCTAKCEL. JlolieTakcel1 € BEIECTBO,

W3BJIMYAHO OT UIJIMYKUTE HA THCOBO ABPBO.
JloLeTakces NPUHAIEKH KbM rpyrnaTa Ha IPOTHBOTYMOPHMTE JICKapCTBa, HAPCHCHH TaKCOMIH.

JlouekoH e npeanycad ot Baums jiekap 3a Jie4eHHE Ha pak Ha r'bp/arta, ocobeHH (opMH Ha pak Ha
6enust 1pob (HeapeGHOKIEeThUYEH pak Ha Geust Apod), pak Ha MpOCTATATa, pak HA CTOMaxa MIIH paK Ha

rjaBaTa v 1usTa:
- 3a JleYeHMETO Ha HAMpeHA pak Ha rbpiara, JlouekoH Moxe Jia Ob/ie npularal CaMoCTOATEHO HITH

B KOMOMHALHMS C TOKCOPYOHIIMH WK TpacTy3ymal, niM KaneuuTabuH.
- 3a le4eHHETO Ha PAHEH PakK Ha I'bpJaTa CbhC WM 0e3 3aciAraHe Ha yiuMmbnu BB31M, JloLieKOH MOXe Ja

Obj1e npujiaraH B KOMOMHALKA C JIOKCOPYOMLIMH W LIUKI0(hoCchaMHIL.
- 3a jleyeHHeTO Ha pak Ha Genus Apo6, Jlouekon Moxe na Obje npujaraH caMOCTOATE/IHO HIIH B

KOMOMHAIIUSA C LHUCIUIATHH.
- 3a JleueHHETO HAa pak Ha npocrarara, JloLeKoH ce npwuiara B KOMOMHALMS C TPEAHHU30H HIIH

[peIHU30JIOH.
- 34 JleYeHHETO Ha MEeTacTaTUueH cToMalleH pak, JIOUeKoH ce npuiara B KOMOMHaLMA ¢ IMCIUIATHH 1

5-ryopoypaliui.
- 3a Jle4eHHETO Ha PaK Ha [JlaBaTa M mMATa, JlOLIeKOH ce npuiara B KOMOMHALMA ¢ LMCIUIATHH MU S-

(bryopoypaLmi.




2. Kaxso Tpa0Ba a2 3HAETe, NPCAH Aa H3N0/A3IBATE JTonexoH

He n3noa3Baiite {ouexon
aKO CTe aNepruuHy KbM AOLETAKCEN WIH KbM HAKOA OT OCTAHAINTE CHCTABKH Ha TOBA

NekapcTBO (M36pOEHH B TOUYKA )
- ako 6poAT Ha GenuTe KPEBHH KJIETKH € MHOTO HHUCBK.

- aKO MMaTe TEXKO yepHoApobHo 3abonsBaHe.

NpeaynpekienHs H NpesNasHEH MCPKH
['oBopeTe ¢ Baiuus nexap, (papMalleBT WIH MEWLIMHCKA CECTPa, MPE/H 1a U3TIOM3BATT JloliexoH:

INpenu Bcako neuenne ¢ JouekoH, uie Bu ce Harnpasi KpBEBCH TCCT, 32 J1a ¢€ YCTAHOBY Jla/IH HMaTe
A0CTATHYHO KOJHMYECTBO KPBBHH KJIETKH M 33/10BOJIHTE/IHA yepHOApOoOHa GYHKIMA, 32 13 [TOJTYHHTE
TlonekoH. B ciyuaii, ye umare HapyueHHe Ha GE/IUTE KPBBHH KIETKH, MOXE /14 pasBHCTC CBBP3aHH C

TOBA MOBHLLIEHA TEMNEPATypa WIH HHPEKLHH,

VeenoMmere Heza6aBHO Baumsa nexap, GonHuueH (apMaLeBT WM MEIMLMHCKA CECTPa, ako HMate
KopeMHa Gonka WK GONe3HeHOCT, AMapHs, PEKTATHO KbPBCHE, KPBB B H3NpaKHEHHUATA WIH BUCOKA
Temneparypa. Te3u CUMNTOMH MOXE Ja ¢a I'bpPBMTE NpH3HALM HA CCPHO3HA CTOMAIITHO-4YPEBHA
TOKCHYHOCT, KOATO MOXeE Aa Obae ¢ netaneH u3xod. BalumaT nexap TpsaGBa a MM 06bpHE BHHMAHHE

He3abaBHO.

Yeenomere Bawms nexap, GonHudeH ¢papMaleBT WIKM MEAKLIMHCKA CECTpa, KO HMATC npolyIeMH CheC
speHueTo. B caywail Ha npobneMu CbC 3pCHHCTO, 0coBeHO 3aMBITICHO 3peHue, TpabBa He3abaBHO Ja

BH ce HanpaBH Nperien Ha OUHTE H 3pEHHETO.

Veenomere Bamms nexap, 6oiaHMueH papMaUeBT HIH MEAHLHMHCKA CECTPa, ako CTC HMAJTH AJICPTHHHd
peakia KbM [aKIHUTAKCE NIPH MPEAHILHA TEPAnus,

Kaxcere Ha Bawusa sekap, OonauveH ¢papMalesT WIH MEAHLIMHCKA CECTPa, aKO HMATC npobieMH CbC

CBLPLETO.

AKO MMaTe MpOABH Ha OCTPH WIM BJIONIABAIIH CC npobnemu ¢ Genure ApoOOBE (TIOBHILICHA
TeMnepaTypa, 3aIyX WM KallIHLa), MoJis yBeJOMETe He3abaBHO Baius nekap, GonHuueH apMaueBT

WIH MENULIMHCKA CeCcTpa. Baiuuar jiekap MOxe J1a cnpe JICHEHHCTO By HeszabaBHO.

llle 6baeTe NOCHRETBAHM [1a IPHEMATE NPEMEAMKALIMA, CBCTOALLA CE OT NCPOPANIEH KOPTHKOCTCPOHA,
KaTO HAIIPHUMeEp AEKCAMETA30H, eIMH JCH MPE/IM NIPHIIOKEHHETO Ha JIOLEKOH W eAHH HITH /1BA [IHH Clle/
TOBa, C OrNe] HAMAISBAaHe HAa HIKOH HEXellaHH PEaKLHH, KOMTO MOraT 1a Bb3HHKHAT CJIC] uHy3HUaTa

Ha JlolekOH, OCOOEHO AlEpPrHYHM peaklMW H 3aApbAKKa Ha TCYHOCTH (mogyBaHE Ha PBLETE,
CTBIANATA, KPaKaTa Wi YBEIHYaBaHE Ha TETJIOTO).

[To BpeMe Ha JIEYEHHETO MOXe a By ce famar ApyrH JeKapCTaa 3a NOJbpXkate Ha HOpMajla

KPbBHH KJIETKH.




Texxky KoxHH MpoOIEeMH KaTo CHHAPOM Ha CtussHc-IkorceH (CCJI), TOKCHYHA €nHACpMalHa
nekponunsa (TEH), octpa reHepanu3npaHa ¢K3aHTEMATO3Ha IyCcTy103a (OI'EIT) ca cwobiasaHu

JTO1IeKOH:
cumirromute Ha CCJUTEH MoraT ia BKIIOUBAT NOABA Ha MEXYPH, JIIOIRECHE HIM KBPBEHC Hd

HAKOS YaCT OT KOXaTa (BIJTIOYMTENIHO YCTHHTE, OUUTE, YCTaTa, HOCA, FCHHTAJIMHTE, PBIICTE
WA Kpakarta) cbe WiH Ges obpus. Moxe ga umare ChIlo rpUnonoJo6HH CHMITTOMH KaTo

BHCOKA TEMIIEPATYpa, BTpHCaHe WIH OONIKH B MYCKYJIHTE.
cumnromute Ha OI'EIT MoraT Aa BK/IOYBAT YEPBEH, JIFOCNECT LIHPOKOPA3NPOCTPAHEH ofpuB

¢ IbIIKM NOA MOAYTAaTa KOXKa (BKJIIOYUTEAHO KOXKHHTE I'bHKH, TOPCA U TOPHHUTC KpaitHULK) U

MeXypH, MPHOPYXEHH OT BHCOKa TeMIIEpaTypa.
AKO pa3sBHeTe TeXKH KOXKHH peaKiuuH WIK HAKOA OT M3GPOCHUTE MO-rope PeaKuH, He3abaBHO Ce

cebpkere ¢ Baulug nekap WK MEAHLMHCKH CIICLHATIHACT.

Kaxete Ha Bamwns nexap, SonHndeH dapManeBT WK MEAHIMHCKA CECTpa, aKO HMATe npodnaeMu ¢
6L6peLyTe WIH BMCOKH HMBA HA MWKOYHA KHCE/NHHA B KPbBT4, NPEiH [ia 3anOuHCTC NIeYeHHUe ¢

JoLiexoH.

JlouekoH chabpxa ankoxon. O6cpaere ¢ Bawmd nekap, ako CTpajare OT a/kOXOHA 3aBHCHUMOCT,
ermanencus WiM 4epHoapoOHO yBpexaHe, Brxkre CBILO TOYKA JJIOLIEKOH CBABpPXKA €TaHON

(ay1kox0J1)” Mo-J0JIY.

Npyrn nexapcrea i Jlonekon
Tpsabpa aa kaxeTe Ha Bawus iekap Win (hapMaLEBT, aKO H3MIOJI3BATE, HACKOPO CTE M3ITONI3BAJIH HIIH €

BB3MOMKHO JIa W3NON3BaTe APYrH Jekapersa. ToBa e Taka, 3a110To JIoUeKOH WM ApYroTo JIEKapCTBO
MOJKE 11a He JelCTBa TaKa, KAaKTO C€ OYakBa M MOXe Aa HMa MO-royiiMa BEPOATHOCT Ja NOAy4HHTe

HeXeJlaHa peaKLud.
KonuuecTBOTO ANKOXON B TO3H JeKapcTBeH MNPOAYKT MOXKE JAa [IPOMEHH AEHCTBMETO Ha NpyrH

NeKapCTBa.

Bpevennocr, KbpMene H GpepTHIRTET
AKO cTe GpemMeHHa WIM KbPMHTE, CMATATE, Y€ MOXe Aa cTe OpeMeHHa WM IU1aHHpaTe OpeMEeHHOCT,

nochBeTBaliTe ce ¢ Bamms nexap wiH papMalEBT Npeau ynoTpebara Ha TOBa JISKapCTBO.

Houekon HE Tpa6pa aa ce npuiara, ako cre OpeMeHHa, OCBEH aKO HE € H3pHHHO Ha3HAUCH OT Bains

jJexap.

He Tpa6sa na 3abpeMeHABaTEe N0 BPEME Ha JICYEHHETO H B NPOABIKCHHE Ha 2 MeceLa clie/l Kpas Ha
IeUEHHETO ¢ TOBa JiekapcTso, Tpabsa aa usnon3eare ePeKTHBEH METOA 33 KOHTPALCTILMA [10 BpeMe
Ha JICYEHHETO M B TIPOLDKEHHE Ha 2 Mecella CIE/l Kpas Ha NIEYEHHETO, ThH KaTo JoLleKOH MOXKe J1a
yBpenn Baulero 6ebe. Ako no BpeMe Ha JICYCHHETO HACTBIH 6pemMeHHOCT, Tpa6GBa Aa HHpOpMHUpaTe

He3a0aBHO Baiuus Jiekap.
He Tpa6Ba fa KbpMHTE, A0KATO ce JieKyBate ¢ J{O1IEKOH.

AKO CTe MK, NOAIONeH Ha neyenue ¢ JouekoH, Tpabsa Na He cb3jasaTe AclUa H J
e(peKTHBEH METOX 32 KOHTPALIENLUUA 10 BPEME Ha JICYCHHETO H B IPOABIDKCHHE Ha 4 /
Ha JleyeHHneTo ¢ ToBa JekapeTBo. [IpenopbiBa ce Aa MOTbPCHTE CHBET OTHOCHO KO /
criepMa MpeIH JIeMeHHUETO, Thii KaTo JOLCTAKCEN MOXKE J1a HApYLIH MBXKHA bepTHIL

4



Illogpupane u pabora ¢ MALIRHH
KonyuecTBOTO AIKOXOA B TO3M JIeKapcTBEH NPOXYKT MOXKC Ja HapyliH cnnocobHocTra By 3a

wodupane unu pabora ¢ MalIMHE. Brue MOXe Na NOMYHHTE HEXETaH! peakLuM OT TOBA JIEKapCTBO,
KOMTO MOTaT ia HapyaT crniocoGHocTTa B 3a wogupane, n3nonseaHe Ha HHCTPYMCHTH KK pabota
¢ MalIMHHU (BIDKTE TOYKA 4 ,,BB3MOXKHH HEXETaHH peakuuu“). AKO TOBa C€ CIy4H, HE wodupaire u
He M3NOJI3BaiTe HHCTPYMEHTH WIM MalIMHU NPEAH Aa FOBOPHTE C Bawusa nekap, MEAHIMHCKA CECTPa

WK OonHHYEH $apMalIeBT.

JIoNEKOH CHABPAKA eTAROJ (AJIKOX0JI)

To3M NexapcTBEH NPOAYKT chabpka 50 00.% eTaHO (ankoxon), T.e. 10 1580 mg (2 mu) eranon Ha
dnakoH, expusaneHTHH Ha 40 ml Gupa wiu 16 ml BUHO.

BpeneH 3a xopa, CTpajaly 0T ATKOXOJIHIbM.
TpsabBa Aa ce UMa NpeABUA 1IpH GPEeMCHEN WM KbPMEILLH 3KCHH, NPH Jiclid H BHCOKOPMCKOBH Ipyny,

KaTO MALUEHTH ¢ YepHOApoOHO 3aboABaHe WIH CITHICTICHA.

Ko/IMYEeCTBOTO ATKOXOJ] B TO3H JIEKApCTBEH MPOAYKT MOXE Aa uMa epeKTH BbpXy LeHTpaHaTa
HEpBHA cHCTeMa (4acT OT HEPBHATA CHCTEMA, KOATO BKIIIOYMBA MO3BLKA H rpbOHAYHHA CTHID).

3. Kaxk aa napoassare Jdouexkon

TouekoH e Bu 6b1e NpHI0KEH OT MEAUIIMHCKH CTICLIHAIHCT.

O6uualina go3a

Tlo3aTa LUE 3aBHCH OT TEMMIOTO U 0T 00110TO By ChCTOAHHE. Bawnsat Jiekap 1ie H34HCIIM TejecHaTa Bu
MOBBLPXHOCT B KBAAPAaTHH MCTPH (m?) 1 e onpeaeny 203aTa, KOATO TpsOBa Aa NoMydasare.

Hauynn HAa npHJIAralHe H NbT HA BbBEXKJAHC

TTouekon 1we Bu 6bae npuioxex upe3 HHQy3usa B HAKOA OT BEHHUTE (MHTPABEHO3HO NPUIIOKEHHE),
HMHdysuara Tpae npubIM3HTEIHO CAHH Yac, npe3s KOHTO 1ie CTe B bonHHLATA.

YecToTa HA NPHIIOKEHHE
O6uxHoBeHO TpAOBA 1a nonyvasaTe HHPY3NATa CH BEAHDBXK 1Ha BCCKHU 3 ceAMBILIH.

BaumaT ekap MoXe Aa MPOMEHH J103aTa M 4eCTOTaTa Ha NpuiaraHe B 3aBHCHMOCT OT Bauigre KpEBHU
TecToBe, 06110 ChcTosHHE M orrosopa Bu xeMm [Jouexon. Mons, uHopmupaiite Baluusa nekap,
ocobeHo B ciyuaii Ha auapus, agTH B ycTata, 1yBCTBO Ha CKOBAHOCT WIH H3TPBIBAHE, MOBHLICHA
TeMmepaTypa ¥ My/ii faiite pesynrarute or Bamure KphBHH H3CACABAHUA. [TogoOHa uHdopMaLnd LUe
My/# 103BOJIM Ja pelld Jajid ¢e Hajnara HaMaJIABaHe Ha J034Ta. AKO UMaTe HAKAKBH 10 :
BBIIPOCH, CBbP3aHH ¢ yriorpebaTa Ha TOBa JiEKapCTBO, MOJIA nonuraiite Bawus sekap

dapMalieBT.




4. BL3MOXKHHE HEKeJIaHH peaKkiHH

KaKTo BCHYKH JIEKAPCTBA, TOBA JICKAPCTBO MOXE A NPEAH3BHKA HEXKENIAHH PCAKUKH, BEIPCKH HE HE

BCEKH I'M N0J1y4aBa.

Bammsr nekap we obcsau ToBa ¢ Bac 1 me Bu 006ACHW NMOTEHUHMANHUTE PUCKOBE M THOJSH oT

JICHCHHUECTO.

Haii-uecTo ChOOIABAHHTE HEXENaHH peakumuy Ha JJOLIEKOH NMPHIOKEH CaMOCTOATENHO €a: HAMAICHHC
Ha Gpos HA YEepBEHMTE KPbBHU KICTKH WIIH GemiTe KPbBHM KIETKH, KOCOMaA, raacHe, MoBpblIaHe,

a(TH B ycTara, AMapHa ¥ yMOpa.

TexkecTTa Ha HEXXeNaHUTe peakuuH Ha J[ouekoH Moxe Ja Objie yBEIM4eHa, KOraTo JIoLIeKOH ce faBa
B KOMOMHaLUA ¢ APYTH XMMHOTEPaneBTHYHH CPE/ICTBA.

[To BpeMe Ha H(Y3HUsATa B GOJHALIATA MOXKE a CC MOABAT CICAHHTE A/ICPrHikH peakuuH (MOXxe aa
sacerHart rnoseye ot | Ha 10 gymu):

»  3auepBABaHE, KOXHH peaklyu, Chpoex;

®  CTAraHe B rbPANTE, 3aTPYAHCHHUS B AMILAHETO,

* TNOBHILEHA TEMIIEPATYPa HIH CTYACHH TPLIKH;

e Gonka B repba;

®  HHMCKO KpBBHO HaJIAraHE.
MorarT Aa ce NoABaT MO-TEKKH PEaKLHH.

AKO CT€ MMaJIi aiepruyuHa peakliis KbM NaKIHTaKCell, MOXKE J1a MOJTyYHTE H aneprutita peaxiini kbM
JOLIETAKCE, KOATO MOXE J1a € MO-TEeMKKa.

Cecrosnmero Bu e 6bace crporo Habiozasano oT OOJHAYHHUE NEPCOHAN NO BPEME Ha JICHCHUETO.
YBeenoMere r'u He3abaBHO ako MOMYUHUTE HAKOR OT TE3H PEaKLHH.

Mesxny undysuute ¢ JIOLEKOH MOTaT Ja Bb3HMKHAT ClIeHUTE HEKETAHU peakiiii H YeCcTOTaTa UM
MOJKe 1a BApHpa B 3aBUCHMOCT OT KOMOMHALMHUTE OT JIEKapCTBA, KOWTO CE MpHiarar.

Muoro uecTs (MOXe Ia 3acerHar nosede oT 1 na 10 gymn):
. HHGEKLMH, HaMalIABaHe Ha Opos Ha YEPBEHHTE (aHemus) Wi GeuTe KPbBHH KIIETKH (BOXHU B

6opbara ¢ HHPEKLHHTE) U TPOMOOLIUTHTE;
» NOBHIIEHA TEMIEpaTypa: aKo TOBA Ce Cly4H, BeHara ce obaziere Ha Baluus jekap;
. aJIeprHyHH PeaKiivd, KAKTO Ca OIIMCaHH 110-TOpe;
* 3aryba Ha aneTHT (aHOPEKCHA),
o feachHUE,
. 4yBCTBO HAa CKOBAHOCT, H3TPBIIBaHE Hli{ 6OMKA B CTABUTC MITM MYCKYJIUTC,
* rnasobonue;

. MpoMAHA BbB BKYCa,
. BL3MAJTEHNE Ha OKOTO WIH YBEHUCHO CBI3eHE OT OUYHUTE,

* [MOAYBAHE [OPANH HapyIUeH NUMdeH Apenax;

. 3aTPYAHEHO JUIIaHe,
e  TedeHHe OT HOCa, Bb3MATICHHE Ha I'bPJ/IOTO H HOCA; KalLTHLA,
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KbLPBEHE OT HOCA,
a¢Ty B YCTHATA KYXHHA,
CTOMAILHO Pa3CTPOMCTBO, BKAIOUSAILO FaICHE, NOBPBILAHE H IHapHA, 3AMCK,

KopeMHa 00J1Ka;

NOLLO XpPaHOCMWIAHE;
KOCONAa/: B MOBEUETO CNydad HOpMATHOTO M3pacTBaHE Ha KocaTa €€ pb300HOBABA. B HAKOH

cyyau (¢ HEM3BECTHA YecToTa) ce HabiiojaBa TpaeH kocomnal,
3ayepBABAaHE M IIOJIyBaHe Ha JUTAHMTE Ha PbLETe WIK CThnantara Ha Kpakara, KOeTo MOXKCE /d

NpeAN3BHKA JIIOILEHE Ha KOXKATa (TOBA MOXeE /18 Bh3HHKHE U [10 PBLETE, N0 JIMLETO UITH TAJIOTO)
NpoMsiHA B LIBET2 Ha HOKTHTE, KOUTO Cnejl TOBa MOraT Aa NnajHar,

MycKyJ1HH Gonky; 6oska B rbpba WIH KOCTHTE;

MPOMSHA WIH JIMIICA Ha MEHCTPYasieH NCPHOL;

noAyBaHe Ha JUIAHUTE Ha PhLETE, CThIlajIaTa, KpaKaTa,

yMOpa; KJIH IPHITONOAODOHH CHMITTOMH;

nokaysaHe Wid 3aryba Ha TerJo,

uHGEKLHS Ha POPHUTE AUXATESIHA MBTHILA.

Yeeru (MOKe 1a 3acerdar o | Ha 10 pymm).

KaHAK03a Ha YCTAaTa,
nexuaparTalus,;
3aMalBaHe;

HApYLUECH CNTYX;
HaMaJICHUE Ha KPBBHOTO HaNAraHe; HEMpaBuIeH HWIH YCKOPEH CLPACHEH IMyJC;

ChpACUHA HEAOCTATEYHOCT,
e30(arur;

CyXOTa B YCTara,

3aTPYAHEHO UK O60Je3HEHO MperabllaHe;

KPbBOU3JIUB,
OBHIIEHU YEPHOAPOGHH €13UMH (OTTYK M HeOGXOAMMOCTTA OT PEAAOBHH KPbBHH TECTOBE);

MOBHILABaHE Ha HUBATA HA KpbBHaTa 3axap (auaber);
HaMaJIfBAHE HA KAJTHA, KL WK gocgara B KpBBTa.

Heuectn (Moxe Ja 3acerHar o | Ha 100 gywn):

Penkn (Moxke Aa 3acerHat Ao 1 Ha 1000 xyun).

NPUIAabLH;
Ha MACTOTO HA MHXKEKTHUPAHE, KOXHH peakiuH, GneOuT (Bb3Na/ICHHE Ha BEHATA) WM N0y BAHE;

ph3NajeHHe Ha AeGeIoTo YeEPBO, THHKHTE YepBa; UpeBHa nepdopalms;
KPBBHH CbCHPELH;

OCTpPA MHEIOH/IHA JIEBKEMHA M MHETTOJMCTIACTHYCH CHIAPOM (BHIOBE paK Ha KpbBTa) MOXeE J1a
ce MOABAT NpH MALMEHTH, KOMTO €a JEKyBaHH C MOLETaKCel], 3aeAHO C HAKOM JpYyrH

—

MPOTHBOPAKOBH JICYEHHA.

BL3NaJIeHHe Ha AeGeI0TO YepBo, THHKOTO 4YepBO, X0eTo Moxe Aa Oble ¢ gFam

HEeH3BECTHA YECTOTA), YpeBHa nepgopatmns.




C HeHn3BECTHA YecToTa (OT HUTHUHHTE JallHH HE MOXKE J1a 6hac HanpaBeHa OLICHKA):

uHTepcTUIMaTHa Genoapobua GoaecT (BB3MaNCHUE Ha Genute JdpobOoBe, KOETO MPUUMHABA
KaLUTKWLA M 3aTpyAHENo Muuane. Bu3nanenue Ha 6enure apoGose MOXE Aa c¢ pa3BHE CBILO H

KOraTo JeYEHHUETO ¢ JOUETaKce! ce npuiara B KoMOuHaLus ¢ TbUYETEPAITHS ),

nHesMouua (MHbekUMa Ha Genute apobose);

SenonpoGHa ¢pubposa (pbOLUM H yIUTBTHSBaHEe Ha OenuTe ApoboBe Che 3ayX);

3aMBIJICHO 3PEHHUE MOPaAX OTOK Ha PETHHATA B OKOTO (KMCTOHAEH MaKyJICH eieM);
HaMaJlaBaHe Ha HATPUA WM MarHe3us B KPbBTa (HapYIICHHA Ha eNeKTPOIHTHHA Oanauc)
KaMepHa apUTMHUs WIKM KaMepHa Taxukapaws (poABABa CE KaTo HEMpaBUICH W/WIH YCKOpEH
CbPAEUYEH PHTHM, TEXDK 331YX, 3aMagHOCT #/wnH npunagek). HAKoH OT T3 CUMNTOMH MOrat
na 6BAAT CEPHO3HH. AKO TOBa Ce CJTy4H, TpAOBa He3aBaBHO Ja ypeAoMHUTe Balling jiekap;
pEaKLH Ha MACTOTO Ha MIDKEKTHpaHe Ha MACTOTO Ha Npeaxo/iHa peaklns,

HEeXOJIKKMHOB TuMdoM (pak, 3acAraly HMyHHATa CHCTEMa) ApPYTH BHIOBE paK MOXe Ja ce
MOABAT NPH TALUUEHTH, KOMTO ca JIeKyBaHW C JI0LETaKceld, 3a¢QHO C HAKOH JpyTH
IPOTHBOPAKOBH JIEYCHHS;

cunapoM Ha CrusbHe-JbronchH (CCJl) 1 TokCHYHa enriepMaliia HEKpOIHsa (TEH) (MexypH,
JFOLIEHE WIH KBPBEHE Ha HAKOA YacT OT KoXaTa (BKIIOUUTENHO YCTHUTE, OHHTE, YCTATA, HOCA,
re HUTANTAKTE, PhLETE WIH KpakaTa) cbc WK 6e3 o6puB. Moxke 1a MMaTe ChILOo rpunonoacoHH
CHMITTOMH KaTO BHCOKA TEMIIEPATypa, BTPHCAHE HIH 6OKH B MYCKYJIHTS);

ocTpa TEHepanu3MpaHa W €K3aHTeMAaTO3Ha  IyCTyJ03a (OT'EIT) (uepBeH, JIHOCHECT
LIMPOKOPa3NpocTpaHeH OOPHB € MLIKK MOJ MOAYTaTa KOXKa (BKIHOMUTE/THO KOXKHHUTE MbHKH,
TOpca ¥ TOPHUTE KpaHHULIM) H MEXYDH, IPHIAPYKEHH OT BUCOKA TEeMIEPaTypa);

CHHAPOM Ha TYMOpPEH Pa3Najl € CEpHO3II0 ChCTOSHHE, KOETO C¢ OTKPHBA C MPOMEHH B KPBBHHTE
H3CIIeIBaHMs, KATO NOBHIIEHO HHBO HAa MHKOYHA KUCE/IMHA, KAIUQ, ¢pocdop ¥ NOHWKESHO HUBO
Ha KAIIMil, ¥ BOAM JO CHMITTOMH KaTo T'bpYoBe, ObOpeuHa HEAOCTATBYHOCT (HaMaJIeHo
KONMYECTBO WM NOTbMHSABAHE HA YPUHATA) M HADYIUEHHA B CHPACYHHMA PUTBM. AKO TOBA C€
ciy4H, TpaOBa He3abaBHO 4a ypeaomuTe Balus Jexap.

MHO3UT (BB3MANEHHE HA MYCKYJIMTE — TOIUIM, 3a49€pPBCHH M NOAYTH — KOCTO NpUYHHABA

MYycKy/Ha Goka H cnabocT).

CohobmaBaHe HA HeKeJIAHH peAKIHH
AKO MOJYYHTE HAKAKBY HEXEJIaHH JICKApCTBEHH PEAKIIMH, YBCAOMETE Bauusg nekap, ¢papMaleBT WIH

MeAUUHHCKA CCCTpa. Toea BKIKOYMBA BCHUKH BBL3MOXHH HEONMWCAHH B Ta3d JIUCTOBKA HCXKCTdHH
PCaKLIHH. Mo2kere ChHIO Ja CHLOOIIIATE HEXETaHH peaKkluy AWPEKTHO HPE3 HaUuHOHAIHAaTa CHCTCMaA 34

choOliaBaHe:
H3nbnHarenHa areHINA 1o JIEKapcTBara

yi. ,,JlamaH ['pyes” Ne 8
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uHbopMaLUi OTHOCHO 6e3011acHOCTTa Ha TOBA JIEKapCTBO.




5. Kak na coxpaunasare Joucxon

Jla ce cnLXpansaBa Ha MACTO, HEA0CTHLINIO 32 JCHA.

He u3nonssaitte TOBA JICKAPCTBO CIC/, CPOKA HA FOAHOCT, oTOE/A3aH BEPXY €THKETa Ha (UIaKoHa H
KapTOHEHaTa o11aKoBKa. CpoKbT i1a FOAHOCT OTrOBaps Ha MOCNCAHNA ACH OT MIOCOYCHUA MECELL.

Jla ce cuxpaussa npu temicparypa noji 25°C, Jla ce cuxpansisa B OpMrMHalHa ONaKkoBKa, 3a fia C¢

MpeAna3yu oT CBETIIHHA.

1la He ce 3ampaisBa.

He msxpnpnsiiTe nekapcrsa B kananusauusra. [Tonuraite Bauya ¢apmanesT Kak aa H3XBBPIATE
JIEKApCTBATa, KOMTO BCUC HE U3I10Ji38are. Te3n MEpKH L1e CHOMOrHaT 3a Ora3BaHC Ha OKOJTHATA Cpea.

6. CobAbpKanue HA OAKOBKATA H I0N'LJIHHTEIHA HHpOpMANHS

Kaxso csanpaca Jlonexon
.. AKTHBHO BellectBo: joucrakcen (kato rpuxuapar). Exun ml chabpxa 21,34 mg pouerakcen

TpUXHAPAT (docetaxel trikydrate), exsnsanenten Ha 20 mg nouerakcen (docetaxel).
Bceku diakon ot 4 mi cuiabpxa 80 mg ponerakcen (docetaxel).
- Hpyru cheraeku (1OMOLHA BelecTsa): noaucopbar 80, TMMoHeHa KHCEIHMHA, CTHIIOB ATKOXO

(6essoacn).

Kax usraexas Jouexon H KAaKBO ChhpiKa OIIAKOBKATA

TlouekoH 20 mg/ml konucHTpar 3a HH(pY3HOHCH Pa3TBOP MNPEACTas/Ba OGHCTHD, OE3LUBETCH HIH
6neRoAChIT 10 KaheHUKABOXKDL/IT Pa3TBOP B NpO3paveH CTLIICH (JIAKOH THII-1, ¢ TyMeHa 3anmyluaka
M MOKPHTHE OT XJA0po0yTHII ¥ alyMHUHWEBa OTYYNBALIA C€ 0OKaTKa B YEPBEH LIBAT.

Bcska onakoBka ChibpKa ¢jtiH (pitakoH ¢ 4 ml KolUEHTparT.

TlpuTexkare) Ha pa3peincineTo 3a yuorpeha n HpoH3IBoaAHTER

GAPMAKOHC Al

oya. ,Ilcito K. Slsopon™ Ne 44, er. |
Codus 1164 |
bbarapud

JlaTa Ha nocaeno upepasicknance ua ancrosxara: 01/2026

[locoueHaTa no-10Jy HH(pOpMALHMA € MpeJHA3HAYCHA CAMO 32 MEIMIIMHCKH CITELMAIHUCTH:
HHCTPYKIHHU 3A YIIOTPEBA HA JOLEKOH 20 mg/ml KOHHEHTPAT 3A
HH®Y3HUOHEH PA3TBOP |

Baoicno e 0a npouememe ys1omo CvObPICARUE HA MA3U NPOYEOYPA NPeou npuzon d4;
Hoyexon unghyzuonen pa:meop



[penopbku 3a GezonacHa pabora:
TToleTaKce € AHTHHEOTUIACTHHIIO CPEICTBO ¥ 10/100HO 112 APYTHTC NOTEHUMATHO TOKCHHAH

BEIIeCTRa, TpAOBa Aa ce BHUMaBa rpH pabora N NPUrOTBAHE 1A IETOBHTE PasTBOPH. [IpenopbuuTEHa

e ynotpebaTa Ha pEKaBHLM.
Axo JIOLEKOH KOHLEHTPAT WK Ui y3roHeH pa3TBOP BJIE3C B KOHTAKT C KOXKATa, M3MHIATE IO

He3abaBHO M CTapaTelTHO C BOAA M CalMyH. AKO BJI€3¢ B KOHTAKT C JIMI'ABHILH, HiIMHiTe ro He3abaBHO H

cTapaTeHO ¢ BOJa.
[ToaroToBka 3a KHHTPABEHO3HO NPHAOKECHHE!

ITpuzomssare Ha UHPYIUOHHUA PAZMEOD
HE U3IIOJI3BAHNTE apyru JexapcTBelH cpeicTBa ¢ AoueTakce]l, ChCTOHIIH €€ OT 2 ¢prakona

(KOHIEHTPAT H Pa3TBOPATEN) 3ae/l0 € TOBA JIEKAPCTBEHO CPEACTRO.

Jonexon 20 mg/ml KORNEHTPAT 38 BiQY3HOHEH PA3TBOP HE n3ucKBa NpeABAPHTEIHO
pajTBapsHe ¢ pa3TBOPHTE] B ¢ I'OTOB 33 10baBiRe KbM uH(Y3HOHHHH PA3TBOP.

Bceku (bn1aKkoH € 33 eIHOKpaTHa ynotpeba K Tp2OBa Ja C¢ M3No3Ba He3abaBHO.

Ot Mukpo6GHOJIOrHYHA FII€IHAa TOUKA KOHLCHTPAThT Tps6Ba Aa ce u3non3sa He3abaBHO. AKO He ce
H3MOJN3Ba He3aGaBHO, OTTOBOPHOCTTA 32 NPOABDKHTEIHOCTTA M YCJIOBHATA HA ChXPAHCHHE OCTaBd 3a
notrpebuTens U o6MxHOBEHO He TPAOBa /1a ce ChXpaHABa MOBCUE OT 24 yaca npu TeMnepartypa ot 2 A0
8°C.

Ako ¢IakOHHTE C€ ChXPAHABAT B XJIAAHIHHK, OCTABETE neobxoaumus 6poit pnakonn Jlouekon 20
mg/ml KOHLIEHTpAT 3a HH(Y3HOHEH pa3TBOP Aad NPECTOAT 5 MUHYTH TIpegH ynotpeba npu

temreparypa ot 20 - 25°C.

Moske na ca Heob6xoaumu noseye ot 1 paakon Jouekon 20 mg/ml KoHUEHTPAT 32 HHY3HOHEH
pa3TBOp, 3a J1a ¢€ NOy4H 1e00X0/HMAaTa 32 allHEHTa 1033, ACENTH'HO U3TENICTE He0OX0UMOTO

KOJIMYECTBO AOLIETAKCE/ KOHLEHTPAT 32 HHOY3HOHEH pa3sTBOp, KaTO H3NON3BATe rpaiyupaHa
cripHHLOBKa ¢ Urna 21G.

Beexn ml JlekapcTBeH NpoayKT cbAbpka 20 mg nonerakce.

Heo6xomumusT obem Jouekon 20 mg/ml KoHUeHTpaT 3a uHdy3HoHeH pasTBop TpAbBa Aa Objie
HIDKEKTHPAH ¢ eIHOKPATHA MIDKEKLIMA (€/1HO BIIPLCKBAHE) B nHQY3HOHEH CaK, ChAbpKAll UK 5%
pasTBOP HA [VIIOK03a, WiH 9 mg/ml (0,9%) pa3TBOp Ha HATPHEB XJIOPHA 34 UH(Y3HA.

AKO € HeoBXoauMa 103a no-roama ot 190 mg noLeTakcen, H3NoA3BanTe No-rojam obeM
nHOpY3HOHEH HOCHTE TaKa, Y€ /1a He ce 1a/IBHILABA KOHLUEHTpaLHATA 0,74 mg/ml poueraxcen.

CMeceTe KaTo pa3KiailaTe ¢ pbLe HHPY3HOHHHA CaK.
M y3MOHHHAT cak ¢ pa3TBOp TPAOBa fa ce M3MOJI3BA B PAMKHMTE HA 6 yaca noR 25°C, BKAIOYHTEIHO

eqHO4YACOBaTa HH(Y3HA Ha NAalLHEHTa.

Bhrpeky 4e BpEMETO 3@ KOHTAKT € OTPaHHYeHo, KaTo Mpenasia MApKa ce npenopetea U3noI3BaHeTo
caMo Ha 05OpYABaHE H KOMILIEKTH 3a NpHiarane, KOMTO He ca oT PVC.

KakTo ripi BCHYKH NapeHTepasiiy npoaykrH, Jfouekon 20 mg/ml KoHuEeHTpAT 32 HHY3HUOHEH
pa3Teop TpA0GBa fa ce NPOBEPH BU3YaJIHO MPEaHU ynorpeba, KaTo pa3TBOPH, ChAbPAKAIIM NPECLHITHTAT
WM BUAMMH 4aCTHLUM TpsAOBa aa ce H3XBBPJIAT.

Thit kKaTo MH(Y3HOHHMAT Pa3TEOP Ha AOLETAKCEN € MPECHTEH, C BpEMETO TOH MOXE Ja ce
KpHCTATH3UPA. AKO CE TIOABAT KPUCTAM, Pa3TBOPTLT HE Tpsi6Ba na Gble roBede H3NOI3BaK U TPA0Ba

11a ce U3XBBPJIA.

H3xenpasHe ¥ OTCTpalisBaHE:
BcHUYKM MaTepHaiii, KOMTO €a H3MOA3BAHM 32 pa3peXxaaHe W IIPHIOKCHHAE, Tpadsa oa %

M3XBBLPIAHH B CHOTBETCTBHE ChC CTAHAAPTHHUTE NpoueaypH. He H3XBBPASIATE NeKap 7 4" 1
KaHATMAALMATA WK B KOHTeHHepa 3a JoMallHu oTnafsuy. [lonuraire Bauns papyjaley

M3XBBPIIATE JIEKAPCTBATA, KOMTO Bede He ianonssaTe. Te3n MEPKH L NOMOTHAT 33 (OTk
OKOJIHATa cpeaa. 2
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