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Toaunexca 20 mg/ml konuenTpar 3a uﬂd)y:monen pasTBop 05, 04 2021
Tolnexa 20 mg/ml concentrate for solution for infusion :

docetaxel

IIpouereTe BHAMATEIHO NSJIATA JIHCTOBKA, NPEIH 12 3a0049HeTe 12 H3M0/JI3BaTe TOBA

JIEKApPCTBO, Thil KaTO TH CbAbpPiKa BazkHa 3a Bac undopmanus.

- 3anasere Ta3H TMCTOBKA. MosKe 1a ce HAJIOXKH J1a 5l POYETETE OTHOBO.

- AKO MMaTe HAKAaKBH JOMbJIHUTEIHH BBIPOCH, MonuTaiTe Bamius nekap Win MeJMUMHCKa
cecTpa.

- AKO NOJTyuHMTE HAKAKBH HEXEIAHH JIEKAPCTBEHH peakiuH, yBeaomere Baius nekap win
MeHLMHCKA cecTpa. ToBa BKIIOYBA M BCHYKH Bb3MOMHH HEXEaHH peakliii, HEONUCaHH B
Ta3u JMCTOBKA. BuwKTe Touka 4.

KakBo cbabpika Ta3u JHCTOBKA

Kakso npencrapnssa TonHekca 1 3a KakBo ce M3M0/13Ba
Kakpo Tpa0Ba 1a 3Haete, npeau aa uinonssarte TonHekca
Kak na usnonssare Tonuekca

Bb3MoKHH HexenaHH peakiuu

Kak na cexpanssare TonHekca

CbabpikaHue Ha OMAKOBKATa H AOMbJHHUTEIHA HHDOpMaLHs

il e o f o

1. Kakso npeacrasiansa TosiHekca H 3a KaKBO ce H3M0J13Ba

HMmeTto Ha ToBa nekapcTso € TonHekca. Obuionpueroto My HauMeHoBaHHe e Jolierakcen. Jlouerakcen
€ BELIECTBO, M3BJIHYAHO OT HIITMYKHTE HA THCOBO IbPBO.
JloueTakcen NpUHAJIEKH KbM rpynaTa Ha POTHBOTYMOPHHTE JIEKapCTBa, HAPEUYEHH TAKCOH/IH.

Tonnekca e npeanucan ot Bawuus nekap 3a neyeHue Ha pak Ha rbpaaTta, ocobeHH GOPMH Ha pak Ha

Oens 1pob (HeapebHOKNEeThYEH pak Ha Genus Apol), pak HA NpocTaTarta, pak Ha CTOMaxa WM paK Ha

rnaBata W LIMATA:

- 3a NleyeHHETO Ha HanpeaHal pak Ha rbpaara, TonHekca Moke aa Obie npuiaras
CaMOCTOATE/HO HITH B KOMOHMHALMA ¢ JOKCOPYOMLIMH WK TpacTy3yMal, WM KaneuuTabuH.

- 3a JleYeHHEeTO Ha PaHEH paK Ha rbp/aTa, cbe WM 6e3 3acaraHne Ha THMQHH BB3IH, Tonuexca
Moske 1a Obae npunarad B KOMOMHaums ¢ 1okcopyOuumMH U uukinodochamu. a N0 /1,

- 3a nleyeHHeTo Ha pak Ha 6enus 1po6, TonHekca Moxke aa Gbae npunarad CaMOCT,()’l ﬁw'mm a /;\
KOMOMHALIMA ¢ LIMCIUIATHH. AT g 5 \\.

- 3a neyeHHETO Ha pak Ha npocrtarara, TosnHekca ce npunara B KOMOMHALMA C m
MPEAHU30JI0H.
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- 3a neyeHHETO HA METACTATHYEH CTOMallleH pak, ToAHekca ce mpiiara B KoMOHHAIKEA ¢
LMCIUIATHH H S-prmyopoypaumi.

- 3a neyeHHETO Ha PAaK Ha INIaBaTa M WHATA, ToIHeKca ce npuiara B KoOMOHHaLMA ¢ IIMCTIIATHH H
5-¢yopoypaim.

2. Kaxpo tpafBa 1a 3naere, npeln Aa m3nomssare Toarexca

Ha Bac ne Tpadsa ga Br ce npunara Toanexca

- 4KO CTe ANEPrHYHH (CBPbXYYBCTBHTENHH) KBM ROLCTAKCET HIIH KbM HAKOA OT OCTAHAIIHTE
CBCTABKM Ha TOBA JIEKapCTBO (U30poeHH B TouKa 6),

- OposaT Ha 6enuTe KPEBHH KJIETKH € MHOTO HHCBK,

- HMATe TEXKKO YepHOApoOHO 3ab09BaHe.

Hpexynpexaenns H NPEANAZHH MEPKA

[Ipenu Beaxo nedyenHe ¢ Tonnekca, mie BH ce HanpaBH KPBBEH TECT, 3a Aa C& YCTAHOBH QM UMAaTe
JOCTATBYHO KOJIMMECTBO KPBEHH KJIETKH H 3a/I0BOJIHTE/THA YePHOAPOOHA (yHKUMA, 38 Aa NOJLYYHTe
Tonuekca. B cyuaii, ye HMaTe HapylleHHe Ha GeJluTe KPEBHH KIIETKH, MOXe Jia pa3BHETE CBBP3aHH C
TOBA [IOBHILICHA TEMIEPATYpa HIH HHPEKLIMHE.

VeenoMete HesabasHO Bauiua nexap, Sonnuuen GapMaUeBT WIH MEIULMHCKA CECTPA, aKO HMATE
KopeMHa Gonka Wil 60E3HEHOCT, JHAPHA, PEKTANTHO KbpPBEHE, KPbB B H3NPAKHEHHATA KM BUCOKA
Temmnepatrypa. Te3u CMMOTOMH MOKE Ja Ca TLPBHTE NPH3HALM HAa CEPHO3HA CTOMAHIHO-YPEBHA
TOKCHYHOCT, KOATO MOXe Aa Obje ¢ netaneH u3xoa. Bammar nekap TpaGea 1a uM o6bpHEe BHAMaHHE
He3aGaBHO.

I'oropere ¢ Bamus nexap, GonnuteH GapMaueBT WIM MeAHLMHCKA CECTpPa, aKO MMaTe NPOGNEMH ChC
3penneTo. B ciyvaii Ha npobGAeMH ChC 3peHHETO, B YACTHOCT 3aMBEACHO 3PeHue, TpIOBa HesabaBHO na
Bu ce Hanpasu npernen Ha O4HTE U 3PEHHETO.

Yeenomere Bauiua nexap, GonmHuteH papManeBsT Wil MeAHLHHCKA CECTPa, 4KO CTe HMANH &lIEPriHYHa
PeaKklLMA KbM MaKIHTAaKCeN MPH MPeIHLIHA TeParIHs.

Kaxere Ha Bauns nexap, 6oRHHYeH DapMaUesT KM MEAMLIMHCKA CECTpa, aKO uMare NpoblIeMH Che
CBpLETO.

AKO pa3BHTHETE OCTPH HJIH BJOLIABANIH ¢ NpobileMH Ha Genute ApoboBe (TemmepaTypa, 3aayx,
KalLTHLA), Monst, He3abaBHo nadopMepaiite Baums nekap, GomHuYeH hapMalieBT WIH MEIHLIMHCKA

cecTpa.
BammaT nexap MoXe BeaHara aa cnpe neuenneTo Bu.

e 61neTe NOCHBETBAHM a NPHEMATE MIPEMEIHKALIS, CHCTOAILA CE OT NEPOpaNeH KOPTHKOCTEPOUT,
KATQ HANPHMEP TEeKCaMeTa3oH, €/1HH NeH Npeay npunoxkeHHero Ha Toanekca U aBa AHH cieq TOBa, ¢
orjejl HAMATARAHE HA HAKOH HEXKE/TaHH PeaKlMMK, KOMTO MOIaT a Bb3HHKHAT ciel HHY3HATa Ha
Tonnekca, 0cob6eHO alepryysH peakiiy H 3aJpHXKKa HA TEYHOCTH (TIOAYBAHE HA PBLETE, CThIIANATA,
KpaKaTa WIH YBEIHYABAHE HA TErNOTO).

[To Bpeme Ha neucHueTo, Moxke Aa Bu ce nanar Apyru nekapcTea 3a MOAABPkKAHE HAa HopMasieH Opoii
KPBBHH KJCTKH.

Texxu koxHu npodnemu kato cuHapom Ha CtusbHC-IIkoHCEH (CCJT), TOKCHYHA en
nexponusa (TEH), ocTpa reHepanusupana exsanremarosta mycrysosa (O'EIT) ca ¢w
Tonnexca:
- cumnroMute Ha CCII/TEH morar na Bkmousat nosBa Ha MEXYPH, MIOIEHE M

HAKOS YaCT OT KOMKATa ( BKJIFOUHTENTHO YCTHHTE, O4YMTE, YCTATa, HOCA, TEHHTAT



KpakaTa) Ch¢ unu Ge3 obpue. Moxe fa MMaTe CEHINO FPHOONONO0HH CHMITTOMH KaTO BHCOKA
TEMINEPATYPa, BTpUCaHe WiH GOJNKH B MYCKYIIMTE.

- cummroMuTe Ha OTEIT Morat ga BKTIOYBAT YepBeH, JIKOCTIECT ITHPOKOPA3IpOCTpaHeH oOpuB ¢
OBOKH N10]], NOAYTATA KOKA (BKIFOUHTENHO KOXKHHTE IM'EHKH, TOPCA M TOPHATE KPaiiHHIN) H
MEXYPH, IPUAPYREHH OT BUCOKa Temneparypa.

AKO pa3BHMeTe TEKKH KOXKHH PeaKiHi KWK HAKOA OT H3GPOEHHTE NO-rope peakuuy, HezabaBHo ce

cebpkeTe ¢ Baning nexap win MeIMUMHCKH CIEUHAIHCT.

Kaxere Ha Bamus nexap, Gonnnten GapMaueBT ujtH MEIMLIMHCKA CECTpa, aKo MMaTe npolieMH ¢
OBOpenTe WNH BUCOKH HHBA HA TIHKOUHA KHCEIHHA B KPBBTA, MPEAM [a 33M0YHETE IeYeHHe C
Tonuekea.

Tonuekca chabpxa ankoxon. O6enaere ¢ Bamms nekap, ako cTpagare OT anKOXO/Ha 3aBHCHMOCT,
CNWIENCHA W YePHOIPoCHO HapylueHHe. Brkre cbino Touka ,, TonHeKca ChbAbPKA eTaHo
(ankoxoi)” mo-Aomy.

Apyra aexapcrea u Tonnexca

Undopmupaiire Bawuus nexap win 6onuuued $apMauesT, ako OPUEMATE HWIA HACKOPO CTe NMPHeMATH
APYTH NICKApCTBA, BIUTIOYHTENTHO H TAKHBA OTIYCKadH 63 nekapeko npeanucanye. Tosa ¢ Taka,
3awoTo TonHekca MM APYTOTO IEKAPCTBO MOJKE 1@ HE ACHCTBA TAKa, KAKTO Ce 04aKBa U MOXKeE XA HMa
MIO-TOJIAMA BEPOATHOCT 1A [OJYUYHTE HEXENAHA PEaAKIIMA.

Konu4ecTBOTO afKoX0/1 B TO3H IEKApCTBEH NPOIYKT MOXKE 12 IPOMEHH AeHCTBHETO Ha APYTH
JIeKapCTRa.

Bpemennoct, KbpMere H GpeprrianTeT
INocwBeTBaiite ce ¢ Bamma nexap npeaw ynotpebara Ha KOETO H /1 € JIEKAPCTEO.

Tonuexca HE TpaGea na ce npunara, ako cte GpeMeHHa, OCBEH akO HE € H3PHYHO HasHaueH ot Baius
TieKap.

He Tpadbsa 1a 3abpemMensBaTe 0o BpeMe Ha IEYSHHETO C TOBA NIEKAPCTBO U TPAOBA Na H3MOM3BATE
eexTHBEH METON 33 KOHTpALIENUMS [0 BPEME Ha IEYEHHETO, Thit KaTo TOJHEKCA MOXe 1 YBPe/H
Bamero 6e6e. Ao no BpeMe Ha JIeUEHHETO HACTHIH GpeMeHHOCT, TpAGBA Aa HHdOpMuUpaTe
HezabaBHo Bamus nexap.

He Tpa6ra na kbpmuTe, gokato ce jtekysare ¢ Tonnexca,

AKo cre MB3k, NoIoKeH Ha neverre ¢ TonHekca, ce NpenopsuBa Na He CH3IABATE Jelia O BpeME Ha
U 10 6 Mecella cep TeYEHHETO, KAKTO H A4 MOTHPCHTE CHBET OTHOCHO KOHCEPBHPAHETO Ha CriepMa
MpeaH JeUeHHETO, Thil KaTo HOLETAKCEN MOKE Aa HAPYIIH MbXKKHA QEPTHIHTET.

lodupane u pabora ¢ MAmAAR

KOnHuecTBOTO aNkoXon B TO3H JIEKAPCTBEH MPOAYKT MOKE Aa HAPYIIH cnocobHocTTa Bu 2a
wodHpane unu pabora ¢ MawuHK. Bue MoxeTe 1a NIOTYYHTE HEKENAHM PEaKIHH OT TOBA JICKAPCTBO,
KOMTO MOraT JIa HapywaT cnocoGHocTTa Bu 3a wodupane, H3non3saHe Ha HHCTPYMEHTH WiIH paboTta ¢
MaltHHM (BHXATE TouKa 4 ,,BB3IMOKHH HEKETAHH peakUHK ). AKO TOBA C€ CITYUH, He wod
M3M0N3BANTE HHCTPYMEHTH WIH MallHHH NpeAu Ja roeopure ¢ Baus nexap, MeNHLU
Hnu GoMHHYeH GapMauesT.

Toanexca chabpxka eTano (aaKoxoma) f



20 mg/1 ml
Topa nekapcTBo chabpka 10 395 mg ankoxosn (eraHon) Ha dnakon. Konmvectsoro B 1 ml ot ToBa
JIEKapcTBO € eKkBHBasleHTeHO Ha 10 ml 6upa unu 4 ml BuHO.

.

KoauuecTBOTO aKoXos1 B TOBA JIEKAPCTBO € MAJIKO BEPOATHO J1a MMa e(eKT NMPH Bb3PACTHH U IOHOLLH,
a HeroBUTe e(PEKTH NPH JeLia BEPOSTHO HaMa 1a Obaar 3abenekuMi. AJIKOXOIbT MOJKE J1a UMa HAKOH
3a0enexuMH eheKTH NPH M0-MAIKMTE Jeua, HanpUMepP YYBCTBO Ha CHHJIMBOCT.

AJIKOXOJTET B TOBa JIEKAPCTBO MOXKE J1a IpoMeHH ed)eKTUTe Ha Apyru Nekapersa. ['oBopere ¢ Bamus
nexkap MM apMaLeBT, ako NpUeMaTe APYTH JIeKapCTBa.

Ako cTe OpemMeHHa WM KbPMHTE, roBopeTe ¢ Bawuus nekap uim apmauesT, npeau ToBa JIeKapcTBoO
na Bu 6bae npunoxkeno.

AKO cTpajiate OT ajIKOX0JIHa MPHCTPACTEHOCT, roBopeTe ¢ Bawus nekap Win apMalesT, npea ToBa
nekapcTeo Ja Bu Obie npuioskeHo.

3.  Kak aa uanoassare Tonekca
Tonnexca we Bu Obae npuioxkeH oT MEAMUMHCKH CNELMATHCT.

IIpenopbunTe/na 1032

Jlo3ara 1€ 3aBHCH OT Ter;0To H oT 061oTo BH cheTosHMe. Bawuat nekap e H3uucau TenecHata Bu
TMOBBPXHOCT B KBaZPaTHH MeTpH (m”) U Lie Onpeaey 103aTa, KOSTO Tps6Ba Aa nojy4asare.

Hauynn Ha NpHJaAraHe H N'sT HA BBBEXKIaHe

Tonuekca we Bu 6be npunoxen upes MHPY3Us B HAKOSA OT BEeHHTE (HHTPABEHO3HO MPHIIOKEHHE).
Hnudysusta Tpae npubIM3MTENIHO €1MH Yac, npe3 KOMTO wie cte B GonHHLaTa.

YecToTa HA NPHIIOKEHHE

OBukHoBeHO TpabBa Na nojyyaBate HHPY3UATA CH BEJHBHK HA BCEKH 3 CEAMHLIM.

Bauust fiekap Moke 1a NPOMEHH 103aTa H 4eCTOTaTa Ha MpHjaraHe B 3aBHCMMOCT oT Bawuute
KPBBHH TECTOBE, 0010 ChCTOAHHE U 0TroBopa Bu kbM TonHekca. Mons, uHdopmupaiite Bauus
nekap, ocobeHo B cyyaii Ha JMapui, adTH B yCTaTa, YyBCTBO Ha CKOBaHOCT WM H3TPBIBAHE,
NOBHLIEHA TeMIIepaTypa W JaiiTe BCHYKH pe3y/ITaTH OT KpbBHUTE Bu u3cnensanus Ha Bawns nekap.
[lonobna uHpopmaums e no3sonu Ha Bawus fekap na peuid jaiM ce Hanara HamajisiBaHe Ha J103aTa.
AKO UMAaTe HAKAKBH JI0MTbJIHUTEIHH BBIPOCH, CBbP3aHH C yrnoTpebaTa Ha TOBa JIeKapcTBO, MOJIA

nonuraiite Bawus nekap.

4. Bb3MOKHH HEeXKeJAHH PEAKIHH

Bip
BCEKH M MOJTy4aBa. T
1
ul

KaKTO BCHYKH ﬂeKapCTBa, TOBaA J'IeKapCTBO MOKE aa Nnpe€anu3BHKa HEXeNaHHu peaKLlHH/
I



Baurusar nexap e o6cban ToBa ¢ Bac 1 me By 0GACHH NOTEHUMATHHTE PHCKOBE H NO3H OT
JIeYeHHeTO.

Haii-dyecTo ¢ho0iaBaHHTe HEXENaHH PeakiiM HA JOLETaKCeN, MPHIOKEH CAMOCTOATENHO Ca:
HaMaJICHHE Ha OpoA Ha YepBeHUTE KPBBHH KIIETKH WK GeNHTe KPBBHH KIETKH, KOCONa, rajcHe,
NOBpbilaHe, aTH B yCTaTa, AHAPHA H YMOPAEMOCT.

TexecTra Ha HeXeNaHHTE PEakUMH Ha JOUETAKCE] Moke fa Oble yBeJHYeHa, KOTATO AOLIETAKCeN ce
naBa B KOMOHHALHSA C APYTd XHMHOTEPANCBTHIHH CPEACTEA.

Tlo Bpeme Ha Hagy3uaTa B GONHHLATA MOXKeE A2 CE MOABAT CEIHHTE ANeprudHH PEaKlHH (Moxe aa
3acerHar noeeye ot 1 Ha 10 gqymm):

- 3a4epBABaHe, KOOKHU PEAKIHH, ChpOexk

- CTATAHS B IbPAHTE, 3aTPYAHEHHA B JHIIAHETO

- NIOBHINCHA TEMIIEPATYPa WIH CTYACHH TPBIKH

- 6onka B repba

- HHCKO KPBBHO HanaraHe.

Morar fa ce oABAaT f10-TeXKKH PEaKLHH.

AKO CTe HMa/IH aJIEPTHYHA PeaKlid KbM NAK/IUTAKCEN, MOXE /1a ONYYHTE H aflepridHa peakius KbM
HOLETAKCEIN, KOATO MOXKE J1a € I0-TEHKKa.

Creroanneto Bu me 6b/ie cTporo HabmonasaHo o GONTHHYHKA NIEPCOHAN 10 BPEME HA EUCHHETO.
YeenoMere rd HeaabaBHoO, ako NOTyYHTe HAKOA OT Te3d PEAKLIHH.

Mexay nudy3uHTE C nOLIETAKCENl MOTAT Ja Bh3HHKHAT CASAHHTE HEXENaHH PeakLHH H YECTOTaTa HM
MO)KE J1a BapHpa B 3aBHCHMOCT OT KOMOHMHALIMHTE OT JIEKAPCTBA, KOHTO Ce TIPHJIArAT.

Muore secta (Moke Aa 3acerHaT noseye ot 1 Ha 10 qymm):

- HH(QEKIHH, HaMallABaHe Ha Gpos Ha YepBEeHHTE (aHeMKA) HIHN {enHTe KPHBHHA KIETKH (BaXKHH
B 6opbara ¢ HAQEeXUAUTE) H TPOMOOLIKTHTE

- NOBHIIIEHA TEMITEPATYpa: ako TOBA Ce CTy4H, BeAHara ce obanere Ha Baiua nexkap

- anepruylm peakiH, KakTo ca OMHCAHH no-rope

- 3ary0a Ha aneTHT (aHOPeKCHA)

- Heacnune

- YYBCTBO Ha CKOBaHOCT, M3TPBNBaHe WiK GolKka B CTABHTE WITH MYCKYJIHTE

- rnaeoGonue

- [IpOMAHA BBB BKyca

- BBINANICHHE HAa OKOTO WIH YBEIIHYEHO ChII3EHE OT OYHTE

- N0AyBaHeE NOpajaM HapylueH AHMGeEH IpeHaK

- 3aTPYAHEHO NHIlIaHe

- CEKPET OT HOCA; BB3NAICHHE HA I'bP/IOTO H HOCA; KaLLTHUA

- KBpPBEHE OT HOCA

- ajTH B YCTHATA KyXHHA

- CTOMAIIIHKO pa3CTPOHCTRO BKIIOYBALLO rageHe, NOBPBILIAHE H AHAPHA, 3aNEK

- KkopemHa 6onka

- JIOWO XPaHOCMHUJIaHE

- KOCOMAa/l: B OBEYETO CYYaH HOPMATHOTO M3PACTBAHE Ha Kocara ce Bp300HOBABa. B HAKOH
CTy4aH (C HEM3BECTHA 4eCTOTa) ce HAGMIOAABa TPASH KOCOoMa,

- 334epBABAHE H MOJAYBAHE HA JUTAHHTE Ha PHUETE WIH CTENANATAa Ha KpaKaTa, KOoeTo
Npeau3BHKa TIOMICHE Ha KoXaTa (TOBa MOXKe J1a Bb3HHKHE H TI0 pBLETE, N0 JIR
TANOTO) Y

- TIPOMAHA B LIBETA Ha HOKTUTE, KOMTO CJIEH TOBA MOraT Aa MajHaT -

- MYCKyZTHH G0Jiky; 60IKa B repOa s kocTHTE [

- NPOMSAHA HITH JIHIICa HA MEHCTPYAJIEH NMEPHO. i




- NOAYBaHEe Ha JUIAaHHTE Ha phlieTe, CThanaTa, KpakaTa
- ¥MODpa; HAH rpunononotuy CHMITOMHA

- NoKayBaHe wnu 3aryba va Terno

- HH(EKHA Ha TOPHHTE JHXATEIHU ITHTHILA,

Yecrn (Moxke na 3acernar go 1 va 10 gymmu):

- KaHIHAO03a HA yCTATa

- AEXHIpaTALHA

- 3aMajiBaHe

- HApYIIeH CIyX

- HOHXKABAHE HA KPBLBHOTO HANATAHE, HENPABWIEH WM YCKOPEH ChPACUESH HYJIC
- CBPACUHZ HEAOCTATHUHOCT

- e3odarut

- CyXOTa B YCTaTa

- 3aTPYAHEHO WIH DONE3HEHO MperiThlliaHe

- KPBBOH3I/THB

- MOBHIICHH YEPHOAPOOHH SH3UMH (OTTYK H HEOOXOMHMOCTTA OT peJIOBHH KPEBHH TECTOBE)
- MOBHIIABaHe HA HUBATa HA KPBBHATA 3aXap {anadber)

- HAMANABAHE Ha KWTWA, Kamums wwnH gocdara B KphETA.

Hegecrr (Moxe 1a 3acerHar o 1 #a 100 gywm):

- OpHNaTBLA

- Ha MACTOTO Ha HHDKEKTHPAHE: KOXKHH peakunu, GpneOuT (Rp3naneHue Ha BEHATa) HWIH
nonyBaHe

- KPbBHH CHCHpPELH

- OCTpa MHEJIOHUIHA NICBKEMHA H MHENOIHMCIUIACTHYEH CHHAPOM (BHAORE PAaK Ha KPBHBTa) MOKE
Ha ce MOABAT NMPH NAIHEHTH, KOHTO Ca JIEKYBaHH C JIOLETAKCE, 3a€JH0 ¢ HAKOH IPYTH
NPOTHROPAKOBH JICUSHHA,

Penxn (Moxe aa 3acerHat a0 1 wa 1000 xywm):
- BE3NANCHHE Ha 1ebell0To MepBO, TEHKOTO YEPBO, KOETO MosKe Aa ObAe ¢ JeTaneH H3Xxon (C
HEH3BECTHA 4€CTOTA); YPEBHA TiepopaiHs.

C men3BecTHA YecTOTA (OT HAUIMYHUTE AaHHM HE MOXe Ja Gb/ie HanpaBeHa OLEHKa):

- MHTEPCTHLHANHA Oenonpobua Gonect (pr3nanenne Ha Genute apobose, KOETO MPHYHHIBA
KaLLUTHUA H 3aTpyAHEHO Jyinane. Brananenue va 6emire npobose MOXeE /1a ce PasBHE CHILUO H
KOraTo NICYEHHETO C AOLETAKCEN CE MPHIIara B KOMOHHALMA C JIb4eTepanus)

- NMHeBMOHHA (MudeKLHa Ha Gennre apolboBe)

- Genonpobna $pubpoza (ppbuy H ynnsTHABaHE Ha Genure apobose Che 3aAYX)

- 3aMBIIICHO 3PEHHE MOPAJH OTOK HA PETHHATA B OKOTO (KMCTOHIEH MaKYJICH ¢OeM)

- HaMa/iABaHe Ha HUBATa HA HATPHIH W/WIH MarHe3dl B KpbBETA (HApYUIEHHS HA CNIEKTPOAHTHHA
GanaHc)

- KAMEPHA APHTMUA WITH KaMepHa TAXMKAPAUs (TIPOSBABE CE KATO HEMPABIIEH WM YCKOPEH
CBpACYEH PHTEM, TEHKbK 3adyX, 3aMasHOCT H/HIH NpUNagsKk). HAKkou OT Te3d CUMITOMH
morat 1a 6B1aT cepro3Hu. AKO TOBa ce CITydH, TpOea HezabaBHO fa yBeaomute Bawms
nekap

- peaKuuy Ha MACTOTO HA HHXKEKTHpaHe

- HEXOUKKMHOB TuMGOM (pak, 3acaraly HMyHHATa CHCTEMa) W APYrH BUAORE paK MOXE Ja C&
MOABAT NPH MALHEHTH, KOHTO Ca JIEKYBAHH ¢ JOLETAKCEN, 3A€AHO C HAKOH JPYTH
NPOTHBOPAKOBH JICHSHIMS

- cHHapom Ha CtuebHC-/[xoHebR (CCJI) H TOKCHYHA enHaepManHa HEKPOTH3
JIOLWIEHE HIH KEPBEHE HA HAKOA YacT OT KOXATa (BITIOYHTENHO YCTHHTE, O
ICHUTAITHHTE, PbLETE WIH KPaKaTa) Che WM He3 oOpuB. Moke Aa umaTe ChY
CHMIITOMH KaTO BHCOKA TEMIIEPATYpa, BTPHcaHe WIH GOKH B MYCKY/IHTE) |




- OCTpa reHepaltu3upaHa ek3anTemarosHa mycrynosa (OTEIT) (uepsen, mocnect
UIHPOKOPA3NPOCTPpaHeH OOPHE ¢ BNKM MOJ NOAYTATa KOXKa (BKITICYUTEITHO KOKHHTE IbHKH,
TOpPCA M FOPHHTE KpaiiHHLH) U MEXyPH, NPHAPYXEHH OT BHCOKA TEMNEpaTypa).

- CHHAPOM Ha TYMOPEH pasliaj € CepHO3HO ChCTOSHHE, KOETO CE OTKPHBA C [IPOMEHH B
KPLBHHTE M3CJIEBaHHA, KATO [OBHMUICHO HUBO HA MUKOYHA KHCEMHHA, Kanuii, fpocdop u
TIOHMKEHO HHBO Ha Ka/ILHiL; M BOAH 0 CHMITOMH KATC Ubpuose, Gp0pedua HEAOCTATEHHOCT
(HaManeHO KONMHYECTRO WIIH MOTHMHABAHE HA YPUHATA) H HAPYUICHHA B CHPACTHHA PHTBM.
Axo0 ToBa ce ciryyH, TpabBa HezabaBHO Aa yBeaomHuTe Bamms nexap.

- MHO3HT (BB3[IAIEHHE HA MYCKY/IUTE — TOTUIH, 3a4€PBEHH W NOIYTH — KOETO MPHYHHABA
MycKynHa Gonka v cnabocr).

Crobmarane Ha HEOXKENAHN peakUKH

AKO NOTyuHTE HAKAKBH HEHKE/IAHH JIEKAPCTBEHH PeaKiliy, yBeAoMeTe Baurus nekap, papMmaliesT win
MEJIHIHHCKa cecTpa. ToBa BIUIIOYBA BCHHYKH BE3MOXHH HEOTIHCAHH B Ta3# IHCTOBKA HEXKENaHH
peakiHi. MoxeTe CBIIO 1a CHOOMIMTE HEXENlaHH peakuMH JHPEKTHO 4pe3

H3menHHTEHA areHLKA [0 JIeKapCcTRaTa

vi. ,.kamsan I'pyes” Ne 8

1303 Codmua

Ten.: +35 928903417

yeGcaiiT: www.bda.bg.

Kato chofinaBaTe HeskelaHH peakusH, MOXKETE a JaJieTe CBOS NMPHHOC 32 NOTy4aBaHe Ha MoBeye
KH(OpMaLHs OTHOCHO 6e30NacHOCTTa HA TOBA JIEKAPCTRO.

5. Kaxk ga cexpanusate Toanexca

Ja ce chxpaHaBa Ha MACTO, HEIOCTBIIHO 3a ACLA.

He w3nonasaiite TOBa lekapcTBO ClE CPOKA HA FOAHOCT, OTOENA3aH BBPXY KAPTOHEHATA OTIaKOBKa H
Ha eTHKeTa Ha pnakona cnex “FoaeH no:” wan “EXP”.

CpOK'bT Ha roAHOCT OTroBapA Ha NOCICAHHA ACH OT NOCOUCHHA MeCell.

Ja He ce ceXpansea Han 25°C,
Ha ce cexpaHABa B OPHrHHAIIHATA ONAKORKA, 32 A4 C€ NPEANA3H OT CBET/IHHA.

H3nonzeaiite nakoHa HezabaBHO Clie OTBAPIHETO My. AKO He € H3NO3BaH He3a0aBHO, BpEMETO H
YCIOBHATA HA CbXPaHEHHE MO BPEME Ha ynoTpeda ca OTrOBOPHOCT HA moTpebHTens U 0OHKHOBEHO HE
Oun cienpano na 6bae no-aenro or 24 yaca noA 25 ° C, BKIKOYHMTENHO €IHH 9ac HHGY3HA.

Ocpen ToB2 (H3HUECKaTa H XHMHYECKATa CTACHIHOCT B IEPMOAA HA H3MOM3BaHe HA HH(Y3HOHHHUA
PasTBOpP, NPUTOTBEH CNOPE] NPENOPLKHTE, I0KA3aHAa B CaKORE, KOuTO He ca o PVC, € 1o 7 anm,
KOT4TO ¢e ChbXpaHaBa Mexay 2 Ao 8°C.

Houerakcen WHPY3HOHEH PazTBOP € NPECHTEH, MOPAIH KOETO MOXe Ja KPHUCTATH3Hpa ¢ BPEMETO. AKO
¢e NOABAT KPHCTAIH, pa3TBOPLT He Tp26Ba na Obae H3nom3Bas 1 Tp20Ba Ja ce U3XBEPIH.

He n3xpnpasiite nekapcTpara B KAHATH3ALMATA WIH B KOHTEHHEPA 33 IOMALLHH OTMAABLMY.
Honwrafite Baunin papManesT kak na H3xspIATe IeKapCTBaT4, KOMTO Bede He H3non3pare. Tesu
MEPKH 111¢ CTIOMOrHAT 32 OMa3BAHE HA OKO/IHATA Cpela.

6. Corabpxapie HA ODAKOBKATA H AONBIHATEIHA HHOPMANAL

Kakro cuanpixa Tonmexca




- AKTHBHOTO BELLECTBO € JoueTakcen. Beeku ml koHLEHTpAT 32 HH(Y3HOHEH Pa3TBOP ChAbPIKA
20 mg nouerakcen.
Ennn ¢naxon ot 1 ml koHueHTpaT 3a HHDY3HOHEH Pa3TBOP Chb

ey 3

pxka 20 mg foueTakcen.

- Jlpyrute cbheraBku ca nonucopbar 80, 6e3B0aeH eTaHON M TMMOHEHA KMceaMHa. BuskTe Touka 2
,-TO/IHEeKca chabpiKa eTaHou (ankoxon)™.

Kak msriexna ToaHekca n KAKBO ChABbPHKA 0NAKOBKATA
Tonnekca konueHTpar 3a MH(Y3HOHEH pa3TBOpP € GHCTBP, 61eA0KBIT 10 KahEeHHKABOKBIT PasTBOp.

Eaun dnakon ot 1 ml koHLeHTpat 3a uHdy31oHeH pa3TBop ce noctass B 5 ml diakoH ot nmpo3payHo
cThkn0 (Tun 1) ¢ gayporek nitoc (eTwieH terpadayopeTiied GuiM) ryMeHa 3anyiianka,
aTyMUHHEeBa 00KaTKa W OpaHXeBa OTYYIBALlA Ce Kanayka.

He BcuYKM BHIOBE OMAKOBKH MOXKE Jla ca MyCHaTH Ha nasapa.

IIpurexaren ua paspemieHneTo 3a ynorpeba
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoseHus

Ilpon3soauTenn )
RKA d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioseHus

S Mty

 Ar=L I

To3u JekapcTBeH NPOAYKT HMa pa3pemenne 3a ynorpeda B cieanure crpanu-4ienkn na EHO
nojJ cJeJHHTe HMEeHa:

Hma Ha cTrpanaTa-uienka | Mme Ha JlekapcTBeHHs NPOAYKT

Xogaunaus Tolnexa 20 mg/ml concentraat voor oplossing voor infusie
Bbarapus Tonuekca 20 mg/ml koHUEHTpaT 32 HHQY3HOHEH pa3TBOP
Yemka penydanka Tolnexa 20 mg/ml

Tepmanus Tolnexa 20 mg/ml Konzentrat zur Herstellung einer Infusionsldsung
EcTonns Tolnexa

Yurapus Tolnexa 20 mg/ml koncentratum oldatos infizidhoz

JInTBa Tolnexa 20 mg/ml koncentratas infuziniam tirpalui

JlaTBus Tolnexa 20 mg/ml koncentrits infliziju $kiduma pagatavoSanai
Ioama Tolnexa

PymbHus Tolnexa 20 mg/ml concentrat pentru solutie perfuzabila
C.ioBenus Tolnexa 20 mg/ml koncentrat za raztopino za infundiranje
CaoBakus Tolnexa 20 mg/ml inflizny koncentrat

JlaTta na noc/IeHO npepasriiekiaHe HA JHCTOBKATA
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Cnenpaiara HHElJOpMauHﬂ € npe€aHasHa4yeHa caMo 3a MEJJMLIHHCKH CNEeLHAJIUCTH:

Toanexca 20 mg/ml kounenTpar 3a HHPY3HOHEH PA3TBOP
Tolnexa 20 mg/ml concentrate for solution for infusion

20

mglll KOHUEHTPAT 32 HHPY3HOHEH pasTBOp, F"m’_E,'SEJ_ 7 KOHUEHT

o o T A AT o b s

aT

AOUETAKCEN

YIITbTBAHE 3A YIIOTPEBA HA TOJIHEKCA KOHLIEHTPAT 3A HH®Y3HOHEH
PA3TBOP

Baoicno e oa npouememe nocredosamennume emanu Ha moea ynvmeawne npeou nPUSOMEAHemo Ha
Tonnexca unghysuonen pasmsop.

[TpenopbkH 3a 6e3onacuHa pabora

JloueTakcen € aHTHHEOIUTACTHYHO CPEACTBO M, KAKTO W MPH APYTH MOTEHLUATHO TOKCHYHH BELECTBA,
€ HeoOX0IMMO MOBHLIEHO BHUMaHHE NMpH paboTa M NPUroTBiHE Ha HEroBH pa3TBopH. [Ipenopbusa ce
H3M0JI3BAHETO HA PbKABHLIH.

Ako TonHeKca KOHUEHTpAT Wik HHOY3HOHEH pa3TBOp BJi€3€ B KOHTAKT C KOXKaTa, u3MHiite He3abasHO
M CTapaTesiHO C BOJA U calyH. AKO Bjle3e B KOHTAKT C JIMTaBHLIK, H3MHiiTe He3aDaBHO M CTapaTesiHoO C
BO/JIA.

HO,EU"OTOBKE 34 HHTPaBCHO3HO NMPHJIOKEHHE

IIpuzomesne na ungdyzuonnus pazmsop

HE n3noasBaiiTe 1pyrn JJleKapcTBeHH NPOAYKTH, ¢ JOUETAKCE], CLCTOSIH ce oT 2 (akona
(KOHIEHTPAT K pPa3TBOPHTE) ¢ TO3H JekapcTBen npoaykT (Toanexca 20 mg/1 ml konnenTpar
3a HHQY3HOHEH Pa3TBOP, KOHTO ce cheToH camo oT 1 ¢iakon).

(20 mg/1 ml, 80 mg/4 ml, 160 mg/8 ml).

Tosnnekca konnenTpar 3a nady3nonen pazrsop HE n3ucksa npeasapureino
paspexaane ¢ pa3TBOPHTE/I H € TOTOB 3a 100aBsine B HHPY3IHOHHASA Pa3TBOP.

- Bceku uakon e 3a enHokparHa ynotpeba u Tpsabsa 1a 6be H3M03BaH He3abaBHO Cie/
OTBApsSHETO MY. AKO HE € W3M0/13BaH He3a0aBHO, BPEMETO U YCIIOBHATA HA ChbXPAHEHHE M0
Bpeme Ha ynotpeba ca OTroBOpHOCT Ha notpeburens. Moxe 1a € He0OXOIMM MOBEUE OT €AHH
¢nakon kOHUEHTpaT 32 HHDY3HOHEH P3TBOP, 3a /1a ce NMoTy4H HeoOXOMMaTa 3a NalMeHTa 103a.
Hanpumep 3a no3a or 140 mg nouerakuen ca Heobxoaumu 7 ml nouerakcen KOHLEHTpAT 3a
HH(Y3HOHEH Pa3TBOP.

- HUsternere acenTHyHO HEOOXOAMMOTO KOJHYECTBO KOHLEHTpAaT 3a HHQY3HOHEH pa3TBOp C
rpajaydpaHa CripMHLIOBKA.

B Tosnekca p1aKkoH, KOHHEHTPAUMATA HA JoueTakce e 20 mg/ml.

. Cnen TOBa ro HHXXKEKTHpAHTE C €IHOKPaTHA HHIKEKLMA (€HO BIPBCKBAHE) B {{f\f o g
250 ml uH(y3HOHEH cak, chabpxkalL UK 5% pa3TBOp Ha rIOKo3a Wik HHY3HQHEH Pa3TBOP Ha'
Hatpues xa0pua 9 mg/ml (0,9%). Ako e HeoOxoauma 103a no-roasMa ot 19 % QueTakcen,
H3Mo3BalTE NO-roiaM 0bem Ha MH(PY3HOHHUA HOCHTE, TaKa Ye 1a He Ce Ha HIaBa iy

KOHLEHTpaLus Ha aouertakcen 0,74 mg/ml.




- CMecere cpaspikaHHeTo Ha HHGY3HOMHHA CaK PBUHO, Ype3 paskiiaillaHe. U3bsrsaiire
CHEPruYHOTO pa3KjaliaHe WiIH NPEKOMEpHa Bb30yna.

- OT MHKPOGHOIOrHYMA IileAHA TOUKA pa3pekAareTo TpsGea qa Gbae HaNpaBeHo
NpK KOHTPOJIHPaHH M ACEITTHYHH YCIIOBHSA H JIEKAPCTBEHHAT NPONYKT Tpabsa na 6bae
M3M0/13BaH He3a0aBHO. AKO HE € H3MN0MI3BaH He3a0aBHO, BPEMETO H YC/IOBHATA HA ChXPaHeHHe
1o BpeMe Ha ynoTpeba ca 0TTOBOPHOCT Ha OTpeOHTENs.

- Beanrk npubaBeH, KakTo € NPEnopbYaHo B HHY3HOHHHR CaK, ZoHeTaKce HH(pY3HOHEH
pasTeop € crabuiien 24 vyaca, ako ce cpxpanssa noa 25°C. Tpabea fa ce H3N0I3Ba B PAMKHTE Ha
24 qaca (BKIFOUHTENHO €AHOYACOBATA HHTPABEHO3HA MH(y3ua). OcBeH ToBa PH3HYECKATA H
XHMHYECKATa CTAOHIIHOCT B MEPHOMA HA H3MOM3BAHE Ha HHQY3HOHHHA Pa3TBOP, NPUrOTBEH
CIIOpe] NPENOPBKHTE, IOKA3aHA B CaKoBe, KOHTO He ca ot PVC e 10 7 1Hu, koraTo ¢
C¢hXpaHasa Mexay 2°C no 8°C.

- HpenopuuuTesnHo € aa ce u3berte NpekareHoTo pasKialaHe.

- JoueTrakcen HHPY3IHOHEH Pa3TBOP € NPECUTEH, HOPAJH KOETO MOXKE J1a KPHCTATH3HpA ¢
BPEMETO. AKO C& MOABAT KPHCTANH, PasTBOPLT He TpAGea Aa Obae H3NoNn3eaH 1 TpAGBa na ce
H3XBBPIIH.

- KakTo npu BCHHK#H TIapeHTEPaNHH MPOAYKTH, HH(pY3HOHHHAT Pa3TBOP TPAGBA /1a ce IIPOBEPH
BM3yanHO Npeau ynorpeda, KATO pa3rBopH ChABPKAINM NPELUMNUTAT TPAGBA Aa CE HAXBBHPIIAT.

H3xpepasane
BCHYKM MaTepHaiIH, M3MI0J3BaHH 3a pa3pexaaHe H NpwioxeHHe TpiOra aa ObaaT W3XBBLPICHH B

CBOTBETCTBHE CBC CTAHAAPTHHTE NPOlEAYPH. He H3xBbprgiiTe NexapcTBaTa B KAHANH3ALMATA.
[onuraiite Bamus dapmanesT Kak 1a H3XBpIATE ICKAPCTBATa, KOMTO BEUe He H3Mon3Bare. Tesu
MEpPKH LI¢ CIIOMOTHAT 32 ONa3BaHe Ha OKOMHATA Cpesa.




