JucroBka: Uadopmanns 3a nauHeHTa

IHemetrperceq Canzo3 25 mg/ml koHeHTpaT 3a HHPYIHOHEH PA3TBOP
Pemetrexed Sandoz 25 mg/ml concentrate for solution for infusion
nemerpekcen/ pemetrexed

[IpoueTeTe BHHMATENHO UNANATA JIUHCTOBKA, NIPEIH A 3aI0YHETE 1A MPHEMATE TOBA JIEKAPCTRBO,
ThH KATO TH CBALP:KA BaXKHA 32 Bac HHpopManus.

- 3arasere TazHu JIUCTOBKA. Moyke 1a ce HaTOXKHK [Ja s IPOUETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMBJIHHTEIHH BBIPOCH, NONKUTalHTe Bamms nekap wiv QapMaLesT.

- AXO NONYYHTE HAKAKBH HEKEJIAHH peaKiud, yBeaoMere Bamms nexap wiv dapmauest. Tosa

BKJTFOYBA M BCHYKH Bb3MOXKHM HEXKEITAHW PEAKI[HH, HEOMMCAHU B Ta3W JIMCTOBKA. Brkre TOUKA
4.

KakBo ¢bABPXKA TA3H JACTOBKA

1. Kaxso npeacraenasa [lemerpexcen CaHnos U 3a KakBO C€ UPToAIBe

2. Kakpo Tpa6ea aa 3uaere, npeau na Bu 6n1e npunoxen [eMcfpdioBHAHNIA ATEHUUA N0 NEKAPCTBATA

3. Kaxk na m3nionseare [lemerpekcen Cannos Nucmobka  Mpusomerue 2
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1. Kakspo npeacrapiaaba Ilemerpexcen Cangos o 3a Rakﬂ'u-&mm

HGMBTPEKCQ[[ Cannosz ¢ NECKAPCTBO, U3IIC0JI3BAHO 34 JICHCHHUC HA paK.

[Temerpexcen CaHnos ce npunara B KOMOWHALMA C HUCTUIATHH - JpYT NPOTHBOPAKOB JICKAPCTBEH

NPOAYKT, KATO JIeYeHHe 3a 3JI0KaYeCTBEH TUIEBPAJIEH ME30TEHOM — (hopMa Ha pakK, KOHTO 3acsra
oOBHEBKaTa Ha Oesus Apo0, TIpH MAIHEHTH, KOWTO HE ¢a [10Jy4aBaiu MpeH TOBA XHMHOTEPanu4.

[TemeTrpexkcen Cannos CbIIo ¢ NMpUaara B KoMOHHaLMs ¢ UUCIIATHH 3a ITbPBOHAUATHO JICYCHHE
Ha TIAIUEHTH C HaTrlpeHal cTaiuil Ha OenoapobeH pak.

[TemeTpekcen Cannos moxe 1a Bu ObAe npeanucan, ako HMate 0enoapodeH pak B HaIpeXHAI
cTaaui v ako 3abomsABaHeTo BU ¢e MOBIUABA OT NEUSHUETO WIM aKO TO OCTARA B 3BHAUMTEIIHA
CTEMEH HeMMPOMEHEHO ¢l TbpBOHAYAIHATA XHMHUOTEPAHSI.

ITemerpekcen CaHIO3 ChIIO € 3a EUCHKUE 3a MALHEHTH ¢ OenoapodeH pak B HafpeHana Qasa, NpH
KOHTO 3a00BAHETO NPOTpecHpa, Clied KaTo € OUlla NpUIoKeHa Apyra HadanHa XHMHOTepanus.

Tosu nekapcTBeH MPOAYKT € NpegHa3HA4EH 3a ynoTpeda caMo NPH Bh3PaCTHH.

2. Kakgo Tpatsa ga 3uaere, npeau Aa Bu 6b1e npaiaoxen Ilemerpexcex Cannos

He uznosssaiite Ilemerpexcen Cangos:

- aKO CT¢ AIEPrHYHU KbM TICMETPEKCET WK HAKOA OT OCTaHAMIMTE ChCTABKM HA TOBA NIEKapCTBO
(H30poeHH B TOUKa 6).

- aKkO KbpMUTE; TpAOBaA JTa MpeyCTAaHOBUTE KbPMEHETO MO BpeMe Ha NieueHue ¢ 1lemMeTpekce
Caunos. VY.

- ako ckopo Bu e HanpaseHa Wiy npeacTod Aa By Obae HanpaBeHa BaKCHHA CPELILY XKbJ

TpecKa. :




IpeaynpexacHAs H NpeANa3HA MEPKH
['oBopere ¢ Bamus nexap ui dapmaiierta B Sonuviara, npejiu aa npuemere IHemerpekcen Cannos.

AKO HMaTE UM ¢Te UMaJTH polJieMH ¢ OBOpeliuTe, rOBOpETE C Nekapa WY (papMalesTa Ha
OoNHMLIATA, THi KAaTO € BE3MOXCHO Aa HE MOXeTe aa nosiyuasare llemerpexcen Cannos.

[Ipean Bcaka wndy3ua me By 6baaT B3eMadi KpsEHA NpodH, 3a Ja ¢ NMpeLieHH JallM € 10CTaThYHA
A00pa ¢yHkuuaTa Ha OsOpenrTe ¥ YepHUs Bu apob H na ce npoBepH JajiH HMaTe JOCTATBYHO KPhBHU
KJIETKH, 3a 1a Bu 6bne nprwioxker Ilemerpekcen Canaos. JlekapaT Moxke Aa pelIy Jajid [a IPOMCHH
703aTa, HIH [1a OTI0XKH JICYEHHETO, B 3aBUCUMOCT OT 0010TO BU ¢heTOgHHE 1 aKO OpoAT Ha
KPBBHHTE KJIIETKH € TEbpAE HHCHK. AKO IIpHeMaTe ChIIO UUCIUIATHH, BamMaT nekap 1ie ce yBepH, e
CT€ AOCTATBYHO XMJIPATHUPAHH M CTE MIOJYUUIIH IMOXO0AII0 TeYeHHE 3a NPEeA0TBpaTIBaHe Ha
NOBPLUIAHETO TIPESAM H ¢ IPUEM HAa LIMCIUIATHH.

Kaxkete Ha Bains nekap, ako ¢T¢ NpeMUHAIH WK BU npeacTon a NpeMHHETE JIbUeTEpanus, Thi
KaTo 1pH nmpunarave Ha [Memerpekcen Cannos MoXe Ja MMa paHHa WIH KbCHA PaIHAllMOHHA peaKIUA.

Kaxkete Ha Baliug nekap, ako CKOpO CT€ BAKCHHUPAHHU, ThH KaTo TOBA MOMKE [1a TTOBNIUSIE
HeDIaronpuaTHO npu npuiaarade Ha Ilemerpexkcen Canaos.

AKO MMaTe WM NpeIy ¢Te UMW ChpicuHo 3alonipane, yeeaomeTe Bammsa nexap.

Ao uMare cebupaHe Ha TeUHOCT OKOJNo bennre apobose, NEKapsAT MOXKE Aa Pellld 1a MTPEMAXHE
T€YHOCTTA 1Ipeau Ja Bu npuitoxu Ilemetpekcen Cangos.

Hena u jonOmIA
Tosa nexapcTBo He TpaAOBa /1a ce W3IMOI3BA [IPH JIELa ¥ FOHOIUH, THH KaTO HAMA ONMT C TOBA
JIEKAPCTBO MPH A¢Ua U IOHOIH noj 18-roaMIHa BB3pacT.

Apyra gexkaperBa v [lemerpexcen Cangos

Hudopmupaiite Bawms nekap, ako ripyeMare HIKAKBH ITeKapCTBa 3a JieueHHE Ha DOJIKa Wik
BB3IIAJICHHE (OTOK), HANpPHMEP JeKapCTBa, HApUYAHH “HECTEPOUIHH [IPOTHBOBBIAIHTCIIHH
cpeactea” (HCIIBC), BkoUHTENHO H JeKapCTBeHH NPOAYKTH, 3aKyneHH 0€3 1eKapcKo Npen1ucaHHe
(kaTo uOynpoden). Uma muoro sugose HCTIBC ¢ paznHuHa IpoABIDKHTENHOCT Ha JeHCTBHE. B
3aBHCHMOCT OT IUIAHMPAHKWS JeH 3a npHiarade Ha HHpysuara ¢ [lemerpexcen Cannos w/runn
CHCTOSHUETO Ha OBOpeyHaTa QyHKUUA € HeoOX0MMO JieKapsaT Ja By nochBeTBa KOH JieKapcTBa U
KOTa MOKE J1a MpHEMaTe. AKO HE CTE CHTYPHU, nonuTaidTe Bamivs nexap wiv apMaiieBT, 1aln HAKOE
ot Bawmre nexapcrea ¢ HCIIBC.

HUudopmupaiite Bawuns nekap vunu ¢apmanerta B O0JHHLATA, aKO NIpUEMATE WIH HACKOPO CTE
ApHEMAH HAKAKBH JIPYTH JIEKAPCTRA, BIUTIOUHTEIHO H TaKUBA, OTIyCKaHu Oe3 pelenra.

BpemMennocT, KbpMmene H depruiurer

BbpeMenHocT

AKo cTe OpeMeHHA, CMATATE, Y€ MOKE J1a CT€ OpeMEHHA WM TIJaHUpaTe OpeMEeHHOCT, KasKeTe Ha
Bamun gekap. Ynorpebara Ha llemerpexcen Cannos tpsOpa fa ce u304rea 1o Bpeme Ha
Opemennoct. Jlekapst Bu we o6ceau ¢ Bac Bp3Mokaus puck ot npuem Ha [lemerpekcen Cannos mo
BpeMe Ha OpeMEHHOCT.

Kenute TpabBa na u3nonzear ePeKTHBHA KOHTpALICIILMS 0 Bpeme Ha eucHUe ¢ [lemerpexcen
CaHIo3 4 B IPpOABKEHUE Ha 6 MECeUa Clie] TOBa.

Kupmene
AKO KBPMHUTE, KakeTe HA Bawus gexap. __
Kbpmenero tpadBa aa 6bae npeycTaHOBEHO 1O BpeMe Ha JieueHre ¢ [lemerpekcen Caﬂ,uo,/z




DeprHANTET

IlpenoprHBa ce Ha MEXKeTE Aa He cTaBart baium 1o speMe Ha jeuenuero ¢ [lemerpekcen Canaos u 3
MEceLa ClIe]T HEero, 3aTora TpsaOBa Aa M3MON3BaT e(peKTHBHA KOHTPALENMLMA 10 BpeMe Ha JIEYEHHETO ¢
IHemetpexcen Cannos u 1o 3 Mecena cie ToBa. AKO MMATE AKEIaHue na cTaHeTe Oaiia, o BpeMe Ha
NCYSHUETO WK 10 3 Mecella ¢Jle/l MoJIydyaBaHe Ha JISUYeHHE, KOHCYJITHpanuTe ce ¢ Balllig nekap Ui
dapmanert. Ilemerpekcen Cannos moxe ga sacerde crocobHocTTa BH 1a vMaTte fena. [lotbpeere
CbBET OT Baliug nekap oTHOCHO CHXPAHEHHETO Ha CTICpMaA MPEH Aa 3aN0UHETe JICUCHHE.

Illogupane u paGora ¢ MALIHHHA
Moxe 5ia ce gyBcTBaTe YMOPEHH nopaau nedeHuero ¢ [lemerpekcen Cannos. bpaere BHUMaTENHH,
KOraro wodgupaTe Hid paboTHTe ¢ MalLIHHH,

Ilemerpexcen Cango2 cbpabpAa HATPHI H NPONHJIEHTIHKOJI

[lemerpexcen Canpo3z 100 mg (daakon ot 4 ml):

ToBa nekapcTBO chabpIKA 1I0-Mako OT 1 mmol Harpuii (23 mg) Ha (HAAKOH, T.€. MOXKE 1A CE KaKe, Ue
NIPAKTHYECKH ,,He ChIbpKa HATPHI",

Tosa nekapctBo ebabpka 200 mg npoOMUICHINIMKOA BbB BCEKH (DJIAKOH.,

Ilemerpekcen Canzos 500 mg (daakon ot 20 ml):

ToBa nexapctBo cpabpxka 55,6 mg HaTpHi (OCHOBHaTa CHCTABKA B TOTBAPCKA/TPaIle3Ha COJ1) Ha BCEKH
¢dnaxon. Tosa oTrosaps Ha 3% ot npenoprusanus ot C30 MakcHMaseH AHEBEH NPUEM Ha HaTpHii 3a
Bb3pacTeH. Toga nekapcreo ceabpka 1 000 mg nponuiaeHrTHKON BER BCEKH (DITAKOH.

Iemerpexcen Cangos 1000 mg (dnakon ot 40 mi):

Tosa nexapcteo ceappxka 111,2 mg HaTpul (OCHOBHATA CHCTABKA B rOTBApCKa/Tpane3Ha cojl) Ha
BCEKH (makoH. Tora orrosapa Ha 6% ot npenoprueanua oT C30 MaKCHMAJICH IHEBEH NTPHEM Ha
HATPH 3a Bb3pacTeH. ToBa JIEKapcTBO ChABpPka 2 (00 mg nponuneHrTHKOI BBB BCEKH (UIAKOH.

3. Kak na mznoazsare IHHemerpexkcen Cangos

llemerpexcen Cannos Tpabea aa ce npuiara caMo oA HENOCPEACTBEHOTO HAOIIOACHNE HA JIeKap C
OITHT B JICUEHHETO C NPOTHROPAKOBA XHMHOTEPATIHS.

Hosara Ha Ilemerpexcen Cangoz e 500 MunurpaMa 3a eIMH KBaJIpaTe€H METHP TENECHA IIOBBPXHOCT.
3a H3YHC/IABAHE HA TeNleCHATA MMOBLPXHOCT Ha TAIOTO C& U3MEPBAT PHCTA H TerIoTo. BawnaT siekap
IC M3YHCITH NOAXOoA%IaTa 38 Bac no3a ¢ noMoluTa Ha Taka U3IMEpEHATa TeJIECHA TTIOBBPXHOCT. Tazu
A03a Moxke Aa Obae ajantupaHa Wik JSHEHUETO MOXKE Ja C€ OTJIOKH B 3aBUCHUMOCT OT Opod Ha
KpBBHUTE BH KIeTKH K oT 06110TO BH cheTosHue. [peau npunaranero, papManeBt o1 O0THULATA,
MEIHUIIMHCKA CeCTpa WIIK iekap Wwe cMecH koHuenTpara [lemerpekcen Canaos ¢ HHXKEKIHOHEH

pa3TBOp Ha HaTpHer XiaopHa 9 mg/ml (0,9 %) unu ¢ uHkexHOHEH pa3TBOp ¢ roko3a 50 mg/ml
(5%).

liemetpexcen Cannos me Bu 6bie mpumaral BHHard karo uHgys3us peB seHa. MHady3usara e
npoawKasa npudoauzuTento 10 MUHYTH.

Koraro lemerpekcen Canpos ce npuiara B KOMOMHALMSA C LMCILIATHE:

Jlexapar wnu papManeBThT OT OOMHHLIATA LIE M3YKCIAT HeoOXoaUMaTa 3a Bac ao03a cnopea Bawus
pBCT U TerNo. L{ucmiarud cbiio ce npuiara Karo HHQy3usa BbB BeHa, MpHOAM3HTEIHO 30 MUHYTH
CJieql 3aBbprIBaHe Ha uHdpy3uATa ¢ [lemerpexcen Cannos. UAdy3usaTa ¢ uuciiiaTiH DpoabKaBa
NpudIU3KUTENHO 2 Yaca.

Hudy3uara ce npunara oOMKHOBEHO Ha BCEKW 3 CEIMHMLIH.




JONBbAHUTETHY JieKapCTBA:

KoptHkocTepouau: Baumiar siekapsr e Bu HasHauH cTepoHaHH TabneTku (KOETo OTroBaps Ha 4
MUJIMCPaMa AeKCAMETA30H /1Ba IIBTH JIHEBHO), KOUTO LUe TpsaOBa 1a npueMaTe B AEHA NPEIH, B CaMud
JIeH ¥ B JIeHA cnen nedeHue ¢ [leMerpexcen Canaos. Toa iexkapeTBO ce Ha3HA4YaBa, 3a Ja CC HaManu
YeCTOTATa U TEXKECTTA HA KOXKHWUTE PEAKIINK, KOUTO MOXKeTe Ja HMAaTe MO BPpeMe Ha
MPOTHBOTYMOPHOTO JICUCHHE.,

Buramunuu nobasku: Bamusar nexap uie Bu HazHaum nepopasnieH npreM Ha (oHMEeBa KHCEHHA
{BUTAMHWH) WIH MYJTHBHTAMWH, ChIbpKam (honrera xucenusa (350 go 1 000 Mukporpama), KOHTO
e TpsOBa A4 PHEMATE BEAHBXK AHCBHO J0KATO cTe Ha Jieuenue ¢ [lemerpekcen Canpos. Tpadea ga
NpUeMeETe [I0He 5 03 MO BpeMe Ha celeMTe AHM NMpeau nbpeara Aoza [lemerpekcen Cannos. Lle
Tpabea 1a NpoALDKUTE a npHemMare ponrera KMCeIHHA B NPOIbKeHHe Ha 21 OHH cllel ocIeJHATa
nosa ot Hemerpekcen Cannos. e Bu 6vne npunoxkeHa ¢bI0 HHDKEKIHA ¢ BUTaAaMUH B12

(1000 muxporpama) B ceaAMHLAaTa npeaq npunaradeTo Ha llemerpekcen Canzos M cnel ToBa
MpUOMH3UTEIIHO HA BCEKH 9 ceamuup (KOeTo oTroBaps Ha 3 kypca ieuenue ¢ Ilemetpexcen Cannos).
Buramun B2 M donvesa kucenrHa e By 6baaT npunarady 3a HaMasisBaHe Ha BE3MOKHHTE
TOKCHYHH €(PEKTH HA IPOTHBOTYMOPHOTO JIEUEHHE,

AKO MMaTe HAKAKBY JIOTTBJIHUTENHH BBIIPOCH, CBbP3aHU ¢ YIOTpedaTa Ha TOBA JIEKAPCTBO, MOIIUTAHTE
Bans nekap Wiy gapmauesT.
4. BB3MOXKHEN HEXKeIAHH peaklHuH

Kakro BCHUKH TekapcTBa, TOBA TEKapCTBO MOXKeE J1a MPedH3BHKA HEXKE/TaHW peaKIlil, BBITPEKH Y€ HE
BCEKH I'H MOJTy4aBa.

TpsdBa HezaDaBHO A2 ce CBBPIKETE ¢ JIEKAPA CH, AKO0 3a0e/1e:KHTe HAKOE OT CJACAHHTE:

o Bucoka remnepatypa uwim nH$exiusa (CLOTBETHO YSCTH HIH MHOTO YECTH): aKO HMAaTe
TeMriepaTypa 38°C wiu noseye, M3NOTABAHE WIM APYIH MPH3HALM Ha MH{pEeKLMA (ThH KaTo

MOKE Ja UMaTe No-MaJIKo Oe/TH KPbBHH KIETKH OT HOPMAITHOTO, KOETO € MHOTO 4eCTO
cpewano). Hadekuuara (cencHc)} Moxe Aa ¢ Texxka M OM Morjia Ja JOBEAE A0 CMEBPT.

. AKo 3anoytere Aa 4yBcTBaTe 00JKa B rBPANTE (UECTO) HITH HMAaTe YCKOPEHO ChpuebueHe
(He4ecTo).

o AKo umate 00/Ka, 3aYepBABAHE, OTOIH H/IH PAHHYKH B yeTaTa (MHOIO YECTO).

. AJIepru4Hy peakuyH; ako pa3spUeTe KOXKeH 0OpHB {MHOTO YECTO) / UyBCTBO 34 MAPEHE HJH

Oouxane (UeCTO) HIH BHCOKA Temneparypa (uecto). KokHHTE peakiMH pAAKO Morar ga Obaar
TEXKH U 13 NpuudHAT cMbpT. CBBpKeTe ce ¢ Baums nekap, ako umarte TexxbK 00pHB, CbpiexK
HJIH MeXypH (CHHAPOM Ha CTHBRBHC-[PKOHCHH MITH TOKCHYHA eNMUAepMaliHa HeKpOIu3a).

J AXO 4yBCTBATe YMOpA, ¢1abocT, JecHO ¢e 3aaAbXBaTe WIH aKo uirnexaare onend (TbH KaTo
MOXETE ia UMATe MO-HHUCEHK XEMOTTIOOUH OT HOPMAITHOTO, KOETO € MHOI'O YECTO).
. AKO HMaTe KbpBeHe 0T BEHIHTE, HOCA HJIH YCTATA WIH HAKAKBO KBPBREHE, KOETO HE CIIMPa,

YePBECHHUKAB WJIH PO30B 1IBAT HA YPHHATA, HEOUAKBAHK CUHHHH (THH KaTO MOXKE Ja UMATE MOo-
MaJIKO TPOMOOIIMTH OT HOPMAJTHOTO, KOETO € MHOFO YeCTO).

. AKO UMare BHE3alNeH 3aayX, CHIIHA 60JIKa B IPhAHRSA KON HIH KAlIUTALA ¢ KbPBABH XpaukH
(HeuecTo) (MOKE 14 O3HAUABA HATHYHE HA KPBBEH CHCHPEK B KPHBOHOCHHUTE CHIOBE Ha OeauTe
IpoOoBe)




Hexenanure peakuus ksM [lemerpexcen Canio3 MoXe a BKIHOUBAT:

Muoz0 yecmu (Morat na 3acersat noeeue ot | Ha 10 aynu)

HUndexups

MDapUHrUT (BB3NAJIEHO MBPIIO)

Hucwk Opoit HeyTpOGWIIHM rpaHyIOHUTH (B O€In KPbBHH KIETKH)
Hucbk 6po# 6611 KpBBHU KI€TKH

Huenk xemornobun

bornka, 3auepBaBane, OTOK WX BB2IIAJICHHE Ha yCTarTa

3ary0a Ha aneTuT

[ IorpblinaHe

Huapys

I'anene

Koxen obpus

Jliomemna ce Koxka

OTKIOHEHHA B KPBBHHTE U3CIICABAHHUA, OTUHMTAIIN HaManeHa 660peuna GyHKUH
Ymopa (yMOpPAEMOCT)

Yecmu (Morar na 3acernar o 1 Ha 10 qymm)

HHupexkuus Ha KpbBTa

[loBuieHa TenecHa TeMINEpaTypa ¢ HUCHK OpOM Ha HEYTPOWUIHHATE rPaHy IONHTH (BUA Oeiu
KPbBHH KJIETKH )

Hucek 6poiil TpoMOOLHTH

AnepruuHa peaxuus

3aryba Ha TE€JIECHH TeUHOCTH

IIpoMsHa Ha BKyca

VBpexknaHe Ha IBUraTejIHUTE HEPBH, KOETO MOXe Ja NPHYMHH MYCKYJIHa Cl1abocT v aTpodus
(oTcnabBaHe) OCHOBHO Ha pbLIETE H KpakaTa

YBpexaaHe Ha CETUBHUTE HEPBH, KOETO MOXKE Ja MPWIMHH 3ary0a Ha YyBCTBUTEIHOCT, Mapea
6onka u HecTabWIIHA MOX0AKA

3aMasHoOCT

Bb3nanenue WM OTOK HA KOHIOHKTHUBATA (JTUraBHLIaTa, KOATO NMOKPHBA BhTPElIHATA
[IOBBPXHOCT Ha KICNMadyHTe M 6471aTa 4acT Ha OKOTO)

Cyx0 0KO

CBbiI3eHe HA O4YUTe

CyxoTa Ha KOHIOHKTHBaTa (JIMraByLAaTa, KOATO MOKPHBA BLTPENIHATA MOBBPXHOCT HA KJIENaYHTe
M OsJiata 4acT Ha OKOTO) M POTOBHIATA (MPO3PadHUAT CJIOH NMpe HpHca W 3eHULIATa)

OTOK Ha KJelaunTe

Hapyimenne Ha o4uTe CBC CYXOTA, Chi3eHe, Apa3HeHe H/UH Doka

CppaedHa HEAOCTATHYHOCT (CHCTOAHUE, KOETO 3aCATa CHJIATA HA M3MOMIIBAHE HA CEPACYHHSA
MYCKYJI)

HernipaBuneH crpaedeH puTLM

Jloio xpaHocMHUIaHe

3amnek

boska B kopeMa

Yeped npod: yBeaHYaBaHe HA KONHYESCTBOTO HA XMMUYHMUTE BEIIECTBA B KPBBTA, IPOH3BEICHH
OT 4epHHA J[pod

[HoBulllcHAa MUTrMEeHTANUs HA KOXKATa

Crpdex 1o koxara

O6pus no TU0TO, IPH KOHTO MeTHATA NPWIMYAT HA MULIEHA
3aryba Ha koca

Konpusha tpecka

3aryba Ha On0peuHa pyHKIIHM

Hamanena 6n6peuna GyHkiing




Ilosnimena TenecHa TeMneparypa

bonka

HarpyneaHe Ha TeUHOCT B TENECHHTE ThKaHH, MPHYKHABAIIO OTOK
bonka B rpb/IHAA KOLI

Boinanenue u pazsa3paBaHe HA JTUTABUIIMTE HA XPAHOCMUIATC/THUA TPAKT

Hevecmu (Morat na 3acernar go 1 va 100 gymn)

Hamanen Opo# Ha 9epBeHUTE KPBBHH KICTKH, O/IMTE KPBBHH KIETKH H TPOMOOLIMTHTE
Y aap (MO3BUEH yJ1ap, UHCYJIT)

Bua Mo3BUeH yaap, npu KOWTO MO3BUHA apTepUA € 3alyLCHA

KpbBOoH3nMHB B yepena

CreHokapaus (60/Ka B rpbAHNAS KOLIL, MPHYHHEHA OT HaMaJleH IPHTOK Ha KPBE KBM CBPILETO)
HadapkT

CTeCHEeHHE WIH 3alTylIBaHe Ha KOPOHAPHHUTE apTEPHH

YYECTCH ChPACUCH PUTBM

HenocraTbueH NpUTOK Ha KpbB KBM KpalHHLWTE

3amnyluBane Ha eHa OT OenoapoOHHUTE apTepHH

Br3nanenue u cpacTBanug Ha 0OBHBKATA Ha Oenure Apobose ¢ IMpobieMH B JHHIAHETO
HsxoxraHe Ha ApKoUepBEHA KPBE OT aHyca

KbpBeHe B XpaHOCMHTATETHUS TPAKT

UpesHa nepdopanns (pasKeCBaHe)

Brinanenue Ha IMraBuUAaTa HA XpaHOIIPOROAA

Beanasenue Ha nuraBunaTa Ha AedesToTO YepBO, KOETO MOKE J1a OE/Ie MPHAPYIKEHO OT YPSBHO
HITH PEKTAIHO KbPBEeHE (HAON0JaBaHO caMO B KOMOHHAILKY ¢ UMCITATHH)

Biananenue, 0TOK, 3a4epBsiBaHe H €PO3Ms Ha JTHTABMIATA HA XPAHOIPOBOIA, MPUUMHEHH OT
JI'bYEeTEpanys

Beamanenue Ha Senure npobGose, NPUUHHEHO OT JIbYCTEPANIHA

Peodxu (morar aa 3acerdar ao 1 Ha 1 000 myimu)

PaspyinaBane Ha YepBeHHTE KPbBHH KIETKH

AHadunakTHYeH oK (TexKKa anepruuHa peakuys)

Br3nanurenno 3adongapaHe Ha YepHUs pod

3adepBaABaHE Ha KOXKaTa

Koxxen obpuB, koiito ce nossaBa HaBCAKBIAE B ODABLUBAHA MIpeIn TOBA OONACT

Mriozo peoku (morat na 3acernar g0 1 Ha 10 000 yoseka)

C neuszgecmna wecrmoma (OT HAJTMYUHHTE JAHHH HE MOXE 12 ObJie HAIPABEHA OLEHKA)

Hudexkupm Ha KoxaTa H MEKUTE THKaHH
Cunnpom Ha CTHRBHC-KOHCHH (BHA TEXKKA peaKlldg Ha KOXKATA M JIMTABHIINTE, KOATO MOXE Aa
O'bJIE AKHBOTO3aCTPALLIABALLA)

Toxcuuna emaepMania Hekponusa (BMA TEXKKA KOKHA PEAKLUA, KOATO MoXe J1a Obae
YKUBOTO3aCTpallIaBaia)

ABTOMMYHHO 3a00NABaHe, KOETO IPHYHMHABA OOPHBH M MEXYPH TI0 KOXKATa HAa KpaKaTa, PbLETe
H KOpeMa

Br3nanenwne Ha Kokata, XapaKTEpH3Hpallo Ce ¢ HATHYKME Ha OyJIH (TOJIeMH MEXYPH),
HM3IMBJIHEHH ¢ TEYHOCT

W3TbHABaHE Ha KoXKaTa, MEXypH, €po3ud M Oene3d no Koxxara

3auepBaBaHe, OOIKA U OTOK [NTABHO ITO JOJHHTE KpaHHHIIH

Bb3naneHue Ha KoxkaTa U NOAKOKHATA MACTHA ThKAH ([ICEBXOLETYIINT)

Br3nanenue na KoxkaTta (1epMaTur)

Koxxara craBa pp3naneHa, chpOsAIa, 3auepBeHa, HANYKAHA M IPANaBa

CHAHO CHpOALIM NeTHa

$opma Ha 1uabeT, 1poKaIa ce TIIaBHO Ha 3abosaBaHe Ha ObOpelmTe




° 3abonsasaHe Ha OBOpenMTE, BKAIOUBAIIO 3aTHBAHE HA €MTHTENIHUTE KJICTKH, KOHWTO NOKPHBAT
OBOpeunUTE KaHanyeta

Moske 1a uMaTe BCEKH OT Te3W CUMITOMH W/HIIH chbeTosHUA. Tpadpa fa KaXkeTe Ha JieKkaps CH
BH3MOKHO HaH-CKOPO KOTaTO Bb3HUKHE HAKOS OT TE3H HCKEJIGHU peaKLIUU.

AKO Cce TPEBOXKMTE 3a HAKOA OT HEXKEIAHUTE PEAKLIMU, rosopere ¢ Bawuus nexap.

Cho0maBaHe Ha HekeNauH pPeaklHn

AKO NnOJIy4HTe HIKaKBH HexKe/1aHH JICKaAPCTBEHH peakilvM, YBeAoMeTe Balusa nekap WiH papMaLeBT.
ToBa BKIIOYBA BCHUKH BBH3MOKHM HEOMNHCAHH B TA3H JIMCTOBKA HEXETAHH peakumy. Moxkere cbluo na
CHODILUTE HEXETAHH PEaKi[UH JHPEKTHO Ype3 HALMOHATHA CHCTeMa 3a chobmasane, B HarmbanuTenHa
areHIMA 1o jgekapereara vi. . Jlamad I'pyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yebeair:
www.bda.bg. Karo chobinasare HexxemaHH peakiii, MOXKETe 14 JajJeTe CBOA MPUHOC 33 MOTy4YaBaHe
Ha NoBeye HHPopMaLKA OTHOCHO He30I1aCHOCTTA Ha TOBA JIEKapCTRO.

5.  Kak na cexpanasare Ilemerpexcen Cangos
Jla ce cbxpansgBa Ha MACTO, HEJOCTBITHO 34 JIela.

He v3nionssaiiTe ToBa JIeKapcTBO Clied CPOKA HA TOAHOCT, 0TOeNA3aH BLPXY KapTOHEHATa OIaKOBKA H
eTHKeTa cien .l ogeH go:”. CpOKbT HA FOJHOCT OTTOBAapA Ha MOCACHHA JE€H OT NOCOUYSHHUA MECELL

HeorBopeH diakon
Ha ce cbxpanasa moa 25°C. Ja ce ¢pXpaHssa B ODHIMHAIHATA OMAKOBKA, 34 Jia C€ NPEAIasH OT
CBETJIMHA.

Cnen TbpBOTO OTBAPSIHE
ITpoaykTeT TpaOBa Aa ce W3mo3Ba He3a0aBHO. BCHUKK HEM3MON3BaHH KOJIMYECTBA OT HEro TpsORa Aa
ObaaT U3XBBPJICHH.

Cren pazpexaane

Qnarxon om 100 mg

CrabHnHOCTTa HA MPUTOTBeHHS UH(YZUOHEH Pa3TBOP € J0Ka3aHa 3a 3 JHH [PU CBXPAHCHHE B
XJATHIHEK pu 2-8°C, 3amuTeH OT CBETAKHA.

Oaaxon om 500 mg u dhaaxon om 1000 mg

CTa0WIHOCTTA HAa MPUrOTBeHKHY HH(Y3HOHEH Pa3TBOP € AOKa3aHa 3a 7 JIHH [IpH ChXpaHEeHUE Ha
CTaHHa TEMIIEpaTypa, 3allUTCH OT CBETIMHA U 3a 14 AHM IIPH ChbXpaHeHHe B XNaAMIHHUK npy 2-8°C,
3aLLATEH OT CBET/IHHA.

Ot MUKpoOHOMOr#H4HA J1eHa TOYKA, NPOAYKTHT TPA0Ba Jia ce H3M0JI3BA BEAHAra. AKO He Ce€ H3IoN3Ba
He3a0aBHO, MEPUOIBT HA M3MON3BAHE W YCIIOBUATA 33 CHXpaHEHHe MpeAH YIoTpeda ca OTTOBOPHOCT
Ha [IOTPeOUTENIL B 0OMKHOBEHO HE HATXBBPAAT 24 vaca npH 2°C 1o 8°C, OCBEH aKo pa3pexAaHETo €
H3BBPHICHO IPH KOHTPOJHUPAHH U IIOTBLPAECHO aCCNTHYHH YCIOBHA.

He u3xpnpralite nekapcTBata B KAHAJIM3AIMATA WM B KOHTEHHEPA 3a JOMALIHH OTIIAAbLIM.
[Totrraiire Bamma dapmaneBT Kak J1a M3XBBPIATE JEKapCTRATa, KOWTO BEYe HE H3MOI3BaTte. Te3u
MEPKH LI CIMIOMOTHAT 3a ONa3BaHe Ha OKOIHATA Cpeja.




6. CohabpKaHHE HA ONIAKOBKATA H JONbJIHHTEIHA HHPoOpMATIHS

Kakgo ¢saspxka llemerpekcen Cannos
AKTHBHOTO BENIECTBO € IIEMeTpeKces {KaTo meMeTpeKce ] THHATPHER XEMHITEHTAXHIPaT).

Beeku 1 ml koHIEHTpaT 3a UH(Y3IHOHEH pa3TBOP ChABpAKA 25 mg nmeMmeTpekces (KaTo MEMeTpeKce
AUHATPHEB XEMUIICHTAXKAPAT).

Bcexu dmakoH ot 4 ml ceaspaxa 100 mg nemerpekcen (KaTo DEMETPEKCEA, THHATPHER
XEMHUICHTaXHAPAT).

Beeku dnaxon ot 20 ml cpappxa 500 mg neMetpexcen (KaTo NeMeTpeKcel AMHATPUEB
XCMUIICHTAXHAPAT).

Beeku duiakon ot 40 ml eoabpxa 1000 mg nemeTpekcen (KaTo MeMETpPeKCen THHATPHEB
XEMUIICHTaXU/Ipar).

Hpyrure ¢hCTaBKK ca: HaTpHeB THocy AT nedtaxuapar (E539), nponunenrnukon (E1520),
XJIOPOBOJOPOJIHA KMCENHHA (3a Kopekuus Ha pH), Hatpues xuapokceun (E524) (3a kopekums Ha pH),
BOJA 34 HHKECKLIHH.

Kaxk n3rnexna llemerpexcen Canaos ¥ KAKBO CLABLPKA ONMMAKOBKATA

lHemerpekcen CaHO03 € KOHLUEHTPAT 3@ HHPY3WOHEH pa3TBop. 1ol € OUCTEp, Oe31BETEH 0 JKBIT HIH
KBJATO-3€JIeH pa3TBOP. Pa3TBopsT Ha npakTHKa ¢ 0e3 YaCTHIIH.

Ilemerpekcea Cannos e onakoBaH BbB (PJIAKOH OT CTHKA0 Tl | ¢ OGpoMOyTHIIOBA rymMeHa 3aIyHiajika v
ATyMHHHEBa 00KATKA CbC CBETAOCHHEBO IUTACTMACOBC OTUYIBALLO C€ Kalaye,

Beexu ¢prnakon ceabpxa 4 ml, 20 ml unn 40 mi koHuenTpar 3a uH¢py3HOHEH PA3TBOP.
Bcesika omakoska cpabpka 1 duakos (¢be uiu 6¢3 3amMTHA OOKATKA).

IIpureskaTen HA pajpelIeHHETO 32 YIOTpeda
Sandoz d.d.

Verovskova 57, 1000 Ljubljana
CAoBeHHUA

IIpon3BoAnTe:

EBEWE Pharma Ges.m.H. Nfg. KG
Mondseestrasse 11,

4866 Unterach am Attersee
ABcTpus

Fareva Unterach GmbH
Mondseestrasse 11,
4866 Unterach,
ABcTpus

Tosu JexkapcTBed NPOAYKT € 0J00pen B CTPAHATE-1IeHKH HA EBponeHcKOTO HKOHOMHYECKO
npocrpascTso H OdeanHeHoTo KpancTBo (Cepepaa Hpaanaus) ebe cieAHHTE HAUMEHOBAHHS

Country Product name of generic product
Hunepnanaus Pemetrexed Sandoz 25 mg/ml, concentraat voor oplossing vo@: Tnfusm Y
ABCTpHSI Pemetrexed Sandoz 25 mg/ml — Konzentrat zur Herstellun$ éfn]EB f"’ ﬁ";;-__'_-; Ay ) T

Infusionsldsung @ \ & SRR B
"'-u.’




benrus Pemetrexed Sandoz 25 mg/ml concentraat voor oplossing voor infusie
bearapus [Temerpekcen Canpos 25 mg/ml KoHLEHTpaT 3a HHPY3HUOHEH Pa3TBOp
HNanus Pemetrexed Hexal
Mbpirus Pemetrexed/EBEWE 25mg/ml mokvd Siddopa yio topacokenyy StehDputog
TPOG EYYVON
Hcnanus Pemetrexed Ebewe 25mg/ml concentrado para solucion para
perfusion
OuHnaHaus Pemetrexed Hexal 25 mg/ml Infuusiokonsentraatti, liuosta varten
OpaHups Pemetrexed GNR 25 mg/ml, solution a diluer pour perfusion
Hpnanaus Pemetrexed Rowex 25 mg/mi concentrate for solution for infusion
Hcnannus Pemetrexed Hexal 25 mg/ml Koncentrat til infusionsvaske, oplosning
HUranus Pemetrexed Sandoz BV
JlutBa Pemetrexed Ebewe 25mg/ml koncentratas infuziniam tirpalui
Hopgerus Pemetrexed Hexal
ITonma Pemetrexed Sandoz
[Topryranus Pemetrexedo Sandoz
PymMbHHS Pemetrexed Sandoz 25mg/ml concentrat pentru solunie perfuzabild -
[Iseuns Pemetrexed Hexal 25 mg/ml Koncentrat till infusionsvitska, 18sning
CrnopeHns Pemetreksed Sandoz 25 mg/ml koncentrat za raztopino za
infundiranje

Jara Ha nocneqHO Npepasrickiane Ha JHCTOBKATA
MM/ITTT

llocouenara no-gomy nHPopManns € npeIHaA3HAYCHA CAMO 34 MEIHIIWHCKH CIELIMAIMCTH,
_ .S?

Cneuraiiy NpeanasHd MepKu NpH W3XBBPIASHE U paboTa., ' fﬁ f '.: B
L 200 e g

Pazmeopume na nememperceo ca camo 3a eOoHokpamua ynompeba. Heuznorzeanuam nrexa ch‘t H*

MECMHUME UIHCKEAHUA 30 HHMOCMAMUYHU cpedcmaa.



1. HM3nom3pakite acenTyyra TEXHUKA TIPH Ha paspexaaHe Ha MeMETPEKCE 3a MPHIIOKESHHE KAaTO
HHTPaBCHO3HA HHPY3HAL.

2. Hsuucnere nosata m Opos ¢pnaxonn [lemerpexcen Canmos, kouTo ¢a HeoOXonumH. Beexu
¢nakon cpaABpAKA NOBEUE OT HEOOXOANUMOTO KOIHYECTBO MEMETPEKCE ] KOHLICHTPAT, 3a ja e
OCHUTYPH [IOCOYECHOTO HA €TUKETA KONTHYECTBO.

3.  HeoObxoaumuar obeM oT nemMeTpeKce/l KOHUCHTpAT TpsAOBa Ja Obl€ AOITBJIHUTEIHO Pa3pe/icH ¢
HaTpHeB x10pHA 9 mg/ml (0,9 %) ukekunoHeH pazTeop (063 KOHCEPBAHT) HIIH ¢ II0Ko3a 50
mg/ml (3%) nmxexunonen pasteop (6e3 koHcepeaHT) Ao noaydasaHe Ha 0bem or 100 mi u pa
ObIe NPUIOKEH KATO MHTPABEHO3HA UH(Y3HS B NPOARKEHUE Ha Haa 10 MUHYTH.

4, IlpurorBenusT criopen ykazaHusTa pa3TBOpP 33 HHPY3UH HA IEMETPEKCE] € ChBMECTUM CBC
CAKOBE H CHCTEMHU OT TTONHOICQHH.

5. JlekapcTBeHWTE MpOSYKTH 3a NIapeHTepanHa yrnorpeba TpaOpa aa ObaaT NPOBEPIBAHH BUZYATHO
33 HAJTMYHE HA YACTHUIH H NPOMSAHA Ha L[BeTa UM Tipeay yrnorpeda. [fa He ce U3Moms3Bar 1pH
HaJIUYHE HA YaCTHITH.

IIpuroreaHe H NpeayNpexIeHHs NPH OPpHIOKeHHe: KaKTo M IpyFrHTe NOTEHLHAIIHO TOKCHYHU
NPOTHBOTYMOPHM CpeACTRa, paboTaTa U IIPUTOTBAHETO Ha HHGYIHOHHUSA PATTBOP [IEMETNEKCE
TpaAOBa Aa cTaBa ¢ MOBULIEHO BHUMaHHKE, [Ipenopbusa ce H3MOIBBAHETO Ha PEKABUIM, AKO pa3TBOPHT
HA TIEMETPEKCEN NoNaJHe BbPXY KOXKAaTa, BeHAra U3MHITE MACTOTO MHOIO A00pe ChC CanyH H BOJA.
AKO pasTBOPBT Ha MEMETPEKCe/ ] NONATHE BhPXY JHraBuiia, NpoMHiiTe o0MIHO ¢ Boja. llemeTpekeea
He MpHYHHABA MeXypH. HaMma cnenmduyer aHTUOT NPH €KCTpaBa3alya Ha MIEMETPEKCE.
JOKIaaBaHH ¢a HAKOJIKO ClTyyas Ha €KCTPaBa3alid Ha NEMETPEKcel, KOUTO HE ¢d OLEHEHHW KaTo
CEPHO3HH OT uscieaoBarend. Ekcrparazanmsata Tpadea 1a Obae oBiaAsHa CIopel MECTHATA
CTaHJapTHa NPaKTHKA, KAKTO MPH APYTHTE HE-BE3UKAHTH.




