JIncroBka: nHpopmauus 3a norpeduTe/ s
[lemerpexcea HoBamen 100 mg npax 3a koHueHrpar 3a HHQY3HOHEH pPa3TBOp
Pemetrexed Novamed 100 mg powder for concentrate for solution for infusion
ITemerpexcen Hosamen S00 mg npax 3a KOHNERATPAT 32 HHQY3IHOHEH Pa3TBOP
Pemetrexed Novamed 500 mg powder for concentrate for solution for infusion

nemerpekcea (pemetrexed)

ﬂpﬂ‘lETETE BHHMATEC/IHO HAJIATA JIHCTOBKA, NPEC/IH A 3AlI0OYMHETE 1A IPpHEMATE TOBA JIEKApPCTBO,

ThH KATO TS CbAbPKA BaxkHa 3a Bac nndopmanus.
- 3ana3ere Ta3u JIMCTOBKA. Moxke Ja MmMarte Hy»Kaa J1a s NPOYETETE OTHOBO.
- AKO UMaTe HAKAKBH JOIMBJHUTEIHU BLIIPOCH, NonuTaite Baiuus nekap unu papmaiesr.

- AKO NOJIYYHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHH peakuuu, yBeaomere Bawuus nekap uiu
¢apmanieBT. ToBa BKIKOYBA U BCHYKH Bb3MOXKHH HEXEJIaHW peaKliMK, HEONMUCAaHU B Ta3u
JTUcTOBKAa. Buxkre TOUuKa 4.

KakBo cbABpKA TA3H JIHCTOBKA

/0 I 7271/ 72

KakBo npeacrasngsa [lemerpekcen HoBamen M 3a KakBO ce U3M0J13Ba

z Kakso Tps0Ba na 3Haere, npeau aa winonssare Ilemerpekcen HoBamen ‘ 90 -01- M7%

3.  Kak na w3nonssare [lemerpekcen HoBamen /Z\J AL I

4.  Bb3MOXKHH HEXKelaHH peaKLHH - L1000 / ";,Z 16 -01- 2026
o ¥ Kak na cexpanssare Ilemerpekcen Hosamen

6. CpabpkaHHe Ha OMAKOBKATa W JOMbIHUTENIHA HHDOpMaLIKS

1. Kakso npeacrasassa [lemerpekcen HoBamMen u 3a KakBo ce H310.13Ba

[lemerpekcen HoBamen e niekapcTBeH NpoayKT, M3MOJI3BaH 3a JIeYEHHE Ha pak.

Tosa iekapcTBO ce rnpuara B KOMOMHaLM C LIMCIUIATHH - APYT IPOTHBOPAKOB JIEKAPCTBEH
MPOAYKT, KAaTO JICYEHHE 3a 3JIOKAYECTBEH IUJIEBPAJIEH ME30TEIMOM — (pOpMa Ha pak, KOHTO 3acsra
oOBUBKaTa Ha OeJius Ipo0, HAa NaLMEHTH, KOUTO He ca MoJy4YaBaiu Mpe/d TOBa XHMHOTEPAIHs.

To cbo ce npuiara B KOMOMHAUMA C LIMCTUJIATHH 3@ MbPBOHAYAIHO JIEYEHHE Ha MALMEHTH C
HanpeaHal cTaJiui Ha 0eso1poOeH pak.

[lemeTrpekcen HoBamen moxe n1a Bu 6bae npeanucan, ako uMmare 6es101pobeH pak B
HanpeaHana CTaJuk H ako 3abosisBaHeTo Bu ce noBausBa OT IEUEHUETO UJIM AKO TO OCTaBa B
3HA4YUTE/IHA CTENEH HEMPOMEHEHO CJle]] ITbpBOHAYaJHaTa XUMHUOTEpaIHs.

loBa iekapcTBO CHLIO € JIeYeHHE 3a NalMeHTH ¢ 6e10apobeH pak B HanpeaHasa ¢asa, PH KOUTO
3a00J1BaHETO NPOrpecHpa, ciiesl Kato e Ouia U3nos3BaHa JApyra HauajiHa XMMHOTEPAITHS.

2 KakBo TpsiOBa na 3Haere, npeau xa uznoassate [lemerpexcen HoBamen

He n3noussaiite [lemerpexcen HoBamen

- aKO CTe aJIEPruyHH (CBPbXYYBCTBHUTE/IHU) KbM NMEMETPEKCEL HITH HAKOS OT OCTAHAJIMTE
CbCTaBKH Ha TOBA JIEKApCTBO (M30pPOEHH B TOUYKA 6).

- aKO KbpMHTE, TpsA0Ba 1a NPEYCTAHOBUTE KbPMEHETO 110 BPEME Ha JIEYEHHE C NEMETPEKCEI.

- aKo CKopo Bu e HanpaBeHa Wik ckopo wie Bu ce npaBu BakcuHa, Cpelily Kb/Ta Tpecka.
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IIpexynpexaeHAs B OPEANAIHE MEpPKA
[oBopere ¢ Bawuus nexap unu 6onHndeH gpapmalesT, npeny na npuemere [lemerpexcen Hosamer

AKO UMaTe WIH CTe HMaTH npobaemMu ¢ 61OpeunTe, NoroBopeTe ¢ Nekapsa WK papMaLEeBTa Ha
OONHHLIATA, THif KATO € BL3MOXKHO JIa HE MOXETE Jia OTY4YaBaTe TOBA JICKAPCTBO,

[Ipeau Bcaka uHy3us we By ce B3eMaT KpbBHH NPOOH 3a NpeLieHKa, Jalu ca 3aJ0BOMUTEHH
6bOpeuHarTa u uepHoApoOHa GyHKUMH U 1a ce MPOBEPH, Al UMaTe JOCTATHYHO KPBBHH KJIETKH, 32 /1a
nonyuuTe neMerpekcen. JlekapsaT Moxe 1a pelliH, Jany ja NpoMeHH A03aTa WK Aa OTJIOKH JIEYEHHETO, B
3aBUCUMOCT OT 0010TO BH cheTOHME K ako BPOAT HA KPLBHUTE KNETKH € TBhP/e HUCBK. AKO
Noay4YaBaTe ChILo UMCILIATHH, Baumsar jiekap 1ile ce yBepH, Ye cTe XUAPAaTHPaHH NPaBUMNHO H CTE
NOJIYYMJIH MOAXOAALIO JieueHHe 32 MPpodHUITAKTHKA HA MOBPLIIAHETO NPEAY W ClIe] MOJTy4aBaHe Ha
LIMCIJIATHH.

AKO cTe SWIHM noanokeHu Ha uan Bu npeacroH rpyueTepanus, MO Kaxkere Ha Baluus nekap, Thil kato
npu npunarase Ha [lemerpekcea HoBamen Moxe 1a viMa paHHA MKW KBCHA paJHALIMOBHA PpEaKLHA.

AKO CKOpO CT€ BAKCHHHPaHH, MOJISi K&KETE Ha Bawius nexap, Thi KaTO TOBa MOXKE A OKAXE JIOUIO
BJAMAHHE TIPW NMpUNaraHe Ha TOBA JIEKApCTBO.

AKo umare cbpAeqHO 3a00n9BaHE HIAH UMATE HCTOPHA 3a ChPACYHO 3aD0NABaHE, MO YBEAOMETE
Bawua nekap.

|
AKO ¥MMaTe HaTpymNBaHe Ha TeHUHOCT OkON0 benunTe ApoboBe, NEKAPAT MOXKE Aa PELIK Na OTCTPaHH
TeYHOCTTA Nnpeau Aa By aane neMerpekcen.

leua 1 romoun .
Tosa nexapcTBo He TpsadBA Ja ce H3MOJI3BA NPH AelA WIH IOHOLLH, 3a1I0TO HAMa ONMT ¢ TOBA JIEKAPCTBO

Mpy Aeua U KHOLWK noj | 8-roauiiiHa BB3pAacT.

Apyrn nexapcrsa H Ilemerpexcen HoBamen
Hndopmupaiite Batius nekap, ako npuemMaTre HAKAKBH JIEKAPCTBEHH MPOAYKTH MPOTHB OoNka WK

ab3naneHue (0TOK), HallpyMep JICKAPCTBEHH NPOAYKTH HAPHUYAHH ,,HEGTEPOUIHH NMPOTHBOBL3MANHTENHH
AexapcereeHd rpoaykrn” (HITBJIIT), BkatounTenHO M teKkapcTREHH NMPOAYKTH, 3aKyTNeHH Oe3 ekapcko
npeanucanue (kato voynpodgen). Kma muoro ugose HCIIBJII ¢ paznuyHa npoab/DKHTETHOCT Ha
JEHCTBHE.

3 3aBHCMMOCT OT IUIAHKHPAHKUA J€H 3a HHOPY3HA Ha MEMETPEKCce] U/UNH OT ChCTOAHHETO Ha OBOpeuHaTa
dynxuna e HeoOxoaHMO neKkapaT Aa Bu nochBeTBa KOM IEKAPCTBEHH NMPOAYKTH MOXKETE [la NpUEMaTe U
KOra MOXKETE Jia I'd B3eMaTe. AKO He CTe CHIypHM, monuraiite Baius nexap unu ¢apMauesT, 1anu Hakoe
o1 Bawure nekapcrea ¢ HCIIBJIIL

i

Hndopmupaiite Bawns nekap, ako npueMare neKapcTBa, HapeueH HHXHOUTOPH Ha MPOTOHHATA MOMNa
(oMenpazson, e30Menpasor, JJaH30Mpa3o, NAaHTONpa3oa M pabenpasos), H3NOI3BaHH 32 NEUYEHHUE Ha
KUCEIHHH U KHCEJIMHHA PEryprutaums (BpbliaHe Ha CTOMALUHO ChbABPKUMO B XPAHONPOBOIA HITH YCTATA).
1 . )

Uudopmupaiite Bawmsa nekap unu 6onHudeH ¢apmalieBT, ako MPUEMATE WM HACKOPO CTE PHEMAalH
HAKAKBH APYI'H JICKAPCTBEHH CPEACTBA, BKIIFOYHTENHO H TAKHUBA, OTITYCKaHK 03 pelienTa.

bpeMeHHOCT, KBpMeHEe H depTHABTET . |
AKO cTe OpeMeHHa WK KbpMHTE, CMATATE, Y€ MOXKE 1a Cre upeMeHHa WIH I1aHHparTe aa umare 6ede,
nonuraiTe Bawmsa nekap unu gapmMalesT NpeaH Aa U3MNON3BATE TOBA JEKapCTBO.

i
L]

bpemennocm
Yrorpebara Ha TOBa eKapCTBO TPAOBA Aa ce H3GArBa No BpiMe ha SpemeHHocT. Jlekapar Bu me DGC’b,[lH
¢ Bac BL3MOKHUS pHCk oT npuem Ha [Tlemerpekcen HoBamen no ppeme Ha ﬁpemeﬂumr OBS

A3 U3MOJI3BAT €(PEKTHBHA KOHTpALICTILIMA N0 BpeMe Ha nedeHue ¢ [TemeTpexcen u B npg wﬁé
MeceLa Cliel MojyyaBaHe Ha noc/ieAHaTa no3a.

-

i

Kwvpmene

KnpmeHeTo TpadBa na Obae npeycTaHoBEHO MO BpeMe Ha JieMeHHE ¢ MEMETPEKCE.
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Depmuiumem
MmxKere ce CbBETBAT /1a HE CTaBaT DalllK Mo BpeMe Ha JICYEHHUETO U 3 Mecela Cliell JIEYEHHETO C

neMeTpeKce/l M 3aToBa TpAOBA 1a U3MOa3BaT ePEKTUBHA KOHTPALIEILIMA 110 BpEME Ha JICYUEHHETO C
neMeTpeKce/l U 10 3 Mecela ciiell ToBa. AKO UMare JKejlaHHue J1a ctaHere Oallia, 1o BpemMe Ha IEYEHHUETO WITH
10 3 mMecella cjie/l nojyyaBaHe Ha JIeYeHHeE, NMOTbpPCeTe ChbBET OT Baluus nekap wiM gapmalesrT.
[TemeTpekcen Moxe aa nosnuse Ha cnocodHocTTa Bu 1a umare aeua. I osopere ¢ Bawwus nekap, 3a na
NOTbPCUTE CHBET OTHOCHO ChXPaHEHHE HA CriepMa Mpe/u /1a 3arno4yHeTe JIeYEHHE.

[Hlopupane u padora ¢ MAIIHHH
[TemeTpekcen HoBamen moxke 1a Bu Hakapa 1a ce yyBCcTBaTe yMOpeHHU. bbieTe BHUMATEHH, KOraTo
Kapare KoJia Wi paboTUTE C MaLLIUHH.

Ilemerpexcen HoBamea cbabpka HATPHH
IlemeTpekcen Honame,u 100 mg cpabpxKa rno-mMajiko oT l mmol (11 mg) HaTpui Ha dIaKOH U
3aTOBA Ce CHHTA Lie npamuqecxu He ChbpkKa Hanuu

" " - 'K . . = : i i -~y

1L
[
.......

3. Kak aa m3noasBare Ilemerpexcen HosBamen

BuHaru u3nonzsaite TOBa J1€KapCcTBO TOYHO KakTo Bawuus nekap uiau gapmaueBt Bu e kazai.
KoHcyaTupaiite ce ¢ Balus iekap WiH (apMaLeBT, aKO HE CTE€ CHI'YPHH.

[IpenopbuBanata no3a [lemerpekcen Hosamen e 500 munurpama Ha BCekH KBaapaTeH METHP OT TeJleCHaTa
NOBBLPXHOCT. U3MepeHHu ca BUCOYMHATA M TEJIECHOTO TErJIO 3a M3YUC/IABAHE HA TeJleCHAaTa MOBbPXHOCT Ha
Tan0T0 Bu. Bawumar nekap uie u3nosi3zea Ta3u TesiecHa NOBbLPXHOCT, 3a Jia M34YKMCITK MpaBUiHATa /1034 3a
Bac. Ta3u no3a Moxe aa 0bae aganTupaHa WM JICYHEHHETO MOXKE J1a C€ OTJIOXKHU B 3aBUCUMOCT OT Oposi Ha
KpbBHUTE BH K1eTkH, U oT 00woTo Bu cectosuue. [1peau npunarane 6osHuyeH papmauesT, MEAHLIMHCKA
cecTpa WM aekap e cmecu npaxa [lemerpekcen HoBames ¢ MHKEKLIMOHEH pa3TBOpP HA HATPUEB XJIOpU 9

mg/ml (0,9 %).

Bunaru we nonyuasare Ilemerpekcen HoBamen kato utiysus B eana ot Benure. Uudysusara e
npoab/KH NpHOIM3UTENHO 10 MUHYTH.

Koraro Ilemerpexkcen HoBamen ce n3no3sa B KOMOMHAIHUS ¢ HHCIJIATHH:
JlekapsaT unu OONTHUYHHUAT (hapMaLeBT Llie U3YMCIIAT 1034Ta, OT KOATO ce Hy»Kaaere, Ha 6a3a Baiure

BHCOYMHA W Terno. LlucniaruHara cbiio ce npuiara ype3 uHdy3us B €/1Ha OT BEHUTE, U Ce JaBa
npubausurenHo 30 MUHYTH Cilell 3aBbplUBaHe Ha UH(DY3UaTa ¢ nemerpekcea. MHdy3usaTa ¢ uucnnaTuHa
LLIe NPOABJLKK NpUOAU3UTENHO 2 Yaca.

Bue 0OMKHOBEHO L€ nojiyyaBaTe HHQY3HUs BEAHDBK Ha 3 CEAMHLIH.

JoNbJIHHTEIHH JIEKAPCTBEHH NMPOAYKTH:
KopTukoctepouam: BawusT nekapar we By Ha3zHauM cTeporiaHu TabeTKU (EeKBUBAJIEHTHH Ha 4

MHUJTHIrpamMa 1€KCaMETa30H /iBa INNbTH HHGBHO), H LIC TPFISBEI Aa ' B3€MaTe B JICHA MNpEaH, B ICHA Ha, H
A€HA CICA JICYHCHHUE C NEMETPCKCE. To3u JICKAPCTBCH IIPO/IVKT C€ HA3HAYaBa, 34 /1a C€ HaMaJIk 4HecToTaTa
H TCKCCTTA HA KOKHHUTC PCAKLUHH, KOUTO MOXKETE 1a UMaATeE, 110 BpEME HA NMPOTHBOTYMOPHOTO JICHEHHE.

ButamuHHu 100aBku: BawmsaT nekap we Bu Ha3zHauu nepopasiHo gosmeBa KuceauHa (BUTaAMHH) HIIH
MYJITUBUTAMHH, Cbhabpxaly ¢onuea kucennna (350 go 1 000 mukporpama), KOSITO 1iie Tps

Ha celeMTe JHH Npeau nbpBara no3a nemerpekces. Llle Tpsabea ga npoab/pkure na B
KMCEJIMHA B NMPOAb/DKEHUE Ha 21 AHM, caea nocieaHaTa ,ao:aa nemerpekcen. Cbiuo

,-'
Buramuu B, u ponuesa kucenuna Bu ce naBar 3a HaM2iiqB4aHe HA Bb3MOXKHHTE TOK tﬁm ed)emwhaf g
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NPOTHBOTYMOPHOTO JICUEHHE,

AKO HMATe HIKAKBH JOMBJIHUTEJIHU BBIPOCH, CBBP3aHM C YTIOTpeOaTa Ha TOBA JICKApCTBO, MONA
nonuTaiiTe Bawmns nexap win ¢papMaLeBT.

4. Bb3MO0XHEH HEKETARH PeaKnHH
‘-l-" L0 I

KakTo BCHUKH JIeKapCTBa, TOBA ACKAPCTBO MOXKE /1a NPEAH3BHKA HEXKEIAHH PEaKLIMH, BHIIPEKH Y€ HE BCEKH

' NONy4asa.

Tpabpa ne3abaBHO A2 ce CBLPXKETE C JIEKAPH CH, aK0 3a0eaexknTe Hemo OT CNEAHOTO:

=  Tpecka win uHpeKUUS (CHOTBETHO, MECTO WIKH MHOI'O 4ECTO): ako uMare remneparypa 38° C unn
noseuye, H3MOTABAHE WIH APYTd NMPHU3HALM HA HHPEKUMA (ThH Karo MOXKe a MMaTe no-Manko benu
KPbBHH KJIETKH, B CPABHEHHE ¢ HOPMAITHOTO, KOETO € MHOIO YecTo). MHekuuaTa (cencuc) Moxe aa €
Texkka H OM Morna aa Npy4MHH CMBPT.

" AKko 3anovYHeTe a 4yBeTBaTe 60s1ka B rbpAUTE (MECTO) UNK UMATE YCKOPEHa ChbpAeHHa YeCTOTa

- (HeuecTO). .

® Ako WMare 6oika, 3a4epBABaHE, OTOLM WIH S3BH B yCTaTa (MHOTO 4ecTo).

®  AnepruyHH peakiiiy: axo pa3sueTe KoxeH obpUB (MHOro 4ecto) / YyBCTBO 3a napeHe wiu OorkaHe
(uecTo) wnu Tpecka (Yecto). KoxHUTe peakuMH paaKoO MOraT Ja ObAaT TeKKH H Ja IPHYHHAT CMBPT.
Cerpxxere ce ¢ Bawua nekap, ako noyqure TeXbK 0OpHB, WIH CEPOEX, HITH MEXYPH (CHHIPOM Ha
Stevens-Johnson winu ToKkCHYHA eNUACPMANHA HEKPOJTH3a).

=  AKo 4yBCTBaTe ymopa, ¢1abocCT, IeCHO ¢e 3aabXBaTe WM ako u3rnexaare 6aeau (Thii kaTo MoXkeTe Aa

.~ MMare NO-HUCBK XeMOTTI00MH OT HOPMANHOTO, KOETO € MHOI'0 YECTO).

"  AKO UMAaTe€ KbPBEHE OT BEHLIUTE, HOCA WIIK YCTATA WIIH HAKAKBO KbPBEHE, KOETO HE CIIUPa, YepPBEHHKABA
WIH PO30Ba YPHHA, HEOUYAKBaHA KOHTY3HUA (ThH KaTO MOXKe [1a UMaTe NO-Majlko TPOMOOLHMTH OT
HOPMATHOTO, KOETO € HECTO).

®  AKO M3NHTATE BHE3ANEH 3ayX, CH/IHa 00JIKa B FPbAHKA KOLI WIH KALLTMLA ¢ KbDBABK XpaydKH (HeyecTo)
(MOXe 112 03Ha4YaBa HANIMYHE HA KPBBEH CbCHPEK B KPBbBOHOCHHTE ChaoBE Ha benure apoboee).

HexenannTe peakniid HA BEMETPEKCE] MOXKE A8 BIKJIIOYBAT:

Mnozo yecmu (mooice oa 3acezrnam noseue om I na 10 voeexa):

Hudekuus

QapHBruT {Bb3NAJICHO I'bPJ10)

Hucbx Opoii Ha HeyTPODHAHWTE rpaHYIOUMTH (BHA OenH I{p‘bBHH menm)
Hucnsk Opoit 6eny KpbBHY KNCTKH

Hucuk xemornobun (anemmns)

Huapus

[ToBpbliane

bosika, 3a4epBABaHE, OTOK WIH BB3NANEHHE HA ycTaTa

I'anene !

3aryba Ha aneTuTt

Ymopa (yMopAaeMocT)

KoxeHn obpuB

JIouieHe Ha KoXaTa

OTKNOHEHHA B KPBBHHUTE H3CNEOBAHHA, OTYHTAILM HamaneHa On0peuna dyHkums

Yecmu (moonce 0a 3aceznam oo 1 nal0 woeexa):
*  Hudekuusa Ha kpbBTS

® [TloBuiena TenecHa Temneparypa ¢ HUICbK Opoli Ha HeyTpodUIHKUTE rpaHyIOLMTH (BUA BElH KPbBHH
KNETKH)

Hucok 6poit TpomboLMTH

AnepruuyHa peakumualdaryba Ha TernecHW TeUHOCTH
[IpoMsina Ha BKyca

YBpekKIaHe Ha JBHraTeTHUTE HEPBH, KOETO MOXE A4 MPHYUHU MYCKYITHA C
(oTcnabBaHe) OCHOBHO Ha PBLIETE U KpaKaTa

* VYepexkaaHe Ha CETUBHHTE HEPBH, KOETO MOXE 1a NPHUUMHHM 3aryba Ha YyBCT
bg-pi-clean-v9.2-20250820 4




M HecTabunHa noxoaka

3aMasHOCT

BbananexHue Win OTOK Ha KOHIOHKTUBATA (IMraByllaTa, KOATO MOKPHBA BbTPELIHATA NOBLPXHOCT Ha
KnenauuTe ¥ 0A/1aTa 4acT HA OKOTO)

Cyxo oxo

Cyx0Ta Ha KOHIOHKTHBATA (JIMraBHLIATa, KOATO MMOKPKBA BhTPELLIHATA NOBBLPXHOCT HA KJIETIAUHTE U
Osnara 4acT Ha OKOTO) H pOroBHUATa (NPO3PAYHHAT GO Nped HpHca H 3€HHLATA)

OTOK Ha KJICTAYHTE

HapyuieHne Ha OUMTE ChC CyXOTa, Chi3eHE, Apa3HeHe WK 0oJika

CbpaeyHa HeAOCTATHYHOCT (CHCTOAHHME, KOETO 3aCAra CHIaTa HA U3MOMITBAHE HA ChPACYHHUA MYCKYN)
HenpaBUiii€H ChplieUeH PUTEM

Jlowo xpaHocMuaHe

3anek

bosika B kopema

Yepen npob: yBennuaBaHe Ha KOJIMYECTBOTO HA XHMHUYHHTE BELIECTBA B KPBHBTA, MPOH3BEIEHH OT
YyepHuUa apod

Copbex no koxara

OOpue no TAN0TO, NpH KOHTO NMETHATA NPUJIHYAT HA MUILIEHA

3aryba Ha xoca

Konp#BEa Tpecka

3aryba Ha 6n6peuna byHkiuA

Hamanena 6n6peuna dpyHkuus

[loBuuieHa TeNnecCHa TeMNepaTypa

bonka

HarpynsaHe Ha TEYHOCT B TE€1IECHUTE ThKAHH, NMPHYHHABALNO OTOK

bonka B rpbAHHA KOLU

BuananeHue H pasa3BaBaHe Ha JIMTABULIUTE HA XPaHOCMMJIATENHUS TPAKT

Cni3eHe Ha OuMTe

IloBUlIEHa MUIMEHTALIMA Ha KOXKaTa.

Heuecmu (mooce 0a zaceznam oo 1 na 100 woeexa): |

’

e

Pedxu (moace oa 3aceznam 0o I na 1 000 wosexa):

- .- 2 m

i
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HamaneH Opofi Ha uepBeHHTe KPBBHH KJIETKH, O€/IUTe KPbBHH KIIETKH H TPOMOOLIMTHTE

Ynap

Bua yaap, npH KOWTO MO3Bb4YHA apTEPHA € 3amyLUcHa

KpbBOouznus B yepena

Crenokapans (6onka B rppAHHA KOLI, MPHYHHEHA OT HaMalleH MPHTOK Ha KPbB KhM ChPLIETO)
Hudapxr .

CTecHeHKe WK 3amyniBaHe HA KOPOHAPHUTE apTEPHH

YYyecTeH ChpIAeUuEH PHTHM

HegocraTb4eH NpUTOK Ha KPbB KbM KpaHHMUMTE

3anyiuBaHe Ha efHa OoT OenoapOOHUTE apTepHH

Bn3naneHue u cpacTBaHHa Ha oGBHBKaTa Ha Oenvre Apobose ¢ NpobaeMu B ANIIAHETO
M3xoxxaaHe Ha ApKOUYEpPBEHA KPbB OT aHyca

KbpBeHe B XxpaHOCMUIIATENHUSA TPAKT

YUpesna nepdpopauns (paskbcBaHe)

BbananeHue Ha MHraBHLATa HAa XpaHOMPOBOAA

BrinaneHue Ha nurasuuata Ha 1e6enoTo 4epBo, KOETO MOXKe Aa 6be NPHAPYKEHO OT YPEBHO MIH
PEKTATHO KbpBeHe (HabnoaasaHo caMo B KOMOHHALIMSA ¢ IUCILIATHH) |
Bu3naneHue, OTOK, 3a4epBABAHE W EPO3US HA JIMraBMLATA HA XPAHONPOBOAA, MPUYHHEHH OT
nbYeTEpanug

Bu3naneHHe Ha Oesnte ApoGoBe, MPUUHHEHO OT JIbYETEPANHA

PaspyuniasaHe Ha 4EpBEHUTE KPBBHH KIIETKH

Br3nanutenHo 3abongapaHe Ha YepHHs Apob

3auepraBaHe Ha KOXKATa- .

Koxex oOpuB, KOHTO ce MosBsiBa HABCAKLIE B 00/ IbYBaHA npead ToBa obnacr
AHauiakTH4eH MoK (TeXKKa alepryyHa peakuus).




Mnozo pedxu (mosce 0a 3acezuam oo 1 na 10 000 yogexa)

*  HHpeKuHuH HA KOXKATA H MEKHUTE ThKaHH

= Cunapom Ha CTHBBHC-/[KOHCHH (BU TeKKA peaKii Ha KOXKATa H JIMFaBHLMTE, KOATO MOXe 1a Obae

’KMBOTO3aCTpaLLABALLA) - .

= TokcHuHa enuepMaTHa HEKPOTH3a (BHA TEXKKA KOXKHA POarilis, KOATO MOXKe Aa Gbe

 KHBOTO3aCTpalliaBaila) L

=  ABTOMMYHHO 3a00/isBaHe, KOETO NPHYHHABA OOPHBH H MEXYPH 10 KOXKATa Ha KPaKaTa, pbLETE U
KOopeMa

= Bp3nasenue Ha KOXKara, XapakTEPH3HPALLO Ce ¢ HATHYHE HA OyNH (FrONEMH MEXYPH), H3TBAHEHH C

. TEYHOCT

®»  H3rnHABaHe Ha KOXKATA, MEXYPH, €PO3HH H Oeie3n mo Koxara

3aueppapaHe, 60/Ka U OTOK MABHO 110 AOJTHKUTE KpaHHHULIH

BbananeHue Ha KOKaTa M NOJKOXKHATA MACTHA ThKaH (NCEBAOLIENYIIHT)

ByananeHue Ha KoxkaTta (1epMaTHT)

Koxarta cTaBa sb3najieHa, cbpOsina, 3auepseHa, HalryKaHa u rpanasa

CunHo ¢hpbsLIU nEeTHA

Heuzeecmna vecmoma: uecmomama ne Modce oa 0v0e OyeHeRa RO RAUYHIME OARRU:

= (dopma Ha guabeT, AwDKALLA C€ rMaBHO Ha 3abonspaHe Ha 6bpOpeLHTE

s 3abonasaHe Ha OBOpeLmTE, BKIIKOYBALIO 3arMBAHE HA EMUTENHUTE KJICTKH, KOHTO 00pa3yBaT
., 0pOpeuHuTe KaHaNYeTa

Moske na UMaTe BCEKH OT Te3d CUMIMTOMM WHAK ChCTOAHUSA. TpabBa na kaxkeTe Ha JieKaps CH, Bb3MOXKHO
HaH-CKOpO, KOraTo 3anoyHerTe Ja UMaTe HAKOHA OT Te3W HEXEeNaHH €QEKTH.

AKO Ce TPEBOXKHTE 32 HAKOA OT HeXENaHNTE peakiius, norosopere ¢ Bawmd nekap.

Crobmansane Ha HeXE/JIAHH peaKIIHH

AKO MONy4YMTe HEKAKBHU HEXENAHH JICKAPCTBEHH peakUuHH, yeeaoMere Bauns nekap wiu dapMaLieBT.
Toea BKJIKOYBA BCHYKH Bb3MOXHH, HEOMHUCAHH B Ta3H JIUCTOBKA HEXE/TAHU peakUuMH. MoxeTe chiio aa
cbobLIMTE HEXKENaHH peakui AMPEKTHO upe3 MUambinuTenHaTa areHUMs no nexapereara, yi. , JlamsaH
I'pyes” Ne 8, 1303 Cogus, Ten.: +35928903417, yebeaitT: www.bda.bg.

Karto chobluaBare HexenaHu peakii, MOXKETE Aa AaJeTe CBOA PHHOC 33 I0TyYaBaHEe Ha NOBeYE
HHPpOpMAaLIUA OTHOCHO 0e30MacHOCTTa HA TOBa JIEKAPCTBO.

}

S. Kaxk na coxpanasate Ilemerpexcen Hosamen
Jla ce cbxpaHsaBa HA MACTO, HEZOCTHITHO 32 JeLa.

He uznosmsBaitTe TOBa NEKAPCTRO el CpOKa Ha FOJHOCT, OTOENA3aH BbPXY KAPTOHEHATa OMAKOBKA U
¢nakona cnen “I'oaeH 10”. CpoxsT Ha FOAHOCT OTrOBapA Ha [iOC/IEAHUS A€H OT MOCOYCHHA Mecell,

Tora NCKApCTBO HEC M3HCKBA HAKAKBH CIICLIHAJIHH YCJIOBHMA Ha CBEXPAaHCHHUE.

PasTBOpeH W pa3peaeH pasTteop: Koraro e npHroTseH Kakro e MOCOYEHO, € HabMmoJaBaHa XHMHUYHA I
¢13HUHA CTAOMNHOCT cnesl pa3TBapsHe Ha HHY3HOHHUS Pa3TBOP Ha neMeTpekcer 3a 24 yaca npu 25°C
H ripH xnaguiHH yenosus (2°C - 8°C). Ot mukpobHonordyHa rieaHa Touka, NpoAyKTHT TpAOBa Aa ce
H3noJ3Ba He3abaBHO.

CBI/IACHO MECTHHTE H3HCKBaHUA. He H3XBHLPASAHTE NIeKapcTBaTa B KAHANM3AUMATA
AOMalllHK oTnaabLH. Ilonkralite Bawuna apMaueBT Kak Ja HIXBBPIATE JIEKAPCT
n3non3eare. Te3d MEPKH LUE CIIOMOTHAT 32 OMa3BaHE HA OKOJIHATA Cpela.

6. CopabpixanHe Ha ON2KOBKATA H JONBJIRATENHA BRHpOpMANHA
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KakBo chabpxa Ilemerpexcen HoBamen

AKTHBHOTO BELLECTBO € MEMETPEKCE.

[Temerpekcen Hoeamen 100 mg: Beeku dnakon chabpika 100 muaurpama nemerpexce/1 (Kato
MEMETPEKCE 1 AMHATPHH ).
I[Temerpekcen HoBamen 500 mg: Beeku ¢nakoH chabprka 500 MuaurpaMa nemerpexce (Kato
MeMeTpeKcel AMHATPHHN).

HPYI‘HTE CbCTABKH Ca MAHHUTOJ1, XJIOPOBOAOPOAHA KHCCJ/IMHA H HATPHEB XHAPOKCH/I.

Cnen pa3TBapsiHe pa3TBOPbHT chabpika 25 mg/ml nemerpekcen. [lpeau npunoxeHue € HeoOX0AMMO Ja ce
HANpaBH JIOMbJIHUTEIHO pa3pexiaHe OT MEAMLIMHCKH CIIEeLIHAJIUCT.

Kak u3ranexna Ilemerpexkcen HoBamea u KAaKBO CbABbPKa ONAKOBKATA
[Temerpekcen HoBamen e npax 3a KOHUEHTPAT 3a HHPY3HOHEH pa3TBOP B CThKJIEH (uiakoH. Toi e 651 10
CBETJIONKDBJIT WK KBJITO3EEH JIMODHUIU3UPAH Mnpax.

Besika onakoBka [lemerpekcen HoBamen cbabpixka e1MH (plakoH.

IIpuTexkaTes HA pa3pellIeHHETO 32 ynorpeda:
Hosamen Tpekauur OO/]

ya. "®unun MakeaoHcku" No. 37

[Inosaus 4000

bbarapus

[1pousBoaurelt:

Seacross Pharma (Europe) Ltd.
POD 13, The Old Station House
I 5A Main Street, Blackrock
Dublin, A94 T8P8

Upnanaus

To3u siekapcTBeH NPOAYKT € pa3pelleH 3a ynorpeda B AbpxkaBuTe - wieHkn Ha EUII nojx caeanunre
HMeHa:

bbarapus [lemerpekcen Hosamen 100 mg npax 3a KOHUEHTPAT 3a HHPY3HOHEH Pa3TBOP
[lemeTpekcen Hoamen 500 mg npax 3a KOHUEHTPAT 3a HHPY3UOHEH pa3TBOD

['epmanus Pemetrexed Seacross 100 mg Pulver fiir ein Konzentrat zur Herstellung einer Infusionslésung
Pemetrexed Seacross 500 mg Pulver fiir ein Konzentrat zur Herstellung einer Infusionslsung

Hpnanaus Pemetrexed Seacross 100 mg powder for concentrate for solution for infusion
Pemetrexed Seacross 500 mg powder for concentrate for solution for infusion

PymMbHUS Pemetrexed Terapia 100 mg Pulbere pentru concentrat pentru solutie perfuzabila
Pemetrexed Terapia 500 mg Pulbere pentru concentrat pentru solutie perfuzabila

Kunsp Pemetrexed Seacross 100 mg k6vig yiat Tukvo StdAvpa yio TapaoKevt] SIKADIATOS TPOS £YYVOT)
Pemetrexed Seacross 500 mg KOvig Y1t TUKVO S1GAVpa Yo TAPAGKEDT] SIHADUATOG TTPOC £yyvon

JlaTa Ha nmocJieAHO npepasriexiaHe Ha gucroskara: 08/2025
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WHCcTpyKLIMHK 3a ynoTpeda, pabota U U3XBBbpJIsHE N KA SR
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. M3non3BaiTe acenTHyHa TEXHUKA 110 BpEME Ha pa3TBapsHe (PEKOHCTUTYHpPaHE) U Nno-
HATATBIIHO pa3pek/1aHe Ha NEMeTPEeKCe] 3a MPUIIOKEHHE KaTO HHTPABEHO3HA HHAY3HS.

2. U3uucnere no3ara u Opos Ha HeoOXxoauMuTe (piakoHu nemerpekces. Beeku dnakoH cbabpxka
W3JIMLIIBK NEMETPEKCEN, 3a Ja C€ OCUTYPH J10CTABAHETO HAa H3UCKBAHOTO KOJIUUYECTBO.

3. [TemeTpexkcen Hoamen 100 mg:
Pa3rBopere (pekoHcTUTYHpaiiTe) Bcekd uiakoH ot 100 mg ¢ 4,2 ml uHkekunMoHeH pa3TBop Ha
HatpueB xJjopua 9 mg/ml (0,9%), 6e3 KOHCepBaHT, NMPH KOETO Ce MOJy4yaBa pa3TBop, ChAbprKalil
25 mg/ml nemeTrpekcen.
INemerpexcen Hosamen 500 mg:
Pammpe‘m (pem iC

25 mg/ml nemeTpekcen.

BHuMaTe1HO pa3kiarere BCeKH (PJIaKoH, JOKATO NpaxbT C€ pa3TBOPH (PEKOHCTUTYHpA) U3LIAJIO.
[TosiyyeHUAT pa3TBOP € Npo3payeH U Bapupa Ha LBAT OT O€311BETEH /10 JKbJIT KK 3eJICHOXK BT 0e3
TOBA /1a MOBJIMSABA HEraTUBHO KAa4e€CTBOTO HA rnpojysia. pH Ha pa3zreBopa € mexay 6,6 u 7,8.
Heo0xoauMo e no-HATATBIUIHO pa3pexIaHe.

4,  CbOTBETHHUAT 00EM Ha pa3TBOPeHHUs (PEKOHCTUTYUPAH) NnemMeTpekcel TpsaOBa a obae
NONBJAHUTENHO pa3pe/ieH A0 100 ml ¢ MHXKEKLIMOHEH pa3TBOpP HA HATPHEB XJIOPHU/I
9 mg/ml (0,9 %), 6e3 KkOHCepBaHT, U MPUIIOKEH KaTO HHTpaBeHO3Ha HH(Y3usa Haa 10 MUHYTH.

B UH(DY3HOHHUAT pa3TBOp Ha NEMETPEKCe/1, MPUIOTBEH MO MOCOYEHHUS NMO-rope HAYMH, €
CbBMECTHM C HH(Y3HOHHH CUCTEMH U UH(Y3HOHHH CAKOBE OT MOJTUBHHHII XJIOPH/L H
noauoneduH. [leMerpekcen € HECbBMECTUM C pa3TBOPHUTE/IH, ChAbPKaLLIK KaJlLIWH,
BKJIIOYMTENTHO pa3TBOp HA PUHrep-nakrar U pa3rsop Ha PuHrep.

6. [ lapeHTepanHUTE IeKapCTBEHU NMPOAYKTH TpAOBa B3 yaiHO 1ia ObaT NPOBEPEHHU 3a UYK1H
YaCTHLIM U MPOMsSHA HA LIBETA NMpeau NpuokeHre. AKo ce HabnoaaBaT Yy)KU 4YaCTULIM, HE ce
npuiara.

£ Pa3zrBOopuTE HA NEMETpeKce/l ca caMo 3a €AHOKPATHO IMPUII0KEHHE. BCIKO HEM3non3BaHo

KOJIHYECTBO HUJIK OCTATHK Tpﬂﬁﬂa Ad CC U3XBDBPJIH B CbOTBCTCTBHUEC C MECCTHHUTC UBUCKBAHHA.

Ilpenopbkn 3a moaroroBka H npuJoxkenHe: [logoOHO Ha JApyruTe MNOTEHLHAJIHO TOKCHYHH
MPOTUBOTYMOPHH NMPOAYKTH, OOpaBEHETO W NMOArOTOBKATA Ha MH()Y3MOHHHUTE pPa3TBOPH NeMeTpeKce 1 TpsaoOBa
Jla ctaBa ¢ BHUMaHue. IIpenopbuuTesiHa € ynorpedara Ha pbrkaBULM. AKO pa3TBOP Ha NeMETpeKce] MnonaaHe
BbpPXY KOKaTa, He3a0aBHO U €HEPru4yHO M3MHUHTE KOXKara CbC CanmyH M BOJAa. AKO pa3TBOP Ha MEMETPEKCE/]
[IonajHe BBbPXY JIMFaBMLH, HU3MHUNHTE eHepru4yHo ¢ Boja. l[lemerpekcen He mnpuyuHsBa mexypu. Hsma
cneurdHUyeH aHTUIOT MPH €KCTpaBa3alMs Ha MEeMeTpexc:/;. tlaTHYHM ca HAKOJKO ChOOLIEHH ciydas Ha
€KCTpaBa3allusi Ha NEMETPEKCE/], KOUTO HE Ca OLIEHEHH KaTo CEpUO3HM OT u3caenosaresns. [lopeaeHuero npu
ekcTpaBazaums TpaOBa na Obae crnopea MeCTHaTa CTaHAapTHA MNpakTHKa, MOoJOOHO C OCTaHAJIMTE areHTH,
HEMPUYUHSIBALLH MEXYPH.
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