JIneroBka: mHpopMauHda 32 NOTpedOHTE IS
[lemeTpexcen Hosamen 100 mg npax 3a KoHueHTpaT 3a HHPY3IHOHEH Pa3TBOP
Pemetrexed Novamed 100 mg powder for concentrate for solution for infusion
[lemerpexcen Hobamen 500 mg npax 3a kOHUEHTpAT 32 HH(PY3HOHEH Pa3TBOP
Pemetrexed Novamed 500 mg powder for concentrate for solution for infusion
nemerpekce (pemetrexed)

[Ipoyerere BHHMATE/IHO L{AJIATA JIHCTOBKA, NPeIH 1A 3aM04YHeTe 1a npHeMaTe TOBA JIeKAPCTBO,

Thil KaTo TH CbAbp/Ka BaxkHa 3a Bac nugopmanus.

- 3anasere Ta3u JJUCTOBKA. MoOKe /1a UmMaTe HY)K/a /1a s NpoYeTeTe OTHOBO.

- AKO UMATe HAKAKBH JOMNBJIHUTEIHH BLNPOCH, NONUTanTe Baluus nekap wiu (papmaLesrT.

- AKO MNOJYYUTE HAKAKBH HEJKEaHH JICKAPCTBEHU peakuUMH, yeeaomere Bauuuns nekap wiam
(hapmaueBT. ToBa BKJIHOUBA H BCUYKH Bb3MOKHH HEKEJIAHW PEAKLIMK, HEOMUCAHH B Ta3u
nucToBKa. Buwxre Touka 4.

KakBo CbAbpPAKaA TAa3H JIHCTOBKA

KakBo npejacrasnssa [lemerpekcen HoBamen M 3a kaxkso e U TﬂmﬁHWTEnHA AI'EHU,_;TH NO NEKAPTT JATA

| !
2. KakBo Tps0OBa aa 3Haerte, npeau aa uznonssare [lemerpekcen TTounOmenye 2 R Tra= G '1
3. Kak 1a w3nonspare [lemerpekcen Hosamen M ?
4. Bb3MOXKHH HEXeTaHW peakLMH o Bt L bt 0 A A A AR
S Kak na cbxpanssare [lemerpekcea HoBamen Paspews: e Ne |
6. CbabpKaHde Ha OMAKOBKATa M JA0MbJIHUTE/IHA HH(pOpMaLIKS | e }Jj ?J? ’ ? | ' ;.

| OQOBDOHUS Mo ..o e, ..
.  Kaxkso npeacrasinBa [lemerpekcen HoBamen u 3a KakBo ce H3M0/13Ba

| lemeTpekce/1 HoBame/ e JiIeKapCTBEH NPOAYKT, U3MOJI3BAH & JIEYEHUE Ha pak.

Tosa nekapcTBo ce npuiara B KOMOMHaLMS ¢ UMCIJIATHH - A5YT JIPOTHBOPAKOB JIEKAPCTBEH
ITPOJIYKT, KaTo JICHEHHE 3a 3/I0KAYECTBEH TUIEBPAJIEH ME30 IE/IMOM — (JOPMA Ha paK, KOHWTO 3acsra
oOBHBKaTa Ha Oe/ius po0, Ha NALMEHTH, KOUTO HE Ca NOJyYaBalu Npeid TOBa XMMHOTEpArius.

To ¢blo ce npunara B KOMOMHALMSA € UMCIJIATHH 3a MbPBOHAYAIHO JICYEHHWE HA MalLHEHTH C
HarpeaHan crajaui Ha 6enoapodeH pak.

| lemeTpekcer HoBamen moxke j1a Bu Objie npeanucan, ako umarte 0encipodeH pak B
HanpeaHaa cTtajgdi U ako 3adoJisiBaHeTo B ce noBnMsiBa OT JIeYEHHETO MK aKO TO OCTaBa B
3HAUYUTE/IHA CTENEH HENMPOMEHEHO €€/l MbpBOHAYaJiHaTa XUMHOTEParus.

loBa nekapcTBO ChLIO € JICUEHHE 3a NMALMEHTH ¢ DesloApCGet pak B HanpeaHana dasa, npu KOUTO
1100/19BaHETO NMPOrpecHpa, ciej KaTto € Oua U3roa3BaHs Ny 'a HauyajlHa XUMHOTEparms.

2 KakBo TpsioBa 1a 3Haerte, npeau aa uinoJssare *:¢,.2» ~«ocen Hozamen

He u3nousBaiite Ilemerpexkcea Hosames
- aKO CTe aJICPruvHH (CBPbXYYBCTBUTE/IHH) KbM NMEMETPEKCE/1 UM HAKOS OT OCTAHAJTUTE
CbCTAaBKH Ha TOBA JIEKAPCTBO (M30poeHH B TOUKA 6).
aKO KbpMHTE, TPAOBa Ja NPEYyCTAHOBHUTE KbPMEHETO 110 BPEME Ha JIEYEHHME C Neme




IIpeaynpexaeHns # NpeAna3ZHH MEPKH
["oBopete ¢ Bauinsg nekap win 6onHu4eH gpapmauesT, nge_gy aa npuemere Ilemerpexkcen Horamen

AKO MaTe WK cTe HManK npobnemu ¢ 6BOpeumTe, NOroBopeTe ¢ nexaps UM dapmalesTa Ha
‘GonHuuara, ThH KaTo € BB3MOXKHO J1a He MOXKeTe Jia NONy4aBaTe ToBa JICKapCTBO.

Tlpean Beaka uudysus e By ce B3eMaT KpbBHHY MPOGH 33 MPELIEHKa, a4 ¢ 3aJ00BOTUTE/THH
6bOpeuHara 1 uepHOAPOOHA (PYHKLHMYU U A Ce NPOBEPH, Aa/TH UMATE NOCTATBYHO KPBBHH KIETKH, 3a Aa
‘noayurTe nemerpekcel. JlekapaT Moxe Aa peliy, Aand Aa NPOMEHH 103aTa WK [a OTIOKH JICUEHHETO, B
3aBUCMMOCT OT 00110TO BH CheTOHHE U aKO BpOoAT HA KPBBHUTE KIETKH € TBbpAe HUCHK. AKO
MOAy4aBaTe Chlll0 LXCIUIATHH, BallugaT nexap e ¢€ yBepH, Ye CTE XUAPATUPAHH NPABHAHO U CTE
MOMYYHIIH NOAXOASALLO JIEHEHHE 38 NMPOPUNAKTHKA HA MOBPBILAHETO NPEAK H ClEA NONyYaBaHe Ha
LMCIJIATHH.

AKoO cTe Ounu noAoXKeHH Ha WaH Bu npeacToun nbuerepanus, Mons Kaxkere Ha Bawna nekap, Tbi KaTo
npu npunaraHe Ha [lemerpexcen Hosamen Moxke na uma paHHa HIH KbCHA PAAHALHOHHA PEaKUUA.

AKO CKOPO CTE BaKCHHUPAHH, MON4 Ka)KeTe Ha Baina nekap, ThH KaTo TOBa MOXKE a OKAXE OO
BJIMSHHE MPH NpUiaraHe Ha TOBA JIEKaApCTRO. o

AKO HMaTe ChpAeUHO 3a00N49BaHe UAW UMATE HCTOPUA 3a CbpAESYHO 3abosiaBaHe, MO YBEAOMETE
Bariuus nexap.

AKO UMaTe HATpYyrNBaHe Ha TEUHOCT OKoNo Oennurte ApoboBe, TekapaT MOXKE Aa peLln Aa OTCTPaHH
TEYHOCTTA Npeau aa Bu naxe nemerpexcen.

dena ¥ IOHOLIH
Tosa nekapcTBo He TpAOBa Ja Ce U3MOA3BA NPH AeLa M IOHOUIH, 3aL0TO HAMA ONHT C TOBA JIEKAPCTBO
npy Acua v KwHowM noA 18-rogvuiHa BL3pacT.

Apyra aexapersa H Ilemerpexcen Hoeamen

Hudopmupaiite Baluns nekap, ako NpHEMATE HAKAKBH JICKAPCTBEHH MPOAYKTH NMPOTHB Oosika unu
Bb3najeHue (OToK), HanpuMep NEeKApCTBEHH MPOAYKTH HAPHYAHH ,,HECTEPOHIHH MPOTHBOBBL3NATUTE/THH
nekapcraend npoaykt” (HITBJIIT), BKIrOYMTENHO M NEeKapCTBEHY MPOAYKTH, 3aKyneHH 0e3 nekapeko
npeanucaHue (kato ubynpodet). Hma muoro sunose HCIIBJIII ¢ paznuyHa npoab/mkUTENHOCT Ha
NEeHCTBUE.

B 3aBucHMOCT OT MJIAaHUPaHHUA ACH 32 UHPY3UA Ha neme'rpelccen U/WNK OT CbCTOAHUETO Ha OBOpeyHaTa
(byHKUMA € HeoOxoauMo ekapaT Aa By nocbBeTBa KOW JIEKAPCTBEHH NPOAYKTH MOXKETE Ja NpHEMATe H
KOra MoXKeTe Jia ' B3eMaTe. AKO He CTe CUrypHH, nonuTaiTe Bawus nekap Wiy GapMauesT, [and HAKOE
ot Bawmure nexapcrsa e HCIIBJIIL

HUndopmupaiite Bamuna nekap win 6onHuueH hapMaLeBT, aKo NPHEMATE WKW HACKOPO CTE NPUEMaNH
HAKAKBH APYIM JIEKAPCTBEHH CPEACTBA, BKJIKOUMTEITHO M TAKMBA, OTyckaHu 6e3 peuenra.

BpeMeHHOCT, KbpMeHe H PepTHIHTET
AkKo cTe OpeMeHHa WKW KbPMHTE, CMATATE, UE MOXE a cTe OpeMeHHa WM nuiaHupare 1a umare 6ebe,
nonuTaitre Bawusa nexap unu gapMaLeBT NpeaH Aa W3NOA3BATE TOBa JIEKapPCTBO.

bpemennocm

Ynorpebara Ha ToBa nekapcTeo TpAOBa aa ce u3barea no speme Ha OpeMenHoct. Jlekapat Bu e o6cbau
¢ Bac sn3MoxHus puck ot npueM Ha [lemerpexcen Hosamen no Bpeme Ha OpeMeHHOCT. XKennTte TpadOBa
Aa v3non3saT epeKTHUBHA KOHTPALIETILIMA 1O BpeMe Ha jieueHue ¢ [lemeTpekcea v B mpoaAb/DKEHHE Ha 6
Mecella e Noay4aBaHe Ha NOCASAHAaTa 1034,

Kwvpmene
Knpmenero TpabBa ga 6bae npeycTaHOBEHO MO BPEME ha fI€YEHHE C NEMETPEKCe.

Depmunrumem

MbiKeTe ce CbBETBAT Aa He cTaBaT Oallld Mo BPEME Ha JICYCHHETO H 3 Mecela Cien

neMeTpeKce/ M 3aToBa TpaOBa Aa M3MOA3BaT ¢eKTHBHA KOHTPALIENLHA N0 BPEME Hy
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neMeTpeKce/l U 10 3 Meceua ciiel ToBa. AKO UMaTe JKelaHue 1a ctaHeTe Oauia, rno BpeMe Ha JIeYEHUETO WJIH
N0 3 Mecella ciiell nojiyyaBaHe Ha JIeYeHUE, MOTbPCETE ChBET OT Balwuus nekap uiau papmalieBT.
[leMeTpekcen Moxe aa noeiiksae Ha cnocooHocTTa By na umare aeua. ['opopere ¢ Bawuus nekap, 3a na
MOTLPCUTE CbBET OTHOCHO ChXPAHEHHE HA CriepMa Mpeau Aa 3anoyHeTe JeYeHHeE.

[llopupane u pabora ¢ MAIHHH
[lemerpekcen HoBamen Moke 1a Bu Hakapa aa ce uyBCTBaTe YMOPEHU. bbaere BHMMATEHU, KOrato
KapaTe KoJia HJIM padOTHUTE C MALLHHH.

Ilemerpexcen HoBamea cbabpika HATPHH
[lemeTpekcen Hosamen 100 mg cbabpxka no-manko ot 1 mmol (11 mg) Hatpui Ha p1akoH U

3aTOBA C€ CYMTA Y€ “MPAKTHYECKHU HE CbAbPIKA HATPUH .

[lemerpekcen Hosamen 500 mg cbabpaa npubausurentHo 2,35 mmol (54 mg) Hatpuii

(OCHOBHA CbCTaBKa Ha roTBapcKata/Tpane3Hara coi) BB Beeku ¢uaicon. ToBa KOHYECTBO €
eKBUBAJIEHTHO Ha 2,7 % OT npenopbYHuTeIHUS MAaKCUMAJIEH IHEBEH XPAHUTENIEH NMPUEM Ha HATPHi
3a Bb3PaCTEH.

3. Kak na usnonszsare [lemerpexcean HoBame)

BuHaru w3nonseaire ToBa 1€KapCcTBO TOYHO KakTo Bawuus nekap wau ¢papmauest Bu e kazan.
KoHcynTupaiTe ce ¢ Baluud iekap Wid (papMaueBT, aKko i .1+ CUIYPHH.

[IpenopbuBanara no3a [lemerpekcen HoBamen e 500 Munurpama Ha BCEKM KBaJApaTeH METHP OT TeJIECHATA
NMOBBPXHOCT. M3MepeHHn ca BUCOUHHATA M TEJIECHOTO TEIJIO 32 M3UMC/ISIBAHE HA TeJecHaTa NOBbPXHOCT Ha
T410TO BH. BawumsT nekap wie u3nosssa Ta3sv TejaecHa NOBbPXHOCT, 3a J1a H3YKCIIH NpaBUIHATA 1032 3a
Bac. Ta3u no3a moxe aa Obje azanTipaHa WiH JEYEHUETO MOXKE J1a C€ OTVIOKH B 3aBUCHUMOCT OT Opos Ha
KpbBHUTE B Ki1e€TKH, U OT 001010 BH cbecTosinue. [1peau npuiarane 6oiHUueH GapmManeBT, MeAHLIMHCKA

cecTpa WM nekap uie cmecu npaxa llemerpekcen Hoamen ¢ HHKEKUMOHEH pa3TBOP Ha HAaTpPHEB XJlopua 9
mg/ml (0,9 %).

BuHaru we noay4asare [lemerpekcen Hosamen karo uHpy31g B eaHa ot BeHute. UHdy3usra e
NPOABLJLKHA NPUOAU3UTENHO 10 MUHYTH.

Koraro Ilemerpexkcean HoBamea ce H3nosi3Ba B KOMOPLD 1w\ € IMCIJIATHH:

JlekapaT vy OOJHUYHUAT (papMaLEBT LLUE U3YHMCIIAT 103aTd, OT KOATO ce Hy»aaere, Ha 0a3za Bauure
BUCOUYMHA W Terno. LiucniaaruHara cbo ce npuaara upes MH(Qpy3us B €1Ha OT BEHUTE, U Ce 1aBa
npubsn3uTenHo 30 MUHYTH clie]] 3aBbpLuBaHe Ha HH(Y3HsATa ¢ neMmeTpekcea. UHdy3udara ¢ umcnnatuna
LE MPOABbJDKH NPUOIU3UTENTHO 2 Yaca.

Bue oOMKHOBEHO LiE MoJiy4yaBaTe HH(PY3HUS BEAHDBK HA 3 CEIIMHULIH.

JONbJIHHTE/IHH JIEKAPCTBEHH NPOAYKTH:
KopTrukocreponau: Bawusar nekapar we By HazHauu crepornyu tabneTku (€eKBUBAJIEHTHH Ha 4

MUJIMrpaMa AeKCaMeTa30H JABa MbTH AHEBHO), W L€ TP./'<a A4 I'H B3€MaTe B AC€HA NpPEau, B JIEHS Ha, U
NEHS CJIe/l JIEYEHHE ¢ nemMeTpekce. To3U JieKapCTBEH NDOAYKT C€ Ha3Ha4yagpa, 3a jla Ce HaMaJlk YecTorara
M TeKECTTA Ha KOXKHHUTE PEaKLUH, KOUTO MOXKETE J1a HMA™E. 1) L1eME Ha MPOTHBOTYMOPHOTO JiIEYEHHE.

Buramuuuu nobasku: Baumsar nekap e Bu HazHauu nepopanHo GosiveBa KucearHa (BUTAMHUH) I
MYJTHBUTAMHUH, Cbabpakall ¢osimesa kucenrHa (350 1o 1 000 Mmukporpama), koaTo e TpsadBa jaa
B3eMaTe BE/HbK JIHEBHO, I0KATO noJiyyaBare nemerpekcea. TpaOBa 1a BzemaTe noHe 5 103M, Mo Bpeme
Ha ceJleMTe JHHU Npeau nbpBarta ao3a nemerpekcen. e tpabia na npoasnkuTe aa B3emare ¢osiveBa
KHUCEJIMHA B NMPOAbIKEHHE HA 2] AHM, caea nocieaHarta 103z nemerpekcea. Coino we Bu HanpaBsT
HHXKEeKUMS ¢ BUTaMUH B> (1 000 mukporpama) B ceamuuaTa, npead NpuiIokKeHUe Ha rneme
TOBA NMPUONHU3UTETHO HA BCEKHU 9 ceAMULM (ChOTBETCTRALLIO HA 3 Kypca JIeYEHHE C NeMm
Butamun B, u honmesa kucenuHa Bu ce 1aBar 3a HamasisiBaHe Ha Bb3MOXKHHUTE TOKC

MPOTHBOTYMOPHOTO JIEYEHHUE.

AKO UMaTe HAKAKBH AOMBJIHUTEIHHA BBIIPOCH, CBbP3aHH € }iic  520aTa Ha TOBA JieKa
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nonuTaiite Bauina nekap wnu apmailesT.

4,

BBL3MOKAH HeXKeJIAHE pPeaKkiiu !

KakTo BCHYKM NCKAPCTBA, TORA JIEKAPCTBO MOXKE A4 NPEAH3BHKE HEXKCIIAHH PeaKUWH, BLIIPEKH Y€ HE BCEKH
U Nonyvasa. |

Tpsatsa ne3a6aBHO IR Ce CBBPKETE C JIEKAPH CH, AK0 3120eJ/IeKHTE HEMO OT CNeTHOTO:

Tpecka MK HHPpEKLHA (CHOTBETHO, YECTO WM MHOIO YECTO). ako umate Temnepatypa 38° C uim
[oBeue, M3MOTABAHE WX APYTH NPH3HALY Ha HH(peKUus (Thi KaTO MOXKE Aa UMATE MO-Manko Oenu
KpPbBHU KJIETKH, B CPABHEHHE C HOPMATHOTO, KOETO € MHOTO qecro) HudekuusTa (Cencuc) Moxe aa e
Texcka v 6y Morsia Ja NpuuMHU CMBPT.

AKO 38MI0YHETE N1 UYBCTBATe OONKA B MbPAMTE (HECTO) MK HMaTe YCKOPEHA ChPACYHA 4eCcTOTA
(HeuecTo).

Axo umMare 60J1Ka, 3a4epBABaHE, OTOLW MU A3BYU B YCTATa (MHOIO 4€CTO).

ANEpruuiM peakuny: ako pasBHeTe KoxeH 00puB (MHOro 4ecTo) / 4yBCTBO 3a NnapeHe WiK OoukaHe
(uecTo) win Tpecka (uecto). KoKHUTE peakiiuy paaKo MOraT Aa ObAAT TeXKH H Ja TPHUMHAT CMBPT.
Cebpakete ce ¢ Bawuna nexap, ako nonyuyure Texnbk o6puB, Wid ChpOeK, MU MEXYPH (CHHAPOM Ha
Stevens-Johnson WK TOKCHYHA €fIHACPMANHA HEKPONHK3a).

A KO yyBcTBaTe YMOpa, ¢i1abocCT, TecHO ce 3aabXBaTe WK ako Haraexaare Onend (Thi KaTo MOXKETE 113
MMATE [O-HHUCHK XeMOTNO0WH OT HOPMANHOTO, KOSTO € MHOTO HECTO).

AKO UMATE KbPBEHE OT BEHLIHTE, HOCA WIIH yCTaTa WH HIAKAKBO KbPBEHE, KOETO HE CIMPA, YEPBEHHKABA
WJIM pO30Ba YPHHA, HEOYAKBAHA KOHTY3HA (Thi KaTo MOXKE A& HMATe MO-MaTKO TPOMOOLMTH OT
HOPMAJIHOTO, KOETO € 4ECTO).

AKO H3MUTATE BHE3ANEH 3a4yX, CHIHA 00JIKA B rPbAHMA KO WM KALLTHLA C KbPBaBH XPauKH (HEYECTO)
(MOXe na 03HaAYaBa HANHUYME HA KPHBEH ChCHPEK B KPbBOHOCHHMTE CbhAoBE Ha benute apobose).

HexeranuTe PEAKIIRH HA NEeMETPERCER MOJKE Na BK/IIOUBAT.

MHozo wecmu (mooxce oa 3aceznam nogeve om 1 na 10 yoeexa):

Undexuus

MDapuHruT (Bb3NAJACHO I'bPIO)

Hucok 6poii ua HeyTpodunHUTE rpaHyaouuTy (Bua Ocin KpbBHU KINETKH)
Hucbk 6poit Gend KpbBHH KIIETKH

Hucbk xemMornoonH (aHemMH: )

Huapus

HospbluaHe

Boska, 3auepBsiBaHe, OTOK WIH Bb3MAJNEHKHE Ha yCTaTa

| aneHe

3aryba Ha aneTuT

YmMopa (yMOpAeMOocCT)

KoxeH obpus

JhowmeHe Ha KoXxara

OTKJIOHEHHA B KPBLBHUTE H3CAEABAHUA, OTUMTAM HamaneHa Hpbpeuna GyHKuus

Yecmu (moxce oa 3acezrnam 0o 1 nal0 wosexa):

HUudexums Ha KpbBTa
[ToBuineHa TenecHa TeMNEpaTypa ¢ HUCHK 6poit Ha HeyTpOdUIIHUTE rPaHYIOUHTH (BUA Bear KPBHBHH
KJIETKH)

Hucbk 6poit TpoMOoLUTH

AnepruyHa peakuug3aryba Ha TE€IeCHH TEUHOCTH

[TpomsiHa Ha BKYyca

YapexaaHe Ha ABHraTeTHUTE HEPBH, KOETO MOXE a NPHYHHK MYCKY/Ha caaboct
(oTc1abBaHe) OCHOBHO Ha PBLETE U KpakaTa /
VBpexKaaHe Ha CETUBHHTE HEPBH, KOETO MOXKE a NPHUKHA 3aryba Ha YyBCTBHTR
U HecTabunHa NoxoJKa
3amMasHoCT




BbinaneHue WM OTOK HA KOHIOHKTHBATa (JIMraBMuUaTa, KOsSTO NOKPHBA RLTPELLHATA NOBBPXHOCT HA
KJenayuTe ¥ 0451aTa 4acT Ha OKOTO)

Cyx0 0Kko

Cyx0Ta Ha KOHIOHKTHBATa (JIMraBULIATa, KOATO NOKPHBA BHTPELUHATA NOBbPXHOCT HA KAENA4YUTE U
Osanara 4acT Ha OKOTO) ¥ poroBuLAaTa (po3payHusY CAOH Npe/l MpHca U 3eHHLaTa)

OTOK Ha KnenaqnTe |

Hapyuienne Ha o4HTE ChC CYXOTa, Ch/I3€HE, APpa3HeHe » us Sonka

CbpaeyHa HEAOCTATHYHOCT (CHCTOAHHKE, KOETO 3acara cunarTa Ha H3NOMMNBAHE HA CHPASUHUA MYCKYIT)
HenpasunheH cbopaeueH pHTHEM

Jlolwo xpaHOoCMHITaHE

3anex

bonka B kopeMa

Yepen apob: yrenduaBaHe Ha KOJIMYECTBOTO HA XUMHUYHHTE BELIECTRA B KPBBTA, NIPOU3BEACHH OT
uepHUA Opob

Cspbex no koxara

OO0puB Mo TANOTO, NPK KOHTO METHATA NPUNKYAT Ha MULLEHA

3ary6a Ha Koca

KonpuBHa Tpecka

3aryfa Ha 01L0peuHa pyHKUuUA

Hamanexa 61n6peuna pyHxLus

[losuineHa TenecHa TeMneparypa

bonka

HaTpynsaHe Ha TEYHOCT B TEJIECHHUTE ThKAHHU, NPHYMHABALLIO OTCK

bonka B rpbAHHMA KOLU

Bb3nanenude u pazg3sgBaHE HA NUraBHLWTE Ha XPAHOCMMIATENHUSA TPAKT

ChJI3EHE HA OUHTE

[ToBHLIEHA NMUrMEHTALMA HA KOXATa.

Heuecmu (moxce oa 3aceznam oo 1 na 100 uoeexa):

Hamanen 6poii Ha yepBEeHUTE KPLBHH KIETKH, OENUTE KPbBHU KISTKH U TPOMOOLIUTHTE

Ynap

Bua yaap, mpyu KOKTO MO3bUYHa apTepHa € 3amyLlcHa

Kpbeousnue B yepena

CreHokapaus (bonka B rpbAHUA KOLL, MPUMHHEHA OT HAMaJIeH MPUTOK HA KPbB KbM ChPLETO)
Nndapkr

CTeCHEeHUe HNHK 3anyiLliBaHe HA KOPOHAPHHUTE apTEpUH

Y4eCTeH ChbPACUCH PUTHM

HenocTarsUeH NPUTOK HA KPRB KbM KpaHHHULKTE

3amyiuBaHe Ha €aAHa oT benoapobHUTE apTepUn

Bu3nanenue u cpacreanua Ha obBUBKaTa Ha Oenure npudose ¢ NpodbaemMy B AULLIAHETO
H3xoxnane Ha spkouepBeHa KpbB OT aHyca

KbpBEeHE B XpaHOCMUNATEITHUA TPAKT

Upessa nepdopauus (pa3kbCBaHe)

Bb3ananeHue Ha TYraBpuaTa Ha XpaHonpoBoaa

Bb3nanenue Ha murasuuaTa Ha AebenoTo 4epBo, KOETO MOXKe Aa Obae NMPUAPYHKEHO OT HYPEBHO WIH
peKTalHO KbpBeHe (HabmoaaBaHo caMo B KOMOMHAUMA C LIKCTUTATHH)

Bb3naneHue, OTOK, 3a4CPBIBAHE M €PO3HA Ha IMraBULIATA HA XPaHONPOBOAA, MPUUHHEHH OT
TBYETEpanu

Bu3naneHue Ha Benute Apobose, NPUUUHEHO OT JbYETEpanHA

Peoxu (moorce oa 3acezrnam oo 1 na 1 000 vosexa):

PazpyuniaBaHe Ha YEPBEHUTE KPbBHH KIIETKH

Buw3nanurendo 3abonspaHe Ha HepHHA apod

3auepBaBaHe Ha KOXaTa

Koxxen o6puB, koHTO ce noassaBa HaBCAKbAC B 0OMBbUBara npeau Toea obnacT
AHadunakTH4YeH HIOK (TEXKa ajiepryyHa peakim).




Mnozo peoxu (modxice oa 3aceznam oo 1 na 10 000 vosexa)
= Hupexunn Ha KOXKATa H MEKHTE ThKaHU
*  Cunapom Ha CTuBbHC-IDKOHCHH (BHA TEXKKA peakLMs HA KOXKATa W JIMFaBULIMTE, KOSTO MOXe J1a Obae

XKHMBOTO3ACTpaLIaBaLLa) .

s  TokcHYHa enUAepMATHa HeKponH3a (BHI TEXKKA KOXKHA PeaklMs, KOATo Moxe Ja O6bae
XHUBOTO3aCTpalllaBaiia) o |

*  ABTOMMYHHO 3a60N9BaHE, KOETO MPHYHHABA OOPHBH ¥ MEXYPH N0 KOXATA HA KPAKATA, PbLETE U
Kopema

* Bu3najeHue Ha KOXKATa, XapaKTePH3IHPALIO CE€ C HATHYNE Ha OYNH (roNeMH MEXYPH), H3ITbIIHEHH C
TEYHOCT

* H3ThbHABaHE HA KOXAaTa, MEXYPH, €po3Uy M Oene3mn no Koxara

»  3ayepssasaHe, 50K M OTOK MaBHO NO JOMHUTE KpaHHHLUH

*  BuoinajeHHe Ha KOXKATA U NOAKOKHATA MACTHA TbKaH (NCEBAOLETYNUT)

* Bu3nanenue Ha xoxarta (IEPMAaTUT)

» KoxaTta crasa pb3najieHa, cbpOdlia, 3auepBeHa, HamyKaHa W rpanasa

*  CunHo cbpOAaLln neTHa

Heuzgecmua secmoma: gecmomama He Modice 0a 0v0e OeHena no Haaunume OGHHU:

=  (dopma Ha nUadeT, ABDKala ce rnaBHO Ha 3abongasaHe Ha ObOpeLmTe
= 3abonsBaxe Ha OBOpeLTE, BKIIOYBALLO 3arMBaHe Ha ENHTEIHUTE KNETKH, KOWTO 0Opa3yBaT
O6bOpeuHHnTE KaHanyeTa

Moske Ja HMaTe BCEKH OT Te3d CHMIITOMHU WHIN ChCTOAHMA. TpAOBa Aa KaXKETE Ha JieKapd CH, Bb3MOXKHO
Hai-CKOPO, KOraTo 3afioMHeTe Ja UMAaTe HAKOM OT TE3M HEXEMTaHH edexTH,

AKO CE€ TPEBOXKMTE 3a HAKOS OT HeXelaHWTe peakuuH, norosopere ¢ Bauiug nekap.

Chobumiapane HA HEXEJIAHH PEAKNHH

AKO NIONTYYUTE HAKAKBH HeXellaHH JIEKAPCTBEHH peaklny, yBegoMere Bawus nexap unu papmauenr.
Tosa BK/IIOUBA BCHUKH Bb3MOXXHH, HEOMUCAHM B Ta3H TUCTOBKA HEXENaHH peakuuu. Moxere cbilo ga
CHLOOIMTE HEXENaHH PeakLMK JUpeKkTHO upes U3nbiHuTeNnHaTa arcHUMA 110 fleKapcTBara, yi. ,,JaMan
['pyes” Ne 8, 1303 Codmus, ten.: +35928903417, yebeaitt: www.bda.bg.

Kato ¢chofiapare HexesiaHK peakitii, MOXKETE Ja AaJieTe CBOA MPHHOC 3a NOJy4aBaHEe Ha NoBe4e
WHpOpMaLMA OTHOCHO Ge30MacHOCTTa Ha TOBA JIEKAPC L.

5. Kak aa cexpanasare llemerpexcex Hosamen
Ia ¢e cbxpaHsiBa Ha MACTO, HEOCTBITHO 3a AeLia.

He usnonssaitre ToBa N1€KapCTRO Clie]l CPOKa Ha FOAHOCT, 0TOENA3aH BbPXY KapTOHEHATA ONAaKOBKa M
¢dnakoHa cien “oaeH 10”. CpoKbT HAa FOZHOCT OTroBapst Ha NOCAeHHS ACH OT NOCOYEHHA MeceLl.

Topa JICKapCTBO HEC M3IUCKBA HAKAKBH CNCHHAIHH YCIIOBHA Ha ChXpaHCHHC.

Pa3TBopeH v paspeaeH pastop: Korato e npuroTseH KaxkTo ¢ NocouyeHo, € HaboAaBaHa XHMHUYHa W
busnyHa cTabuNHOCT ciel pa3TBapAHE Ha HHQY3UOHHHS pa3TBOP HA NEMETPEKCEA 3a 24 vaca npu 25°C
W npH xAaanIHH yeiaosnus (2°C - 8°C). Ot mukpobuonoruui:a raeaHa Touka, NpoRYKTsT TpAOBa fa ce
H3non3ea HezabasHo.

Tosa nexapcTBO € camo 3a eAHOKpaTHa ynotpeba, BCEKH HEU3MON3BaH pa3TBop TpabBaA 1a C& K3XBLPASA

CbI1aCHO MECTHHTE H3HCcKBaHHA. He M3xBLpadiiTe ckapcTBaTa B KAHATIH3AUMATA WIH B KOHTCHHEPA 32
noMauiHu otTnaabuM. Ilonuradre Bauuna gapMalueBT KaK 1a niXBbpJISTE JIEKAPCTBATA, KOUTO
n3non3sare. Tesu MepkH Lie CMOMOTHAT 3a ona3saHe Ha OKOJIHATaA cpeja.

6. CoabppxaHHe HR ONAKOBKATZ H JONBJIHHTEHA BRPOPMALIHS




Kakso ceabpxka Ilemerpexcen Hosamen

AKTUBHOTO BELIECTBO € IEMETPEKCE.

[Temerpexcen Hoamen 100 mg: Beeku ¢giakoH cbabpxka 1UU MHUAKIpaMa neMeTpekce/l (KaTo
neMeTpeKce/1 AMHATPHH).

[Temerpexcen Hosamen 500 mg: Beeku dnakon cbabpxa 500 Muiurpama nemeTpekce (Kato
neMeTpeKce/1 AMHATPHiA).

JIpyrure ¢cbCTaBKK Ca MaAHHUTOJI, XJIOPOBOJAOPOAHA KUCEIHHA i HATPUEB XHIPOKCH/L.

Cnen pasTBapsHe pa3TBOpbT chabpika 25 mg/ml nemerpekcea. [lpeau npunoxkenue € HEOOX0AUMO aa ce
HarpaBu JOMbJIHHUTEHO pa3pekaaHe OT MEAULIMHCKH CTIeTHAJTUCT.

Kak n3riexna llemerpexkcea HoBamea H KAaKBO Cbt7 X4 ONIAKOBKATA
[lemerpekcen HoBamen e npax 3a KOHUEHTpAT 3a HH(YIMOHEH pa3TBOpP B CTHKJICH (uiakoH. Tol e 0ai1 10
CBET/IOAKBJIT HIM KbJITO3ENEH JHOPHIUZUPAH npax.

Besaka onakoBka [lemerpekcen HoBamen cbabpka €1UH (P1akoH.

[IpuTexkare)1 HA pa3pelIeHHETO 3a ynorpeoda:
Hoeamen Tperaunr EOO/]
ya.,131-Ba” Ne 5, er. 4, an. 10

Cocusa 1113, bvarapus

[IponsBoauTen:

Seacross Pharma (Europe) Ltd.
POD 13. The Old Station House
| SA Main Street, Blackrock

Dublin, A94 T8P8
Upsianaus

To3n JilekapceTBeH NPOAYKT e pa3pelleH 3a ynorpeda B AbpxkaBuTe - WieHKH Ha EWMII noa caeanure

HMEHA.

bbiarapus

| epmanus

Upnanaus

PyMbHUA

Kunbp

[Temerpekcen Hosamen 100 mg npax 3a KOHUEHTpAT 3a HH(Y3UOHEH pPa3TBOP
[TemeTrpekcen HoBamen 500 mg npax sa KOHUEHTPAT 32 HH(PY3UOHEH pa3TBOpP

Pemetrexed Seacross 100 mg Pulver fiir zin Konzentrat zur Herstellung einer Infusionslésung
Pemetrexed Seacross 500 mg Pulver rir ein Konzentrat zur Herstellung einer Infusionslésung

Pemetrexed Seacross 100 mg powder fo. concentrate for solution for infusion
Pemetrexed Seacross 500 mg powder for concentrate for solution for infusion

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

Pemetrexed Seacross 100 mg KOvig Yo TuKVO O1GALUA YO TUPACKEDLT) OIIADLATOS TPOS EYYVOT
Pemetrexed Seacross 500 mg KOVIC Y TUKVO SIAAVUA Y10 TAPACKELT] OLXAVUAUTOS TPOS £YYLOT)

/laTta Ha mocjeHO npepasrJexiane Ha JucroBkara: £7/2025
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UHCTpYKILIMHK 3a ynioTpeda, padora U U3XBBPJISHE
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