JlucroBka: Unpopmanus 3a nanueHTa /0/0 /}é‘

Ilemerpexcen Cannos 25 mg/ml konnenTpar 3a HHQPY3HOHEH pa3TBOP 0 -09- 005
Pemetrexed Sandoz 25 mg/ml concentrate for solution for igg;i? ~3 | e
nemerpekcen/ pemetrexed - 2

[IpouyeTeTe BHHMATE/IHO HAJIATA JINCTOBKA, NPEIH /14 3all04HeTe 1A NpHeMAaTe TOBA JIEKApPCTBO,

ThH KaTO TH ChAbPKa BaxkHa 3a Bac undpopmanus.

- 3amna3zere Ta3M JUCTOBKA. MOXKe J1a ce HaJIOXKH /J1a S MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOITbJIHUTEIHU BBIIPOCH, MOMNMHUTanTe Baluus ekap wiu papMalieBT.

- AKO MOJy4YUuTE HAKAKBH HEXKEJIAaHU peakUMH, yBeaoMeTe Bawus nekap wiu ¢papmauert. Tosa
BKJIFOYBA U BCHYKH Bb3MOXKHH HEXKEJIAaHW peaKLIMM, HEOINMUCAHU B Ta3H JIMCTOBKA. BuxkTe Touka

4,

KakBo CbAbPpPKA Ta3H JIHCTOBKA

Kakso npeacrasinsasa Ilemerpekcen Canao3 v 3a KakBO ce U3M0JI3Ba

KakBo Tps0Ba aa 3Haere, npeau aa Bu 6bae npunoxeH I[lemerpekcen Canao3s
Kak na w3non3sare [lemerpexkcen Canno3

B1b3MOXXHU HEXeJIaHU peaKUHU

Kak na cexpansiBare Ilemerpekcen Canuo3

ChbabpkaHHe Ha OMAKOBKATa W JOIMbJIHMTEIHa HHpOopMmaLms

G, U i B B =

1. Kakso npeacrasiisiBa [lemerpekcen Canaos 1 3a KAKBO ce H3M0/13Ba
[lemeTpekcen CaH103 € JIEKapCTBO, M3IOJI3BAHO 3a JICYEHUE HA pak.

[TemeTpekcen Canno3 ce npuiara B KOMOMHALIMA C LIMCIUIATHH - IPYT NMPOTHBOPAKOB JIEKAPCTBEH
MPOAYKT, KaTO JICYEHHE 3a 3JI0KA4YECTBEH IIEBpaAJIEH ME30TETHOM — (hopma Ha pak, KOHMTO 3acara
oOBHMBKaTa Ha Oenus Apo0, NpU NaLMEeHTH, KOUTO HE ca MOoJTyYaBaJiv Nped TOBa XUMHOTEpanus.

[lemeTpekcen Canngo3 cbllO ce Mpuiara B KOMOMHaLMA C UMCIUIATHH 3a ITbPBOHAYATHO JIEYEHHE
Ha MaLMEeHTH ¢ HanpeaHal cTaaui Ha OenoapoOeH pak.

[lemerpekcen Canno3 moxe na Bu 6bae npeanucaH, ako umarte 6enoapobeH pak B HanpeHall
cTaJu# U ako 3abosisBaHeTO BU ce noBausBa OT JIEYEHUETO WK aKO TO OCTaBa B 3HAYMTEJIHA
CTENEH HEMPOMEHEHO CJie/l TbPBOHAYaIHaTa XUMHOTEpanus.

[lemerpekcen Canio3 ChILO € 3a JIeYEeHHE 3a NMauUeHTH ¢ 0enoapobeH pak B HanpeaHaia ¢asa, rnpu
KOUTO 3a00/19BAHETO NMpOrpecupa, cjie KaTto € Oujia npuiokKeHa Apyra Ha4yajlHa XUMHOTeparums.

To3u nexkapcTBeH NMPOAYKT € MpeaHa3Ha4yeH 3a ynorpeda caMmo Npu Bb3PaCTHH.

p 2 Kakso TpsOBa 1a 3HaeTe, npean A1a Bu 0bae npuioxken Ilemerpekcen Canaos

He n3noasBaiite Ilemerpexcen Canaos:
- aKo CT€ aJIEprU4HH KbM IMEMETPEKCE/l MM HAKOSA OT OCTAHAJIUTE ChCTABKH HA TOBA JIEKAPCTBO
(u30poeHH B TOYKa 6). ;
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- aKO KbpMUTE; TpSAOBA Ja NMPEeyCTAHOBUTE KbPMEHETO I10 BPEME Ha JICYEHHE C l’lememeﬁceg.- ~ 1“ y}}
CaHnos.  wN—

. > -
T s

- aKo ckopo Bu e HanpaBeHa uiu npeacTod na Bu Obae HanpaBeHa BakCHHA CpelLy KbiTa: /45 ¢

v
¥
t
=

Tpecka. =y

N
P
r

'L 0
" ilJ"Ill'lrl'-ILI I



IIpeaynpexaenus H npexIa3Ha MEpKH
['oBopere ¢ Baumiua nexap unu ¢papMalesTa B OonHHuaTa, nipeay aa npueMere Ilemerpekcen Cannos.

AKO MMaTe WK cTe UMaau npobdnemu ¢ OsOpeLTe, roBOpETE € NeKapa UK dapmalieBTa Ha
OonHMIaTa, TEH KaTO € Bb3MOXKHO Aa HE MOXeTe 1a noay4yaBate [lemerpekcen Cannos.

[Ipenu Bcsika HHpYy3Hs e By 6baaT B3emaHu KpbBHH MPOOH, 32 J1a C€ NPELICHH AAJH € AOCTAThYHA
no0pa pyrkumuaTa Ha 6s0OpenuTe U YepHUda Bu apob u aAa ce poBEpH JAIK UMATE AOCTATHUYHO KPBBHH
KJIETKH, 3a 1a By 6b1e npunoxen [lemerpekcen Canpo3s. Jlekapar Moxe fa peluy Jajiu Ja NpOMEHH
J03aTa, KK Aa OTIO0XH JICYEHHETO, B 3aBHCUMOCT OT 0010TO BH cBhCTOSHHE H ako OpoAT Ha
KPBBHHTE KJIETKH € TBLPIe HUCHK. AKO NMpMeMare ChIO LMCIUIATHH, BalusT nekap me ¢e yBepH, ue
CT¢ AOCTATHYHO XMAPATHPAHH H CTe MOJTYUKIH NOAXOAALLO JIeYUeHHUE 3a IpeOTBpaTABaHE HA
NOBPBLIAHETO NMpeAd U clell IPHEM Ha LIUCIUIATHH.

Kaxxete Ha Bamms nekap, ako cTe npeMHHaNH WK Bu npeacTou Aa npeMUHETe ThUETEpanus, Thii
KaTo npu npwiarane Ha [lemerpexcen Canno3 Moxxe Aa MMa paHHA WM KbCHA PaIUallIOHHA PEeaKIMA.

Kaxere Ha Baminsa nexap, ako CKOpo CT€ BAKCHHHPAaHH, ThH KaTO TOBA MOXE Ja NMOBJIHAE
HeOnaronpuaTHoO npH npunaraxve Ha [lemerpexcen Cannos.

AKO HMaTe WIH Npeau CTe MMANH ChpAeHHO 3a00naBaHe, yBeaoMeTe Baumsa sekap.

AKoO UMarte crOMpaHe Ha TEYHOCT OKOJ10 Oesiure ApoOoBe, IEKAPAT MOXKE a pelllH Ja IpeMaxHe
TEeYHOCTTa Npean aa Bu npunoxu Iemerpekcen Canpos.

Jlena H 10HOIMH
Tora nekapcTo He TpAOBa Aa ce U3MON3Ba NPH JeLia ¥ IOHOLIM, ThH KaTO HAMA OMUT C TOBA
JEKAPCTRO MPH Aela U I0HOWH NoJ 18-roauilHa Bb3pacT.

Apyra aekapcrea m IlleMerpexcea Cannos

Uudopmupaime Bamns nekap, ako npHeMare HAKakBH JICKapCTRA 3a JieueHue Ha 6oJika min
BB3NAJICHHUE (O0TOK), HAIIPUMEP JIEKAPCTBA, HAPHYAHH “HECTEPOHAHH MPOTHBOBLINAJIMTETHH
cpeactea’ (HCIIBC), BIUTIOWHTEIHO H IEKAPCTBEHH MPOAYKTH, 3aKyIleHH 6e3 iekapcko npeaAnucaHue
(xaro ubynpoden). Kma muoro sBunose HCIIBC ¢ paznuuHa npoab/mKATENHOCT Ha AckicTBre. B
3aBMCHMOCT OT IJIAHUPAHHA J€H 3a npuiaraHe Ha uHdy3uara ¢ [lemerpekcen Cannos w/unu
CLCTOAHHETO Ha OBOpeuHaTa QyHKIHA € HeoOX0aAUMO NeKapAT Aa B1 nocLBeTBa KOM JIEKApCTBA H
KOra MOXe Ja npueMare. AKO He CTe CHI'ypHH, nonuranTe Baiina nekap win gapmManesT, JATH HAKOE
ot Bawure nexapcrea ¢ HCIIBC.

Mons, uHgopmHpaiTe Baus 1ekap, ako npUeMare iekapcTea HapeyeHH HHXUOUTOPH Ha
NpOTOHHATA NMOMIIA (OMENnpasosl, €30Menpa3o’i, NaH30MNpas3os, NaHToNpa3on U pabenpazon),
M3MO/I3BAHM 34 JICYCHHE HA NapeHe 3aj rPhAHATa KOCT M PErypruTains Ha CTOMAIlHH KHCEeHHH.

Mons, undopmupaitte Bamna nexap, unu ¢papmaiiesra B O0JIHHLATA, aKO NPUEMATE HIIM HACKOPO CTE
NpUEMaiH HAKAKBH JPYrH JICKapCTBa, BKIIIOYHTENIHO H TAKHBA, OTIMyCKaHH Oe3 pelenta

bpemeHnoOCT, KbpMeHe H pepTHIAHTET

bpemennocr

AKko cre bBpeMeHHa, CMATATeE, Ue MOXKe Aa ¢Te OpeMeHHa WK IIAHHPATe OpeMEHHOCT, KAXKeTe Ha
Bamns xexap. Ynorpebara Ha [lemerpexcen Cannos Tpsabsa na ce u3darsa no speMe Ha
OpemenHocT. Jlekapat Bu me o0cbau ¢ Bac Bp3MOXHHA pHCK oT nipHeM Ha [TeMerpekcen CaHpos no

BpeMe Ha GpeMeHHOCT. TSI
Jenure TpabBa na u3non3eat edpeKTHBHA KOHTpALENLMA N0 BpeMe Ha JieueHue ¢ [lemerpekc SR, »ﬁ@ R
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Knpmene
AKO KbpMHTE, KOKeTe Ha Bamus nekap.
KspMenero TpabBa na Obae npeycTaHoBeHO no BpeMe Ha JieueHue ¢ [lemerpekcen Canmos.

Pepranarer

[IpenoptuBa ce Ha MbXKeTe Ala He cTaBaT fainu no speme Ha jgedeHuero ¢ [lemerpekcen Canaos u 3
MECELIA ClIe/] HETro, 3aToBa TPAOBa A2 N3MON3BaT epeKTHBHA KOHTpALENLKs N0 BpeMe Ha ICYEHHETO ¢
[Temerpexcen Cano3 U 10 3 Mecella ciie]l ToBa. AKO UMaTe XKeJlaHHe Aa cTaHeTe bailla, 1o Bpeme Ha
JIGYEHHETO WIH A0 3 Meceua e noJTydaBaHe Ha JIeYeHUe, KOHCYTUpaiTe ce ¢ Bawusa nekap wiu
dapMaienT. [lemeTpekcen Cannos Moxe Aa 3acerse cnocobHocrra Bu aa umare aeua. Ilorspcere
CbBET OT Bauing nexkap OTHOCHO CBXPAHEHHETO HA CriepMa NPeaH Aa 3anO4HeTe JICYCHHE,

Mlodupane H pabora ¢ MALIHER
Moxe na ce YyBCTBaTe YMOpEeHM nopani edeHueTo ¢ Ilemerpekcen Cannos. braere BHHMaTeNHH,
Korato odupare WiH paboTUTe ¢ MallIMHA.

Iemerpexcen Cango3 cbAbPKA HATPHA H NPONHJICHTTHKOJI

[lemerpekcen Cannos 100 mg {(daakon ot 4 ml):

Topa nekapcTBO chABbpXa NO-Manko oT 1 mmol HaTpui (23 mg) Ha daKkoH, T.e. MOXKe Ja Ce Kaxe, ue
IIPAKTUYECKH ,,HEe CHABPYKA HATPHHA®.

Topa nexapcTBo chabpka 200 mg NpOMIEHTTIMKON BEB BCEKH (PIIAKOH.

[lemerpekcen Cannos 500 mg (pnakon ot 20 ml):

Tora nexkapcTBO ChABPAKA 55,6 mg HATPUH (OCHOBHATA CHCTABKA B rOTBApCKa/Tparie3Ha COJ) Ha BCEKH
¢nakon. Tosa otrosapsa Ha 3% ot npenopbuBaHusa OT C30 MakcUMaJieH JHEBEH NpHEM Ha HaTpuii 3a
BB3pacTeH. ToBa nekapcTso cbAbpka 1 000 mg nponuieHrnMKoN BbB BCEKU (HIAKOH.

ITemerpekcen Canzo3 1000 mg (dbaakou ot 40 ml):
Tosa nexapcTBo chabpaa 111,2 mg HaTpwit (OCHOBHATA CHCTABKA B rOTBApCKa/Tparne3Ha coJl) Ha

BceKH ¢nakoH. Topa orroBaps Ha 6% ot npenopruBaHus oT C30 MakcHMalneH JHEBEH NMPHEM Ha
HaTpUH 3a BB3pacTeH. ToBa nekapcTeo cbhabpaxa 2 000 mg rMpoNMWIeHrIukoNI BbB BCeKH (PIaKOH.

3. Kak na manomsare Hemerpexcen Cangos

[Temerpekcen Canpos TpsOBa na ce npuiara caMo NoJ HENOCPEACTBEHOTO HalMIoAEHHE HA JICKAP ¢
OMMT B JICYEHUETO ¢ NMPOTUBOPAKOBA XMMHUOTEPAIUS.

Hozara Ha Ilemetpekcen Cannos ¢ 500 munurpama 3a €IMH KBaAPATEH METHP TEJIECHa MOBBPXHOCT.
3a M3YKUCIABAHE HA TENECHATAa NOBLPXHOCT HA TAJIOTO C€ H3MEPBAT PBCTa M TErNoTO. Bauuar nekap
I¢ M3YKCIY NMOAXOAAIIaTa 33 Bac 1033 ¢ noMoLTa HAa Taka U3MEPEHATA TEICCHA NOBBPXHOCT. Ta3u
n03a MOKe Aa Obje afanTHpaHa WiM JICYECHHETO MOXKE J1a CE OT/IOXKH B 3aBHCHMOCT OT 6pod Ha
KpbBHHTE Bu KieTku 1 ot 06woro By cecrodanue. [Ipeau npunaravero, ¢papmaneBT ot 60MHMLATA,
MEIMLIMHCKA CECTpa WIH JieKap e cMeck KoHueHTpara [Temerpekcen CaHnos ¢ MHXEKIIMOHEH
pa3TBOp Ha HaTpHeB Xnopua 9 mg/mi (0,9 %) wiu ¢ MHXEKLMOHEH pa3TBOP ¢ Fmoko3a 50 mg/ml
(5%).

Ilemerpekcen Cannoz we Bu 6bae npunaran BuHary kato HHQpy3usa B8 BeHa. HHy3ugaTa me
npoabpkasa npubau3uTenHo 10 MUHYTH.

Korato llemerpexkcen Canao3 ce npwiara 8 KOMOMHAMA ¢ HMCIUIATHH:
JlekapaT win papMaLIeBTHT OT OONHULATA 1IEe U3UHCIAT HeoOXoauMmara 3a Bac no3a cniopen Baius

pPBCT M Terno. L{uciuaTiH CbLUo ce nmpunara kato HHQY3Hsa BbB BeHa, NpubausurentHo 30 MUHHYTH
ciel 3aBbpuiBaHe Ha HHpy3uaTa ¢ [Temerpekcen Canzos. MH(y3uaTa ¢ IMCIIATHH NPOOBIDKA
npaOIH3HTENHO 2 Yaca.




Unysusara ce npuiara 0OUKHOBEHO Ha BCEKH 3 CEAMMLIM.

OMBJIHHTEIHH JIEKAPCTBA:
Koprukocteponau: Bamnsar nexapar e By HazHaun crepouanu Tabinerku (koeto orrosaps Ha 4
MIJTHIpaMa JIEKCaMeTa30H /1Ba MLTH AHEBHO), KOUTO Lie TpabBa Aa npueMare B JieHd Mpeau, B caMus
NeH H B AeHA cnen neueHue ¢ [lemerpekcen Cannos. Topa N1eKapcTBO € Ha3HAYaBa, 3a Ja C€ HaMaJlH
YEeCTOTATa H TEXKECTTA Ha KOKHUTE peakLiMi, KOUTO MOXKETE 1a HMATE 110 BpEME Ha
[POTHBOTYMOPHOTO JICUEHHE.

Buramunny ao0asky: BaumsT nekap me Bu HazHa4qu nepopaneH npueM Ha (ojMeBa KUceluHa
(BUT2MHH) WIH MYJITHBHTAMHH, ChaALpKall ¢onuera kucenuna (350 o 1 000 Mukporpama), KOuTo
lie TpsAOBa Ja npueMare BeIHBXK JHEBHO AOKATO cTe Ha JcucHHe ¢ [lemerpekcen Canpos. Tpadsa na
[pUEMETE MOHE 5 103U MO BpEME Ha celeMTe OHH Mpeau mepeara a03a Ilemerpexkcen Cannos. e
TpaAOBa JAa MPOXB/DKHATE Ja NpueMarte ¢ojiMeBa KMCeAWHa B NPOOWDKCHHE Ha 21 OHHM cien nocieaHara
no3a ot [lemetrpekcea Cannos. llle Bu 6ba¢ npuiokeHa b0 HHXKEKLUMA ¢ BUTAMHH B2

(1000 muxporpama) B ceqMruaTa npeau npunaradeto Ha [lemerpexcen Cannos v cien Tosa
npUOIHM3HTEIHO HA BCEKH 9 ceIMHLIIM (KOETO OTTOoBapsa Ha 3 Kypca edeHue ¢ [lemerpekcen Canno3s).
Buramun Bi; u donnena kucenuna ue Bu 6baaT npunaradu 3a HaMansgBaHe Ha Bb3MOXKHHTE
TOKCUYHHU €(peKTH Ha MPOTHBOTYMOPHOTO JICUCHHE.

AKO HMaTe HAKAaKBH AOITBJIHUTEHH BBIPOCH, CBLP3aHH ¢ ynoTpebaTa Ha TORa JIEKapCTBO, MONUTANTe
Baniug nekap wnu apMaLeBT.

4. Bb3MOKHH HEXKe/IAHH PpeaKIHH

KakTo BCHYKH JICKAapCTRA, TOBA JCKAPCTBO MOXKC Na IIPCIH3BHKA HEXXC/TaHH PCakKlINH, BBIIPEKH Y€ HC
BCCKH I'M ITOJIYYHaRA.

Tpﬂﬁﬂﬂ He3a0aBHO A ce CBBKETE C JICKAPH CH, AKO0 3a0ejIe’KHTEe HAKOE OT CJIeHHATE:

° Brcoka TemuaepaTypa BIH HHPeKIMHA (CLOTBETHO YECTH WK MHOTO YE€CTH): ak0Q UMATe
Temnepartypa 38°C wiH noseye, H3NOTABAHE WIM APYTH NpH3HALUM HAa HHpekuua (ThH KaTo
MOJXKE JIa HMaTe MO-MaJIKO O€/IH KPBBHH KJIETKHM OT HOPMAJIHOTO, KOETO € MHOTO YECTO
cpewiaHo). Undexumara (cencuc) Moxke aa € Texka 1 OH Moraa ia JOBEAE A0 CMBPT.

. AKO 3arno4HeTe Aa 4yBC¢TBaTe §0/1ka B rbpARTE (UECTO) WK HMaTe YCKOpPEHO chpLebueHe
(HedecTo).

. Ako Hmare 6oaxa, 3auepBaBAREe, OTONH H/AH PAHHYKH B YCTATa (MHOTO 4€CTO).

o ANepridHy peakinH: aKo pa3BHeTe KoxeH 00pHB (MHOIO 4ecTo) / YyBCTBO 32 MapeHe HIIH

fonkane (MeCTO) HIHM BHECOKA TemMnepaTypa (decto). KoxHuTe peakuum paaxo morar ga Opaat
TEXKKH H Ja NPHUUHAT cCMBPT. CBBpaKeTe ce ¢ Ballua nekap, ako HMaTe TeXbK 00pHB, Chpiex
HJIH MeXYpH (CHHIpOM Ha CTUBBHC-DKOHCEH HIIM TOKCHYHA €NUACPMANTHA HEKPOJIH3A).

¢ AKO YYBCTBATEC YMOpAa, ciaadocTt , JIECHO C€ 38bXBATE HIIH AKO H3IJICXKIAaTe Onenu (T’Bﬁ KaTo
MOXXKETe 1a HMaTe NO-HHCHK XeMOTJIOOMH OT HOPMAaJIHOTO, KOCTO € MHOTO 1IE:CT{ZI).
* AKO UMarte KBPBECHC OT BCHIIHTEC, HOCA HJH YCTATA UMK HAKAKBO KbPBCHE, KOETO HEC CIIHpA,

YepBE€HHKAB HJIH PO30B LIBAT HA YPHHATa, HCOYAKBAaHU CUHUHH (TbH KaTO MOXE JAa MMATE 1o-
MaJIKO TPOMOOLIMTH OT HOPMAJTHOTO, KOETO € MHOI'Q YECTO).

. AKO MMaTe BHE3aIEH 3a0yX, CHIHA 00JIKa B rPbARNMSA KOII WIH KalUTHLIA C KbPBAaBH Xpauku
(HeuecTo) (MOXKe a O3Ha4Yapa HaJIM4YHE Ha KPbBEH CbCHPEK B KPbBOHOCHHTE CBAOBE Ha benure

npoboBe)




Hexenanute peakiivu KeM [lemerpexcen Canao3 Moxe a BKIIOYBAT:

Mnozo wecmu (Morar ga 3acerdar noseve ot I Ha 10 ayuu)

Hudexuus

@apUHIrUT (BH3NAIEHO I'bPIIO)

Hucnk 6poit HeyTpodwiHu rpaHynoudTH {BHI 61U KPBBHH KIICTKH)
Hucok 6poit 6enu KpLBHH KJISTKH |
Hucosk xemornotOuH

bonka, 3auepBiBaHe, OTOK WIH BB3MAJICHHUE Ha yCTaTa

3aryba Ha aneTHT

[loBpniuane

KoxeHn o6pup

Jhiouewa ce koxka

OTKn0HEeHHs B KPbBHUTE U3CJIEBAHHMA, OTHHTAILH HamasieHa Ob0pedna pyHKUMA
YmMopa (ymopseMocT)

Hecmu (Morar aa 3acerHar oo 1 Ha 10 aymu)

® & & & &

Hudexumns Ha KpbBTa

[ToBHileHa TeecHa TeMIEpaTypa ¢ HUCEK Opoit Ha HeYTPO(IWIHUTE rPaHyYIOLMTH (BHI OesH
KPBBHH KJIIETKH)

Hucosk 6poit TpoMOOLIMTH

AJIepruyHa peakLys

3aryba Ha TeJeCHH TEUHOCTH

[IpoMsHa Ha BKYyca

YBpexaaHe Ha JBUraTeJIHUTE HEPBH, KOSTO MOXE a MPHUUHU MYCKY/IHA cnabocr u arpodus
(oTcnabBaHe) OCHOBHO Ha PBLETE U KpakKaTa

YBpexaaHe Ha CETHBHMTE HEPBH, KOETO MOXKE Ja MPUYHHHM 3aryda Ha YyBCTBHTEJIHOCT, fapella
OoJIKa ¥ HecTaOHIHA NOXoaKa

3aMafaHOCT
BbnananeHue WM OTOK Ha KOHIOHKTHRATA (THraBHLaTa, KOATO NOKPHBA BETPEIIHATA
NOBLPXHOCT Ha KJIenayuTe U 64nara 4acT Ha OKOTO)

Cyxo oko

Chi3eHe Ha o4HTe

CyxoTa Ha KOHKOHKTHBAaTa (JIMraBHLIATa, KOATO NMOKPUBA BbTPEILHATA NOBHPXHOCT HA KIEMauHTe
n OsaTa 4acT Ha OKOTO) M pOoropMuarta (Tpo3padHHAT C/I0H NpeJ HpHCa U 3eHHLIaTa)

OTOK Ha K/IENMAaYUTe

HapyuieHue Ha OUHMTE CBC CYXOTa, ChJI3eHe, Apa3sHeHe WHIIH Oonka

CubpacdyHa HEAOCTATHYHOCT (CHCTOAHUE, KOETO 3aCAra CUIaTa Ha U3NOMINBAHE HA ChPACYHHA
MYCKYIT)

HenpapuieH cbpoe4eH puTbM

Jlotmo XxpaHOCMHJIAHE

3anek

bonka B Kopema

YepeH apo0: yeenuvapaHe Ha KOMIMYECTBOTO HA XMMHUYHHTE BELIECTBA B KPbBTA, MPOU3BEACHH
OT uepHUa Jpod

[TosuiIeHa NMrMEeHTALIMA Ha KOXKaTa

Coupbex no koxara

Ob6pus 110 TOTO, NPH KOWTO NeTHaTa NPUIHYAT Ha MHilLIEHa
3aryba Ha koca

KonpusHa Tpecka

3ary0a Ha 6B0peuHa QpyHKUMA

HamaneHa 0n0peuHa QyHKIIHA




[lopulIeHa TeJIeCHA TeMIIEpaTypa

bonka

HarpynsaHe Ha TEYHOCT B TEJIECHHTE ThbKAHHM, NPUUYMHABALIO OTOK
boska B rpbHUS KOLII

BhanancHUE M pa3g3BABAHE HA JIMFABHULIUTE HA XPAHOCMHIATE/THUA TPAKT

Heuecmu (morar aa 3acersar ao 1 va 100 gyum)

HamaneHn Opoit Ha YEpBEHUTE KPBBHH KJIETKHM, O€1MTE KPBBHH KIETKH H TPOMOOLMTHTE
Yaap (MO3bYEH yaap, HHCYIT)

Bua MO3bUEH yaap, MPpH KOHTO MO2ZBYHA APTEPHA € 3anylicHa

KpbBOM3IIKE B Uepena

Crenokapamsa (boNKa B rpbAHUA KOIL, IPUYHHEHA OT HAMAJICH NPUTOK Ha KPbB KbM ChPLIETO)
Hudapkr

CTecHeHHe WIH 3allyLIBAHE HA KOPOHAPHHUTE apTePHH

YuecTeH chpAcUeH PHTHM

HenoctaTp4eH NpUTOK Ha KPbB KbM KpalHULIUTE

3amyiuBaHe Ha eaHa oT 6enoapodHuTe apTepun

Br3nanenue u cpacTBaHusa Ha oOBHBKaTa Ha Oenure apodoBe ¢ NpobiieMH B AUIIAHETO
H3xoxaane Ha ApKOMEpBEeHA KPbB OT aHyca

KbpBeHe B XpaHOCMHJIATETHUA TPAKT

Upesra nepgopaums (paskbCBaHe)

Bb3naneHHe HA TMraBULIATA HA XPaHOMPOBOaa

Br3naneHue Ha nMraBMLaTa Ha AeHEnoTO YepBo, KOETO MOXKeE Aa Obae NpUAPYIKEHO OT YPEBHO

WIK PEKTAIHO KbpBeHE (HabmoaaBaHO caMoO B KOMOHHALMA C LIMCILIATHH)

. Br3naneHue, OTOK, 3a4epBsiBaHe U €pO3HA Ha IMraBMLaTa Ha XpaHOIMPOBOAa, IPUMHHEHH OT
nbueTepanus

. Br3nancHue Ha 6enure aApoOoBE, NPUUHHEHO OT JTb4eTeparus

Pedxu (Morar pa 3acersat no | Ha 1 000 xywm)

o Pa3pymiaBaHe Ha YepBEeHUTE KPbBHH KJIIE€TKH

AnadunakTHdeH HIOK (TeXKa anepruyHa peakiys )

BrananurenHo 3abonsBade Ha YepHHUA Apob

3auepBaBaHE HA KOXATa

KoxeH oOpHB, KOHTO ce NMosBsiBa HABCAKBAC B 00TbuBaHa npeau ToBa obnact

Mnuozo peoxu (Morat na 3acerdar 4o 1 Ha 10 000 goseka)
o HNudexkumu Ha KOKaTa 4 MEKHTE ThKaHK

o Cunapom Ha CTuBBHC-/DKOHCHH (BHA TEKKA peaKLMa HAa KOXKAaTa H JIMTaBULUTE, KOATO MOXKe J1a
6bae )KMBOTO3acTpalllaBalla)

* TokcuuHa enuaepmanHa HeKpou3a (BUI TeXKKa KOXKHA peaklus, KoaTo Moxe Ja nae
KHBOTO3aCTpalliaBallla)

. ABTOMMYHHO 3a00/I9BaHe, KOETO MPHYHHABRA OOPHBHM H MEXYPH 110 KOXATa HA KpaKaTta, phLETe
H KOpeMa

* BhinajleHUe Ha KOXKATa, XapaKTEPH3IUpALLO Ce C Haiuuue Ha OyJIH (rojieMHd MexypH),

U3[IbJIHEHH C TEYHOCT

H3TbHABaHE Ha KOXATa, MEXYDH, €po3uH H Henesn no koxara
3auepBaBaHe, 0ONKa H OTOK IJIABHO M0 AOJHUTE KpalHULIM
Bh3naneHHe Ha KOXKaTa M MOJAKOXHATa MacTHA ThKaH (TICeBIOLIEITYIINT)
Bo3naneHHe Ha KoxaTa ( ACpMATHT)

Koxara cTasa Bb3naieHa, cbpdaiiiia, 3auepseHa, HallyKaHa M rparnasa
CunHo cepbalyu neTHa

C neuzeecmua wecmoma (OT HUIMYHUTE JaHHW HEe MOXKe a4 ObO¢ HanpaBeHa OlieHKa)
. dopMa Ha auadber, ap/DKala ce ri1apHo Ha 3abonspaHe Ha ObpOpeLuTe




. 3abonaBane Ha ObOpeLMTE, BKIIOYBALLO 3arHBAHE HA CMHTEIHATE KIETKH, KOWTO MOKPHBAT
O1pOpeyHHTE KaHaIUYeTa
YBenHuuYeHo oTAeNISHE Ha YpHHA

. JXKakaa u ropHllleHa KOHCYMalLMA Ha Boja
XurnepHaTpHeMHs — MTOBUILICH HATPHI B KPBHBTA

Moxe na MMaTe BCEKM OT Te3d CUMITTOMM W/ MY CBCTOAHUA. TpAadBa Aa kaxkeTe Ha NeKaps CH
Bb3MOXXHO HaH-CKOPO KOraTO Bb3HHKHE HAKOA OT TE€3H HEXC/IaHHU PEeaKLUH.

AKO ce TPEBOXKHTE 38 HAKOA OT HEXKECIIAHHUTE peaKliiH, NOBOPETE C Bamius JICKAp.

CrobmaBane HA HeKeTAHH peaKnuy

AKO NnOTy4HTe HAKAKBH HEXeaH! JISKAPCTBEHH peakliuy, yBenoMere Bawna nekap wnu ¢apMalieBT.
Tora BKIKOYBA BCHYKH Bh3MO)KHHU HEOMUCAHU B Ta3H JIHCTOBKA HEXENIAHU peakUMU. Moxere cbIlo Aa
cbOOIMMUTE HEXKENIaHH peakliUi JUPEKTHO 4Ype3 HALMOHATHA CUCTeMa 3a cboO1asane, B U3mbnHuTenHa
areHIuA 1o Jekapcreara yi. ,,Jdaman ['pyes” Ne 8, 1303 Codusa, Ten.: +35 928903417, yebeaiir:
www.bda.bg. KaTo ¢ho011aBaTe HexenaHu peakiumH, MOXETe Aa AaJeTe CBOA NMPHHOC 3a NOJIy4aBaHe
Ha noeeye UHGOpMaLMs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak 1a coxpanaBate Ilemerpexcen Cannos
Ha ce cbxpaHsaBa Ha MACTO, HEAOCTHITHO 3a JELA.

He u3non3apaiite TOBa JIEKapCTBO clie]] CPOKA Ha FOJHOCT, OTOENA3aH BBPXY KapTOHEHATa ONMAKOBKa H
€THKETa cael ,,J oneH 10:”. CpOKBT Ha rOAHOCT OTrOBApA Ha NMNOCACAHHA AeH OT NOCOMEHHS MECELL,

HeotBOpeH duiakoH

Ha ce coxpanspa non 25°C. lla ce cbXpaHsABa B OpUrMHAJIHATA OINAKOBKA, 3a Aa ¢€ NpeaAnasy or
CBETJ/IMHA.

Cnen mppBOTO OTBApAHE
IIponykTsT TpAOBaA Aa ce u3non3Ba HezabaBHO. BCcHUkK HEM3ITON3BAHU KOJMYECTBA OT Hero TpAbpa na
ObaaT U3XBLPNEHM.

Cnen paspexxaHe
Pnaxon om 100 mg
CtabWiHOCTTa HA NPUroTBEHUA UHPY3IMOHEH pa3TBOP € IoKa3aHa 3a 3 IHH NPH ChXPaHEHME B

XNIaJAWIHUK nipy 2-8°C, 3alLMTEH OT CBET/IHHA.

Dnaxon om 500 mg u ghraxon om 1000 mg

CtabunHoCTTa HAa IPUrOTBEHUA HH(Y3HOHEH pa3TBOP € JOKa3aHa 3a 7 JHM NP CbXPaHEHHUE Ha
CTaiHa TeMIlepaTypa, 3alliKTEH OT CBET/IMHA U 3a 14 QHH NpH ChXpaHeHUe B XJTaAWNHHK npHu 2-8°C,
3alMTEH OT CBETJIHHA,

Ot MEKpOOHONIOrHYHA MMEAHA TOYKA, MPOAYKTHT TpAOBa Ja c€ U3MO0J3Ba BeiHara. AKO He ce U3MOoJI3Ba
He3a0aBHO, EPUOABT HA H3MOA3BAHE H YCJIOBHATA 3a ChXPAHEHHE Npean yroTpeda ca OTrOBOPHOCT
Ha NOTpeOHTENd 1 OOMKHOBEHO HE HaIXBBPAAT 24 yaca npu 2°C 0o 8°C, ocBeH ako pa3spexIaHETo €
U3BbLPLLIEHO MIPH KOHTPOIHUPAHU H NOTBHPACHO ACENTHYHH YCIIOBHA.

He u3xpbprsiite ekapcTBaTa B KAHATM3ALUATA MM B KOHTEHHEpa 32 JOMAILIIHH OTNAagbLIH.
[MTonuTaiiTe Bamusa ¢gapMaueBT Kak 1a H3XBBHPIIATE JIEKAPCTBATA, KOMTO Beve He U3non3sare. T
MEPKH 1€ CIIOMOrHAT 33 ONa3BaHe Ha OKOJIHATa cpeAa. |




6. ChappkaHAE HA ONAKOBKATA H JONBJAHATEHA HHPOpMaANHA
Kaxso coabpaa [lemerpexcea Cannos
AKTHBHOTO BEILIECTBO € NneMeTpeKkcen (KaTto neMeTpeKce] AMHATPHEB XeMUIICHTAXKAPAT).

Beeku 1 ml kOHLEHTpAT 3a HHPY3HOHEH Pa3TBOP CHAbLPAKA 25 mg reMerpekce]] (KaTo neMerpexcen
AUHATPUEB XEMUIICHTAXKUIPAT).

Bceku dnakoH oT 4 ml ¢cuabpxa 100 mg nemerpexcen (KaTo NneMETPEKCEA AMHATPHER
XEMHUIICHTAXHPAT).

Bceeku ¢nakon ot 20 ml ceappxka 500 mg nemerpekcen (KaTo rnemMerpekcen AMHATPUEB
XEMUIICHTaXUupar).

Beeku ¢nakon ot 40 ml ceappxka 1000 mg nemeTpekces (KaTto nmeMeTpexkce JUHATPUEB
XeMUIIEHTaXHuapar).

Jpyrure ¢bCeTaBKM ca: HaTpueB THocygar neHraxunpat (E539), nponwnenrnukon (E1520),

XJIOPOBOAOPOAHA KHCeIHHA (3a Kopekuua Ha pH), Hnatpues xuapokcenn (E524) (3a xopexuus Ha pH),
BOZa 32 HHXKEKLIHH.

Kak m3rnexaa Ilemerpexcen Canxos B kaxBo ¢hAbLPKA ONAKOBKATA

[TemeTpexcen CaHnos € KOHUCHTPAT 3a HHQY3HOHEH pa3TRop. Toil € OHucThp, Oe3LBeTEH A0 KBAT WK
KBIATO-3€N1eH pa3TBop. PasTROpBT Ha NpakTUKA € Oe3 yacTHLM.

[lemeTrpexcen Cannos € onakoBaH BbB ¢UIaKOH OT CTHKJIO THII | ¢ OpoMOyTHIORA r'yMeHa 3anylianka U
aTyMHHHMEBA 00KaTKa ChC CBETIIOCHHEO ILTACTMACOBO OTYYIBAILO CE Kanave.

Beexu dnakon cuabpxa 4 mi, 20 ml mnu 40 ml kosuerTpar 3a HHGY3IHOHEH PA3TBOP.
Beska onakoBka ¢babpka 1 drakoH (¢be wim 6€3 3amprHa obkaTka).

IIpHTEXKATEN HA pApemEnAETO 32 YoTpeba
Sandoz d.d.

Verovikova 57, 1000 Ljubljana
CnoseHus

IIpor3BoaRATEN:
EBEWE Pharma Ges.m.H. Nfg.KG

Mondseestrasse 11,
4866 Unterach am Attersee
AscTpus

Fareva Unterach GmbH
Mondseestrasse 11,

4866 Unterach,
ABcTpus

To3u J1iekapeTBeH NPOAYKT € 0400peH B CTPAHHTE-4/1EHKH HA EBPONEeHCcKOTO HKOROMHAYECKO
npocTpancTeo A ObeannenoTo xpaicTo (Cesepaa Hpaanaua) ¢bC CIeAHATE HAAMEHOBAHHS

Country Product name of generic product
Hwunepnanans Pemetrexed Sandoz 25 mg/ml, concentraat voor oplossing voor infusie
ABCTpHSA Pemetrexed Sandoz 25 mg/ml — Konzentrat zur Herstellung eine
Infusionslésung




benrus Pemetrexed Sandoz 25 mg/ml concentraat voor oplossing voor infusie

buarapus [TemeTpexcea Canao3 25 mg/ml kOHUEHTpAT 3a MHPY3HOHEH pa3TBOP

JlaHua Pemetrexed Hexal

[Mpuus Pemetrexed/ EBEWE 25mg/ml moxvé duthvpa yur mapaokevn SurAdpotog
TPOG EYXVOT

Hcnanns Pemetrexed Ebewe 25mg/ml concentrado para solucién para
perfusién

PuHTaHOHA Pemetrexed Hexal 25 mg/ml Infuusiokonsentraatti, liuosta varten

DpaHLHUA Pemetrexed GNR 25 mg/ml, solution a diluer pour perfusion

Hpnangus Pemetrexed Rowex 25 mg/ml concentrate for solution for infusion

Hcnanans Pemetrexed Hexal 25 mg/ml Koncentrat til infusionsvaske, oplesning

Hranus Pemetrexed Sandoz BV

JIuTBa Pemetrexed Ebewe 25mg/ml koncentratas infuziniam tirpalui

Hopserus Pemetrexed Hexal

[Tonua Pemetrexed Sandoz

[Mopryranus Pemetrexedo Sandoz

PyMbHUSA Pemetrexed Sandoz 25mg/ml concentrat pentru solunie perfuzabili

[Liseuus Pemetrexed Hexal 25 mg/ml Koncentrat till infusionsvitska, 18sning

CnoBeHus Pemetreksed Sandoz 25 mg/ml koncentrat za raztopino za
infundiranje

Kumsp Pemetrexed Sandoz moxvo d1dAvua yia TopackKeL] SGAVUOTOC
TPo¢ £yvon 25mg/ml

Manra Pemetrexed Sandoz Concentrate for solution for infusion 25mg/ml

JlaTa HA HOCAEHO Npepa3reKaane HA JACTOBKATA
MM/ITTT




CrieunanHy mpeAna3Hd MEepKH MpU U3XBbp/idHe U paboTa.

Pazmeopume na nemempeKxceo ca camo 3a eOHoxpamna ynompeba. Heuznonzsanusm nexapcmeen
HPOOYKM Ul OMNACDUHUME MaAMePUAIu om Hezo MPROea 0a ce U3XevpAAM 8 Coomeemcmaue ¢
MECMHUME UIUCKSARUR 30 YUMOCMAMUIHU Cpeocmeéa.

1. Hanon3paiiTe acenTuyHa TEXHHKA IIPH HA pa3pesKIaHe Ha [IEMETPEKCE 3a NPWIOXKEHHUE KATo
MHTpPaB€HO3HA UHQY3HA.

2.  Hsumncriere gosara u Opos ¢nakonu [TeMetpexcen Cannos, kouro ca HeoOxoauMu. Beekn
(h71aKOH CBABPIKA MOBEUE OT HEOOXOAMMOTO KOJMUYECTBO NMEMETPEKCEe] KOHLICHTPAT, 3a Aa Ce
OCHTYPH MOCOYEHOTO HA €THKETA KOJIMYECTBO.

3. Heobxonumuar ob6eM OT neMeTpekce KOHLUEHTpaT TpadBa aa Obje AOMBIAHUTENHO pa3peacH ¢
HarpueB xaopua 9 mg/ml (0,9 %) umxexunoHeH pa3TBOp (6€3 KOHCEPBAHT) WM ¢ III0K03a 50
mg/ml (5%) umxekiiMoHeH pasrBop (6e3 KOHcepBaHT) 40 noyyaBaHe Ha o6eM or 100 ml u ga
ObAe MPUIOKEH KATO MHTPAaBEHO3HA HH(QY3HUA B NPOABLDKeHUE Ha Haa 10 MUHYTH.

4.  TlpuroTeeHHAT Crnopel YKa3aHMATA pasTBOP 3a HH(Y3HH Ha NEMETpPeKcel] € CbBMECTHM ChbC
CAKOBE H CHCTEMH OT [OJTHONEDHH.

5.  JlexapcTBeHHTE NMPOAYKTH 3a NapeHTepanHa ynorpeba tpabea na 6baaT npoBepsaBaHH BH3YaIHO
33 HaJIMYHE Ha YaCTHLIM M NMPOMAHA Ha UBeTa UM npeau ynorpeba. a He ce H3non3BaT npu
HaTHYHe Ha YacCTHLH.

[IpuroTeaHe N NpeaAynpeKIeHHES NpH npAaeKkeane: KakTo ¥ Jpyrure NOTEHUMATHO TOKCHYHH
NPOTMBOTYMOPHH CPEACTBa, padoTaTa U MPUrOTBAHETO Ha MHQPY3IHOHHHA PasTBOP NEMETPEKCEN
TpsabBa 1a cTaBa ¢ NOBUILICHO BHUMaHKe. [IpenopbuBa ce W3NOA3BAHETO HA PbKABULH. AKO pPa3TBOPET
Ha reMeTpeKcen NMoMnajgHe BEPXY KOXKaTa, BeJHara H3MUHATE MACTOTO MHOIO oOpe Cbe CalyH U BOA.
AKO pa3TBOPHT Ha MEMETPEKCE NONagHe BbpXY JMraBuua, npoMuiire obuwiHo ¢ soga. Ilemerpekcen
He NpUUYMHABA MeXYpH. Hama cneunguyeH aHTUAOT MPH €KCTpaBa3allks Ha NEMETPEKCen.
JoknagBaHu ca HAKOJNKO CITy4as Ha €KCTpapa3allis Ha NeMeTpeKcel, KOUTO He ¢a OLUCHECHH KaTo
CepHO3HH OT H3caenoBareni. EkcTpaBasaunsara TpabBa ga Obj¢ OBIagsHA CMIOPEd MECTHATA
CTaHJApTHA NpPAaKTHKAa, KaKTO (IpU APYTHUTE HE-BE3HKAHTH.




