JIncroBka: Undopmanus 3a nanHeHTa
popria ) A9 (FE
emerpexcen Cango3 25 mg/ml konnenTpar 3a HHPY3IHOHEH pa3TBOP
Pemetrexed Sandoz 25 mg/ml concentrate for solution for infusion- /” 9 ¢ / 14 -D&- 7075
nemerpekcen/ pemetrexed

IpouereTe BHUMATEJIHO ISJIATA JHCTOBKA, NPeIH 2 3aN04YHeTe 1a NpHeMaTe ToOBAa JIEKapCcTBO,

Thil KaTO TH ChABPKA BaxxHa 3a Bac nndopmanus.

- 3amnazere Ta3u JUCTOBKA. MOXKe 1a ce HaJIOXKH J1a A MpoYeTeTe OTHOBO.

- AKO MMaTe HAKAKBU JOIMBJIHUTEIHH BBITPOCH, MonuTanTe Bamms nekap wiM gapmariienT.

- AKO MOJIyYHTE HAKAKBH HE)XEJIaHH peakuuH, yBeaoMere Baums nekap nim ¢papmaiest. Tosa
BKJIIOYBA ¥ BCHYKHM Bb3MOXKHH HEXEJIAHHM PEaKlIMM, HEOIMMCAHH B Ta3H JIMCTOBKA. BHKTe TOUKa

4,

KakBoO cbABbpKa Ta3H JJHCTOBKA

Kakso npeacraenssa [lemerpekcen CaHio3 ¥ 3a KaKBO C€ M3MO0JI3Ba

KakBo Tps6Ba aa 3Haere, npeau aa Bu 6bae npunoxen Ilemerpekcen Cannos
Kak na w3nonssare [lemerpekcen Canao3

BB3MOXHH HEXETaHU peaKLuU

Kak na cexpansare [lemerpekcen CaHnos

ChbpiKaHHe Ha ONAKOBKaTa U JIOMbJIHUTEIHA HH(pOpMALUS

S

1. Kakso npeacraBiasnBa [lemerpekcen Canio3 H 3a KaKBO ce H3110/13BA
[Temerpexcen CaHo3 € JIEKapCTBO, H3IMOJI3BAHO 3a JICYEHHE Ha pak.
[Temerpexcen CaHio3 ce mpuiara B KOMOMHaLIMs ¢ LMCIUIATHH - IpYT NPOTHBOPAKOB JIEKAPCTBEH

NPOAYKT, KAaTO JIeYEeHHE 3a 3I0KAYEeCTBEH IIeBpajleH ME30TEIMOM — (JopMa Ha pak, KOHTO 3acAra
oO6BHUBKaTa Ha Oenus apoO, NpU NaUMEeHTH, KOMTO HE Ca IoJIy4YaBajii Mpeau TOBa XUMHUOTEPAITHA.

[Temerpekcen Can103 ChIIO ce NpHjara B KOMOMHaLMS ¢ LIMCIUIATHH 32 MbPBOHAYAIHO JIEYEHHE
Ha MAaLMEHTH ¢ HalpeaHal cTaaui Ha 6enoapobeH pak.

[Temerpekcen Cannos moxe aa Bu 6bae npennucan, ako umare 0e104po0eH pak B HanpeaHal
cTaauii M ako 3abosisBaHeTo Bu ce NoBaMsABa OT JICYEHUETO WJIM aKO TO OCTaBa B 3HAYMUTEIHA
cTerneH HEMPOMEHEHO cliell TbpBOHAaYa/IHaTa XMMHUOTEparus.

[Memerpexcen CaHmo3 ChILIO € 3a JieUeHHe 3a MaUMeHTH ¢ 6e10pobeH pak B HanpeaHaia ¢asa, npH
KOUTO 3a00JISBAHETO MPOrpecupa, cjie]l Kato e Ouiia NpujoKeHa Apyra HayajaHa XMMHOTEeparus.

To3u nekapcTBEH MPOAYKT € NMpeaHa3HaueH 3a yrnorpeda caMo Npu Bb3PacTHH.

Z. Kakso Tps6Ba 1a 3Haere, npeau Aa Bu 6bae npuiioken Ilemerpexcen Cannos

He n3noassaiite [lemerpexcen Cannos: TN

- aKO CT€ aJIepruYHU KbM MNEMETPEKCE/] UK HAKOS OT OCTAHAJIMTE CbCTABKU Ha T(y/ ' ;_{%7;\
(u36poeHu B TOUKa 6). Py N\

- aKko KbPMHTE; TpAOBa J1a MPEyCTAHOBUTE KbPMEHETO 110 BPEME Ha JIEYEHHE C P\ % )
Cannos. i

- ako ckopo Bu e HanpaBeHa uiu npeacToH 1a Bu Obie HanpaBeHa BakCHHA Cp
TpecKa.



Ilpeaynpexaennas H NpeANasHH MEPKH
I'oBopere ¢ Bainus nexap win ¢apmauesTa B GonHuuara, npeny aa npueMere Iemerpekcen Canpos.

AKO HMaTe WIM CTe€ HMATH NnpobiaeMu ¢ OB6peLiuTe, roBOpeTe ¢ IeKapsa WM papMaLieBTa Ha
GONIHHLIATA, Thii KATO € Bh3MOXHO Ja He MoxkeTe aa nomy4vasare [lemerpekcen Canpgos.

Ipenu Besaka uHdysus e Bu 6baaT B3eMaHH KpbBHH Npobu, 32 [1a Ce NMPELIeHH JalH € J0CTarb4Ha
nobpa byukiuaTa Ha 6s0peumTe U uepHua Bu Apob n na ce npoBepy AaNM HMAaTe NOCTATPYHO KPBBHH
KIIeTKY, 3a na Bu 6bae npunoxeH [lemerpekcen Cannos. Jlekapar Moxe 1a pewid JanH Aa NpoMeHH
N03aTa, WIH Ja OTNOXKH JICUEHHETO, B 3aBUCUMOCT OT 00moTo B cheTroarue 1 ako OpodT Ha
KPbBHHTE KIAETKH € TBhPAE HUCHK. AKO NpHeMare ChIIO IMCIUIATHH, BauiuaT exap e ce yBepy, ue
CTe JOCTATBYHO XUIPATHPAHH H CTe NMOJTYYWIH NOAXOAALIO JEYECHHE 3a NPEAOTBPaTABaHE Ha
MOBPBIAHETO NMPEAU U cle]l MPUEM HAa LMCILIATHH.

Kaxere Ha Bawms nekap, ako cTe NpeMHHAIM WiH B npeacToM 1a MpEMHUHETE IbUETEpanus, Thi
KaTo npH npuiarane Ha [lemerpekcea Cano3 Moxe Aa MMa paHHA WIH KbCHA paauallMOHHA peakiiu.

Kaxxere Ha Baluua ekap, ako CKOpO CTe BAKCHHHPaHH, ThbH KaTO TOBA MOXE /14 MOBJIHAC
HebaronpuATHO NpH npunarade Ha [lemerpekcen Canaos.

AKO HMAaTe WIH MNpeaH CT¢ UMAJIM ChpAcYHO 3a0onaBsaHe, yBeaoMere Balling siekap.

AKoO HMaTe chOHMpaHe Ha TEYHOCT OKoIO Oenute ApoOoBe, TEKapAT MOXKE Ja PEILH 1a NMPEMaxXHe
TeuHoCTTa npeau Aa Bu npunoxu [lemerpekcen Canpos.

Jena \ oROomA
Tosa nekapcTBO He TPAOBA Ja c€ H3MO3Ba IMPH Aclia H IOHOLIH, ThH KATO HAMA OTIHT € TOBa

JIEKapCTBO MPH Aela M I0HOLIM o/ 18-roauiiHa Bu3pacr.

IKpyra nexapcrsa m Illemerpexcen Canpos

Undopmupaiite Baiuns nekap, ako npueMaTe HAKAKBH JIEKapCTBa 3a JICUueHHE Ha Hosika HIH
BB3NAJICHHE (OTOK), HAMPHMED ICKAPCTBA, HApUYaAHU “HECTEPOUHH NIPOTHBOBB3NATTHTCTHH
cpeacrea” (HCITIBC), BKIIOUHTENHO U TEKAPCTBEHH NPOAYKTH, 3aKyNneHH 0€3 IeKapcKo NnpearnicaHye
(xaro ubynpoden). Uma muoro suaore HCIIBC ¢ painutiHa npoab/DKHTEIHOCT Ha AcHCTBHE. B
3aBUCUMOCT OT [IAHMPaHHKs JICH 3a npunarase Ha uHQpy3uata c [lemerpexcen Canaos wnmm

ChCTOAHHETO Ha OBOpeuHaTa QyHKIMA € HeoOX0AUMO NTeKapaT Aa By nochBeTBa KOH JIeKApCTBa B
KOra Moxe Aa npuemare. AKO HE CTe CHUI'ypHH, nonMTanTe Bamms nekap Wi GapMalEeBT, JallH HAKOE

ot Bainure nexapcrea ¢ HCIIBC.
Mons, nadopmupaiiTe Bawmus ekap, ako NpHEMATe JIEKapcTBa HApEeUeHH HHXHOMTOPH Ha
NpPOTOHHATA MOMIa {OMenpaso, e30Melpasol, IAH30Mpasoll, NaHTonpason M pabernpason),

M3MNON3BAHH 34 JICUCHHE Ha MapeHeE 3al rppAHaTa KOCT U peryprurauuia Ha CTOMauiiyd KHCCJIHHH.

Mons, uadopmupaiite Bamus nekap, unu ¢apmanesta B 001HHLATA, aKO IPUEMATE WIH HACKOPO CTE
MpUEMANIH HAKAKBH APYTH JIEKApCTBa, BKIFOUMTENHO H TaKMBA, OTIMyCKaHH Oe3 peuenta.

bpemMenHOCT, XbpMeHe H QGepPTRIAATET

bpeMeHHOCT
Axo cte 6peMeHHa, CMATATE, Y€ MOXKE Aa cTe OpeMeHHa WM TUIaHHUpaTe OpeMEHHOCT, KAXK \
Bamnag aexap. Ynorpebara Ha [Temerpekcen Canaos Tpabsa aa ce u3barsa rmo BpeMe H 0 /7

6pemeHHOCT. JlekapaT Bu we obcvau ¢ Bac Bp3moikHuA pHCK OT npHeM Ha [lemerpek
BpeMe Ha OpeMeHHOCT.

Xennre Tpabea aa H3non3ear epeKTMBHA KOHTpaLIENLHA MO BpeMe Ha JieueHne ¢ [le
Canfo3 H B poab/DKEHHUE Ha § Mecela Cliell TOBaA.




KnpMene
AXO KbpMHTE, KaKeTe Ha Baiuns nekap.
KnpMenero TpsaOpa 1a 6bae rpeycraHoBeHO No BpeMe Ha JieueHue ¢ [lemerpekcen Canpos.

PepTRARTET
[IpenopbuBa ce Ha MBXKETE Ja He cTaBat Oaly no Bpeme Ha jeueHHeTo ¢ [lemerpekcea Canpos v 3

MEcella clief] Hero, 3aToBa TpA0Ba Aa u3noa3Bar epeKTHBHA KOHTPALENLHUA 110 BPEME HA JICUEHHETO C
ITemerpekcen Canmos M o 3 Meceua criell ToBa. AKO MMare JkenaHue ia cradere Hawa, o BpeMe Ha
JIEYCHHUETO WM 10 3 Mecella Clie]l TOTyYaBaHe Ha JieueHHe, KOHCYATHpaiiTe ce ¢ Bawug nekap unu
dapmanest. Iemerpekcen Canmos Moxe aa 3acerHe cnocobnocrra Bu na umare aeua. Iorspeere
CHbBET OT Baluus 1ekap OTHOCHO ChXPAHEHHUETO Ha CriepMa MpeaH Aa 3aN0vHETe EHEHHE.

lo¢pupane u paboTa ¢ MAIIHHHA
Moxe aa ce YyBCTBaTe YMOpeHH mopaau iedendero ¢ [lemerpexcen Cannos. bnaere BHHMATENHH,
KOraro wodgupare Uiu paboTHTE ¢ MalKHH.

Ilemerpexcea Canao3 chabpxka HATPHR H NPONHAJICHIVIHKO

[Temerpekcen Cannos 100 mg (daakon ot 4 ml):

Toa nexkapcTBO CHABPAKA Mo-Manko or | mmol Hatpuii (23 mg) Ha ¢iakoH, T.€. MOXE 1A C€ Kaxe, ue
NPaKTHYECKH ,,HE ChAbPAKA HATPHHA .

Toa nekapcTBo chABbpPHka 200 mg NPONMIEHIJIUKO BEB BCEKH (PIaKoH.

[Temerpexcen Canpos 500 mg (daakon ot 20 ml):
Topa nexkapcTBO ChABPKA 55,6 mg HaTpUi (OCHOBHATA CHCTABKA B NOTBAPCKA/Tpane3Ha COMT) Ha BCEKH
¢nakoH. Toea otrosapa Ha 3% ot npenopbuBanua or C30 MakcHMMaleH AHEBEH NPHEM HA HATPHIA 33

pp3pacTeH. ToBa jiekapcTBo chabpxka 1 000 mg nporUIeHITHKON BBB BCEKH (JIAKOH.

IMemerpexcen Cannos 1000 mg (daakon ot 40 ml):
Tosa nexapcrso chappxa 111,2 mg Harpuii (OCHOBHATA CBCTaBKA B rOTBapCKA/Tpane3Ha coJl) Ha

BcekH ¢uiakoH. ToBa otrosaps Ha 6% oT npenopruBadnsg oT C30 MakCHManCH JHEBEH MPHEM Ha
HAaTpHil 3a BB3pacTeH. ToBa JiekapcTBO chabpxka 2 000 mg NpOoNKIeHITTHKON BbB BCEKH QaKoH.

3. Kak na s3nonssate Ilemerpexcen Cannos

[Memerpexcen Canno3 TpaGBa Aa ce mpuiara caMmo noj HEMOCPEACTBEHOTO HADMIOAEHHE Ha JieKap ¢
OITHUT B JIEHEHHETO C MPOTHBOPAKOBA XMMHUOTEPAITHA.

Jlozara Ha [lemerpekcen Canpos e 500 munurpaMa 3a €IMH KBAAPAaTEH METhP TelleCHA MOBBPXHOCT.
3a H3YHC/IABAHE HA TEJECHATA MOBbPXHOCT Ha TAIOTO C€ H3MEPBAT PLCTA M TErNIOTO. BaluaT nekap
LIe H3YMCIIU MOAXOAAIIATA 38 Bac n03a ¢ moMollTa Ha Taka H3MEpPeHaTa TeJleCHa [MOBbPXHOCT. Tasu
A03a Moxe J1a Oble afanTHpaHa HITH JICYEHHETO MOXeE J1a Ce OTIIOKH B 3aBUCHMOCT OT Opos Ha
kpbBHHTE BH KieTku u oT 061oTo By cecToanue. [lpenn npunaraseto, papmauesT ot OoHH1IATA,
MEAMLMHCKA CecTpa HIIH JieKap 1e cMecH KoHueHTpara [lemerpexcen Canmos ¢ HHXEKIHOHEH

pasTBOp Ha HatpueB xJaopua 9 mg/ml (0,9 %) unu ¢ MIDKEKLIMOHEH pa3TBOp ¢ nmoko3a 30 mg/ml
(3%).

emerpekcen Canpo3 we Bu 61ae npunarad BuHard kato HHQy3us BbB BeHa. Hadyauara uie
MpPOXbJKaBa NpHOAH3NUTENHO 10 MHHYTH.

Koraro ITemerpekcen Cannos ce npunara B komOGuHalHA ¢ IIUCIUIATHH:
Jlexapst nnu papMaUeBTET OT 60NHMLATA 1lie M3UMCIIAT HeoDxonumaTa 3a Bac no3
pBCT M Terno. I{yucnnaruH chilo ce npuiara Kato WHQY3Hs BbB BEHa, MPHOIH3

cren 3asbpiusaHe Ha HHQY3uATa ¢ [Temerpekcen Cannos. HH}py3HATa C LMCIIaTHH
npaOIH3NTENHO 2 Haca.




Undy3uara ce npunara 0OMKHOBEHO Ha BCEKH 3 CEAMHIIH,

JonmbpaBUTEIHM JIeKapCTRa.
Kopruxoctepounu: Bawmsr nexapst e By HazHauu cTeporAHH TableTKH (KOETO OTrosaps Ha 4

MHJIMIpaMa JA€KCaMETa30H JBa MbTH AHEBHO), KOUTO Lue TpsAOBa fa npueMare B eH: [IPeaH, B CaMHA
aeH | B neHs caef gedeHue ¢ [lemerpekcen Canpos. ToBa iekapcTBO ce Ha3HA4YaBa, 3a ja C€ HaMaJld
4ECTOTATA U TEXKECTTAa Ha XOXKHHTE PeaKLMH, KOUTO MOXKETE J]a HMATe N0 BpEMe Ha
NPOTUBOTYMOPHOTO JICUEHHE.

Buramuaau fo6apku: BaiuaT nekap uie By HazHaum nepopasieH npHeM Ha GommeBa KMCEIMHA
(BUTAMMH ) LM MYJITHBHTaMHH, ChbabpKall ¢onneBa kucenuHa (350 go 1 000 Muxkporpama), KOHTO
e Tpa6Ba Ja pMeMaTe BEAHbLK AHEBHO A0KATO cTe Ha eueHHe ¢ IleMerpekcen Cannos. Tpadsa na
NPHEMETE MOHE 5 03U MO BpeMe Ha celeMTe JHHM npeu mbpeata fo3a [lemerpexcen Cangos. Lle
TpsGBa Aa MpoALIKUTE Aa npueMare (HOHeBa KUCEIHHA B TPOXBIDKEHUE Ha 21 AHM Cell nocneHaTa
no3a or [Nemerpexcen Canznos. Ille Bu 6Bae npunokeHa ChLIO HHXKEKLIMA ¢ BUTAMHH Bi2

(1000 MuxporpaMa) B ceqMHLIaTa nNpeau npunaraHeTo Ha [lemetpekcen Cannos u ciiea ToBa
npuGIU3NTEIHO Ha BcekH 9 ceammim (koeto oTroBaps Ha 3 Kypca neueHue ¢ [lemerpexkcen Canpos).
Buramus Bi; # donueBa kucenuna me By 6baaT npunaraiy 3a HaMalisgBaHe Ha Bh3MOXHHTE
TOKCHYHH €(eKTH Ha IPOTHBOTYMOPHOTO JICUEHHE.

AKO MMATe HSKSKBH JONBIHUTEIHH BBIIPOCH, CBBP3aHH C ynoTpeOara Ha TOBa JIEKapCTBO, MONHTAWTE
Bawuna nekap unu dapMalesT.

4. Bb3MOXKHH HEKCJIAHH PCAKIHH

Kakro BCHUYKM JICKAPCTBa, TOBA JICKAPCTEBO MOXKE J1a IIPCAH3BHKA HCXKCTAHHN PCAKIIMH, BBIIPCKH 4YC HE
BCEKH 'K NNOJIYy4dBa.

Tpatsa ne3abaBuHo Aa ce CBLpPkKeETe ¢ JeKapH CH, K0 3adeJIeKATE HIKOE OT CJICAHRTE:

¢ Brcoka Temneparypa nid nHpeKHa (ChOTBETHO YECTH WJIH MHOTI'O YECTH). aKO HMaTe
Temneparypa 38°C wim nopeue, H3NOTABAHE MIIH APYrH MPpU3HALK Ha HHQEKUHA (ThH KaTo
MOKE Aa UMAETe MO-ManKo 0eH KPhBHH KNETKH OT HOPMATHOTO, KOETO € MHOIO YeCTO
cpewiado). UHbekuusaTa (cencuc) Moxe aa € Texkka M O Morna Ja IOBeae 40 CMBPT.

. AKO 3ariouHeTe /ia 9yBCTBaTe 60J1ka B rhpAHTE (Y€CTO) HIH HMATE YCKOPEHO chpLeOHeHe
(HeyecTO).
. Axo umate 60JIKa, 3a4epBABaHEe, OTONH HJIH PAHHYKH B YCTATA (MHOTO 4€CTO).

AJleprudyHM peakilyH: aKo pa3BueTe Koxen o6pus (MHOro 4ecTo) / YyBCTBO 3a IAPERE HJIH
fbonkane (uecTo) WIH BHCOKA TeMuepaTypa (uecto). KokHUTE peakliMd psako Morar na osaar
TEXKKH H [a MpUYHHAT CMBpT. CBBpKeTe ce ¢ Bawuua nekap, ako uMaTe TeXbK OOpHB, ChpOex
HJIH MexXypH {CHHAPOM Ha CTUBBHC-/DKOHCHH MIIH TOKCHYHA €MHIEPMAIHA HEKPOIIN3a).

o AKO 4yBCTBaTE YMOpa, c1a60cT, JiecHO ce 3abXBaTe WIH ako H3rnexjaare 6nean (Toit xaro
MOXKETE Ja HMaTe MO-HUCHK XEMOTTIOOUH OT HOPMAJIHOTO, KOETO € MHOIO YECTO).
o AKO HMaTe KbPBEHE OT BEHIATE, HOCA HJIH YCTATA HWIH HAKAKBO KBPBCHE, KOETO HE CITHPA,

YyepBEHHKAB WM PO30B LBAT Ha YPHHATA, HEOYAKBAHW CHHHHM (TbH KaTO MOXE Ja HMATe I1o-
MAaJIKO TPOMOOLIMTH OT HOPMATTHOTO, KOETO € MHOT'O YECTO).

. AKO ¥MaTe BHE3aleH 3aayX, CHIHA 60J1Ka B rPhAHAS KO WM KAIUTHLIA ¢ KbPBABH XPayuKu
(HedecTo) (MOXKE Ja O3HAYaBa HAJTMYME HA KPbBEH CbCHPEK B KPBBOHOCHHUTE ChAOBE Ha 6enuTe

apoboge) — N |




Hexenanure peakinu kbM [lemerpexcen Canzio3 Moxke 1a BKIKOYBAT:

Mnozo ywecmu {Morart aa 3acersar noseue ot | Ha 10 aywuu)

HUudexkuus

DapuHrUT (BB3NAICHO I'bPJIO)

Hucrk Opoit HeyTpodwiHH rpaHyIouMTH (BHA 6€ny KPBEBHH KJIETKH)
Hucrvk 6poit 6e1i KpbBHH KIETKH

Hucek xeMoraobuH

bonka, 3auepsaBaHe, OTOK WM BB3NAIEHHE HA yCTATa

3aryba Ha aneTur

[ToBpbLuaHe

KoxeHn obpus

Jromema ce koxa

OTKIOHEHHS B KPBBHHUTE H3C/I€ABaHUs, OTUMTAILM HaManeHa 6s0peuHa QpyHKUHA
YMmopa (YMOpAEMOCT)

Yecmu (morat ja 3acerHar o 1 Ha 10 gymu)

Nudexkuua Ha KpbBTA
[TorueHa TENECHA TEMIEPATYpa ¢ HUCHK O6poit Ha HeyTpodHIIHHTE rpaHyJIOLHTH (BUA OeH
KPBBHH KJIETKH)

Hucek 6pod TpoMOOLIMTH

AnepryuyHa peakuus

3aryba Ha TeJIECHH TEYHOCTH

[IpoMaHa Ha BKYca

VBpekaaHe Ha ABHTaTEIHATE HEPBH, KOETO MOXKE Ja MPHYHHH MYCKYJHa ¢cnabocT u arpodHs
(orcnabBaHe) OCHOBHO Ha PBLLIETE U KpaKara

VBpex/IaHe Ha CCTUBHUTE HEPBH, KOETO MOXE a MPHUMHHM 3aryba Ha TyBCTBHUTEIHOCT, Napeia
6onka ¥ HecTabWIHA NOXOAKA

3aMasHOCT

B13naneHue MM OTOK Ha KOHIOHKTHBATA (JIMTaBULIATa, KOATO NMOKPHBA BLTPEIIHATA
[MOBBLPXHOCT Ha Knena4uTe U Oa51aTa yacT Ha OKOTO)

CyX0 0KO

Con3eHe Ha O4UTE

CyxoTa Ha KOHIOHKTHBATa (JIMraBHLaTa, KOSTO MOKPHBaA BLTPELIHATA ITOBBPXHOCT Ha KIEMa4yHuTe
M OsU1aTa 4acT Ha OKOTO) M pOroBHLATa (MpO3pauHUAT CJIOH Mpe] HpHCa W 3€HHIlaTa)

OTOK Ha KIEa4YnTe

HapyleHre Ha OUHTE ChC CyXOTa, CHI3CHE, ApasHeHe H/HIH 0oJiKa

CobpaeuHa HEJOCTATLYHOCT (CBCTOAHME, KOETO 3aCAra CHaTa Ha U3NIOMIMBaHEe HAa CHpACYHHA
MYCKYJ1)

HenpasuiieH CbpOEYEH PHTEM

JIowio xpaHOCMHIIaHE

3anek

bosnka B kopeMa

Yepen apol: yBeMYaBaHe Ha KOJIMYECTBOTO Ha XHMHYHUTE BElLllECTBA B KPBBTA, NPOHU3BEACHH
OT YepHHA apob

[ToBHILIEHa MHITMEHTAUMA HA KOXKATa

Cnpbex nno xoxkara

O6puB NO TANOTO, NPU KOHUTO NETHAaTa MPHWIKYAT Ha MHILIECHA
3aryba Ha Koca

KonpueHa Tpecka

3ary6a Ha 6b0peuHa GyHKIMA

HamaneHna 6p0peuHa hyBKUMA




[ToBuieHa TenecHa TeMIeparypa

boka

HarpynBaHe Ha TEYHOCT B TEJAECHUTE ThKAHH, IPHYHHABAIIO OTOK
bonka B rpbAHUA KOLU

Br3naneHde H pa3q3BABaHE Ha JIMFABUIIUTE HA XPaHOCMWIATE/IHHA TPAKT

Heuecmu (Morar aa 3acersat ao 1 Ha 100 xyuin)

HamaneH 6poit Ha uepBeHHTE KPBBHH KJI€TKH, OenuTe KpbBHU KIETKH H TPOMOOLMTHTE

Y nap (MO3b4EH yaAap, HHCYJIIT)

Bua MO3B4€H yaap, [IpH KOHTO MO3BbUHA apTepHA € 3aImyLuecHa

KpbBOManue B yepena

CreHokapausa (6onka B rpbIHHA KOLU, IPUMHHEHA OT HAMAJIEH NMPHTOK HA KPbB KbM CHPLETO)
Hudapkr

CrecHeHHe WM 3aMMylLIBaHE HA KOPOHAPHHUTE apTepUn

YyecTeH ChpAeUYCH PHTHEM

HenocTarb4eH NPUTOK HA KPBB KbM KpaHHULIMTE

3anmywsade Ha egHa oT OenoapoOHUTE apTepHH

Bn3nanenue M cpacTBaHUs HA 0OBMBKaTa Ha Oenute aApobose ¢ NpodaeMH B AUIIAHETO
H3xoxpaHe Ha ApKOYEPBEHA KPBB OT aHycCa

KepBeHe B XpaHOCMMIATEIIHUA TPAKT

Upepna nepdopautis (pa3kbCBaHe)

Bir3ananesne Ha JIMraByULIaTa H& XpaHOIIpOBOa

Bo3naneHye Ha IMraBULaTa Ha AeOeN0To YepBo, KOETO MOXe Ja Obae NpUAPYKEHO OT YPEBHO
WK PEKTAIHO KbpBeHe (HaboaaBaHo caMo B KOMOMHALIHA ¢ UMCIUIATHH)

Bp3naneHue, OTOK, 3aUepBsiBaHe M €pO3MA Ha JIMMaBHLIATa Ha XpaHONMpOBOAA, NPUYUHEHH OT
IbYeTepanus

Brinanenue Ha Oenure apodoBe, MPUUHHEHO OT IbYETEPAN A

Peoxu (mMorat ga 3acerHar a0 1 1a 1 000 ayuu)

Pa3pyluaBaHe Ha YepBESHHUTE KPbBHH KJIETKH

AnapHinakTHYEH LIOK (TeXKa alepruiHa peakius)

BrananurenHo 3abonsaeaHe Ha yepHUA Jpod

3auepBABaHE Ha KOXarTa

KoxeH o6puB, KOHTO Ce MOsABABa HABCAKBAE B 0OrbyuBaHa npean ToBa obnacT

Mmuozo peoxu (Morar aa 3acernat ao 1 Ha 10 000 uoseka)

Mudekupn Ha K0XKaTa ¥ MEKHTE ThKaHH
Cunzpom Ha CTHBBHC-JDKOHCBH (BH TEXKA pEaKUHs Ha KOXKATA H IKMABHLMTE, KOATO MOXKE /1a
ObJe )KHMBOTO3ACTpallaBalla)

ToxkcH4YHa eNMAECPMAIHA HEKPOTH3a (BH/I TEXKA KOJKHA peaKLus, KoATo Moxe Aa 6vae
’KHBOTO3aCTpallaBalla)

ABTOMMYHHO 3a60/1BaHe, KOETO NpHYMHABA OOPHBH W MEXYDPH MO KOXKAT4 HAa KPaKaTa, pbLeTe
H KOopeMa

Bn3naneHne Ha KOXara, XapakTepu3Hpallo ce ¢ HatMuHe Ha Oy (roieMu Mexyp),
W3MTBIIHEHH ¢ TEYHOCT

HaTbHABaHE Ha KOXKATa, MEXYPH, epO3HU U DenesH nmo Ko)kara
3auepBsaBaHe, 601Ka ¥ OTOK ITIABHO MO AOTHHUTE KpaitHULHU
BoinaineHne Ha KOXaTa M MOAKOXKHATA MacTHA ThKaH ([ICEBIOLIETYIHT)
Br3naneHue Ha KoxxaTa (A€pMaTHT)

KoskaTa cTaBa BB3MajieHa, cbpOsa1Ia, 3auepBeHa, HalMyKaHa H rpanasa
Cwo cupOIIH NeTHa




. 3aGonsaBaHe Ha GnOpelUTe, BKIIOYBAIIO 3aTHBAHE HA ENMUTCHUTE KINETKH, KOMTO NOKPHBAT
ObOpeuHHUTE KaHATYETA

Mojke 1a UMaTe BCEKH OT TE3H CUMIITOMH H/MJIK ChCTOAHMA. Tpa0Ba Aa kaxere Ha Jiekaps CH
BBH3MOXKHO HAl-CKOPO KOraTro Bb3HMKHE HAKOA OT TE3H HEXKE/IaHH PeaKUMH.

AKO ce TPEBOXHTE 3a HAKOA OT HEXE/IAHUTE peakiiiH, roBopere ¢ Baluus niekap,

Crho0maBaHe HA HOXKEJIAHH PEaKIHH

AKO TOTy4HTe HAKAKBH HEXXENaHH JIEKAPCTBEHH Peakliny, ysenomere Bauna nekap win papmavesT.
ToBa BKJIIOYBA BCUUKH Bb3MOXKHH HEOMNMCAHH B TA3H JTMCTOBKA HEXKEIaHH peakuni. Moxere Chilo na
CHOGIIHTE HeXeNnaHW PeakliK JHPEKTHO Ype3 HAMOHAIHA CHCTeMa 3a ChoOlaBane, B M3mbiHMTEHA
areHius 1o JiekapcTaara yi. ,.Jlaman Ipyes” Ne 8, 1303 Codus, Ten.: +35 928903417, yebcaitr:
www.bda.bg. KaTo chobnaBaTe HeskenaHH peaxiiii, MOXETE Aa AafieTe CBOS MPHHOC 3a NOTy4aBaHe
Ha noseve uHGOopMaLg OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak ga cexpanasare Ilemerpexcen Cannos
Ila ce chXpaHABa Ha MACTO, HEAOCTBITHO 32 ACLA.

He u3nonssaiite TOBa JIEKAPCTRO ClIE/ CPOKA Ha TOAHOCT, OTOENA3aH BbpPXY KAPTOHEHATa OMAaKOBKa H
eTukeTa caen ,.JogeH A0:”. CpoKsT Ha FOQHOCT OTroBaps Ha NOC/€NHHA AEH OT MOCOYCHHA MECELL.

HeotBopeH ¢iakoH
Ila ce cpxpansaBa rioa 25°C. [la ce cpXpaHsaBa B OpHTHHAJIHATA ONAKOBKA, 38 Ja C€ MpeaAna3H ot
CBETJIMHA.

Clieq IbpBOTO OTBAPAHE

ITpoaykThT Tp6Ba Aa ce H3NOM3Ba He3abaBHO. BeHUKHM HEM3MON3BAHN KONMYECTBA OT Hero TpAbBa na
ObaaT U3XBBPIICHH.

Cnen pazpexiaHe

Dnaxon om 100 mg

CtabWiHOCTTa Ha NPUroTBeHHA MHQY3HOHEH pa3TBOp € A0Ka3aHa 33 3 AHM MPH CbXPAaHCHHE B
XnagITHUK npy 2-8°C, 3allIHTEH OT CBETJIMHA.

Daaxon om 500 mg u oraxon om 1000 mg

CrabunHocTTa Ha TIPHrOTBEHUA HHQY3HOHEH pa3TBOP € A0KAa3aHa 3a 7 JHH MpH ChbXPaHCHHE HA
CcTaiiHa TeMnepaTypa, 3alMTEeH OT CBETJIHHA M 32 14 JHU NMpH ChbXpaHEeHHE B XJIaAWIHHK npH 2-8°C,
3allMTEH OT CBET/IHHA.

Ot MHKpOOHOINIOrHYHA reAHa TOYKa, IPOAYKTHT TpAOBa Na Ce H3M03Ba BeqHara. AKO He ce M3Io/3Ba
He3abaBHO, NEPHOABT HA H3IIONZBAHE H YCJIOBHATA 3a CbXPaHEHHE NpeaH ynotpeba ca OTTOBOPHOCT
Ha noTpebuTens ¥ 0OMKHOBEHO He HaIXBBPAAT 24 yaca npu 2°C go 8°C, ocBeH aKo pa3peXIaHeTo €
H3BBLPLUEHO MPH KOHTPONHPAHH H NOTBLPAEHO ACENTHUHH YCIIOBHA.

He uzxsppnsiiTe ieKapcTBaTa B KAHANIM3ALMATA WIM B KOHTEHHEpa 3a JOMAILHH OTNIATbIIH.
[TonuraiiTe Baing ¢papMaleBT KakK Aa USXBBPIIATE JIEKAPCTBATa, KOWTO BeUe HE H3MOMN3B
MEpKH 1il€é CIIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa Cpeja.




6. ChabpkaHHe HA ONAKOBKATA H JONbJHHTE/IHA HHPOPMALKA
Kaxso chabpxka [lemerpexces Cannos
AKTHBHOTO BellIeCTBO € neMerpekcea (KaTo MeMeTPEKCe] AMHATPUEB XEMHIIEHTaXHIPAT).

Bceexu 1 ml koHueHTpaT 3a HH)Y3HOHEH Pa3sTBOP ChAbPHKA 25 mg neMeTpeKce (KaTo neMeTpeKce]
IHHATPHER XEMHIICHTaXHOPAaT).

Bcexu ¢naxoH ot 4 ml ceabppxka 100 mg nemerpekcen (karo nemMeTpekcea JHHATPHEB
XEMHIICHTAXHApPAT).

Bcexn ¢nakoHn ot 20 ml ceaspxka 500 mg nemerpekcen (KaTo neMerpekcel THHATPHEB
XeMHUTIEHTaXUIapar).

Bcexku dnakoH ot 40 ml ceawprka 1000 mg nemerpekcen (xato neMerpekcel AHHATPHEB

XeMHUIICHTAXHJAPAT).

JlpyruTe CheTaBKH ca: HaTpueB THocyndar nentaxuapar (E539), npomunedraukon (E1520),
XJIOPOBOJOPOAHE KHCeMHA (32 kopekiia Ha pH), natpues xuapoxcun (E524) (3a kopexkuns Ha pH),
BOAA 32 HIDKCKLIMM.

Kak naraexaa Ilemerpexcen Cango3 H KAKBO ChALPKA ONAKOBKATA

[emerpekcen CaHno3 e KOHUEHTpAT 32 HHDY3UOHEH pa3TBOp. ToH € OHCThp, 6e3LBETEH 0 KBJIT HIH
KBJITO-3€JIEH pa3TBOp. Pa3TBOPET Ha npakTHka e 6e3 HacTHLM.

ITemerpexcen CaHzo3 € ofakoBaH BbB (IaKOH OT cThKIO THII I ¢ 6poMOyTHIIOBA r'yMeHa 3amyLianka 1
ajlyMHHHEBa 00KaTKA ChC CBETIOCHHBO TU1aCTMACOBO OTYYMBALIIO Ce Kamnaye.

Bcekn dnakoH chaspika 4 ml, 20 ml unu 40 ml koHueHTpAT 3a HHOY3HOHEH pPasTBOpP.
Beska onakoBka cbabpka 1 ¢nakoH (che HIH Oe3 3aimdTHa oOKaTKa).

IlpuTexkaTes Ha pa3pelleHHETO 3a ynoTpeda
Sandoz d.d.

Verovikova 57, 1000 Ljubljana
CnoBeHHs

Ilpon3BoaAHTEE:

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

4866 Unterach am Attersee
ABCTpUA

Fareva Unterach GmbH

Mondseestrasse 11,
4866 Unterach,
ABCTpUs

To3n J1ekapcTBeH NPOAYKT € 000pen B cTpanATe-WIeHKH Ha EBponefickoTO HKOHOMHIECKO
mpocTpancTBo H O0eaunenoTo kpanacTso (Cepepua Hpaanang) che caeqnare HaHMEHOBAHHA:

Country Product name of generic product /,,___,‘_

Hunepnanaus Pemetrexed Sandoz 25 mg/ml, concentraat voor /3 Zvoorin] r.'[ﬂ*\

ABcCTpHA Pemetrexed Sandoz 25 mg/ml — Konzentrat zur
Infusionslésung
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benrus Pemetrexed Sandoz 25 mg/mi concentraat voor oplossing voor infusie

bbvarapus ITemerpexcen Canaos 25 mg/ml KOHUEHTpaT 3a HHQPY3HOHEH pa3TBOp

Hanus Pemetrexed Hexal

IM'eprya Pemetrexed/EBEWE 25mg/ml moxvé didivpa yio tapaokenn) WAV patos
TPOG EYYVON

Hcnanums Pemetrexed Ebewe 25mg/ml concentrado para solucion para
perfusion

DOUHNaHIUA Pemetrexed Hexal 25 mg/mi Infuusiokonsentraatti, liuosta varten

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

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

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

HUtannus Pemetrexed Sandoz BV

JIuTBa Pemetrexed Ebewe 25mg/ml koncentratas infuziniam tirpalui

Hopaerus Pemetrexed Hexal

[Tonwa Pemetrexed Sandoz

[Topryranus Pemetrexedo Sandoz

PyMBHMA Pemetrexed Sandoz 25mg/ml concentrat pentru solunie perfuzabila

Iseuns Pemetrexed Hexal 25 mg/ml Koncentrat till infusionsviitska, 16sning

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

JaTa na nocjieaHO mpepasriexKIane HA JACTOBKATA
MMATIT

Cneuunansy npeanasHd MEPKH TIPH H3XBBPISHE H pabora.
Pazmeopume na nemempexceo ca camo 3a eOHokpamna ynompeba. Heuanons JeaRicmeen -
RPOOYKM Wl OMAAOBRHUME MAMEPUATU Om He20 mPRO8a 0a ce U3xXevpiARm
MECMHUmME U3UCKEGHUR 3a qumocmamunu cpeocmsea.



1. H3non3saiite acenTHYHA TEXHUKA [IPH HA pa3peXk/iaHe Ha NMeMeTpeKCe]] 3a IMPHIIOKEHHE KaTo
HHTpaBeHO3HAa HHDY3HA.

2. Hzuucnere noszara U 6pos dpnakonm [lemerpexcen Cannos, kouro ca HeobxoauMu. Beexu
(hNaKOH ChIBPKA MOBeve OT HEOOXOAMMOTO KOJIHYECTBO NMEMETPEKCE/l KOHLIEHTPAT, 32 Ja ce
OCHUr'YpH ITOCOYEHOTO Ha €TUKETA KOJIHUECTBO.

3.  Heobxoaumuar obeM oT neMerpekce] KOHUECHTpAT TpAOBa fa Oblie AOITbAHUTETHO Pa3peacH ¢
HaTpHeB xnopua 9 mg/ml (0,9 %) umkekioHeH pa3TBOp (6€3 KOHCEPBAHT) MM ¢ ITI0K03a 50
mg/ml (5%) urxekumroHeH pasTBop (6€3 koHCepBaHT) A0 nomy4asane Ha obeM ot 100 ml u na
ObAe NPUIoKeH KATO MHTPaBEHO3HA UH(Y3HMA B IPOARDKEHHUE Ha HaA 10 MUHYTH.

4, [TpuroTBEeHUAT CNIOPEN YKa3aHHUATA pa3TBOP 34 HHPY3HH Ha IIEMETPEKCE/ € CbBMECTHM ChC
CaKOBE H CHCTEMHM OT MOJIMOICPUH.

J. JlexapcTBeHHUTE MPOAYKTH 3a MapeHTepanHa ynorpeba Tpabsa na 6u1ar nposepsaBaHd BH3YalHO
32 HATMYKE HA YaCTHULIM M IIPOMSAHA Ha LiBeTa UM Npear yrnorpeda. [la He ce nanon3sar npu
HAITMYHME HA YACTULH.

IIpuroTBaHe B NPeAYHpeXICHHEA NPH NpaIoxkedde: KakTo H ApyruTe NOTCHUMATIHO TOKCHYHH
NPOTHBOTYMOPHH CpeAcTBa, paboTara ¥ NPUTOTBAHETO HA MHGY3IHOHHHUS Pa3TBOP MEMETPEKCEN
TpsOBa 1a cTaBa ¢ MOBUIIEHO BHUMaHHKe. [IpenoppuBa ce H3MOI3BAHETO HA PBKABHLM. AKO Pa3TBOPBT
HA NeMEeTPeKce MOoMagHe BLPXY KOXaTa, BeAHAra H3MHITE MACTOTO MHOTO A0Ope CBC CalyH H BOJA.
AKO pa3sTBOpBT Ha MEMETPEKCE MOMAAHE BBPXY JIMraBHLa, MpoMuiiTe 0BuIHO ¢ Boaa. [lemerpekcen
He npu4uHABRa Mexypu. HaMa cneumduyer aHTHAOT NpH €KCTpaBa3allig Ha NEMETPEKCEN.
JloknanBaHu ca HAKOJIKO Cydas Ha €KCTpaBa3all¥a Ha NMEMETPEKCE], KOMTO HE ca OLIEHEHH KaTo
CepHO3HM OT HicnenoBarensa. ExcrpaBazaiiuara TpabBa Aa 6bae oBnaasHa Criopea MecTHara
CTaHAAPTHA MPAKTHKA, KAaKTO NPU APYTUTE HE-BE3UKAHTH.




