AN
CEOBPEHO! Volume & / Page 353
DATA .2 0.Q4. L6,

T s o s e

JJACTOBKA 3A TATUEHTA

Mo, npodeTeTe BHAMATEIHO TA3W JUCTOBKA MpefH /2 3am0YHETe ymoTpeda Ha
JIEKAPCTBOTO.

3amazeTe Ta3H JMCTOBKA, 3aMI0TO MOZKe Aa BH ce HamoXH Ha 4 IpOYETETIC OTHOBO.

Ax0o HMMare HAKaKBH BBIPOCH, ceTa MM B KOHTO H Ja e erall OT Tepamuara BH c
Apagecl, MOJIA KOHCY/ITHpaiTe ce ¢ Bamms nexap, MEeIMIIUHCKA cecTpa UITH (hapMAIIERT.

JlexypamuaT BH Jlekap € Opeilmcal ToBa JekapcTeo 3a Bama iuna ynorpeba u Bue ne
TpsOBa Aa TO MpemiaraTe Ha apyru. To Moxke a3 UM HaBpeIH, JOPH aK0 CHMITTOMITE HM
ca mono6Hu Ha BamwTe.

CraspxaHie HA JACTOBKATA:

1. KakBo mpeAcTaiira Apasec u 3a KaKBO Ce H3MOJI3Ba
2. Tlpenu ymorpefa Ha ApasecIt

3. Kak ma w3nomn3sare Apasecn

4. BB3MOXHH HSXCTAHH PEakiun

5. CexpaHensie Ha ApaHec

6. HECTpyKITHIHI 33 CAMOCTOATENHO HIDKEKTHPaHS

Aranesp 10 ug (Apanecrt 10 pg)
Aranesp 15 pug (Apasecn 15 pg)
Aranesp 20 pg (Apanmecn 20 pug)
Aranesp 30 pg (Aparecn 30 ug)
Aranesp 40 pg (Aparecm 40 pg)
Aranesp 50 pg (Apanecn 50 pg)
Aranesp 60 pg (Apanect 60 pg)
Aranesp 80 pg (Apanec 80 pg)
Aranesp 100 ug  (Apanecn 100 pg)
Aranesp 150 pg  (Apamecm 150 pg)
Aranesp 300 ng  (Apamecn 300 pg)
Aranesp 500 pg  (Apauecn 500 pg)

PAasTBOP 32 UHIKEKIWH B IPEABApHTEIHO HallbIHEeHa IHCalKa
darbepoetin alfa

Apanrecn (SureClick) ce pasfpoctpaHsBa B HpeBapUTETHO HAMBIHEHA NHCANKA, KOITO
ceaspka 10, 15, 20, 30, 40, 50, 60, 80, 90, 100, 150, 300 umu 500 pg oT JIEKapCTBEHOTO
BemectBo darbepoetin alfa.

Apasectt cpIBpka OIe AmHATpHeB XHAporeH (ocdar, HaTpueB muxuzporeH gocdar,
HATPHEB XNOpH, nomicopOaT 80 1 BOAA 32 HHKEKITHH.

Apagecn (SureClick) e B onakosku ot 1 HpeiBapHTIETHO HATbHHEHA THCANKA.
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Koii HOCH OTTOBOPHOCT 32 Apadecn?

dupmara, KOATO IPHTEXKABA PA3PEIICHHETO 33 IPOM3BOACTBO H yiroTpeda Ha ApaHecH e:
Amgen Europe B.V.

Minervum 7061

NL-4817 ZK Breda

Xonaumig

1. KAKBO IPEJICTABJISIBA APAHECIT 7 3A KAKBO CE H3HOJI3BA

JlexyBamusaT nexap B e npemmcan Apadecn (aHTH-aHeMHWYEH Npenapar) 3a JIeIeHHETO
sa Bamara ameMusa. AHEMIHI 03HA4aBa HEHOCTHT HA YePBEHH KPHEBHHM KJIETKH B KPBBIA,
KaTO HIKOH OT CHMITOMUTE Ca yMOpa, crabocT U 3afyX.

Apanecnm uMa CBRIOTO BB3AelCTBHE Kar0 ECTECTBEHMA XOPMOH EpPHTPONOSTHH.
EpurporoetuHsT ce o0pasysa B On0pemmre ® CTMMyIHpa KOCTHHMA MO3BK JIa
IpOM3BEXKAa IIOBede YepBEHHM KPHBHU Tenna. AKTHBHAaTa ChCTaBKa Ha ApaHECH €
darbepoetin alfa, koifiTo ¢ H3BIEUCH Upe3 TeHHA TEXHONOTHA OT SHIEKJETKUTEe Ha
kutaiickua xamerep (CHO-K1).

Axeo cTpajate 0T XpOHHYHA OLOpedHa HEJOCTATHLYHOCT

Apasecn ce M3NON3Ba 3a JIEGEHHEe Ha aHEMHS, CBHP3aHa ¢ XpoHwdHa OnOpedna
BEeNOCTATHUHOCT NPH BH3pacTHH ¥ Aena Haj 11 romumm. Ilpm O6uOpeunara
HEJOCTATEIHOCT, OnOperyTe He DNPOM3BEKAAT HEOOXOAMMOTO KOIMYECTBO OT
€CTECTBEHHA XOPMOH EpUTPONIOETHH, KOETO JeCTO NPHIHHIBA aHEMUA.

Tsit xaTo OpraHM3MBT HMa HY)KEA OT H3BECTHO BpeMe, 32 [Id 3al09He Ha NMPOH3BEkKAa
IOBEYE UEPBEHH KPHBHU KIETKH, INE YceTHTe edeKT CIeX OKONO YeTHPH CEAMHITH.
PexosauaT Kypc Ha JRamM3a He Npedy ApaHecH fia IeKyBa Banrata aneMus.

AKO0 cTe HOIIOKEHN HA XAMHOTEPANHS

Apanecr ce H3IOM3Ba 33 NeYeHHWEe Ha CHMITOMATHYHA aHEMHS XPH BB3DAaCTHH
OHKONOTHYHH NAIMEHTH, ¢ HeMuENOMTHH o0pa3yBaHus, KOWTO ca HONOXEHH Ha
XHMHOTEPATA.

3a MoMeHTa Apapect He TpialBa ma ce upuiara IpH INAaOHEHTH ¢ TYMOPH B HadajieH
cTazMii, KOHTO IpPOBEXKAAT 3JIOBAHTHO HIH HEOAMIOBAHTHO XHMMOTepamus., Ak0o ce
CHEMHAHATE, 9¢ TOBA ce OTHAc4 3a Bac, xoHcyirrHpaiite ce ¢ Bannia nexap.

EzHu 0T OCHOBHUTE HE)KEIaHH peaKIMH Ha XMMHOTEPAIIMATA €, 9¢ CHHpa KOCTHHMI MO3EK
Ja TPOM3BEXKAa HeoOXOIWMMTe KpPHBHH KIeTKH. B Hauammure €1alM ce Ch3/aBa
BIICYATIICHHETO, 9€ € 3aCeTHATO CamMo IPOH3BOACTEOTO Ha efifTe XpEBHY KIeTKH. ToBa €
TaKa, 3aII0TO YEePBEeHATe KPHBHH KIETKH UMAT HO-ABJIET KHBOT H ¢a MO-ABAr0 BpeME B
KpBBOOOpameHHeTo. Beupexy ToBa KM Kpas Ha XMMHOTEpaIaTa, 0cobeHo ako T4 e
OHIa TPONBDKUTENHa, OpOST HA YepBeHWTe KPBBHH KIICTKH MOXE Ja Hamajlee # Jia
TIpeH3BHKA AHEMU.

2. OPEAA JA H3HOJ3BATE APAHECI

He m3non3eaiiTe Apanecn:

- 8K0 KPBBHOTO BH HansaTaHe ce KOHTPOIHpa TPYAHO; HIH

- axo cTe aneprauHyu K6M Apanecn (darbepoetin alfa), r-HuEPO nmi xpM HiKOsA OT
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JIpYTHTE CBCTaBKH Ha ApaHecH.

Keoncyarapaiite ce ¢ Bammnsa jgexap

Axo cTpafarte WM CTE CTPaJalli OT:

- BHCOKO KpBBHO HaliraHe, KOeTO He ce JieKyBa ¢ MAeKapcTBa, IPEANMCAHMA OT
neKyBamua Bu mexap;

- CEPHOBHTHOKNIETEYHA aHEMHSL

- eMWICIITHIHA IPACTHIN (IPHANAKLI);

- 9eprOAPOOHY 3200 NIBAHNUS; HIIH

- He HOBNHAABaHE OT JEKaPCTBEHH NPOIYKTH, H3IONI3BAHH 34 JIEUSHHE Ha aHEMHA

Coenyaloe npeaynpeKIcHas

. ATiTazuara Ha dEepREHHTE KDPBBHM KACTKH, HOpPUYMHCHA OT aHTH-
EPUTPOIIOCTHHOBY aHTHIENa ¢ HabmonasaHa Iipy HAUHEHTH, JCKyBaHH C
PEKOMOMHAHTHH epUTPONIOSTHHH, BKmounTenno darbepoetin alfa. PRCA o3mauaBa, ge
TATOTO € CUPAIO MIM HaMaJMIO NPOM3BOJCTBOTO Ha depBeHHM KPBBHH KJIETKH. ToBa
NPHIHHIBA OCTPa aHEMI, CHMITTOMHTE Ha KOSTO BKIIOUBAT HeoOudaiiHa yMopa H JHIca
H3 eHepTHd. AXO MONydHTe Te3H CHMITTOMHM, TpAOBa Aa ce obamute Ha Bammia smexap.
Axo Bamero TAn0 OPOM3BEXXA HEYTPANM3MpPAlllH aHTHICNa, Bamwsar nekap Ime
MpeKbCHE TepamuAaTa ¢ ApaHeclI ¥ Nie onpeielH ToAo0Ep HadeH 3a JieYeHHe Ha Bamara
aneMud (BIOK pasgel 4. BE3MOXKHH HeXeNaHy Peakiliy).

. IIOI]JG]IIHOTO H3MNOA3BAHC HA IPOAYKTa OT 3ApaBH X0pa MOXKE na AOBEAC
H0 OIFaCHH 34 X UBOTA YBPEKAAHHA HA CHPLCTO MM KPBPBOHOCHHUTE CBOOBE.

. Axo BHe cTe OHKOJIOTHYEH IAIFEHT, HMaiiTe IPeABUA, He ApaHecn MOXe
Iia fieiicTBa karo pacTexeH daxrop. Mons, ofcpaere Topa ¢ Bamms mexap.

Vnorpeda Ha ApaHec) ¢ XpaHa H HAHTKH

Xpanata ¥ HAaNWTKHTE HAMAT Bh3AEHCTBHE BEPXY ApaHecIL.

bpeMeHHOCT H KBEpMene

Apagecn Be e TecTBaH BEpXY OpeMeHHM JKeHH. MHOr0 e BaskHO a IpeaylpeuTe
Bannis nexap, ako:

- cTe OpeMeHHa

- MHCHMTE, e CHIECTRYBa BEPOATHOCT 32 OpeMEHHOCT, HITH

- IAaHHpaTe Ja 3abpeMeHeeTe.

Hsva pasmm, namm darbepoetin alfa ce otnens B kepMara. Hanara ce aa

TIPEYCTaHOBUTE KEPMEHETO, aKO H3I0JI3BaTe APaHECIL.

IMogurpane 1 padoTa ¢ MAINAHA

Apanecrt He ce oTpassBa Ha criocoSHocTTa Bu modupate nim Ha paboTara ¢ MAINHHHA.
Kombmmanns ¢ gpyra Jekapcrea

KakTo IpH BCHYKH JeKapcTBa, yBeqoMeTe Bamus IeKap, ako IIPHEMATe HIIH HACKOPO CTe
TpUeMAaI IPYTH JEKApCTBa, JOPH TaKHBa, 32 KOMTO He ¢e U3HCKBA PELETa.
KimHugeATe pesyaTaTiTe HONYYEeHH A0 MOMEHTAa He J0KAa3BaT B3aMMOACHCTRHE Ha
Apanecil ¢ OpyrH HeKkapcTa. BEIpekn ToBa, NeKkapcTBaTa IHKIOCTIOpHHE (cyclosporin) 1
TakponuMyc (tacrolimus) Morar Aa ce MOBHAAT OT KONHIECTR ~JEPBEHUTE KPLBHI
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KieTkd B KppeTa Bu. Bakso e Aa npegynpemute Banmis nexap, B cioydail Qe npueMare
HIKOE OT Te3W ABE JeKapcTBa.

3. KAK JA A3HOJ3BATE NPEABAPUTENNHO HATHJHEHATA TITHCAJKA
APAHECIH

Cren mpoBexpasero Ha KPBBHH H3CICABAHUA, Balmdr Nekap e UpencHWI, de MMaTe
Hy:xaa oT Apanecr. Bammst nekap 1me Bu xaxe KakBo Kom4ecTBo TpsAOBa Aa HpHEMATe.
Bammtar mexap e mperemr, e Tps0Ba ia NOCTaBgTe HIKEKIHHTe TTOHKOKHO i 3aT0Ba
MOJKe A2 H3IIONI3BATE HPEABAPUTEIHO HATFAHEHATA MUcanKa APaHECI.

Axo crpafare or XpoHHYHA (BEOpPEYHa HETOCTATHIHOCT
HpensapurenHo HabIHeHATa IHicanka ApaHeCH ce NpelllicBa 3a eFHOKPATHO
MHKEKTHPaHe BEIHEK CSAMIYHO, BEIHEX Ha BCEKH JABE CEAMMIIH, MM BEAHEK MECETHO.

Haganmata pnosa ApaHecH 3a KOPHTHpaHe Ha Bamara aHeMuara me Onme 0,75 pg Ha
KHAOTpaM TejleCHO Terno (BeIHBX Ha Beeku ABe cemmunn) Him 0,45 ug ma xunorpam
TENECHO TETIO {BeAHBXK CEIMHYHO). Bamimar Jiekap me OpociensBa pellOBHO KpHBHATA
Bu xapTuHa, 3a 43 YCTAHOBH, KaKk aHeMHAra BH ce BnmMse oOT JE€YeHHETo, M IpPH
He0OXOMMOCT MOJKEe A2 MPOMEHS /03aTa BeIHEK Ha BCEKU YCTHPH CeMMITH.

Cnep XopHrupaHe Ha aHEMHYHOTO ChCTOSHWE, BanmiAr Jekap 1me IPOFBIDKH Ja
KOHTpOJMpA KpBBHATA BH KapTuHa H jlo3aTa Bu Moxe Ja OpAc JONBIHHTERHO
HpOMEHsHa, ¢ Uell TBITOCPOTHOTO cTabumHsHpaHe Ha aHEMHIATA. AKO CTe IOMy9YaBaiH
ApaHecnl BeZIHLK Ha BCEKW HBE CEAMUIN, BamMaT jieKap MOXe Jia MPOMEHY Ji03aTa,
KOATO HPHIATaTe Ha BEAHEXK MECEYHO.

Kps2roto Bu Hansrane crmo me 0p4¢ CHCTEMHO H3MEPBAHO, 0COOEHO B HAYAIHHMA €Tall
OT TepalHATa.

B maxon ciydau, Baumiar nexap Moxe Aa BH mpepmwme JOMBIHMTENHA TEPAaNHA C
HKEAA30CHIBPHANTY IIPEenapaTH.

BammsT nekap MOXe Xa TpeleHH, e ¢ Heo6XomuMmo Aa Ce NPOMEHH HadMHA HA
HIKekTHpane (TOOKOXHO MM WHTPaBEHO3HO). B TAKeB ciydall, INe 3amoqHETE
JIe4eHHeTO ¢ HOBMS HATWH HA NPUNOKEHHe ChC CHIIATA 033, KOATO Ce IPHEMAaIIH JOCeTa
u Bammasa fekap e mpocie/aBa KpEBHATa By kapTHHa, 33 Aa ce YBepH, Y€ aHEMHATa Ce
TIOBIHABA AJIEKBATHO.

Axo Bamms nekap npelied ja 3amenute Bamarta Tepamus ¢ r-HuEPO (erythropoietin,
OpOH3BEAEH Ypes TeHHa TeXHONOIWI), ¢ Apanecn, HaganHara go3a Apamecn (B pg/
CEeAMMIIA) MoXKe JIA CE ONpEeelH, Kato ce pasfeny obmara cexpmiraaa xosa -HuEPO (TU
Ha cenMun@d) Ha 200. HawunsT Ha IpHAOKEHHNE ¢ chIIMA kakxro mpu r-HuEPO, kato
Bammmsa nexap 1me oIpeieii KOIMIecTBOTO, KOETO € HeoOXoIuMO fia IPHEMATE.

Axo cTe DOII0KEHH Ha XHMHOTEPATHSL

Apapecn ce IpEiiara KaTo eAHOKPaTHa HEGKCKIHS, KaKTO BENHEXK CEIMHYHO, Taka X
BEAHEXK HA TPH CEIMHIM IOKOXKHO (CyOKyTaHHO).

Hagammara po3a ApaHecl 3a TEpallii Ha Balara aHeMHsiTa me 6pae 6.75 ng Ha
KHIOrpaM TeHeCHO Terno (BeAHBX Ha BCEKHM TPH CEAMMIM) WM 2,25 |g Ha KWIOTpaM
TejlecHO Terno (BeIHEXK CeAMWYHO). BanmiiaT jJekap me mpocienssa pefOBHO KpHBHATA
Bu xapTHHA, 33 A2 YCTAHOBH AaTH CE MOBIMABATE OT JICYCHHETO 1 HeoGXOoAMMOCT
MOKE A2 POMEHs JIO3aTa.
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Jlewenuero Bu me NpombDkKM NPHONUIUTENHO YETHPH CEAMMIM CJell Kpad Ha
XMMHOTEpAIATa. Bamar mexap e Bu xaxe TouHo Kora Aa ClpeTe Ja IPpHEMATE
Apagecr.

Bammar xemorno6uH He Tp:abra na Haxsumaga 13 g/dl.

B naxou ciydau, JEKyBamMAT JEKap Moxxe Ja IIpeAlHOie CHIPOBOXKIAMO JCYEHHE C
AKEJE3HH NPenapari.

Kak na unxexkTHpare Apaseci caMu

Bammsar mexap Moxe Aa IpelieHH, Je e 1o-Zobpe camu Ja ¢ MIDKeKTHpaTe ApaHeciL.
BammsT ekap HiIH METUITHHCKA CECTpa Ine BY Ioka)kaT, KaK /ia MPaBHTe MIDKEKIHHTE C
NpeIBapHTENHO HATBIIHeHATa mHcanka. He ce omursaiiTe A2 ¢ IpaBHTe HEKCKI[HUTE,
aKo He cTe 00ydeH.

Huxora He HEXEKTHpaliTe ApaHEeCH METpaBEHO3HO caMH. IIpeBapUTenHO HAITBIHEHATA
IHCaNKa € MpefAHa3Ha9eHa caMo 32 TIOAKOKHO IIPUII0KEHHE,

Hucrpyrimym 32 TOBA KaK caMi Ja MEDKEKTHpaTe IpeIBapHTEIHO HAITBIHEHATa ITHCANKA
MO2Ke Aa IPodeTeTe B TOUKa 6 B Kpasd Ha Ta3H JIICTOBKATA.

B cayuai qe cre NpHeIH NoBeYe ApaHecH, 0TKOJKOTO TpAOBa

He 6m Tpabano na mMmare cepHO3HHM Ipobnemu, ako npHeMmeTe mopede ApaHecir,
OTKONKOTO TpsbBa. Bripekn ToBa, TpabBa Aa yBemoMuTe Bawrwsg Jiekap, MemHIMMCKA
cecTpa wi (papMameBT, a0 TOBA ce CiiydH. B clydail ge He ce 9yBCcTRaTe HOOpe, Tpadea
He3abaBHO Jla ce CBBpXKeTe ¢ Bammid texap, MESHITHHCKA cecTpa WIH (apMareBT.

Axo 3a6paBHTe g3 HHKEKTAPaTe Apanecn

B ciyaait ge 3a0paBuTe Ja HEKEKTHpare ApaHecl, CBEpKere ce ¢ Bammia nekap, 3a na
oficniHTe, KOra Ya B3eMeTe CHesBaniaTa 103a.

4. Bb3AMOXHHM HEXEJIAHHA PEAKITAA
Ilono6H0 Ha BCHYKH JIEKapCTBa, M ApaHeclt MOXe Ja NPHIHHY CTPAHHYHY PeaKIliH.

¢ Axo momydmrTe Tiasobomue H ocofeHo BHE3amHM HpPHCTBIM Ha IpoboXmaImno
MUTPEHO3HO HOf00HO rmaBoGonHe, MU ITOYIYBCTBATE HEPA3NONOKEHHE, WM HMATe
IPUCTHIH, Tpa0Ba He3aGaBHO Aa yBepomuTe Bamud nexap. Tesu cumMirToMH Moxe A2
¢a IpeJH3BHKAHH OT pA3KO II0Ka4BaHe HAa KPHBHOTO HAIArAHE H Ja HajuaraT CISHIHO
neqenne. BE3MOXKHO ¢ CBINO MOBUINABAHE HA KPBBHOTO HANATAHE MM BIOINABaHe Ha
Bede CHIIECTBYBAINA XMIIEPTOHRMA, OpH K 63 HanuyueTo Ha TE3H CHMITTOMH.

e B cnydail e cTe IOANOKEHH HA XeMOJUANN3a, KPBBHU CHCHpEIH (TpoMb03a) Moxe
Aa ce oOpa3ysaT B mrpHTA (SAMH KaHAN, 10 KOHTO II0 OOXOJEH IHFT NpeMUHABA
KpbeTa). [l0-BEpOATHO € TOBa Ja ¢e CIydH, aKO MMaTe HHCKO KPBBHO HaJATaHe M
npobnemu ¢ QUCTYIaTA.

e B cmyuwait ue nmate 6B0pedHI pobieMu, MOXKe fa H3OHTATe 00IKa OKOMO MSCTOTO
Ha WiKeKTHpane (caMo MpH TIOAKOXHUTE HIDKeKIpH). ToBa ce Habiioasa I0-9ecTo
pu Apagect, oTKoiakoTo nmpH -HuEPO. Bonkata o0HKHOBEHO He € MHTEH3HBHA,
TIPORBIDKUICTHOCTTA (1 € KpaTka M ce TposBsRa Ipely BCHIKO B HAJalNoTO HA
Tepanuira.
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e AXO uMaTe TyMOp, TepaIdLiTa ¢ ApaHecl MOXKe fia YBeHH9H PHCKA OT CTaBHa Oomka
(apTpanrusg), zambpXaHe Ha TedHOoCcT (mepu)epeH OTTOK), KPBBHH CHCHPEIH
(TpomO03a) 1Mz 60IKa OKOJIO MACTOT Ha HEKEKTHPAHE.

Te3u CIpaHWYHM peakuuH ca Habmogapamu wecto mpu (1% mo 10%) manuenTute,

JIEKyBaHH ¢ Apalecn. B peflkY cIyday ca Bh3MOXHY anepIrHdHH PEaKiluH, BKIIOYHTEIHO

HEJOCTHI Ha BB3AyX (MuchHes), KoxeHn oOpus u chpbex. B usonupamu cimydan

HEYTPAIM3UpAIWTE AaHTHTENa Ccpenry Apamecn K ApyrHTe pexkoMOHHAHTHU

EpHTPOIIOSTHHH ca HabmoJaBaHK Py IalMeHTH ¢ XponudHa 650pedHa HeA0CTaTEIHOCT

¢ wm1 Ges annasusd Ha gepBenurTe XKpEBHH Kierxd (PRCA) mo BpeMme Ha Tepamuara c

Apanecn (Bmx pasaen 2. IIpenu ma uzmonssare Apasecir). AxO HAKOH OT TE3H CHMIITOMH

TIPOABILKH MIH Cce JIOABAT HOBY, HEONMCAHM B Ta3W JHHCTOBKA CTPRHIYIHH DPeaKi{iHy,

HeIpeMeHHo ¢ KoHcyJITupaiire ¢ Banmsg nexap, MeMOIHHCKA cecTpa HAH (apMalleBT.

5. CbBXPAHEHUWE HA APAHECIT

Crxpansibaiite nmpu TeMneparypa Mexay 2°C 1 8°C (s xnamimank). He 3ampassasatite.
He m3nonzpaiite Apadecr, ako ce CpMHsZBaTe, 9e e OMI 3ampassBan. Moxkere na
H3BauTe ApaHec OT XJIafi/IHHKA H Jla TO ChXpaHsaBaTe HNpH cTaiiHa TeMmepaTypa (Io
25°C) 3a He moBege ot 7 AHM. Cnej( KaTo BeJHEX NPEABAPHTENHO HalBIIHEHATA IIHCANKA
e M3BaJleHa OT XJIIITHIKA 1 € IPEecToANa Ha cTaifna Temueparypa (go 25°C), Tpabsa ma
ce H3MON3Ba B PAMKHTE Ha 7 BHH, MIH Ja ce M3XBepau. CEXpansasaiiTe chAEPKAHHETO B
OpPUTHHANHATA ONAKOBKA, 34 A2 I'o NpeAlla3yTe OT NpsaKa CAbHYeBa CBCTIHHATA.

CpoxbT Ha TOAHOCT Ha ApaHecn ¢ Or0end3aHa BBEDXY KYTHATA H BEPXY €THKeTa Ha
MIPeABapHTENHO HabIHeHaTa jcanka. He M3lon3BaiiTe ApaHecl clefi H3THYaHe Ha
TIOCAEHHHUS JieH OT TOCOYEHHS Mecell.

ITomo6ro Ha BCHYKH JIEKApCTBA, ChXPaHaBaiTe ApaHecil Ha HENOCTHIHO MACTO 3a Aeila.

6. BHCTPYKIIAU 3A CAMOCTOATEIHO HHAKEKTHPAHE

To3u pasfen chbaspixa HEGOPManug 3a TOBAa, Kak caMH Ja HIDKGKTHpaTe ApaHecH ¢
TIpeRBapyUTeNHO HANBIHEHATa Inicalka. BakHO e Ha HE C€ OIMTBATE Jd CH HOCTARETE
caMH HHXEKIHITa, aK0 He CTe MONYTHIH chemuanHo obydenne ot Bammin nekap mm
MeTHUIHHECKA cecTpa. BaxHo e chio Taka cnel ymorpeba Aa H3XBEPIATe NPeIBAPHTETHO
HATBIHEHATA IMCANKA B CIElMaleH HempobiBaeM IUTHMK 34 OTHaNBIM. AKO HE CTe
CHTYDHH KaK JI2 IIOCTABHTE HIKEKIHSATA, HIM HMaTe HIKaKBH BBIIPOCH, OMCKaHTe CHBET
ot Bammg nexap wii OT MEIHIMACKATE CECTPA.

Kak 1a mocTaBaM HEKeKOHATE ApaHecH caM?

Bue me Tpabea ga mxeKTHpare ApanecH BefHEXK CEIMHYIHO, BEIHEX HA BCEKH HBE
CeIMMITM, BeIHEXK Ha BCEKH TPH CSAMMIIH WM BEIHEX MECEUHO B €JMH H CBHIIM ACH U
TIOJIKOXHO. TOBa € T. Hap. HOAKOXKHA MIDKEKIH. BanusT JeKkap W MEAHIMHECKE CecTpa
me B¥ kaxat, OT Kaxso KONWIeCTBO ApaHecIl ce Hy)KIaeTe H KONKO YecTo TpsabBa 1na ro
HHKeKTHpaTe.

Heo0xogaMHA HACTPYMERTH

3a Aa CM HaIpaBHTE CaMH HOAKOXHA HIDKeKIHA, BHe e HMare HyX4a OT:

- HOBa, IPEABAPHTEIHO HAIThIIHEHA IHCANKa ApaHec;

- HAIOGHH CHC CIHPT TAMIIOHH WK HEDIO IOAX0AAI0; H
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~ cIelmaneH HempobHBacM KOHTEHHEP 3a OTHaABIH (IIACTMAacOB KOHTEHHEP, OCHTYpEH
or OoNMHMUAaTa MM anrekara), 3a Aa MOXKeTe A2 W3XBEDPIHTE H3MOJI3BAHUTE
IIpeIBapHTENHO HaITbIHEHN IHCATKH.

Kaxgo Tps6Ba ga sanpaps, mpeiH Aa NocTass HOJK0KHATA HHKeKIAsA ¢ Apanecn?
1. Fi3Bagere mpepBapHTENHO HAITBIHEHATA HCANKa ApaHecH OT XJIaNuIHUKA.

2. He pasxiamaiite IpeABapHTEHO HATEHHEHATA TTHCAJIKA.

3. VBepere ce, g€ TOBA € 7103aTa, K0ATO By e npeamncan Banmist exap.

4, TIpoBepere naraTa Ha roJHOCT, oT0ens3aHa BBPXY OHAKOBKATA HA IIPEABAPUTENHO
HarpiaHeHaTa micanka (T'OAEH [0:). He usnonzeaiite, ako € H3TeKbA IOCHETHUAT ISH
OT IOCOTEHHSA MECeIl.

5. Ilpoeepere BHA2 Ha pa3TBOpa ApaHecH Ipe3 TNPO30OPUETC Ha IPEHBAPHTEIHO
HaIThITHEHATa ImHcanka. Toii TpadBa Ja mpencraBnsea OHCTEp WM ONEHO IEPISHO
OLBETEH pa3TBOp. AKO e IOMEBTHSI MM B HEr0 HMa HacTHIM, He TpsaGea Ja TO
M3IIONI3BATE.

6. 3a mo-ymofHO MIDKeKTHpaHe, OCTaBere IpPEABapHTSITHO HAaIBIHEHAaTa nHcalka 3a
oxono 30 MuH Ha cTaliHa TeMIepaTypa MAM 4 3aTOIUIeTe BHMMATENHO B PBKATa CH 3a
ngkonxo MuHyTH. He saromundiite ApaHecn 1O HHMKAKBB JPYr HaudH (HAIpHMEp B
MUKpPOBBIIHOBA Tredka WM B ToIUla Boja). He Tpabma mpeiBapHTelTHO HabIHEHATA
IIHCANKa 2 ce OCTaBs H3JI0KEeHA Ha NPAKa CIHHIeBa CBeTIHHA.

7. He MaxaiiTe cHBOTO Kamaue Ha MIJiaTa OT IIPEABAPHTEIHO HaITbAHEHATA IHCAJKa,
JI0KaTo He CTe TOTOBH J1a HIDKEKTHpATe.

8. 3mmniiTe cTapaTe/IHO phIeTe CH.

9. Bacranere ga ynoOHO K H00pe OCBETEHO MACTO M CH ITOCTaBeTe BCHIKO HeobXxomimo,
Taka de Ja ObHe AOCTHIHO 32 Bac (IpegRapUTeNHO HAaOBIHEHATA MHUCANKA ¢ ApaHECT,
HAIOSHATE CHC CIHMPT TAMIIOHH U HeTpoGuBaeMis KOHTEHHED 32 OTHANBIIN).

Yepren byTor
CHBO Kanaye HA HITIATA.

Mposopye

Kpae TpabBa ga cH IOCTABA HHKeKNHATA?

Haii-moaxoaamoTo MACTO 32 MIDKEXTHpaHe e:

- TopHaTa 9acT Ha OGeapara; H

- KOpema, ¢ M3KIIoUeHYE Ha 0fnacTTa OKOJO IThIa.

Beeky OBT NpOMEHsHTe MACTOTO Ha MIDKEKTHpame, 2a Ja wu30erHere
BBE3MATCHHE. AKC HIKOH Apyr B mocTass HEOKEKIMATA, MOKE fa 5 OCTABd U
B 33fHATA JACT Ha PHIIETE.
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Kax 1a cH HoCTABA HIGKEKIOAATA?

1. JesundexTHpaiire xoxaTa ¢ HAmOEGH B CHMPT
TaMIIOH.

2. Xpapere IpelBAPHTEIHO HANBLIHEHATA MHCANKA ©
€AHa pHKa B o0NacTTa HaJ Npo30pueTo Ha IMHCAIKATA
(obnacra B Gmm3oct o gepeeHus OYTOH).

3. C nmpyrara pbKa H3gbpraiite CHBOTO Karade Ha < ==
urnata. IlpenpapuTelHO HAaOBIHEHATA IMcAdKa HMa

npeAIasATen, KOWTO INe IPEAoTBpaTH YBOXAIHE C

HTaTa I 3aryba Ha JIeKapcTBO IIpH  CIydaiHO

Pa3sKIaAHE WIH HATHCKAHE.

ITocraBane HA HHKERIAATA

1. BHMMAaTEHO MOCTABETE OTKPHUTHA Kpall Ha NpeinasuTens #a
TIPEABApPHTEINHO HAITHIHEHATA IHCANKA BBPXY NMOATOTBEHATA
KOXKa. N

2. TlocraBeTe NpeNBapHTENHO HANBIHEHATA NMHUCANKAION IPAB
5151 (90%) BEpXY KOKaTa (BIDK KApTHHKATA)

3. Karo Appxmre TAIOTO HA NpPEABApPHTENHO HAaNBIHEHATA
IHCaNKa, HAaTHCHEIS IUIABHO BHPXY MACTOTO Ha
HHKEKTHpaHe (IpEKTe S H3IpaBeHa,
Oe3 ta MBpaaTe)

4. HarucHere YepBEHHA OyToH
BEAHBXK, KOralo cTe TOTOBH Aa

umxektupare. llle dyere mpaxsaHe, HINara me ce

ocsoGoam u wie ycerure neko ypoxpmane. Ocpobopere

YepBeHHA OyTOH.

5. OcraBeTe NpenBapUTEHO HAIBIHEHATA IHCAKA Taka 3a
oxono 15 cexymmm, WIM HOKaTO YyeTo IOBTODHO INpAKBAHE,
KOeTO TIOKa3Ba Kpas Ha MIKexktmpaHero. He maxaiite
OPE/IBAPUTENHO HAMBIHEHATA IHCANKA, TOKATO HIDKEKTHpATE.

6. Hzpagere mpeABapMTENHO RaneiAHEHATa IMCAIKa OT
MJACTOTO Ha HHXKSKTHPAHe. é}
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IlpemmasuTens Ha HITaTa Hie ce IPEMeCTH HAJONy BBPXY HIUara M mie s ONOKHpa.
IIposzopdero me ce OHBETH B KBITO, KOETO HOTBEPKAABa
3aBELPIIBAHE HA HHYKEKTHPAHETO.

7. Moxe na 3aGenexuite KpBB Ha MACTOTO Ha MEDKeKTHpaHe. MoOXe Ja IPHTHCHETe
MACTOTO Ha MIDKEKTHpaHe ¢ IaMydeH TaMmoH MM Mapid 3a 10 cexymmm. He
pasThpKBalTe MACTOTO HAa MEDKEKTHpaHe. AXO e HeoOXOZMMO, MoXe Jla TIOCTaBHTE Ha
MSICTOTO HA HHIKEKTHPAHE NPEBPB3KA.

8. HMsmomspalite BcAKka NpEHABApUTENHC HAUBNHEHa HHCATKAa 33 EJHOKPATHO
HH)KEKTHDAHE.

3anomuere

B cmydait de umMate npobneM, He ce konebaiite na ce 06BpHeTe KM Bamms mexap mimm
KBM MEIUIMHCKATA CECTPa 33 TIOMOII, U CHBET.

HM3xpLpiaHe Ha YHOTpedeHNTe MHCAIKH

He nocraesiite o6paTHO CHBOTO Kamade OT HINaTa HA NPERBAPUTENHO HambIHEHATa
[HCalKa.

TlocraBere ymoTpeOsBaHMTEe INICANKM B HeNpoOuBaeMus IUIMK 32 OTHANBIH M TO
OCTaBETe Ha HEJOCTEIMHO 3a AeIa MACTO.

Wzxpwpriere HeNpoOHBaeMu IUIHK 3a6/IHO C HETOBOTO ChABPIKAHHE II0 HAYMH, YKa3aH OT
Banmig siekap, MeAHIGHCKA cecTpa W (papManeBTa.

Huxora He H3XBBEPILAATE YHOTpeOaBaHUTE MUCANKK B KodaTa 33 JOMaKWHCKH OTHANBITH.

Ta3d JIHCTOBKA e ¢ MOCJIeHA PeBA3AS HA TEKCTA Ha:
28 despyapu 2005 1.

Honsnumrenna nagopmanus

Axo ce Hy)kgaeTe OT NOITBJIHHUTENHA HHOOPMalHs 33 TOBA JNEKapCTBO, MONA 06LpHETE ce
KBM MECTHWA HpEICTaBHTENl Ha (HpMaTa, KOSTO € YITEIHOMOIIEHA N1a pasnpocTpaHiBa
Apanectr.

brirapus
Tenecuc Dapma TII
Byu. ,,Jlparan Ilankor™ Ne 36, MeTepnpen,




Er. 7, oduc 702
Ten: + 359 2 969 3227

Belgié/Belgique/Belgien

s.2. Amgen n.v.

Arianelaan 5, Avenue Ariane
B-1200 Brussel — Bruxelies - Briissel
Tél: +32 (0)2 7752711

Cesk4 republika
Amgen sr.0
Klimentskd

110 02 Praha 1

Ceska republika

Tel :+420 2 2185 2268

Danmark

Amgen filial af Amgen AB, Sverige
Strandvejen 70

DK-2900 Hellerup

TIE: +45 39617500

Deutschland

AMGEN GmbH
Hanauer Str.1

D-80992 Miinchen

Tel: +49 (0)89 1490960

Eesti

Amgen Switzerland AG Eesti filiaal
Tornimge 2 Tallinn 10145
Tallinn

Eesti

Tel: +372 50 33 223
EA\ada,

Genesis Pharma S.A.
disAdvov 24

GR-152 32 Xalivdpr
Abfva

Tnh.: +30 210 6856860

Luzembourg/Luxemburg
s.a, Amgen

Avenue Ariane 5

B-1200 Bruxelles - Briissel
Belgique/Belgien

Tél: +32 (0)2 7752711

Magyarorszag
Amgen Kift.

Regus office

Bank Centre

1054 Budapest
Szbadsag tér 7. sz.
Magyarorszag

Tel. : +36 1 474 8128

Malia

Amgen B.V.
Minervam 7061
NL-4817 ZK Breda

Tel : 31 (0) 76 5732500

Nederland

Amgen B.V.

Minervum 7061
NI.-4817 ZK Breda

Tel: +31 {0) 76 5732500

Norge

Ampgen AB

Norsk avdeling av utenlandsk foretak
Kronprinsens gate 1

N-0251 Oslo

Tel:-+47 23308000

Osterreich

Amgen GmbH
Prinz-Eugen-Strafie 8-10
A-1040 Wien

Tel: +43 (0) 1 50 217
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Espaiia

Amgen S.A.

‘World Trade Center Barcelona,
Moll de Barcelona sfn

Edifici Sud, 8°planta

E-08039 Barcelona

Tel: +34 93 600 19 00

France

Amgen S.AS

192, av. Charles de Gaulle
F-92523 Neuilly-sur-Seine Cedex
Tél: +33 ()1 40 88 27 00

Ireland

Amgen Limited

240 Cambridge Science Patk
Cambridge CB4 OWD — UK
United Kingdom

Tel: Freephone 1 800 535160

island

PharmaNor hf.
Horgatini 2

I8-210 GarBabeer
Simi: +354 535 7000

Ttalia

Amgen Sp.A.

Via Tazzoli, 6
120154 Milano

Tel: +39 02 6241121

Kébmpeg

Genesis Pharma (Cyprus) Ltd
Azag. Kévvevmo 8, Awap. 106
1087 Asvkooio

Tnh.: 357 22 76 99 46
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Polska

Amgen Sp. Z.0.0.

Jana Pawla I1 25
00-854 Warsaw

Polska

Tel.: +48 22 581 30000

Portugal

AMGEN Biofarmacéutica, Lda.

Tagus Park — Parque de Ciéncia e Tecnologia
Edifico Eastécnica

P-2780-920 Porio Salvo

Tel: +351 21 4220550

Suomi/Finland

Amgen AB, sivuliike Suomessa/Amgen AB,
filial i Finland

Keilaranta/Kagelstranden 16

PL/Box 86

FIN-02101 Espoo/Esbo

Pub/Tei: +358 (0)9 54900500

Slovenska republika

Amgen Switzerland AG, Slovakia
Organizaéna zloZka

Nam. 1. maja 11

811 06 Bratislava

Slovenska republika

Tel : +42 1 25939 6456

Slovenija

Amgen Switzerland AG, Prdruznica Ljubljana
BTC City Smartinska 140

Ljubljana

Slovenija

Tel : +386 1 585 1767

Sverige

Amgen AB
Railambsvigen 17
Box 34107

S-100 26 Stockhoim
Tel: +46 (0)8 6951100
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Latvija

Amgen Switzerland AG Rigas filiale
Blauman 5A

Riga LV-1011

Latvija

Tel : +371 7201 800

Lietuva

Amgen Switzerland AG Vilniaus filialas
V.Kudirkos 22-1

LT-2001 Cilnius

Lietuva

Tel. +3705 212 45 64

Tasu nucToBKa € 0nobpeHa Ha:
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United Kingdom

Amgen Limited

240 Cambridge Science Park
Cambridge CB4 (WD - UK
Tel: +44 (0)1223 436422
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