JIKCTOBKA 3A NMALIUEHTA

ﬁpoqueTe BHUMAaTENHO T33M JIMCTOBKA Apefn Aa 3ano4vHeTe fla npuemare T1oBa

FieKapcTBO.

- 3anasete Tasy nucToBka. BbaMoxHO e Ta Aa BY noTpsbsa OTHORO.

- Ao umarte AONbLAHUTENHU BLAPOCY, 06 bpHETE ce KbM Ballus Jiekap uin (apMauest.

- ToBa nexkapcTBo € npeanucaHo caMo 3a Bac W He TpAGBa Aa ro NpeoTcTbBaTe Ha
opymn. To Moxe Aa UM HaBpepu, AOPU ako TEeXHWUTE CUMITOMM ca CblunTe KaTo

BawTe.

ChabpxaHue Ha JINCTOBKaTa:

CbxpaHsisane Ha Enbrel;

1. Kakso npepctasnsisa Enbrel 1 sa xakBo ce U3nNon3Bsa; i AR

2. Mpepu ga cn ukxekTupate Enbrel; 0 EPEHO!I
3. Kak na npunarate Enbrel; A é,)b 08 D476 ’
4, Bb3MOXHN HEXENaHW peakuuy; PATAG 220 bM M e .
5.

6.

Dpyra nidopmavns.

WmeTo Ha Baiwleto nekapcTeo e Enbrel (Enbpen) 25 mg npax w pasTBopuTen 3a

VMHMEKUMOHCH pa3Teop.

Beekn nakon Enbrel cbgobpka 25 mg oOT neKkapcTBeHOTO BellecTso etanercept.
OcTtaHanuTe CbCTaBKU Ca MaHWTOM, 3axaposa W TpoMeTamor. Beska npedeapumesiHo

HaneAHeHa cripuHyoeka cbobpxka 1 ml eoda 3a uHxexkyuu.

lMputexaren Ha paspeilieHKeTo Enbrel ce npoussexaa ot:
3a ynotpeba 2a LleHTparnHa u
MNarouna EBpona:

Wyeth - Lederle Pharma GmbH Wyeth Pharmaceuticals
Storchengasse 1 New Lane
A - 1150 Vienna, Austria Havant

Hampshire, PO9 2NG
United Kingdom

1. KAKBO MPEOCTABJISIBA ENBREL U 3A KAKBO CE M3MNOJI3BA

Enbrel ce npegoctaps nog dyopmara Ha npax U pasTBOPUTEN 3a UHXEKLUMOHEH pasTaop.
Bcsika onakoexa cuObpxa 4 (hnakoHa ¢ edHokpamuu do3u, 4 ripedsapumesiHo
HanwBJIHeHU cripukuoeku, 4 uznu, 4 adanmopa 3a haAakoHU u 8 crnupmHKu
mamMrioHa.

Enbrel e 6uoTexHonoriyeH npoaykt. Tol e npoussefieH oT ABa BuAa HoBeluku 6enTok.
MHOrO OT CUMATOMMTE Ha PEBMAaTOUOHWUS apTpUT Morat Aa ce OBbINKaT Ha Jpyr Buf
BenTbK, KOWTO npeAmsBukBa Bb3nanexne. Enbrel feicTBa 4pe3 CBbpP3BaHE Ha TO3U
BenTbk N BnokMpaHe Ha HeroeBaTa akTMBHOCT. Tosa OnokupaHe Hamansiea bonkaTa K
Bb3nanesneTo, CBbP3aHn ¢ pesMaTougHn:A apTpuT.

Enbrel e aHTMpeBMAaTUYHO NIEKAPCTBO, KOETO AENCTBA KaTo Hamanasa- bonkara u oToka
Ha BawmTe craBu. Enbrel ce wuasnonssa camocToATENHO WM B KomOUHalmsa ¢
methotrexate 3a nevenye Ha akTuBHa ropma Ha peBMaToubEeH apTpUT npyt Bb3PacTHA
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MauMeHT, Korato nUAcBa 3afoBonuTeneH OTrOBOp KbM Moaudmlmpauwm Bonectra
aHTUpEeBMaTWYHK NekapeTBa (BrounTenHo methotrexate, ocBeH B criyyanTe, korarto
BuE He MoxeTe aa npuemare methotrexate).

Enbrel ce ushonssa W NpW BBb3PacTHU AAUMEHTWN, HENeKyBanW npepnBapuTenHo ¢
methotrexate kouto cTpagaTt oT TEXbK akTUBEH U nNporpecupalll PEBMATOMAEH apTpuT.
Mpn Tean nauueHTn Enbrel, npueman camoctositenHo unu B kombuHaums ¢
methofrexate Boan po 3abaBsiHe Ha CTPYKTYPHUTE YBpexaaHwsl, npudMHEeRn OT
bonectTa.

Enbrel ce nanonsea n 3a:

e fEYeHMe Ha IOBEHUNEH XPOHWYEH apTpuT, NPoTU4all] CbC 3acaAraHe Ha HAKOMKO
cTaBu, NpuW Jeua Ha Bw3pacT of 4 go 17 rofjuHu, KOWTO He ca noKasaru
3a[0BONUTENEH OTrOBOP KbM Mmethotrexate unu He morat ga ro npuemat. Enbrel He
€ U3NUTBaH Npu Aeua noA 4 roanwHa Bb3pacT.

s JIeueHWEe Ha aKTUBEH 1 nporpecupall NcopuaruyeHd apTpUT NMPY Bb3PacTHU Cnej
HeafeKsaTeH OTrOBOP Ha NpejluecTralla Moguduumpatla 3abonsaBaHeTo Tepanms.

e JieUEHWE Ha TeXbK aKTUBEH aHKUMosupall CNOHAWNWUT npu nauueHTn, nokasanu
He3afoBoNUTEH OTFOBOP KbM KOHBEHLINOHanHata reparus.

Enbrel ce usnonssa 1 3a SleYeHWe Ha YMEPEHV A0 TEXKW NCopuaTUHHU MAaku npu
Bb3pacTHU, KOUTO He ca NoKasaln 3afoBOfNTENEH OTIOBOP WM He mMoraT fa B3emat
ApYrv cucTeMHu Tepanun kato cyclosporine, methotrexate n PUVA.

Enbrel He e egexmueer nipu nedeHuemo Ha Werener's granulomatosis, psidko
en3anumentdo 3abonsieaHe. Axko cmpadame om Werener’'s granulomatosis
yeedomerme eauiusi ieKkap.

2. MPEQWU OA CV MHXKEKTUPATE ENBREL

He 1pnabea ga npunarate Enbrel:

- AKo Bue UnW BalIeTo AeTe CTe anepryin Kem etanercept unu Hsikos OT ppyrnte
chbeTaBku Ha Enbrel. Ako npn Bac wnu BawieTo AeTe ce MOABAT anepiuybn
peakLuu, KaTo CTAraHe B MbpanuTe, 3aflyX, 3amMmasHOCT U oBpuB, He npunaraiTe
oTHOBO Enbrel u notepceTe Baluus Nexap HeszabasHO.

- AKO TIpK Bac UMM BaWeETO [geTe € HanuLe CenTUUYHO CbCTosiHMe (oTpaBsHe Ha
KPBLBTE) MAWM uMa pucK fa ce passue TakoBa. AKO He CTeé CUIypHM, NoThpceTe
BalLMsA nekap.

- AKO BUe wnKM BaleTo AeTe umaTte uHEKUus, BKTOUUTENTHO XpoHW4Ha Wiu
MecTHa nHpekums (HanpuMep A3Ba Ha Kpaka), He 3arnoqBaiTe NpunoXeHneTo Ha
Enbrel. Ako nmare HsKaKBK CbMHeHUs, 0DbpHETE ce KbM Ballins nexkap.

CrielnanHoO BHUMaHuWe e HeoBXxoaumo npu ynotpebara Ha Enbrel:

- AKO Ha Bac UNW Ha BalleTO AeTe NPeLcToM CepuosHa ofnepalms uny ako uma
ONacHOCT Aa ce pasBue HoBa uHekuusa. BawuaT nekap MOXe fa noxenae Aa
Habnopasa oTénn3o nevyeHneTo Bu.

- CwoblueTe Ha Ballusl JeKap, ako BUEe unuM [AeTeTo BU cTe npexapanu
nocnefoBaTenin UHMeKUM rnu cTpagate oT ,qmaGeT mwr JJPYro s3abonsasaHe,
KOETO YBenuYaBa pucka ot MHdeKumn. :

- ChLLeCTBYBAT USKMIOUNTENHO pesku cbobuieHus 3af no,qqepTaHo Hamanﬂsaﬂe Ha
yepBeHUTE K BenuTe KPbBHYU KIETKW U Ha Tpomﬁoumwre (B'baMO}KHO e fa ce
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AbMKN Ha HapyLIeHUst BbB (DYHKLMWTE HA KOCTHUSI MO3bBK) NP NaLlneHTy, KoUTo
ce nekysat ¢ Enbrel. HesabaBHo ce nochBeTBaliTe € fiekap, ako umate HAKOM OT
criefiHnTe CUMINTOMU. NMOCTOsIHHA TemrnepaTypa, Bonku B MbpIioTo, HaTbpTBaHE,
KkbpBeHe wunu 6negHocT. TakMBa CUMNTOMW MOXe [a nofckaseat 3a
CbLUECTBYBAHETO Ha MOTEHUManHW >XUBOTO-3acTpallasallly  HapylueHust B
KpbBHUTE peoBe, KOUTO MOXe Aa W3UCKBAT NPeycTaHOoBABaHUA Ha TepanusTa ¢
Enbrel.

- CroflieTe Ha BaluMs feKap, ako umaTte MynTuiifieHa cKneposa WhM HeBPUT Ha
3puUTeNHMs HepB (Bb3naneHne Ha 3puTenHuTe Hepsu) UAKM TpaHcBepsaneH
MUENUT (BUE Bbananerne Ha rpbbHauHns Mosbk). BalumaT nexap e pewm fanm
nevenneTo ¢ Enbrel e nogxogsio 3a Bac.

- Coobillete Ha BalMA nekap, ako CcTe wumann 3acToliHa cbpaeyHa
HEeAoCTaTbYHOCT, Thil KaTo Enbrel Tpabea ga ce npunara ¢ BHUMaHWE B TakuBa
crnyyaw.

- Hsikow BakcuHu, KaToO fepoparnHara NnonvomMuenuTHa BaKkcuHa, He Tpsibsa aa ce
npunarat gokato npuemarte Enbrel. MockeeTBalTe ce ¢ Ballws fiekap npeaun Bue
UM BETETO BY 4a NONy4nTe HAKaksa BaKcuHa.

- Mpyu BbamoxHoCT Ha fJeuata Tpsbsa Aa ca HanpaseHr HeofxogumuTte [0
MOMEHTa BaKCUHW MPeay Aa saroyHe npunoxexHneto Ha Enbrel.

BpemeHHOCT

EdekrsT Ha Enbrel Bbpxy GpeMeHHW XXeHN He e M3BECTEeH, Nopaan KoeTo ynotpebaTa Ha
Enbrel npn ©6pemenHn eHW He ce npenopkyea. He e npenopbuutenHo [a
sabpemensiBate, gokavo npoBexaare nedenune ¢ Enbrel. Ako Bce nak ToBa ce cnyun,
KOHCYNTUPaiTe ce ¢ BaluMsa nekap.

KbpmeHe
He e useecTtHo ganu Enbrel npemunaga B kbpmata. He TpsibBa Aa KbpMute BaleTo JeTe,
pokarto npuemate Enbrel.

Hloghupare u paboma ¢ MawiuHu
He ce ouakea ynompe6ama Ha Enbrel 0a noenusie ebpxy crioco6Hocmma Bu Oa
wocupame usu 8a pabomume ¢ MatiuHu.

lMpueM Ha gpyru nekapcTrRa
Nudopmupalite Bawms nexap uinyv dapmalesT, ako Biue Unn BalleTo AeTe CTe npuemani
CKOPO ApYrY NexapcTBa, [OPU 1 Takusa, 3a KOUTO HE ce M3UCKBa fekapcko npeanncanue.

KucHuTe riocneauun ot npuema Ha Enbrel B kombuHnaums ¢ Apyrn NEKapcTBa 3a neyeHne
Ha PeBMAaTOWAEH apTpUT He Ca YCTaHOBEHMU.

Ynotpebarta Ha Enbrel B xomMBrHaLwa ¢ Apyry cUCTEMHM Tepanui Unw oToTepanus He e
nacriegsaHa.

3. KAK CE NMPUNATIA ENBREL

[ozupaHe nNpyu Bb2PacTHK NaUMNEHTH

BawwmaT fiekap e By cbobin Kak ga umxextupaTte Enbrel. ﬂggnopquaHaTa fos3a 3a
Bb3pacTHU C PEeBMATOUAEH apTpUT, ficopuamuyeH apmpum, aHKuno3Upaw, apmpum u
rcopuamuyHu nnRaky e 25 mg, NpunoXeHu ABa NMbT CegMWUHHO RaTO MOAKOXKHa



HxKekuns. BhamoxHo e, ofaue, BauMmAT nexkap fa onpegenn pApyra 4ectora Ha
npunoxexue Ha Enbrel.

3a Bb3pacTHY ¢ peBMaTouZieH apTpuT Moxe fda ce npunarat v 50 mg eAHn NbT CEAMUYHO
(NpynoXeHn KaTo ABe MHXeKUMY oT 25 mg B eAxH 1 Cblll LeH).

AKO umate NcopratuyHn Mnaky, BaLvsaT nekap Mmoxe Aa Bu rnpeanvive 50 mg Asa nbTU
ceAMnyHO 3a nepuof oT 12 ceamuumn. Cnep 12-tTata cegmuua, fosaTa moxe Aa bvpe
HamaneHa a0 25 mg ABa AbTW ceaMuyHo. BalmsaTt nekap e peluy Komnko Abrnro Tpadea
fa npuemate Enbrel m B 3aBUCUMOCT OT Ballara peakums KbM TepanusaTa, fanm e
HeoBXoaumMo NOBTOpPHO NeudeHne. Ako Enbrel He okaxe ehexT BbpXy CbCTOAHUETO BY
criep, 12 ceAMUYHO neveHre, BalUMAT fnekap MoXe Aa BW Apenopbuya fa npeycraHoBute
npuema my.

Lo3zupaHe Npu aena v KHHOM

MoaxopsiliaTa 3a BalleTo AeTe [03a Lie Bapupa B 3aBUCUMOCT OT TENEeCHOTO Terfio Ha
feteTo. BawmaTt OeTcku rnekap Ule BY Jage noapobHU ykasaHusi 3a ApUroTBsHETOo U
M3MEPBaHETO Ha noAxogsilliaTa fj03a 3a BalleTo feTe.

Axo cmsiTaTe, Ye edpekTbT Ha Enbrel e npekanero cunex wunu npekanexo cnab, obbpHeTe
ce KbM BaLLKMS nekap nnu hapmauesT.

MeTon 1 NbLT Ha BLBEXAaHe

Enbrel ce nixektupa nof xoxata. Vimxekuuara moxe fa Obhe nocraseHa OT NauueHTa
MM pYr YOBEK, HanpuMep OT YNeH Ha ceMeliCTBOTO Uny NpUATEN, OT BallnA fekap nin
Heroe acucTeHT. TpsadBa Aa ce cnegparT NoAPoBHUTE WMHCTPYKLIMW 38 WHXKEKTupaHe,
NPEefocTaBeHn B CbNbTCTBaLUaTa nueToska. Bue Tpabsa fa NpogbimkuTe MHXEKTUPaHEeTo
Ha Enbrel TonKoBa AbIIF0, KONKOTO NpenopbyBa Batlng nexap.

3a ga He sabpasute, oTbenexeTe B AHEBHUK AHWTE OT CeAMMULATa, B KOUTO Bue U
BaLIETO AeTe TpAbBa Aa NoNy4uTe NHXEKLINA.

Enbrel TosbBa ga ce pasTeopu npeau ynotpeba. ixekuusaTta He Tpsibsa fa ce CMecBa B
eAHa CrpuHLOBKa Uiy hriakoH ¢ ApyTi nekapcTsa.

AKO nHXeKTUpaTe noBeYe oT HeobxoaumoTo KonnyecTeo Enbrel:

AKO criydaliHo MHXeKTVpaTe MoBeYe OT NpernopbyaHoTo OT BaluMsl Jiekap KOonmuyecTBO
Enbrel, Tpsibea HesabaBHO fAa ro yBefomute wnu aa ce obbpHeTe KbM Haii-OfnsKkoTo
cnewHo OonHWYHO OTAerneHue. BuHary B TakMBa criydam HoOceTe ¢ Bac BbHUIHATa
onakoBKa UNu hnakoHa, Jopu ako € fpaseH.

AKO nponycHeTe egHa UHxekums Ha Enbrel:

Ako cTe sabpasunu 4a HanpasuTe Ha BaC WNK BalleTo jAeTe WHXeKuws, Tpsibea Aa
HanpaBuTe HeoBXOAUMAaTa WHXEKUMS BefHara cnep kato 3abenexute nponycka. Cnep
TOBa NMPOABLIDKETE A2 UHXKEeKTUpaTe SIeKapcTBOTO, KaKTo € NpeAnucaHo o7 Ballus nexap.
He npunaraiite agBoiiHa fosa, 3a fa KoMneHcupare nponycHaraTa efuhnyna fosa.

4, BL3MOXHU HEXERAHW PEAKLIUN



Kakro Bcuukv nekapctea, Enbrel cbilo Moxe Aa UMa Hexenanu edekin. AKo Hsikaksa
HewenaHa peakumst By Ge3Mokon 1nK ako npyu Bac unu BalleTo AeTe Ce NMosBU HAKaKbB
HeobuyaeH edekT, NOTHRCETE BalLMA SIeKap Un dapmatiesT.

AXo Npy Bac Unu BALLETO AeTe Ce NOsiBY TeXbK 0OPUB, OTOK HA NULETO WK 3ATPYAHEHO
avliase, gokato npunarate Enbrel, cBbpxeTe ce ¢ Balms nekap Uny NoTbpceTe chettiHa
MeULIMHCKa oMol HesabaBHo.

Hexenahyu peakuyu npy Bb3pacTHN NaLMeHTH

Haii-uecTata HeXenaHa peakuusi npyu Bb3pacTHW € neka peakuns B obnactra oKomno
MSICTOTO Ha WHXEKTMpaHe Ha IeKapCcTBOTO, BKMOuBalla cbpbex, [ApasHeHe,
sayepBsiBaHe, KbpBEHE, KpPbBOHAcs4aHe, OTOK Wnu OOofka Ha ToBa MSCTO. ObvikHOBEHO
Tean peakLny He ce NosIBABAT TOMKOBA YECTO CreA MbPBUA MeceL] 0T NeveHneTo. AKo cTe
obesriokoeH sapasy peakunn Ha MHXEeKUMOHHOTO MSCTO, ODbpHETE ce KbM Ballvs nekap
unu apmauerT. Mo Bpeme Ha uHxekTMpade Ha Enbrel npu Hsxon nalveHTr ce noseAsa
peakuma Ha NPeaxo4HOTO UHXXEKLUOHHO MACTO,

[pyri HexenaHy peakuuu, KouTo morat ja ce HabniopasaTt npu Bb3PACTHW, [OKATO
npuemat Enbrel, Bkimousat: uHdekuun (BrmounTenHo Tybepkynosa), rmaeobonne, Xpema,
ofpuB, KOMpuWBHAa Tpecka, cbpOex, Gonku B CcTOMaxa, Awapwsi, 3acuiieHa Kalunuua,
criabocT, 6onka, cbHAMBOCT, Gonku B rbPAOTO, TemnepaTypa, BUCOKO KPbBHO HamnsArade,
Bb3naneHy uin pasfpasHeHy CUMHYCW, rafeHe, KpbBoHacsiiaHe Nof Koxara, reOudkn B
ycrata 1 onnewmnBsaBaHe.

Mo-peaKuTe HEXeraHy peakumn, KoUTo ca Habriaasani Npu BL3PacTHU Npy ynotpebara
Ha Enbrel, BKMOYBaT: WHpEKUMM Ha ObOpeunTe WM Ha NWMKOYHUTE MbTULA, BPOHXUT,
cTaBHa uH(pEKUMA WnK Bb3naneHne, MecTHM WHGEeKUMW Ha Kopema uan Kpakara,
MHEKUMA Ha TbKaHu WMNK paHn, abuec, VHMEKUUs Ha KOCTHUS MOIBK, MHEBMOHUS,
Xepnec socTep, MHMEKLUMA Ha yeTaTa, KoxHa uhdekums, Bhananerne Ha yepsara, bypeur,
WHekuMss Ha  BbTpeliHata o0BuBKa Ha  CbpUETO (enpokaponT-nOAO3NPaH),
racTpoeHTepUT, UHGERUUST Ha XIBYHUST Mexyp, VH(EeKUMs Ha KopemHata KyxXuha
(NEpUTOHUT), KOXHW $i3BK, MHGEKUUs Ha MarkuTe KPbBOHOCHM CbAOBE (BaCKynnT),
BUpYCEH Xenatut, MHEeKUMA Ha yumTe, MHQEKUMA Ha CUHYCUTE, OTPaBaHE Ha KpbBTa.
lpy nauueHTK, KOUTO cTPaaaT ot Apyru 3abonaBaHus, NPU KOUTO ce yBenuyasa pUcka oT
MHADEKUMK, PSAKO MOraT fia ce pasBUST CEPUOSHW MHAIEKLMM, BKIIOYNTENHO daTaneH
cencue, JokaTto npuemat Enbrel.

BhamoxunTe HeXenaHy peaxyun nNpy BbL3PacTHW ¢a NOCO4EeHK B CrefHUTE KaTeropui.

Mroro vectn: >1/10 nauueHTH’

Uectu: >1/100 n <1/10 nauuexsTn

He Tonxosa vyectu: >1/1000 n <1/100

Penxu: >1/10000 n <1/1000

Mtoro peaxu: <1/10000

Undekunu

Muoro vyecti: WHMEKLMN, BKITIOMATENHO WHAEKUUM Ha [opHUTE LuxatenHu
AbTULE, OpPOHXUT, WHMEKLMM Ha TMUKOYHUTE nbjt_!gma, KOMHU
nHeKLun.

He Tonkosa YecTu: CEpUo3HN UHMEKUMN, BKMIOUNTENHO ﬂHeBMOHMﬁ ALNOOKK KOKHW
VHGEKLN, CTaBHW UHMEKUUM, OTPaBsHe Ha Kp'bBTa



Penxu: TybBepkynosa

3aborisBaHudA Ha XemaroJioruiHara U numMdHaTa cucTtema
He Tonkoea yecty: HamaneH 6poi TpoMOoUNTY (KPbBHY MITOYULIAY.

Pepku: Hamanexs Opoii uyepBeHW KPBBHWM KNETKWM, Hamanex Opo#t Oenu
KPBBHU KNeTkY, HamarneH Opoii yepBeHu W Oenn KPbBHU KIETKM
(maHuuToneHns).

MHoro pegku: HEBb3MOXXHOCT Ha KOCTHMSI MO3bK Aa obpasyBa KPbBHU KIETKU

(annacTu4Ha aHeMus).

Hapyutenus Ha UMyHHaTa cucTema

Uectu: anepruyHy peakumy (BUX Yepexianus Ha Koxarta), obpasysaHe Ha
aHTUTENa CpeLly HopManHuTe TbKaHu (aBToaHTuTena).
Pepnku: CEPUO3HN anepruyHn peakuny, BKIIOUNTEITHO TEXKM MECTHA oToUMU

Ha KoxaTa (aHrMoegema), CBMpKaLLo guiiaHe.

HapyiueHusi BbB (PyHKUMUTE HA HEpPBHATa cUcTeMa

Pegku: rbpuyoee, pascTpoiicTBa BbB QyHkummte Ha LHC (HapyuleHus,
CBBLP3aHM C MPOLECMTE Ha [eMUenuHusauvsa) ¢ npusHaum wu
CUMMTOMMU, NMOJOCHM HE MYNTUNIEHA CKNepo3a unu Bb3nareHue
Ha OYHWA HepB (HEBPUT Ha 3PUTENHUS HEPB) WNK TpakKcBep3aneH
MUEnNUT (BWA Bb3naneHne Ha rpbOHayHns MO3bK).

3abonsBpaHuAa HAa KoXaTa

Uecu: copbBex
He TOrNKoBa YecT: NoKanuaupaHy KoxHU oToLyM (aHrruoenem), ypTukapus, obpue
Penxu: eb3rasieHus1 Ha KPpb8OHOCHUIMe cbooe&e 8 KoXama

MyCKYNHO-CKeNeTHN, CHLEAUHMTEITHO-ThKaHHN U KOCTHU YBPEXKAAHNS
Penxu: MOOOCThP KOXEH fYNyc epuTeMaTosyc, AMCKOWAEH nynyc (nynyc Ha
Ko)aTta), nynyc -nofAobeH CuHApOM.

0o HapyweHus 1 peaklyi Ha MACTOTO Ha NpunaraHe

Muoro vecTu: peakunsi Ha WHXEKLUOHHOTO MACTO, BKIIIOYUTENHO KPbBOTEUEHME,
HapaHsiBaHe, 3auepBsiBaHe, cbpbex, bonka, oToK.
UecTu: Temneparypa.

Ctpaoeyunu yBpexpaHus
Mma cboblueHus 3a BnollaBaHe Ha 3acToliHa chpAevHa HeAoCTaTbYHOCT.
HonbnHuresina nHdopmMmaLunsa

Cepuo3Hn HeXxXenaHu peakui, CboOLEeH B KNUHNYHK M3NUTBaHNA

CriegHWUTE CEpPMO3HX HEXeNnaHu peakumn ca cboBLUeHW NPY KIMHUYHK U3NNTBaHWsS Ha
nauneHT, nekyeanu ¢ Enbrel (peakuunte ca uabpoeHu, He3aBUCMMO OT ToBa Aanu ca
6unu npuuanHesn ot Enbrel unu He): pasnvyny BuaoBe pak (Ha repaara, benua opob,
numdHaTa cUCTeMa), ChpaetHa HegoCTaThYHOCT, ChpAcYeH yhap, HamaneH SOCThi Ha
KpbB KbM cbhpueTo (MUoKapAHa ucxemust), rpbaHa Bonka, npunagbum, MO3bYEH yaap,
BUCOKO KPBBHO HansiraHe, HUCKO KPbBHO Hansarane, HamaneHo konuwiecto Ha Genute
KPBBHM KNETKM, Bb3NANEHnWe Ha XMbYHUS Mexyp, Bbsnanekgy“ié Ha naHkpeaca,
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CTOMALLHO-YpEeBEH KPLBOU3NMUB, WHTecTuHanHa obecTpykums, 3apdyX, Bbh3nanesvne Ha
fenute gpoboBe (anmepruuyeH ansBeonut), acTMa, obbpKBaHe, Aenpecus, HapyLueHo
3apacTBaHe Ha paHW, Bb3faneHne U cbeupBaHe BbB BEHUTE, KPbBHU ChCUpeun B
cbiaoBete Ha Oenusi gpod, depHogpobHw yepexpanus, ObGpeunn yspexpaxnus
(memBpaHosHa rriovepyroHedponarus), HavarieHa ObOpedHa QYHKUMS, KaMbHY B
6b6pelnTe, Bb3narieHMe Ha Myckynute (NOAMMWO3NT), BbIManeHne Ha ouuTe
(ckniepuT), BHe3aneH OTToK (aHruoegem), BEpTUro, abHOpManHa YyBCTBUTEMHOCT Ha
Kod@aTa (napecTesus), YacTudHa napanusa (napesa), Bb3naneHue u passsBsBaHe Ha
xonoHa (ynueposer xonut), Oonect Ha numdpHUTE BB3NKU (NMMadeHonams),
chpakTypu Ha KocTuTe n  Oypout (BX olle pasgen CneunanHo BHuUMahue e
Heobxoaumo nipu ynotpebaTa Ha Enbrel).

Hexenahy peakuvmy ripy feua v IOHOWMK

Mo mpuHUMN HEeXenaHWTe peakuum npu dela Y IoHOWW ca noAobHn Ha Tesn,
Habmiogasadn npy BbapacTHy. [lpyu KAMHWMMHN M3NUTBaHWS CHeAHUTE HEXeraHhw
peakuuy ce cbobWaBaT No-4ecTo Npyu NAUWEHT C I0BEHWNEH XPOHWYEH apTpuT B
CpaBHeHWe ¢ Bb3pacTHW MauueHTu ¢ peBMatoufeH apiput. rnasobonue, rafexe,
kopemHa Gorika Ny rNoBpbLLaHe.

Mpy KNUHUMHWUTE U3AWTBaHWS [PU NAUMEHTUTE C I0BEHMNEH XPOHUYEH apTpuT,
niekysann ¢ Enbrel, ca HabniogasaHu wHdekunn, kouto ca Gunu obrkHoBEHO nekn u
nogoBHM Ha wHdeKUMKTe, HabnwgaBaKy Npu RAUUEHTHU C I0BEHUNEH XPOHWYeH apTpuT,
KOWTO He ca nonyyasanu Enbrel. Osama nauunenTu, nexysanu ¢ Enbrel u sabonenu ot
npebHa luapka, ca pasBuUni NPosiBU Ha MEHUHIWT, NPUYMHEH OT BUpyca Ha fgpebHarta
wapka. W gBamarta ca Bb3CTaHOBEHW HambliHo. AKO BME UMM BalleTo peTe cTe
KOHTaKTHM Ha ApebHa luapka, yBefoMmeTe Balims nekap HesabasHo, 3a ga nonyynure
HeobXxoouMUTe ChBETU WM 3a A4a ce 3anouHe NpeanasHo nedenve npu Hyxaa. Oceex
ToBa ce cboOllaBa 3a pBa Cepuo3HW cAy4yas Ha uHpEeKTupaHa TbKaH W paHa u
OTpaesAHe Ha KpbBTa, OBENO A0 oK. [ipyry HexenaHn peakumn (KouTo Moxe 1 Aa He
ca npwumsesm oT Enbrel), oTtbenssaHu npu pgeua, nexkyesanu ¢ Enbrel ca
penpecusi/HapylieHvus B NOBEASHUETO, QNaphist, KOXHY A3BY, Bb3naneHne Ha rbprnoTo
WAn cTomaxa u guaber.

AKO cMsiTaTe, Ye MpW Bac WK BalUETO [AETe € Hanuue HAKaKBa HexenaHa peakuus Ha
Enbrel, HezaBucHMO fany e noco4eHa B NUCTOBKATa UMK He, YeegomeTe Batlinsa nekap
unn papmauesT.

5. CBEXPAHSABAHE HA ENBREL

[a ce chxpaHsiBa Ha MecTa, HeJOCThNHK 3a Aela.

Ia ce chxpaHsgea npy Temnepatypa oT 2°C 1o 8°C (8 xsiagunkvk). [ia He ce zampasssa.
Crieq npuroTesiHe pasTeopbT Ha Enbrel TpsibBa ga ce msnonsea HesabasHo unn Ao 6
yaca, ako FOTOBMSAT PasTBOP Ce ChXpaHsisa B XaAMnHUK Npu Temneparypa ot 2°C fo 8°C.
Pasmeoprm mpsibea O0a 6b0e npospaveH, 6esusemeH unu 6nedo xwnm, 6e3
6yuku, mocnu unu vacmuuyu. He usnonseailime Enbrel, ako 3abenexume uye

pasmeopnm € MbineH unu CLObPXa Yacmuuu,

BHUMATEHO USXBbPIIETE BCSKO KonmuecTro Enbrel, heynotpe6ewo ao: 6 Haca.



Ha He ce uznonsea crieq U3TMYaHe Ha Cpoka Ha roAHOCT, MOCOYEH BBPXY ONakoBKaTta.
6. OOMbIHUTENHA MHOOPMALIUA

3a ponblHuTenHa l/‘IHCbOpMEiLlMH OTHOCHO TOBa NeKapCTBEHO CpeiCcTBO CC obbpHETE KBM
I'Ipme;xa'renﬂ Ha paspelleHneTo 3a yHOTpe6a Wrn KbM MECTHOTO NPeRCTaBNTENCTBO.

Tazn nuctoBka e ogobpena Ha: Mapm 2006 a.

MHCTPYKLUWNA 3A NPUIOTBAHE U UHXEKTUPAHE HA ENBREL

YBog

Taan WHCTpYKUMsi OOSCHSBa Kak [a npuroTBuTe M uHxektupate Enbrel. [pouertete
WHCTPYKLMUTE BHMMATESNHO W TM criegsaliTe cTblka fno cTerka. Bue we nonyuute
VHCTPYKLMM OT BalUKWs Jiekap Wiy HEeroB acuCTEHT 3a TeXHuKarta 3a MocTapsHe Ha
UHIXEKLMSTa Ha cebe CK KWW 33 MOCTaBAHE Ha WHXEKUMsA Ha BaweTo geTe. He npasete
ONUT Ja UHXeKTUpaTe Bac WNWU BalIeTo AETe, AO0KATO HEe CTe CUrypHu, 4e pasbuparte
HaMmbAHO KaK Ce NPUroTBS 1 NOCTABA UHXKEKUMATA.

Tasu nHKeKLna He Tpﬂ6Ba ba ce cMeceBa B €dHa CnpuHUOBKa WIN C[I)J'IaKOH C Bpymn
AeKapcTBa.

lMpeneapuTenHa NOAroToBKa
o WamuitTe BHUMAaTENHO pbleTe CI.
e UWsbBepeTe uncta, paBHa paboTHa NoBbPXHOCT
o Komrninexmbm cbObpxxa usbpoeHume no-Gosly eneMeRmu: (axKo nuriceam HaKou
om msix, He yriompe6seailme onakoexama U ce KOHcynmupaiime ¢ papmayeem,).
Uznionseailime camo nocoYeHume koHcymamueu. HE usnonsealime Jpyaa
CHpUHUOBKA.
1 ¢hriakoH Enbrel
1 npedeapumenHo HankjiHEHa CHPUHUOGKa, CBLOLPXawa MNpPo3payeH,
6e3ueemeH pazmeopumer (eoda 3a UHXKEeKUUU)
1 uena
1 adanmop 3a pnaKo
2 criupmHu mamrnoHa
¢ [poeepeTe cpoka Ha FOAHOCT, NOCOYEH Ha €TUKETUTE Ha (hnakoHa 1 crpuHLUoBKaTa. Te
He TpsiDBa fa ce U3NonsBarT cneq nocoveHara aarta.

W360p 1 noaroToBKa Ha MACTOTO 3a UHXKEKTUpaHe

¢ VisbepeTe MACTO 3a UHXKeKTUpaHe Ha OedpoTo, Kopema wunv Ha sagHata cTpaHa Ha
FopHaTa YyacT Ha pbKaTa.
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PasnuudHo msacTo TpabBa fa ce u3bupa 3a Besika HoBa uHXekuus. Bcska Hoea
WHXekUWst TpssbBa pa ce nocvaes Hai-manko Ha 3 cm oT npeguwHoTo msacto. HE
TpsbBa A2 NocTaBATe MHXKEeKUMs B oBRacT, KbAeTo KoXaTa € TbHKa, HapaHeHa,
sayepBeHa unmM yinbTHeHa. (BogeHeto Ha Oenexkn 3a npeguiidn MecTa Ha
WHXXEKTUpaHe MoXe aa BU € OT Nonsa).

MpuroTeete foszata Ha Enbrel 3a MHXeKTUpaHe

WsBagete CbAbpxalliTe Ce B ONakKoBKaTa erneMeHTU

+ OTCcTpaHeTe NnacTMacoBaTa kanadka Ha dnakoHa ¢ Enbrel. HE oTcTpanaBaiiTe cusara

3anywanka uiay anymMmmHneBsna npsCTeH OKOJ10 FropHaTa 4acT Ha CpJ'IaKOHa.

TeN
AN

Wsnonseaiite Apyr cNMpTEH TaMioH, 3a Aa AOYUCTUTE CUMBaTa 3anyluanka Ha grnakoHa
¢ Enbrel. Crien nounctBaHeTo He AOKOCBaliTe OTHOBO 3anyllankara ¢ pble WAn Aa s
fonpe fgpyra noBypxHOCT.

lMocTaBeTe hriakoHa BbPXY YNCTA, paBHa NOBbLPXHOCT.

OTcTpaHeTe XapTusita OT 3aJHaTta cTpaHa Ha ONaKkoBKaTa Ha aAanTopa 3a (priakoH.

bea pga ovcTpaHaABarte nnacTMacoBaTa OMakoBKa, MocTaseTe ajantopa 3a drakoH
Bbpxy driakoHa Enbrel.




e 3appwxTe IakoHa NITbTHO KbM Nrockarta NoBbPXHOCT, Ha KOATO € NoCTaBeH C efHa
ptka. C gpyrata pbka MpUTUCKaliTe OMaKoBKaTa Ha afantopa AoKaTo ycetuTe, uve
3a0CTpEHUAT BpbX Ha afanTtopa npobue npegnasntens Ha dnakoHa.

o [okato OepxuTe brakoHa B efHata pbKa, OTCTPaHeTe nnacTmacoBara ONakoBKa oOT
apganTopa 3a thnakoHa.

Fﬁ“\
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e OTCTpaHeTe 3auuTHaTa Kanadxka ot ropHara 4acT Ha CNMHLIOBKaTa KaTo s OT4ynuTe o
nepcopupanara nuuns. TOBa CTaba KaTo XBaHeTe 3alyUTHaTa Kanadka 1 s nperbsate
Hanpen-Hasaj, oKaro Ce Npevynm.

¢ He wusnonseaite CcApUHUOBKaTa, ako nepdopanaTa IMHUA € Beye Hapyleha.
3anoyHeTe oTHOBO ¢ Apyr dnakoH Enbrel.

» CpbpxeTe cnpUHUOBKATa C afgantopa 3a (orakoHa, KaTo BKapate 3a0CTPeHUAT BPbX B
OTBOpa ¥ 3aBbLPTETE 10 MOCOKa Ha YaCOBHUKOBATA CTPenka AoKpail.

(N
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Nobarsane Ha pasTBOpUTES

e [lokaTo OobpxkuTe dnakoHa BbLPXY paBHa MOBBLPXHOCT, HATUCHETE HabbTpe Oyranoto
MHOIO BABHO, pokato BkapaTte HAO0TO KONMYECTBO pasTBopuTen BbB (fiakoHa.
Toga uie npenoTepaty obpasyBaHeTo Ha MexypyeTa (nsiHa).

o Korato pazTeBopurens e npubaeex kbm Enbrel, ByTanoto Ha cnpuMHUOBKaTa MOXE 4a ce
BbpPHE Hasag oT camocebe cu. ToBa ce AbIDKM Ha Bb3LYLWHOTO HansiraHe u He Tpabea
Aa ce nma npensua.

S
%ag"’“

7.

e [lokaTo urnara e Bce ole BbB dhrakoHa, BaBHO pasgsukeTe dakoHa B Kpblr HAKORKO
MbTW, 3a Aa ce pasTeopu npaxa. HE pasknawaite cunHo dnakoHa. WUavakaiite
MBRHOTO pasTBapsAHe Ha npaxa (obukHoseHo no-manko ot 10 MuhyTh). PasTBopbT
TpsbBa fa 6bhe npospayeH n BesuseTten, 6es Byuk Unn YactTuuy. BL3MOXHO € Manko
Dsna fsHa ga ocTaHe B CripuHLoBKaTa - ToBa e HopmanHo. HE uanonssaiite Enbrel,
aKo USAMOTO KOMMYECTBO Tpax BLB (priakoHa He ce € pasteopuno fo 10 muHyTw.
3ariovHeTe O0THOBO ¢ Apyr hriakoH Enbrel.

Uzternsde Ba pastBopennsa ENBREL ot conakoHa
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» [lokaTo urnaTa e Bce oLle BbB (akoHa, obbpHeTe dhnakoHa Taka, Ye [ig CouW Harope
W Ha HWBOTO Ha ounTe. HatucHete ByTanoTo gokpan.

« baBHO wusternete Hasag OyTanoTo, 3a Aa MOXe TE4HOCTTa f[a MpemuHe B
CnpUHLIOBKaTa. 3a Bb3pacTHUTE nauneHTn Tpabea ga ce U3Ternu UsnoTo KoNuYecTeo.
3a pgela uaterneTe camo Heobxogumara yacT OT TEYHOCTTa, KakTo e npenopbyan
nekapsi. Cnen msternsHetTo Ha Enbrel oT dhnakona, mMoxe Aa ce nosBy Bb3AYX B
cnpuHloBKata. He ce nputecHsiBaute, Tbil KaTo NO-KbCHO Bb3gyxa Lle Obge
OTCTPaHeH.

. OTCTpaHeTe cnpwHLOBKaTa OT ajanTtopa Ha CbﬂaKOHa, Kato # 3aBBPTUTE O NOCOKa
06paTHa Ha 4YacoBHWKOBAaTa CTPCIIKa.

¢ [locTaBeTe HanbAHEHATa CAPUHLOBKa BbPXY YKCTa, paBHa MoBbpXHOCT. BHumasalhte
Aa He HaTucHeTe byTanoTo.

(Babenexka: Cned kKamo cme usewpwuUnuy mesu Oedcmeus, 6b3MOXHO € MAalKo
Kosludecmeo om mevHocmma da e ocmaHarno 8be ¢hriakoHa. Tosa e HopmarHo.)

ChurieHsiBaHe Ha CcnpuUHUOBKaTa U urnarta 7

L
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WrrniaTa TpsibBa fa ce HamMupa B MiacTMAacos KOHTERHeP, sa Aa e cTepunHa.

3a fa oTBOpUTE AIIACTMACOBUST KOHTeAHep, 3a0PbXKTe KbCus, LUMPOK Kpalk ¢ egHata
cmn pbxa. [MNocTaeeTte ApyraTta cu pbka BhpXY AbAaTa YacT Ha KoHTelHepa.

3a ga cuynute nnombara, HaknoHeTe No-gbnrvs Kpalh Hafony u crneh ToBa Harope,
[OKaTo ce Npeyvynu.

73

.

Cnep kato npevynute nnombarta npemaxHeTe KbCUs, WMPOK Kpad Ha nnacrMacosus
KOHTERHEDP.

WrnaTta Lie ocTaHe B AbJiraTa YacT Ha ofakoBKaTa.

JNokaro obpxuTe urmnaTa M KoHTeliHepa B efHaTa pbka, B3eMeTe CHpPUHLOBKaTa u
BKapaliTe ocTpara 1 YacT B OTBOpa Ha urnata.

ChufieHeTe CNpUHLOBKATa& C uinara sasbpTaiikit 8 No 4acoBHUKOBaTa CTPEnka

DOKpai.

BuumaTtenHo maxHeTe nnacTMacoBOoTO HOKpUTHE Ha UrnaTa.

P
e

14
g
Ll
JlokaTo ObpXUTE CRPKUHLIOBKATa Harope, OTCTpaHeTe BCUYKM Bb3AYyLUHM DarnoH4eTa
KaTo fieko HaTuckate ByTanoTo, 4oKaTo Bb3AyXbT €& OTCTPaHM HaMbIHO.

T

——Tle
M W

=
-

-~

- 13 - 1y



MpuroTesaHe Ha MACTOTO 32 UHXEKTUPaHe M UHXeKTUpaHe Ha pasTBopeHus Enbrel

» PasztbpKalite ¢ KpbroBU ABWXEHUS YPE3 CIIMPTHUSA TaMMoH MSICTOTO, KbAETO We Obae
urxekTupad Enbrel. He pokoceaiiTe ToBa MSCTO OTHOBO Npeau Aa CTe NOCTaBWITY

NHXeKUnATa.

o C efnara pbka nexko salumneTe noducTeHaTa obnacT OT koxkarta M 8 sapgpbxre. C
apyrarta pbka npubnimxete CipUHUOBKaTa NOA bk oT 45° KbM KoXaTa.

e C 6'bp30 KpaTKo ABpKeHWe NnocTaBeTe urrarta B KaKaTa.

ﬁTS r‘?’«

s OcsoGopaeTe KoXarta OT gpyraTa pbka.

e Cbec cBobofHaTa pbka GaBHO HaTUCHeTe DyTanoTo, 3a Ja uHXeKTupaTe pasTeropa.

+ Korarto crnpuHUOBKaTa € npasHa, U3BageTe WIMAaTa OT KoXaTa KaTto BHWMaBaTe [a He

NpPOMEHATE NMbPBOHa4YalnHA blbIT Ha NocTaBAHe,

o [IpuTncHETE MIXEKUMOHHOTO MACTO ¢ namyuyeH TamnoH 3a 10 cekyHan. Moxe aa ce
nossn nexko xbpseHe. HE pasTpusaiiTe uHXekUmMoHHOTO msAcTo. [locTaBaHeto Ha

NPeBpPB3Ka Cbitl0 € Bb3MOXHO.
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N3xBLpnsHe Ha oTnagbuuTe

o Cnpuhuoskata u urnara HUKOIA HE tpsabea pa ce wanonseart noetopHo. Hukora He
noctassifiTe OTHOBO KanavkaTa Ha Wusnonseadata wrma. Waxsbprete wurnata Wy
cripuHLOBKaTa Cropes WHCTPYKUMWUTE Ha Baluua nekap, MenuuvHcka cectpa win
thapmauesT.

Bcuuku Balin BLNpocu TpsioBa fa 6'b4aT OTHACAHU JO JieKkap, MesuUuHCKa cecTpa
unn papmaleBT, KOUTO ca 3arno3HaTu ¢ ynotpebarta Ha Enbrel.
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