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Pemypen 20 mg/ml REkexnBoHeH pa3TBOp B Npe
Remurel 20 mg/ml solution for inje

["maTupamepos auerar (Glatiramer acetate)

IIpoueTeTe BHEMATE/IHO UAATA JHCTOBKA, IPEAH A2 3ANOTHETE A2 H3INMOAIBATE TOBA

JeKAPCTBO, ThH KATO TS ChALPKA BAXKAA 38 Bac angopmanns.

e  3apasere Ta3M JTHCTOBKA. MoXke a ce HA0XH [a 1 NpoYeTeTe OTHOBO.

e  AKO HMAaTe HAKAKBH JOITLIHHTENHH BBLIPOCH, nonuTaiTe Bawna nekap unn dapmauesrT.

¢ Toa nekapctBo € npeanucaHo nu4HO Ha Bac. He ro npeorcronBaiime Ha apyru xopa. To Moxe
Ana UM HaBpelH, HE3ABUCHMO Y€ TIPU3HALIUTE Ha TAXHOTO 3abo/iaBaHe ca ChUMTe Karto Bawure.

e  AKO NOMYUYHUTE HAKAKBH HEXEJIAHH NIEKAPCTBCHH peakliMH, YBeaoMeTe Baina nexap wiu
dapmauesT. ToBa BIO4Ba H BCHYKH BB3MOXHH HEXKEIAHW PeaKLIMH, HEOTHCAHH B Ta3H
TUCTOBKA. BiokTe TOuUKa 4.

KaxBo ¢BbABPKA TA3H JIHCTOBKA

Kakpo npeacrannssa Pemypen u 3a KAKBO ce H3M0/13Ba
Kakso Tpabaa na 3Haere, npeau aa uanonseare Pemypen
Kak na usnonspare Pemypen

B13MOXHH HEXXeNaHH peakitMH

Kax na cwxpanssate Pemypen
CopabpikaHHe Ha ONaKOBKATA W ACITWIHHTENHA HHPOPMALIHS

A o A

1 Kaxso npeacrasanBa Pemypen H 3a KaKBO ce H3N0A3B2

Pemypen € ekapcTBo, KOETO C€ H3MON3BA 32 JieueHHe Ha PEUHAWBHpPaLIH GOpPMH Ha MHOXKeCTBEHA
ckneposa (MC). To npomens HauKHa, no ko#To pabotu Bamnara nmMyHHa cHcTeMa M eKlacCHOHUHpaH
KATO HMYHOMOZYJIHPALIO neKkapcTBo. CMaATa ce, ye cumnromuTe Ha MC ce nprunnaBar ot aedexT B
HMYHHATa CHUCTeMa Ha Opraiiima. ToBa NpeAH3BUKBA NOABATa HA BL3MATHTENHH [U1AKH B rIIaBHHA U
rpbOHAYHHA MOTBK.

Pemypen ce u3non3ea 3a HamanasaHe 6pos Ha npucTbimTe Ha MC (peunansn). He e nokazaHo, ue
nomara, ako cTpajare ot popma Ha MC, koaTO He NPOTHYA ¢ PELIMAHBH WIH ¢ €JMHHUYHK PELIMIUBH.
Pemypen MoXe Na HIMa HHKakbB eexT BbpXYy NPOABIDKMTENIHOCTTE Ha MpHCTBNAa oT MC win BepXy
TEXKeCTTa Ha NPUCTHNA.

H3non3ea ¢e 3a ne4yeHne Ha NanHCHTH, KOWTO MOrart Ja C€ NpUABHKBAT CAMMU.
PeMypeﬂ MOX€E CBHLIO Ja CE H3MOJ3BA NPH NALUHEHTH, NPH KOKUTO Ca CC NOABIIH ThbPBH KIHHHUYHH

CHMITTOMH, MOACKA3BalllH BUCOK PHCK OT pa3sBHTHe Ha MC. BawumsaT ekap e npeueHH Janu
CBLIECTBYBAT APYTH NMPHUYKHHH, KOUTO H1xa OOSCHWIH Te3H CHMITTOMH NpeH Aa 3aMOYHE IeUeHHETO.

2 Kaxso Tpualsa a2 3n8¢Te, Npean Aa HINWI3BATE PeMypen

He a3non3satite Pemypen
¢ AKOCTE AJIEPrETHH KbM IIATHPAMEDPOB RNETAT HJH KbM HAKOS OT OCTAH
Ha TOBa NeKapcTBO (H3O0POEHH B Touka 6).



Ilpeaynpexaenas B npeANA3HY MepKH

I"oopere ¢ Bawinsa nexap win ¢papmauesT, npeax aa u3nonssare Pemypen

®  aKo HUMATE HAKaKBH mpobaeMu ¢ 6LOpenHTe HIH CBLC CHLPUETO, THi KATO MOXKE 118 CE HyXAaeTe
OT PENOBHH H3CJIEABAHHUS Y KOHTPOJIHH Npernean.

®  aKO MMATE WM CT€ HMATH Npo0aeMH ¢ YepHUA apod (BKIIOYHTEIHO TAKUBA, JHDKALIH Ce Ha
KOHCYMALIHMA Ha ATKoXon).

Pemypen moxe Aa NpeAM3BHKE TEXKKH ANEPrHMHH PEAKLHH, HAKOH OT KOMTO MO>KE Aa ca
XKHBOTO3ACTpAlLABALIK. Te3H peakliMi MOXe Ra Bb3HHKHAT MAJIKO Clie]l MPHIOKEHHETO, A0PH MECELtH
A0 FOAMHH CJie]] 38N0YBAHE Ha JICYCHHETO, JaXKe ako NPEeAHLIHUTE NPUNOKEeHHA ca Ounu Ge3
HeXeNaHHU peakunH. [IpH3HaUMTe U CHMITTOMHTE Ha aJIEPrHYHH PeakLMH MOXKE Ja ¢ NMPHUIIOKPHBAT C
peakiliiy cliel MHDKEKTHPaHeTo. BalliuaT nexap e Bu ungopmupa 3a mpU3HaLKTE Ha anepryyHa
peakLus.

Aena
Pemypen He Tpabsa na ce npwnara npu aeua noa 12 roauinHa BL3pacT.

ITanrenTH B CTAPYECKR BLIPACT
PeMypen He e Oun cneunpHuHO NpoyuBaH NpH XOpa B cTapyecka sh3pact. Mons, nonuraiite Bawns
JIeKap 3a ChBeT.

JApyrn nexapcTea B Pemypen
HadopmupaiiTe Bamus Jexap aan ¢gapmanesT, ako npHeMare, HACKOPO CTE MPHEMAH HWIH €

BBL3MOXKHO Ja NMPHEMETE APYTH JIEKapCTBA.

bpeMeRHOCT H KbpMeEHe

Ako cTe OpeMeHHa, cMATaTE, Ye MOXe Aa CTe OpeMeHHA, WM [UIAHUPATE GpEMEHHOCT, NOCHBETBaItTe
ce ¢ Bautng nexap u obMucieTe Bb3MOXKHOCTTA 38 eyeHHe ¢ PeMypel no BpeMe Ha 6peMenHoCT.
PeMypes MOXKe Aa ce H3NOoJ3Ba O BpeMe Ha GpeMEHHOCT No nipenopbka Ha Baumus nexap.

OrpaHuueH! NaHHH TIPH XOpa HE NOKA3BaT HEraTUBHH €eKTH Ha TNATHPAMEPOB ALlETaT BLPXY
KbpmadeTa. PeMypen Moxke aa ¢e H3MNOM3Ba NO BPpEME Ha KbPMEHE.

llo¢gupane 1 paborTs ¢ MAIIARRA
He e u3sectHo Pemypen na Bp3aeiicTBa BepXY cniocoGHOCTTa 33 wodupane ¥ paboTa ¢ MalIHHA.

3. Kaxk aa m3no/izBare Pemypen

BuHarn H3non3sadTe TOBA JICKAPCTBO TOUHO KaKTO BH € kazan BawuusaT nekap. AKo He CTe CHI'ypHM B
Helllo, nonuTaiTe Bamns nekap win dapmarieBT.

[IpenopbuHTEnHaTa NHEBHA 034 NMPH Bb3PACTHH M I0HOLIH Ha U HaA 12 roaMIIHA BB3PACT €
| npeaBapHTEIHO HAITBIIHEHA CNPHHLIOBKa (20 mg rIaTHpaMepoB aLETaT), TPUICKEHA NMOA KOXKAaTa
(NoAKOXKHO

Muoro ¢ saxuo Pemypen n1a ce HHDKEKTHpa KakTo Tpadea:
e  Camo B ThKaHTa NOA KOXaTa (NOAKOXKHO NpUNoXKeHHE) (BXK. "UHCTpyKkimy 3a ynoTpehe

Aoy,
¢ B nosara, npenopruaxHa Bu ot BaumusT nekap. Baemere camo gozara, npeanucyg
o,

nexap. /
. x

Hikora He H3non3BaiiTe eHa CIPUHLIOBKA NOBeYe OT €UH MbT. Beekn Hen3nEn
WIH OCTaTBhK OT Hero TpabBa na 6bae YHHLIOXKEH.




e CobabpKaHHETO Ha CpHHLIOBKUTE Pemypen He TpsOBa na Objie cMeCBaAHO MJIH NMPHJIAraHoO 3a€/1HO
C HUKAKbB JIPYT JIEKAPCTBEH NPOJYKT:
e He u3non3saiire pa3rBopa, ako ChAbpXkKa BHIAMMH YacTHLM. M3non3BaiiTe HOBa CIIPHHLIOBKA.

Koraro npunarare 3a npbB mbT Pemypen e Bu 6baat 1aieHH MbJIHW HHCTPYKLIMH H Li1e Obaere
HaOJsr01aBaHK OT JieKap WM cectpa. Te we ObaaT ¢ Bac 10kaTto cH nocraBaTe HHKEKLIMATA, KAKTO H
[MOJIOBHH Hac CJIe/1 TOBa camo 3a 71a ObaT CUIypHH, Y€ HAMA J1a UMaTe HUKaKBH NMpo0ieMH.

HucTpyKkunn 3a ynorpeda
[Ipouerere T€3M HHCTPYKLIMH BHUMATEITHO, NPEH Aa u3noassare Pemypen.

[Ipean nHxkeKkTHpaHe ce yBepeTe, ye pa3snosiarare ¢ BCHYKO, Koeto Bu e Heobxoaumo:

e  Eaun OsncTep ¢ e1Ha npeABAPUTENIHO HaITbJIHEHA CNIpUHLIOBKA Pemyper.

e (Cba3a 0TNaabUH 3@ H3NOJI3BAHKUTE HIJIK U CITIPHHLIOBKH.

e  3a BCAKO MHKEKTHpaHe B3eMaiTe caMo ¢IMH OJIMCTep ¢ e/1Ha NpeABAPHUTETHO HAITbJIHEHA
CNPHHLIOBKA OT Ligj1aTa onakoBka. CbXpaHsaBalTe BCHYKH OCTAHAJIH HeynoTpeOsBaHH
CIIPUHLIOBKH B KYTHATA.

e AKO crnpyHLIOBKaTa e OWia cbXpaHsBaHa B XJIaJIMJIHHK, ocTaBeTe OJMcTepa, ChbpiKalil
CMPHHIIOBKATa MpH CTaHHa TeMrneparypa Hai-mMaiko 3a 20 MMHYTH Npeay a ce HHXKEKTHpaTe, 3a
na ce yoenure, ye pa3TBOpBLT C€ € 3aTOIJIKWJ 10 CTaliHa Temrneparypa.

H3muiiTe 100pe pbleTe CH ChC canyH U BOJA.

AKO Kenaerte J1a U3Ioa3BaTe HHIKEKLIHOHHO YCTPONCTBO, 3a 1a CH NOCTABHUTE HHXKEKLIMATA,
YCTPOHCTBOTO ABTOKCOH MOXe J1a ce u3noassa ¢ Pemypen 20 mg. YcTpoHcTBOTO ABTOKCOH €
0100peHo 3a u3nonspaHe caMmo ¢ Pemypen 20 mg v He € OM10 TECTBAHO ¢ APYrH NPoAYyKTH. Mos

npouyerere yKazaHUATa 3a yrnorpeba, npeaocTaBeHu ¢ YCTPOHCTBOTO 3a HHIKEKTHPaHe ABTOKCOH.

HN30epeTe MACTOTO 3a HHXKEKTHpaHe B 001aCTUTE, KaTO M3I10JI3BaTe HarpaMHTe.
Hma ceneM BB3MOXkKHH 001aCcTH BBpXY Baluero 1510, KbI€TO /1a NOCTABUTE HHXKEKLIMATA:

Obnact 1: Cromawna obnact (kopeM) okoJio nbna. U3bsreaiire 5 cm okoso mbna.

Oo6nact 2 u 3: beapa (Han koneHere)




Ob6nactu 4, 5, 6 1 7: OT3a1 HA ropHaTa 4acT Ha pbleTe, Xba0ouuTe (Moa KpbeTa).

)
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B pamkuTe Ha Bcska 001acT 3a HHKEKTHpaHe HMa HAKOJIKO HHXKEKLIMOHHU MecTa. H30upaiite
pa3IM4HO MACTO 3a MOCTaBAHE HA HHXKEKLIMATA BCEKH JIeH. ToBa 11e HaMalu Bb3MOXKHOCTHTE 3a
KaKBUTO H J1a € Bb3rnaJieHue Wik 00JIKa Ha MACTOTO Ha MHXKeKTHpaHe. PenyBaiite obnacrure 3a
WH)KEKTHpPaHe, KaKTO U MeCTaTa 3a HH)KEKTUpPaHe B PAMKHUTE Ha €/1Ha HHXKeKLMoHHa obnacTt. He
H3M0JI3BAHTE €IHO H ChIIO MACTO BCEKH NIbT!

Bunmanne: He HHXKEKTHpaiTe B 00/1aCT, KOATO € 00J1e3HEHA HIIM C MPOMEHEH LBST WIH KbJETO
ycellaTe TBbPAH Bb3/IH WIH OYUKH.

[IpenopbuBa ce aa pa3nosararte ¢ IJJaHMPaHa cXeMa 3a pe/lyBaHe Ha HHXKEKLIMOHHMTE MeCTa M /1a CH
orOens3Bare TOBa B IHEBHUK. MMa HAKOM MecTa BbpXy Baiuero 1410, Ha KOUTO MOXke aa Obje TpyaHO
J1a ce HHXKEKTHpaTe camu (Karto 3ajiHaTta yacT Ha Bawuvre MUIIHMLM). AKO KeslaeTe /1a M3Ioj3Bare

TE3HW MCCTA, MOXKC J1a C€ HYIKAACTEC OT NMOMOLILL.

Kak na nocraBste HHXKEKUUATA:

e H3Bajnere cipMHLOBKaTa OT HEHHUSA npeanaspaiil OJMcTep, KaTo OTJIenBaTe Ha3
¢os1mo Ha OnucTepa;

¢  OrcrpaHere 3alMTHOTO Kanaye ot uraara. He orcrpanssaiite 3alliMTHOTO Karn
3bOUTE CH.

e  HexHo 3awuuneTe KoXkara ¢ najeua M nokasasneua Ha ceoboanara pbka (hury



e  BkapaiiTe urnara B Ko)kata, KakTo € 1oKka3aHo Ha ¢urypa 2.

e  HHxexkTupaiTe JIEKapCTBOTO YpPEe3 paBHOMEPHO HATHCKaHe Ha OyTasloTo npe3 Lejiusg My MbT
HaJ10J1y, JOKATO CIPUHIIOBKATA Ce W3MNpa3HH;

e H3zabpnaiiTe CnpHMHLOBKATAa M MIJlaTa B NpaBa NMoCOKa HaBbH;

e  H3xBbpiere cripyHLIOBKAaTa B 00e30mnaceH KOHTeHHep 3a otnaabu. He nocrassiite
U3MOJI3BAHUTE CIIPUHLIOBKH B CbAOBETE 3a OUTOBH OTNAAbLM, @ T'H U3XBbPJIETE BHUMATETHO B
HernpoOMBaeMH KOHTEHHEPH, KakTo Bu e npenopbyan BawusaT nekap WM MeIULIMHCKA cecTpa.

/

@urypa 1 Qurypa 2

AKO UMaTe ycelaHeTo, Yye epekTbT Ha Pemypen e npekajieHo CHIeH WM NpeKaJieHo ¢iad, roBopere ¢
Bawmus nekap.

AKO cTe npHeJIH noseve oT HeoOxoaumaTa 103a Pemypea
['oBopete ¢ Bawus nexkap He3abaBHO.

AKO cTe NpOoNnyCHAJIH 1a nNpHJaokKHTe Pemypen
[locTaBeTe HHXKEKLMATA BEHAra cljie/l KaTo CH CMOMHUTE, HO HE MOCTaBAiTe JBOMHHA 1034, 3a Jia
KOMIIEHCHpaTe nponycHarara ao3a. [locrasere cneapamara no3a 24 yaca rno-KbCHo.

AKO cTe cnpeJin ynorpebdara Ha Pemypean

He npekparsaBaite ynorpedara Ha Pemypen 0e3 aa ce kOHcyaTupare ¢ Bawus nekap.

AKO UMaTe HAKAKBH JIOITbJIHUTEIHU BBIIPOCH, CBbP3aHH € ynotpedaTa Ha TOBa JIEKapCTBO, MONUTaiTe
Bawuus nekap uiam papmauenr.

4 Bb3MOKHH HeXXeJIAHH PeaKUHH

KakTo BCHUYKH JICKApPCTBA, TOBA JICKAPCTBO MOXE 1d INPE€AHU3BHKA HCXKECJ/IAHH PE€AKLIHH, BBIIPEKH Y€ HE
BCCKH I'M NOJ1y4aBa.

AJIepru4Ha peakmnHs (CBbPXYYBCTBHTEJAHOCT, AHAQHIAKTOH/IHA pPeaKIus)
Mo2xke 1a NoJy4YHTE TEKKH aJIepruiyHH peakLMi KbM TOBA JIEKAPCTBO MAJIKO CJie/1 MPHIIOKEHHETO.
ToBa e HeuecTa HexenaHa peakuud. Te3u peakuMK MOXe /1a Bb3HUKHAT MECELIM J10 FTOJIMHH Clle]]
3aMno4BaHe Ha JiedeHHETOo ¢ PeMypel, 10pH ako npeauuIHUTe NMpUIoKeHHUS ca OMiIK O6e3 Hexe
peaKLHH.

Cnpere ynorpedara Ha Pemypea u ce cBbpxkere ¢ Bamus iekap He3a0aBHO HJIH O
CHEeUIHOTO OT/AeJeHHe HAa HAH-0/1H3KaTa 00/IHHIA, aKo 3a0e/1e)KUTEe BHE3ANMHH NPHU3
HEeXKEJIaHW peaKLIMH:

®  LIMPOKO pa3npocTpaHeH OOpUB (YEPBEHHU NMETHA HIIK KOMPHUBHA TPECKa),

®  OTOK Ha KJIENa4yMTe, JIMLETO, YCTHHUTE, YCTaTa, I'bpJIOTO MK €3HKa,




BHE34IMHA MOABA Ha 38]yX, 3aTPYAHEHO AWLIAHE WIH XPHUIIOBE,
KOHBYJICHH (I'bpUOBE),

TPYAHO NMpErmblilaHe UK roOBOPEHE,

3aryba Ha Chb3HaHME, 3aMasHOCT WITH NPUNATDK,

KoJialc,

APpyra peakiliil ¢Jied NPRIOKEHHETO (He326aBHE NOCT-AAXKEKNHOHHE PEAKIIHH)

Hsakou xopa Morart, B pAMKHTE Ha HAKOJIKO MHHYTH CleJl HHKeKTHpaHeTo Ha PeMypen, aa nomyyar
€IMH WIH NnOoBeYe OT CNEAHHTE CHMITTOMH. Te OOMKHOBEHO HE NMPEAH3IBHKBAT HAKAKBHU NPobieMn n
OTLIYMSBAT B PAMKHTE Ha MONOBUH 4ac.

AKO clieHHTe CHMNTOMH 00aue mpoabLkatT nosede oT 30 MAAYTA, He326aBHO ce CBBpKeETE ¢
Bamug Jekap HIH OTRAETE B CIELIHOTO OTAE/IeHHE HA HAK-On3KATA GoNTHELA.

¢ [MOsABA HA YepBEHHHA (3auepBRBaHE) MO IPBLAHHA KOLI HIH JIHLETO (Ba30AWIATALINA);
e 3aayX (AHCHes ),

e 6onka B repauTe

e cbpuebHeHe H YYECTeH ITylic (MaNnUTaLMH, TAXHKAPAHS).

IIpobnemu ¢ uepana apob

Yeproapobuu npobieMu win BIoLIABaHE HA YepHOAPOOHHUTE NMpobneMH, BKIIOYHTENHO YepHOApoOHa
HEAOCTATHYHOCT (HAKOH CITy4aH, BOACIIH A0 YepHOAPOOHA TPaHCIUIAHTALMA ), PAAKO MOraT Ja Ce

noABAT Npk ynorpebara Ha Pemypen.
Cebpxere ce He3abaBHO ¢ Baing nekap, ako HMaTe HAKAKBH CHMITTOMH, KATO HaNpHMED:

* rajieHe
* 3aryba Ha aneTuT

* YPHHA C ThMEH LIBAT ¥ Onean HanpakHeHHs

* NOXHITABAHE Ha KOXKATA HWIH Da/1aTa 4acT Ha OKOTO
* N10-IECHO MPOKLPBABAHE OT HOPMATHOTO

CheanHTe HeXxe/lanH JIEKRAPCTBEHH peakiini ¢ ¢cxofmasann ¢ Pemypen:

Mauoro yecTH (BB3MOXKHO € Aa 3acerHar noseue ot 1 Ha 10 qyun)

HHdekuun, rpun * TpeBOXKHOCT, AenpecHs * rnasobonme ¢ rajeHe ¢ KoxkeH 0OpHB * 60J1Ka B CTABHTE
MK repba ¢ yyBCTBO Ha C/1IAbOCT, KOXKHM PEaKLIMH Ha MACTOTO HA HH)KEKTHPaHE, BIUTIOUHTENHO
3auepBABaHe Ha Koxkara, 60nKa, rossa Ha oOpHBH, CHpOEX, OTOK HA THKAHWTE, BH3MNANICHHE H peakLMa
Ha CBPBLXUYBCTBHTENHOCT (T€3H pEaKLIMK Ha MACTOTO HA HHXKEKTHPAHE HE ca Helo HeoOuyaliHo U
OOMKHOBEHO OTUIYMSABAT ¢ TEUEHHE Ha BpeMeTo), HecneunpuuHa Sonka

JecTn (BB3IMOXKHO € Aa 3acerHaT He noseue ot | Ha 10 qyun)

Bn3naneHne Ha AWXATENHHTE MHTHLLA, BHINAJCHHE HA CTOMALIHO-YPEBHHA TPaKT, Xepnec,
BL3NAJICHHE HA YLIWTE, XpeMa, 3b0eH abcliec, BarnHanHa KaHAWAO38 * HEMAJIMTHEHO KOXHO
pa3pacTBaHe (HeMaJIMrHeHa KO)KHA HeoILa3Ms ), TbKaHHO pa3pacTBaHe (HEoru1a3Ma) * YBeIHYEHH
NAM(HU BB3IH * ANeprHYHH peakLiHy * 3ary6a Ha aneTHuT, HaAAaBaHE HA TErJIO * HEPBHOCT * POMEHEH
BKYC, MOBHLIEH MYCKYJIEH TOHYC, MUIPCHA, HAPYILIECHHE Ha CNIOCOOHOCTTA 3a rOoBOpeHe, 3aryba Ha
Cb3HaHHE, TPEMOp * ABOHHO BIDKAAHE, HAPYLLICHUE HA OYHTE * HAPYLUEHHE Ha YIIWTE * KALIUTHLA,
CEeHHa XpeMa * HapyLleHHe Ha aHyca WIH peKTyMa, 3anek, KapHec, HapylIeHO XpaHOCMHJIIAHE,
3aTPYAHEHO NperibliaHe, 3aryba Ha cnocoOHOCTTa 33 3aAbpKaHe Ha H3NPAKHEHHUATA, MOBPBLUAHE *
HeoOH4YaHHH pe3yNITaTH Ha TECTOBETE 3a YepHOApoOHaTa PYHKLMA * CHHHHH, NPEKOMEPHO NOTEHE,
cbpbex, KOXKHO HapyllIeHHe, KONPHBHA Tpecka ¢ 60NKka BbB BpaTa ® CWIHH MO3HMBH 338 YPHHHDAMI;

YCCTO YPHHHPAHC, HCBb3IMOKHOCT [a CC€ H3NMpa3HH HOPMaJTHO NMHKOYHHA MEXYD ¢ BTPHCHH | -rit no%

NLETO, 3aryba Ha THKaH NoJ KoXKaTa Ha MACTOTO HA MHXEKTHPaHE, TOKaIHa peakuusd, DFhabepeie, 2 )
OTOK NMOPaAH HaTPYTNBaHE HA TEYHOCT, BUCOKA TEMIEPATYpa g IS, 5’ o
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AGcriec, BBINANEHHE HA KOXKATA H MEKATA THKAH MO/l Hed, LIMPEH, XEpIIec 30CTep, Bb3nail a .
O16penTe * pak Ha KoXaTa * nosHiLeH Opoii 6enn KpbBHH KIIETKH, HamaneH Gpol Genn KRpAN, J‘éﬁﬂ"&



K/ETKH, YrojieMaBaHe Ha janaka, HamaaeH Opofi TpoMGounTH B KPBBTA, NPpOMAHA BLB hopMaTa Ha
besuTe KPLBHH KNIETKH * YroJIeMEHa IIMTOBHANA XK1€38, CBPBXAKTHBHA LUMTOBHIHATAE HKJIe3a * HUCKA
[IOHOCHMOCT KbM AIKOXOJI8, NOAArpa, MOBULICHH HHBA HA MA3HHHHTE B KPbBTA, NTOBHLICH HATPHIA B
KPbBTa, HAMa/eH cepyMeH GepHTHH * HeoOnyaliHy chHULIA, OOBPKAHOCT, €y(OPHUYHO HACTPOCHHE,
BIDKJaHe, YyBaHe, yCellaHe Ha MHPH3Ma, BKYC WIH YyBCTBO 38 HELIO, KOETO HE ChIIECTBYBa
(xamouMHaLHH), arpecHs, HecOM4YaHHO MOBHILIEHO HACTPOEHHE, Pa3CTPOHCTBO HA IMMHOCTTA, OMHT 34
caMOyOHHCTBO * H3TpBNBaHe U HoNKa B pblLieTe (CHHAPOM Ha KAPTANHHUA TYHEN), NICHXHYHK
pasCTpPONCTBA, MpUNaabLH (KOHBYJICHH), MPpODAEMH C TTHCARETO H YETEHETO, MYCKYJIEH HAPYLICHHA,
npobneMH ¢ ABHIKEHHATA, MYCKYJIEH CNAa3hM, Bb3NAJICHHE HA HEPBH, HAPYLUICHHA HA HEPBHO-
MYCKYNHa Bpb3Ka, BOA€LA 10 a0HOpMHa MycCKYNIHa QYHKLHA, HEBOJIEBH Obp3H ABHXKEHHA HA OUHHTE
a6BIKH, Napann3a, NajgaHe Ha CTHNANOTO (TIaPAJIH3a HA NEPOHEANTHHA HEPB), ChCTOAHHE Ha
6esch3HaHMe (CTYNOP), NETHA B 3PHTENHOTO NOJIE * KATAPAKTA, NMNOBpea Ha POroBHIIATA Ha OKOTO,
CYXH O4YM, KpPbBOU3NHB B OKOTO, NajIHAI KJE€nay, pasliipPeHH 3eHHLH, HApPYLIEHHE HA OYHUSA HEPB,
BOACELLO A0 NpodneMH ChC 3PEHHETO * NpecKavaHe Ha ChpieTo, 3abaBeHa ChpAeUHA NeHHOCT,
€NMU3OAUYHO YCKOPEHa ChpAcYHa ACHHOCT » pasliMPEHH BCHH * NEPHOAHYHO CIUPaHE HAa AMILIAHETO,
KbpBeHe OT HOca, HeOOHUalHO YCKOPEHO WIH ABI00KO AULIAHE (XHNEPBEHTHIALMA), YCelllaHe 3a
CTAraHe B repaoro, 6enoapobHO HapylIeHHE, HEBB3MOXKHOCT 3a N0EMaHE Ha Bh3AYX MOpaaM CTAraHe
B I'bps1oTO (YCeUIAHE 38 3a4yiUaBaHe) * Pb3NANICHHE Ha uepBaTa, Nonuny Ha aebenoro yepso,
Bb3MaJICHHE HA THHKHTE YepBa, OPUIBaHe, A3Ba HA XPAHONPOBO/a, Bb3NAIEHHE Ha BEHLIMTE, KbPBEHE
OT MPABOTO YEPBO, YTOJIEMEHH CIIIOHYEHH XJ1e3H * KAMBbHH B X/THYKATa, YBEIHYEH YepeH apod * oToK
Ha KOXXATa H MEKHTE ThKAHH, OOpHB CJieJ] KOHTAKT C KOXaTa, O0Ne3HeHN YEPBEHH Bh3ENYETa No
KOXATA, KOKHH BB3JH * NOAyBaHe, Bbinantenue H 6onka B cTaBuTe (ApTPHT WIH OCTEOAPTPHT),
Bb3najieHHe ¥ HONKa Ha IMraBHLIATA HA CHABLPKALIMTE CTABHA TEYHOCT CAKOBE Ha CTABHTE
(CBUIECTBYBAT B HAKOH OT CTaBHTe), 60Kka B Xbn60Oka, HaMalleHa MyCKYJIHATAa Maca * KPbB B YPHHATA,
KaMBbHHU B OLOpeLuTe, HapylleHUA Ha NMUKOYHHUTE ITbTHLIA, IPOMEHH B YPHHATA * NOAYBaHE Ha
MJICYHHTE )KJIE3H, 3aTPYAHEHHS B MOJTYYMaBAHETO Ha epeKLivA, H3naaaHe WK Wanu3aHe OT MACTOTO Ha
TA30BHUTE OPraHM (Ta30B MpoMarnc), NPOALDKHTE/IHA EpPEKLHS, HapYLIeHHA BbB QYHKLIMATA HA
npocrarara, abHopmeH PAP tect (abHopMHa unMTOHaMa3ka), HapyleHHe BbB QYHKLMATA Ha
TECTHCHTE, BArHHAIHO KbPBEHE, BArMHATHO HAPYLISHHKE * KUCTa, 0010 HEpa3IoNoXKeHHE, HUCKA
TeNeCHa TeMMnepaTypa (XHNoTepMus), HecneLMPHHHO Bb3NaJIeHHe, pa3pyllaBaHe Ha THKAHTa Ha
MACTOTO Ha MIDKEKTHpaHe, NpodIEMH ¢ NHraBHLIMTE * HAPYLUEHHUSA clie]l BAKCHHHpaHe

Cro6maBane Ha HeXeIAHH PeAKIHH

AKO NMOTYYHTE HAKAKBH HEXENAaHH JIeKapCTBEHH peakliH, yBeaoMeTre Baiuns nexap unm ¢apMaliesr.
Tosa BKIIO4BA BCHYKH Bb3MOXHH HEONMHMCAHHU B TA3H JIUCTOBKA HEXENaHW peakluMy. Moxere cbllo aa
CBOOULINTE HEXETAHH PeakLMi NMPEKTHO upe3 UanbnaHuTENHAa areHLMA NO JICKAPCTBATA, Y. ,.JlamaH
I'pyes” Ne 8, 1303 Codus, Ten.: +359 28903417, yeGceaiiT: www.bda.bg.

Kato chobiuaBare HexkenaHH peakLiMM, MOXETE Aa NAAETE CBOA MMPHHOC 38 NONIYHaBaHE Ha NOBeEYe

HHPOpMaLIHA OTHOCHO 6€30MacHOCTTA HA TOBA JIEKAPCTBO.

5. Kax aa coxpangsate Pemypen

Jla ce chXpaHsaBa Ha MACTO, HEIOCTBLITHO 32 JIelia.

Ha ce cbxpaHana B xnaaunHHK (2°C - 8°C).

Pemypen 20 mg/ml npeapapHTEIHO HAITLIHEHH CIIPHHLIOBKH MOMAT A3 C& ChXPaHABAT H3B
XJIAAWIHHK NpH TeMneparypH Mexay 15°C n 25°C 3a He noseue ot eauH Mecell. Mox
HANIpaBHTE TOBa caMo BeaHbXK. Cniea eauH mecell Bcuukn Pemypen 20 mg/ml npeasap
HaIThJIHEHH CIIPHHLUOBKH, KOHTO He ca OH/IN K3NOI3BAHH H ¢8 ChXPAHABAHH B OPHUIHH
onakoBka, TpabBa na 6LAAT BLPHATH B XTaRMITHHKA.



Jla He ce 3ampa3sssa.

C'bXpﬁHHBar‘lTe MPCABAPHTCIIHO HAITbJIHCHATA CIIPHHLIOBKA B KAPTOHCHATA OINAKOBKA, 34 /la CC
npeana3sy oT CBCTJ/IHHA.

He w3non3eaiiTe TOBa 1€KapCTBO CJIE/l CPOKA HA MOJAHOCT, 0TOEJIA3aH BbPXY €THKETa WM KapTOHeHaTa
onakoBka ciuea ['onen no: IlbpBuTe aBe uMdpH NokasBat mecella, a NOCJAeAHHTE YETHPH LIUPPH -
roauHaTa. CpoKbT Ha FOAHOCT OTrOBaps Ha MOCieAHUS JA€H OT MOCOYEHHS Mecell.

HBKBL[}HETE BCHYKH CIIPHHUOBKH, KOHTO CbbpPKAT BHAHMH HYaCTHLH.

He u3xBbpisiTe JieKapcTBaTa B KaHAJIM3aLMATA HIIKM B KOHTEHHEpa 3a I0MalllHH OTNaAbLH.
[Tonuraiite Bamsa apmaueBT kak 1a M3XBbpJIATE JIEKAPCTBATa, KOUTO Beve He M3nons3eate. Tesu
MEPKH L1I€ CIIOMOrHAT 3a Orna3BaHe Ha OKOJIHATa cpeja.

6 Cl:m:.pmanue HA ONMAKOBKATA H 10ONL/IHHTE/THA anmpmaunn

Kakso cbabpxka Pemypea

® AKTHBHOTO BEILECTBO € riiarupamepos auerat. Eaun ml uHxkekunonen pasrsop
(CbABPKAHHETO HA €/1Ha NPEJABAPUTEIHO HAITb/IHEHA CINIPHHLIOBKA) ChaAbpxka 20 mg
rnaTupamepos auerar (glatiramer acetate).

® JIpyrure noMouHH BELIECTBa ca: MAHUTOJ1 M BOJA 32 HHIKEKLIHH.

Kak u3riexaa Pemype. H KAKBO CbAbpPAKa ONAKOBKATA
Pemypen 20 mg/ml HHKEKUMOHEH pa3TBOp B NPEJABAPHTEIHO HAITbJIHEHA CITPHHLIOBKA € CTEPHJIEH,
OucThp, Oe3uBeTeH 10 OeaoKbiT/KadeHHKaB Ha UBAT pa3TBOP.

AKO pa3TBOPBT Ch/IbPiKa YaCTHLIM, H3XBBPJIETE IO H 3anoyHeTe 0THOBO. MU3non3Baiite HoBa
CNPHHLIOBKA.
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He BCHUYKH BHAOBE ONAKOBKH MOrat Ja ObaT nycHaTH B npojaaxoa.
[Ipurexaren Ha paspeiieHHeTO 3a ynoTpeba H NPOH3BOAHTE]
lpumesxcamen na paspewenuemo 3a ynompeoa:

Zentiva k.s.

U kabelovny 130,

Dolni Mécholupy

102 37, Prague 10
Yewka penybnuka

IIpouszeooumenu:

Synthon Hispania SL
C/ Castell6 nol, Pol. Las Salinas, Sant Boi de Llobregat
08830 Barcelona

HUcnanus




Synthon BV
Microweg 22

6545 CM Nijmegen
Hunepnanaus

Tosa AeKaApPCTEBO € paspemeno 38 ynorpeba B appxaBaTe WieHkH Ha EpponlickoTo
HKOHOMHYECKO NPocTpancTBO B B O6ecannenoro kpajacTso (Cepepaa Hpnanaug) noa ciaeanure

Hunepnanaus

buarapus

Yewka permybnnka

Kurmmsp
JlaHua
EcToHHs
I'epuns

DunnaHgus

XbpBaTHs
YHrapus
Hpnanaus

HUcnhannus
JlaTBuA
JIuTBa

Manra
Hopserus
[Tonwa
PymbHHA
CnopeHus

Crnosaxkusa
liseuus

ObeaMHeHOTO

KpancTso

Pemypen 20 mg/ml uibkeKUHOHEH pa3TBOP B NPEARAPHTEIHO
HalTbJIHEHA CIIPUHLIOBKA
Remurel

Brabio 20 mg/m!

Copemyl 20 mg/m] solution for injection, pre-filled syringe
Remurel

CLIFT

Copemyl 20 mg/ml solution for injection, pre-filled syringe
Remurel 20 mg/mi otpina za injekciju, u napunjenoj trcaljki
Remurel 20mg/mi oldatos injekcié elbretdltott fecskendoben
Glatiramer acetate, 20 mg/ml, solution for injection, pre-filled
syringe

Remurel

Remurel 20 mg/ml $kidums injekcijam prlndlircés

Remurel 20 mg/ml injekcinis tirpalas uZpildytame Svirkste
Brabio 20 mg/ml

Copemyl 20 mg/ml injeksjonsvaeske, opplesning i ferdigfylt sproyte
Remurel]

Remurel 20 mg/m1l solutie injectabila in serings pre-umplutd
Remurel

Remurel
Copemyl 20 mg/ml, solution for injection, pre-filled syringe |
Glatiramer acetate, 20 mg/ml solution for injection, pre-filled

syringe

ABTOHHKEKTOPLT € pajpeilleH 3a ynorpeba B AbpxaBuTe WieHKH Ha EBponilickoTo
HKOHOMHYeCKO npocTpancTBO H B Obeannenoto xpaicTso (Cesepua Hpiaanaua) noa cjieIHHTe

HMCHA.

Hunepnanans

buarapus

X®pBaTcKa
Yewka penybnuka

Ecrouusa
YHrapus
HUcnanaus
JlaTBHA
JluTea
[Homua
PymbHuUA
CnoseHus
CnoBakus

Sensigo

Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon
Autoxon




Kunmop MvJECT

Hanns MyJECT
DOuHaHaAKS MyJECT
Fupuns MyJECT
Wpnauaus MyJECT
Manra MyJECT
Hopserus MyJECT
Obeaunenoro xpasicteo  MyJECT
Hisenns MvJECT

JAaTa Ha NOC/IEARO NPEPAIIIEKAIHE HA JJHCTOBKATA
18.09.2024




