Y

Jlucroska: undopmannd 3a norpeburens TN

Pemypen 40 mg/ml nukexklHOHER PAITROP B NPEABAPHTERHO HANK/AHEHA COPHHIIOBKA
Remurel 40 mg/m) solution for injection in pre-filled syringe

riatupamepos auerar (glatiramer acetate)

Ipouerere BRUMATEIHO HAIATE AHCTOBKS, HPEXH A4 3aN0NHETE 1A H3IN0/A3BATE TOBA

JIEKAPCTRO, Thik KATO TA CHABPKA BaXHa 3a Bac vagopMauns.

- 3anasere Ta3y nucroBka. Moxe na ce HanoKy Aa s NpoveTeTe OTHOBO.

- AKo HMaTe HSKaKBY AOMBAHHTENNH BBIPOCH, NonuTaiite Bamus nexap niau gapmauest.

- Tosa nexapcTBO € npeaAnucaHo JM4aHo HAa Bac. He ro npeotcrenbaiite Ha Apyry Xopa. To Moxe ga
HM HABPEIH, HE3aBHCHMO Ue NMPU3IHAIMTE HA TAXHOTO 3200J1ABaHE ca CHIIKUTE KaTo BamnTte.

- AKO NONY4HTE HAKAKBH HEXEIAHK peaxkuyy, yBenomere Baums nexap unm gapmauest. Tosa
BK/THOYBA BCUMKH Bb3MOXKHM HEOMUCAHH B TA3H JIUCTOBKA HExeAaHH peakumy. Bikre Touka 4.

Kakgo cbAnKa Ta3H JTHCTOBKS

Kaxeo npencrasnsapa Pemypen v 3a Kakso ce H3I0/138a
Kaxso tpabea na 3HaeTe, npeay 1a U3No3Bate Pemypen
Kak ga wanonssare Pemypen

BBu3MOXKHY HeskeNnaHN peaxkiuum

Kax pa cexpanspate Pemypen

ChaspkaHie Ha ONIAKOBKATA K RONBJIHUTENIHE BHOPMAIIHS

o R A

I. Kakeo npeacrasiansa Pemypen o 32 KaKBO €€ H3N0.13B4

PeMypen € feKkapcTBo, KOSTO Ce 3n0J13Ba 33 JIEYeHIe Ha peluanBrpanii GopMu Ha MHOXECTBEHA
ckneposa (MC). [lpomens Hauuna, no Koitto paGoty Bawata HMYHHA CHCTEMA Y € KnacH(BuIIHpaH
KATO MMYHOMOIY/ 1MPaIlo JIeKapcTRO. CMsTa Ce, e CUMIITOMUTE HAa MHO:KeCTBeHA cknepo3a MC ce
NPHIKHABAT OT AehekT B HUMYHHATa 32LINTHA CHCTEMA HA Oprain3Ma. Tosa NpeAU3BHKBA OABATa Ha
BHINATUTEIHY NNAKK B IIaBHHA ¥ Ps0HAYHHA MO3BK.

Pemypen ce n3non3ga 3a KamanmaBaHe 6pos va npuctenute Ha MC (peunnyen). He e nokxasano, ue
romara, ako umarte opma Ha MC, kosto He OpoTHYA C PEUMINBH HIH PELUHIMBHTE Ca MEOTI'O MAJIKO
Ha Hpoil. Pemypen Moxke Ja HAMa HUKAKBB eexT BbpXY NPOJbIDKUTENHOCTTa HA npHCThiia oT MC
WA BBPXY TEKECTTA HA NPHCTROA.

2. Kaxso TpuGsa aa 3naere, npean A3 uanonipate Pemypen

He u3nonzBaiite Pemypen
- AKO cTe aJIleprivdn KbM rIaTHPAMEPOB 2HETAT AR KEM HAKON 0T OCTANANATE CHCTARKH
HA TOBA JieKapcTBO {M30poeHH B TouKa 6).

[IpenynpexneHns i NPEANAIKH MepKH

I"oBopeTe ¢ Bauus nexap wnu hapmalieBT, Npeay Aa w3nomBarte Pemypen

- @Ko MMaTe HAKakBu npobaeMu ¢ 0LOpenmTe MAR HPoLJieMHl CLe CLPUETO, ThH KATO MOKE A4 Ce
HY»XIaeTe OT PEOOBHU H3CACABAHUA i NPOBEPKH.

~ KO UMaTe UM CTe UMalH rpobieMu ¢ ueprus Apol (BKTIOUHTEIHO TAKUBA, ABJIKALM CE HA
KOHCYMaUls Ha aJ1K0X0I).

Jena
Pemypen se TpaGBa 1a ce U3NOA3BA OpY ACla HA B3PacT NnoA 18 roavuu.

[lanuenTn B cCrapuecka Bb3pPacT




PeMypen He e Npoy4BaH CNEHATHO MPH XOpa B CTApRECKa BB3pacT. Mona nonutaiite Bamus nexap
33 CHBET.

Apyru JexapeTea n Pemypen
Undopmupaiite Bamiun dexap #ia papmaneBr, ako NpHEMAaTe, HACKOPO CTE NIPUEMATH HIIH &
BEIMOXKHO Ja NPUEeMaTe IpyTH JeKaApCTha.

BpeMeHHOCT B KEPMeHe
AKo cte OpeMeHHa MK KhpMHUTE, CMATATE, M€ MOXeE J1a cTe OpeMeHHa, WK UIanupare OpeMeHHOCT,
noceBeTBaliTe ce ¢ Bauna nexap oTHOCHO NieueHuUeTo ¢ Pemypen mo BpeMe Ha GpeMeHHOCT.

OrpaHuyeHH JaHHU IIPH XOpa He NOKA3BAT HEraTUBHU eQeKTi HA IIATHPaMEPOB aUETAT BhPXY
KbpMadera. PeMypen Moxe fa ce U3MoN3Ba 10 BpeME Ha KhPMEHE,

lHHodrpane r paboTa ¢ MAIDWHE
He e u3zsectHO Pemypen Aa NOBNKABA BE3IMONKHOCTTA 38 wWodupate H pabora ¢ MAILWHM.

3. Kak a2 nanonspare Pemypen

Bunary H3no0JI3BaHTE TOBA NEKApPCTRO TOYHO, KakTo By e Kazan Bamuar nexap. AKO HE CT€ CHTYPHH B
gelnoe, nonuraire Bawug nexap wnu gapmauesT.

TIpenopbunTenyaTa 103aTa IpU Bb3PACTHH € €IHA MPEABAPHTEIIHO HATE/IHEHA CripnHoBka (40 mg

' TIATHPAMEPOB aLIETAT), NPHJIONKEHA MO KOXKATA (TIOAKOKHO IPUAOKEHNE) TP NETH CEAMHYHO,
UHDKEKTUPAHH Npe3 Hal-Manko 48 yaca, HanpuMep B NOHSASTTHUK, CpARa M NETHK. IIpenopbyuTenHo e
A& Mpyiarare JJeKapCcTBOTO BCIKA CeMHUUA B €MHH M CBLIY THM.

MHoro e Ba:kHO PeMypen a ¢ce MIDKEKTHPA NPABUITHO!

- Camo B noakoxnara Thkad {8k ,,IHCTpYKum# 3a ynotpeba“ no-nony),

- B nosupoBkara, npeanuvcana ot Bawma nexap, Manonseatite camMo no3ara, KGATO €
penopbuaHa 0T Bawuar aekap,

-  Huxora He m3nomseaiire eaua CPHHUOBKA NOBEYE OT eAMH MeT. HeW3non3BaHUAT NeKapCcTBeH
NPOAYKT WK OTAAABYHHTE MATEPHAIN 0T Hero TpaOBa Na Cce YHULLOKAT.

- ChLabpXaHWETO HA NPEABAPUTEINIHO HAMTBHEHHTE CIPHHUOBKH PeMypert He Tpabra na ce
CMECBA KITH [IPHIIara 3ae1H0 ¢ KakKeBTO M Ja € JpYT JeKapCTBeH NPOAYKT.

- He usnon3paiite pa3Tsopa, ako ChAbPXKaA BUAHMH YacTHId. Hsnoa3BaiiTe HOBa CHPHHIIOBKA.

Koraro usnonisare 3a ospeu nnT Pemypen e Bu Gbaar naneH# NEAHH HHCTPYKUHE B e Obnere
HAGJUOJaBaHH OT JICKap WM MeauUuBcka cectpa. Te me 6naaT ¢ Bac, JOKaTO ¢ nocTaBatTe
HHXEKIUATA, KaKTO U TIONOBUH 4ac CAEN TOBA, CAMO 3a /13 CE yBepAT, Y€ HSMa 113 IMaTe HUKAKBU
npo&eMu.

HueTrpykunn 3a ynorpeba
llpouereTe TE3M UHCTPYKUMH MHOMO BHUMATQITHO, HPEAU Aa H31on3eare Pemypen.

[Ipenn umKeKTHpaHe ce yBepeTe, e pasnoarate ¢ BCHIKO, KoeTo Bi e seobxonumo;

- Enwnn bnucrep © e4Ha NpeABAPUTENIHO HAMTBIIHEHA CIIPUHID8Ka PeMypen.

- Chbi 3a OTITAABUM 38 U3NOM3BAHATE HINIH ¥ CAPUHIOBKY.

- 33 BCAKO MHXKEKTUPAHE B3eMailTe caMo enviH OIUCTEp ¢ €AHa NPESABAPHTENIHO HANBJIHEHA
CHPUHUOBKA OT OnaKoBKaTa. CeXpanapaiiTe BCHUKM OCTAHAIY HEYTIOTPeOsARAHH CIPUHLIOBKH
B KYTHATA.

- AKO CIIpHHIOBKATA € G112 C5XpaHsBana B XJIaAUITHHKA, OCTaBeTe OnucTepa Che
CIPHHIOBKATA HA CTAMHA TeMneparypa nose 20 MUdyTH, Ipeln 22 CH HHXKeKTHpaTe

e EEEN Ly

AeKapPCTBOTO, 3 Ja Ce 3aTONININ JO cTaliia TeMnepaTypa. T

Hamuiite nobpe pruere cé CwC callyH ¥ BOJA.



AKO KeNaete 1a U3MoJI3BaTe u3/le/iue 3a MHXKEeKTHpaHe, 3a 1a Hanpasute BawaTta nHxekums,
n3nenuero Autoxon Moxe aa ce usrnonassa ¢ Pemypen. U3genueto Autoxon € onodpeHo 3a ynotpeda
camo ¢ PeMmypen u He € TeCTBAHO € ApYrd NpoAyKTH. Mo, BUKTE HHCTPYKLIMUTE 3a yrnoTpeoda,
Mpe/J0CTaBEHHU 3a€/IHO C U3AEIIMETO 32 MHKEKTUpaHe Autoxon.

H3bepere MscTO 32 MH)KEKTUPaAHE, OT 00/1aCTUTE, KOMTO €a MOCOYEHU B AHArpaMUTE.
Mma cenem Bb3MOXKHU 00J1aCTH 32 HHXKEKTHPaHe BbPXY TA10TO Bu:

Obnacr 1: kopeMHara o6aacTt okono mena. M3bsreaiite S cm TOYHO OKO/I0 MbIa,

LYW

Obaacr 2 u 3: Geapata (Haa KoJeHeTe),

Obnacr 4, 5,6 n 7: 3aaHaTa yacT HAa MULLIHKLMTE HAa PBUETE U rOpHATA YacT Ha Xbadbouure (noa
TanusTa).

Py .,
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B pamkuTe Ha BCAKO MACTO 32 HHIKEKTHPAHE MMA HAKOJIKO MHKEKLIMOHHH MecTa. Beeku niex
H30upaiiTe pasIMuHO MACTO 32 MHKEKTUpaHe. Tosa Liie HaMali Bb3MOKHOCTUTE 3a KAKBOTO M 1A €
Bb3naJeHne Wik 00JIka B MACTOTO Ha MHKekuuaTa. PenyBaiite MecTara 3a MHIKEKTHpPAHE B pAMKUTE
Ha e/Ha MHXKEeKUHOHHA obnacT. He H3mo/i3BaliTe TOYHO CHIOTO MSCTO BCEKH NbT.

Buumanue: He HHH{GKTHP&HT'B B GGH&CT KOSITO € OOJIe3HEeHa UK C MPOMCHEH UBAT, H.ﬂH K'BJ],ETD
yCeulaTe TBLPAH Bb3JIH HITH 6}/'-11{14

[IpenopbuBa ce 1a maTe njiaHUpaHa cxema 3a pejlyBaHe Ha MH)KEKLIMOHHHU MecTa U ,ﬂa CH

orGens3BaTe ToBa B IHEBHUK. MMa Hakon MecTa BbpXy Baleto 14110, Ha KOMTO MOKe: ﬂa 6’5}13 mynHo
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Ja ce MHXKEeKTUparte cam (KaTo 3aaHaTa 4acT Ha Baluure MULIHHLK). AKO MCKATE Jia U3MOoI3BaTe TAX,
MOKe /1a NMOUCKarTe ChbJICHCTBHUE,

Kak na nocraBaTe MHXKEKUHATA:
- M3Bagere cripuHLIOBKaTa OT HEMHMA npenna3sail OJIMCTEP, KAaTO OT/IENUTE 0T3aA OnucTepa.
- OtctpaHeTe 3alMTHOTO Karaye oT urjara, He MaxaiTe KarnayeTo ¢ ycTa Miu 350H.
- BauMarenHo 3amMneTe Ko)kaTa ¢ najgeua v rnokasaiena Ha ceodoanara pwka (gur. 1).
- Bkapaiite urnara B Koxara, KakTo € nokasaso Ha ¢urypa 2.
- MmxekTHpaiiTe 1eKapcTBOTO Ype3 paBHOMEPHO HaTHCKaHe Ha OyTasloTo Npes3 Uenus My MbT

Haz0J1y, A0KaTO CIPUHLIOBKATA CE€ M3TPa3HH.

- HMaawpnaiiTe cnpuHLIOBKATa U MIJ1aTa MpaBo Harope.
M3xBbpieTe uriara v CnpuHLIOBKaTa B 00€30MaceH KOHTeHHep 3a oTnaabuy. He nocrasaiire
M3M0JI3BAaHUTE CIPUHLUOBKH B ChA0OBETE 3a OMTOBH OTNAAbLH, @ 'M U3XBBPJIETE BHUMATETHO B
HerpoOuBaeMH KOHTEHHepPH, KakTo Bu e npenopsuan BamusaT nekap vnd MEAULIMHCKA CECTpa.

@urypa | Durypa 2

AKO uMare Bne4yatjaeHueTo, ye egekTsT oT Pemypes € TBbpae cwieH Ui Tebpae cnad 3a Bac,
uHopmupaiite Bammus sekap.

AKO cTe mpHe/in noBeye 0T HeoOXxoaumaTa g03a Pemypen
Bennara undopmupaiite Bawmsa nekap.

AKo0 cTe nponycHajJu aa npuaoxure Pemypen

[locTaBeTe HHXKEKLUATA BEAHATA CJIE] KATO CH CIIOMHUTE UJIM MOKETE /1a IO HarpaBUTe, Cled KOETO
nponycHeTe cneasamma aeH. He nocrapsiite aBoina n03a, 3a 4a KOMIEHCHpPATE NMPONYCHATATUTE
WHAMBUAYAJIHU J03H. AKO € Bb3MOXHO, TpsAOBa j1a ce BbpHeTe KbM Bawara oOnyaiiHa cxema Ha
NPUJIOKEHHUE OLLE clie/iBallaTa CeaAMHLA.

AKoO cTe cnpean ynorpedara nHa Pemypen
He cnupaiite npunoxenuero Ha Pemypen, 0e3 na ce koncynrupare ¢ Bawms nekap.

AKO MMaTe HAKAKBH AOMBJIHUTE/IHU BLIIPOCH OTHOCHO ynoTpedaTa Ha TOBA JIEKAPCTBO, NMONUTANTE
Bawms nexkap win ¢apmauenr.

4. Bb3MOKHH HeKeJIaHH peakuuH

KakTo BcUYKH JICKAPCTB4A, TOBaA JICKAPCTBO MOKE /J1a MNPEAU3BHKA HCKCIIAHH PCAKIIUH, BbIIPCKH Y€ HC
BCEKH I'H 1MOJIy4aBa.

AllepruyHy peakuum (CBpLX4yBCTBHTE/IHOCT)

B penku ciyyan MOXKe [1a MOJIy4HTe CEPHO3HM aJIeprUiHH peaKkiuy KbM TOBA JIEKApCTBO. \
Cnpere npunoxkennero na Pemypen n Hesadasno ce odanere Ha Bamns jsekap win otuaere Jlﬂ
HAH-0/IM3KHA CNEeMIEeH UEeHTHP, aKo 3a0e/1eXKHUTe NMPU3HALMTE HA TE3H HEXKEJIAHW PeaKIHu:



- o0OpuB (MepBeHH NMNETHA WM 0OPUB KATO KONPHUBHA TPECKa),
- OTOK Ha KlNenavHTe, THUETO WIH YCTHHTE,

- BHe3alHa [0fBa Ha 3a4yX,

- KOHBYJICHM (I'ppyOBE),

- TOpUnamxbk

JApyru peakudn cjiel npuiaokKeHneTo (He3a0asHH NOCTHHIKEKNHOHHH PeakliM)
BB3MOXKHO € HAKOJIKO MUHYTH CI¢I HIDKeKTHPAHETO Ha PeMypen HAKOU X0opa fda NoTyyYyar eAvH WK
HAKOMKO OT CIEAHNTE CUMIITOMH. Te 00MKHOBEHO He MPENU3BHKBAT HUKAKBH MpodneMH 1 0T3By4aBar
B PAMKHMTE Ha MOJIOBUH Yac.
Bce nak, ako Te3H CUMITTOMK MPOOBLIAKAT nosede or 30 MUHYTH, He3abaBHo ce o0aneTe ra Bamun
JeKap HAHA OTHAETE 40 HAH-OMHIKHA cnelleH NeHThL]:

- TosBa Ha YepBeHHHA (3a49epBABAHE) Mo MBPANTE HIH JIHIETO (BA30OMHIATALIHN),

- 3aayx (nucnHed), |

- ©OonkKa B ropauTe

- cppuebHeHe H YCKOpEeH ChPACYSH pUTHM (IAIUTANKH, TaXHKapaiA).

Ilpobaemn ¢ HepHHR Apod

YeproapoOHU IpodsieMH K BIOLIABAHE Ha YepHOoApoOHHTE NTpodneMu, BKTIOUNTEIIHO yepHoapoOHa
HEAOCTATHYHOCT (HAKOH Cyday, BoAeLUd 0 YepHOupoOHa TpaHCIUIAHTALIMA), PAIKO MOrarT Aa ce
nOARAT [pu ynorpebara Ha PeMmypen.

CeepxeTe ce Heza0aeHO ¢ Bamus nekap, ako UMATe HAKAaKBU CHMIITOMH, KaTO HaNpHUMED:

* raJIcHe

* 3ary0a Ha aneTut

* YDHHA C TbMEH LUBAT U 6Je11 H3TIpaKHEHHS

* IOKBIITABAHE HA KOKaTa WiKk 6anaTa 4acT Ha OKOTO

* N0-JICCHO TMPOKXBPBABAHE OT HOPMAJTHOTO

KaTo usino HeKeJIARNTE Peaklny, CLoOUABAHM OT NAlHEHTUTE, H3INO/3BAUIH TAaTHPAMEPOE
anerat 40 mg/ml TpH NBTH ceIMAYHO, ¢a CHOOWABAHA H OT NALMEHTH, KOUTO H3NMOA3BAT
raarupaMepos aueTat 20 mg/mi (BrxTe cleaBaAlINA CHHCBHK).

3a rIATHPAMEPOBHS AUETAT C€ CHOOIUABAT CACAHATE HEHKENAAHA PESKIIHN:

Muoroe qecta (Moxe aa 3acerHat nopeue ot 1 Ha 10 gywn)

- BH(EeKUHH, PpHIl

- TPEBOXKHOCT, AENPECUT

- raasobomnue

- TajgHe

- KOXeH oOpHB

- 0oJKka B CTaBUTE HIM I'bpOa

- YYBCTBO Ha ¢Na00CT, KOXKHU peaKlid Ha MACTOTO Ha HHXKEKTHPaHe, BKITIOYHTE/THO 3a4epBaABaHe
Ha K0XKaTa, 00mka, 10sABa HA YPTUKU, ChpOEK, OTOK Ha THKAHUTE, BB3TAJIEHUE W peaKuus HA
CBPBLXUYBCTBUTENHOCT (T€3W peaKLUH Ha UHXEKUMOHHOTO MACTO HE ca HeoOuvaitHu K1
OOHMKHOBEHO HaManABaT ¢ BpemMeTo), HecneunpuaHa 6orka

Uectn (Moxe na 3acernar go 1 Ha 10 ayum)

- BB3MAJICHWE HA JIMXATEIHHTE NMbTHLIA, BB3NANCHUE HA YepBaTa, XEprec, BB3MaicHHe Ha VILUTE,
Xpema, 3s0eH afcuec, BarMHanHa KaHaHa03a

- poOpokauecTBEHO HOBOOOpAa3yRAHUE Ha KoKara (HCMajJdrHEHA KOXKHA  HEOmIaswd),
HOBOOOpa3yBaHHe HA TEKaHTa (Heomasma)

- YBEAWYEHH JIIMQHH BB3NH

- alepru4yHy peakiuuu

- 3aryDba Ha aneTturt, HajAaBaHe Ha Tersio

- HEepBHOCT




NpOMEHEH BKYC, IOBHIIEK MYCKYIeH TOHYC, MUTPEHa, HapYWIEHUA Ha cOco0HOCTTa 332 TOBOPEHE,
3ary0a Ha Ch3HaHME, TPEMOp

ABOWHO 3peHHe, OUHH TpoObneMu

YUIHH TpobsemMu

KallTMLa, CEHHA XpeMa

3a0ondABaHdd Ha aHyca HIIH peKTyMa, 3aleK, KapHec, HapylueHO XpPaHOCMUIIAHE, 3aTpyAHEHO
AperabiiaHe, H3MyCKaHe N0 roAAMa HYKaa, [IOBPBIIAHS

HeoOWYaliHU NPOMEHH B MTOKa3aTEAUTE 3a PYHKIHOHHpAHEe Ha YepHHs Tpob

KpBBOHACS TaHe, MPEKOMEPHO U3MOTABAHE, CBPOEXK, KOKHO HAPYLIEHHE, KOMMPUBHKA TPecKa

Oonka BBB BpaTa

CUJIHM NO3HBH 33 YPHHHPAHE, YECTO YPHHHPAHE, HENOCTATHYHO M3MPa3BaHe KA NMUKOYHUI MeXyp
BTPHUCAHE, OTOK Ha NMMUETO, 3aryfa HAa MOOKO)KHA ThKaH Ha MACTOTO HA HHKEKTHpAHE, JIOKalHa
peakuusa, nepHpepeH 0TOK NOPaaH 3abpHKAHE Ha TCYHOCTH, BUCOKA TeMIlepaTypa

HeuecTH (Moxe Aa 3acernar o 1 Ha 100 ayum)

abeuec, BRINUICHHE Ha KOKATA B NOJKOXKHATA THKaH, UMped, Xeprec 30CTep, Bh3NaJIEHHe Ha
OnbpenuTe

KOXKEH paK

nosulIeH Opo¥ Oenu KpbBHU KIETKW, HamaneH Opod Oend KPLBHH KIETKH, YromeMsBaHe Ha
Janaxa, HaMmaneH 6poit TpOMOOLKTH, MPpOMAHA BBB PopmaTa Ha GenuTe KPbBHH KJIETKH
yroneMeHa [IHTOBUIHA /1833, CBpbXaKTHBHA IIATOBHIHA Xe3a

HUCKA [IOHOCUMOCT KbM aJIKOXOJ1, NOAArpa, NOBUIIEHH HUBA HA Ma3HWHKUTE B KPBBTA, IIOBUILEHO
HUBO HA HATPHii B KPHBTA, HAMAIICHHE Ha CEPYMHHA pepuTHH

HeoOMYallHU cbHUIA, O0BPKAHOCT, €Y(OPUUHO HACTPOEHHE, BIKIOAHe, YyBaHE, ycellaHe Ha
MEpH3Ma, BKYC MY UYBCTBO 3a HEIO, KOETO HE CBIIECTBYBA (XAMOUMHALINH), arpecus,
HeoONYaftHO NPUNOBANTHATO HACTPOESHUE, IPOMEHH HA IMYHOCTTA, OIUT 32 caMOyOHHCTBO
CKOBAaHOCT Ha pbkata M Oonka (CHHAPOM Ha KApHAlHUA KaHAM), NMCHXHYHU Pa3CTPOHCTBA,
NpHnagbUH (KOHBYJICUH), IipodieMu C TouepKa U YETEHETO, MyCKyTHH HapylIeHHA, IpolieMH ¢
JABIKEHHATA, MYCKYNHH CIa3MH, Bb3NaJeHHe HA NepuepHH HEPBU, HApYIUEHUS HA HEPBHO-
MYCKYJIHA BPD3Ka, KOUTO BOAAT A0 MATOMOTHYHA MYCKY/IHA Oy HKLUA, HEBONCBU OBbP3H ABHAKCHUA
Ha O4UTEe, Napanusa, ,,magam Kpak™ (napannsa Ha NEepoHeANIHUA HEPB), CHCTOAHWE HA BIETIEHEHHE
(ctynop), crenu neTHa B 3pHTENHOTO HOJIE

KaTapakTa, YRpeXIaHe HA 0YHATa POTOBULIA, CYX0OTa B OKOTO, KPbBOU3IIMB B OKOTO, ClladaHe Ha
FOpHMA KJIelad, pa3iudpeHy 3eHULY, YBPEXKIaHe Ha O4HHUA HEPB, KOETO BOAM A0 MPOBIEMH ChC
3PEHUETO

cepueduene, 6aBeH MK eNU30AHYHO YCKOPEH ChpAaeUeH PHTHM

RAPHUKO3HH BEHH

NePUOANYHO ClHpaHe Ha AWINAHETO, KbPBEHE OT HOca, HeoOuvaino Obp30 WIH abJ00Ko JUIIaHe
(XHIIEpBEHTHITALMA), yCELUAHE 3a CTATaHE B [BPIIOT, podaeMu ¢ fenrte ApoboBse, HEBBIMOXHOCT
34 [IOEMAHE Ha BBL3AYX NOPagu CTAraHe B TbPoTo (YeelaHe 3a 3aqyapaHe)

pp3Na7eHde Ha AebesnoTo yepso, noauny Ha AeGenoTo YepBo, BH3MANIEHHE HA THHKHTE YUepBa,
OpUrBaHe, #3Ba HA XPaHOMpPOBOAA, BB3MANCHUE Ha BEHLMTE, KBPBEHE OT TNPaBOTC 4YepBO,
YrofIEMEeHH CIIIOHUYSHH MUIe3N

KaMbHH B XKJThUKATa, YBEJIWUEH YepeH Apod

OTOK Ha KOXXAaTa H MEKHTE TbKaHU, KOXKeH 00pUB CJIeq KOHTAKT, 00Ne3HeHH YepBEeHH Bh3eTueTa I10
KOKATA, KOXKHH BbL3JTH

noAyBaHe, Bh3NaJIcHHe H OoJika B CTABUTE (ApTPUT WIKM OCTEOAPTPHT), Bh3IAlleHHe 1 OONKa Ha
o0rRMBKATA Ha CTaBHATAa Kancyna (npu HAxKoy c1aBh), 60nKa B cnabHHNATE, HAMAYIEHa MYCKYJ/iHATa
Maca

Kpb8 B YPHHATA, KAMBHU B OBbOpenuTe, 3adonaBaHus Ha MUKOUHHUTE ITBTHILE, TIPOMEHHU B YPHHATA
MOAYBAHE HA MIIEYHHUTE KIIE3H, 3aTPY/AHEHHA B [TOJYYABAHETO HA epeKLN, CIIaNaHe UITH CBIMYaHe
Ha TA3l0OBUTE OpraHy (Ta30B MpOJANC), NPONbLKHUTEIHA epexipA, NpodreMu ¢ NpocTarata,
NaTOJOrMYHA LMTOHamaska (Ha IOWIMKaTa HA MAaTkaTa), YBpeXkiaHe Ha Tecmcure’"fsarﬁnam
KbPBEHE, BAT MHATHY 3a001sBaHus A '.:'~---*_;;_'j:;~_*’ i f‘f.;'
KHCTa, MaXMypIyK, HACKa TENECHA TEMIEPATypa (XHIMOTEPMHI), HecrieLg HqHG, ﬁﬁ;ﬁﬂ.ﬂe '
paspylLIABAHE HA ThKAHTAa HA MACTOTO HAa HHXKeKTHUpaHe, IpobeMu ¢ TUraBy f L 2
CMYIIEHHUS CJIE] BAKCHHMUPAKE ¥ '




Chobmapane HA HEKETAHN PeaKIIHM
AKO NOTYYHTE HAKAaKBY HEXENAHH Peakuyy, yBeaomere Bamng fNexap uan ¢papmaueBT. Tora

BKJIFOYBA BCUYKH BB3IMOXKHH HEOMNICAHH B TA3M JTMCTOBKA HEXeTaHl peakiud. MoxeTe chino Aa
cbOOIIUTE HEXKENAHHN PEaKLIUH JUPEKTHO Ypes HIMBIHUTETHA are HUHA N0 JI6KApCTBATA, Vi1, ,, JlaMsH
I'pyes” Ne 8, 1303 Coduns, Ten.: +359 28903417, yebceaiit: www.bda.bg.

Karto cro0iasate 3a HeXETaHU peakliKi, MOKETEe 13 JaeTe CROA MPHHOC 34 MOTy4aBaHe Ha NoBede
HH(popMaLua 0THOCHO 5e30IIACHOCTTA HA TOBA JIEKAPCTEO.

8.  Kak 1a cuxpanaBate Pemypen

Ha ce chxpaHsga Ha MACTO, HEAOCTHITHO 32 AclA.
Jla ce ¢wxpaHapa R xnagunHuk (2°C — §°C).

PeMypes npeaBapuTe/IHO HATTBJIHEHH CIPHHIIOBKY MOTAT [1a Ceé ChXPaHIBAT U3BbH XIAAWIKHK Ha
teMneparypa mexxay 15°C u 25°C 3a ve moBege ot | Meceu. Modke 1a HarpaBHTE TOBA CaMO BEIHEBXK.
Cnen eqmH Mecel Bcu4kH PeMypen npeABAPHTENHO HAMBIHEHK COPUHIOBKH, KOHTO He ¢a G
H3TIONI3BAKH H Ca ChXPAHABAHN B OPUIrHHATIHATA OfIAKOBKA, TpsaOBa na OBAT BBPHATH B XJIafUITHHKA.

Jla ne ce 3aMpa3sea.
Jia ce ChXpaHABa B OPUTHHATHATA OIAKOBKa, 38 [a Ce NPeanasH OT CBETNHHA.

He u3nonssaiite ToBa NekapcTBO CIIEN CPOKA Ha FOLHOCT, OTOEMA3AH BbPXY CTHKETA U OMIaKOBKAaTa
cnen ,,J'oned no®. ITepeuTe aBe UM(HH yKazegar Mecela, a OCNEAHUTE YeTHPH — FOAHHATA, CPOKBT
Ha FOAHOCT OTrOBapA HA MOCISAHHA JeH OT IO0COUeHHs Mecell.

H3xBBplieTe BCAKA CNIPUHILIOBKA, KOATO ChABPHKA BUAHMH YaCTULIH,

He vu3xBopasiiTe NiekapcTBAaTa B KAHAMTH3AUMATA MM B KOHTeHHepa 3a JOMALUHH OTNAa X bLH,
[Monuraiite Bawua papmalenT kak ga U3XBLPIATE JIeKapcTBaTa, KOMTO BeYe HE HinoJssare. Tesu
MEDPKH Lje CTOMOTHAT 33 ONa3BaHe Ha OKOJIHATA CPeJa.

6. Coabppxanne Ha ONAKORKATS M J0NbARATENHA HHpOpMALNS

Kakeo cbanpika Pemypen

- AKTHUBHOTO BEIIECTBO € FaTUpaMepoB aueTar. | mi uHKeKUuoHeH pa3TROp (ChABPXAHHUETO Ha
€aHa NpeaRapHTeIHO HAITBJTHEHA CIIPHHUOBKA) ChAbpka 40 mg rmatupaMepoB aneTar.

- Hpyrute NOMOLIHK BEIECTBA Ca MAHUTOMN H BOAA 3a HHKECKIIUH.

Kak nmirnemxna PeMypen 1 KAKBO CLABPKA 0NAKOBKATA

PeMypen WHEeKIMOHEH pa3TBOpP B [IPeABAPUTENIHO HANIBJTHEHA CIIPUHLOBKA € CTepHiteH, OUCTRp,
OesnBeTeH Ao OneqoxkbaAT/KadeHHKap Ha UBAT pa3TBop.

AKO pa3TBOPBT CHALPMKA HacCTHUH, H3XBBPIETE TO U 3allo4HETE OTHOBO. HM3non3saiite HOBa

CNPHHLIOBKA,

3 NpenRapMTENHO HAMBIHEHN CNPHHLIOBKY

12 npeaBapUTEIHO HAMBIHEHHU COPHHLIOBKH

36 (3 x 12) npengBapuTeIHO HaNILIHEHR COPUHIOBKU

He Bcruku BUAOBE OI1AKOBKM MOTaT 43 ObAAT MycHATH B npoaaxoda.

IputexaTe HA pa3pelIeHHETO 32 YNOTPeda ¥ NPOH3IBOAMTE




Hpumexcamen na paspewieruemo 3a ynompeba:

Zentiva k.s.

U kabelovny 130,
Dolni Mécholupy
102 37, Prague 10

Yewka pemybnuka

IIpoussooumenu.:
Synthon Hispania, S.L.

C/ Castelld no 1, Pol. Las Salinas, Sant Boi de Llobregat

(08830 Barcelona
Hcnauna

Synthon BV
Microweg 22

6545 CM, Nijmegen
Hunepnaunus

Tora JieKapcTBO € paspelieHo B AbpKasuTe Yienku Ha Esponeiickoro aKoROMUYeCcKo
NPOCTPAHCTEO CHC CAAHATE HMEHA:

Hunepnaunus
benrapus

Yemika penybnnka
EctoHusa
XbpBaTHA
YHrapus

HUcnannusa
JluTtsa

JlaTBHA
Ilomua
PyMBHMA
CrnoBeHHi

CroBakua

Glatiramer acetate Zentiva 40 mg/ml, oplossing voor injectie in een
voorgevulde spuit '
Pemypen 40 mg/ml uH>kexupoHEH pa3TBOP B IPEIBAPUTEIHO
HaIlbJTHEHA CNIPHHUOBKA

Remurel

Remurel

Remurel 40 mg/mi otpina za injekciju, u napunjenoj trealjki
Remurel 40 mg/mi oldatos injekcid eloretsltétt fecskendsben
Remurel

Remurel 40 mg/m] injekcinis tirpalas uZpildytame Svirkste
Remurel 40 mg/ml 3kidums injekcijam pilndlirces

Remurel

Remurel 40 mg/ml solutie injectabila in seringd preumpluti
Remurel 40 mg/ml raztopina za injiciranje v napolnjeni
infekcijski brizgi

Remurel 40 mg/ml

ARTOHMHKEKTOPHT 33 MHOIOKPAaTHa ynoTpeba e paspelued 3a ynorpeda B IbpKaBUTE YISHKHA Ha
EeponeiickoTo vkeHOMU4ecko npocTpadeTBO M ObeauHeHoTo Kpanctso (Cerepra Mpnanaus) nog

CNeAHHUTE HMCHA,!

Autoxon benrapns, XvpBarcka, Hemka penyOnuka, EctoHus, Yurapus, Henanams,
JIutea, Ilomua, Pymeunga, Cnosenus, Cnosakus, JlaTeus
Sensigo Hunepnanavs

Jdata Ra nocieaHo npepasriexkaaie Ha JTUCTOBKATA

03/2023.



