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IlpoteTeTe BHUMATE/IHO URJAATA JHCTOBKA NIPEAH A3 3aN04HeTe A8 NPHEMATE TOBA JIEKAPCTBO,

ThH KATO TH ChABPXKA BaXHa 3a Bac nndopmauud.

- 3amnaseTe Ta3H JUCTOBKA. MOXe f1a ce HATOXH Aa A NpoYeTETE OTHOBO.

- AKO HUMaTe HSKaKBM HOMbIHHTEIHH BBIPOCH, NONKTaNTe Bawus nexap uny gapMaLesT.

- ToBa nekapcTBO € npeaAnucano JAMuHo Ha Bac. He ro npeorcreneaiite Ha aApyru xopa. To Moxke
[a UM HaBpeiM, HE3aBUCHMO, Y€ MPUIHALMTE Ha TAXHOTO 3abonsaBaHe ca CblHTE KaTo Bamure.

- AKO NOJY4YHTE HAKAKBHM HEXKENAHW NEKApCTBEHW peakuuy, ysenometre Baumsa nexkap wim
papmauceT. ToBa BKIIOUBA M BCHYKH BbL3IMOXHH HEXEJaHH DEAKLIMH, HEOMHCAHW B TasH
NUCTOBKA. BHXTe To4Ka 4.

KaKBO CbALPKA Ta3H JHCTOBKA:
KakBo npeacraminasa HooTponun 1 3a KakBO €€ H3NOA3Ba

1.

2. KakBo TpaOBa na 3Haete, npeau Aa npueMere Hoorponun

3. Kak na npuemare Hoorponun

4. Bb3MOXHI HEXENTaHU pCaKUUH

5. Kak na cexpaHsBate HooTponun

6. CeabpXaHUEe HA ONAKOBKATA M AONBAHUTENIHA HHpOpMaUHi

1. Kakpo npeacrapiasa HooTponua 4 3a KAKBO ce H3INOJ3IBA

HooTponun npuHaiexk¥ KbM Ipynara Ha HOOTPOMHUTE JIEKAPCTBEHH CpeAcTBa, MPOU3BOAHH Ha
raMa-aMHHOMAcJieHaTta KucenuwHa. Hoortponun noaodOpasa M Bb3CTAHOBSABA MO3HABATE/IHHTE
CMOCODHOCTH cJiel pa3fW4dHH MO3bYHU YBPEKAAHMA, KATO XHMMOKCHA (HEAOCTHI Ha KUCJIopoad),
MHTOKCUKAUHH (OTpaBAHKA) M Jp., 0€3 [a MpOoABABA CEAATUBHO WIH NCUXOCTHMYJ/IUPAUIO ACHCTBHE.
Hoorponun nogodpaBa peonorHuHUTE CRBOMCTBA HA KPbBTAa. HOOoTpONnun ¢e u3no.3sa pu:

BuapacTHu:

. CHMIITOMATUYHO NIEYEHHE HA MCHXO-OPraHUYE€H CHHAPOM ChC CNIEAHUTE [IPOABU: HAPYLWIEHHE Ha
IaMeTTa U BHHMAHUETO, JIKIICA HA MOTHBALIUA.

- JleueHHe Ha KOPTHKAJIEH MMUOKJIOHYC (BHE3anNHU HEBOJEBUM MYCKY/AHU ChKpalleHUs),
CaMOCTOATENHO WM B KOMOUHALIUA.

. JleueHne Ha BepTHUro (CBETOBBPTEX H IIYM B YIUWTE) U CBbP3aHUTE C HEr0 HApyLICHUR Ha
PaBHOBECHUETO, ¢ U3KIKOUEHHE HA 3aMaftHOCT OT BA3OMOTOPEH WIH NCUXHYEH MPOMU3XO0A.

° 3a npodUNaKkTHKa ¥ PEMUCUR HA CHPNOBUAHO-KIIETBYHA Ba30-0OKIy3HBHA Kpu3a.

Heua:

. JleueHne Ha AMCIEKCUA (HAPYUICHUA B CMIOCOOHOCTTA 3a YETEHE) B KOMOMHALMUA ¢ MOAXOMALLH
MEPKH, KaTO FOBOPHA TEPAITus.

. 3a npoUNAKTHKA U PEMKUCHA HA ChPNOBUMAHO-KIIETbYHA BA30-0KNYy3UBHA KpU3a.

2. Kaxkso Tpu0Ba na 3naere, npeau n1a npueMere HooTponua

He npuemaiite Hoorponuna:

. AKo cTe anepruvHy (CBPBLXYYBCTBHTENIHW)} KbM TNUPALCTAM WU KbM HAKO
ChCTaBKM Ha HooTponui.

. B cnyyai Ha MO3BUYEH KPBBOHU3/IHB.




AKoO cTe ¢ Texka 0bOpeyHa HEAOCTATBYHOCT.
. AKO CTe ChC 3a00/1aBaHE XOped HA XBHTHHITOH,

MpeaynpexaeHua H NpeanazHH MEpPKH
I"'oBopeTe ¢ Baiuua nekap win dapMauesT, npeau aa npueMere Hoorponun.

O0vupHeTe cnienHaiHo BHHMaHHe NpH ynoTpebara Ha Hoorponu.a:

° AKO CT€ C TEXbK KPbBOU3INHB WIH C PHCK OT KbPBEHE.,

S AKO uMare 0LOpeyHH NpPobONEMH MOXe Na C¢ HAMOXM HaMansBaHe Ha [03aTa B 3aBUCUMOCT OT
CEPHO3HOCTTA UM, BaumaT nekap we npeueHH Aaiu JO3MpoBKaTa TpAOBa Aa CE KOpUTHpa.

. [Ipy naumeHTH C MHUOKIOHYC TpaAOBa Aa ce u304Arsa pA3kOTO NPEKbCBAHE HA NIEYEHHWETO, THH

KATO TOBa MOXE Aa [IpEeiH3BHKA MHOKIIOHHYHH WIH rCHEPAJIM3HPaHH I'bp4YOBE.

Hpyrn aexapersa 4 HooTponua

Mons uHpopmupaitte Bawuua nekap wnu ¢apmalieBT, ako MPHEMATe WM HACKOPO CTE NpHEMAU
APYT# JIeKapcTBa, BKIIOYHTENIHO ¥ TAaKUBA, OTIYCKaHU 0€3 peuenTa.

[lpu enHOBPEMEHHO JNeueHUe ¢ TUpouaeH ekcTpakT (T3 + Ts) € cpobulieHo 3a rnosea Ha 006BPKAKOCT,
pa3aPa3sHUTENHOCT W CMYLICHUA B CbHA. EJHOBPEMEHHOTO JedeHHE ¢ aHTHKOArynaHTH WIH
TPOMOOLIMTHU aHTHArperaHTU (BIJIIOYMTETHO HHCKa 0033 ALUeTIWICANHLMN0Ba KUCEIHHA) MOBHIABA
pHUCKa OT KbpBEHE.

bpeMeHHOCT, KbpMeHe H QepPTHIAHTET

[TocwsBeTBaliTe ce ¢ Bawmysg nekap UiaM ¢papMaueBT nNpeau ynorpedara Ha KOETo U Ja € JIEKapCTRO.
Hootponun He TpabBa Aa c¢ uU3M013Ba NO BpeMe HA OpEMEHHOCT OCBEH B CJIyYail Ha KaTeropuvHa
HeobXxoauMocT. HaMa nocrarsyHo JaHHU 3a ynoTpebara Ha nupatieTaM npu OpeMeHHH KEeHH.
[Tupaueram ce otaens B yoBelikara kspMa. He u3non3paire nmupaieTaMm no BpeMe Ha KbpMEHE HIH
KbpMEHETO TPAOBA A4 C€ NPECYCTAHOBH JOKATO CE NPOBEXKAA NEUEHHE C MTHPALIETAM.

[llodpHpane 1 padoTa ¢ MAIUHHH
HooTponun Moxe fa NOBIMAE BbPXY CNOCOOHOCTTA 3a WodpUpaHe U pabora ¢ MAalUKHU B pe3y.TaT Ha
HAKOW OT HEXENAaHUTE NICKAPCTBCHHU PeakLuK, KOETO TPAOBa lla ce uMa NpeaBny.

Ynorpeba npH NaLHEHTH B CTAPYECKa BL3pacT
[IpenopbuBa ce NalMEHTHTE B CTApYeCKa Bb3pacT a MocellapaT peJoBHO JieKyBalllUg NeKap, 3a a ce
afaNTHpa 7103aTa NPH HeOOXOANMOCT.

HooTponua ¢cuABPKA HATPHH

Topa nexapcTBO ChbABPKA 0K0J10 46 mg HATPHH (OCHOBHA CHLCTABKA Ha rOTBApCKATA/Tpare3Hara coJ)
3a 24 g nupaueraM. TOBA KOJIMUYECTBO € €KBHBAICHTHO Ha 2,3% OT npenopbyuTe/HUS MAKCUMAIEH
OHEBEH XpaHWUTE/NeH MpPUEM Ha HaTpHH 3a Bb3pacTeH. Tosa TpaOBa Na B3eMe NOJA BHHMAHHE MpH
MALMEHTH HA JUETA C KOHTPOJIMPAH [TPUEM Ha HATPHH.

3. Kaxk na npuemarte Hoorponua

Bunaru npuemadite Hoorponun Touso kakto Bu ¢ kazan Bainus nekap. AXQ HE CT€ CUTYPHHU B HELLO,
nonuraiite Baiuua nekap mnu gapmanest. Hoorponun Moxe Aa ce npueMa ¢ Uinu 6e3 xpaHa.
[IpenopburdTenHaTa n03a €:

CHMNTOMATHYHO NeYeHHe HA MNCHXO-OPraHHMHH CHHAPOMH (BJOIIABAHE Ha YMCTBEHATA
ACeHHOCT)

JleueHHeTOo 3anouBa ¢ JHEBHH 103K OT 4,8 g NUpaLeTaMm npe3 IbPBUTE HAKONKO Cel
ce HaMaAT Ao 2,4 g nHeBHO. Te3n 103K TpadBa 1A ce pa3ienaT Ha 2-3 npHema.




JleuenHe HA MAOKJIOHYC (BHE3ANMHH HEBOJIEBH MYCKYJIHH CHKPallleHH) ¢ KOPTHKAJIEH NMpPoH3Xol
JIHeBHaTa no3a TpabBa na 3anoudHe ¢ 7,2 g, 4 na ce ysenyyara ¢ 4,8 g Ha BCEKU TPH WIH YETUPH JHH
o0 MaKCHMyMa oT 24 g, pasnpeaeieHa Ha [Ba WM TpU nipuema. JIeYeHHETO ¢ APYIHTE
IPOTHBOMMOKITIOHUYHH NEKapCTBEHH CpeacTsa TpAOBa Ja ce 3amnasH B ChILATa 103a. B 3aBUCHMOCT OT
MOCTUIHATHA KJIMHHYHUSA pe3yNnTaT, aKo € BL3IMOXKHO, /I03UPOBKATA Ha APYrHTE NOJOOHU NEeKapCcTsa
TpabBa 1a ce HaMallH.

Beadbx 3amovMHano, JEYEHHETO ¢ nupaueraM TpadBa Ja MpPOALDKH J0KAaTO MpPOABDKaBa M
MbPBOHAYAJHOTO LEpeOpaiHOo 3a00sABaHeE.

Brnpeku ToBa, Ha Bcekd 6 meceua TpAOBA J1a ¢e MPaBAT OMNMTH 33 HAMANIABAHE HA A03aTa HIH CIIHpaHe
Ha Je4YeHHeTo. BHHMaHNe, nalHeHTH ¢ OBOpeuHn npobnemMu TpAOBA Aa NpUEMAT MO-MANKK A03# (BX,
ObbpHeTe cnenyalHO BHUMaHME upu ynorpedbata Ha Hoorponun). [lpoawmxurennoctra Ha
JIEYEHHWETO 3aBHCH OT XapaxkTepa Ha Bawara 0ofecT W NMOBJHABAHETO Ha OMNAaKBaHHATA Bu. Ako
cMATaTe, 4ye edekta Ha HooTponua € npexaneHo CUNeH WM cnad, KoOHCYJNTUpanTe ce ¢ Baus nekap

unu ¢apMaLeBT.

Jleuenne Ha BEPTHIO (CBETOBBLPTEXK H ILIYM B YIIHTE)
[IpenopbuBaHaTa AHEBHA 103a Bapupa oT 2,4 g no 4,8 g, pa3aenexHa Ha IBa UK TPH NpHEMa.

3a npopUAAKTHKA H PEMHCHS HA CHPNOBHAHO-KJIEThYHA BA30-OKJYIHBHRA KpPH3a
[TpenopvuBanaTra AHeBHa Ao03a 3a NMpodunakTuka € 160 mg/kg nepopaniHo, pasneneHa Ha 4eTHPU
npuema.

[IpenopbuBaHaTa JHEBHA a03a 3a peMucus e 300 mg/kg, MHTpPaBEHO3HO, pa3lesieHa Ha YEeTUPH
npydema (M3non3BaT ce POPMUTE 38 UHKEKLIHOHHO U HHDY3HOHHO NPHIIOKEHHE).

JTo3a no-Hucka ot 160 mg/kg uiu HepeAOBEH NPUEM € Bb3IMOXXHO Aa AOBEAE A0 MOAHOBABAHE HA
KpH3ara.

Ynorpeba npu aeua
3a NnpoPUIAKTHKA H pEeMHCHSA HA CHPNOBHIHO-K/IETHYHA BA30-0K/IY3IHBHA KPH3a

[TpenopnuBaHaTa AHEBHA 1034 3a npodunakTuka e 160 mg/kg.

[IpenoppuBaHaTa AHEBHA A03a 3a peMHcua € 300 mg/kg, UHTPABEHO3HO.

Jlo3a no-aucka ot 160 mg/kg unu HepeROBEH NPUEM € BL3MOXKHO a A0BeAe A0 NOAHOBABAHE HA
KpH3ara.

[TupaLieTam MOXE /12 C€ npuiara npu AeLa Hak 3 FOAHHHU CTPaNAllH OT ChPNOBHAHO-KIIEThYHA
aHEMHA B PEXKHMa Ha npenopbr4YBaHMTe AHeBHK N03M (mg/kg). [TupaueraM e npunaraH B orpaHy4eH
bpoit neua ot 1 70 3 roauHu.

JleueHHe Ha AHCICKCHR (HapyuleHHS B cmOco0HOCTTA 34 YeTeHe) B KOMOHHAUMS ¢ ropopHAa
Tepanua NpPH aena

[Ipy neua Han 8 roaMHU M IOHOWKA MPENOPBHYBAKATA JHEBHA 103a € OKOno 3,2 g, pasaesnieHa Ha 1Ba
npyeMma.

I[Ipnaoxenue
TabnerkuTe ce NOrNBLUAT ¢ TEHHOCT.
[TpenopwuBa ce AHEBHATa A03a Ja C€ [IPHEMA Ha JABa 10 YETHPH [PHEMA.

I1poabIKHTENHOCT HA JIEHECHHETO

Bue Tpabea aa npuemate HooTponun TONKOBa MPOABIKHUTENHO, KOMKOTO By € nocksersan Baiius
nekap. [Ipu neveHne Ha XpoOHNYHH 3aD0NABAHNA ONTTUMAJICH eDEKT Ce NOCTUra ODUKHOBEHO cnel 6 1o
12 ceaMHLH.

AKO CTe NpHeJH MoBete oT HeobxoaumaTa 2038 Hoorponua
YBenomere Baiug nexap, ako cTe npUesiH MoBe4de OT HeoOxoauMara n103a.




Axo cTe nponycHaau Aa npuemete Hoorponua
He B3emaiite naBoitHa 1033, 338 Aa KoMMeHcupare npomycHartara. [lpoasmkere na npuemare
Hootponun kakto By e kazan Bamnua nexap.

AKo cTe cnpend npHema Ha HooTponua
3a 1a ce rpenoTBpaTH BL30OHOBABAHE HA ONNAKBAHUATA, NPEKbhCBAHETO HA NeveHHeTo ¢ HooTporun

TpAOBa /a cTAaBa NOCTENEHHO - ¢ 1,2 g nUpaueTaM Ha BCEKH 2 OHM.
AKO MMaTe HAKaAKBU RONMBJHHUTCIHH BBIIPOCH, CBBP3aHH ¢ ynorpebara Ha TOBAa J1€KapcTBO, MOJA
nonutaiite Bawwna nexap unn dapMauesT.

4. BB3MOXKHH HEXCJHAHH peaKuHH

KakTo BCHUKH NeKapcTBa, TOBA JIEKAPCTBO MOXKE N3 NPEAN3BUKA HEXKENAHH peakUWH, BRIIPEKH Y€ HE
BCEKH I'M NoJ1y4asa.

AKO MOJYYNTE HAKAKBH HEXENaHU NEKAPCTBEHU peakUui, yBeaoMeTe Baiuug nekap unu papMauesT.

YecTn (MOXKe N2 3acernaTt 3o 1 Ha 10 aymm):

- Hapyuienus oT ¢TpaHa Ha HEPBHATA CUCTEMA: XUNEPKHHE3MA (IOBUILIEHA AKTHBHOCT);
- HMacnenpaHna: NOBHIABAHE HA TErIOTO;

- [TcHXHYHH HApYLUEHHUS: HEPBHOCT.

Heuectn (Moxe 13 3acernar a0 1 na 140 aymu):

- [lcnxuuHKW HapYUIEHHUN: RENPECHs,

-  HapyuieHnns Ha HepBHaTa CUCTEMa: COMHOJIEHTHOCT (CHHIIMBOCT);
- Ob6wm napytienus: acteHusa (cnabocr).

C Hen3BecTHA 4ecToTa (OT HAJHYHHTE JAHHH He MoOXxe Ja 0bAe HANpPaBeHAa OlEHKd 3a

YeCcTOoTATA):

-  HapyuweHus Ha KpbBTa: XEMOpariiHu HAPYUICHUS;

- Hapymenus Ha yxoto W nabupuHTa: BepTUro (YyBCTBO HA CBETOBBPTEXK);

- CromalliHO-4YpeBHHM HapyuUIeHUA: OOJika B KOpeMma, OONMKa B ropHara 4yacT Ha KOpema, ZHapus,
rajigHe, NOBPbLULAHE;

-  HapyweHus Ha UMMyHHaTa CHCTEMA: aHA(PUNAKTOMIHA peakUUst, CBPbXHYBCTBUTEHOCT;

-  HapyueHns Ha HepBHATA CHUCTEMA: aTAKCHA (MNCAa Ha KOOPAMHALMA HAa JABHXEHUATA),
HapyUSHUA B PABHOBECHETO, BIOLIABAHE HA EMUICIICKATA, [J1aBodoOHe, OE3CHHHUE;

- Flcuxy4HM HapylUeHHUs: Bb30YAa, TPEBOXKHOCT, OOBPKAHOCT, XANIOLUUMHALNH;

-  HapyureHuns Ha KOXkara U MOAKOXKHATA ThKAH: AHTMOHEBPOTHYEH €EM, ACPMATUT, NMPYPHTYC,

YPTBKApUs.

CrobuiaBane HA HEXEJAHH peaKUHH

AKXO MOJy4YHTE HAKAKBH HEXeNaHW IeKApCTBCHU peakLiuM, yBeaoMeTe Balunsa nekap unv ¢papManest.
ToBa BKJIIOUYBA BCHYKHY Bb3MOXKHH HEOMMCAHH B Ta3W NHCTOBKA HEXeNaHHW peakuuu. MoxeTe ¢bLuo aa
cHOOLUIHTE HEXENTaHH peakUUH JUPEKTHO upe3 U3nbwaHUTENHa areHIIMA N0 NEKApeTRara, yi. .. JlamsH
I'pyep” Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebecaiiT: www.bda.bg.

Kato chofiaBaTe HEXKeNaHy peakliiH, MOXEeTe J1a AaJETE CBOA NPUHOC 3a NoJTyYaBaHe Ha NMOBEYE
WHpopMaLMa OTHOCHO He30MacHOCTTa Ha TOBA JIEKAPCTBO.

3. Kak 1a ecxxpanaBate Hoorponua

CoxpaHaBaiiTe Ha MACTO, HEIOCTBITHO 32 AELA.
He ce n3ucKBaT crielHalHHU YCIIOBHA HA CbXPAHEHHE.




He u3non3eaiiTe 1eKapcTBOTO CNEA U3THYAHE CPOKAa HA MOOHOCT OTOEIA3aH BbPXY ONAKOBKATA CJIC]
“T'oneH no:”. CpokbT HA FOAHOCT OTrOBapA Ha MOCNCAHHS AEH OT MOCOYEHUA Mecell.

6. CobabpkanHe HA ONAKOBKATA H IONBJHATENHA HHPOpPMALHA

Kaxpo chranpxa Hoorponua

AKTHBHOTO BELUECTBO € NHpaueTam,

Hpyrure ¢hCTaBKU ca:

Anpo Ha tabnerkara: Makporon 6000, cunuunes AMOKCHA, KONOUAEH 0€3BOJEH, MArHE3UEB CTEapar,
KpOCKapaMeno3a HaTpH.

DURMOBO MOKPUTHE: XHAPOKCHIIPONMHWIMETHIUEAYN03a, TUTarRoB AHokcHa (E 171), makporon 400 u
maxporon 6000,

Kak uiriexaa HooTponna H KakBO ChABPXKA ONAKOBKATA

Benu, nmpoannroBatH, PuiMHpaHd Tabnetku ¢ aenuTenHa uepra, Mapkupasu ¢ N/N. Onakoska:
kapToHeHdH KyTuy no 30, 60 u 100 punmupasu TabnerTku.

He scHYKH BHUIOBE OMaKOBKH MOraT Aa ObAAT MyCHATH Ha nasapa.

[purexaten Ha paspenieHHeTo 33 ynorpeda H npon3BoOANTE

[TpuTexaTen Ha pa3zpelIeHUETO 3a ynoTpeda:
UCB Pharma SA, Allee de la Recherche 60, B-1070 Brussels, benrns.

[Tpoussoauren:
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’ Alleud, benrus.
Aesica Pharmaceuticals GmbH, Alfred-Nobel-Str. 10, 40789 Monheim am Rhein, 'epmanus.

3a JOMBJIHHNTEIHA HHd)ﬂpM&LlHH OTHOCHO TO3H JNCKAPCTBCH TIPOAYKT, MONA CBbPKCTC CC C JTOKANTHHA

NPeACTaBUTEN HA NPUTEXKATEN Ha pa3pelleHHeTo 3a ynorpeba:
KO CH BU brarapua EOQQO/I, ten.: +359 (02) 962 30 49

JlaTa HA nocjedHo npepa3raexiane Ha auctoskaTta 06/2023.




