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IpoueTeTe BHHMATEIHO 1[R/12TA JUCTOBKA NpeaH AAa 3anN0oYHeTe A2 NPHEMAaTe TOBA JIEKAPCTBO,

THH KaT0 TR ChAbLPAKA BaXKHa 3a Bac nudopmanus,

- 3anmazere Tazd JUCTOBKA. Moxe oa ce HAJIOXKM a 8 NPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOITLJIHUTE/IHA BhOPOCH, NoNHTaiiTe Bawng nekap niu gapMauesT.

-  Toea nekapcTBO € NpeANUCAHO JUHHO Ha Bac. He ro npeotcrefiBaiTe Ha ApyrH xopa. To Moxe
Ja UM HaBpeld, HE3aBUCHUMO, 4¢ NMPU3HALMTE HAa TAXHOTO 3abonaBaHe ca ChLUTE Kato Bamure.

- AKO NONy4YUdTE HAKAKBH HEKEIAHW JIEKAPCTBEHM peakUud, yseaoMere Baiuwa nexap wWid
¢apMaueBT. ToBa BKIKYBA M BCHYKM BB3IMOXKHU HEXENAHH peaKUHH, HEONHCaHU B Ta3M
JTUCTOBKA. Bibkre TOUKa 4.

KakBo cbaBbpXKa Ta3H JHCTOBKA:

Kakso npeacrapngasa HooTponun ¥ 3a KaKBO €€ HU3NON38a
KakBo TpaOBa ga 3HaeTe, npeaun aa npvemere Hoorponun
Kak ga npuemare HooTponun

B13MOKHN HEXENAHH peaKUHH

Kak na cbxpaHssate Hoorponun

CbabpkaHHe HA ONMAKOBKATA W AOMBJIHUATEITHA UH(POPMALIKA

AN

1. Kaxso npeacrasansa HooTponua ¥ 3a KaKBO ce H3MOJI3BA

HooTponun nprHapiexu KbM Tpynata Ha HOOTPOINHHTE NEKApCTBEHU CPEACTBA, MPOV3IBOAHW Ha
raMa-aMMHOMacneHaTa kucenuHa. Hoorponwn mnomoOpsABa Y BB3CTAHOBABA [MO3HABATCITHHUTE
CIIOCOOHOCTH Clied pazindHH MO3bYHU YBPEKJAHHMA, KATO XHUNOKCUA (HEAOCTUT HA KUCIIOpPOA),
HHTOKCHUKAUYH (OTpaBAHMA) U [p., 0€3 Aa MpoABABa CEHATHBHO HAH NCHXOCTUMYJIHpAWO IeHCTBHE.
HooTponun noacbpasa peoJIorHYHHTE CBOMCTBA HA KpbBTa. HoOTponui ce B3non3sa npu:

BLipacTHH:

o CUMNTOMATHUYHO JIEYEHHE HA NCUXO-0PraHH4eH CHHAPOM ChC CICAHNATE NMPOABU: HAPYILICHYE HA
naMeTTa i BHUMaHUETO, JIMICcA HA MOTHBALINA.

° JleyeHHe HA KOPTUKATIEH MHOKITOHYC (BHE3AMHH HEBONEBH MYCKYITHH ChKPaLIEHHA ),
CAMOCTOATENIHO HIIH B KOMOHHAaLHA.

o JleueHHe Ha BEPTUrO (CBETOBBPTEK U LIYM B YLIMTE)} U CBBP3AHHTE ¢ HErO0 HAPYLUEHHMA HA
PABROBECHETO, ¢ MIKIHOYEHHE HA 3aMagHOCT OT BA30MOTOPEH N MCHXHYEH NPOH3XO.

° 3a npoduaakTUKa U PEMHCHA HA CHPNOBUAHO-KJIEThYHA Ba30-0KITy3UBHA KpH3a.

Heuna:

. JleueHne Ha aucnekcua (HapylueHUs B CIIOCOOHOCTTA 3a YETEHE) B KOMOHUHALKA ¢ MOAXOAAILIN
MEpPKH, KATO FOBOpPHA TEpAruA.

o 3a npohIaKTHKA U PEMHCHSA Ha ChPHOBUAHO-K/IETHUYHA BA30-0KJIY3UBHA KpU3a.

2. Kaxso Tpu0Ba na 3naere, npean A3 npaemere Hoorponua

He npuemaiite HooTponna:
. AKO CTe aJlEprMuHHU (CBPBXUYBCTBUTENHH) KbM MHPALIETAM WIH KbM HAKO

ChHCTaBKM Ha HooTporua.
. B cnyvaih Ha MO3BUEH KPbBOHU3IHUB. R
. AKO CcTe ¢ TexKa 0bOpetHa HeAOCTATHYHOCT. f :




* AKO CcTe ¢b< 3abongsaHe Xopes Ha XbHTHHITOH.

[Ipeaynpexaenus H npeana3Hd MepPKH
"osopeTe ¢ Bawuna nekap wiu gapmMaueBt, npeam aa npuemere Hoorpomnun.

O61pHeTe CneUnaHo BHHMARKE npH ynorpebaTta Ha HooTponua:

. AKO CT€ C TeXDbK KPbBOU3IIUB HITH C PUCK OT KbpBEHE.

. Ako umare 0Bb0peyHHn npobneMu MOXe Ja Ce HAJOXH HaMajiaBaHe Ha J03aTa B 3aBUCHMOCT OT
CEPHO3HOCTTA HM. BaluaT nexap uie npeueHyd aany A03MpoBRKaTa TpadBa fa ce Kopurupa.

. [Ipy nauueHTH ¢ MMOKNOHYC TpalGBa na ce H304rsa pA3KOTO NMpeKbCBAHE HA JIEYCHHETO, ThH
KaTO TOBA MOXE 1a NPCAU3BUKE MUOKNOHHYHH WNH FCHEPATN3UPAHH IbPUOBE.

Apyrn aekapcTea H Hoorponua

Monsa uHdopmupailiTe Bawina nekap wid dapMaueBT, ako ApUMEMATE WM HAcKOpO CTE NpHEMaH
NPYTH JIeKapcTBa, BIJTIOYHTENHO U TaKHBa, OTNYCKaHU Oe3 peuenTa.

[Mpy enHOBPEMEHHO NIeYeHHe ¢ THPOUJEeH eKCTPaKT (13 + T4) e cpobuieHo 3a nogBa Ha oOBPKAHOCT,
pPa3pazHUTENHOCT M CMYIUCHUS B CbHA. EJHOBpEMEHHOTO JIEY€HHE C AHTHUKOAryJIaHTH WIH
TPOMOOLUNUTHH aHTHArperaHTH (BiJIKOYHUTENHO HMCKA 1033 aUETWICAIULUIOBA KHUCENHHA) MOBULIABA
PUCKA OT KbPBEHE.

bpeMeHHOCT, KbpMeHe A PepTHIAHTET

[TocuBeTBaiiTe ce ¢ Bawua nekap WK papMaleBT NpeaM ynorpedara Ha KOETo U 1a € N1eKapCTBo.
HooTponun He TpabBa Aa ce 43Moi3Ba NO BpPEME HA OpPEMEHHOCT OCBEH B CIy4Yal Ha KaTeropuyHa
HeoOxoanMOocT. HaMa AoCTATHEYHO NaHHH 33 ynoTpebara Ha nupauetaMm NpH OpEMEHHH XKEHH.
[lupalieTaM ce oTaeNa B YOBelUKaTa kbpMa. He u3nonseadte nHUpaueTaM Mo BPEME HAa KbPMEHE WNu
KbPMEHETO TPAOBA Aa C€ MPEYCTAHOBH A0KATO CE MPOBEX A JIEYEHHE ¢ THpALETaM,

illopupane u padoTa ¢ MAILHHH
HooTponun MoXe na noBivse BbpXy CMocoOHOCTTA 3a wogHpane H padoTa ¢ MalikvHK B pe3yaTaT Ha
HAKOH OT HEXEJIAHUTE JICKAPCTBCHHU PEaKLIHKM, KOETO TPAOBa Ja ce HMa NpeaBHA.

¥Ynorpe6a NpU NaHEHTH B CTAPY€CKa Bh3PACT
[lpenopbyBa ¢€ NAUMEHTHTE B CTAP4ECKA BB3IPAcCT [a MOCEIUABAT PEAOBHO NIEKYBALIMA JIEKap, 3a ja ce
aJlanTupa A03ara nNpu HeoOX0aUMOCT.

HooTponuya ¢baLpa HATPHH

Tosa nexapcTBO CbAbPXKA 0KOJIO 46 Mg HAaTpui (OCHOBHA CHCTaBKa Ha rOTBapCKaTa/TparnesHara o)
33 24 g nupaueTam. ToBa KONMYECTBO € eKBUBAJIEHTHO HAa 2,3% OT NpenopbuUTEIHHS MaKCHMaleH
NHEeBEH XPpaHMTENeH MPHEM Ha HaTpWit 3a Bb3pacTeH. ToBa TpadBa Aa B3eMe 10 BHUMaHUE MpH
MnawHeHTH Ha AUeTa C KOHTPOJUPAH [PHEM HA HATPHIA.

3. Kak n1a npuemarte HooTponua

Bunaru npuemaiite Hoorponui Touno kakTo Bu e kazan Baiius nekap. AKO He CTe CUTYPHH B HEMWIO,
nonuTaite Bamns nexkap win dapmauesr. HooTpornun Moxke aa ce npuema ¢ wnu 6e3 xpaHa.
[IpenoprynTEenHaTa 4034 €:

CHMOTOMATHYHO JiedeHHe HA MNCHXO0-OPraHHYHH CHHAPOMH (BJIOWIABAHE HA YMCTBEHATA
NeHHOCT)

JleyeHHeTO 3ano4Ba ¢ AHCBHU A03M OT 4,8 g nupauUeTaM NIpe3 MLPBUTE HAKOJIKO CEAMHLUH, CJIEN KOETO
ce HaMansT a0 2,4 g AHeBHO. Te3u no3u TpadBa na ce pa3aensaT Ha 2-3 npuema.

JleyeHHe HA MHOK/IOHYC (BHG'JBIIHH HECBOJICBH MYCKYJIHH C'I:HPHIIIEHHH) C KOpTHr



JlHeBHaTa no3a TpsOBa ga 3amouHe ¢ 7,2 £, 1 13 ce yBenu4ana ¢ 4,8 g Ha BCEKM TPH WIH YETHPH OHH
N0 MakcuMyma oT 24 g, pasnpenesneHa Ha jBa WM TpU IMpHeMa. JleweHHeTo ¢ Opyrure
[TIPOTHBOMHOKJIOHHYHH NIEKAPCTBEHH cpeAcTBa TpAOBa /a ce 3anasu B Chillata 103a. B 3aBUCHMOCT OT
[IOCTUTHATHA KJAHHHYHMA PE3YNTaT, aKO € Bb3MOXHO, A03MPOBKATA HA APYTUTE MOLOOHM JIEKapCTBa
TpAOBA 14 CE€ HAMANHK.

Beguwx 3amouyHano, JieYEHHETO ¢ nWpaueraMm TpAOBa Ja MNpOABLIKH IOOKATO MNpoALIDKaBa M
MBPBOHAYANIROTO LEpeOpaliHO 3abongBaHe,

Bbrpeku ToBa, Ha Bcekr 6 Mecella TpaOBa Ja ce NMpaBAT ONMMTH 33 HAMAIABAHE HA J103aTa WIH CIMpaHe
Ha neveHueTo. BHHUMaHue, nauyeHTH ¢ 6b0peunn npobnemMu TpadBa Aa npHeMar No-Manky 103M (BX.
OObpHETE cneuyanHo BHUMaHHe npu ynorpedara Ha Hoortponun). IlpoaAbKUTETHOCTTa HA
NEYEeHHETO 3aBUCH OT XapakTepa Ha Baulata OofiecT M NOBAUABAHETO HA OIL1aKBaHHATA Bu. Ako
cMmsaTarte, 4Ye edekta Ha HooTponun € npekaieHo CWieH UM cnab, KoHCyaTupaitre ce ¢ Balua nekap
WwiK papMaLeBT.

JleeHHe HA BEPTHIO (CBETOBLPTEXK H LIIYM B YINHTE)
[IpenoppuBaHaTa AHEBHA A03a Bapupa ot 2,4 g 10 4,8 g, pasjeneHa Ha JBa HIIH TpH NPHEMA.

3a npopHIAKTHKA H PEMHCHS HA ChPNOBHAHO-KJIETHYHA BA30-0KJY3HBHA KPH3a
[IpenopwuBaHaTa AHeBHA 71032 3a npodunakTvuka e 160 mg/kg nepopanHo, paspencHa Ha 4ETHPH
MpHEMa.

[lpenopruBaHaTta AHeBHa 032 3a pemucua € 300 mg/kg, MHTpaBeHO3HO, pa3le/icHa Ha YE€THPH
npuema (M3noa3BaT ce GOPMHUTE 33 UHKEKLHOHHO U HHPYIHOHHO NPIWIOKEHUE),

Ho3a no-Hucka ot 160 mg/kg WK HEPECIOBEH NPHEM € Bb3MOXHO Aa N0BEIE OO MOAHOBABAHE Ha
Kpu3ara.

Ynovrpeba npu aeua
3a ﬂpﬂll)lI.IIHHTHI(H H PEMHCHA H& CHBPINOBHAHO-KJIETHYHA Ba30-0KJYIHBHA KPH3a

[NpenopruBaHaTa NHEBHA 1032 3a npodunakruka e 160 mg/kg.

[IpenopbuBanaTa AHeBHA 1032 3a peMucHd € 300 mg/kg, MHTPaBEHO3HO.

Ho3a no-Hucka or 160 mg/kg nnu HepeaoseH MPUEM € Bb3MOXHO [a A0Bele X0 MOAHOBABAHE Ha
Kpu3ara.

[MupaneraM Moxe 1a ce npwiara fnpH Acua Haja 3 roUHH CTpajaliy OT CbPIIOBUAHO-KIETbYHA
aHEeMHA B peXXMMa Ha NpenopbyBaHuTe JHeBHY A03H {mg/kg). [Iupaueram ¢ npunarad B OrpaH#yeH
Opo#t neua ot 1 10 3 roaMHM.

JleueHHe Ha AucieKkcHst (HapyWeHHs B cNOcOOHOCTTA 33 4YeTeHe) B KOMOHHAUUA ¢ roBoOpHA
TepanHy NpH Aeua

Fipu neua Haa 8 rogMHW H IOHOLIM NpenopbYBaHaTa AHEBHA 1034 € OKOJ0 3,2 g, pazieneHa Ha JBa
NpUeMa.

Npuaoxenue
TabneTkuTe ce NOTAbIUAT ¢ TEYHOCT.
[IpenoprbuBa ce NHEBHATA 034 A4 C¢ MPUEMa Ha ABA 0O YETHPH NpUeMa.

M poaBLAKHTETIHOCT HA NEeYEeHHETO

Bue tpabea pa npuemare HooTponwn ToNkoBa MPOABL/KHTENHO, KOJIKOTO Bu € noceBerBan Bawud
nekap. [1py neyeHre Ha XpOHUYHH 3a00nABaHKA oNnTUManeH edeKkt ce nocTtura 0OMKHOBEHO crel 6 oo
12 ceamuin,

AKO cTe NAPpHEIR NOBEYC 0T HeoOXonHMAaTa 0034 HOOTI}OI'IHJ]
VYBenoMmetre Bamus JIEKap, aKko CTe IIPHEIH NMOBEYE OT He0OX0aMMaTa n0o3a.

AKO ¢Te NponycHAIH Aa npuemeTte HooTponua
He Baemalite aBoifHa pJo3a, 3a Ja KoMIeHcHpare nponycHarara. llpon
Hootrponun kakto Bu e kasan Bawwus nexap.




AKO cTe cnpean npHema ia Hoorponu
3a 14 ce NpeaoTBpaTH Bh30OHOBABAHE HA OMNAKBAHMATA, APEKBCBAHETO HA JeveHHeTo ¢ HooTponun
TpadBa Na cTaBa NOCTENEHHO - ¢ 1,2 g nupaleTaM Ha BCEKH 2 HHU.

AKO vMaTe HAKaKBH JOMBIHMTENHHW BBNPOCH, CBbP3daHM ¢ ynorpedara Ha TOBa NEKAPCTBO, MO
nonuTaiiTe Bamma nexkap unu gapMaLeBT.

4. Bb3MOXKHH He:KeJIAHH peaKuHH

KakTo BCHUYKM NEKapCTBa, TOBA JEKAPCTBO MOXKE A NPEeJdU3BHKA HEXKeJlaHW peaklMH, BLIIPEKH Y€ He
BCEKH M TONy4aBa.

AKO NOJYYHTE HSKAKBH HEXEaHH EKAPCTBCHN peakllvy, yBeaoMere Bawns nekap unmn gpapmauesrt.,

Yecrn (moxe na 3acernar Ao 1 na 10 aywu):

- HapyiieHus oT cTpaHa Ha HEPBHATA CUCTEMA: XHIIEPKHMHe3Ua (MOBUIIEHA aKTHBHOCT),
- H3cnenpanng: noBULIABaHE HA TErNOTO,

- [ICMXHWYHHM HApYLIEHHA: HEPBHOCT.

HeuecTs (Moxke aa 3acernart ao 1 na 160 aymu):

- [ICHXNYHH HAPYLUEHHUA: ACPECHS;

- HapylleHHs Ha HepBHATA CUCTEMa: COMHONEHTHOCT (CHHJIUBOCT);
- OO0y HapyLueHuns: actenus (ciaabocr).

C ueniBecTHa 4ecToTa (OT HAJHYHHTE JAAHHH He MOXkKe Aa Obae HanpaBeHa ONEHKA 34

YeCcTOTaTAa):

- HapyiuieHns Ha KpbBTA: XeMOparuiHy HapyllUeHHA;

- HapyiiteHus Ha yxoTo ¥ 1abupMHTa: BEPTHIro (UyBCTBO Ha CBETOBBPTEXK);

- CroMallHO-upeBHH HapyunieHua: 6onka B Kopema, 00JKa B FOpHATA 4acT Ha KOpeMma, AWapHa,
racHe, NOBPbLIAHE;

- HapylueHys Ha MMYHHATa CUCTEMA: aHA(MNAKTOUAHA PEaKLHA, CBPbXUYBCTBHTEIHOCT,

- HapyuieHns Ha HepBHaTa CHCTEMAa: aTakcHsa (Mrnca Ha KOOpAMHALMA HA JABWXKEHHATA),
HapyllUeHUA B PABHOBECHETO, BIIOIIABAHE HA CTMNENCUATA, F1aso00INne, Oe3CLHNE;

- [TcuxHYHKW HApYLIEHUA: Bb30Y/1a, TPEBOXKHOCT, O0BPKAHOCT, XANIOLHMHALIMK;

- HapyuweHus Ha KoXaTa U MOAKOXHATa ThKaH: aHTHOHEBPOTHUYCH €AEM, NEPMATUT, [PYPHUTYC,

ypTHKapus.

CrobmaBaHe HA HEXKEJAHH peaKUHH

AKO NOJy4HTe HAKAKBU HEXENAaHM JIEKAapCTBEHH peakuyy, yBeaomete Bawus nexap wid ¢papMauesrT.
ToBa BKJIIOYBA BCHYKH Bh3MOM¥HH HEOMKCAHH B TA3H JIMCTOBKA HEXENAHU peakuuH. Moxere chilo aa
CHOOLLIUTE HEXEeJTAHU PeakLiMH JHPEKTHO Ype3 U3mbaHUTENHA ar¢HuMA o neKapeTeara, yi. ,Jamax
pyes” Ne 8, 1303 Codua, Ten.: +359 2 8903417, yebcainT: www.bda.bg.

Kato cbhollilaBaTe HEXENAHU PEaKUMH, MOXETE Aa JAJETE CBOA MPHHOC 3a MOITyYaBaHe Ha MOBEYE
nHbOpMaLKHa OTHOCHO 6€30MaCHOCTTA Ha TOBA NICKAPCTBO.

S. Kak aa cexpanasare HoorponuJ

ChxpansBaiTe Ha MACTO, HEAOCTBITHO 33 €LA.
He ce W3MCKBaT CNELHANHU YCIIOBUA HA ChXPAHEHHE.




He nanon3padTe 1eKapCTBOTO Clell H3TH4YAHE CPpOKAa Ha roAHOCT oTOeNg3aH BbPXY OINMAKOBKATA Cle
“TI"'oped no:”. CpoKbT HA FOAHOCT OTroBaps Ha MOCNEAHUA OEH OT NOCOYMEHUSA Mecell.

6. ChabpKaRue HA ONAKOBKATA H IONbIAHHTEIHA HHPOPMANHHA

KaksBo coabpxka HooTponua

AKTHUBHOTO BELLECTBO € NUpaLeTaMm.

Hpyrurte cbCTaBKM ca:

Anpo Ha tabnerkara: Makporon 6000, criMuneB ANOKCHA, KOJNOKAeH O€3BO/IeH, MarHe3MeB cTeapar,
HaTPHEBa KPOCKapaMenosa.

OWIMOBO NOKPUTUE: XUAPOKCUNPONWIMETHILENYN03a, THTaHoB auokcua (E 171), makporon 400 u
makporox 6000.

Kak n3rnexaa HooTponua H KRKBO CBALPKA ONAKOBKATA
benu, npoawnropary, ¢puamMupaHd TabneTku ¢ AenuTeNnHa uepra, Mapkupanu ¢ N/N. Onakopka:

KapToHeHHU KyTHH no 20, 30, 60 u 100 punmupanu Tabnerxu.
He BCHHKHK BHIOBE ONAKOBKH MOTraT Aa ObaT NMycHATH HA Nasapa.

[IpuTexaTen Ha pa3pelIeHHETO 3a YNoTpeda # NPOHIBOAHTE

[IpuTexaren Ha pa3pelueHHETO 3a ynorpeba:
UCB Pharma SA, Allee de la Recherche 60, B-1070 Brussels, benrus.

[IponssoauTen:
UCB Pharma SA, Chemin du Foniest, B-1420 Braine-I’ Alleud, benrua.
Aesica Pharmaceuticals GmbH, Alfred-Nobel-Str. 10, 40789 Monheim am Rhein, 'epmanus.

3a JIOMLJIHHTEIHA HH(I)GPMHI.[HH OTHOCHO TO3H JICKAPCTBCH NPOAYKT, MOJIA CBBPKETE CC C JIOKAUTHHA

NpeACTaBUTET HA NPUTEKATENR Ha pa3pelleHHeTo 3a ynoTpeba:
IO CH BH bwarapus EQO/], ten.: +359 (02) 962 30 49

JaTa Ha nocaeaARo npepasrjexaane Ha ductoskara 06/2023,




