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IIpoveTeTe BHHMATENHO NANATA JACTOBKA HPEAH Ja 3aN0THETE 2 NPHEMATE TOBA JICKaPCTBO,

Thil KaTo T9 CHAbLPKA BaxkHAa 32 Bac HEBdopmannsg.

- 3anasere Ta3M JIMCTOBKA. Moske Ja ce HATOKH JIa A POIETETE OTHOBOC.

- AKO nMaTe HAKAKBH JOIMETHHTEHH BBIPOCH, MONHTATe Bamms nexap wiv dapmanesr.

- Tosa nexapcTso € npeanucano AuHo Ha Bac. He ro npeotcrensaiire Ha Apyri xopa. To Moke
I3 MM HaspeaH, He3aBHCHMO, 9e IPA3HALIMTE HA TAXHOTO 3aboiaBaHe ¢a ChILKTE KaTo Bamure.

- AKO MONYYATe HAKAKEH HEXKE/IAHHW JEKAapCTBEHH pPEakiMH, yBemoMere Bauind nekap mwim
dapmanerr. ToBa BKIOYBA M BCHYKH BB3MOMKHEH HEXEIAHM DEAKIHH, HEOIHCAHW B Ta3H
AMcToBKA. Bimkre Touka 4.

KaKBo ¢baLDKa TA3HM JACTOBKA:

Kakso npencrasisisa Hoorpomun u 3a KakBO ¢e H3N0A3Ba
Kaxso TpsOBa na 3xaeTe, npems Aa npueMere Hoorponun
Kak xa npuemate Hootpomin

BE3MoRHH HEXENTAHH PEakiiH

Kax na cexpangsare Hootpomun

CeAnpiaHHE HA ONAKOBKATa H JOITKIHHTENMHA HHOOpMAHS

SR ol

1. Kakso npeactapaasa HooTponu. M 3a KaKBo ce HINOJI3BA

HooTponmn NpHHAIUIEKH KBM IPYNara Ha HOOTPOIHHTE NEKAPCTBEHH CPEeACTBA, TPOHIBOAHH HA
raMa-aMHHOMacneHaTa KHcennaa, HooTponmn mozoGpdsa W BEICTAHOBABA [MMO3HABATCITHWTE
CHOCOOHOCTH Clie]l Pas/IMYHH MO3LYHH YBPEXKIAHHA, Karo XHNOKCHA (HEJOCTHE Ha KHCIOPOJ),
HHTOKCHKALMH (OTPaBfHMA} M ap., Oe3 /la NpOABIBAa CENAaTHBHO HIH NCHXOCTHMY/IHPAIO AcHCTBHE.
Hoorponun mopoGpaea peonoraqHuTe CROKCTEA HA KpuBTa. HOOTPONMS Ce M3IoN3Ba NpH;

Bnipactan:

. CHMIITOMATHYHO JEUCHHC Ha ICHXO-OPraHideH CHHAPOM ChC CIIEIHATE MPOABH: HAPYLICHHE HA
OaMeTTa M BHHMAHHETO, IATICA HA MOTHBAIHA.

. Jleyenne Ha KOpPTHKANEH MHOKIOHYC (BHE32ITHH HEBOJNEBH MYCKY/IHH CBHKpAIIECHHA),
CAMOCTORTENHO WK B KOMOHHAIHA,

. Jlewende Ha BEPTHTO (CBETOBBPTEX M IMIYM B YIIHTE) H CBBP3AHWTE ¢ HETO HAPYHICHHA HA
PABHOBECHETY, ¢ HIKMIOUCHHE HA 3aMAXHOCT OT BA3OMOTOPCH WIH ICHXUYEH NPOH3X0JL

. 3a npodHIaKTHKA H PEMHCHA Ha CBPIOBHAHO-KNETHYHA Ba30-OKTy3IHBHA KPH3a.

Jena:

. Jleyenue Ha AuCIEKcHA (HapymeHHA B CIOCOGHOCTTA 38 YeTeHe) B KOMOHHALIMA ¢ ITOAXONALIH
MEPKH, KaTO FOBOPHA Tepalns.

. 3a NpodHIaKTHKa H PEMHCHA HA ChPIIOBMJIHO-KAETHYHA BA30-0KIY3HBHA KPHIa.

2.  Kakso Tpafina ia 3naere, npens Aa npaemere Hoorponan

He npuemaiite Hoorpomua:

. AKO CTe anepruvHM (CBPBXUYBCTBHTENHH) KbM NHPAUCTAM HIH KbM HAKOS OT OCTAHAJNHTE
¢beTaBkH Ha Hootporman.

] B ciyqaif Ha MO3BYEH KPBBOH3NHE.




Axo cTe ¢ TexKa Op0pedra HeNOCTaTEIHOCT.
. Axo cTe che 3a60iBate X0pes Ha X BHTHHFTOH.

Mpeaynpexzenun H NpeaNAIHE MEPKH
ToBoperte ¢ Baniua gexap win papManesT, npenu aa npiemere Hootponmn.

O0npueTe cneNHaIHO BAMMAHRE OPH ynorpeGaTa na Hoorponna:

. AKO CTE ¢ TEXBK KPHBOH3THB HITH ¢ PHCK OT KEPBEHE,

. Axo uMate Ob0peyny mpobIeMH MOXe A2 Ce HANOXKH HAMANABANE HA 103aTa B 3ABHCHMOCT OT
CEpHO3HOCTTA HM. Baming nexap mie npeuess Aansd Aoskpopkara TpEbea a ce KOpHrHpa.

. IIpy naumenTH ¢ MHOKIOHyC TpAOBa 1a ce H3GArBa pA3KOTO NMpEeKBCBaHE HA JIEUCHHETO, THH
KaTo TOBA MOXKE J1a HpeiM3IBHKA MHOKIOHHIHH WIH MeHEpaiM3HpaHH TEpIOBE.

Apyra nexapersa B Hootponna

Mons nxdopMupaiitTe Bamus nekap MM (apManeBT, ako OpUeMaTe WIH HacKOpo cTe NPUEeMalH
APYrH HEKAPCTEA, BKINOYMTENHO H TAKHEA, OTIYCKaHH §e3 penerrra.

ITpu egnoBpeMEHHO NedeHHe ¢ THpOMAeH exkcrpakT (T3 + Ti) e crobiieHo 3a noasa Ha 0OEPKAHOCT,
Pa3NPa3HATENHOCT M CMYLIEHMS B CLHA. EJHOBPEMCHHOTC NEYCHHE ¢ aHTHKOATYJIaBTH HIH
TPOMOOUMTHH AHTHAIPETaHTH (BKIOYMTENHO HHCKA 1034 AUCTHICATAIMIORA KHCENHHa) MOBHILABA
PHCKa OT KbpPBEHE.

BpemMenHOCT, KEPMeRe W GepTaIETET

IlocseTBaiite ce ¢ Bamna nexap win dapmanesT pen yriorpeGaTa Ha KOETO i Aa e JIEKapCTBO.
Hoorponun He TpabRa na ce M3N0I3BA N0 BpeMe Ha GPEMERHOCT OCBEH B CIy4ail HA KATerOpHYHA
HeobxopaMocT. HaMa nocTars9sH0 JaHHH 32 yroTpelara Ha nupalleTaM IIpH GpeMeHHH JHEHH.
IMparieram ce OTAENS B YOBCHIKATa KbpMa. He M3nomBaiiTe mupaneTaM 1o Bpeme HA KbPMEHE WK
KbPMEHETO TpAbBa N1a ce MpeyCTaHOBH AOKATO Ce IPOBEkKAA NCUEHHE C MAPaLETaM.

logpupane B pabora c MAMEER
Hootponun Moxe ia DOBIH%E BEPXY CIOCOGHOCTTA 32 modupaHe U paboTa ¢ MAMIMAN B PE3YATAT Ha
HAKOH OT HEXKEJAHMTE JIEKAPCTBEHH PEaKiuy, KOeTo TPAOBA fa ce uMma Ipeapua,

¥notpe6a HpH NaNHEATH B CTAPIECKA BHL3IPACT
TMpenioprysa ce MAIMEHTHTE B CTAPYECKA BB3PACT Aa NOCEMABAT PEIOBHO JEKyBAIIHA JIEKap 3a aa ce
agantHpa Ao3ata npu HeoGxoaHMoCT.

HooTponua chAbpKa HaTpHi

Tora nmekaperso chABpa 0KOIO 46 MZ HATPHIl {(OCHOBHA CHCTABKA HA TOTBAPCKATA/TPANEsHaTa Coil)
3a 24 g nupaneraM. ToBa KOIMYECTBO € EKBUBAIEHTHO Ha 2,3% OT [IPENOPLUMTENHAA MAKCHMANEH
JHEBGH XPAHMTCNCH NpHEM Ha HaTpHH 3a pe3pacteH. Toea TpaOBa Aa BieMe moA BHMMaHHWe TIDH
NAHEHTH HA JAETA ¢ KOHTPOJIMpaH [IPHEM HA HATPHIL.

3. Kaxk g2 npremare HooTponua

Bunaru npuemaiite HooTponun Touso kakto By ¢ xa3an Bamms Jekap. AKO He ¢T¢ CHTYPHH B HEIUO,
nonyraiire Bamnya nexap mne dapmanest. HooTponun Moxe [a IIpHEMa ¢ WIH €3 XxpaHa.
MpenoprurTennara xoza e:

CHMOTOMATHYMHO fledeHHe HA HCHXO-OPIrAHHYHH CHARAPOME (BAOINABaRE HA YMCTBEHATA
aelipoct)

JleuenneTo 3anouBa ¢ AHEBHHU N03M OT 4,8 g NUpalieTaM IIpe3 IbPBHTE HAKOJIKO Cefl
ce Hamanar no 2,4 g aAHesHo. Tesn o34 Tpalea fa ce paznensr Ha 2-3 npHeMa.




JleuenHe Ha MHOKAOHYC (BHE3AMAH HEBOICBH MYCKYJIHH CLKPAITEHAN) ¢ KOPTHKAJIEH NPOH3IX0/
JlreBHaTa mo3a TpabBa na samodHe ¢ 7,2 g, 1 Aa ce yBenuuaea ¢ 4,8 g Ha BcekH TPH HITH 9€THPH JHH
Lo MakcMMyMa o©OT 24 g, pasnpeAeHa Ha JBA WIH TpH npuema, Jlewewwero ¢ JApyTHTS
NPOTHBOMMOKIOHHYTHH IEKAPCTBEHH CpeIcTBa TpAGBa N4 Ce 3amasd B CHUIATA 1034. B 3asMcHMoOcCT OT
TIOCTUTHATHA KITMHUYHEA PESYITAT, KO € BB3MOXHO, HO3HPOBKATA HA IPYTHTE NONOOHA JICKApCTRa
TpadBa /1a ce HaManm.

Bennpk 3amodHaie, NEYSHHETO ¢ NHpaneraM TpadBa A3 NPOABIDKH JOKATO MPOTEKaBa M
EPBOHATANHOTO uepeOpando 3abongsane.

Bbnpexu ToBa, Ha BceKH 6 Mecela TpAOBa Ja ¢c MpaRaT OMATH 33 HAMAIABAHE HA J103aTa WM CIIMpaHe
Ha nederneTo. BunManue, naimenTd ¢ Gs6pedsm npobieMu TpaOBa Aa MPHEMAT MO-MANKH A03H (BXK.
ObbpHeTE CHEmHaNHO BHuMadwe np ynorpeGara ma Hoorpomun). TIpoZwDKHTERAHOCTTA Ha
JIEYEHHETO 34BACH OT XapakTepa Ha Bamara GosecT B MOBAMABAHETO Ha OINIAKBaHMsiTa BH. Ao
cMATare, Ye edexra Ha HooTponmn e npexaneHo CuieH Whiu ¢jiab, koHcyTTHpaiite ce ¢ Bamna nekap
BN QapMarienr.

JleqeHHe HA BEPTHTO (CBETOBbPTER H INYM B YHIHTE)
[penoprupaHata qHeBHA 4032 Bapupa ot 2,4 g Ao 4,8 g, pa3jenena Ha ABa WY TPH NPHEMA.

3a npoduaakTAKA H PEMHCHY HA CHLPIOBHAHO-KIETHYHA BA30-0KIYSHERA KPH3A
IlpenopruBanaTa JHEBHA Ji03a 3a npodinakTika ¢ 160 mg/kg nepopanHo, pa3ficlieHa Ha 4YETHPH
MpHeEMa.

lIpenopruBanara OHEBHA Toza 3a peMucka ¢ 300 mg/kg, WHTPARCHO3RO, pasfeNcHa Ha YETHPH
npreMa (M3noaseat ce HopMUTE 3a MIKEKLIHOHHO B MH(YIHORHO MPHITOKEHHAE).

Hosza no-aucka oT 160 me/kg MNM HEPEAOREH MIPHEM € BE3MOXKHO I3 AOBEIE N0 IOKHOBABAHE Ha
KpH3ara.

¥norpeba npu_aena3a npodANAKTAKE B PEMHCHS Ha CLPNOBHAHO-KJIETHYAA BAa30-OKJY3HBHA
KpH3a

IpenopruBanara AHEBHA 034 3a npoduiakTuka e 160 mg/kg.

NpenopruBanara AHeBHA A03a 3a pemucha e 300 mg/kg, unTparenosso.

Hoza no-uucka oT 160 mg/kg unn HepeJoBeH NPHEM € BE3IMOXKHO Aa HO0Befle [0 IOAHOBABAHE Ha
Kpusara.

Hupaneram Moxe Ja ce NpHIara npH fena Haj 3 TONMHHA CTPAJAINH OT ChPIIOBHIHO-KJIECThYHA
AHEMHA B PEXHMA Ha PENophrIBaHnuTe THeBHH H03U (mg/kg). [TupaueraM € Npuiaral B OTpaHHYICH
6poii nenia or 1 fo 3 ronuHA.

Jlewenre Ha AuchaexcHA (HAPYIeHRd B cnocofHOCTTa 3a veTeHe) B KoMOGHHANHE ¢ TOBOpHA
Tepanud npy aena

IIpy neta Hag 8§ rogMHW M FOHOIOM NPENOPHLYBAHATA DHCBHA A03a € OKONO 3,2 £, pasmelieHa Ha IBa
npHeMa.

MNMpanoxenne
TabneTkdTe Ce MOrMBIIAT C TEYHOCT.
Ipenopsusa ce AHEBHATA /1034 A ¢€ NPHEMA HA B4 A0 YETHPH IPHEMA.

N pogLaEHTENHOCT HA JeYEHHETO

Bue Tpabsa ga npuemarc HooTpomun ToNKOBA NPOTBILKHTENHO, KONKCTO Bu € nocheersan Bamms
nekap. Ilpy nedeHre Ha XPOHHIHH 3a00NABaHHY ONTHMANEH eeKT Ce MOCTAra O0MKHOBEHO cliell 6 0
12 cenMuiim.

AXo cTe IPHeJH noBede oT HeoGxonAMAaTa F03a HooTponua
Vsenomere Bamma nekap, ako ¢Te Npuead NoBede 0T HEOBXOAMMATa 1034,




AKo cTe nponycaadH xa npuesmere Hoorponua
He B3emaiite ngoiina mosa, 2a ja KoMmeHcHpare npomycHatata. [Ipogwmkere na mpuemate
HooTpomun xakto BH e kasan Bauma nekap.

AKo cTe cOpenan npuemMa Ha Hoorponsn

3a na ce mpenoTBpaTH Bh300HOBABAHE Ha OIVIAKBAHWATA, NPEKLCBAHETO Ha JiedeHHeTo ¢ HooTponui
TpabBa Aa cTapa MOCTENEHHO - ¢ 1,2 g NupanieTaM Ha BCGKH 2 NHH.

AKO HMMaTe HAKKBH JOITBIHHTE]IHM BBIPOCH, CBBP3aHH ¢ ymorpebara Ha TOBA JIEKAPCTBO, MOJA
non¥raiTe Bamusa nexap Wil gapMatieBT.

4. BoIMOEHH ReXeIaHA peaKnHHE

KakTo BcHYKH neKapcTBa, TOBA JICKAPCTBO MOXKe J3 TIPEAM3BHKA HEXE/IAHH peaKiyuy, BLIOPEKH Y€ He
BCEKH T'H [OIyJaBa.

AKO IOy IHTe HAKAKBH HEXENaHH JeKAPCTBEHH Peakiiy, YBeaoMeTe Banus texap wid GpapMaresT.

Yecru {(mowe ga 3acernat go 1 ma 10 gyma):

- Hapywenns ot cTpaHa Ha HEpBHATa CHCTEMA: XHIIEPKHHE3HA {[IOBUIIEAa aKTHBHOCT);
- HzcneABaHAA: NOBHINABAHE HA TELAOTO;

- Hcuxwqnwm BapylmneHns: HEPEHOCT.

Heuectn (moxe aa sacernar g0 1 na 100 gymn):

- [lcuxu4HR HApyIIEeHHA: ACNPECHN;

- HapymeHnwa #a HEpBHATA CHCTEMA: COMHOJIEHTHOCT {ChHIKBOCT);
- Obmm Hapymenns: actesus (cnabocr).

C nenm3pecTRa dYectoTa (0T HANHYHHTE JAHHH He Moke 13 (hae HAOpaBeHa ONeHKA 33

qeCTOTaTA):

- HapymeHrs Ha KpBBTA: XeMODArHUHH HADYILCHIHE;

- Hapymienus Ha yXoTo K 1aGHpunTa: BEpTHIO (IyBCTBO Ha CBETOBBPTEX);

- CromamHo-upeBHH HapymleHus: Gonxa B kopema, 60JKa B TOpHATA 4acT Ha KOpeMa, Juapus,
rajicse, NOBpLOIAHE;

- Hapymerwus 5a HMyHHATa cicTeMa: aHAGIIAKTOMAHA PEaKIHs, CBPBXYYBCTBHTEIHOCT;

- HapymeHHs Ha HeEpBHATa CHCTEMA: &TakCHd (JIHNCa HA KOOPOMHAIMA HA JBIGKCHHATA),
HapyIICHEA B DABHOBECHETO, RICIIABAHE HA ¢MHJICIICHATA, [FaBo0oIIHE, He3ChHHE;

- IlcHxXuvHH HApyIIeHHA: BB3I0YAA, TPEBOKHOCT, OOBPKAHOCT, XQMIOIHHAIIHM;

-  HapymeHHs Ha KOXaTa ¥ NOAKOKHATA THKAH: AHTMOHEBPOTHYEH eleM, ACPMATHT, MPYPUTYC,

YpTHKap#s.

Crofmasafe Ha HeXeJaHH PeAKNHE

AKO MONYYHTE HAKAKBH HEXENaHH IEKapCTBEHH PEeakiiH, yBeaoMeTe Bammus nexap win dapMatieBT.
ToBa BKIOYBA BCHYIKH BEIMOKHI HEOTIHCAHH B TA3H JIACTOBKA HEXENAHH peakimy. Moxere cpllo Ja
CHOOIIHTE HEXENaHH PEAKIMH AUPEKTHO 4pe3 M3mpaHnTenHa areHums o Jekapersara, yi. ,,Jlamas
I'pyes” Ne 8, 1303 Codra, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.

Kato cvobmaparte HexeNnank peakuyd, MOXKeTe 1a ALeTe CBOA IPHHOC 3 NOyJaBase Ha NIoBeTe
wrHopManHa oTHOCHO (€30114CHOCTTA Ha TOBA JIEKAPCTEO.

5.  Kak aa cexpanssate Hoorponua

CoxpanasaiiTe Ha MACTO, HEAOCTHITHO 3a JEenA.
He ce H3HCKBAT CICIMANHE YCIOBHA HA ChXPaHEHHE.




He u3nonseaiite TexapcTBOTO CAEH H3THYAHE CPOKA HA FOAHOCT orOens3aH BBPXY ONAKOBKATA CJEX
“T'oen xo:”. CpoKBT Ha TOOHOCT OTFOBAPA HA MOCHEHHA JEH OT NOCOUYSHAA MECEL.

6. ChabpxaHHe HA ONAKOBKATA H AONBLJINATETHA HEQOpMAHS

Kakso chanpxa Hoorponan

AKTHBHOTO BELIECTBO € [TMPALIETAM,

JpyTHTE CBCTABKM ca:

Snpo Ha Tabnerkara: Makporon 6000, cuuiMen JHOKCH/, KONOHAEH OE380ACH, MArHE3HER CTEapar,
KpOCKapaMeno3a HaTpHi.

DUIMOBO TIOKPHTHE: XHUPOKCHOPONMIMETHNETYN03a, THTaHos muokcHn (E 171), Makporoa 400 u
Makporon 6000,

Kak m3raexna HooTponni H XaKBO CHALPXKA ONAKOBKATA

benun, mpoxenrosaty, ¢uiMupanu TabneTku ¢ AeNMTeNHAa 4Yepra, mapkupaH ¢ N/N. Omnakoska:
KapTOHeny KyTuH 1o 30, 60 u 100 dnnmupann TabneTkn.

He BCHYKH BHIOBE ONAKOBKH MOTAT 1a GBAaT MyCHATH Ha mazapa.

TlpaTeXKaTen Ha pazpemIeHAETO 32 ynoTpeba n NpoHIBOAHTER

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

IMpoxsBogmren:
UCB Pharma SA, Chemin du Foriest, B-1420 Braine-1’ Alleud, Benrua.

3a gomenHUTENHA HHQOPMAIHE OTHOCHO TO3M JICKAPCTBEH NPOAYKT, MOJIA CBBPKETE CE C JIOKAIHHS
NpENICTABATEN Ha NIPHTEKATEINA Ha Pa3pelieHHETo 3a ynotpeda:
10 CH B! Brnrapus EOOZ, Ten.: (02) 962 30 49

JaTa Ha HocjeAHO NpepaIriexiale Ha JHcTopKaTa 05/2021.




