KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JIEKAPCTBEHMUSA MPOAYKT

Knonazenam TZF 0,5 mg Tabnerku
C]onazepam TZF 0,5 mg tablets :ihu"‘[“TEﬂHﬂ Al EHLLAA IIU NEKAPCTBATA
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Knonasenam TZF 2 mg Tabnerku n 20 OAFS (f 0
Clonazepam TZF 2 mg tablets KhM Pea. N /W ..................................................
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2. KAYECTBEH U KOJIMYECTBEH ChCTAB Ogoéperive Me ......... — _{ ...............................

Knonazenam TZF 0,5 mg
Beska tabreka cpanpxa 0,5 mg kioHasenam (clonazepam).

Kiionazenam TZF 2 mg
Bceska Tabteka chappika 2 mg KioHasenaM (clonazepam).

IIoMOIIHH BelecTBa C U3BECTHO JECHUCTRHE:
Knonasenam TZF 0,5 mg: nakro3za moHoxuapar 97 mg, ceHcer xbiaro (E 110).
Knonasenam TZF 2 mg: nakro3za MoHOXHIpaT 97 mg.

3a ITbJIHUA CITHMCBK Ha ITIOMOLIHHTE BEILIECTBA BHOXKTE TOYKa 6.1.

3. JIEKAPCTBEHA ®0OPMA

Tabnerka.

Knonasenam TZF 0,5 mg: Tabnetxku ca 61en0 opamieBH, II0CKH, 6€3 MyKHATHHH M OTYYIIBAHHS 110
pBOOBETE, C ABE NEMTEIHH YEPTH Ha KPBCT OT €JHATA CTPAHa.

J{BeTe nenuTeNHH YepTH Ha KPBCT JaBaT Bb3MOXKHOCT TablIeTKaTa a ce pa3zenu Ha 2 Wi 4 PaBHH 4YacTH.
Knonazenam TZF 2 mg: Tabnerku ca 6enu 10 1€K0 KpeMaBH, IUIOCKH, 6€3 MyKHATHHM U OTYYTIBAHKA T10

pBpOOBETE, C ABE NEIUTEITHH YEPTH HA KPBCT OT €IHATa CTPaHa.
JlBeTe neMTETHN YEPTH Ha KPBCT aBaT Bh3MOXKHOCT TabJieTkara 1a ce pa3iesid Ha 2 WIH 4 paBHM YacTH.

4. KJAHWAYHHA JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

Emnencus npy B3pacTHH H [ieLia - FeHepaJIM3HpaHH NPHITaIbLH; AKHHETHYHH, MHOKJIOHHYHH U
TOHHYHO-KJIOHHYHH, a0CaHCHH NPUNaTbLH U NapHaTHH ((OKAIHH) MPUIIATbLIY.

4.2 Jlo3HpOBKA H HAYHH HA NPHJIOKEHHE

Jlo3upoBKaTa ¥ MPOAB/DKMTEIHOCTTA Ha JIeYeHHEeTO TpAOBa Ja ObaT OnpeesieHy 3a BCeKH nauHeHT
WHIWBHIYaJTHO.



BrapacThi

Havanuara jresHa 11038 He TpaGBa na Hazeumasa 1,5 mg. Knonasenam Tpabea fa ce mprnara xaTo Tpu
OTACJHH IO3K Ha paBHH MHTepBATH. Jlo3aTa TpEbBa 14 ce ysemara nocrenenso ¢ 0,5 mg no 1 mg Ha
BCEKH 3 THH, B 3aBHCHMOCT OT OTT'OBOpP2 HA NAITHEHTA, JOKATO C€ YCTRHOBH IIOAXBPXAINATA 4038, KOATO
obHKHOBEHO ¢ oT 4 mg 110 8 Mg Ha feH.

MakcHManHaTa JHeBHA NHOANBKAINA /1038 He TPAGBA 12 Haasumara 20 mg U TpI6Ba Aa ce NOCTHTHE B
paMxHTE Ha 2 10 4 CeAMMIM OT JISYCHHETO.

IleanaTpHaHa NOMyIAIHS

Hauamuara nosa rnpu sena Ha Bs3pact ot 1 1o 5 rogusm e 0,25 mg/mHesHo, a ITPH No-rojieMM gena - 0.5
mg/nieH.

Ioaxspxama nosa:

- 1 po 5 romeHm - 1 10 2 mg/AREBHO;

- 6 fo 16 romunAH - 2 Ko 4 mg/AEEBHO.

Anepnara fo3a TpE6Ba fa GbAe pasnencHa Ha 3 HITH 4 IPHEMa H Jia Ce OPWIATA Ha PABHH MHTEPBATH OT
BpeME.

-
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Ilpenopsupa ce NOBHIIEHO BHUMAHKS NIPH yNoTpeGaTa Ha KIOBA3€NAM NPH NAHEHTH ¢ GH6peqHo 1
gepHOAPOOHO yBpexknate. Moxxe fa ¢ HeoGX0MEMO [1a C& HAMAIM RO3aTA.

[IanmerTH B CTAPIECKA PLIPACT
[TamenTHTE B CTApYECKa BB3PACT €A M10-TyBCTBHTEIHH KbM JIEKAPCTBA, AeHCTBANIH BHPXY LIEHTpAIHATa
HepBHA cucTeMa. [lpenoprusa ce mMeprOHAYAIIHATA 1038 MPH TE3H MALKEHTH Ja He HaaBumasa 0,5 mg

AHECBHO.

I DAY 1 G S RSO 38 JIGHGCHMCIU
IIpoXBIDKHTENHOCTTA HA JISUEHHETO 3ABHCH OT CHCTOSHHETO HA NAIMEHRTA. AKO HE Ce NONyIH SCeH
TepanesTAYeH e¢eKT, NPHIOKEHHOTO Ha KIIOHA3ENAM TPIOBa [Ia CE MPEYCTAHOBH.

To3n npoaykTeT He TpAGBa Aa ce NpexnLCBa PA3K0, BHHATH ¢ Heo0X0oaAuMO 6ABRO HAMAIGBAHE HA
AO3ATA.

Haunw Ha npunoxesnne
Tabnerxure TpaOpra Aa ¢ NOrTHINAT € MAIKO BOJA.

JlegcrmeTo TPLORA N8 38N0YHE C PE3MONKHO Hali-HHUCKHTe o)ekTHBHH JI03H, NPHAATARH 3 ITHTH AHEBHO (B
HAYa/IHWd NIEPHOR HA JIeYeHHe), KOHTO BOoCNeICTBHE TPEOBa NOCTENEeHHO A e MOBHINABAT ¢ He MOBeYe
or 0,25 mg no 0,5 mg Ha BCekH 3 JHH, IOKATO CE MOCTHIHE HOAXOIAM TEPANEBTHICH eheKT HIH e
AOCTATHEe MAKCHMATHATA JHEBHA /1034.

AKO HE € BE3MOXHO JTHCBHATA /1034 [Ia Ce Pas/e/IH Ha PABHM J03H, HO-FOJIAMATA 034 TPI6BA Ja ce
MPHJAra Be4ep Npean JIRTaHe.

Ciient xaTo ce onperie/m eexTHBHATA IOATHLPAKANTA 038, IEKAPCTBEHKAT MPOLYKT MOXE /Ia Ce IIPHIATA B
eHOKpaTHa JHeBHA /1034 Beuep NPEaH JIaraHe.

4.3 IIpoTEBOmOKA3AHESY

CBpBXTYBCTBHTO/IHOCT KbM GeH30/IHA3CITHHOBH ITPOHIBO/HM HIH KbM HAKOS OT IIOMONIHHTE BEINECTRA,

m30pocHH B TO9KA 6.1.
Texxxa auxarena BeOCTATHIHOCT.
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[Tpenu 3anousane Ha NeyeHneTo TPAGBA A Ce H3RHPIIH 38 XLIGOYEH AHATH3 HE 3APABOCIOBHOTO
CHCTOSHHE Ha MALHEHTA.

O6mara madopmanus 3a edekraTe, HaGMONABAHA ClIe] JleueHHe ¢ GeH30IHA3CIMHH, TpI6BA 1a ce
B3eMAT NMPEABHA, KOTATO CE MPEANMKCBA KIOHA3CTIAM.

IoHnocHMoCT
PenosHara ynorpeGa Ha 6eH3onuasenuny Wik 6eH301Ma3eIMHE-I006HA NEKAPCTBEHH IPOAYKTH,

BIIIOYHTETHO KITOHA3CIIAM, B ITPOAKDKCHHE HA HAKOJIKO CSAMHITH MOXKe Na JOBele A0 HAMANSBAHE HA
TAXHATA €(PHKACHOCT.

3aBHCHMOCT

YnotpeGara Ha Gen3oauA3eNMEE KM GeH30IMA3ENMH-IIONO0HH TEKAPCTBEHH MPOXYKTH MOXKE 1 JIOBEIE
/IO NICHXOJIOTHYeCKA i GH3HYeCKa 3aBHCHMOCT. PHCKET OT 3aBHCHMOCT C€ YBEJTHUABA 32€XHO C JO3ATA H
IPOTB/DKATEHOCTTA HA JICICHHETO H € II0-BHCOK IMPH IAIMEHTH C aJIKOXONHA HIH HAPKOTHIHA
3ABACHMOCT.

AKO ce pa3sBHe 3aBHCHMOCT, BHE3AITHOTO NPEKLCBARE HA JICICHAETO MOXE JIA IOBEJIE IO IPOSBH Ha
CHMITTOMH H3 OTHEMAHE.

CHMITTOMHETE, XAPAKTEPHH 38 CHHAPOMA Ha 6CTHHEHIMA ca: rnaBoboHe, MyCKy/IHA GonKa, pe30yaa 1
CMOLHOHAIHO HanpexkeHHe, Oe3nokoicTBO, 0OBPKBaHE, NE30PHEHTAIMN, PA3APA3HUTEIHOCT, Geachune. B
TEXKKH CJTyJaH MOTaT A CE NOABAT CACAHHTE CHMITTOMH: ACPEATH3ANMS, ACNICPCORAM3AINIS,
CBPBLXTYBCTBHTEIIHOCT KbM AOIHD, XHIEPAKY3HC, CBPBXIYBCTBHTEIHOCT KbM CBET/IMHA, CKOBAHOCT H
H3TPRIBAHE HA KPAHHMITHTS, XAMONMHALMH WIH SIAICIITHINM IPHIIaEIH.

Hma cro0menns, ue npy Gemsomasenisn 1 GeH30IAA3CIIHHH-TIONO0HH JIEKAPCTBEHH IPOAYKTH ¢ KPATKO
JCHCTBHE, CHMITTOMMT® Ha CHHAPOMA HA OTHEMAHE MOTAT a Ce NOABAT JOPH Npe3 HHTEPBAJIHTE MEXY
OTHETHHTE JIO3H, 0COOEHO KOT&TO JIEKAPCTBOTO C€ IPHUNAra BbB BUCOKH JIO3H.

AHTEpOrpanng aMHe3ns

ITonoGHo Ha npyrH Ger3omnasenHA U GeH30IHA36IHH-IONO0HH JIEKAPCTBEHH MPOAYKTH, KIOHAENaM
MOXE ia NPCAH3BHKA AHTEPOrpagHa aMHe3HA. ToBa CLCTOSHME OORKHOBEHO ¢ NOSBABA HAKOJIKO YaCa
CJIe/ MPHEMA Ha JICKAPCTBOTO, 0cOBeHO NPH BHCOKA 034,

IlapaZiokCaNTHY peaKiay

Iono6HO Ha Apyry GeH30IHAIEIIHHM, KITOHA3EAM MOXKE AA IPEIHIBHKA NapaJOKCaIHA PEAKIHH KATO:
TpeBoXHa BE30y/1a, BE30YMMOCT, pajipasHHTETHOCT, ATPeCMBHOCT, BpaxIeGHOCT, KOIIIMAPH,

XAJTIOLMHALIHH, NICHX03H, COMHAMOY/TH3bM, HADYTICHAS HA IMIHOCTTA, YTEKHIBAHE HA HHCOMHMA. Teau
peakuaH ce HabMOAABAT MHOTO NO-9ECTO NMPH NALMEHTH B CTAPYECKA Bh3PACT HIH NALMEHTH ¢

AJIKOXOITHA 3aBHCHMOCT.
AKO Ce MOABAT TAKMBA CHMITTOMH, JIEGCHHMETO C KIOHa3enaM TPSGBa fa ce IMpeyCTAHOBH.

Yo e HA

KnonasenaM Tpa6ea na ce H3nonssa ¢ 0cobeHo BHEMAHHS NPH NAHMEHTH CHC CHIIHK CHMIITOMH Ha
penpecHs. Takapa DAMEHTH MOraT s MMaT caMoyGuiicTBenn MBCIH. Tlopamu BE3MOXKHOCTTS 38
[IpeJHAMEPEHO ITpeRO3HpaHe, KIoHa3senaM Tps6Ba Aa ce mpeAMcha HA TAKHBA NALMEHTH BEB BE3MOKHO
Hal-HUCKATA 034,

benzomuazenuny U 6eH30MHA3EMHH-TIONOGHM JIEKAPCTBEHM MPOIYKTH He TpA6Ba Na ce Halom3Bar
CABMOCTOSTENHO NPH JICICHHE HA ICNPECHA HWIH TPeBOKHOCT, CBHP3aHa ¢ AenpecHs. MOHOTepanusTa ¢
TE3H JIEKAPCTBA MOXKE I BIIOIH caMOyOHliiCTBeHMTe TeH ICHIUH.

IlanmeHTHTE B CTAPYSCKA BE3PACT TPAGRA fIa NOTYYABAT NO-HHUCKH AO3H KIOHAa3enaM (Bi. TOuKA 4.2),
HOpany BE3MOKHOCTTA OT NO-H3NBEHH HEAKC/IAHH PEAKITHA B Ta3H BB3PaCcTORA IPYTIa, OCHOBHO << 4’7 )
AC3OPHCHTAIMA M HApYIIeHA MOTOPHA KOOPAMHAIMA (MafaHua, HapaHgBaHUA ). ﬁ;*?* / PP

Knonazenam Tpa6pa fa ce A3NON3Ea ¢ MOBHIIERO BHAMAHNE [TPH MAIMOHTH C
HECAOCTATPYHOCT, THH KATO € YCTAHOBEHO, He GeH30/MA3eIIMHUTe HHXHOMpPAT




He ce npenopsaea ynorpeGara ua 6eHzomuaseniiy 0 GeH20MA3eIMH-IONO0HH JIeKapCTBEHH MPOAYKTH
[IPH NAUMCHTH C TEXKA YePHOAPOOHA HEAOCTATHYHOCT, Thif KATO T€ MOTAT A8 YCKOPAT Pa3BHTHETO Ha
JYepHOApoOHaTa eHuedanonaTis. YepHoapoGHATA HEIOCTATEYHOCT MOIKE JIa OBEAE 1O 3ACHIBAHE HA
HEXENIAHWTE peakiMH Ha OeH30{HaA3eMMHATE.

Knonasenam Tps6ea Ja ce H3NON3BA ¢ HOBHIICHO BHAMAHHE NPH NALHEHTH C I1ayKOMA.

Knonasenam Tpafaa fia ce H3no/m3pa ¢ 0co6GeHO BHUMAHKE IIPH NAIHEHTY ¢ NepeSpaEa WM CHHHANHA
aTAKCHA.

Knonasernam Moxce 1a JoBezie 0 XHITEPCeKpeHd HA CIOHKA WK GpoHXHaneH ceKper, 0coBeHo NpH
KbpMaveTa ¥ MAIKH Jeua. [IpoxoauMocTTa Ha JuxaTe/HRTe MLTHINA TPAGBA A8 CO CACAM B XOIa Ha
JICYEHHETO.

[Ipn nammeHTH ¢ TOPQHPHN KIOHA3IENAM MOXE 1A NPOH3BHKA CNHICITTAYHH NPHIIATSIH.

He ce mpenopr4sa ynotpeGata Ha GeHsomuaseniny H GeH30MA3EMHH-ONOOHH IEKAPCTBEHH IPOAYKTH
IIpH NALHMEHRTH ¢ [ICHXO3H.

bemoauazenyny B GeH301HA3ENHH-NOA06HH IEKaPCTREHH NPOAYKTH TPAGEA A2 Ce HINOI3BAT C
HOBHIIOHO BHHMAHHE NTPH MAIIHCHTH C AHAMHE3A 3a WI0ynoTpeba ¢ anmkoxos WM HapkoTvim. Tesu

NAaMeHTH TpAOBA Aa OBIAT CTPHKTHO MPOC/IEASRAHH B X0/ HA NOUCHMETO C KJIOHA3eNAaM, Thif KaTo Te ca
H3JI0XKeHH HA BHCOK PHCK OT Pa3BUTHC HA NPHBHKBAHE H NCUXKYECKA 3ABHCHMOCT.

B xoza Ha NPOTEIDKATENTHO JIEUCHHE C KJIOHA3ENAM ¢¢ IPENOPLIBAT NCPHONHIHHA XEMATONOMHYHH
TeCTOBe (ITh/IHA KPBBHA KapTHHA ¢ MudepeHImMamHO Gpoere) 1 YepHOAPOOHH GYHKIMOBAIHN TOCTOBE.

[TaumeHTsT He TpAGBa Aa ynoTpebaBa amKkoXxos B X0/Ia HA NEICHHETO ¢ KTOHA3CNAM U 0 3 [IHH clie]
HEMOBOTO NPEKPATABAHE.

Pucx om convmcemsawya ynompeba na onuoudu

ChITbTCTBAmMATA YTIOTpe(a Ha KIIOHA3eNaM M OTHOMIM MOXKE JIa AOBENE 10 CEAMpaHe, pecrmparopHa
Aenpecus, komMa H CMEPT. [lopaaw Tesn prckoBe eqHOBPeMEHHOTO NpeNUCRaHe HA CENATHBHH
JIEKAPCTBA KATO OCH30HA3CIHHH WIH NOAOOHA HA TAX JIEKAPCTBA KATO KIOHAIENAM ¢ ONMHOHIH TpaGBa
na Onae 3aI1a3€HO 33 NAUMCHTH, 38 KOHTO HE € BE3MOXKHO ATTCPHATHRHO JICYCHHE. AKO CE B3eMe pemeHne
Aa ce npexmuame KnoxazenaM TZF xaTo CHITBTCTBAINO NPHIOKEHHE C ONMMOKH, TpROBa Aa Ce H3NOM3Ba
Hal-HHCKATA ¢(DeKTHBHA J1034, & MPOXWDKHTETHOCTTS HA JIETeHMETO TpatBa 1a 6616 Bh3MOKHO Hall-
KpaTKa (BX. ChINO o6ImuTe Npenopbky 3a JO3MpaHe B TOUKA 4.2),

[lanmerTHTe TpabBa Aa GBAAT BHMMATETHO OPOC/SISBAHM 38 IIPH3HAI H CHMITTOMY Ha pecIIMpaTOpHA
ACNpecHa H cexupane. B Tasd BPE3KA, CHIHO C¢ NPEeNopbYBa NAIMEHTHTE H MPIKeIIHNTE Ce 38 THX JIMIa
(xBACTO € MpHNOKEMO) 18 6BIAT HHGOPMUPAHH 32 TE3H CAMITTOMM (BX. TOUKa 4.5).

Knorasenam TZF chabpixa nakro3a MOHOXHApAT. [TalenT ¢ peKM Hac/IeICTBEHH MPoGeMH Ha
HEMOHOCHMOCT KbM FaakTo3s, MhJICH JIAKTa3eH AeMIHT MM MIIOK030-TANAXTO3HA ManabcopOims He

TpadBa jla MPHEMAT TOBA JICKAPCTBO.

Tabnerxure Kironasermam TZF 0,5 mg craspaxar asobarpmno — chacer xruro (E 110), xoeTo Moxe na
NPUYHHH ATTEPTAIHH PeaKiyH,

4.5 B3ammopeficTBEe ¢ APYTE JeKAPCTRCHE OPOAYKTH B APYTE $opMu Ba B3anmoielicrane
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OnHOHIHA AHATEeTHIM, O0IH AHECTeTHIM, HCHXOTPOIIHH JIEKAPCTRA, memmmk

UCHTPATHO AeHCTBAINY AHTHXHMIICPTeH3HBHH CPE/ICTBA 38CHIBAT JSIIPOCHBHHAT eq:elq/xna ngqqmmy \
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Aucyndrpam, HAMETUIMH, PHTPOMMLIHH, KETOKOHA30M, PUTOHABHD KATO HHXHOMTODH HA H30CH3HMHTE
Ha aToxpoM P-450 vrxubupar npouecrre Ha 6HoTpancdopManms Ha 1,4-GeH30IHA3CITHHOBHTE
IIPOM3IBO/THH H NOTEHLUPAT TAXHOTO AENpecHBHO AedcTaue rupXy ITHC.

JlexapCTBeHM NPOAYKTH, HHAYIMPAIIH AKTHBHOCTTA HA IMTOXpoM P-450 (manp. prdamMmuams,

(penobapbHTaN, HeHATOHH, MPUMALOH, KapOaMalelyH), NOBIHABAT IPOLIECHTE Ha GHoTpaHChOpMais
Ha 1,4-OeH30/(HA3CNMHHOBHTE NPOK3BOHE H OTCNa0BAT TeXHHTE HApMAKOIOTHYHM e(eKTH.

KoHcymMaipaaTa Ha AITKOXOJI B XOJa HA JICYCHHETO C KIOHA3EIAM NIOTSHIMPA JeNpecHBHITE edexTH BBPXY
LICHTPATHATA HEPBHA CHCTEMA H MOXKe [a IOBEE IO NApafOKCAIHN Peaki(MH KATO ICHXOMOTOPHA
BB30YyAa, arpecHBHO nosezienre. OCBEH TOBA, ATKOXOTLT MOTCHITHPA CEIATHBHOTO NeHCTBHE Ha
KJIOHA3eTIaM JI0 HAPYIICHA ABHIaTe/IHA KOOPAMHALHMA M 3ary6a Ha CL3HAHHE.

Knonazenam, DpHIara eHOBPEMEHHO ¢ MYCKY/THH PeNIAKCAHTH, YIH/DKABE H ITOTEHITHP& TEXHUTE
edexTh.

Emnospemennara yrnorpeba 5a xiioHasenam ¥ Kiac [l aHTAAPHTMAMHO CPEACTBO, RMHOAAPOH MOKE 1A
AOBENIE KO BIOMABAHE HA TOKCHIHOCTTA, XAPAKTePHA 3a GEH30MA3CIHHNTE (HAIIPUMED LICHTPATHA
ACTIPEeCHd, HAPYIIEHA MOTOPHA KOOpPIHHANMA ).

Korato wioHasenaM ce M3norssa eTHOBPEMEHHO ¢ IPYTH AHTHKOHBYJICAHTH, 0COGEHO ¢ XMAAHTOMH HWIH

¢enoGapburan, HexXeIAHUTE PEAKIIHY, CRBP3AHM ¢ REXMGUpase Ha GYHKUMMTE Ha LIEHTPA/IHATA HEPRHA
CHCTEMa MOTaT A8 OLJAT O-H3IBCHH.

Kiionaszenam, NpHiaras eHOBPEMEOHHO C HATPHED BA/MIPOAT, MOXE JA MPEIHIBAKA CMHIICIITHYCH CTATYC
ot abcancHh.

TioTIOTHOIYIIEHETO MOXE Jia AOBENiE IO OTCNAb6BAKE HA AKTHBHOCTTA Ha K/IOHA3ETIAM.

Omuonnn

ChoercTRANaTa YNoTpeda Ha CeAATHRHH JISKAPCTBA KaTo GE¢H30HAIIMEN HiIH NONO0HA Ha TAX
JICKAPCTEA, KATO KIOHACHAM C ONIHOKAM, YBE/IMYABA PHCKA OT CCAMPAHE, PECTIHPATOPHA ACIIPECHL, KOMA
H CMBPT NOPAJH afUTHBHHA ¢dekT Ha noTHckare Ba ITHC. lo3MpoBKaTa H MPOIL/DKHTERHOCTTA Ha
eQHOBpeMEHHATa yrioTpeba Tpabsa na GeaaT orpaumdeny (BkK. To4ka 4.4),

4.6 PepTraETeT, GpeMEEHOCT B KhLPMEHE

BpeMEeHHQCT
Tora nexapcTBo Mooke A1a ce HINON3BA PA GpeMEHHH XeHH, 0COGEHO Mpe3 MPBH H TPETH TPHMECTHP,

camo ako ynorpebara e abcomoTHo Heob6xomuMma 2a MalikaTa H ynorpeGata ga no-GezonaceH
CKBHBAJICHTCH JICKAPCTBCH MPOAYKT € HEPE3MOXKHA HITH € IIPpOTHBONOKa3zaHa. [Ipuiaranero Ha
KJIOHA3CTIAM B MOCJIC/HHA TPEMECTHP HA OPEMEHHOCTTA HITH IO BPEME HA PAXKAAHC MOXKE JIa NIPSAM3BUKA
XHUIOTEPMHA, XHIIOTOHHA, ChP/ICTHA ADATMHA, PECIIMPATOPHA JeNIPeCH H HE3aNOBOIMTEHO XpaHeHe Ha
HOBOPOAEHOTO.

HoroponersTe 9aMTO Maiku ca npreMany GeH30MHAENHAN XPOHHYHO 110 BpeMe Ha [I0-KHCHHTE eTaNn
Ha OpeMEeHHOCTTA, MOTaT Aa PAIBHAT GHIAICCKA 3ABHCHMOCT H 118 GLIAT B HIBECTEH PHCK OT Pa3BHTHE HA
CHMITTOMM HA OTHEMAHC B IIOCTHATAJHHA NIEPHO].

Xenm ¢ aeTepoieH MoTeHMAan TpIGBa Aa GraaT undopMupann, ue TpaGea aa ce KOHCYJITHPAT ¢ JIeKap,
8KO TUTAHMPAT /18 380pEMEHEST HIH NOJO3HPAT, Y€ MOTAT Ja ¢ SpeMeHHN.

KspMmene
Knonazenam npemunasa B xspMaTa. He Tps6Ba 1a ce npriara np xeHH, KOHTO Kb

IIOTCHIIHAJ Ha KJIOHA3CIIAM.




4.7 E¢exrn BLpxy cnocofuocrTa 3a modupane 1 pabora ¢ Mamunn

[TanpenTuTe ¢ emwiencus He TpuGea fa modHpar.

Ilo BpemMe HA JledeHHETO C KIOHAZENAM M 0 3 JHM CJIe[ PEKPATABAHE Ha JICUCHHETO, MAIMEHTHTE He
Tpabea N0 modupar 1 A3 U3NON3BAT MALIKHM.

4.8 HewxeaaHH JeKAPCTBEHE PEAKIER

CnienHaTa KOHBEHIMA © M3IO3BAHA 38 KNACH(HKAIMS HA HOXEIAHATE JICKAPCTBCHH POAKLIHM, HACTHITHIH

CJIeAl yNoTpeOaTa Ha JICKAPCTBEHUA NPOJYKT: MHOTO 4ecTH (>1/10), wectrz (> 1/100 a0 < 1/10), HevecTn
(= 1/1000 no <1/100), pemxn (=1/10 000 no <1/1000), muoro penxu (<1/10 000), ¢ HEH3BECTHR YECTOTA

(OT HANMMMHHTE JaHHH He MOXe a8 Ob/ie HAIPABEHA OLICHKA).

Hapymenns 52 HMyHHATA CHCTEMA
Mnozo peoxu: anahHnakcus.

C neuseecmna yecmoma: LIEPruHH PeaKkLH.

Ilcyuxyyny HapymeHns
Peoxu: npomenn B MHOHAOTO.

C Heuseecmua yvecmoma: RapymeHa KOHUCHTpamys, GeanokolicTBo, 0GLPKAHOCT, AE30PHEHTALTHS.

[Ipu narpenTy, nexkyBanu ¢ Knonasenam TZF Moxe na ce OSBH ACIIPECHN, HO TS MOXKE Ja € CBLP3aHA H
C OCHOBHOTO 3a00/14Bane.

C neussecmna wecmoma: NAPANOKCANTHY peakiiH (Bb36yAHMOCT, pa3dpa3HHTEIHOCT, ArPECHBHOCT,
B530ya8, HEPBHOCT, BpaXAeOHOCT, TPEBOKHOCT, HAPYIICHHA HA CHHN, KOMMAPH HIH NATOJOrHIHH
CBHMIIA).

Biokre ToUKza 4.4 33 3aBACHMOCT B OTHEMAaHe.

C neuseecmna yecmoma: CHHIMBOCT, 3a80aBEHM PEAKIMH, MYCKY/THA XHIIOTOHHA, 38MASHOCT, ATRKCHA.

Ionsgxora Morar fa ce NOSBAT MPEXONHH HAPYIMICHUS KATO AN3APTPHS, HAMACHA KOODIHHALAA HA
ABIKCHHATA H HAPYINCHHE HA MOXOAKATA (ATAKCHA) H HUCTAI'BM.

Modxe na ce pasBHe S8HTEPOrpaaHa AMHE3H4, KOSTO MOXe 13 6hie CREP3aHa ¢ HealeKBATHO NIOBCACHHE
(BK. TOUK2 4.4).

[lpu Haxo# GOPMH HA SIMWIENICHA € FEIMOXHO Ja C© NIOBHIIN YeCTOTATA HA NPECTHIHNTE NPH
NPOTHIDKHTEHO JIC4eHHE.,

HapymieHua Ha ounre

Yecmu: nacrarsm.
C Heuseecmna yecmoma: obpaTHMM HapyIneHHS HA 3PEHHETO (THILTONHS).

Chpacqnn HapylIieHHS

C neuzeecmna yecmoma: ChpACIHA HEAOCTATHUHOCT, CHPACICH ApPecT.

PecIIMpaTEepHO, FPHIHM H METHACTHHATIHH HADVIIICHF
C neuzeecmna yecmoma: pecliapaTOpHA NENPECHA.

CTOMAIHO-YpeRHH HAPDYIICHHA




Peoxu: rajieHe, eNHracTpancH THCKOM(pOpT.

Peam ypmxapm, upyplrryc, oﬁpm npexo,nﬂa AIOTICIHA, HADYIUCHHA HA MHTMEHTALMATA.
ADVIIICHUSA HA MVYCKVIIHO-CKCJIICTHATSA CH A M CRCIMHHUTCIIHATA THKAE
C neussecmua yecmoma: MycCKyiTHA cnaﬁoc'r.

C uemecma yecmoma: yuopa.

AP ADGNNA, O1DADAHNY M YOIONHOHNE, BR3HMKHANIM B DOIVITAT HA HHTCDBEHIIH

C neuzeecmna vecmoma: napaHus, PpaKTypH.
PHCKST C¢ MOBHINABA NPH €AHOBPEMEHRA YNOTpeba Ha CeAATHRH (RKMOYHTENHO AMKOXOIHR HAIATKH) 4 IPH

XOpa B CTAP4YECKA BH3PAaCT.

Hzcnensapuns
Peoxu: namanen 6poii Ha TpoMboLHTHTE.

Ilenmarpaasa nomynanys

npemenpeuelmopaalmme nmpnq}m noJioBM GenesH NpH Aenia (HOTBICH IPEXICBPEMCHEH

myGeprer).

TIPOAYKT € BaxXHO. ToBa MO3BOJIARE fA MPOXLINKA HAGMOACHHETO HA CHOTHOMEHUETO MOJ3A/PHCK 34
JIEKAPCTBEHHS MPOAYKT. OT MOHUMHCKUTE CIICLMANTHCTH C6 H3HCKBA J1a CHOOMIABAT BCAKA MONO3HPAHA
HeJKeJIaHa peakiig dpe3 HAIMOHAHATA CHCTeMA 3a Chro0manaHe:

HamiiHHTeNHA ATCHITHS [IO JISKAPCTBATA

ya1. ,Jlamsn ['pyes” Ne 8, 1303 Codnx

Ten.: +35 928903417

yebeaiir: www.bda.bg

4.9 Ilpeno3mpame

CHMITTOMH

B pesyarrar Ha Npeno3Epane MOTAT N CE MOARAT C/ICAHHTE CHMITTOMH: CLEIIHBOCT, JE30PHCHTALHS,
HESCHO rOBOPCHS, & MPH TEXKHA CITy4aH - 3ary0a na cr3HAHNE H KoMa. IIpenospaneTo, MpHYRHEHO OT
€AHOBPEMCHHO NMPACMAHE HA KIOHA3CTIAM H AIIKOXOJN KITOHA3CIIAM H JAPYTH JCOPeCcaHTH Ha

NEeHTPATHATA HCPBHA CHCTEMA, MOXE Na 6bJe XKUBOTO3aCTPAINABALIO.

Jleuenne

JiedeHHETO NPH MPEJIO3APAHE HA KIIOHA3ETIAM BIUTIOUBA STMMHHHPAHS HA BCE OmME HeaGCopOHpaHoO _
JICKAPCTBO OT OPraHH3Ma BPE3IMOXKHO HAl-CKOpO WM HaManapane Ha aGcopOimara Ha nen;pe@ﬂ? ;,;-‘f‘x\
CTOMAIIHO-YpeBHREA TPaxT. [IpHnaraneTo Ha AKTHBEH BBIVICH HA NAIMEHTH, KORTO Ca TIpHeN TN N
moﬂaaenauanoaam04mg/kg1'pﬂﬁna,uacemnpemmmmmnpneuauy%'m N ﬂ\: \

MaJIKO OT eJHH 4ac (50 g 3a Be3pacTiH, 10 10 15 g 3a mena). AKo Mpeac3HpPaHETo @
CTOMAINIHA NMPOMABKA He ¢ HeobxoamMa. Hmmemm, KOHTO HE C& HMAITH CHMIITOMH
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IIpoxoaUMOCTTa Ha JMXATENHUTE ITLTHINA, MYJICHT M KPHBHOTO HajsTaHe TPA6Ba Ia ce Habmonasar K
aKo € Heo0XOMMMO, B 3aBHCHMOCT OT CLCTOSHHMETO HA MAIMEHTA, TPIOBA A Ce 38I109He CHMITTOMATHIHO
JIeYeHHE.

Crienpidades aHTHAOT © QUIMaseHHNI (HTArOHHCT Ha GEH30MA3EITMHOBHTE PELIEIITOPH), KONTO MOXe aa

C¢ MPWIAra HHTPABEHO3HO ITPH CHICIIHA CHTYALHA.
Buumaume

DryMa3cHHI He € MOKa3aH PH NAIMEHTH, KOHTO IPHEMAT KJIOHA3eNAM NOCTOSHHO. Brapekn ge
(prymMaseHHN ynpaxkHaBsa c/1a60 H3pa3eHo SHTHEHISIITHIHO ACHCTREE, PAIKOTO HHXMOHpaHe Ha
GemsonuasenMEOBOTO AEHCTRHE MOXE A MPEH3BHKA CITHICIITHYEH TPHCTHI, 0COBEHO IIPH NALMERTH ¢
eMXIETICHA.

5. ®APMAKOJIOI'AYHH CBOUCTBA
3.1 DapMaxoaRHAMEIEEN cBoMCTBA

DapMaxOoTepanesTHYHA IPYIIA: AHTHEIMNCITHYHH JCKAPCTBA, GEH30/IHA3€TTMHOBH TPOH3BO/IHM,
ATC xon: NO3AEQ1

MAJIKHA MO3EK, MPOABIrOBATH MO3BK H APYTH CTPYKTYPH Ha LICHTPAITHATA HepBHa cHcrema. ToBa Boxu
RO HAMAJICHA AKTHBHOCT HA PAIMFIHA HEBPOHHH IDYIH: HOPAAPEHEPrAIHH, XONHHEPIHIHY,
AONAMMHECPIHIHE H cepoToHCpra~HE. HaMepenn ca Genzomasemin-cienuany CBHPIBAIIM MECTA,
KOHTO Ca IIPOTCHHOBH MEMOPAHHH CTPYKTYPH, CBBP3aHH C KOMIUIEKC, CheToam ce or GABA-A penerrrop
M XJIOpH/ICH KaHan. MexaHu3MbT Ha feHCTBHE Ha KIOHA3CAM € IIPOMSHA HA “dyBCTBHTETHOCTTA” Ha
GABA-epruaHna penienTop, kOH#TO NpAIHALEA H IOBHINABA AQWHMTETA HA TO3H PELEIITOP KbM raMa-
aMuHOoMacneHaTa kucesmBa (GABA), xofTo € enorener naxnbHTOpeR HEBpOTpaHCMITED. PeayirraTsT
OT 8KTHBHPaHeTO Ha GeH3onuasenMHOBHS WIH GABA-A peLenTop e yBeqHYapane Ha IPHTOKA HA XJIOPHH
HOHM B HEBPOHHATA KJIETKA Ipe3 XJIOpUAHMA Kanan. ToBa BOAM A0 XHIIEPNONSpH3AIMA HA KICTLIHATA
MeMOpaHa H KATO PE3yNITAT A0 HHXHOHpaHe HA HEBPOHHATA QYHKIMA (T.6. 0CBOGOKIABANE HA
HeBpOTpaHCMHTED). KIHANIHO, KIOHA3ENAM MPOSBARA AHTHETWICITTHYHO, AHKCHOIMTHIHO H CeaTHBHO
ACHCTBHE H YNPAKHABA YMEPEHO XMITHOTHMYHO JeHCTEME M HAMAJABA TOHYCA HA CKEJICTHHTS MYCKYIIH.
KnonasenaM NOBHINABA I'bPYOBHS NIpar H NPeAOTBPATIBA TeHEPANM3HpaHH repuocse. Toi o6nexuara xona

HA NeHePaNH3APaHM H QPOKANHH CIMWISHITHYHYE NPHNATBIH.

3.2 @apmMaxoxEHeTHIHN cBolicTBa

Abcopbums

Knonasenam ce aGcopbupa nobpe ot cToMamHo-1peBHAS TPAKT. BHOHATMYHOCTTA ClIeR EPOPAIHO
npanoxeHye e 90%. Cyien nepopatHo NPUIOKESHHS HA SIHOKPATHA 1038, MAKCHMATHATA CEpyMHA
KOHIICHTpamus ce HaOmo/aea B pamxaTe Ha 1 no 4 uaca. KiioHasenam ce cpup3pa ¢ KpLBHHTE IIPOTEHHH
okono 85%.

Pasnpenenenne
KiioHasenaM npeMHBABa KphBHO-Uepe6pocuBarHaTa 6apuepa M NANEATATA H ¢ CKCKPETHpA B
MaluroTO MiIgK0. O0eMET Ha pasnpenenenne € 1,8 - 4,4 kg,




EnvMuBanpoHHHAT nomyxHeoT e 20 no 60 uaca. Kionasenam ce excKpeTHpa IJIaBHO B YPHHATA 10]
(opmara Ha meTabonura. Ilo-Masko or 0,5% oT manyuenaTa n03a ce eKCKpeTHpa mpes 6p6penTe B

HenpoMeHeHa dopma.
53 Ipeaxsmmananm AannE 3a Gezonacroct
B npexsANIHA NPOyYBAHAS NP XHBOTHH (MHIIKH, IUTEXOBE), MPHEMANTH KIIOHAIEIIAM B 03K 3,9m

18 NbTH MAKCHMATHETE J03H, HIMIOI3BAHA IIPH XOpa, ce HAfUIoAB NOHEe IBYKPATHO YBETMUCHHE Ha
Y€CTOTATA Ha BPOACHH Ne}EKTH B CPABHEHHE C KOHTPOTHATA I'PYTIA.

6. GAPMAINEBTHYHH JAHHHA

6.1 ChoeEchk Ba HOMOMHETE BEICCTBA

HaTpyes HHIIecTeH NHEKONAT (THI A)
XKenatun

Cracer xmtT0 (E 110)

Tanx

MarHeaner creapat

JIakT03a MOHOXMpAT

KnonasenaM TZF 2 mg:
Kaproderno Hamecre

Opx3oBo HEmMecCTe
HarpueB HAImeCTeH rNIMKoJIaT
XenaTaH

IMomuacopbar 80
Harpuer naypuncyndar

Tanx

MarHesnes creapar
JiaxTO38a MOHOXHAPAT

6.2 HechrBMECTHMOCTH
HenpanoxuMo

6.3 Cpox Bma ropmocr

3 rOIMHHA

6.4 CroenEanmu yCrOBHS HA ChXpAHEHHE

Ha ce cexpanssa noa 25°C. Jla ce ChXpaHsBa B OPHIHHAITHATA ONAKOBKA, 38 A2 Ce MPENasH OT CBETIIHHA
M BNIAr4.

6.5 B=a B chILPRAHEEC HA OIAKOBKATA

bmucrepn ot Al/PVC opamkero pomo wm A/PVC/PE/PVAC 6ano ¢omo B kapronenaky
Enym 6muctep chabpika 30 wam 25 tabnerxu. R
Eman 6imcrep ¢ 30 Tabnerxu wim 2 Gnacrepa no 25 Tabnerxs, wim 4 6micrepa no 25 ¥

IIOCTABEHH B KAPTOHEHA KyTHSA, 388/THO C JIHCTOBKA 32 NALHCHTA. S

He BCHUKH BHIOBE ONAKOBKH MOT'aT Aa OBJAT MycHATH B nIpopax6a.
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6.6 CuenEanul NpeANa3sHH MEPKH OPH HIXBLPJNAHE

Heu3nomsBaHMAT JIEKAPCTBEH NPOTYKT MK OTNAXBHHHTE MATCPHATH OT Hero TpAOBa Jia cé H3XBHPJIAT B
CHOTBETCTBHE ¢ MECTHHUTE H3HCKBAHHA.

7. IPHTEXATEJ HA PASPEINEHHETO 3A YIIOTPEBA

Tarchomin Pharmaceutical Works “Polfa” S.A.

2, A. Fleminga Street

03-176 Warsaw
IIonma

8. HOMEP(A) HA PASPENIEHHETO 3A YIIOTPEBA

Knosasenam TZF 0,5 mg: Pernctpaumonen Ne 20200179
Knouasenam TZF 2 mg: Peructpanioned Ne 20200180

9, JATA HA ITBPBO PA3PEINABAHE/MIOHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

Tlata Ha TepBO paspemasane: 13.10.2020 r.
JlaTa Ha MOCNEAHO MOZAHOBABAHE:

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

Cenrremspu 2025
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