JuctToska: HHGOPMAREA 32 NANHEHTH

WAMBAHWTENHA ATERLIA NO NEKAPCTBATA

Mycant 2 mg Tab.1eTkn TucmoBKa - puaomenus 2

Musant 2 mg tablets
Kvum Pea. Ns '2003 O 1 L(G / Y venmines
MycanT 4 mg TabneTkn 7[3_\0 7 a’ — .(
Musant 4 mg tablets PaspowesHua Nt Ld- HO

28 UB 2[}21

TH3aHHAHH (tizanidine) Pﬂoapanuem............................ e sresarsseneoniss

IIpogeTeTe BHHMATENHO HSAATA IHCTOBKA MPEAH Aa 3aN0UHETe 12 IPHEMATe TOBA JIEKAPCTEO, ThH
KATO TH CHABLPXKA Baxma 33 Bac undopmanus,

3anasere Ta3H AHCTOBKA. Moxe fia e Hanoxky Ja % IpoYeTeTe OTHOBO.

AXO HMaTe HAKAKBH AOMBIHUTE/NHNH BBIPOCH, NoNuTAaliTe Bauua nexkap niu dgapManesr.

Togsa nexapcTBo e mpeanucaro MWaHO Ha Bac. He ro npeotcTrnraiite Ha apyru xopa. To Moxe Ja
KM HaBpeJld, HE3aBUCHMO e IPH3HALKTE Ha TAXHOTO 3abonaBaHe ca chIMUTE Kato Bawmnre.

AKO NoNy4HTe HIKAKBH HEKE/IaHH NEKaPCTBEHH PEakuyy, yBenomere Bammua sexap Hin dapMalesT.
ToBa BKIOUYBA H BCHYKH BE3IMOMKHH HEXETaHH peaKUHH, HCOITHMCAHN B Ta3H JIMCTOBKA. Buxre

TOuKa 4.

Kakso CBHAbLPKA TA3HA JHCTOBKA:
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2.

Kakso npefcrabasega MycanT H 3a KakBO Ce H3N0M2Ba
Kaxso Tpa6Ba fa 3Haere, npeau Aa mpHeMere MycanT

Kak na npuemare Mycanr

BB3MOKHH HeXXENaH! peaklHy

Kax na chxpausate MycanT

CohAnpxKaHKUe HA OMAKOBKATA M JOTBIAHHTENHA HHPOPMALIHS

Kaxkso npeacrasiasisa MycanT H 3a KAKBO ce H3I0/13Ba
MycaHT criajia KbM Ipyna nekapcTBa, KOHTO Ce HApHYaT CKeJETHO-MYCKYTHH PelaKCaHTH.

Bauiero JICKapCTRO CC H3NQJI3Ba 3a o0Jex4apane Ha CKOBaHOCTTA H OrpaHH4YCHHTE MYCKYJTHH

IBHXEHHA, NPEAUIBHKAHH OT MHOXECTBEHA CKIICPO33, HapaHABaHe HiIH 3a00/1ABaHHs Ha rPBOHAYHHs
CTBIO.

Kaxso TpaGBa na 3naere, npegn na npuemere Mycanr

He npremaiite MycanT:

IIpenynpexaeHns ¥ NpeANasHA MepKH
["oBopere ¢ Bamus nexap npeau aa npuemere Mycanr,

4KO CTC aNepPriyHH KBM TH3aHHAHH HIH KEM HEKOS OT OCTAHAAHTE CHCTARKH Ha TOBa JCKAPCTBO
(36poeHn B TOUKa 6).

aKo HMaTe TEXKQ YBPEAeHa YepHOApoOHa GyHKIHA
aKQ MpHEMATE JIEKApCTBA KaTo QUIyBOKCAMHH (32 JTeYeHHe HA JeNpecHs) WM IMIpoduIOKCalHH
(anTHGROTHK) (BHXTE CHIO ,,JIpyrH NexapcTBa ¥ MycanT” no-nony)

aKo uMare npobnems c 6u0penuTe
aKO UMaTe NPOGNeMH CBC CHPIETO, KATO HCXeMHUYHA GONECT Ha chple




- aKo HMaTe yepHoApoOHHM pobneMu

HApyra aexaperea H Mycanr
Hudopmupatire Bamua nexap wiu gapMauesT, ako NpHeMarte, HACKOPO CTe IIPHEMATH HIH € BE3MOKHO Aa
TIPHEMETE APYTH JIeKapcTBa.

MycanT He TpaGBa ia ce NpHeMa eHOBPEMEHHO ¢ (ITyBOKCAMHUH (3a T€YEHNE Ha JISIPECHS) HITH
unnpodaokcany (aHTHGHOTHK) (BikcTe ,,He npreMalite Mycant” no-rope)

Hudopmupaiite Bamms nekap uin GapMalesT, ako B3eMaTe:

- APYTH JIeKapCTBa 34 JIEYEHHEe HA HapyLIeH ChpACUEH PHTHM, KaTO HAMpHMEP aMUOAApOH,
MEKCHJICTHH WA nponadeHOH

- IHMETHARH (33 OO XPaHOCMHIIAHE HITH A3Ba HA XPaHOCMHJIATEAHHA TPAKT)

- HAKOM aHTHOAKTEpHAIHM CPEACTRA, H3BECTHH KaTO (iIyOPOXHHONOHH, HAPHMED EHOKCAllHH,
neduokcalHH MTH HOPQNOKCAHH

- podekokcHb (GoMkoycnokosBalno)

- ApOTHBO3a9aThuHA Tabnetxd. BL3MOXHO € fa peardpare Ha MO-HHCKa 1033 MycaHT, ako npHeMare
KOHTPANENTHEH BEB BHJ HA XaNyeTa.

- THKJIONHJWH (32 NPEAOTBPaTABaHE HA KPbBeH ChCHPEK)

- BCAKAKBH IEKAPCTBA 32 JIEHEHHE Ha BUCOKO KPBBHO HAIATAHE, BIIIOUHTENHO JHY PETHIH
(oTBOoIHABaUIM TaOneTKu)

- Gera-610KepH, HANPHMEp aTEHONO, TIPOIPAHOION

- JAHTOKCHH (M3N03BAH 33 ICYCHHE HA 3aCTOHHA CHPAEYHA HEAOCTATHYHOCT H npoﬁneMH CBC
CHPJCYHUS PHTEM)

- HAKOH YCIIOKOHTENHH (CHHOTBOPHH MIIH JIEKApCTBA 32 TPEBOKHH CHCTOSHHA)

- BCSAKAKBH JIPYTH JIEKapPCTBa, KOUTO AKO Ce IPHEMAT C TH3aHHIHH, MOTaT Ja NoBnusar Bawus
cbpacdeH pHTEM. KoHcynTHpaiiTe e ¢ Balud nekap uiH dapManesT.

MycanT ¢ Xpand, HATUTKH H 3JIROX0J1
MycanT MOXe ja ce IPHEMA HE3ABHCHMO OT XpaHaTta. ANKOXONBT MOXe Jia 3aCHIH CENIaATHBHAS e(eKT Ha
Mycant. He ce npenoprysa KOHCYMHEpaHe Ha alKoX0J, 1OKATO MpHeMare MycaHT.

BpeMenroCcT ¥ KhpMeHe

He ce npenopbusa ynorpefara Ha MycaHT no BpeMe Ha 6DeMEHHOCT HIIH KbpMEHe.

AKo cTe GpeMeHHA WIH KbPMHTE, CMATATE, Ye MOXeE Ja CTe GpeMeHHa WK nyTapupare 6pemMeHHoCT,
noceBeTBaiiTe ce ¢ Bamua nexap mnn gapMauesT npean ynotpebata Ha TORa JIEKapPCTBO.

Ilodupane u paGoTa ¢ MATUHAH
MycaHT MOXe fa NPeRU3BHKA CBHITHBOCT WK 3aMaliBane (BIXTe Touka 4 ,B'BSMO)KHH HedxenaHu
peakuun”). AKo UMaTe TaKWBa OILIaKBaHH, He odHpaiiTe H He H3NON3BaliTe MAIIMHY.

MycanT chbALpKA 1AKT038

Tosu nponykT cpaBpxa nakTo3a. Ako Bauuar nekap Bu e kasail, 9e uMate HETIOHOCHMOCT KbM HAKOH
33XapH, MOCHBETBAlTE ce ¢ Hero npey Aa B3eMETE TO3H JIEKAPCTBEH MPOLYKT.

3. Kak na npuemate Mycanr

Bunary nmpremaiite ToBa NEKapCTBO TOYHO kakTo Bu e kazan Bamns i
nonuraliTe Bamnd nekap wiu gapmanerr.
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IMpenopekuTe 32 06HYAlHOTO AO3HpaHe ca JafileHH NO-TOMY:

BunipacTan

Bamnsar nexap 0OHKHOBEHO WIE 3aMOYHE JICMEHHETO ¢ eIHOKpaTHA 1033 OT 2 mg, KOATO ClICH TOBA
NOCTENERHo e O/ IOBHINABAHA. Y BeIHUABAHETO HA A03aTa TpA0Ba /1a € H3BBPLIBA IIPE3 TPH-YETUPH
aud, Ipu yeenvuasane Ha fosata, Bamunar nexap me Bu nocheeTea Ja 1 pa3npeacnnTe Ha TPH WIM HETHPU
[IpHEMA AHEBHO.

OfnuaiinaTa gHeBHA 1032 € Mexkay 12 v 24 mg. MakcuMannaTa fHeBHa J03a € 36 mg.

Crapuecka Bn3pacT
Baumuar nexap e peliH famy Tpabsa Aa pHeMare MycaHr.

¥Yrotpeba npn Aena 4 wHomH (nox 18 rogRmAa Be3pacT):
MycanT He ce penoppbYBa 3a ynoTpeSa OT [ela 4 IOHOIUIH,

HNanuenTH ¢ 6s0peann 3aGonneanun
Jleuenneto TpaGBea fa 3amoune ¢ 2 mg BeAHBK AHEBHO, BawusaT nexap me Bu nockseTRa Kak Ja
yBelHYaRaTe J03aTa.

Ha4nn na npuiosenne: ,

MycaHT € npeaHa3HaveH 3a MepopanHo NpHIoKeHRAe (TIpe3 ycTaTa). TabneTkure Tpabsa 1a Ce NpermeIlaT ¢
Yalla BOAa.

Tabnetkara oT 4 mg Moxke na Gpae pasneneHa Ha paBHEA JO3H.

AKO CcTe NpHAEJIH HOBeYe 0T HeoGxoquMaTa no3a MycanT

Axo Bue (Wi HAKOH Opyr) cTe NpHeld MHOTO TaOAeTKH HaBeAHNDbK, HIIM CMATATE, He JIETE € MOrbIHAIO
HAKOA OT TABNETKHTE, CBBPXKETE ¢ He3aGaBHO Che CHEUIHOTO OTAENCHHE Ha Hali-Ox3kaTa OONHKNNA MM ©
Bainus nexap.

[Ipenosupanero MoXe fla PHYMHHM rajieHe, MOBPHINaHe, HHCKO KPEBHO HajdraHe, GapHa WIH HEpHTMHYHA
ChpleuHa OeiHOCT, 3aMaliBaHe, CTeCHABAHE HA 3EHHIMTE, 3aTPYAHEHO AHIIAHE, KOMA, OE3MOKOHCTBO HITH
CBPHIMHUBOCT.

AKo ¢Te mponycHa/IH Aa npuemeTe MycanT

AKO cTe NporycHANK Ja PHEMeTe €Ha HIH noBeye oT Bawmte Tabnerky, B3eMete camo obn4aiinng Opoii
TabNeTKH BB BPEMETO 3a cieABalaTa xoza. He p3emalite qBoiiHa f03a, 32 1a KOMIIEHCHPATE MPOIyCcHATaTa
TabneTka.

AKO cTe copens npHemMa Ha Mycanar

He cnmpaiite aa mpremare MycaHT, 1OKATO IeKapaT BX KaXe Aa ro Hanpasute. Jleuenneto ¢ MycaHT
Tps6Ba 11a ce mpexpaTH NOCTENeHHo, 0co0EHO aKo CTe pHEMai BHCOKA A034, OCBEH aKo JlekapaT He Bu e
RaJ ApyTH yKazanui. BHE3anHOTO npeycTaHOBSBaHe Ha JICUEHHETO MOXKE J1a IPpHIUHH eEeKTH, KaTo
YCKOPE€Ha CBpICYHA NEHAOCT U BHCOKO KPBBHO HAJIATAHE,

AKO HMATE HAKAKBH JOMBIHUTETHU BLIIPOCH, CBBP3aHH ¢ YNoTpefara Ha TOBa
Bawms nexap unu gapmanesr.




4, BBIMOKHE HeXeTaHH peakulu

KakTo BCHYKH JIEKapCTBa, TOBA IEKAPCTBO MOXKE /1a MPEAH3BHKA HEXENaHH PEAKIHH, BBIIPEKH Y€ HE BCEKH
TH [Onyy4aea.

CeobiaBa ce 3a CieIHATe HEXeAaHH peaKLHH:

YHecrw (Morar ja 3acersar 1o 1 na 10 pauments):

CpHIMBOCT, YMODa, 3aMasiHOCT
- Io#uxkenne Ha KPEBHOTO HANMATAHE
- INoBuineHKe HA KPBBHOTO HANATAHE NPH BHE3ATIHO [IPEYCTAHOBABAHE HA JICUEHHETO
- CyxoTa B ycrara
- HamanspaHe nim ypemA4YaBaHe HA ChpASYHATA YeCTOTA

Penku (Morar Jia 3acersar a0 1 Ha 1 000 nanpeHTH):

- XamouuHaumn

- Hapyimenus Ha CbHe, BRIIOYHTENHO TPYIHOCTH IIPH 3aCIIUBAHE

- T'anene, cromainso pazcrpoiicTeo

- [Tpomenn BB PyHKUHATa Ha YepHuA APO6 — MOXe AA ce HATOKH Ja ce r[pan'r KPBBHH H3CNEABaHU,
32 J1a Ce MpOCTIeIABAT

- MyckymHa ciaboct

Muoro penky (Morar na 3acernat a0 1 Ha 10 00 manpenTty)

- Buananexue Ha 4epHHA Apo6 (xenaTut) wiK YepHOApoSHa HEJOCTATHHHOCT, KOETO MOXE Aa JOBE/E
A0 MOXKBATABAHE HA OUMTE WIH KOXATa H/HIIM MOTEMHABAHE HA ypuHaTa. KoHCynTHpaiiTe ce
He3abaBHO ¢ Bamus nekap, ako ToBa ce Cy4H.

C Heu3pecTHa YecToTa (OT HANHYHUTE NAHHY YECTOTATA HE MOXKE A3 C€ YCTAHOBU):
- ANEPrUYHHA peakuuH

- Hescen rosop

- Bonka B cTomaxa

- [Toeprmane

- Cupbesx, obpus

- Henpaphnen cepAedes puTeM

- ['naBoSonue, HeoGH4aliny ABHKEHHA
- 3aTpynseHo GoKycHpaHe Ha OuHTe

- 3ary6a Ha aneTuT

- TpesoxkuocT, 06BpKAROCT

CrpofImaBane HA HeXKENARH PEAKIUH

AKO NOITyYHTE HAKAKBH HEXENAHH IEKAPCTBCHH peakiuH, yenomere Bammsa chxap Wi QapmatiesT. Tosa
BKIIFOYBa BCHYKH Bb3MOXHH HEOMICAHH B Ta3H JICTOBKA HEXeNaHH peakuui. MoxeTe ChlIo Ja cho0ImuTe
HeXeNlaH! PeaKUMH JMPEKTHO upe3 MamsHuTeHa areHiuA No nexapeTpara, yi. ,.JamMsan Fpyes” Ne 8
1303 Codpus, Ten.: 02 89503417, yebeaiit: www.bda.bg. Kato chobaBate HexellaHH peakijy, MOXETE Ja
HaleTe CBOA MPHHOC 33 NONTyYaBaHe Ha nobeue HHGOpMaIHa oTHOCHO 8e30macHocTTa Ha ToBa JIeKapcTBo.

S.  Kak pa cexpanasate Mycant

Ha ce cuxpaHspa Ha MACTO, HEAOCTHIHO 33 Jeld,




To3u nexapcTBEH NPOAYKT He H3UCKBA CTIELHANHH YCJIOBHA Ha CEXpaHEHHE,

He n3monspaiite ToBa NeKapcTBoO cliel CPOKa Ha FOAHOCT, 0TGelIs3aH RbPXY KApTOHEHATA ONAKOBKa.
CpoxeT Ha FOAROCT OTTOBAPA HA NOCTERHNE AEH OT IOCOHEHHS MECeLl.

He naxsepnsiiTe nekapcTrara B KaHATH3ALHATA WM B KOHTEHHEpa 32 JoMaluHH 0TaAslw. [TonuTalite
Baniuks tl)apMaHCBT KaK Ja H3IXBLPIATE NCKAPCTEATa, KOUTO Be4Ye HC M3MOJI3BaTe. Teau MCPKH e
CTIIOMOTHAT 32 Olla3BaHe Ha OKONHATa Cpefa.

6. Crabpiande Ha ONAKOBKATA H A0NLAHHTETHA WHPOPMATHS

Kakro coaspxa Mycanr

- AKTHBHOTO BellIeCTBO € TH3aHHINH. Beaka TabneTka coanpka 2 mg wiH 4 mg TH3aHHIUH (KaTo
XHPOXJIOPH).

- JpyTHTE CBCTABKH ca: AaKTo3a, Oe3Bo/Na; UETYN032, MHKPOKPHCTAIHA; CTEapHHOBA KHCEIHHA B
CHIIHMIIHEB THOKCHJ, KOMOHAeH Ge3BOIeH,

Kak n3rjesxaa MycanT H KaKBO ChABPAA ONAKOBKATA:

- Tabnerkute MycanT ca Oenu, KpLLAH TabneTKH

- MycanT 2 mg nma o3radenne “N 62” o eiHaTa CTpaHa.

- MycaHT 4 mg uMa IeNUTENHA YepTa OT eIHATa CTPaHa H o3HaueHHe “N 63” oT apyrata cTpasa.

- Ta6netkuTe 0T 2 mg ce npeanarat B onaxkosky mo 10, 28, 30, 34, 60, 84, 90, 91, 98, 100, 105 u 120
TafneTkH

- TabneTkuTe OT 4 mg ce npenarar B onakoskd o 10, 28, 30, 34, 60, 84, 90, 91, 98, 100, 1051 120
TabIeTKH '

- He pcuuxH BHZOBE ONAKOBKH MOTAT Aa GBAaT NYCHATH B npojaxba

IIpHTexaTes HA pa3pelieAHETo 32 ynoTpe6a H NPON3BOIHTEN
Ilpumesicamen na paspewenuemo 3a ynompeba

Zentiva k.s.

U kabeiovny 130,

Dolni Mécholupy

102 37, Prague 10

Yenika pemyGianxa

IIpouzeooumenu

Niche Generics Limited

Unit 5, 151 Baldoyle Industrial Estate
Dublin 13

Upnangns

/laTa Aa NOCHeARO MpepasrIeKaane HA JECTOBKATA:
03.06.2021r.
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