KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. UME HA JIJEKAPCTBEHHS ITPOAVKT lexzs -7 _ 1

MycaHT 2 mg TabneTku
Musant 2 mg tablets

MycaHT 4 mg TabneTku
Musant 4 mg tablets

2. KAYECTBEH U KOJIMYECTBEH CBCTAB

Bcesika Tabnerka oT 2 mg chaAbpKa:

2 mg TU3aHUAMUH (tizanidine) (kaTto 2,288 mg TU3aHWAWH XUAPOXJIOPHA)
[IOMOLIHO BEMIECTBO C M3BECTHO AEUCTBUE:

100 mg Ge3BoaHa nakrosa

Bceska tabnerka ot 4 mg chabpka:

4 mg TM3aHUuH (tizanidine) (kato 4,576 mg TU3aHUAUMH XUJIPOXIJIOPU)
1 IOMOILI{HO BELIECTBO C U3BECTHO JEUCTBHUE:

200 mg 6e3BoHA J1aKTO3a

3a IbJIHKA CITMCHK Ha MOMOILHMTE BEIleCTBa BIDKTE TO4YKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Tabnerka
.Tabnetkure MycaHT ca 6enu ¥ KpBIy.

MycanT Tabnetku 2 mg umat Haamuc ‘N 62° oT egHaTa cTpaHa.
MycaHT TabneTky 4 mg umart AenuTenHa yepra u Haamuc ‘N 637 oT apyrara cTpaHa.

Tabnetkara 4 mg Moxe na Ob/1e pa3aesieHa Ha B€ paBHHU JI03H.

4. KJIMHAYHU JAHHHA

4.1 TepaneBTHYHH NOKA3AHHA

JleyeHHe Ha CIaCTMYHM NPOSBH, CBBP3aHH C MHOXKECTBEHA CKJIepO3a MIIH C YBpEX/JaHe WM 3a00/sBaHe Ha
rppOHAYHUS MO3BK.

4.2 Jlo3HpoOBKa H HAYHH HA NPHJI0KEHHE

Jo3upoBka

EdexThT Ha TH3aHWAWH BHPXY CIMTACTHYHHUTE MPOSBH € MAaKCHMaJIeH B paMKHTE Ha 2-
NPWIOXKEHUE U MMA CPaBHUTEIHO KpaTKo AeHcTBUe. ETo 3a1110, BpEMETO H 4€CTOTATA
TpsOBa Aa ce onpeaensaT HHAMBUAYATHO U TU3AHHIWH TPAOBa a ce rnpusiara B 0T/
JHEBHO, B 3aBUCUMOCT OT HY)>KIIMTE Ha INaLueHTa. TepaneBTHYHUAT OTTOBOP € pa3
MaLMEeHTH, 3aTOBA € HEOOXOAUMO BHUMATETHO TUTPHPAHE.

b
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Tpabpa aa ce BHMMAaBa Ja He Ce NMPEBHIIM A03aTa, KOATO AaRa JKeMaHHsA TEPANleBTHIEH S(eKT.

OfnualiHaTa HaYanHa eJHOKpaTHa 034 € 2 mg, KOATO C€ YBEJIMYapa C 110 2 mg rnpe3 HHTePBAIHU He TOo-

* MANKO OT IONIOBHH cefiMuIia. OnITHMMATIEH TEPaNeBTHEEH OTIOROP Ce MOCTHTa OOMKHOBEHO ¢ IHEBHA 034
mMexay 12 u 24 mg, pasaenesa Ha 3 — 4 npuema npes paBHH HHTEpPBAIH OT BpeMe. EnMHHYHATa THEBHA 1032
He TpabBa Ja HaapumIasa 12 mg. Obmara qHeBHA A03a He TpAOBa Ja HaasHIiasa 36 mg.

Hemxenanu nexkapcTBeHM peakuivM (BX. TOYKa 4.8) Morar a HaCTBIIAT NPH NPHJIATaHE HA TEPaNeBTHYHH
HO03H, HO Te MOTaT Aa 6BAaT MUHUMM3HPAHH 9pe3 OaBHO TUTPHPAHE, TAKa Y€ MNPH NO-Io/iMMara 4acT OT
NanyUeHTHTE T He ca orpannjasail (akrop.

- Hpexpamasane na mepanuama
AKO € HeoDXOTUMO TepanmHATa Aa Oble npekpaTreHa, 0coOeHO MPH NAIMEHTH, KOUTO ¢a NPHEMATH BHCOKH
AI034 2a NPOOBJDKATENHH IEPHOH OT BpeMe, Jo3ara Tpabsa 6aBHO 1a ObJ¢ HaMalldBaHa (BX. ToUKa 4.4).

Cmapuecxa gv3pacm |

OnuTsT NpY NALMEHTH B HANPEAHAIA BB3pacT € OrpaHH4eH M [PUIAraHeTo Ha TU3AHHIAHH HE Ce
NpenopbYBa, OCBEH aKo MOM3aTa OT JICHEHHETO OUSBUAHO NpeBHIIaBa pHCKa, PapMaKOKHHETHYHHTE TaHHH
NOKa3BaT, 4¢ OBOPEYHHAT KNMUPBHC NP NALMEHTHTE B HANpeHAjIa BE3PacT MOXKe Aa ObAe 3HAMMTEIHO
HamasieH. [lo TasH nmpuvHHEA € HeoOXOAHMMO NOBHIHEHO BHUMAaHHe, KOraTo ¢e IpHiara NnpH raLyMeHTH B
CTapuyecka BB3pacT. |

IHeouampuyuna nonynayus
OnuTET NIpH yriorpeba Ha TU3AHHAMH NpH nera nox 1 8-romuimHa Be3pacT € orpaHHdeH. He ce npenopnusa
ynorpedaTa Ha TH3aHHAHH MPH Ta3H HOMYJIallHA.

Bvbpeuno yapecoane

[Tpu mamesTH ¢ 650peyHa HeAOCTATHYHOCT (KpeaTHHHHOB KIMPBHC < 25 ml/min) neyeHueTo TpsOBa a
3aroYHe ¢ 2 mg BEAHBK JHEBHO ¢ GABHO THTPHpaHE 0 AOCTHTaHe Ha e(PEKTHBHATA 1034, YBEIHYABAHETO
Ha Jo3aTa TpAORa Aa OBJe ¢ He MoBede OT 2 mg, B ChOTBETCTBHE C IIOHOCHMOCTTA B €(pEeKTHBHOCTTA. AKO
edukacHoCTTa TpAbBa Na OBLae momoOpeHa, ce MpernopsuBa Aa ce NOBHIIABa HABHO €/HOKpAaTHATA THEBHA
HO3E MR fd CS MOBRIIF YECTOTATd He PHROKEHHE. BLOpeunaTa thyrkims NpH Te3n NaueHTH Tpatsa na-
ObAe MOHMTOPHPAHA IO TIONXOAAI HAYHH (BX. TOUKa 4.4).

Ueprnodpobno yapeacoane
Ynotpefata Ha TH3AHHAKH € IPOTHBONOKA3aHA TP NAIMEHTH ChC SHAMHTEIHO YBpPEACHA YepHOAPOOHA
dpyHKIEA (BX. TOUKH 4.3 1 4.4).

HauyuH Ha NPUITOKECHHE
[TepopaHO NPHIOKESHHE,

4.3 IlporHBOomoKazanusd

[IpunaraHeTo Ha TH3AHMAMH NP NALHEHTH ChC 3HAYMTENHO YBpeieHa 9epHOAPoOHa GYHKURS €
TIPOTHBOMOKA3aHO, Thil KATO TH3AHHAMH ¢ MeTa0OoIH3Hpa [IABHO B HEPHMA APOO.

EnHoBpemMeHrHaTa ynoTpeta Ha TH3aHHOMH ¢be cHHE HExuOuTopn Ha CYP1A2 Kato quryBOKCaMHH WM
UNPOQUIOKCALIMH € [IPOTHBOIIOKA3aHa (BK. TOUKHA 4.4 1 4.5).

CBPEXUYYBCTBUTETHOCT KBM aKTHBHOTO BELIECTBO HIIM KBM HIKOE OT [IOMOUIHKUTE BEHIECTBA, H30pOEHH B
TO4Ka 0.1.




44 CoenHajgEn DpegyOpexAeHda H peIna3zHl MEPKHA NpH ynoTpeda

CYP uuxuburopu

Exnoepemennara ynotpeda Ha Ti3anaguH ¢ CYP1A2 uaxuburops He € npenopbuTenHa (Bk. Toukd 4.3 H
4.5).

XHUOQTOHHA

XHIMOTOHMA MOXXE J1a HACTHIIH 110 BPEME Ha JIEYSHHETO C TH3AHUANWH (BX. TOUKa 4.8), a CBHILIO M BCIEACTBHE
OT NEKAPCTBEHO B3auMoneiicTBHe ¢ HHXHOUTOpH HAa CYP1 A2 /KM aHTHXHNIEPTEH3UBHH JIEKAPCTBEHH
npoAYKTH (BX. TOUKa 4.5). HabGmogagaHH ca ChIO Taka TeXKKH MPOABH Ha XHIIOTOHMSA, KaTo 3aryba Ha
Ch3HAHME M LIUPKYIATOPEH KOJAIC.

CHHAPOM HAa OTHEMaHE

Crnieq BHE3alHO CIIMpaHe Ha MpHEMA Ha TH3aHUIHH, KOTaToO € ynoTpeOABaH XpOHHYHO H/WIH BbB BUCOKH
JAHEBHM 03K W/WIH €JHOBPEMEHHO ¢ AHTUXHIICPTEH3HBHH CPEACTRA, ¢ HabmogaBaH pebayH/ epexT Ha
XHIIEPTOHHA H TAXHKApAua. B kpaliHH ciiy4aH, pebayH) edeKT Ha XMNEPTOHHA MOXKE [a NMpeau3BHKa

MOIBYHOCHIOB HHIMASHT. YnoTpebara Ha TH3IAHUMH He TpAGRA J1a ce NPeKbCBa PA3KO, 4 MOCTENeHHO (BXK.
TOuKH 4.5 1 4.8).

Br6pedHa HeAOCTATHYHOCT
[1Tpu nmaupeHTH ¢ 6B0peuHa HeAOCTATHYHOCT (KPEaTHHHHOB KITMPHHC < 25 ml/min) e MpenoppYuTeIHo

JIeUEHHETO 1A 3allOuHe ¢ 2 mg BedHbK HHeBHO. [TopHiIaBaHeTO Ha J03aTa TpAOBa Ja ObAe H3BHPIIEHO
NOCTENIEHHO B 32aBHCHMOCT OT MIOHOCHMOCTTA M e(pHKaCHOCTTa. AKo € Heobxoanmo aa 6bvae noaodbpena

e(pUKACHOCTTA, € IIPEMOPBUHTEIHO Aa C€ YBEIIWYH ITHPBO AHEBHATA 032 MpPelH Ja C¢ YBEJIHYH YeCTOTaTa Ha
MPIIOKEHHE.

ChpneYHOCHOOBH, YepHOApoOHH nin 6606pedHl yBpexnaHua |

Heo6xoaumMo € MOBHILIEHO BHUMAHHE TIPH NalHEHTH CbC ChPASYHOCHI0BH HAPYUIEHHA, KOPOHAPHA
apTepraiiHa donecT unu OsOpeyny WK YepHOApoOHU HapylueHus. [1o BpeMe Ha IeYEHHETO ¢ THIAHM/IHH Ce
npenopbuBa Ja ce MpOBEXAAT peAOBHH KIMHUYHH nadopaTtopHi macieasanns H EKT'.

HapyineHa uepaonpotHa GyHKIHs

TeikaTo ce CHOBIASE 3T Wipyuréna 4epnoapoOHa pyhkis BTE BPhiRa CYhoTpeOaTa HE BRI, HO
PAAKO MPH JHEBHU JO3H A0 12 mg, € MpenophYMTEIHO YePHOAPOOHHTE PYHKLHMOHAIHN H3CICABAHHA 1A ¢&
MOHHTOPHPAT €KEMECCUHO Npe3 ITHPBUTE HETHPH Mecella NPH MALMeHTH, ITOTy4JaBaly 031 Hafa 12 mg H
TIpH NAlHEHTUTE, KOUTO Pa3BHBAT KITHHUYHH CHMITTOMH Ha HapyIleHa YepHoApoOHa QyHKI(4s, HApHMED
HeOoOSCHMMO rajicHe, aHOPEKCHS HIIH YMOpa. JleueHHeTo ¢ TH3aHHAHH TpsiOBa Ja Obiae npeycTaHOBEHO, aK0
cepymamuTe HUBa Ha SGPT (cepymMHa riryraMar- nupysar TpaicamuHasza) W/t SGOT (cepyMHa riryraMar -
OKCAAIeTaT TPAHCAaMHHA3a) ¢a NMOCTOAHHO Ha[ TPH ITHTH I'OpHATa rpaHHUlia Ha HopMaTa. [Ipunaranero Ha
TH3aHHAWH TpAOBa Aa Ob/1e MpPeyCTaHOBEHO NMPH NAUEHTH CHC CHMITTOMH Ha XEIIATHT WX IIPOABH Ha
WBITCHHLIA. |

JlexapCTBEHHAT MIPOAYKT Chibpka Ge3BoHA JakTo3a. [TauerTn ¢ pesKH HACIEACTBEHM NpodIeMH Ha
rajlakKTO3Ha HEMMOHOCUMOCT, Lapp NakraseH JeHIUT WiK NnoKo30-ranakro3ta ManabeopOums, He Tpsdsa -
Aa NpHeMAaT TOBA J1€KapCTBO.

4.5 BianmoaelcTBHE ¢ APYIH JIeKAPCTBEHA NPOAYKTH H APYrA GQOPMH Ha B3aHMOJCHCTBHE

CYP pmxuburopu - |
EQHOBPEMEHHOTO MpHIIAraHe Ha MeKapcTBa, 3a KOMTO Ce 3Hae, ye nHxubupar aktusHocTTa HA CYP1A2

MOXe Ja MOBHILH TJIa3MEHHTe HABA Ha TH3aHHUOAMH (BK. TO4Ka 5.2). EnHOBpeMeHHaTa ynoTpeba
TH3aHUJHH ¢ (TYBOKCAMHH IIH LHHNPOQIOKCALHH, H ABaTa MHXUOHTOpH Ha CYP450 1A2 &
MPOTHBOTIOKA3aHA (BXK. To'Ka 4.3). EAHOBpeMEHHOTO NPHIIOKEHHE HA TH3AHUANH ¢ GnyBoO oy )
LMIpodIOKCALMH NpeAH3BHKBA yBenu4yaBaHe 33 msTH M 10 nbTH croTBeTHO B AUC Ha
KiMHp49HO 3HAYMMATA H TIPOABIDKMTEIHA XHIIOTOHHA MOXe Ja IIpeaH3BUKA, Hape] CbC CHE
3aMaiipalHe ¥ HAMANESHA MCUXOMOTOpHA AeHHOCT (BX. TOuKa 4.4). He ce npenopryusa eTHOR
NpHIaraHe Ha TH3aHHAHH ¢ ApYrH HHXHOHTOPH Ha CYP1A2, KaTO HAKOH aHTHAPUTMHLIH (QpF




MEKCHUETHH, nponadeHoH), HUMETHANH, HAKOH IIyOpPOXHHOIIOHH (€HOKCALMH, IIE(IOKCalIHH,
HopdutokcalpH), podeKkokcHb, mepopalHi KOHTPALICITHBH ¥ THKIOMHAWH (BXK. Touka 4.4).

TToBHIIABAHETO HA IJIA3MEHHTE KOHLIEHTPALMH HAa TH3aHWAMH MOKS 13 JOBEAE OO0 CHMITOMHM Ha
NpenO3upane, kato yaeokaeane Ha QT uaTeprana (Bx. Touka 4.9), EAHOBPEMEHHOTO NIPUITOKEHUE HA
TH3AHHIHH (BbB BHCOKH J03H) C APYTH J€KapCTBEHH NPONYKTH, KOHTO MOXE Aa MNPHYMHAT yAb/DKaBaHe HA
QT unTepBana, He ce npenopbuBa. EnekTpokapanorpadcko MOEHTOpHpaHe Moke Ja 6bae
PENOPEYKNTENHO.

AHTHXMNEPTEHINBHM CPEACTRA
Tl KaTO TH3aHHOWH MOYKe J1a HHIYLIMPa XHIIOTOHHA, TOH MoXKe Ia 3achnu edexra Ha

AHTHXMIIEPTEH3UBHHUTE CPEJICTBA, BKTIOYMTEHO JHYPETHLIM, H 3aTOBa ¢ HEOOXOIHMO ITOBHUICHO BHUMAHHE
TpH NALMEHTH, KOUTO IPUEMAaT aHTHXUIICPTSH3UBHH JISKAPCTBEHH MpoAyKTH. Heobxomumo ¢ BHHMaHHE H
MpH €JHOBPEMEHHATa ynoTpeda Ha TH3aHUOMH ¢ AHTHXHIIEPTEH3HBHY NPOAYKTH, HeTa-apeHopeLeTOpHH
O70KepH KK JMTOKCHH, Thif KaTo kOMOHHALHMATA MOXE [1a 3aCH/IM XHIIOTOHHATA WK Opamukapauata. [Ipn
HAKOH HAlIHEHTH ce HabmoaBa pebayHn ePeKT Ha XHNEPTOHHA H TaXUKapIHA NPH BHE3allHO NpeKpaTaBaHe
Ha [IPHEMa Ha TH3AHUAMH, KOTATO Ce NTpHiara €AHOBPEMEHHO ¢ AHTHXHIIEPTCHIHBHY TIeKapCTBEHH
nMpoAyKTH. B M3karouMTelrHn ciryqan, pebayHn epeKkTsT Ha XHIIEPTOHHS MOXKE Ja MPEAU3BHKA
MO3BUHOCHAOB HHIHAEHT (BXK. ToUukH 4.4 1 4.8).

IlepopanyH KOHTPALICITHRY

QapMaKOKMHETHYHHTE JaHHH CJIed eTHOKPATHO W MHOTOKPATHO NpHJIaraHe Ha TH3aHUAHWH NOKA3BaT, 4ye
KTMPBHCHT HA TH3AHHAMH ce NOHIKABA ¢ OKoJIO 50 % mpu skeHM, KOUTO Ca NPHEMATH €IHOBPEMEHHO
NepOpPaTHH KOHTpaLenTHBH. BEIIpeky Ue He € MPOBEKAAaHO CIIeIHANHO GapMaKOKHHETHYHO MPOYYBAHE 38
U3CTIeIBaHE Ha MIOTEHLHAMHM B3aMMOACHCTBHA MEXCTy NepOpaIHHTe KOHTPALICIITHEY W TH3aHHWIMH, TpA6Ba
Ja ce MMa NpefBH BE3MOXHOCTTA OT KIMHHYEH OTrOBOP HW/IIIH HEXENAHH JIEKAPCTBEHH PEaKiuH, KOUTO
HACTBIBAT ITPH NO-HHUCKH A02H TU3AHHIHH, KOTaTO Ce MpeANnucBa TH3aHHAHH Ha MALHCHTKa, MpUeMala
KOHTpaLenTHBHH Taberku. [IpH KIHHHYHA NpOyYBaHHS He e ChOOIIaBa 3a KIIMHHYHO 3HAYHMH
B3aHMOAEHCTBUA.

Opyru

AJNKOXOJTET M CEOAaTHBHHTE CPEACTBA MOTAT Aa 3aCHIST ceJaTHBHHA €hEKT HA TH3aHHIUH.

.0 WEPTHJAHNTET, UPDEMCHHOCT H KbPDMCHE

bpeMEeHHOCT | _
[IpoydBaHHATA BBPXY KMBOTHH [1OKA3BAT NIOBHIIEHA NTPe- H NEPUHATAIHA CMBEPTHOCT IIPH A03H, TOKCHYHH

3a MalikaTa. Tnit KaTo He ca MpoBeXkA2HU KOHTPOJIHPAHH H3MHTBaHMUA NpH OpeMeHHH xeHu, obaue,
NEKAPCTBEHHMAT MPOIYKT He TpAGBa Ia Ce U3MOJI3Ba 10 BpeMe Ha OpeMEHHOCT, OCBEH aKo Mnoji3aTa oT
NPOAYKTa KATETOPUYHO HAABHIIABA PUCKA.

KspMeHe

Makap, 4e caMO MaJIKH KOJIHYECTBa TH3AHWIHMH C¢ CKCKPETHPAT B AKMBOTHHCKOTO MJISKO, TH3AHHAHH HE
TpaOBa Ja ce npHeMa OT JKEeHH, KOHTO KbPMAT.

4.7 EdexTa Bppxy cnocodHOCTTA 32 II0¢gHEpane H paboTa ¢ MAMHEEH

[TaLeHTH, IpH KOWTO ce HAOMoAaBaT CHHIMBOCT, BHEHE HA CBAT WIH HAKAKBH NPH3HALM WIH CHMIITOMH Ha
XHNOTOHHA, TPAOBA J1a ce BB3ABPAKAT OT ACHHOCTH, H3HCKBAILK BHCOKA CTENEH HAa SAHTENnHOCT, Hanp.
modupaHe WiH paboTa ¢ MAHIHHH,

4.8 Hexenann JeKapCTBEHHE PeaKNHH

HexcenaHuTe NeKapCTBEHM PeaKLlii ¢a IPYTIIHPaHA MO CHCTEMO-OpraHHY KJ1acOBe ChITACHY
KOHBEHLIMSL:

Msoro gectn (>1/10)




Yectu (>1/100 go <1/10)

Heyectu (=1/1 000 mxo <1/100)

Peaxu (=>1/10 000 ao <1/1 000)

MEBOT0e peaxi, BRIEOUMTENHO w3oupann coyvan (<1/10 0060)

C Heu3BeCTHA YeCTOTA (YeCTOTATa He MOXKE /1a OB/Ie OlIeHEHA OT HAIMYHUTE JaHHH)

HapyineHus Ha v ara CHCTEMA
C Heu3BecTHA YecToTa: peakKiliy Ha CBPBXYYBCTBUTEIHOCT

[IcUXHYHH HAPYIICHHSA -
Peaxu: Xa/MOLHHALMH, Ge3ChHUE, HAPYIICHHS Ha CHHA.
C Heu3BeCcTHA YecToTa! TPeBOKHH Pa3CTpOHCTRA, CHCTOAHNA Ha 00BPKaHOCT.

HapyiiieHus Ha HEPBHATA CHCTEMa
YecTH: * CRHIMBOCT, 3aMaliBaHe

C "HeM3BecTHA YECTOTA: rnaBoboNHe, aTakCHs, JH3apTpus

Hapvinenus Ha oudTe
C HeH3BECTHA YeCTOTA: HapYIIEHHI B aKOMOJAIHATA

CrpIoeyHd HapyYIIEHHA

Yecta: Opanukapaui, Taxukapaua (Bxk. Touku 4.4 1 4.5)

C HeM3BeCTHA YECTOTA: Crobiaga ce 3a yanmkapaHe Ha QT-uHTepBana 1pH MocTMapKeTHHTOBH
HabmoneHns (BxK. Touka 4.9).

CraoBH HapyIIEHHS

YecTn: XUIIOTOHHA, pebayH xunepToHus (BkK. TOUKH 4.4 1 4.5)
'acTPOMHTECTHHAIIHY HAPYIICHUA

Yectn: CyXOTa B ycTara

Peaku: rafeHe, raCTPOMHTECTHHAJIHH CMYIUEHHUS
'€ HeHBBecTHE YecTOTa: - - Oodlka B 065aCTTa HA KOpema, TIOBPBLIAHE

XenarobuinuapHu HapyHeHus
Penx: NIOBHINABAHE HA YEPHOAPOOHHTE CEPYMHH TPAHCAMHHA3ZH

MHoOro penxH: XeNaTHT, YepHOApOOHA HEAOCTATHLYHOCT

HapymeHua Ha ko)KaTa M [IOJKQXKHATA ThKaH
C HeH3BeCTHa YecToTa: npypHTyc, 0Opus

Hapymierng Ha MyCKYTHO-CKeNeTHATA CHCTEMA H CHEAMHHUTEIHATA ThKaH

Penxu: MYCKYJiHa cnaboct

Q6K HapyIiieHus ¥ edexTH Ha MACTOTO HA NPWIOXKEHWE

YecTH: yMopa

C Hen3BecTHa 4YeCTOTA: JTMIICA Ha ATIETHT

HMacrenranus |

YecTu: ~ MOHHXKABaHE Ha KPBLBHOTO HAJAraHe
Penxwy: MOBHIEHH CTOHHOCTH Ha TPAHCAMHAHABHTE

*X amoupHanyTe ca caMoorpanndaBamy ce, 63 JaHH| 32 NCUX03a W BUHATH HACTBIIRAT
KOHUTO IIPHEMAT €HOBPEMEHHO NMOTCHIMANHO XAFOLMHOTEHHH BEIECTRa, HATIPUMED &

TlpH HHCKH JO3H, KATO HANpHMED Te3H, NpelopbYaHy 3a obiiekuaBaHe Ha O0ne3HeHH MYCK)
OOKJTAiBAHM CHHIIMBOCT, YMOpPa, 3aMasHOCT, CYX0TA B YCTaTa, [OHHKEHO KPBBHO Hana:raﬂ
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CTOMAIIHO-YpPEeBHU PA3CTPOHCTRA U YBENHYABAHE HA TPAaHCAMHHA3HTE, OOHMKHOBEHO KaTO JNEKH H MPEeXOaHH
HEXENaHM JIEKAPCTBCHH PEAKIIMH.

HpH IIO-BUCOKH OO3H, MPCIIOPDHYBAHH IIPH AE€YSHHETO Ha CIMACTHYHOCT, AOKIANBAHWTE HEXKEJIaHH
JICKAPCTBCHHU PCAKIIHM Ca NMO-4CCTH M NO-CHITHC H3PAa3CHH, B CpaBHEHHE C TC3H IIPH HACKHTE TO3H, HO PAOKO
TOJIKOBA TCHKKH, Y€ 1a UIUCKBAT IIPCKPATABAHE Ha JICYCHHUCTO.

B forrenHeHHe, MOTAT Jla B3HUKHAT CJICHHHTE HEXEIAHH PeaklMHM: ChbCTOSHHE Ha 00BPKaHOCT, XHIIOTOHM,
Opaaukapausa, MycKynHa ciabocT, 6e3chHMe, HApYIIeHUs B ChHA, XAMFOLHHALMH, XENaTHT.

CanapomM HAa OTHEMaAHE

PebayHa xunepToHUA M TaXHKapIus ca Habmonasany ciiell BHE3AIMHO NpEKpariBaHe Ha MpHeMa Ha
TH3aHUJHH, KOTATO € YNoTpe6ABaH XPOHHYHO H/IWIH BbB BHCOKH JHCBHH JO3H W/HIIH €HOBPEMEHHO C
AHTHXMIIEPTEH3WBHY CpeAcTBa. B kpaiiny ciy4an, pefayHa edexT Ha XUNIEPTOHUS MOXKeE 1a [IPEAU3BHKa
MOZBYHOCHAOB HHIMACSHT (BK. TOUkH 4.4 1 4.5 ).

Cro0lapaHe Ha MOAO3UPAHH HEAENAaHH peaKLHK
Cro01aBaHeTO Ha NOJIO3MPAHH HeXKEJIAHH PeaKUHH Clie] pazpeillapaHe 3a ynorpeba Ha nekapcTBeHHs

NPOIYKT € BaxXHO. ToBa 1103B0JIABa 13 NPOXBDKH HAOMONSHHETO HA CHOTHOIIEHHETO [10/13a/PUCK 3a
TIEKapCTBEHHA MPOAYKT. OT MEAHIHHCKUTE CNELHMATTACTH C€ H3MCKBA /1a ChOOIIaBaT BCAKA TOA03HpaHa
HEXENaHa peakuud uype3 M3menHuTeTHa areHIH 110 IEKApCeTBaTa, yia. ,,Jlaman I'pyes” Ne8, 1303 Codmus,
Tei.: 02 8903417, yebeaiir: www.bda.bg.

4.9 Ilpeasosupane

KUTHHHYHHKAT ONMUT € orpaHu4deH. B eauH cirydait mpy xoiiro Bh3pacTed NauueHT € norsaHat 400 mg
TH3aHU/IMH, BE3CTAHOBABAHETO € Guio 6e3 mHmaenTy. Ha naiyeHTa ca NpHIOKEHH MaHUTON M Gypo3eMHI.

CyuMnToMH
I"'anexe, ropprlaHe, XMIIOTOHHS, Opagukapaus, yaspkapaHe Ha QT wHTepsana, 3aMaiBaHe, MHO3a,
peciHpaToOpeH AHCTpec, KoMa, 6e3mokoiCTRO, CHHIMBOCT.

JleueHue

[Tocoupat ce o6muTe MEpKH 3a MOAXbPIKALIO JISUEHHE, KaTo TpAOBA [a ce HallpaBH OIHT 32 OTCTpaHABaHe
Ha HEMOrLIHATOTO BEUIECTBO OT CTOMAIITHO-YPEBHYUA TPAKT MOCPEACTBOM JIaBaK HA CTOMAaxa WIH
MHOTOKPATHO NPIICKEHKE Ha BHCOKH J03H akTHBeH BhrieH. IlauneHTsT Tpa6Ba na 6bae Aobpe
XHApaTHpaH, ThH KaTo ce oyakpa GopcHpaHaTa JHype3a Ja 3aCH/IH eIMMHHHPAHETO Ha TH3aHHAHH.
Ilocnensamioro gedeHne TpAOBa A3 ObOe CHMITTOMATHYHO.

5. ©G®APMAKOJIOIHYHHW CBOHCTBA
51 DapMaKoIHHAMHAYHH CBOHCTBA

@®apMakoTepaneBTHYHA Ipyna; MyCKyIHO-CKeNIeTHA CHCTEMA; MYCKY/IHH PEIAKCAHTH; [IEHTPATHO
JeACTBALIH CpeACTBa; OPYTH LieHTpalIHO AeiicTeainu cpenctea, ATC koa: MO3B X02.

TuzaHMAKH € IIEeHTPANHO AeiiCTRAL pe/laKCaHT HA CKeNeTHATa MycKyaaTypa. Tol AeACTBa OCHOBHO BBEPXY
rpeOHAYHHA MO3BK, KBIETO MMa JOKA3ATENICTBA, Y€ KATO CTUMYJIHpA NIPECHHANTHIHHTE anda2-penenropH,
TOH MHXUOHpa ocBoOOKIaBaHETO HA BB30YAHO AelcTBAIM aMHHOKHCEIUHH, KOMTO CTHMYIHpaT N-MeTHn-

""""

MYCKYJIHMAT TOHYC ChOTBETHO C€ MOHMXKARA.

TH3aHHAMH HAME OHpeKTeH e(eKT BBPXY CKeJIeTHATa MYCKY/IATypa, HEBPOMYCKYJIHHTE BPB3
MOHOCHHAIITHYHHTE CIIHHAIHE peduiekcH. OCBEH CBOMCTBA HA MYCKYJIEH pellaKCaHT, TH3aHU]
H YMEPEHO LISHTPANHO aHaNreTHYHO AeHCTBHE.



[Ipu xopa, TH3aHHIHH MOHMKABA MTATONOTHYHO MOBHILIEHAS MYCKYNIEH TOHYC, BKUIIOUHTEIIHO PE3HCTCHATHOCT
TIpH NACHBHH ABIDKEHWA H 00JiekuaBa OONE3HESHUTE CIasMH H KJIOHYC.

5.2 @apmalc.ormne'rnqnu cBOHCTBA
Abcopbuusa

TuzauuauH ce abcopOupa 65p30, KaTO JOCTHIA MAKCHMAJIHHA IDTa3MCHH KOHLIEHTPALMH OKOIO 1 9ac cien
[PHIOXKEHUE.

Pasnpenenenue |
TuzaHsAKHH ce CBBP3Ba C TUIA3MEHHTE MPOTEHHH caMo B okoio 30 % M B Npoy4BaHHs BBPXY JKHBOTHH €

YCTaHOBEHO, 4€ JIECHO MpeMHHaBa KppBHOMO3b4HATa Oapuepa. CpeaHusaT obeM Ha pasnpe/ieficHHE B
paBHOBECHO cheTosHME {VSS) ciel MHTpaBeHO03HO mpunoxkende € 2,6 Vkg.

buorpancgopmarps

BrripexH ue TH3aHHIHH ce abcopbHpa ,uoﬁpe, MeTabONMN3MBT Ha ITEPBO IIPEMHUHABAHE orpaquaﬂa
HANMWYHOCTTA B T1a3MaTa A0 34 % OT NpHUAOKEHATa MHTpaBeHO3Ha 1033, THsananH NoAIeKH Ha Obp3 H
eKCTeH3HBeH MeTaGonu3bM B uepHua Apob. THsanumuH ce MeTabomA3upa rnapHo ot uuToxpoM P450 1A2 in
Vifro.

EnumiHNpane -

MeraGonuTHTE ce eKCKPETHPAT OCHOBHO npe3 GsOpewwre (mpubmuzurenHo 70 % ot npHioxkeHara 103a) B
HeakTHBHA Ppopma. brOpedHaTa exCkpeilda Ha OCHOBHOTO CheUHEHHE € MPHOAuU3uTeNHo 33 Y% cnen
¢IHOKpATHa J03a OT 5 mg, 1 66 % cnex npunarane Ha 4 mg TPY OBTH AHEBHO. ]IpH malpeHTHTE
eMHMHHALMOHHHAT ITOJYKMBOT Ha TH3aHMIHH OT IUTa3MaTa € 2 - 4 yaca.

JInHEeAHOCT
PapMakOKHHETHKATA HA TH3AHUAHH € MuHelHa rTpH 1034 oT 4 Ao 20 mg. Huckara HHTPaHHAHBHAYAITHA

BapHaliia Ha ¢papMakoKHMHeTHYHHTE NapaMeTph (Cpax B AUC) AaBa BE3MOXKHOCT 32 IIpEACKa3BaHe Ha
IUIA3MEHHUTE HHBa clief] IEPOPATTHO MPUITOKEHHE.

XapakTepHCTHKH NPY CICLMATIHH HONMYJAHY NALMCHTH

(DapMakOKHHETHYHHUTE MapaMeTPH HA TH32HWAHH HE CE BIIHAAT OT IOJA.

[Mpu naupenTH ¢ OBOPetHa HEZOCTATHUHOCT (KPEATHHHHOB KIUPHHC < 25 ml/min) e ycTanoseno, Je
MAaKCHMAJIHHTE CPCAHH IUIa3MEHH KOHLIGHTPALIMH ca JBa ITETH N0-BUCOKH, OTKOJKOTO IIPH 30paBH
AOOPOBONLK, & TEPMHUHATHHAT NONYIKMBOT € YALIDKEH A0 NPUONM3UTENHO 14 yaca, KOSTO BOJH AO MHOTO
no-BHCOKH (0K0NIe 6 mbTH Hap cpefHnTe) AUC croifHOCTH (BX. TOUKA 4.4).

Etbekr Ha XpaHarTa

EnrHoBpeMeHHHMAT IpMEM Ha XpaHa HAMa KIHHUYHO 3HAYHMO BJIIHAHKE BBPXY (PAPMaKOKHHETHYHHA npodin
HAa TabOMETKUTE TH3AHHIUH.

5.3 IlpenkNHEHAYHH JAHHH 33 GesonacHoCT

OcTpa TOKCHYHOCT

- TH3aHMAMH AMa HUCKA CTENCH Ha OCTpa TOKCHYHOCT. IIpH3HalM Ha Mpeao3HpaHe ce MPOosBABaT Cles

npHilarane Ha eqHoKpaTHY 103H > 40 mg/kg npy )KUBOTHH M T¢ ca CBBP3aHH ¢ (JapMaKOJIOrHIHOTO
NeUCTBHE Ha BEIeCTBOTO.

XPOHHUYHA TOKCHYHOCT
TokcHuHATEe €PEeKTH Ha TH3AHHAMH C€ CBBP3BAT ITIABHO ¢ HEroBOTO GapMaKONOrHUHO ASHCTRH

24 n 40 mg/kg AHEBHO B CYOXPOHHYHM H XPOHHYHH H3CIIE/IBAaHHA [IPH I'PH3AtH, Oy~ arOHHCTHHRIY CE
BOIH IO CTHMYNALIMA HA IIEHTPANHATA HEPBHA CHCTEMA, HapUMEpP ABUraTeNHa B30y ARMOC], A PeCHBiiocy
TPEMOP H KOHBYJICHH.

~Td




[Ipu3HaiTe, CBBp3aHH ¢ HEHTPANHO MEAUUpPAHATA MYCKY/IHA pefaKcalHa, HampuMep ceaHpaHe H ATAKCHA,
ce HAOMIOAaBAT YeCTO NPH MO-HHCKH JO3H B CYOXpOHMMHY M XPOHUYHHA H3MHTBaHHA MPH Ky4eTa ¢
[EPOPATHO NPUIIOKEHHE Ha BeleCTBOTO. ChINHTE ITPH3HALM, CRBP3aHH ¢ MHOTOHOJIHTHYHATa aKTHBHOCT Ha
BEIECTBOTO, Ce 3abema3Bat mpH 203M 1 0o 4 mg/kg AneBHO B 13-CeIMHYHO NMpoyYBaHe MPH Ky4YeTa, H IIPH
oza 1,5 mg/kg nuepno B 52-CeAMMYHO NPOyYRaHE TIPH KyyeTa.

B npoyusaHus 3a XpOHHYHA TOKCHYHOCT IIpH Ky4eTa nip aosu 1,0 mg/kg nHeBpHO H roBevde, ce Habmonasa
yabkasate Ha QT unareprana u Spaguxapaus.

B npoyuBanna 3a XpOHHYHA TOKCHYHOCT MPH IBX0Be ce Habmozasa arpodusa Ha peTUHATA H 3aMbIJIABAHE
Ha porosuiiara. [Ipu mo3u noa 1 mg/kg nHeBHO He ce HaOMOAABAT HEXEJIAHH PEaKLMH NPH ILTHXOBE.

Jleko nopMinieHye HA CTOMHOCTHTE Ha YepHOAPOOHKTE CepyMHH TPAHCAMMHA3M c€ HaOMoaBa IIPH pa3nHiHH
ApPOY4BaHHs 3a TOKCHYHOCT IIPH M0-BACOKA A03HpoBKa. Te, obade, He ca MoCneI0BaTENHO CBBP3aHH C
XHMCTONATOIOTHYHHTE TIPOMEHH B YepHUA Apob.

MyTareHHoOCT
1ipu pazsnvdHi U3NWTBAHUA in Vilro U in vivo HE ¢a 110Kka3aHu JaHHK 34 MyTAT¢HEH OTeHUHAN Ha
TH3aHMTHH.

KapuWHOre¢HHOCT
Hama nokazarescrea 3a KAapUMHOTCHHOCT MPH MPOBSKAAHE HA ABE NPOMB/DKHTE/THH IIPOYHIBaHHA NTPH

mumk# (78 ceaMuun) B wrexose (104 ceamunn) ¢ fo3u a0 9 mg/kg npu nabxose U Ao 16 mg/kg npH
mMuInkH, [Ipy Te3x 1030BM HUBA, CHOTBETCTBAIM Ha MAKCHMaNHaTa OHOCHMA 034, fa3upana Ha 3abapsne
CKOPOCTTa HAa PacTeka, He ce HabNo[aBa HeoIIaCTHYHA WM MIPEHEOIUIACTHYHA NIATOJIOTH, KOATO /14 €
CBBP3aHa ¢ JIeUCHHETO.

PenponykTHBHA TOKCHYHOCT
He ¢ ycraHoBeHa eMOPHOTOKCHMHOCT HIIM TepaTOreHHOCT Npy OpeMEHHH TUTEXOBE | 3aHI| IIPA J03H Ha

THzaHuaHH 10 30 mg/kg auesno. [Ipw nosu 10 - 100 mg/kg nseBHO, obave, IpH IIBXO0BE ce HAOMOMaBA
TOKCHYHOCT MPH Makikarta, KOSTO HpeAu3BUKBa 3a0aBeHO pa3BHTHE Ha ILIOHA, KAKTO C€ BHXK/A4 OT no-
“HHCKOTO MY TENECHO Ter1o ¥ ot 3abapeHara ocHHKALMA Ha CKENETA,

TIpH SKEHCKH TUTBXOBE, TPETHPAHH TIpeiH YHMTOCBAHE, IIPe3 LUIOTO BpEME HA JIAKTALMA KM IO BpeMe Ha
KBCHHA eTal Ha GpeMeHHOCTTA /10 OTOHBaHe Ha MaKOTO, HacThnBa gozo3apHcumMo (10 H 30 mg/kg aHeBHO)
YOBDKABAHE HA TeCTALASTa M JUCTOLMA, TOBEJIO A0 MOBHIIaBaHe Ha deTaHaTa CMBPTHOCT H 3a0aBEHO
Pa3BHTHE HA TIOAG. Te3H edekTH Ce CRLP3BAT ¢ GapMaKOIOrHHMHOTO AckicTBHe Ha TH3anwuauH. 11pa Aosa

3 mg/kg nHeBHO He ca HabmomaBaHu eekTH CBBP3aHH ¢ Pa3sBHTHETO HA IOA4, BHIIPEKH CellalHATA Ha
TPETHPAHHTE XK€HCKH ILTEXORE. |

H3BecTHO €, 4e TH3aHHAWH H/WIH HErOBHTE MeTabOJIMTH IPEMHHABAT B MIIAKOTO Ha I'PH3a9YHTE.

6. ©APMAUEBTUYHH JAHHU

6.1 ChnHcLK HA IOMOIHATE BEIeCTBA

CHMumMeB THOKCHI, KOJIOHOEH De3BoNeH
CreapiHoBa KHCeNMHA |

Llenynosa, MMKPOKPHCTAITHA
JlakTo3a, 6e3soaHa
6.2 HecbBMECTHMOCTH

Henpunoxumo




6.3 Cpox ga rogaoCcT

3 rOgMHH

6.4 Choenuanns yCNOBHA HA ChXpaAHEHRE

TO3H IeKapcTBEH NMPOAYKT HE H3UCKBA CIICIHATHH YCJIOBHS HA CHXpaHEHHE.
6.5 Buaja H CLABPXKAHAE HA ONAKOBKATA .

bemu PVC/PVAC-anymuurenu OnvctepH, coaspxkany 10, 28, 30, 34, 60, 84, 90, 91, 98, 100, 105 win
120 TabneTkn.

He BCHYKH BHAOBE ONTAKOBKH MoraT fa &p2IaT MyCcHATH B Mpoaaxoa.
6.6 Coenmajnd DpeJna3’HA MEPKH IPH H3XBLPJIsIAE H padoTa

Hama cnenyati H3McKBaHMs,

7. DNPHUTEXATEN HA PASPEINMIEHUETO 3A YIIOTPEBA

Actavis Group PTC ehf.

Reykjavikurvegur 76-78

220 Hafnarfjérdur

Hcnanons

8. HOMEP(A) HA PASPEIIEHHAETO 3A YIIOTPEERA

MycasT 2 mg Tabnerku - 20090146

‘Mycant 4 mg TabneTn - 20090147

9, JATA HA ITHPBO PABPE]]IABAHE!IIO,[[HGBS[BAHE HA PASPEHNIEHHUETO 3A
YIOOTPEBA

. Jlata Ha mepBo paszpeinaane: 09.04.2009 r.
JlaTa Ha nocaenHo noguopAsaHe: 11.02.2013 r.

10. JATA HA AKTYAJIM3APAHE HA TEKCTA




