KPATKA XAPAKTEPUCTHUKA HA ITIPO/IYKTA

ENIHA ATEHUKS 110 NEKAPCTBATA |

|

1. HME HA JIEKAPCTBEHHUS [IPOAYKT

1 Xxapakmepucmuka Ha npogyxma [puaoxwerue 1

Jlpuntan 5 mg rabnerku | ot Pocs . e 9900//44/ -
Driptane 5 mg tablets I , e v

s :
| Pazpewerue N

2. KAYECTBEH U KOJIMMECTBEH CbCTAB oo oHULE M

e ——————————————————— ]

Beska tabnerka ebabpika 5,0 mg okeHOYTHHHHOB XHApoXaopu (Oxybutynin hydrochloride).
[ToMOLLHO BelecTBO ¢ W3BECTHO JIeHCTBHE: JIAKTO3A.

3a NbJIHKA CNHCHK Ha NMOMOLLHUTE BELECTBA, BHXKTE Touka 6.1,

3. JJEKAPCTBEHA ®OPMA

Tabnerka ¢ jpeaurenHa yepra.
Kpbriu, 6en, GUKOHBEKCHH TabeTKH ¢ Je/IMTEIHA YepTa BbpXY e/lHaTa cTpaHa.
TabGnerkara Moxe 1a Ob/ie paz/ieeHa Ha [IBe paBHH 103H.

4. KJMHUYHHU JAHHHU
4.1 TepaneBTHYHH NOKA3aHHUS

*  HMHKOHTHHEHLIMA HA ypHUHATA, HEOTIOKHOCT M HECTOTA HA YPHHHPAHE NMPH HeCTAOUITHH CHCTOSHHA
Ha MAKOYHHSA MEXYP, MPHUYHHEHH OT HEBPOrEHHH YBPEXKIAHMSA HA MMKOYHHMA Mexyp (AeTpy3opHa
xuneppeduiekcus) npu 3abonsaBaHHA KaToO MYJITHIUIEHA CKepo3a W spina bifida, nnn npuuMHeHH
OT MJIHONATHYHA JETPY30pHa HecTaOMIHOCT (MOTOPHO UMITYJICHA MHKOHTHHEHLIMA).

o  KOHTpo/MpaHe Ha BEe3WKAIHATA XHIEPAKTHBHOCT C/lel XHPYPrUUHM WHTEPBEHLIMH Ha MWUKOYHHS
MEXYp WJIH Ha NpocTaTaTa MM NMpH ChIbTCTBALL LIMCTHT.

[leanaTpuuna nonynauus

OKcHOYTHMHMHOB XHIPOXJIOPH/L € TI0Ka3aH NpH Aela Ha/l 5 roAuLIHA Bb3PAcT 3a JieYeHHe Ha:
¢  MHKOHTHHEHLMS Ha ypPHHATA, HEOTJIOKHOCT U YECTOTAa HAa yPUHUpaHe NpH HecTaOWIHH ChCTOSHUSA
Ha TMMKOYHHUA MEXYp, TPHUMHEHH OT HAMONATHUEH XWIEPAKTHBEH [HKOYEH Mexyp WM
HEBPOreHHH HAPYLUEHHUs Ha MMKOYHHUSA MeXyp (J1eTpy30pHa XHIEPaKTHBHOCT).
¢ HoulHo HanukaBaHe, CBbP3aHO € JIETPY30pHA  XMMNEPAKTMBHOCT, B KOMOWMHauus ¢
HeMeIMKaMEHTO3HO JieYeHHe, KOraTo ApyruTe BH/IOBE JIeUEHHe He ca Jalli pe3yTar.

4.2 Jlo3npoBKa H HAYHH HA NIPHJIOKEHHE

Ho3u POBKa

Bwvspacmuu nayuenmu

Obunuaitnara no3a € 5 mg ABa MW TpH NbTH AHeBHo. Jlo3aTa moxe na Objle yBeldueH
5mg uYeTHMpPH MBTH AHEBHO, 3a Ja €€ MNOJYYd KIMHHYEH OTrOBOp, MPH YCIIO]
JIEKAPCTBEHH PEaKLIMH Ca TOHOCHUMH.

HGL[HE‘J‘HHM 8 cmapvecka 6b3pacm



Bpemero Ha nony-enMMHHHMpaHe MPW MALMEHTH B CTAPUYECKA BBLIPACT € YABLKEHO; CNeoBaTENHO 1032
2,5 mg aBa MbTH [HEBHO, 0COOEHO aKO MALMEHTHT € duznveckH cnal W HEMOLLEH, € BEPOATHO Aa Obie
AoctarbuHa. Ta3u J03a MOXe f1a Ce YBENHUM Ype3 THTPUPAHe 0 5 mg ABa [ThTH JHEBHO, 32 A3 Ce NONYyYH
KITHHHYEH OTrOBOP, I1PH YCIOBHE, He HEXKENAHHTE NEKAPCTREHH PEAKLiUH Ca NOHOCHMM.

Heya (nao 5 zoouwuna ev3pacm)

HeeporeHHa HecTabHITHOCT Ha MUMKOYHWA MeXyp: obu4aiiHaTa f03a € 2,5 mg ABa NbTH AHERHO. Tazn no03a
MOJKE J1a ¢€ YBEAHYH upe3 TUTpHpaHe 20 5 mg ABa NbTH UIH TPH [I'bTH AHEBHO, 32 /1a CE MOMYUH KJIHHHYEH
OTrOBOP, MPH YCIOBHUE, Y€ HeXKENAHUTE NIEKAPCTBEHH PEaKLIiH Ca MOHOCHMH.

HowHo Hanukapane: obuuainaTa no3a € 2,5 mg npa nbTH AHEBHO. TasM 1033 MOMKE AA Ce YBENW4aBa Ype3
TUTPHpaHE A0 5 mg Ba NBTH MAK TPH NBTH AHEBHO, 32 [1a CE NOJYUH KIMHHYEH OTFOBOP, NPH YCIOBHE, He
HEXKEeNaHWTE NeKapCTBEHH peakuuH ca noHocumu. [ocneanara nosa Tpabea aa ce aane npeau nAaraxe.

Heya (noo 5 zoouwna evspacm)
VYnotpebara He ce npenopbusa (Bxk. Touka 4.4).
4.3 IIpoTuBonokazaHng

¢  CBpPbXUYBCTBMTEJHOCT KbM OKCHOYTHHHH WIH KbM HAKOE OT NOMOLLHHTE BELIECTBA, H3OPOEHH B
TOuKa 6.1

*  MuacreHns rpasuc

® TecHO-brbIHA rNayKOMa MM TUIMTKA TNipeaHa KaMepa

e [lopaau puck OT NPOBOKMpaHe Ha XMAEPNHPEKCHA, TOBA TE€KapCTBO He TpAOBA 1a ce mpunara npu
NaUUEHTH C MHPEKCHA

o (CToMawHo-4peBHH OOCTPYKTHBHHM 3a00N9BaHHA, NMHNOPHA CTEHO3a, MapalUTHYeH WAeyc, aTOHHUA

Ha YepBara

Hneoctoma unu kosnocToma

TokcH4eH MerakoioH

TexbK ynuepo3eH KONUT

[NauneHTH ¢ 06CTPYKLHMA Ha MHKOUYHUA MEXYP, KBAETO 3aApbakKaTa Ha ypuHata 61 Morna aa 6bae

YCKOpeHa.

44 Crneunanny npeaynpexkiaeHna n NpelnasHu MepKH npu ynorpeba

OxcubytHnH Tpabsa ma ce M3N0N3BA ¢ IMOBUILEHO BHUMAaHHe MpH (H3IMYECKH ciabM W HeMOLIHH
MaLMeHTH B cTapyecka Bb3pacT M Jeua, KOMTO MOraT Ja ca [0-YYBCTBHTENHH KbM edekrure Ha
0KCH6yTHHHH, KaKTO M MpH NaluHEHTH C aBTOHOMHa HEBpOMNaTHA (xa’ro Tesd ¢ Bosect Ha l'[apxuucou),
CEPHO3HHM CTOMAWHO-HPEBHH HAPYILIEHMA HA MOTHIIMTETA, YBPeXdaHe Ha yepHoapobHaTa nnu 6b6peunara
q)yHKuHsl, UIMTH MO3BYHO-CBHA0BA HEJOCTATHUHOCT.

CTOM&LUHO-‘-IPCBHH HapyLweEHHs: AHTHXOHHHEPFHHHHTE NEKApPCTBEHH TMPOAYKTH MOKE [da NOHUMKAT
CTOMALIHO-YPEBHHA MOTHITUTET H TpﬂﬁBa Aa 6baaT W3NON3BAHU C NMOBKLLICHO BHUMAHHE NpH NALHEHTH ChHC
CTOMALIHO-4PEBHHA OGCTP)’KTPIBHH HApYLICHWA, HPEBHA aTOHNA H YJILEPO3CH KOJIUT.

AHTHXONMHEPrH4YHUTE JIEKAPCTBEHH NMPOAYKTH TpabBa Ja ce M3NOM3BAT C MOBHINEHO BHHMAHHE MpPH
MALMEHTH B CTap4eCKa Bb3PACT, MOPAJX PUCK OT KOTHUTHBHO HapYLIEHHE.

OxkcuGyTUHHH MOXe a BNOLIM TaXMKapAMATa (M N0 TO3W Ha4YMH XHNEPTHPEOAU3MA, H
Ha CHPLIETO, 3aCTOHHATA ChpAEUHA HEAOCTATLYHOCT, XMIIEPTOHUATA, ChPAEHYHHTE apHT.
HAPYLUEHHA H CHMITTOMHTE Ha NPOCTATHA XHIMEPTPODHA.



Hoknaasann ca anTuxonunepriunk edextd ot LIHC (nanp. xamounHauuu, sn3bysa, obbpkaHocr,
COMHOJIEHTHOCT), MPENOpbUHUTENHO € HabnodeHue, ocoleHo npe3 MbPBHTE HAKOAKO Meceua chen
3anouyBaHe Ha TE¢PalHATA WK MPH NOBHLIABAHE HA [103aTa; /12 CE ¥MA NPEABU/ CIIMPAHE HA TEPANHATA WIH
HaMajfaBane Ha J03aTa, ako Ce pa3BUAT aHTHXONHHepryudud LIHC edekTn (Bxk.Touka 4.5),

Tlopaau ToBa, 4e OKCHOYTHHHH MOXe Aa NPHYHHH TECHO-BIBIIHA MNIAYKOMA, NALUKEHTHTE TpaGsa na 6baart
MOCHBETBAHH [la Ce CBBLPIKAT C JIeKap BeJHara, ako Monyu4aTr BHe3anHa 3aryba Ha 3pHTENTHATA OCTPOTa HIH
ouHa bonka.

OxcubyTHHHH Ce CuMTa 33 ONAceH 3a MAUMEHTH ¢ NopdupHs, 3al1OTO € 10Ka3aH KaTo NopdHpPHHOTEHEH
MPH JKUBOTHH W [N Vilro CHCTEMH.

OxcubyTHHIH MOXe da HaMaNM CIIOHYEHATa CEKPEelHs, koeTo 6M MOrio Ja noBede A0 3bOeEH KapHec,
MapoJOHTO3a MMM OpaNiHa Karauaosa. [lopaan ToBa ca npenopbUUTENHM PENOBHHM CTOMATONOTHHHM
nperieay npu MpoabxkUTeNHa ynoTpeba.

AHTHXONMHEPrHYHHTE NEKAPCTBEHH MPOAYKTH TpAOBa Ja Ce W3INOM3BAT C MOBWUIEHO BHHUMAHWE NPH
NalUHEHTH, KOMTO HMAT XHMATycoBa XEpHHA/racTpoesodareancH pednyke W/HIM KOMTO nNpHemar
€IHOBPEMEHHO NEKAPCTBEHH NPOAYKTH (KaTo Hanpumep GudocdoHaTH), KOHTO MOraT Ja MPHYHHAT WK
obocTpsaT e3odarur.

Koraro OKCHGyTHHHH C€ M3MO0J3Ba NPH BUCOKH TEMINCpaTypH Ha OKOJHATA Cpela, TOBA MOKE Ja NPpUYHHU
TONIHHEH Yaap, KOHTO c€ Ab/KH Ha HaMaleHo NoTeHe.

[legnaTtpMuHa nonynauus

Vnorpebara Ha okcMOYTHHHH NpH Aela noA S roAHlIHa Bb3PACT He Ce NPENnOophYBa; HE € YCTAHOBEHO Aanu
okcHOYTHHHMH Moske na Obae Ge3omacHo M3NOM3BaH MPH Ta3H BL3PACTOBA [pyna.

,[[oxaaarencmaTa B NOAKpera Ha ynOTpeGaTa Ha OKCHG}’THHHH npH geda ¢ MOHOCHMNTOMATHYHO HOLWIHO
HarukapaHe (HCCBLPSaHO C DETPY30pHa XHHepaKTHBHOCT) Ca OrpaHHYCHH.

[MTpy neua Haa 5 roauiHa Bb3pact, okcHOYTHHHH TpabBa na 6bie U3MON3BaH C OBHIIEHO BHHMAaHHE, Thbi
KaTo Te GUXa MOTJIM Aa NPOABAT NO-BUCOKA YYBCTBHTENHOCT KbM eekTuTe Ha nekapcTBoTo, ocobeHo oT
crpana Ha LIHC 1 ncuXWuHK HexkenaHH ieKapcTBeHH peaKLnH.

IMauneHTH C peakH HacneAcTEEHH MpoOaeMH Ha ranakTo3Ha HenoHocHMocT, Lapp- nakraseH aepuuuT Max
[IOKO30-ranakTo3Ha ManabcopOums He TpsaOBa Aa NMpHeMAT TOBA NEKapCTBo.

4.5 B3auMoaeiicTBHe ¢ IPYTH JIEKAPCTBEHH NPOAYKTH M APYrH GopMH Ha B3auMoaeicTBHE

HeobxonuMo € noBMlIEHO BHHUMaHHE NPH €IHOBPEMEHEH NpPHEM Ha OKCHOYTHHMH c apyru
AHTHXOMUHEPIHYHH NEKAPCTBEHW NPOAYKTH, Thi KAaTO MOXE Ja CE NOTEHLMPAT AHTHXOIHHEPrHYHHTE
edeKkTH.

AHTHXONWHEPrMYHATa aKTUBHOCT Ha OKCHMOYTHHHH ce NOBULIABA NPU eJHOBPEMEHHA yroTpeba Ha Apyru
AHTHUXOMMHEPTHYHH NEKAPCTBA WK APYTH JIEKAPCTREHH NPOAYKTH C aHTUXONMHEpPIHiHa AKTHBHOCT, KAaTO
aMaHTaAMH MM JPYrH aHTHXOJMHEPrM4YHH AHTHIAPKUHCOHOBH JIEKAPCTRBEHH NPoAyKTH (Hanp. SunepuaeH,
AeBOONA), AHTHXWUCTAMHHH, AHTUNCHXOTHUW (Hanp. deHoTHa3uHY, OyTUPOJEHOHH, KNO3anMH),
KBHHWANH, AMIHTAAUC, TPHLMKINYHY aHTHACNPECAHTH, ATPONKH W CBbp3aHM BELIECTBA, KATO aTPONHHOBH
AHTHCNA3MONIUTHUHY H AHMHPHIAMOI.
Kato HamansBa CTOMALURKS MOTHWIMTET, OKCHOYTHHHMH MOXE [1a MOB/IWAE aﬁcopﬁmijkw"
nieKapcTBa. . (;\“
OxcubyTHHHH ce MeTa6ou3Mpa upes uuToxpoM P450 uzoensum CYP3A4, Ennoppemeriigraditiglibne
¢ nuxubutop Ha CYP3A4 moxe na noTucHe MeTabo/TM3Ma HA OKCUGYTHHHH H 2 NOBHLY e
Ha OKCHOYTHHMH. OkcHOYTHHHH 61 MOrbil 1a ObAe AHTArOHWUCT Ha NPOKHHETHYHHTE "Tep _ &'
e
- Oy’
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EnnospemenHaTta yriotpeba Ha OKCHOYTHHMH C XOMHecTepazHM WHXMOWTOpM 6M MOria aa JoBede A0
HaManeHa epEKTHBHOCT HA XONHHECTepasHUA HHXHOUTOP.

HauvenTure Tpabea 1a 6baaT MHPOPMHPAHH, Ye ATKOXONBT MOXKE 18 3ACHIIM CHHAMBOCTTA, TIPMUMHEHA OT
AHTHXOJIHHEPTHYHH 1EKAPCTBA, KATO OKCHOYTHHHH (B, Touka 4.7).

4.6 PepTHINTET, BPEeMEHHOCT K KbpMeHe

bpemeHHOCT

Hama agexkpaTHM namuM 3a ynoTpebata Ha OKCHOYTHMHMH mnipn OpemeHHH sxenu. [IpoyusaHdaTa npu
JUBOTHH Ca HEJOCTATHUYHH 110 OTHOWIEHHE Ha edeKTHTe BBPXY GpeMeHHocTTa, eMGpHoHanHOTO/heTanHo
pa3BHTHE, paxclaHe WIKM TOCTHAaTaNHO pasBuTHe (BXK. Touka 5.3). TNOTEHUMANHUAT pHCK 3a Xxopa e
HeuspecTeH, OkcHOYyTHHMH He TpAGBa Na ce W3non3ea Apd GPEMEHHOCT, OCBEH B Clyuyai Ha ACHO W3pa3eHa
HEOOXOAUMOCT.

Kbpmetre
Korato okcHbyTHHKH Ce H3MOM3BA MO BPEME HA KbPMEHE, MaAKO KONMYECTBO CE EKCKPETHPa B MAHUHHOTO

MIAKO.
C.ﬂE}lOB&TBJ’IHO, yn0Tpe6aTa Ha OKCHﬁyTHHPlH Mo BpPEME HA KbPMEHE HE CE NIpENOopLYBA.

4.7 EdexTn Bupxy cnocobHocTTa 3a miodupane u pabora ¢ MalIHHH
OkcubyTHHHH 61 MOMB] Na NPEAN3BHKA CHHIWMBOCT WM 3aMbriieHO 3penue. [MauneHTHTe 61 Tpabeano na
ObAAaT BHMMaTeNH¥ MO OTHOLIEHHE HA HW3BLPLIBAHETO HA AeHHOCTH, KOMTO HW3WCKBAT YMCTBEHA

OanTenHoCcT, KaTo wopupare, paboTa ¢ MalIMHKM MKW OCBHLUECTBABAHETO HA OflACEH TPYA AOKATO MpPHEMAT
TOBA JIEKAPCTBO.

4.8 Hexenann ekapcTBEHH peaKklHH

YecToTa Ha HEXKENAHHTE JICKAPCTBEHH PEAKLIHH.

Muoro yectd (= 1/10); wectn (= 1/100 no < 1/10); neuectn (= 1/1 000 go < 1/100); peakun (= 1/10 000 no <
1/1 000); muoro peaku (< 1/10 000); ¢ HenzpecTHa YecToTa (OT HATMUHKTE TAHHH He MOXe Ja Gbae
HanpaBeHa OLEHKa).

MedDRA 6aza Muoro yecTH YectH He4ectn C HeH3BeCTHA
JAHHM Ha (=1/10) {=1/100 a0 <1/10) | (= 1/1 000 a0 JecToTa
CHCTEMO- <1/100) (0T HANHYHHTE JAHHH
OpraHHH ne moxe 1a 6nae
Knacone HANpaBEHa OLEeHKa)
Hndekuun n Huberumns Ha
vHpecTalHH YPHHApeH TpakKT
CromatuHo- 3anek, raaeHe, Jinapua, Kopemen lNacTpoesogareanqa
YpeBHU CYXOTa B yCTaTa | MOBPbBLUAHE auckombopT, pednykcna Gonecr,
HapyLWEHHA AHOPEKCHS, nceBaoo6CTpyKLUNs
MOHHMKEH MPH NALHEH R
aneTur, HINOXKEH ﬂq\
avcgarua :




HaMa1ABaT 4peBHHA
MOTHIUTET)

Menxuyru CheToaHue Ha B136yna, TpepokHOCT,

HapyLleHus obBpKaHoCT XATOLUHHALMH,
KOLIMapu, MapaHos,
KOTHUTHBHH
HapyIUEHWUS TIPH
MalMeHTH B CTApyecKa
Bb3PacT, CAMNTOMM Ha
HEnpecus, 3aBUCHMOCT
{(np¥ NauMeHTH ¢
aHamHe3a 3a
anoynorpeda ¢
JeKApCTBa WIH
BELLECTBA)
J€30pHEHTALIHA,
NeSHPHYM

Hapymenus Ha 3amasHOCT, KorHutHeHu

HepBHaTa rnasobonue, HapylueHus,

cHcTeMa COMHOJIEHTHOCT KOHBYJICHH

Cobpneunu Taxvkapnua, apHTMHS,

HapyLIeH!s NafuTaLHy

Hapanssatus, Tonnunaen ynap

OTpaBAHHA U

YCIOKHEHHS,

Bb3HUKHAIH B

pe3ynTaT Ha

MHTEPBEHLMH

Hapyiuenus Ha Cyxota B ouure 3aKpHTO-bI'bIHA

OYHTE rnayKoma, MHapHasa,
NOBHIUEHO OUHO
HanAraHe, 3aMbIJIEHO
3peHHe

Hapywenus Ha 3agpbikka Ha Juzypus

6v6peunte u YpHHa

NUKQUHHUTE

NBTHLIA

CovaoBH 3auecpeaBaHe Ha

HAPYUIEHUA auuero™

Hapymenus Ha Cyxa koxa AHrvoeneM, o6pus,

KoXara u YpPTHKapHs,

NoaKoX¥HaTa XHINOXHAPO3a,

ThKaH (hOTOUYBCTBUTETHOCT

Hapyiienus Ha CBpBXUYYBCTBUTENHOCT

MMYyHHaTa

cucTeMa

* Nno-H3pa3cHo NpH Aeua, OTKONKOTC NPH 8b3pacTHH

CrobliaBane Ha NOAO3IUPAHH HEXKEIAHW DEAKIIHH

CrvobluaBaHeTo Ha NMOJ03MPAHH HEXeNaHW peakLMH ciel pazpetlaBate 2a yrnotpeba Ha nexa
[POAYKT € BaxHo. TOBa NO3BONABA A2 NPOABIKH HAONIOAEHHETO HA CHOTHOLWEHHETO MON3
NeKapcTBEHHA NpoayKT. OT MEAMLIMHCKUTE CNELIMANHCTH Ce M3MCKBA J1a ¢hoGluaeaT BCS}(@'

HEXENAaHA peaKlKA Hpe3 HallHOHAnHA CUCTEMA 3a cbobuiapaHe: A

HanbnHuTenHa areHUns Mo eKapcTeara
yi. ,Jlamaun I'pyes” Ne 8



1303 Cogun
Ten.: +35 928903417
yebcaliT: www . bda.bg

4.9 IIpeso3upane

CuMmITTOMHTE Ha npeio3upaHe ¢ OKCHOYTHHMH NPOrpecHpaT OT YBENMYAaBaHe CHMata Ha ob6WuaiiHWTe
HeXeNaHW nexapcTBeHM peaxuuu a0 cMmywends B IIHC (ot 6e3nokoiicTeo W Bb36yna o0 ncuxoTuuHo
TNOBEAEHHE), UMPKYNaTOPHM NPOMEHH (3a4epBsBaHEe HA NMUETO, CMaJaHe HAa KPBhbBHOTO HajlAraHe,
UMPKYNaTOPHA HEJOCTATBYHOCT H Ap.), AMXATENIHA HEAOCTATHHYHOCT, Napain3a i KoMa.

Mepku, kouto TpabBa Aa 6bAAT NPEANPHETH B CNyUait HA NpeaO3HpaHe:

(1) HezabasHo npoMuBaHe Ha cTOMAaxa

(2) ©u30ocTHIMHH Ype3 6aBHO BEHO3ZHO HIKEKTHPAHE:

Brnapactuu: 0,5 a0 2,0 mg 6asHo senosno. [la ce nostopH, ako e HeoGX0AMMO A0 MakcuMyM 5 mg.
Heua: 30 pg/kg . 7. 6aBHO BeHO3HO. Jla ce MOBTOPH, aKo € HeOBXOAMMO A0 MakCHMYM 2 mg.

HeocTHrmMuH MoXe pa ce M3MOa3Ra B H03aTa, NPCrnopbHaHa B KPATKATA XapaKTEPHUCTHKA Ha NPOAYKTA KaTo
anTepHaATHEA B cnyqaﬁ H4 JXKHBOTO-3aCTpaillasalll AHTHXONMHUHEPTHHEH CHHAPOM.

[ToBxiieHaTa TeMnepaTypa TpabBa 1a ce JieKyBa CHMITOMATHYHO.

[Tpn nspazexo 6esnoxoiicTeo wunu Bb36yna, 61 MOrno Aa ce NpUACXKK AHasenam 10 mg upes MHTPBEHO3HA
HHKEKIHA,

TaxukapauaTa 64 Morna Aa ce Nekysa upe3 HHTPABEHO3HO NPHIIOIKEHHE HA NPONPAHONON.
Perenuusita Ha ypuHa 61 Mornia na ce oBnajee NOcpeCcTBOM KaTeTepH3aLua.

B cnyual na nporpecus Ha kypape-nofodHH eeKkTH A0 NapanW3a Ha AMXATEHUTE MYCKYNH ce¢ Hanara
MEXaHH4YHA BEHTHAALMS.

5 ©@APMAKOJIOTHYHH CBOVICTBA
5.1 (dapMakoAHHAMH'YHH CBOiicTBa

DapmakoTrepanepTHyHa rpyna: CrnasMonuTHUM, aedcTBalum BLpXy nukounute nbTiwa, ATC Koa:
GO4BDO04.

OxcHOYTHHMH MMa KaKTO [MPEKTHO AHTHUCMAa3MOTHMHO JefCTBHE BBPXY [JIAZIKATA MYCKYNATypa Ha
AETPY30pa HA MMHMKOMHHUS MEXYp, TAKA M AHTHXONMHEPrMYHO AEHCTBHME, KaTO ONIOKHpa MYCKapMHOBMTE
eheKTH Ha ALETHIXOJNHH BbPXY INaAKaTa MycKynarypa. Te3u CBOWCTBA BOAST 10 OTNYCKaHe Ha MYCKyJna
Ha NeTpy30pa Ha NMKOUHHUA Mexyp. [Tpn nauuenTH ¢ HecTabunen NUKoOUEH Mexyp OKCHOYTHHHH NOBHLIABA
HErOBHA KanaUMWTET H HaManNsaBa 4€CTOTaTa Ha CMMOHTAHHH KOHTPAKUWH Ha NETPY3OPHUA MYCKYJ.

5.2 PDapMakOKHHETHYHH cBolicTRA

Abcopbuus

PapMakOKHHETHYHHTE AOKIAAM NMOKA3BAT, Y€ OKCHOYTHHHH ce abcopbupa 6bp30 OT CTOMALYHQ-YPEBHHA
TPAKT C/iell IEPOPATHO NPHIOKEHHE, ¢ MAKCUMANHH [L1a3MEHH KOHUEHTPALHH JOCTUIHATH ’ng‘o\m
1 yac, KOMTO HAMANABAT BNOCNEACTBHE OHEKCIIOHEHLMAITHO C NOMY-XKHBOT MexAy 2 U 3 ysaf
edexr Moxe na Obae HabmogasaH B paMkuTe oT 3 10 4 yaca, KaTo HAKAKLB edekT Mq()@{ B
cnen 10 yaca. S A




Pasnpenenenue

[Ipy MHOrOKpPaTHOTO NEPOPaNHO MPHIOKEHHE CE MOCTHIa PaBHOBECHO CHCTOAHME Cllef oceM AHW. Hama
Aa8HHH OKCHOYTHHHH [a C€ aKyMy/jdpa [OpH AaKTHMBHH NAaLMEHTH B CTapuecka Bb3pacT W
dapMaKkOKHHETHKATA My € CXOJHa C Ta3H MpH JpyruTe Bb3PacTHM Naudentu. Bnnpeku Toea, npu
(usmuecky cnabM ¥ HEMOLIHW NaLMEHTH B cTapuyecka Bb3pacT croiiHocTTe Ha Cmax u AUC ca
JHAYUTENHO YBEIHHEHH.

BuotpaHcdhopmalinag

OkcHOYTHHHH OCHOBHO ce MeTabonuzupa OT uepHus ApoD, MPEeAMMHO OT EH3IMMHHTE CHCTEMH Ha
uutoxpoMm P450 u ocobeno ot CYP3A4, ycraHoseH rnagHo B uepHus Apo6 WM upeBHATa CTEHA, KATO
MeTaboUTHTE CHLIC H3MEM A, Ye NPUTEHABAT AHTUMYCKAPHHOBU CBOJCTBA.

EnnmuHupane

(OCHOBHHAT BT Ha OTAENAHE € npe3 Obbpenute, karo camo 0,3-0,4% oT HempoMeHeHOTO fiekapcTBo ce
€KCKPETHpa B ypHHaTa Ha nIbX cnen 24 vaca ¥ 1% ce Habniogasa B ypuHata Ha Kyde ciej 48 uaca.
CneposareiHo, MpH NTBXOBE H Ky4eTa, OKCHOYTHHHH ce MeTaboNH3Hpa MOYTH HAITBIHO.
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[lpoy4BaHHA NpH KUBOTHU Cd4 MOKA3aid PENpOAYKTHEHA TOKCHYHOCT B [JO3H, KOMTO [pPHUYHHABAT
TOKCHHMHOCT NpY Maikara.

6. PAPMALNEBTHYHH JAHHH

6.1 CnHchbK HA NOMOLIHKTE BellecTBA
Jlaktoza, GeapogHa

MHUKpOKpHCTANHA LEyno3a

Kanuues creapar

6.2 HecnBmMecTHMOCTH

Henpunoxumo.

6.3 Cpox na roaHoct

3 rogMHH.

6.4 CneuuanHH ycJOBHA HA ChXpaHeHHe
Ha ce cbxpaHara npy TeMneparypa moa 30°C. [la ce cbxpaHaBa caMo B OpUTrHHANIHATA OMAKOBKA.
6.5 Bua # cBABpKAHME HA GONAKOBKATA

JlpunTaH ce npeanara B onaxoBkH, cbabpkawy 30 unn 60 tabnetku B PVC/anymunuesy 6ancrtepu.
He BcHukK BUAOBE OnakoBKH Morat fa Obaar nycHaTh B npoaaxba.
6.6 CneuHanny NnpeIna3Hi MepKH NPH HIXBbPJISHE

Hama cnmeuuaiHK H3MCKBAHMA 3a H3IXBLDAAHE.




Heu3non3saHuaT nekapcTBeH NPOAYKT AW OTNALBYHWTE MaTEpHanM OT HEro Tpabea Aa ce W3XBBLPAAT B
CbOTBETCTBUE C MECTHUTE H3UCKBAHHA.

7. INPUTEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEBA
Buarpuc EOO]]

oduc crpaga ,,Cepanka oducu*

Oys. CutHakoso Ne 48, et. 7

1505 Codmun

Bvnrapus

8. HOMEP HA PASPELIEHUETO 3A YIIOTPEBA
9900112

9. JATA HA ITBbPBO PA3PEIIABAHE/IOJHOBSABAHE HA PA3PEIIEHUETO 3A
YHNOTPEEBA

Harta Ha nbpBeo pazpewsasade: 14 anpun 1999 r.

Marta Ha nocneaHo nogHoesasane: 30 mapt 2011 r.

10, JATA HA AKTYA/IMBUPAHE HA TEKCTA

03/2026




