KPATKA XAPAKTEPACTHKA

1. HME HA JIEKAPCTBEHHAA ITPOAYKT

Apanrtan 5 mg rabnerxu
Driptane § mg tablets

2. KAYECTBEH H KOJIMUECTBEH CHCTAB
Beaka tabnerxa ceabpxka 5,0 mg okcnbyrunuHoB xunpoxiaopua (Oxybutynin hydrochloride).
IIoMOIHO BEIECTBO ¢ H3BRECTHO JAcHicTBME: NaKTO34a.

3a TBIIHHA CIHCHK HA TIOMOIIHMTE BEIIECTBA, BHOKTE TOuKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tabnerka ¢ nenurenHa yepra.
Kpbrau, 6enn, OAKOHBEKCHH TabNEeTKH ¢ AEJIHTENHA YePTa BbpXY €4HaTa CTpaHa.
Tabnerkara moxe na 6bae pasneneHa Ha ABE paBHH JO3M.

4.  KIMHAYHH JAHHH
4.1 TepaneBTHUNH DOKA3AHHESA

¢ MHKOHTHHEHLIHA Ha YPHHATA, HEOTNIOXKHOCT M YECTOTA HA YPHHHPAHE NPH HECTAOHUIHH CHLCTOAHHUA
Ha MUKOYHHA MEXYP, NMPHUHHEHH OT HEBPOreHHH YBPEXJIAHMA HA MHKOYHHUA MEXYp (IeTpy3opHa
xuneppednexcua) npu 3abonaBaHus KaTO MYNTHILUIEHA CKepo3a H Spina bifida, WU OPUYMHEHU

OT HOHONATHYHA AETPY30PHA HECTAOMIHOCT (MOTOPHO HMITY/ICHA HHKOHTHHEHLMA).
e KonTponupaHe Ha Be3MKalHaTa XWHEPaKTHMBHOCT CJi€A XHPYPrAvYHH MHTCPBCHIMHM HAa MHKOYHHS
MEXYp WIH Ha NPOCTATATa WM MPH CHITHTCTBALL LMCTHT.

IleanaTpyyna nonyJaup

OxcHOYTHHHHOB XMAPOXJIOPH, € MOKAa3aH MPH Aella Hajl 5 roaMIIHa BH3pacT 3a icUeHHe Ha:
¢ HKOHTHHEHLIHA HA YPMHATA, HEOTJIOXKHOCT M YECTOTA HA YPHHHPAHE PH HeCTaOMIIHH ChCTOAHHA
Ha TNHKOYHHA MEXYyp, TNPHYHHEHH OT HAHONATHMEH XWUNCPAKTHBEH MHUKOMCH MEXyp HIH
HEBPOIr¢HHH HAapYLUEHHA HA NHKOYHHUA Mexyp (AeTpy3opHa XMNEPaKTUBHOCT).
¢ Howmwmno HanWkaBaHe, CEBp3aHO C JAETPY30pHa XMIICPAKTHBHOCT, B KOMOHMHauus ¢
HEMEIUKAMEHTO3HO JICUeHHE, KOraTo APYTHTE BHAOBE JEUEHHE He Ca Aaly pe3yJsITaT.

4.2 Ho3upoBKa H HAYHH HA MPUIIOKEHHE

HOBHmBKﬂ

Bw3pacmuu nayuenmu

O6buuaiinarta nosa e 5 mg ABa UMM TpH MBTH AHeBHO. Jlo3aTa MOXke fa Obae yBenuu
Smg ueTHpH DBTH AHEBHO, 33 JAa c€ NOAYYH KIMHHYEH OTroBOp, MPH YCJIOB
NIEKAPCTBEHH peakiLMH ¢a MOHOCHMH.

Hayuenmu a cmapuecxa avapacm




+

BpeMeTo Ha nony-eitMHHHMpaHE NpPH NALMEHTH B crapyecka Bb3PacT € YAWDKEHO; cleJoBaTeNHO A03a
2,5 mg ABa IbTH AHEBHO, OCODEHO a2KO MALMEHTHT ¢ PH3HUECKH <120 M HEMOLUEH, € BepoATHO Aa Onae
pocraTb4Ha. Tasu no3a MOXKE Aa ce YBeTHYM 4pe3 TUTPUpaHe 0 5 mg /1Ba ITTH AHEBHO, 32 Aa CE NMOAY4H
KJIHHHYEH OTTOBOD, NPH YCIOBHE, Ye HEXEIAHHTE JIEKAPCTBCHH PEaKLH Ca MOHOCHMH.

Heya (#ao 5 200umuna ev3pacm)

HepporeHHa HecTabuMIHOCT Ha MUKOYHHA MeXyp: ofHuaiiHaTa 1034 € 2,5 mg ABa WTH AHEBHO. Tasu nosa
MOJXKEe Aa Ce YBEJIHYH 4Ype3 THTPHpaHe 10 5 mg ABa ITBTH HJIH TPH DbTH AHEBHO, 32 Aa C€ NOJy4YH KIHHHYEH
OTTOBOP, [IPH YCIOBHE, Y€ HEKENAHUTE JIEKAPCTBEHH PEaKiiMH €A NOHOCHMH.

Howso HanukaBane: o6nvaliHara 103a € 2,5 mg ABa NBTH AHEBHO. Ta3u A03a MOXE 12 ce YBenUdaBa 4pes
THTPHpPaHe A0 5 mg ABa [IbTH WIH TPH I'ETH AHEBHO, 33 J1a C& MOJYYH KIHMHHYEH OTTOBOP, [IPH YCIIOBHE, Ye
HexXellAHHUTE JICKapCTBEHM peakuun ca noHocuMH. [locnenHata no3a Tpadea aa ce naae npeau naraxe.

Heya (noo 5 2o0muna ev3pacm)
¥Ynorpebara He ce npenopbusa (BX. Touka 4.4).

4.3 IIpoTHBONOKAIAHKNS

¢ (CBpPBXYYBCTBHTENHOCT KbM OKCHOYTHHHMH HIH KBM HAKOE OT IIOMOIIHHTE BEINECTBa, H3OPOEHU B
TouKa 6.1

¢ Mnacrenns rpaBuc
e TecHo-bLrenHa rnaykoMa WM NJIMTKA NpeiHa KaMepa

o [lopaau puck oT npoBokHpaHe Ha XHIIEPITHUPEKCH, TOBA JeKAPCTBO He TpAGBa Aa ce npunara rpu
NalHeHTH ¢ NUPEeKCHA |

e (CroMamHoO-4peBHH OOCTPYKTHBHM 3a00/ABaHHA, MWIOPHA CTEHO3a, TIAPAIHTHYCH WICYC, aTOHHA
Ha yepBara

HneocToMa WM X00CTOMA
ToKCcHUYEH MerakoioH

Texrk ynuepozeH KOJIMT

[lanueHTH ¢ OOCTPYKLIMA HA MMKOYHHS MEXYp, KbAETO 3aAphiKKaTa Ha ypuHarta 6 Morna 1a Obae
ycKopeHa.

44  Coenuajnd npedynpexicHus 1 Npeina’Hna MepKH nNpH ynorTpeba

OxcuOyTHHHH TpabBa Ja Ce H3MION3Ba ¢ MOBMIICHO BHHMAaHME NMpH (QHIHYECKH CNabB W HEMOLIHH
NaUMEHTH B CTapyecka BB3pacT M Jela, KOHTO MOrarT Aa ¢a NO-YYBCTBHTEIHM KbM e(eKTHTe Ha
OKCHUOYTHHHH, KaKTO M MPH NAallMEHTH ¢ ABTOHOMHA HeBponaTHa (karo Te3su ¢ Oonect Ha IlapkuHCOH),
CEpHO3HH CTOMALTHO-YPEBHH HAPYLICHMS HA MOTWIMTETA, yBpEXAaHe Ha yepHoApoOHaTa win Op0pevHaTa
(GYHKUHMSA, HITH MOIBYHO-CBAOBA HEAOCTATHYHOCT.

CroMalliHO-YPEBHH HAapYIIEHHA: AHTHXONMHEPrHYHUTE NEKAPCTBEHM NPOAYKTH MOXKe Aa TOHHKAT
CTOMAIUHO-YPEBHHUA MOTWIHTET ¥ Tpabra nAa ObAAT U3MNO/I3BAHM C MOBHILEHO BHUMAHME TIPK NALMEHTH CHC
CTOMALUHO-YPEBHH OOCTPYKTHBHA HAPYLIEHHS, YPEBHA ATOHMA H Y/ILIEPO3€H KOJIHT.

NAHCHTH B CTap4eCKa Bb3pacT, NnopagH puCK OT KOTHHTHBHO HAPYLICHHE.

e
L R R

OkcuOYTHHMH MOXe 1a BNOLIM TAXMKAPAMATA (M [0 TO3M HAYHH XMIIEPTHPEO neRemutnata Goneer
Ha CBPLETO, 3acTolHATa ChPACYHA HE/IOCTATHYHOCT, XUIIEPTOHUATS, ChPACYUH

HApYUIEHHA H CHMOTOMHTE Ha [IPOCTATHA XHIIEPTPOdHS.

FMHY), KOFHHTHBHHTE
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Hoknansaiu ca aHTMxonHHepruunn edektd or LJHC (manp. xamouwHaume, BB30ynaa, o6bpkaHoOCT,
COMHOJIEHTHOCT); MPENOpbYHTENHO e HabmoaeHHe, 0COOEHO Mpe3 ITEPBUTE HAKOJKO Mecela Cllel
3AMTOYBAHE HA TEpanWATa WK NpPH MOBMINABAHE HA [03aTa; /ia C¢ HMa MPEABMI CIUPAHE HA TEpAINUATa HIH
HAMAJIABAaHE Ha A03aTa, Ko ce pa3BuaT aHTHXxoMHepriusy LIHC edexru (Bxk.Touka 4.5).

[Jopanu ToBa, ye OKCHOYTHHHH MOXE Jla IPHUHHH TECHO-BI'BIHA I1AYKOMA, ManHeHTHTe Tpabna aa 6baar
NMOCHBETBAHH [1a CE€ CABPIKAT ¢ JIeKap BeaHara, ako noayuaT BHe3anHa 3aryba Ha 3pUTeIHaTa OCTPOTa HITH
o4Ha 6onka.

OkcHOYTHHHH ce cuMTa 3a onmaceH 3a MAUHEHTH ¢ nopdupusd, 3alI0TO € J0Ka3aH Karo NoppupHHOreHeH
TIPH JXUBOTHU | in vi{ro CHCTEMH.

OxcuOYTHHHH MOXe 138 HAMAMH CJIIOHYEHATA CeKpelMsAa, koero OH MOrno Aa AoBene A0 3u0eH kapHec,
NapofiOHTO3a WNH opanHa kaHaugosa. [lopaau ToBa ca npenop'quemm PEROBHH CTOMATONOIHYHH
Nperneay npH Npoas/LKHTETHA yroTpeOa.

AHTHXONHHEPrHYHATE JIEKApCTBEHU NpPOLYKTH TpAOBa Ja Ceé M3NOJI3BAaT ¢ NMOBHIICHO BHHMAHHE INpH
NAlMEHTH, KOMTO MMaT XHaTycoBa XepHUs/racTpoesodareaser peduiykc WHIH KOHTO MpHeMar
¢IHOBPEMEHHO JICKapCTBEHH MPOAYKTH (KaTto Hanpumep OGugocdoHaTH), KOUTO MOTAT Aa MPHUMHAT HIH
obocTpaT e3odarur.

KoraTto okcHOYTHHHH C€ U3MO0JI3BA MPH BHCOKM TEMINEPATYPH HA OKOMHATA Cpela, TOBA MOXKE /1a NPHYHHH
TOIUIHHEH yAap, KOKTO e Ab/DKY Ha HAMAa/ICHO TIOTEHE.

llenHarpuyna nonyniauusg

Ynotpebara Ha oOkcUOYTHHUH HpH Aeua Mo S rOAMILHA BE3pACT HE C& NPENophYBa; HE € YCTAHOBEHO Janu
OKCHOYTHHHH MOe 212 Obae HezonacHo W3NONI3BaH [IPU Ta3| BE3pacToBa rpyna.

JlokasaresncTeata B noAkpena Ha ynotpebaTa Ha OKCHOYTHHHMH MpH Aelia ¢ MOHOCHMIITOMATHYHO HOLL{HO
HalHKaBaHe (HECBBP3aHO C JeTPY30pHAa XHIIEPAKTHBHOCT) ¢4 OrPaHHYEHH.

Ilpn nena Haa 5 roaMilHA BB3PACT, OKCHOYTHHUH Tpa6Ba na 0bAe M3MON3BaH ¢ NOBULICHO BHHMaHHE, ThH
KaTo Te OMxa MOrHM /12 MPOABAT MO-BHCOKA YYBCTBHTEIHOCT KBM €()eKTHTE Ha JIEKapCTBOTO, 0co0eHO OT
crpada Ha LHTHC 1 necuxuvHM HexxeNnaHu 1€KapcTBEHH PeakiHH.

[laupeHTH ¢ peakH HacaeacTBeHH NpoGaeMH Ha rajlaKTO3Ha HEMOHOCHMOCT, Lapp- akTa3eH JeDHUUT KK
FIOKO30-ranakro3Ha ManabcopOuus He TpaOBa Aa npHeMar TOBA JIEKAPCTBO.

45 BianMogeHcTBHE C APYTH /eKAPCTBEHH NPOAYKTH H APYTH (GopMH HA B3aHMOAeiCTBHE

HeobxomuMO € mnoBHHICHO BHHMaHHE [PpH ©QHOBpEMEeHeH MNpHeM Ha OKCHOYTHHMH C ApyrH

AHTMXOJIHHEPrHYHH NEKAPCTBEHH NPOAYKTH, TbH KATO MOXE Ja C€ MOTEHUHPAT AHTHXOIHHEPrHYHHTE
edeKTH.

AHTHXOJIHHEPrHYHATa AKTUBHOCT HAa OKCHOYTHHMH Ce MOBHILABA NpPH €QHOBpeMEeHHa ynorpeba Ha ApYTH
AHTUXOJHHEPrHYHH JIEKapCTBA HIIH JAPYTH JIEKAPCTBEHH NPOAYKTH ¢ AaHTHXOJMHEPTUYHA aKTUBHOCT, KaTO
aMaHTafIHH WK APYTH AaHTHXOJMHEPTrHYHH AaHTHNAPKHHCOHOBH JIEKAPCTBEHM MPOAYKTH (Hamp. OHIEepHIEH,
neBojONa), AHTUXHCTAMHHHW, AHTHICUXOTHUM (Hanp., d¢eHOTHa3HHH, OyTHpodeHOHH, KIO3aIHH),
KBHHHAMH, JUTHTATHC, TPHUMKNTHYHH aHTHACHPECAHTH, ATPONHH U CBBP3aHH BEIIECTBA, KATO aTPONMHHOBH
AHTHCTIA3MOIMTHIIA M JUNTHPHAAMON,

Karo Hamansea CTOMAIIHHA MOTWIHTET, OKCHOYTHHHH MOKe Oa mnoeaHse abco
nexapcTea.

OxkcubyTvnuH ce merabonuzupa upes uuroxpom P450 nioensnm CYP3 A4, Eqnosp
¢ HHXHOuTOop Ha CYP3A4 moxe 1a notucHe MeTaboiM3mMa Ha OKCUOYTHHHH M Jia
Ha OKCHOYTHHMH. OxcHOYTHHHE OH MOTBJT Oa ObAe aHTArOHUCT Ha NPOKHHETHYHHTE

A "*.
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EanospeMennara ynorpeba Ha okCHMOYTHHHMH ¢ XOJIHHEcTepasHH HHXHOMTOpH OM MOrja aa AOBEAE A0
HaManeHa ePEKTUBHOCT Ha XOMHMHECTEpa3HHA HHXHOHTOD.

[TaunenTHTe TpabBa ga GbaaT HHPOPMHpPAHHU, Ue ANKOXONBT MOXKE 8 3ACHIM CHHJIMBOCTTA, NPHUHHEHA OT
aHTHXONHHEPrHYHH NIEKAPCTBA, KaTO OKCHOYTUHUWH (BX. Touka 4.7).

4.6 PepTRAHTET, SPEMEHHOCT H KLPMEHe

BpemenHocT
Hama anexsatHH AaHHM 3a ynortpebara Ha okcHOyTHHUH npu OpemenHu xenu. [lpoyuBaHusTa npH

KHBOTHH Ca HEAOCTATBYHH N0 OTHOILIEHHE Ha edeKTHTE BBPXY OpeMeHHOCTTa, eMOpHOHATHOTO/ (peTamHo
pPa3BHTHE, pAKAAHE WIM TIOCTHATANMO pa3BUTHE (BX. TOuKa 5.3). lloTeHLMANHHAT PHCK 3a XOpa €
HenspecTeH. OkcHOyTHHMH He TpAGBa Na ce M3I0JI3Ba NpY OPEMEHHOCT, OCBEH B CITy4ail Ha SCHO H3pa3eHa
He00X0AHMOCT.

KizpmeHe
Korato okcnbyTHHHH ce H3MON3Ea 110 BpeME Ha KbpMEHE, MAJIKO KONHYECTBO C€ eKCKpeTHpa B MaHUHHOTO

MAAKO.
Cnenopatento, ynorpebata Ha okCHOYTHHHH N0 BpeMe Ha KbpMEHEe He Ce npenophbuba.

4.7 EdexTn Bbpxy cnocoGHOCTTA 3a modHpane n padoTa ¢ MAIIHHHA

OkcubyTHHHH 6H MOT'BJ A2 NpPEAH3IBUKA CHHIMBOCT WIH 3aMBIIIeHO 3peHue. IlaumentuTe 61 Tpabrano na
ObNAT BHMMATENHH NO OTHOWEHME HA W3BHPIIBAHETO HA JACHHOCTH, XOMTO W3MCKBAT YMCTBCHA

OAMTEAHOCT, KaTo WwogupaHe, paboTa ¢ MALIHHA WIH OCBHINECTBABAHETO Ha OMAaceH TPyA JOKATO MpHeMar
TOBA JICKAPCTRO.

4.8 Hexenann nekapcTBEHH peakiHH

Yec1oTa Ha HEXENAHWTS NEKAPCTREHW PeaKIMK:

Muoro vect (> 1/10); yectu (= 1/100 a0 < 1/10); veuectu (& 1/1 000 xo < 1/100); peaxu (= 1/10 000 no <
1/1 000); muoro peaxn (< 1/10 000); c neusBecTHa yecToTa (OT HAMHMMHHATE AaHHU He Moxe Ja Obae
HarpaBpeHa OLISHKa).

MedDRA 6aza MB=oro wecTn Yectu Hevecrn C HensBecTHA
NaHHH HA = 1/10) =1/100 no <1/10) | (=1/1000 no YecToTa
CHCTEMO- <1/100) (OT HAIHYHHTE JAHHH
OpramHH He Moxe aa Obae
KIacoBe HANPABEHA ONCHKA)
Hudexumu 1 Hudexuus na
HHGeCTaLHH YPHHAPEH TPaKT
CroMawmHo- 3anek, razgexe, Nuapwus, Kopemen | T'actpoesodareanta
YpeBHH CYXOTa B YCTaTa | mOBpBILaHE nyckomadopT, pediykcHa Bonecr,
HApYIICHHA aHOPEKCHS, NceBA0OOCTPYKIMSA
NOHHKEH NpY NaLuHEHTK
Aucoparns NRgH D4 TraMeeRe,
| Byirknexpperation | |
\1 DHW ﬁ,@lﬁ‘o B &




HaMaJIABaT YpCBHHA

MOTHJIHTET)

McuxHuHu CreTosiHEE Ha B13byna, TpeBoXHOCT,

HapylleHus obBpKaHOCT XaaoLMHaLKY,
KOLIMAapH, IapaHoA,
KOFHUTHBHH
HapyLIeHHA NMpH
MalMeHTH B CTApUecKa
Bb3PACT, CHMITTOMH Ha
Aerpecus, 3aBHCHMOCT
(npu nauyeHTH ¢
aHaMHe3a 3a
anoynorpeda ¢
NeKapCcTBa HITH
BellleCTBa)
Ne30pHEHTALIHA,
QEeMpUYM

Hapyiwenns na 3aMasHoCT, KOrHUTHBHH

HepBHATa rnasodbosne, HapyUICHHH,

cHCTEMA COMHOJIEHTHOCT KOHBYJICHH

CopaevHn Taxukapausa, apuTMHs,

HapyllEHHA najJnuTanuu

HapaHsasaHus, Tonnuxen yaap

OTpaBAHHS H

YCIIOXKHEHHA,

BBbIHHKHAIM B

pe3yJITaT Ha

MHTEPBCHIUMH

HapyuieHns Ha CyxoTa B OUHTE 3aKkpHTO-BI'bJIHA

OuMTE raiayxoma, MHApHasa,
MOBHILEHO O4YHO
HaNAraHe, 3aMeraeHo
3peHue

Hapyuwenus na 3aaprkka Ha HAuzypus

6p0peLuTe H ypHHa

MHKOYHHUTE

TbTHLLA

CuaoBH 3auepBsiBaHe Ha

HapyLIEeHHA JiHLeTo™*

Hapymenus va | Cyxa koxa Anruoenem, o6pue,

KOXATA M YPTHKapHA,

NOAKOKHATA XHAMOXHIPO3a,

ThKaH (pOTOUYBCTBHTEAHOCT

Hapyuicuus sa CBpBXUYBCTBHTEAHOCT

HMYHHAT2 |

CHCTEMa

* mo-H3pa3eHo NpH AeLa, OTKONKOTO IIPH BB3PACTHH

CrobluaBaHe Ha NOJO3IHPAHH HEXEIAHH PEaKIMU

Cro011aBaHeTo Ha NOJO3HPAHH HEXEJIaHH PEeaKLIMH Cliel pa3pelaBaHe 3a ynorpeba Ha
NpOAYKT € BaKHO. TOBa NO3BOIABA A NPOABIDKH HaONKOAEHHETO Ha CHOTHOLEHHETO
NeKapCTBEHMS MPOAYKT. OT MEOHLIMHCKHTE CMELIMANUCTH ¢ H3UCKBA Aa ChobLIaBar &
HE)KeslaHa peaxilya Ypes HALMOHAJIHA CUCTEMA 32 ChoOLaBaHe:

M3me/THUTETHA areHIMg M0 JIEKapCcTBaTa

yi. ,,JJamsad ['pyes” Ne 8




1303 Codpus
Ten.: +35 928903417
yebcaiT: www.bda bg

4.9 Ipeno3npane

CaMmITTOMHTE HAa npeao3dpaHe ¢ OKCHOYTHHHMH Mporpecdpar OT yBelHYaBaHe CWIaTa Ha obuuaitHuTe
HCIKEJIAHH JIEKAPCTBEHH peakuun go cMmyilleHua B LIHC (ot 6esnokoiicteo v sb3byaa A0 NCHXOTHYHO
MOBEACHHE), LMPKYJAaTOPHH TIpOMEHH (3auepBsiBaHe Ha JIMLETO, CMajaHe Ha KPBbBHOTO HassAraHe,
UMPKYNaTOpHa HEAOCTATBHHOCT M Ap.), AHXATE/IHA HEAOCTATHYHOCT, NApajiH3a H KOMa.,

Mepxu, kouto TpsOBa Aa OBAAT NpeANpHETH B ClTy4Yaii Ha Npejo3npaHe;
(1) He3abasHo MpoMHBaHe HAa CTOMAaxa
(2) DusocTHrMHH 4pe3 OaBHO BEHO3HO HHXKEKTHpPAHE:

Bwapactau: 0,5 Ao 2,0 mg 6aeno BetosHo. [a ce NOBTOPH, aKo € HeoOXOoIMMO N0 MaKCHMYM 5 mg.
Reua: 30 pg/kg 1. T. 6aBHO BeHo3HO. Jla ce NOBTOPH, aKO € HEOOXOAUMO IO MAKCHMYM 2 mg.

HeoctHrMux Moxe Ad CC M3NON3Ba B A03aTa, NMpCnopbyiaHa B KPATKATA XAPAKTCPUCTHUKa Ha [TPOAYKTa KaTo
ANTCpHATHEA B CH}"*]&ﬁ Ha XHBOTO-3acTpaiuaballl aHTHXOJIHHCPIrHYeH CHHAPOM,

INosuinenara Temnepatypa Tpsabba Aa ce JTeKyBa CHMITOMATHYHO.

IIpn u3pazeno besnokoiicTeo unu BL3GYAa, 6M MOrNO Aa ce MPHAOXKH AxasenaM 10 mg upes HHTPBEHO3HA
HIDKEKLMA.

TaxnxapausTa 64 MOrNa 1a ce IeKyBa 4pe3 HHTPABEHO3HO MPUIOKEHHE Ha NPONPaHOIO.
Pereruusta Ha ypuHa 61 Moriia aa ce oBliajiee NOCPEACTBOM KATETEpH3ALIUA.

B cnyvaih Ha nmporpecrHs Ha Kypape-noZoOHu edekTH A0 napajiu3a HA JHXATEJIHATE MYCKYJIH CE€ Halara
MEXAHHYHA BEHTHJIALIUA.

5 ®APMAKOJIOTHYHH CBOMCTBA
S.1 PapMakoIHHAMHYHH CBOlicTBa

(DapmakorepancBTHUHa rpyna: Cna3MOJHMTHULH, JeficTsamy BBpXy nHuxouHuTe meTHma, ATC Kon:
G04BD04.

OxcHOYTHHHAH MMa KaKTO AMPEKTHO AHTHCNIAIMOTHYHO NeHcTBHE BBpXY [/agkaTta MYCKYJaTrypa Ha
ACTPYy30pa Ha IHKOYHHA MeEXyp, Taka M AHTHXOJHMHEePrH4HO JeicTBHMEe, KATO OM0KHpa MYCKapHHOBHMTE
eeKTH Ha ALleTHIXOMHH BBPXY IIaakaTa MycKyaaTypa. Te3u cBoOCTBa BOIAT O OTNMYCKaHE HA MYCKYyJa
Ha JeTpy30pa HA MHKOYHUA Mexyp. Ilpu nauuesTd ¢ HecTabuneH MUKOYEH MeXyp OKCHOYTHHHMH TIOBHILIABA
HETrOBHA KanaunTeT H HaMasBa YECTOTATA Ha CIIOHTAHHH KOHTPAKLMH Ha AETPY3OPHHSA MYCKYIIL.

5.2 PapMakOKHHEeTHUHH CBOHCTBA

Abcopbirs

TPAKT CNEA MEPOPATHO NPWIOKEHHE, C MAKCHMAIHH TUIa3MEHH KOHLISHTPALMH JOCTH
1 yac, KOHTO HAMAIABAT BIIOCIECACTEHE OHEKCIIOHECHLIHATIHO ¢ NOY-2KHBOT MEXKAY 2
edext moxe ga 6bae HaOMoONasaH B paMKHMTE OT 3 40 4 Yaca, KATO HAKAKBE edeKT
caen 10 uaca.



PasripenesieHue

ITIpH MHOTrOKpPaTHOTO NEPOPATHO NPUNOKECHUE CE NMOCTHra paBHOBECHO CBHCTOSHHE criell oceM AHH. Hama
JaHHH OKCHOYTHHHMH Ja ce akyMyaupa Inp# aKTHBHH MalMEHTH B CTapyecka BBIPacT H
(papMakOKHHETHKATa MYy € CXOgHa ¢ Ta3u MpH ApPYruTe BB3PACTHH NauMeHTH. Bbnpeku ToBa, NpH
pu3nuecku cnabH M HEMOIHM NALMEHTH B CTapqecka Bn3pacT croiiHocTure Ha Cmax u AUC ca
IHAYUTEIIHO YBEJIHYCHH.

buoTpaHchopm

OxcHOyTHHMH OCHOBHO ce MetaGonu3upa OT 4epHMs ApoD, MPEJIHMHO OT EH3MMHHTE CHCTEMH Ha
uuroxpom P450 u ocobeno or CYP3A4, ycraHoBeH riasHo B 4epHHMA Apo0 H uYpeBHATa CTEHA, KaTo
MeTaboNuTHTE CHIUIO HITNIeN A, Ye MPUTEKABAT AHTUMYCKAPHHOBH CBOFCTBA.

EnuMuBHpaHe

OcHOBHUAT MBT Ha oTzensHe € mpe3 6bOpeunTe, karo camo (,3-0,4% oT HEMPOMEHEHOTO JIEKAPCTBO C€
eKCKpeTHpa B YpHMHaTa Ha TUIBX cnen 24 vaca u 1% ce naGmonasa B ypuHaTa Ha Ky4e cnen 48 uaca.
Cnenosarenso, Npd MABX0BE H KyveTa, OKCHOYTHHHMH ce MeTaboaH3Hpa MOYTH HATBJIHO.

5.3 IpeaxIHHEYMHR JAHHH 32 6€30NACHOCT

[IpoyuBaHus TIpH >KHBOTHM ca MOKa3alM PENpPOJYKTHBHA TOKCHYHOCT B A03H, KOMTO NpPHYMHABAT
TOKCHUHOCT NPH Ma#iKara.

6. PAPMAIIEBTUYHHN JAHHHU

6.1 CnHcBbK HA NOMOIMHUTE BeIieCTBA

JlaxTo3a, Oe3BonHa

MuUKpOKpHCTAIHA LMy 1034a

Kanumes creapat

6.2 HechbBMECTHMOCTH

Henpunoxnmo.

6.3 Cpok Ha rogmoct

3 roguHy.

6.4 Cneuna/jng yCJJ0BHA Ha ChXpaHEHHe

Ha ce cxxpanasa npu reMneparypa noa 30°C. Jla ce cbxpaHsBa caMO B OpMIrdHHANHAaTa OMaKoBKa.

6.5 Buj B chAbpAkKAHEE HA ONAKOBKATA

30 rabnerxku B Tepmoctabunen Gnmucrep (PVC/anymunmii), 2 6mucrepa B KaproHeHa KyTHia, obuo 60
TabneTKu.

30 tabnerku B TepMoctabunen Snucrep (PVC/anymunnit), 1 6nMcrep B KapTOoHEH
rabneTku.

He pcHuku BHAOBE ONakOBKK MOraT fa OB4aT MycHATH B mpoaaxoOa.



6.6 Coennangu npenaznn MepKH NPH H3XBbpPASHE
Hsama cneusaniy H3UCKBaHUA 33 H3XBBPIIAHE.

Heuznon3saHusT nekapeTBeH MpOAYKT WM OTNATBYHHTE MaTepHaid OT Hero TpadBa aa ce MU3XBBPIAT B
CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHNA.

7. HPHTEXATEJ HA PA3PEIIIEHUETO 3A YTIOTPEBA
Matiinan EOOJ

Oduc crpana ,,Cepanka oprcH*

6yn. CutHAKOBO Ne 48, er. 7

1505 Codus
Bwnrapns

8. HOMEP HA PAPEIIEHMETO 3A YIIOTPEBA
9900112

9. JATA HA HLPBO PAZPEHIABAHETIOQHOBSIBAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

Hara Ha TbpBO paspewasane: 14 anpmn 1999 r.
Jlara Ha nocaeano noaHosseaxe: 30 mapt 2011 r.

10. JAATA HA AKTYAJIM3APAHE HA TEKCTA

05/2023




