KPATKA XAPAKTEPHCTHKA HA ITPOOYKTA

1. HUME HA JIEKAPCTBEHHA ITPOAYKT

Apantas S mg tabnerku
Driptane 5 mg tablets

2.  KAYECTBEH U KOJMYECTBEH CBCTAB Ogobperive M................. Y

IIIIII
llllllllllllllllllllllllll

Bcaka Tabnerka cvabpka 5,0 mg okecnbyTuHHHOB xuapoxaopun (Oxybutynin hydrochloride).
[TOMOLUHO BELIECTBO C U3BECTHO JICHCTBUE: TAKTO3A.

3a MTBJIHHA CMHUCHK Ha MOMOLUHHWTE BELLECTBa, BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnetka ¢ aenurtennHa 4epra.
Kpbriu, 6enu, OukonBekcHU TabneTku ¢ AeuTe/Ha YE€pPTa BbPXY €A4HATa CTpaHa.
Tabnerkara Mmoxce na Obae paszaesieHa Ha ABE PABHH J103H.

4. KJIUMHHYHHA AAHHH

4.1 TepaneBTHUHH NOKA3ZAHUSA

¢ MHKOHTHHEHUHMA HA yPHHATA, HEOTIOKHOCT U YECTOTA HA YPUHHUpaHE NPH HECTAOHIIHH ChCTOSHUS
Ha MTUKOYHHA MEXYpP, NPUYHHEHH OT HEBPOIr€HHH YBPEXKIAHHUA HAa NMHKOUYHHUA Mexyp (aeTpy3opHa
xuneppednekcusa) npu 3abonsBaHNA KaTO MYJTHIUIEHA CKIlepo3a W spina bifida, unn NpUUHHEHH
OT HAHONATHYHA AETPY3OpHa HECTAOWRHOCT (MOTOPHO UMNYJICHA HHKOHTHHEHLINS).

e KoHTponupaHe Ha Be3MKa/llHaTa XMNEPaKTUBHOCT Clie[ XUPYPru4yHU HHTEPBEHUHH HA [THKOYHHA
MEXYP WJIK Ha MpOCTaTaTa Wiy NPH CbNBTCTBALL LHCTHT.

[eanaTpuyHa nonynaums

OkCHOYTHHHHOB XHAPOXIOPHA € NMOKa3aH Npy Aeua Haa 5 roAavllHa Bb3pacT 3a IEHEHHE Ha:

® HMHKOHTHHEHLMA Ha YPUHATA, HEOTJOKHOCT U HECTOTA HA YPUHHUPAHE NMPH HECTAOUNHH CHCTOAHUSA
Ha MHKOYHHA MeEXYp, [OPHUAHEHH OT MAHOMATHUEH XHMEPAKTHUBEH MMHKOYEH MEXYp HAW
HEBPOr€HHH HapYLUEHNS HAa MUKOYHHA MEXYP (AeTpy30pHa XUNEPAKTHBHOCT).

¢ HowHo HanukasaHe, CBbLP3aHO ¢ JAETPY30pHa XHNEPAKTHBHOCT, B KOMOHMHauus ¢
HEMEJUKAMEHTO3HO NIE4YEHHE, KOraTo Apyrute BUAOBE NEUEHHUE HE Ca AW pe3ynTar.

4.2 HO3HPOBKA H HAYHH HA NIPHAOKECHHE

Ho3npoBka

Bv3pacmmu nayuenmu

ObnuatinaTa q03a € 5 mg ABa WIH TPU NMbTH AHeBHO. [lo3aTa Moxe aa Oble yBenuuyeHa MakK
5 mg 4YETHPH MBTH AHEBHO, 3a [a CE€ MNOJYyYd KIMHHYEH OTroBOp, MNPH YCIOBHE, ue
NEKAPCTBEHX PEakUMH Ca NOHOCHMM. -

ITayuenmu 6 cmapuecka av3pacm e

Ermm - T




BpemeTo Ha noay-envMUHHpaHe NpH NaUUEHTH B CTAPYECKAa BL3PAacT € YAB/MKEHO, CleA0BaTeNHO n03a
2,5 mg [JBa NBTH AHEBHO, OCODEHO aKO MauUKWEeHTHLT € Pu3nueckH ¢nab M HeMOLLEH, € BEPOSTHO Aa Hbie
AocTaTbyHa. Tasn n03a MOXe 1a Ce yBEJHUYM Ype3 TUTPUPaHE A0 5 mg ABa MbTH AHEBHO, 3a Aa C€ NOAYUH
KAWHWYEH OTTOBOP, NIPH YCNOBHE, Y€ HEXEAHKTE JIEKAPCTBEHH PeaKLMK ¢a NOHOCHMH.

Heya (vao 5 eoouwna evipacm)

HesporexHHa HeCTabMAHOCT Ha NUKOYHUA Mexyp: ofuualiHaTa no3a e 2,5 mg ABa MbTH AHEBHO. Ta3u Ao3a
MOXKE€ [a C€ YBETHUH Hpe3 TUTPHPAHE 40 5 mg ABa NBTH KIH TPH bTH AHEBHO, 32 A4 CE NMONYUH KJIHHHYEH
OTrOBOP, NPH YCJIOBHE, Y€ HEXKENAHHUTE NEKAPCTBEHU PEaKLIMH ¢a TOHOCHMH.

HowHo Hanukasaxe: obrnuaiiHaTa go3a e 2,5 mg nBa NbTH AHEBHO. Tain A03a MOXeE /1a Ce yBenuuasa ype3
THTPHPAHE N0 5 Mg ABA MbTH WK TPU NBTH AHEBHO, 3a Aa C€ NMONYYH KIIMHUYEH OTFOBOP, MPH YC/IOBHE, HE
HE)XXENAHHUTE NNIEKAPCTBEHH peakUMK ca noHocumu. Ilocneanara noza tpabea fga ce naae npeayn NArawe.

Heya (nod 5 200uwmna svzpacm)
Ynorpebarta He ce npenopbuBa (BXK. Touka 4.4).

4.3 [IpoTuBonoxkazanusg

¢ (CBpbXUYBCTBUTENHOCT KbM OKCUOYTHUHHH MW KbM HAKOE OT NMOMOLUHHUTE BellecTBa, n3bpoeHu B
TOuKa 6.1

e MuacTeHus rpaBuc
e TeCHO-BIbHA rNayYKOMa WITH TVINTKA NpeaHa KaMepa

e [lopaan puCk OT NPOBOKKpPAHE HA XMNEPTIUPEKCHA, TOBA JIEKAPCTBO He TpAOBa na ce npunara npw
MatlyeHTH C NMUpPeKCUs

¢ CromauiHO-4ypeBHH OOCTPYKTHBHM 3a00NgBaHHSA, NHIIOPHA CTEHO3a, NAPATUTHYEH WIEYC, aTOHHS
Ha 4YepBara

HMneocToMa Uy KOIOCTOMA
ToKkcHYeH MerakoioH
Texcbk ynuepo3eH KOMUT

[launeHTH ¢ OOCTPYKLIMA Ha MUKOUYHHA MEXYpP, KbAETO 3aapbKKaTa Ha ypHHata 6u morna na 6bae
YCKOpEHa.

4.4 CnenHannu npeaynpexieHHsa H NpeAnazHd MEPKH NPH ynotpeda

OkcubyTUHHH TpsabBa na ce M3NON3Ba ¢ TMOBHIUEHO BHWMAaHUE NpH (H3HYECKH c¢nabv M HEMOWHMU
NalHeHTH B CTap4yecka BB3pacT M JAela, KOMTO MOrar [a ca NO-HYBCTBUTE/JHW KbM e(ekTHTE Ha
OKCHOYTUHMH, KAKTO W NpU MalMUEeHTH C aBTOHOMHA HeBponaTus (kaTo Te3u ¢ Gonect Ha [TapkHHCOH),
CEPHO3HH CTOMALLHO-YPEBHH HAPYLIEHWA HA MOTHWIMTETA, YBpEXKAaHe HA YepHoapobHaTa unu 6bu0Opevnara
GyHKLHUA, WIK MO3IBHHO-CBAOBA HEAOCTATBHHOCT.

CTOMB,LUHO-LIPCBHH HApyYLICHHS . AHTHXOJ’IHHEPFH'—IHHTE JJCKAPCTBCHH [IPOAYKTH MOXEC j[Jda NOHWXKAT
CTOMAUIHO-YPEBHHUA MOTHI/IUTET H Tpﬂﬁﬂa na 6baaT M3non3BaHA ¢ NOBULLIEHO BHUMAHHE NpH NaliHCHTH CHhC
CTOMAUWIHO-YPCBHH Oﬁch}(KTHBHH HApYLWEHHUA, YDEBHA ATOHHA H YNLICPO3ICH KOJIHT.

AHTHXDHHHEPFH‘{HHTE JICKApPCTBEHH TIPOAYKTH Tpﬂﬁﬂﬂ Aa €€ H3NOoAisaT C¢ NOBHWECHO BHHUMAHHE TNPH
nagueHTH B CTAp4Y4€CKa Bb3pacT, Nopaan pUCK OT KOTHHTHBHO HAPYLUCHHE.

OkCcHOYTUHHH MOXE /12 BNOWIH TaAXUKapAUATA (M N0 TO3K HAYMH XUNEPTUPEOAU3MA, HCXEMHYHATRHT -
¥

Ha CHPLETO, 3aCTONHATA CbpAeYHA HEAOCTATLYHOCT, XHMEPTOHHATA, CHPAECYHHTE apHTMHH), KO
HapYWEHHA U CUMNITOMKUTE HA NPOCTaTHa XUNnepTpodus. s &



HoknaasaHu ca aHTuxoauHepruunu edekt or LUHC (nanp. xanouunaummu, Bb30yna, obvpkaHocT,
COMHOJIEHTHOCT); MNpenopb4uTenHo € HabmoaeHHe, 0cob0eHO npe3 NbLPBHTE HAKOJNKO Meceua Che
3anoyBaHe Ha TEPANUATa WM NPU NMOBULLIABAHE HAa 103aTa; Aa C€ KMa MpelBHA CIIHpaHe Ha TepanuaTa Wiy
HamandBaHe Ha 103aTa, aKo ce pa3BuAT aHTUxonuHepruudu LIHC edexTu (BXK.TOUka 4.5).

[Topaan ToBa, 4e OKCMOYTHHHH MOXKE 1a NPUYHHH TECHO-bI'bJIHA IN1ayKOMa, nallMeHTHTe TpsabBa na 6bnaar
NMOCHBETBAHH 1@ CE€ CBLPXKAT € JIEKap BeHara, ako noay4aT BHe3anHa 3aryba Ha 3pMTe/HaTa oCTpoTa WM
OYHa 00JKA.

OKCUOYTHHHH Ce CUMTa 3a ONaceH 3a MaUMeHTH ¢ NOopgHpHUA, 3aLLOTO € A0Ka3aH KaTo NOpGHPHHOrEeHEH
NPH XKUBOTHH M in Vitro CUCTEMH.
OKCHOYTHHHH MOXE a2 HaMalu C/IIOHYEHaTa cekpeuMs, koeto 6M Morno na Aoseae A0 3bOeH Kapuec,

napoaoOHTO3a WIH OpaliHa KaHAWAO3a. ﬂopann TOBA Ca MNpENoOpPBLYHTEIHH PEIAOBHH CTOMATOJIOCHYHH
nperjiacan npyu NpoaAL/RDKUTENHA }’HDTPEGH.

AHTHXOMHHEPTHUHHTE JIEKAPCTBEHH NPOAYKTH TpabBa Aa ce M3MON3BAaT C MNOBULIEHO BHUMaHHE MpH
NAalHEHTH, KOMTO MMAT XMHAaTycOBa XxepHus/ractpoelodareancH pepnyke W/MAH KOUTO NpHemar
€IHOBPEMEHHO JIEKAPCTBEHU NPOAYKTH (KaTo Hanpumep 6udocdoHaTH), KOUTO MOraT Aa NPHUHHAT WU
obocTpar ezodarur.

Korato okcHMOYTHHHH C€ U3N0/3Ba MIPU BUCOKH TEMNEpPaTYpPH Ha OKOJIHATa Cpela, TOBa MOXE Ja MPUYHHM
TONAUHEH Yaap, KOHTO ceé Ab/HKH Ha HAMANIEHO MOTEHE.

[leanaTpruuyHa nonynauus

Ynorpebata Ha OKCUOYTHHHH TIpY Aeua NoA 5 roauiliHA BBH3PACT HE C€ MPENnopbYBA; HE € YCTAHOBEHO AaTH
OKCHOYTHHHH MOXxe Aa 6bae GezonacHO M3NON3BaH MPH Ta3w Bh3PacToBa rpyna.

Hoka3zarencTeara B noakpena Ha ynorpebara Ha OKCUOYTHMHHH NpY Aela ¢ MOHOCUMITITOMATHHHO HOLIHO
HanHKaBaHe (HECBLP3aHO C AETPY30PHA XHUIMEPAKTHBHOCT) Ca OFPaHHUEHH.

[lpu neua Han 5 roauiuiHa BB3pacT, OKCHOYTUHHH TpaOBa Aa 6ba¢ M3NON3BaH C NOBHLIEHO BHUMAHKE, ThH
KaTo Te OUXa MOFIIM [a MPOABAT MO-BUCOKA UYBCTBHTENHOCT KbM €(DEKTHTE HA JIEKAPCTBOTO, 0COOEHO OT
cTpaHa Ha LIHC u ncuxuyHK HeXenaHU NeKapcTBEHH peaKLiMu,

[laumMeHTU ¢ peakn HacneacTBeHU NpodaeMM Ha ranakTo3Ha HENOHOCHMOCT, Lapp- naktazeH n1e@UuUMNT Uiy
FNIOKO30-ranakTo3Ha manabdbcopbumus He TpaOBa Ja npUeMarT TOBa JiekapCTeo.

4.5 B3auMoaeHCcTBHE C APYIH JIEKAPCTBEHH NPOAYKTH H ApYrd OpMH HA BlauMoaeHcTBHE

HeobxoauMo e nosuiieHO BHUMaHME nNpH eAHOBPEMEHEH [pMEM Ha OKCUOYTHHHH ¢ JApYrH
aAHTUXOMMHEPrHYHHU JICKAPCTBEHW NMPOAYKTH, TLH KAaTO MOXE [a C€ MOTEHLHPAT AHTHXONIUHEPrHUHMUTE
edekTH.

AHTHXONUHEPrHYHaTa aKTHBHOCT HA OKCHOYTHHHH C€ MOBHLIABA NMPH €OIHOBPEMEHHA ynoTpeba Ha ApyrH
AHTHXOJIHHEPTHYHH JIEKAPCTBA WK APYTH JIEKAPCTBEHU NPOAYKTH C aHTHXOJUHEPrHYHA aKTUBHOCT, KATO
aMaHT4IHH WIH APYTH aHTHXOJHHEPTHYHH aHTUNAPKUHCOHOBH N€KapCTBEHHU NPOAYKTH (Hanp. OMnepuieH,
nepoforia), AaHTUXMCTAMHHHM, AHTHIMCUXOTHUM (Hanp. ¢eHOTHa3HHHU, OyTHpOQEHOHH, KI03arnuH),
KBHHHAHH, JHTHTAIHC, TPHLMKIIHYHH AHTHAENPECAHTH, aTPONHH U CBbP3aHHU BELleCTBA, KATO aTPOMUHOBH
AHTHCMA3ZMOIUTHLY 1 ZUNHPpHIaMON.

Kato HamansBa CTOMALIHUA MOTHIMTET, OKCUOYTUHMH MOxe na noenuae abcopbumsara Ha
JIEKapCTBa. 4
OkcuOyTHHUH ce MeTabonninpa upe3 uutoxpoM P450 uzoensum CYP3A4. EqnoBpeMeHHOTO M
¢ HHxuourop Ha CYP3A4 moxe ga notucHe Metabonvama Ha OKCMOYTHHHH W 3 NOBHILM excnoauumhﬁ‘

Ha OKCUEYTHHUH. OKCHOYTHHHH O1 MOrBA Aa GbAe aHTArOHUCT HA MPOKHHETHYHHTE TepanuK. ., f*f..l




Eanospemernata ynorpeba Ha okcubyTHHHH ¢ XOnuHecTepasHH HMHxHOuUTOpH OM Morna na aoseae o
HamaneHa €PeKTUBHOCT Ha XONIMHECTepa3HUA HHXHOUTOP.

[TarenTnTe TpadBa Na 6baaT MHDOPMUpPaHHU, He ATKOXONBT MOXE 14 3ACHAU CHHNHBOCTTA, NPUUHHEHA OT
AHTUXOJIHHEPTrHYHH J1EKAPCTBA, KATO OKCHOYTHHUH (BXK. TOYKa 4.7).

4.6 ®epTuanrer, 6peMEHHOCT H KbpPMEHE

bpeMeHHOCT

Hama anexsaTHH navnu 32 ynotpebata Ha OkcHOYTHHMH npH OpemeHHu keHH. [lpoyusanusaTa npu
XKHBOTHH Ca HEAOCTATBYHH MO OTHOIUEHHE HA edeKTUTEe BbpXy OpeMEHHOCTTa, eMOPHOHATHOTO/heTanHo
pasBUTHE, pOKAAHE MKW MOCTHATATHO pa3BUTHE (BXK. Touka 35.3). [loTeHUMATHMAT pHCK 3a Xopa €
HenssecTeH. OKcHOYyTHHHH He TpsOBa Aa ce M3non3sa npH OpeMEHHOCT, OCBEH B C/Iy4ai Ha ACHO U3paleHa
HeoDX0AUMOCT.

KtpmeHe

Korato okcHOYTHHHH C€ H3M10/13Ba O BPEME HA KbPMEHE, MATKO KOJHYECTBO CE €KCKPETHPa B MAHYHHOTO
MASKO.

Cnenosarento, ynorpebara Ha OKCUOYTHHHH N0 BpEME HA KbPMEHE HE Ce NpenophuBa.

4.7 E¢ekTn BupXy cnocobHocTTA 32 wodupane u pabora ¢ MalIHHH

OkcHOyTHHHH 61 MOrb/ Na NMpear3BUKA CBHIMBOCT WIKW 3aMbriieHo 3peHHe. [lauvenTrre 6u Tpabrano na
ObAaT BHWUMATENHH (10 OTHOWIEHHE HAa M3BLPLUBAHETO HAa JeHHOCTH, KOWTO M3HUCKBAT YMCTBEHA
OAUTENHOCT, KaTo wodupane, paboTa ¢ MALIMHKY WX OCBLUECTBABAHETO Ha OnaceH TpyaA AOKATO npuemar
TOBA JIEKApPCTBO.

4.8 HexenasH JieKapCTBEHH PeAKLHH

YecToTa HA HEXENAHWTE J1IEKAPCTBEHHY DEAKUHU:

Muoro uecty (> 1/10); uectn (= 1/100 go < 1/10); HeuecTu (> 1/1 000 no < 1/100); peaku (> 1/10 000 po <
1/1 000); mHoro peaku (< 1/10 000); ¢ HeuzBecTHa vecTOTa (OT HATMYHHTE JaHHH HE MOXKe 1a Obae
HanpaBeHa OLEHKa).

MedDRA 6a3za MHuoro 4ecTH YecTH Heuectn C uneunsBecTHA

AAHHH HA (=1/10) (>1/100 no <1/10) | (> 1/1 000 no 4ecToTA

CHCTEMO- < 1/100) (OT HANHYHHTE AAHHH
OpraHHH He Moxe 14 Obae
KJ1aCOBE

HanpaBeHa ONEHKA)

Hudexkunn u Undekuna Ha
HHPeCcTaLIUH YpPUHapeH Tpaxkt
CToMalilHO- 3anek, rageHe, Hnapua, Kopemen ["acTpoezodareanHa
YpEBHH CyXOTa B ycTara | noBpblUaHe anckombopr, pednykcHa Gonecr,
HapyLlUeHUs aHOpEeKCHH, nceBaooOCTPYKLIMA
NOHHXKEH NPH NALMEHTH,
aneTur, U3JIOKEHHW Ha PUCK
aucdarns (NALMEHTH B CTIRHET

BB3pacT HIH § _
ChC 3ameK W NEKYBaHU, | 45

APOAYKTH, KOUTO - *~

C APYTH NEKapCTBEHU © [ ..



HaMaNnsABaT YpEBHUA
MOTHJIUTET)

TIcHXHYHH CbCcTOAHKE HA Bb36yna, TpeROXHOCT,

HapyWeHHUs 0OBPKAHOCT XaJIKOUHHAUHH,
KOLUMAapH, napaHos,
KOrHUTHUBHH
HapyLweHna fpH
MalHEeHTH B CTapyecka
Bb3PAcT, CHMNTOMH Ha
JEnpecHs, 3aBUCUMOCT
(np1 NauMeHTH ¢
aHaMHe3a 3a
anoynotpeba c
JIEKApCTBA WK
BelleCTRa)
NE30PHEHTALINA,
NEITHPHYM

Hapyutenus Ha 3amagHocT, KorHutHeHu

HEpBHATa rnasobome, HAPYLIEHHA,

CUCTEMA COMHQJIEHTHOCT KOHBYJICHH

CopaeyHu Taxukapaus, apurMms,

HapylUueHHs MajaNnUTaLKUH

HapaHaBaHHus, Tonavuen yaap

OTPABAHHUSA U

YCNOKHEHUH,

Bb3HUKHAH B

pe3yaTaT Ha

HHTEPBEHUNH

HapyweHus Ha CyxoTa B O4HTE 3aKpPUTO-BLIbHA

OUHTE rnaykomMa, MUApHasa,
NOBMILEHO OUHO
HanaraHe, 3aMbriieHo
3pEHUE

Hapytuenua Ha 3aapbXxKa Ha Huzypus

6uOpeuuTe u ypHHa

NMUKOYHHTE

NbLTHLLA

Cosaosu 3auyepBaBaHe Ha

HapyLlIeHHS nuueTo™

HapywieHus Ha Cyxa koxa AHruoeaem, obpus,

KOXaTa U YPTHKAapHA,

MOAKOMKHATA XHIMOXHAPO3a,

ThKaH ($OTOHYBCTBHTEHOCT

HapyueHns Ha CBpbX4YBCTBUTEAHOCT

MUMYHHaTa

CHUCTEMA

* N0-U3pa3eHO NMpH aeLa, OTKOJIKOTO NPH Bb3PacTHH

CohoblliaBaHe Ha NOAO3UPAHU HEXENAHH PEAKLIHH
Cro0LaBraHeTO Ha NOAO3HPAHMN HEXKENAHH PEAKLIMH Cea pa3pellaBaHe 3a ynorpeba Ha IeKapCTBEHUS

NPOAYKT € BaXKHO. TOBa No3BOJIABA 12 NPOAB/DKH HAONIOAEHHETO HA CHLOTHOLIEHHETO MON3A/PHCK 38 ===
NEeKapCcTBEHHA NPOAYKT. OT MEAHLIMHCKUTE CNELMAUCTH C€ U3UCKBA Ja choOLliaBaT BCAKa NOAo
HEXEJlaHa peaklUMA Ype3 HaLlHOHANHA CHCTEMA 33 chobliaBaHe: |

UsnbnHWTENHA areHUUs [0 IeKapcTeaTa
va. ,,Jaman I'pyes’” Ne 8



1303 Codusn
Ten.: +35 928903417
yebcanT: www.bda.bg

4.9 Ilpeno3npane

CHUMNTOMHUTE Ha Npeao3npaHe ¢ OKCHOYTHHHH TpOrpecHpar OT YBe/JWuapaHe cuiaTa Ha obHuaiiHKTe
HEeXENaHU JiekapcTBeHU peakuumun A0 cmyuwenus B LIHC (ot 6e3nokofictBo M BBb3Oyna a0 NCHXOTHYHO
MOBEACHHE), UHMPKYNATOPHH NPOMEHU (3auyepBABaAHE Ha JHLETO, CMagaHE Ha KPBLBHOTO HaAraHe,
LUPKYIATOPHA HEAOCTATHYHOCT W ApP.), AMXATE/THA HEAOCTATHYHOCT, M1apalnia U KOMa.,

MepkHu, kouTo TpadOBa na 6vaaT NMpeanpUeTH B C1yval Ha NMpeao3vpaHe:
(1) HezabasHo npoMmusaHe Ha cTOMAaXa
(2) Pu3ocTUrMMH Yype3 BABHO BEHO3HO UHKEKTHPAHE:

Brapacthu: 0,5 a0 2,0 mg 6asHO BeHo3HO. [[a ce nOBTOpH, aKO € HEODOXOAUMO 10 MAKCHMYM 5 mg.
Heua: 30 ug/kg 1. 1. 6aBHO BeHO3HO. [a ce MoBTOpH, aKO € HEOOXOAHMO 40 MAKCUMYM 2 mg.

HeocTurMrUH MOXKe a ce K3MoM3Ba B 103aTa, NpenopbyaHa B KpaTKaTa XapakTEpUMCTUKA HA NMPOAYKTa KaTo
AJITEPHATHBA B Cy4al Ha »HBOTO-3aCTpallaBall AHTUXOSHHEPrUYeH CHHAPOM.

[loBHineHaTa TEMIICPATYpa TPHGBE! Ada CC JEKYBa CUMITTOMATHYHO.

[Tpu u3pazero 6e3n0kOACTBO WK BBb3OyAa, Ou Morno aa ce npunoxu adazenaM 10 mg upes MHTPBEHO3HA
HHXKEKLLHUA.

TaxukapauaTa 61 Mor/a 4a ¢ce NeKyBa Ype3 UHTPABEHOIHO NPUIOKEHHE HA MPONPAHONON,

PeTeHiuMaTa Ha YPHHA Ou Morna na ce opjiaaee NoCpeaACTBOM KATCTCPH3A1IHUA.

B cnyuail Ha nporpecua Ha kypape-noaodbHu edpekTH 40 napanu3a Ha IHXATETHHTE MYCKYIH C€ Hanara
MeéXaHH4YHa BEHTU/IaLNA.

3 GAPMAKOJOI'HYHHU CBOHCTBA
5.1 PapMaxkoIHHAMHYHH CBOHCTBA

PapmakoTepaneBTHuHa rpyna: CnasMoiATHUM, AeHCTBallM BbpXY MNUkKouyHWTe nbTHwa, ATC Koa:
G04BD04.

OKCHOYTHHHH MMa KaKTO AMPEKTHO AHTUCNAa3MOTHYHO [EeHCTBHE BbPXY ralKaTra MYCKynatypa Ha
NeTpy30pa Ha NHUKOYHHA MexXyp, Taka M aHTUXOJHHEPTHYHO OEWCTBHE, KaTo O/IOKMpa MYCKapUHOBHTE
epeKTH Ha aUCTWIXOJHMH BbpXY IajakaTa MycKyJsiatypa. Tesd cBONCTBA BOAAT A0 OTMYCKAaHE Ha MYCKYJa
Ha AeTpYy30pa Ha MUKOUHUA Mexyp. [1pn nauueHT ¢ HectabuneH MUKoUHeH MeXyp OKCHOYTHHHH NOBHLIAaBa
HETOBHA KanaluWTeT ¥ HAMANABA YEeCTOTATa Ha CNOHTAHHH KOHTPAaKUHWKY Ha AETPY3OPHHA MYCKYA.

5.2 PapMaAKOKHHETHYHH CBO#CTBA

Abcopbuns

dapMakOKMHETHYHWUTE JOKNAAM NMOKa3BaT, ye OKCHOYTMHMH ce abcopbupa Obp30 OT CTOMALIHO-YPEBHHUS
TPaKT ¢ien NePOPaHO NPUIOKEHHE, C MAKCUMANTHHU NJa3MEHH KOHUEHTPAaUUH AOCTUIHATH 3a No-M *
1 yac, KOMTO HAMaJIABAT BMOCNAEACTBHE OMEKCNOHEHLIMANHO C NOJY-XKHBOT MeXIY 2 U 3 yaca. Msi wﬂﬂrf .
ethexT Moxxe na Obae Habnoaaead B paMKHTe OT 3 00 4 yaca, KATO HAKAKBLE eeKT MOXKE 1a ﬁhﬂfHanH%H

R TN
cnen 10 uaca. o TET




PasnpegencHue

[Ipy MHOTOKpPAaTHOTO NMEPOPaHO NPHNOKEHHE Ce NOCTHIA PABHOBECHO ChCTOAHME Chel oceM AHH. Hama
AaHHM OKCHOYTHMHMH Ja ce axKyMynHpa [pd AaKTUBHM NAUMEHTH B CTapuecka Bb3pacT W
¢apMaKOKHHETHKATa MY € CXOAHA C Ta3W NpH APYrHTe Bb3pacTHW NALMEHTH. Bbnpeku ToBa, npu
dusuyeckn cnabu M HeMOLWHW MaUMEHTH B CTApyecKka BBL3IpacT cTolHOCTHTE Ha Cmax v AUC ca
JHAYHTETHO YBETHYEHH.

buotpanchopmaLys

OxcHOYTHHMH OCHOBHO ce Metabonuivpa OT uepHUs Apob, NpeaUMHO OT E€H3IUMHHMTE CHUCTEMH Ha
untoxpoM P450 u ocobeno ot CYP3A4, ycTaHOBEH rNaBHO B 4epHus Apod W 4ypeBHaTa CTeHa, KaTo
METaDONUTHUTE CHILO M3TNEXKAA, Ye NPUTEXKABAT AHTUMYCKAPHHOBH CBOMCTBA.

EnuMuHnpane

OCHOBHHMAT BT Ha OTAENAHE € npe3 6vbpeunte, kato camo 0,3-0,4% OT HENPOMEHEHOTO NEKApCTBO Ce
€KCKpETHpa B ypUHaTa Ha mabX cned 24 vaca u 1% ce Habnwogasa B ypuHata Ha kyue ciaen 48 yaca.
ChnenosartesiHo, MPH NIBLXOBE M Ky4eTa, OKCHOYTUHHH ce MeTabonuninpa nouTH Hamb/IHO.

5.3 Ipeaxnunuuny 2aHHn 3a bezonacHocT

[IpoyqBaHWA MpU KUBOTHH €a NOKa3zanud pENPOAYKTMBHA TOKCHYHOCT B A03H, KOUTO NPUYUHABAT
TOKCUMHOCT NpHU MaiKara.

6. PAPMAIIEBTHYHH JAHHHU
6.1 CnHcebK HA NOMOIHKTE BEUlECTBA
Jlakto03a, 6e3BoaHa

MukpokpucranHa uenynosa

Kanuues creapatr

6.2 HechbBMeCTHMOCTH

Henpuinoxumo.

6.3 Cpox na rogHocTt

3 rOQUHM.

6.4 CnenHaiHH yC/10BHA HA CbXpAHEHHE

Jla ce cvxpaHsaBa npu temnepatypa noa 30°C. Jla ce chbxpaHaBa caMO B OpPHTHHANTHATA ONMAaKOBKaA.

6.5 BHa B cLABLPXAHHE HA ONAKOBKATA

JIlpunran ce npeanara B onakoskH, cbabpxawu 30 unu 60 tabnetrku B PVC/anyMununesun bnucrepn.
He BcHuky BUAOBE ONakOBKH MoraTt Aa 6baat nycHaty B npoaaxda.
6.6 CnenHanHy npeana3HH MepKH NPH H3IXBbLpAAHE

HaMa cneumManHy U3HCKBRAHNS 3a M3XBDPAAHC.




Heunsron3BaHUAT JIEKAPCTBEH NMPOAYKT H/IHW OTNAABLYHHUTE MaTCpHalU OT HEro TpﬂﬁBa Ada €€ H3IXBBPJIAT B
CHOTBETCTBHE C MCCTHHTC U3UCKBAHHA.

7. INPHTEXATEJI HA PAZPEIHIEHHETO 3A YIIOTPEBA

Maitnas EOOJ]

Oduc crpana ,,Cepanka opucu*
6yn. CutHakoso Ne 48, eT. 7
1505 Codus

buarapus

8. HOMEP HA PASPEHIEHUETO 3A YIIOTPEBA

9500112

9. JAATA HA IIBPBO PA3PEIIABAHENIOJHOBSABAHE HA PA3PEIHIEHHMETO 3A
YIIOTPEBA

Hara Ha mepBo paspetnaBade: 14 anpun 1999 r.
Jlata Ha nocneaHo noaHoeapane: 30 mapt 2011 .

10. JATA HA AKTYA/IMN3UPAHE HA TEKCTA

01/2024




