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1. UME HA JIEKAPCTBEHUS IIPOJYKT X . o7

AMOpoJsieke P 75 mg KancyJH ¢ YALJIKEHO 0¢B000KIaBaHe, TBbPAH
Ambrolex R 75 mg prolonged release capsules, hard

2. KAUECTBEH U KOJIMUECTBEH CbCTAB
Bedka kancyna ¢ yOBITKEHO OCBODOXKAABaHE ChABPXKA 75 mg aMOPOKCOJIOR
XHUJIPOXJIOPH.
3a MBJIHUS CITUCHK C TOMOIIHH BELECTBa BUXK TouKa 6.1.

3. JEKAPCTBEHA ®OPMA
3e/eHO-0eH TBBPAM JKEJAaTHHOBH KaIllCylId, pa3Mep 2; HANLJIHEHH ¢ Oenu J0
ONeJIOKBITH TIEJIETH.

4. KJIMHHYHHU JAHHH

4.1 TepaneBTHYHH IOKA3AHUA
MyYKOTUTHYHO JIEHEHHE TIPU OCTPH U ODOCTPEHH XPOHUYHH 3a00IIBAHHUS HA
Oponxute K Oesust ApoO, NPUAPYKEHU C OOUIIEH CEKPET M 3aTPYAHEHWS ITPH
OTJICJISTHETO MY.

4.2 1o3upoBKa M HAYMUH HA NPHJIOKEHHE

B ciiyyait, ye He € nNpeAnHCcaHo APYyro NpenophunuTelHa € cjieHaTa J03UPOBKAa:
Bb3pacTtam u gena Hajg 12 roauHm

OOnuaitHara n103a € 1 xarncyna ¢ yasnkeHo ocBobOXKIaBaHe AMOpoaekc P
JIHEBHO (E€KB. HA 75 mg aMOPOKCONIOB XUJIPOXJIOPUL).

HauyuH Ha npijioxeHHe:

Kancyaure tpadBa nma ce morasmiar uend (0e3 aAa ce CALBKBAT) C JIOCTATHYHO
KOJIMYECTBO TEYHOCT, HA-I100pe — Clie] XpaHeHE.

[ IpoALIDKUTENHOCT HA I€YEHUETO

JlekapcTBeHHUTE MIPOAYKTH ChABPXAIIN aMOpOKCOodI He TpsaOBa Ja ce IpUeMaT II0-
IBJTO OT 4 10 5 1HHU, OCBEH, AKO TOBA HE € YKa3aHO OT JieKap,

4.3 lIpornBonokazaHus
AmMbOposnieke P He TpsiOBa 1a ce mpuema OT NAUUEHTH ChC CBPBXUYBCTBHTEIHOCT
KbM HSIKOS OT ChCTABKHUTE Ha TIPOAYKTa. AMOposiekc P He e nmoaxoasny 3a jeiia
noa 12 ronuvinHa BB3PACT MOpaaM BUCOKOTO CbABPKAHUE HA JIEKAPCTBEHOTO
BCUICCTBO B KAICYAUTE.

4.4 CnenMaTHH NpeIyNpexRICHHdA H NIPeINasHH ﬁ&e]ilm;np'ﬂ ynﬂTpeﬁa
ChlIeCTBYBAT PEeAKH CHOOIIEHUS 3a HaHHEHTH Pa3BIJIH OCTPU KOXHH PEaKIHH,
Kato cuHzapoMm Ha CTHUBBHC-J/[’KOHCHH ¥ CHH,E[pOM Ha Jluesn, BBL3HUKHAIIKA Cliel
ynorpedara Ha aMOpokcon. Eto 3alno, r[am Ce. J0ABAT HU,[{@GHH peakuuyd Ha



KOoXara W JuraBMUAaTa, Tpa0Ba He3a0aBHO Ja C€ HampaBH KOHCYJITALMS C
JIEKYBAUIUA JISKAP M A4 ce NIPEYyCTaHOBH yroTpedaTa Ha aMOpOKCOJL,

AMOPOKCOITBT CeBa Aa ce mMpujiara ¢ BHUMaHue MpH O0JIHN ChC CTOMALIIHA A3BA.

AMOpOKCOTBT TPAOBA Ja ¢€ IIpUiara ¢ BHHMaHHUE TIPH MallHeHTH ChC CMYIIEHUS B
MEXaHH3Ma Ha OTXPAavBAHETO W aHOpMAaJIHA NMPOAYKIHS Ha OpOHXHAEH CEeKpeT
(HaTip. MpH PAAKO CpEllaHMd MAJINTHEH UWIHAPEH CHHAPOM) TIOpaaHd PUCK OT
KOHTECTUS Ha OPOHXHAIHATA CEKPEIHSL.

Ilpy naumenT ¢ OBOpeyHa HEAOCTATBUHOCT MM HAKOH UEPHOAPOOHH
3a00JIIBaHUS, aMOPOKCONBT TPSAOBa J1a ce Mpujiara ¢amo ¢ MOBHIIEHO BHUMAHHE
(Harp. O0pe3 yALDKEHH UHTEPBAIN WIIH B PEAYIIHPAHH JIO3H).

[lpy manueHTH ¢ octpa OBOpEUHa HEJOCTATHLYHOCT € BB3MOKHO KYMYJIHpaHe Ha
MeTAOOJHTUTE Ha aMOPOKCOJ B pe3yJITaT Ha YEPHOAPOOHHS MeTaboIH3bM.

AmOponeke P 75 mg xancynu ¢ yABKEHO OcBOOOMXKJABAHE, TBBPAU ChIABPIKA
3axaposa. 1lanuenTty crpajgaiiy oT peaku BpoJASHH NpodJeMH KaTo rajlakTO3EMHUS,
MasabcopOLUA Ha TIKO03a/ranakTo3a Wik ¢ HeJIOCTaThbYHOCT Ha €H3UMAa JAaKTas3a
HE TPsIOBA J1a IpUeMAaT TOBa JIEKAPCTRO.

4.5 BzauMoaeiicTBHe ¢ JApPYrH JIeKADCTBEHH NPOAYKTH H Ipyrd dopMu Ha
B3aHMOACHCTBHE
EnHospeMeHHUAT nipueM Ha  aMmMOpoOKCON ¢ JIpYrH  TNIPOTHBOKAUUTHYHH
(AHTUTYCUBHH ) CPEACTBA MOXKE JIa NMPEANU3BUKA OMMAacHa KOHTecTHst Ha OpoHxuaiia
CeKpelnHsl 4pe3 WHXHOMpaHe Ha OTKauUMYHUA pednexc. Ilo Ta3m npuuuna
KOMOUHHUPAHOTO IEYEHUE TPAOBA Aa € IPOBEXKAA C 0COOEHO BHUMAHHUE.

4.6 bpemMeHHOCT H KbpMeHe
bpextennocm
NudopManpara 3a ynorpedbata Ha amMOpoOKcoa npu OpeMeHHH € HeAoCTaThyHa.
loBa Baxkn ocodeHO 3a nepuoaa 10 28 ceamuua oT OpemenHoctra. [lpu
H3CJIENBAHUSA € )XMBOTHH aMOPOKCOJI HE NOKa3Ba TepaToreHeH edekT (BUXK T. 5.3
[Ipeaxknmunuynu 1aHHU 3a Oe3onacHocT), [lo BpeMe Ha OpeMeHHOCT, 0cODEHO B
MBPBHSA TPUMECTRP, aMOpPOKCoI TpAOBaA Ja ce Ha3HAuaBa W MpPHEMa CaMo Clieq
BHUMATESHA NPENEHKA Ha ChOTHOIIECHUETO 0138/ PUCK.
Kwvpatene
AMOPOKCOTBT C& EKCKpETHpa B KbpMaTa Ha KHBOTHH. TBH Kato ugaMma
AOCTATLYEH OIMT 3a yroTpedara My MpH Xopa, TOH TPSOBa Jla ce U3NOJI3BA OT
KBPMAuKU caMo CJI€] BHUMATEIHA IIPEleHKA Ha ChOTHOMCHHUETO MOJI3a/ PUCK,

4.7 Edext BoPXy crioco0HocTTa 3a modupaHe H pabora ¢ MAHIMHR
HsaMa M3BECTHH.

4.8 Hesxenmann JiekapcTBeHH peaxkuuH
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YecToTaTa Ha NIPOsiBa HAa OMHCAHUTE NT0-A0ITY HEXENAaH! PEAKIIHH CE ONpPEIENs
yCJIOBHO KaTo: Muoro dect (> 1/10), Hectn (> 1/100 go < 1/10), Hevectn (2
171000 mo < 1/100), Peaxu (> 1/10 000 no < 1/1000), Muoro penxu

(< 1/10 000).

Ynorpebara Ha JieKapcTBa ChAbPXKAIIA aMOPOKCOJT MOXKE A JOBEAE 10 CIICTHUTE
HEKEJIAHU PEaKIInU;

Hapyuienua na uMyHnama cucmema

HewecTH: amepriydy peaxkuyy (3auepBsaBaHe HA KOXKara, OTOK HA JIMLECTO, 3a1yX,
ChPOEXK), TpECKA.

Muoro peaxy: aHaQUIAKTUYHU PEAKITUH BOJEIIH 10 aHA(PHUIAKTHHEH IIOK.

Cmomamino-upeeH i HapyuieHun

HevecTn: ragede, cToMalliHa 00J1Ka, MOBPBIIAHE.

Hapyuwenua Ha Koxcanma it ROOKOJICHUME MBKAHU

MHoOro peJKi: OCTPH KOXKHH pPeakLiy, KaTo enuaepMaliHa HEKPo3a U CHHIAPOM Ha
CTuBbHC-/PKOHCHH,

4.9 Ilpegosupane
CHMIITOMH Ha peJIo3upaHe
CUMIITOMY HJIH MIPU3HALM Ha OTPaBAHE HE ca HabMiolaBaHH IIpU NPEAO3HpaHe ¢
aMGpokcos. ChINecTBYBAT CHOOIIEHUS 34 NTPEXOAHO OE3MOKOHCTBO 1 THapyA.
AMOPOKCONBT ce oHacs 100pe MpH NepopaiHa 103a A0 25 mg/kg/neH.
[TpeaAxJMHUYUHNTE H3CIACABAHUS IPEAIIoNaraT, 4Y¢ €KCTPEMHOTO TpPEIO3UpaHe
MOKe J1a JOBeJie A0 PUCK OT NOBUINEHO CIOHOOTIECIANE, TaJcHe, NOBPHIIAHE U
[OHIKABAaHe Ha KPBbBHOTO HaJIATaHe,
TepaneBTHYHHA MEPKU IIPH NPEIO3HPAHE
CrieltiHd MEPKH, KaTO MPeJAN3BHKBAHE HA MOBPHIIAHE W CTOMAIIHA NPOMHUBKA, He
ca M3PHYHO MOKA3aHU U TP4OBa Ja ce IpeAlpueMar caMo B CIyyan Ha €KCTPEMHO
npenosupane. JleueHueto TpsbBa Ja € B CHOTBETCTBHE CBC CTENEHTA H
MPH3HAIIMTE HA MPEIO3NpPane.

5. PAPMAKOJIOT'MYHU CBOUCTBA

5.1 dapMakogHHAMHYHH CBOHCTBA
dapmakoTepaneBTHUHA Knacupukanus: MyKoanTUIH
ATC kox: ROSCBO6
AMOPOKCONBT, 3aMeCcTEeH OCH3IWIAMHMH, € MeTabOJHMT Ha OpOMXeKCHH. loH ce
pazinyaBa OT OPOMXEKCHH IO JMIICATa HAa METHIOBA Ipyla U HAIMYHUETO HA
XUAPOKCHJIHA Ipylla BHBEACHA HA Napa-TpaHC TMO3HLMA B UHKJIOXCKCAHOBHS
npbeTel. BBIpekn, 4e HETOBUST MEXAHH3BM Ha JEHCTRUC HE € HAITBIHO M3SCHEH,
Pa3IHYHU [IPOYUBAHHA [TOKA3BAT CEKPETONMTHYEH U CEKPETOMOTOPEH e(exT. [ipn
MEePOPANHO NPHIIOKEHHEe, AefiCTBUETO Ha JIeKapcTBOTO 3anousa ciiefl okoyio 30
MHH. KaTO MPOXB/UKUTENHOCTTa Ha JAedcTBMETO Bapupa oT 6 Jo 12 wvaca, B
3aBUCHMOCT OT J103aTa. A
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B rnpeakavMHU4YHA — OpOYYBAHUS, aMOpPOKCOJBT  TIOBHHIARA  3HAYUTEIHO
OpoHxuanHaTta cekpelus. HamansgBaiiku BUCKO3HOCTTA HAa MYKyca U aKTHUBUpaHKU
MYKOUUJIHAPHHUS PECIIMPATOPEH eIUTEI], TOW YIECHABA OTXPAuYBAHETO.
AMOPOKCONIBT MNPEAU3BUKBA AKTHBUPAHE HA CHHTE3a U CeKpeludara Ha
ChbpdaKTaHT, ype3 NpsSKo JACHCTBHE BBPXY AIBECONAPHH MHEBMOLUTH THIT 2 W
Knapa KJIETKHTE B MaNKHUTE ChAOBE HA PECIIUPATOPHUS TPakT. ToBa JONpHHAcS 3a
00pa3yBaHeTO M OTCTPAHSBAHETO HA CbPPAKTAHT-aKTUBHHUS MaTtepual B
anBeosiuTe M OpoHXUTe Ha Oenute apodOBE HaA 3apoAMINA W HA Bh3PACTHHTE
UHAUBUAU. Te3n edexTt ca OUIM HAOMIOJABaHU KAKTO MPH KICTBYHU KyJATYpH
TaKa ! UH BUBO MTPH Pa3UYHH KUBOTHHCKH BUJOBE.
B noneiHeHue, aMOpOKCONBT IOKA3Ba AHTUOKCUJAHTHH €(EeKTH B pa3IM4HH
IPEAKIHHAYHA U3CIICABAHUA, YUATO KIMHHYHA MPUIOXKHUMOCT € BCE OIIE B
ITPOLIEC HA NMPOYUBAHE.
Konuenrpauuure  Ha  aHTHOMOTHLMTE  AMOKCHIMKIIMH,  Le(ypOKCHM,
EPUTPOMHUIMH W JOKCHUMKIIMH, CHABPKAIIY CE W B XPAuKHTE U B OPOHXWATHHUS
CEKpeT, Ca ce IOKAYWJIU CJIE[ MPUJIOKECHUETO HAa aMOPOKCOJ, KAaTo KJIMHHYHATA
IPHIOKUMOCT Ha TO3H €(pEKT € BCEe OIS B IIPOIEC Ha NPOYUYBaHe.

3.2 GapMaKOKHHETHYHH CBOICTBA
[Ipu xopa, cien nepopaneH npuem, aMOPOKCOIBT ce pe3opdupa MOUTH HAITBITHO.
T4 cnien nepopanen npueM e 1-3 yaca. EQexkTsT Ha MBPBO IMPEMUHABAHE TIPE3

YepHUd Apo0 BOAU [0 HaMmansgBaHe Ha alconarorHata OMOHAJUYHOCT IIPH
[epopajieH HpUEM C OKOJIO Y3, Upe3 NPOAYKIIUS Ha MeTaboJIUTH, KOUTO C€
EJTMMUHUDPAT TIpe3 ObOpenuTe (Hanp. AuOPOMOAHTPAHWITOBA KUCEINHA, KOHIOTATH
Ha T[IIIOKYpOHOBaTta KucemuHa). CBBP3BAHETO ¢ IJIA3MEHHUTE TIPOTEUHU €
mpuonu3uTeHO 85% (80-90%). [InazMeHuaT nony:KkuBoT € 7-12 yvaca.
OO0muAT mirasMeH TMOJIYKHBOT Ha aMOPOKCOIBT W HETOBHUTE METAOOIHTH €
npudbmu3uTeSiHO 22 yaca.
Exckpernsita € 90% npe3 0ubOpenure, moja popmata Ha METAGOUTH oOpa3yBaHu
B uepHUa apod. Ilo-manko or 10% or OBOpeuHara ekckpeluus € HenpoMeHeH
aMOPOKCOIL.
Jduanusa unu QopcupaHa aHype3a He ca MOAXOAAIIH 3a eTUMHHHpaHe Ha
3HAYUTEIIHH KOJIMYECTBA OT JIEKAPCTBOTO, TOPaJiM BHCOKATA CTETNEH Ha
KOHIOTAIIHS ¢ TUIA3MEHUTE IMPOTEUHH, TOJEeMHsl o0eM Ha pasnpe/ie/ieHde H
OABHOTO NpepaznpenesIeHue OT ThKAHHUTE B KPLBTA.
[Tpu Texku yepHOAPOOHH 3a00NABaHUS, KIIMPBHCA HA aMOPOKCON ce HaMajIsaBa C
20-40%. Tlpu Texku cMmyuieHus B ObOpeuHaTta (YHKIHS BpEMETO 3a
eJTUMUHUpAaHE HA METADOTUTHTE HA aMOPOKCOII Ce YBEJTHYana.
AMOPOKCOJIBT IPEMHHABA [1pe3 KPbBHO-MO3bYHATA U ILJIaLEHTapHa bapHepa u ce
EKCKpPeTHpa ¢ MAaHUYHHOTO MIIAKO.

3.3 [Ipeakaunu4Hy JAHHH 32 0€30NMACHOCT
[[peakTMHUYHNTE JaHHU 33 0€30TIaCHOCT HE MOKAa3BaT CrelHaiecH pruck Ha Oasara
Ha KOHBEHIHOHAJHU U3NUTBAHUA 3a 0€30TaCHOCT, hapMaKonorus, TOKCUYHOCT
TPH MHOTOKPATHO HPUNOKEHHUE, TCHOTOKCHUHOCT, KAPIIMHOTEHEH [MOTSHIIHA.
OcTpa TOKCUYHOCT e
[Ipy usnuTBaHHS 3a OCTpa TOKCHYHOCT BBPXY KHBOTHU. HE € YCTAHOBEHA
MHAMBHyalHA YyBCTBUTENIHOCT ( BIX CBUIO T. 4.9 Tpenosupane) -
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XPOHUYHA/CYOXPOHUYHA TOKCHYHOCT

XPOHMYHATA TOKCUYHOCT TNPH H3CIEJABAHHUS C IIBA BHJIA KMBOTHH HeE IIOKA3BA
JIEKAPCTBEHO-CRBP3AHH IIPOMEHH.

MyTareseH U TYMOPOT€HEH TOTEHIIHAIT

JIBITOCPOYHH  TIPOYYBAHMS BBPXY HKUBOTHH He TIOKa3BaT TYMOpPOTEHEH
MOTCHIHAT Ha aMOpOKCco/. 3aAbM0OYEeHH IMPOyYBaHHA OTHOCHO MyTareHeH
NOTEHIHAI Ha amOpoKCoa He ca npoBexaaHn. ChbBpeMEHHHTE [IPOYUBAHUS
MOKA3BaT OTPHULATEIIHU PE3YNITATH 10 OTHOLICHUE HA MYTAreHeH U TYMOPOreHeH
IOTEHLIAAI.

PenpoayKTHBHA TOKCHIHOCT

EMOpHOTOKCHYHHTE NPOYYBAHHA BBPXY IUIGXOBE W 3afillH  He I10Ka3BaT
TEpaTOreHEH NOTEHUNAI IpH J1o3u 10 3 g/kg unn 200 mg/kg pecriextupno. Ilepu-
H TIOCTHATATHOTO PA3BUTHE HA ILTHXOBE € MOBIMSAHO CaMO IIPH 0341 OT 0K0j10 500
mg/kg. DepTuaHOCTTA HE € TOBNHMAHA IPU ITHXOBE Npu npunarane fo 1.5 g/kg.
AMOpPOKCONILT NpeMHHaBa Tpe3 IUIaleHTapHaTa Oapuepa U ce EKCKpETHpa B
MaHYUHOTO MIISIKO (3KHBOTHH).

6. PAPMALNEBTUYHHI JAHHH

6.1. CnHcbK HA IOMOINHHTE BelllecTBA

Kenmatn, mapeBMYHO HMIIECTe, TOBHIOH, 3axapo3a, LIEUIAK, TaJK, THUTAHOR
maokeua (B 171), muaurorun (E 132), bt xeneszen oxenn (E 172).

3abenexka 3a NAUMEHTH ¢ auaderT:

| kancyna ¢ yanipkeHo ocBoOOKAaBaHE ChABPKA BLIIEXUAPATH eKBUBAICHTHH HA
0,01 BbraexuapaTHH eAMHHLIY.

6.2 HechBMeCcTHMOCTH
He ca u3BectHn.
6.3 Cpok Ha roanoct
3 TOMWHH.
0.4 CnienHaNHN Npeana3sHa MepPKH IIPH chbXPAHEHHe
Jla ce chXpaHsBa Ha TBMHO B OPUTHHAJTHATA ONAKOBKA.
Ha ce cuexpansBa nog 25°C.

6.5 /1aHHH 32 onaKkoBKATA
[IBX/anymMunueB onucrep.
Opurunanna onaxoska ¢ 10,20 u 50 kancynau ¢ yapbKkeHo ocBoG0X 1aBaKe.

6.6 CienHAJTHH NPeANAZHH MEPKH NIPH YHHIIOKABAHE
HsaMa cnenmaniy da3HCKBaHuUsI.

7. IPUTEXKATEJ HA PABPEIIEHUETO 3A YHOTPEBA
ALIUD® PHARMA GmbH
Gottheb-Daimler-Strasse 19

89150 Laichingen, I'epmanus R
Tel: 0049 7333/96510 | -



Fax: 0049 77333/21499

8. HOMEP(A) HA PASPEHIEHUETO 3A YHOTPEBA
20020917

9.IATA HA ITbPBO PAZPEHIABAHE/INIO/IHOBABAHE HA
PASPEUIEHHUETO 3A YIIOTPEDBA

10. IATA HA ITOCJIEAHO AKTYAJIN3UPAHE HA TEKCTA
1O 2009
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