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MME HA JIEKAPCTBEHHS NNPOAYKT

AMOponexce 75 mg Kancy/H ¢ YIb/JKEeHO 0CBOOOKAABAHE, TBhPAH
Ambrolex 75 mg prolonged release capsules, hard

KAYECTBEH A KOJIHYECTBEH CBCTAB
Beska kancyia ¢ yab/bkeHO OCBOOOXIaBaHe ChbABPXKAa 75 mg aMOpOKCOa0B

XUAPOXJIOPHUA.
3a MBJHHUSA CITHCHK ¢ MOMOIIHYA BellecTBa BHXK Touka 6.1.

JEKAPCTBEHA ®OPMA
3eneHo-0e TBBPAH JKENAaTHHOBH KamncCyjM, pasMep 2; HallbJIHEHH ¢ Oenu 10

ONe 10X BIITH NEETH.

KJIMHHYHHA JAHHH

4.1 TepaneBTHYHH MOKAZAHHA

MyYKOIHTHYHO JieYeHHEe MpH OCTPpH M OOOCTPEeHU XPOHMYHHU 3abONIABaHHUA Ha
OpoHxure M Oenua Apob, NMpUIPYKEHA C OOMIICH CEKPET M 3arpyJHEHUs MPH
OTAETAHETO MY,

4.2 J103MpOBKA H HAYIHH HA NPH/IOKCHHE

B cayuaii, ye He € npeANUcaHo APYro MpENoPBYMTE/IHE € ClIeAHAaTa NJ03HPOBKa:

Bb3pacTHy U Aeiia Haa 12 roauHu
O6uuaiinara a03a € 1 xancyna ¢ yasnkeHo 0cBo00KaaBaHe AMOPOJIEKC JHEBHO

(ekB. Ha 75 mg aMOpPOKCOJIOB XHAPOXJIOPUA).

HauyuH Ha NPHIOKEHHE:

Kancyaure Tpadsa aa ce morapiar uenu (0€3 Aa ce CObBKBAT) € JOCTATHYHO
KOJHYECTRO TEUHOCT, Hall-1o0pe — Clied XPaHEHE.

[TpoABIKUTENHOCT HA JICUEHHETO

JlekapcTBeHUTE NPOAYKTH ChAbPKALIM aMOpOoKcon HE TpAbBa Ja ce IpHEMAaT Io-
IBJTO OT 4 10 5 IHH, OCBEH, aKO TOBa HE € YKa3aHo OT JIeKap.

4.3 IIpoTnBONOKA3AHMSA

AMOponekc He TpAOBa Ja ce MpHeMa OT MaLMeHTH CbC CBPBbXYYBCTBHUTENHOCT

KbM HAKOS OT ChCTABKHTE HA MPOAYKTAa. AMOPONEKC HE € NOAXOMLI 3a Jena oA
12 roguillHA BB3pACT MNOpPajgHM BHMCOKOTO CBHIABPXaHUEC Ha JICKApCTBEHOTO

BCUICCTBO B KAIICYJINTC.

4.4 CriennaIHA NPEAYNPeXKACHH H IPeANA3HN MEPKH PH ynoTpeda _ .-

ChILECTBYBAT PCAKM CHOOLICHHA 34 MAUMEHTU Pa3sBHIH OCTPH Kgﬁi@ﬁma
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KOXKaTa W JIHrapuuara, TpsabBa He3a0aBHO Ja ce HampaBH KOHCYATAalMA C
JICKYBAIIKA JIeKap U [ia ce IpeycTaHOBM ynorpedara Ha aMOpOKCOIL.

AMOPOKCONBT Clle/iBa Ja ce NMpuiara ¢ BHUMaHue npu 00JHU CHC CTOMAIIIHA A3Ba.

AMOpoxcosT TpaOBA Ja ce npuiara ¢ BHUMaHHE NMPH NALMEHTH CHC CMYIIECHHS B
MEXaHU3Ma Ha OTXpa4YBaHETO U AHOPMAJIHA MPOAYKLUA Ha OpOHXHANIEH CEKpeT
(Hanp. NpH pAAKO CPCINAHUA MAJIUCHEH LWIHApEH CHHAPOM) NOPaau PHUCK OT
KOHTeCTHA Ha OpOHXHAJIHATA CEeKpeLs.

IIpy mauuenTy ¢ OBOpeuHa HEJOCTATBUHOCT MAM HIKOM UYEPHOIPOOHH
3abonsBaHuA, aMOpoKCcONBT TpAOBaA Ja ce MpHJara caMo ¢ MOBHMIICHO BHUMAaHHE
(Hanp. mpe3 yIbDKEHH HHTEPBAJIM UM B PEAYLIMPAHU 103H).

[Tpu naiueHTH ¢ ocTpa 6BEOpPEeUHA HEJOCTATHYHOCT € BB3MOXKHO KyMYJHUpaHe Ha
MeTaboIMTHTE Ha aMOPOKCOJI B pe3yTaT Ha YEPHOAPOOHUA METabOIHUIBM,

AMOposekc 75 mg Kamncyau ¢ yABKEHO OCBOOOXKJIABAaHE, TBBPAH CHABPXKA
3axapo3a. [lalMeHTH CTpajally OT peIKH BPOACHH NMPOOJEMH KaTo rajlakTO3eMHMS,
MajjabcopOiIusa Ha III0KO3a/TalIaKTO3a MIN ¢ HEJOCTATHYHOCT HA €H3HWMa JlaKTa3a
He TpsAOBa Ja MpHEeMAaT TOBa JIEKapCTBO.

4.5 B3anumoneiicTBHe ¢ JApPYrH JEKAPCTBEHH NPOAYKTH H APYrH ¢opMH Rna
B3aHMOA¢cHCTBHE
EnHOBpeMEHHMAT MNpueM Ha aMOpoKcol ¢ JpyrH NPOTHBOKAUUIMYHM

(aHTUTYCHBHH) CPEACTBA MOXE Ja NIPeAU3BAKA ONaCHAa KOHIeCTHI Ha OPOHXHAIHA
cekpeLiMsi upe3 MHXuOUpaHe Ha oTkamauuHua peduekc. Ilo Tasu npuurHa
KOMOHHUPaHOTO JleueHue TpabBa Ja ce npoBekaa ¢ 0COOEHO BHUMaHME.,

4.6 bpeMeHHOCT H KBEPMEHeE
bpemennocm
HudopmanuaTa 3a ynorpedara Ha aMOpokcosa nmpH OpeMEeHHH € HEeNoCTaTh4YHa.
Tosa Baxu ocobeHo 3a mepuoaa o 28 ceamuua ot OpemenHoctTta. [lpu
M3CHEABAHMS C KMBOTHH aMOPOKCOJ HE MOKa3Ba TepaTroreHeH edekrt (Bux T. 5.3
[IpeaxnnHMYHE AaHHH 3a Ge3omacHocT). [1o BpeMe Ha OPEMEHHOCT, 0COOCHO B
mbpBHA TpUMeCTBP, aMOpokcos TpAbGBa Ja ce Ha3zHauaBa W IIpHUEMa CaMoO CliCA
BHHMATEJIHA NMpelieHKa Ha ChOTHOLISHHUETO NOJI3a/ PUCK.
Kvpmerne
AMOpOKCONTBT C€ €KCKpeTHpa B KbpMara Ha XHWBOTHM. TBil KaTto HsMa
AOCTAaThYEH OMHT 3a ynoTpebaTa My npu xopa, TOi TpadBa Aa ce H3MOJI3Ba OT
KbPMAUKH CaMO CJieJl BHUMATETHA TIPeLieHKa Ha CHOTHOLIEHUETO M0J138/ PHCK.

4.7 Edextn BLPXY cnocobHocTTA 32 WioHpaHe ¥ padoTa ¢ MAIIAHA
Hama v3BeCTHH. T

4.8 HexxenaHd JIeKapCTBEHH PeaKIiHH LT T
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YecToTaTa Ha posAiBa Ha ONMHCAHKTE MO-A0JY HEXENaH! PEAKLUHU CE ONpeacis
yCI0BHO Kato: MHoro uectu (> 1/10), Hecrn (= 1/100 no < 1/10), Heuectnt (=
1/1000 o < 1/100), Peaxu (= 1/10 000 no < 1/1000), MHoro peaku

(< 1/10 000).

YnoTtpebara Ha ekapcTBa ChAbPKallyd aMOPOKCOIT MOXKE A3 IOBEE AO CIEIHUTE
HEXKEIIaHH peaKIHu:

Hapywenun na umynnama cucmema

HeuecTy: anepruyHy peakiyu (3a4epBiBaHE HA KOXATa, OTOK Ha JIHIETO, 3aayX,
chpOEK), TpECKa.

MHoro peikH: aHadHJIAKTHYHY peaKI[Mi BOACIIM J0 aHaQHIaKTHYEH MIOK.

Cmomauino-4upeeHu HApyIeHUR

HeuecTu: rageHe, croMainHa 607Ka, NOBpPDBIIaHe.

Hapywienun na kosxcama u nOOKOMNCHUMmMe MoKanu

MHOro peku: OCTPH KOXKHHU peaKLUH, KATO €MMACPMAaIHa HEKpO3a H CHHIPOM Ha
CTHBBHC-/[’)KOHCBHH.

4.9 Ilpeno3upane
CUMNTOMH HA NPEA03HPAHE
CHMIITOMH MJIM TIPU3HALM Ha OTpaBAHE HE ca HaOII0JaBaHH NPU NMPEIO3UPAHE C
aMOpokcoj. ChIIECTBRYBAT CHOOLIEHHS 3a PEXOAHO OE3MOKOHCTBO M IHapHIL.
AMOPOKCOIBT ¢e moHacs AoOpe mpu nepopalHa ao3a A0 25 mg/kg/aeH.
[Tpe AKTHHHYHUTE HW3CIEIBAHUA TPEANoNarar, 4e¢ €KCTpEeMHOTO MpeA03HUpaHe
MOXE J1a JIOBEAE 0 PUCK OT MOBHUICHO CIIOHOOTACHAHE, T'a/ileHe, NMOBPBIIAHE H
IIOHWKABAHE HAa KPBBHOTO HAJSATaHE.
TepaneBTHYHY MEPKH NIPH NpPEAO3UpaHe
CroeitHd MEPKH, KaTo MpeJU3BUKBAaHE Ha MOBPBINAHE U CTOMALIHA NPOMHUBKA, HE
ca M3pHYHO MMOKa3aHW W TpAOBA Aa c€ NPEeANPHEMAT CaMO B CJTy4aH Ha EKCTPEMHO
npegosdpane. Jledenuero TpAdOBa g2 € B CHOTBETCTBUC CBC CTCNCHTA U

IPU3HALIMTE Ha NpeJ03HpaHe.

5. ®APMAKOJIOTMMHHA CBOUCTBA

5.1 PapMakoJHHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA KIaCHPUKaUWa: MyKOTHTHLIH
ATC xoa: ROSCBO06
AMOpoKcomsT, 3aMecTeH OeH3WIaMHH, € MeTabonur Ha Opomxekcud. Toi ce
pasaMyaBa OT OPOMXEKCHH MO JIMICATa Ha METWUIO0BA rpyna M HaJlMYHETO Ha
XHAPOKCHJIHA TIpyna BLBEJEHAa HAa Iapa-TpaHC MO3HMLHA B LUKIOXEKCAHOBUA
PBLCTEH.BBIIpeKH, Ye HEroBUAT MEXAaHU3BM Ha ICHCTBUE HE € HaNMBJIHO U3SCHEH,
IepopaIHO TIPHIOXKEHWE, JEACTBHETO Ha JEKapCTBOTO 3aMo4Ba CJCA omﬂ’o” 3@ "“
MHH. KaTO MPOABIKUTETHOCTTa Ha ACHCTBMETO BapHpa oT 6 Ho 12,/‘ qﬁca, B- Nt
3aBUCHMOCT OT J03ata. f ‘“ Chen i
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B npeaknMHMYHM npOy4YBaHUs, AaMOpPOKCONBT [OBUIIABA  3HAYUTETHO
OpoHxHanHaTa ceKkpeuuda. HamansgBaliku BUCKO3HOCTTA Ha MyKyca M aKTHBHPaWKH
MYKOLIMJTHAPHHUA PECTUPATOPEH €MUTEIN, TOH YIECHABA OTXPAYBAHETO.
AMOpPOKCONBT TMpeJU3BUKBA AaKTUBUPAHE HA CHHTE3a M CEeKpeuuara Ha
cbpdakraHT, upe3 NPAKO ACHCTBUE BBPXY ajBeOapHU MHEBMOLMTH THII 2 H
Knapa kneTkuTe B MaJIKUTE CBIOBE HA pecriupaTopHUs TpakT. ToBa gonpuHacs 3a
oOpa3yBaHETO M OTCTPAHABAHETO HAa CHPQAKTAHT-aKTUBHHUA MaTepHan B
anBeoaute U OpoHxuTe Ha Genure ApOoOOBE Ha 3apoAHWIlia B HA BB3PACTHHUTE
MHAuBHAU. Te3n edextu ca Ounu HaONIOJaBaHW KaKTO NMPU KIETBYHH KYJITYpPH
TAKA M UH BHBO IIPH Pa3IMYHM KUBOTHHCKHA BUIOBE.

B noneaHenHe, aMOpOKCONBT NMOKa3Ba AHTHOKCUAAHTHU €()eKTH B pasIM4HH
NpeAKJIHHHYHA H3CICABAHMUA, YMUATO KIMHHYHA TIPHIOKHMOCT € BCE OUIC B
[IPOLEC HA NPOYyYBaHe.

KoHLieHTpauMHTeé HAa  AHTHOMOTHLIMTE  AMOKCULUHMKIUH,  UEDYPOKCHM,
EPUTPOMHULIMH U JOKCHIIMKJIMH, ChABPXKAIIH CE U B XPauyKUTE H B OpPOHXHaIHHA
CEKpeT, ca ce MOKAYMJIM cJiel MPUIIOKEHUETO Ha aMOpOKCol, Karo KIWHHYHATA
MPUIICKUMOCT Ha TO3K €(EKT € BCe OLLE B MPOLIEC Ha MPOYYBAHE.,

5.2 ®PapMaKOKHHETHYHH CBOHCTBA

[Ipu xopa, cne mepopajeH npueM, aMOpOKCONBT ce pe3opOHpa MoYTH HAITb/IHO.
T, .. CJieA nepopaiieH mpueM ¢ 1-3 yaca. EdexTsT Ha MbpBO NpeMHUHABAHE MpeE3

yepHus Apo0 BOAW [0 HaMainsBaHe Ha abcomoTHaTa OHOHAIWYHOCT NPHU
repopaneH IpHEeM ¢ OKONOo Y, 4upe3 mpoAyKUMA Ha MeTadOJIMTH, KOHMTO Ce
eTUMHMHHpAT pe3 OpOperuTe (Harnp. AMOPOMOAHTPAHUIIOBA KHCETTHHA, KOHIOTAaTH
Ha TJIIOKYPOHOBaTa KuceauHa). CBBP3BAHETO ¢ IUIA3MEHHTE TMNPOTEHHH €
npuoansnTenHo 85% (80-90%). [1nazMeHUAT MONYKHUBOT € 7-12 vaca.

O6UAT MIasMeH MONYXXHBOT Ha aMOpOKCONBT M HETOBUTE METabOJIUTH €
npubIU3UTENIHO 22 Yaca.

Exckpeuusita e 90% npe3s 6s0penure, noa ¢popmara Ha MeTabouTH 00Opa3yBaHH
B uepHua apo6. Ilo-mManko ot 10% or OBOpeyHara €KCKpeLHs € HENPOMEHEH
aMOpOKCOJL.

Iunanusa unu dopcupaHa Auype3a HE ca MOAXOIALIH 3a €THMHHHMPAHC HA
JHAYMTENIHY KOJIMYECTBa OT JIEKapCTBOTO, [0paAM BHUCOKaTa CTENEH Ha
KOHIOTaUMs ¢ IUIa3MEHWTE MPOTEHHH, ToJeMusd oOeM Ha pasnpefelicHHe |
baBHOTO IIpepa3npeaeeHUe 0T ThKAHHTE B KPBBTA,

[Tpu TexXKM YepHOAPOOHM 3a60JABaHMs, KIUPBHCA HA aMOPOKCOJ ¢ HamasBa C
20-40%. Ilpu Texku cmymeHus B OsnbOpeyHaTa OGyHKIMA BpeMeETO 32
eJIMMHMHHpaHe Ha MeTaboJUTUTE Ha aMOPOKCOJI C¢ YBEIHYaBa.

AMBpOKCONET NIPEMHHABA MPe3 KPhBHO-MO3BYHATA U ILTALiCHTapHa 6apHepa H ce
EKCKpeTHpa ¢ MAYUHOTO MJIAKO.

5.3 IlpeakTHHHYHH JAHHH 32 (e30MaCHOCT

[TpenxnMHUYHKMTE JaHHH 33 0e30MacHOCT He NOKa3BaT CMElHalieH PUMCK Ha Dasarta

Ha KOHBEHHMOHANHM H3MHTBaHUA 3a 6€30macHOCT, (apMaKoJOris, TOKGIFI—HBCI%;+

[TIPH MHOIOKPaTHO NPHJIO2KEHHE, T'EHOTOI{CHHHOCT KaplIHHOT'CHCH IIO’IﬁHI_{HEUl

Octpa TOKCHYHOCT S | |
[lpy M3ODMTBAaHHMA 32 OCTpPA TOKCHYHOCT BBPXY XHBOTHH HE fre y@gﬁ’gonﬁﬁa

UHAVBHAYaJIHA YYBCTBUTEMHOCT ( BUXK CBLIO T. 4.9 Hpenosﬂpaﬂe)i
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XpOHUYHA/CYOXPOHUYHA TOKCHYHOCT

XPpOHHYHATA TOKCHYHOCT MPH H3CJISIBaHHMA C ZBa BUJAA XXMBOTHH HE MOKa3Ba
JIEKAPCTBEHO-CBBP3aHU MPOMEHH.

MyTare¢HeH ¥ TYMOPOIreHEH NOTEHIHAT

JIBLArocpoYHHd TMpOYYBAHHUA BBPXY JKHMBOTHM HE TI0Ka3BaT TYMOpPOILEHEH
NOTCHUMAN Ha aMOpoKCo/l. 3aabjJOOYEHH MpPOYYBAHHA OTHOCHO MYTAreHEH
MOTEHIHAJT Ha aMOpoKcon HE ca npoBexAaHu. CBBPEMEHHHUTE IMPOYYBAHHUA
MOKA3BaT OTPUIIATEIHU PE3YJITATH MO OTHOLUCHWE HA MYTareHEH U TYMOPOI'€HEH
MOTCHLIUAL,

PenpoayKTHBHA TOKCHMHOCT

EMOpUOTOKCHYHHTE TMPOYYBAHHUA BBPXY IUIBXOBE Y 3allld He [I0Ka3BaT
TEpaToreHeH noTeHuran nmpu ao3d 1o 3 g/kg unu 200 mg/kg pecnexrusHo. 1lepu-
M NOCTHATAHOTO Pa3BUTHE HA IUTHXOBE € MOBIUAHO caMo MPH A03U 0T 0koao 500
mg/kg. PepTriiHOCTTa HE € MOBIMAHA MPH IIBXOBE Npu npunarade 1o 1.5 g/kg.
AMOpPOKCONIBT NpeMHHaBa IMpe3 IUalcHTapHaTta Oapuepa M ce €KCKpeTdpa B
MaluHHOTO MISAKO (P)KHBOTHH).

6. DPAPMAIIEBTHYHHA JAHHH

6.1. CniBchbK HA NIOMOHMIHHTE BELIeCTBA

XenatuH, UapeBUYHO HMILNECTE, TOBHJAOH, 3axapo3a, WENNaK, TalK, THTAHOB
aokcun (E 171), uagurorun (E 132), xbiar xkeneseH okcug (E 172).

3abenexka 3a NaLMEHTH C AMabeT:

] Kancyna ¢ yABIDKEHO O0CBOOOXKAaBaHE CHABPKA BBEIIIEXHIPATH €KBUBAJICHTHH Ha
0,01 BBIIIEXHIPATHU € AUHULIM.

6.2 HechBMEeCTHMOCTH
He ca u3BecTHH.

6.3 Cpok na rogHoct
3 TOAUHM.

6.4 CnentHATHH NpeANa3HA MEPKH NPH CbXPAHECHHE
Jla ce cpXpaHfaBa Ha TBMHO B OPHI'MHAIHATA ONAKOBKA.
Ia ce cpxXpaHsaBa noa 25°C.

6.5 Jlannn 3a oNIaKoOBKATA
[IBX/anymunues baucrep.
OpuruHanda onakoBka ¢ 20 1 50 kancynu ¢ yAbIDKEHO 0CBOOOXKIABAHE.

6.6 CnenuaanH Npeana3HH MEPKH MPH YHHILOKABAHE
Hsama cneuyaiHH H3UCKBAHWA.

7. IPUTEXXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA . . v
ALIUD® PHARMA GmbH&Co.KG PN &
Gottlieb-Daimler-Strasse 19 R
89150 Laichingen, ['epmaHus \
Tel: 0049 7333/96510 LR



Fax: 0049 77333/21499

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

9.JATA HA ITBPBO PA3ZPEIIIABAHE/ITIOJHOBSIBAHE HA
PASPEILIEHHETO 3A YIIOTPEBA

10. JATA HA NIOCJIIEJHO AKTYAJIM3UPAHE HA TEKCTA
@eppyapu 2009
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