Kpamka xapakmepucmuxa na npooykma

1. AME HA JEKAPCTBEHHS ITIPOJYKT S
NAROLBP i
I'punocrag Am6po 30 mg Tabaerxn AT, g 5340 173 ﬁ ; 09

Grippostad Ambro 30 mg tablets e T

. KAYECTBEH H KOJIMUECTBEH CBCTAB

Bceska tabnerka ceappxka 30 mg aMOpoKCOJIOB XUAPOXAOPH
3a ITBJIHUAA CITHCHK C TIOMOIIHM BELECTBA BHXK TOYKa 6.1.

. JJEKAPCTBEHA ®OPMA

beny, KperiM, IBOHHOUIITBKHAIM TabNETKH ¢ AS/IMTETHA YepTa OT €JHaTa CTpaHa.

4. KNIMHHUYHHA TAHHHN

4.1 TepaneBTHYHH MOKAZAHNS

MYKOJIUTUYHO JNe€YE€HUE MNMpU OCTPU B OOOCTpPeHH XpOHHUHM 3a00NdABaHMS Ha
OpOHXHMTE U Oenusa Apod, NpuapyxeHd ¢ OOMIIEH CEKPeT W 3aTPYAHEHHsA IpH
OTACJISHETO MY.

4.2 {o3upoBKAa H HAYYMH HA NPHIOKEHHE

B cayuaii, ye He e npeAnMcaHo ApYro NpenopbYMTEIHA € ClleHATA A03UPOBKa.
Jeua Ha Bu3pact 6-12 roaueu

Oobnuaiinata ao3a € Y2 Tabnerka ['punocrax AM6po 30 mg tabaetku 2-3 NbTH
OHEBHO (ekB. Ha 30 - 45 mg aMmOPOKCONOB XUAPOXJIOPHI).

Br3pacthu v Acua Hax 12 roauHu

Obuuaitnara goza e 1 Tabnerka I'punocrap AmMOpo 30 mg TaOnetku 3 nmbTH
IHeBHO (exB. Ha 90 mg amMOpOKCON0B XHMAPOXJIOPHA) Npe3 MBbpBUTE 2-3 NHH,
nociaeasana ot 1 tabnerka I'punocrag AM6po 30 mg TabneTku 2 mMbTH AHEBHO
(exB. Ha 60 mg aMOPOKCOJIOB XUAPOXJIOPHA).

3abeexKa:
Ypes nosupoBKaTa Npd BB3PACTHM € BBb3MOXKHO Ja ce MOBHIIH edekTa (aKo e

HeoOxouMO) Kato c¢¢ mpuema 60 mg amMOpOKCOIOB XHUAPOXJOPHUI OBAa ITBTH
AHEBHO {(eKBHBAJIEHT Ha 120 mg aMOpOKCOIOB XUAPOXJIOPU ).

Ha4uH Ha NpHJIOXKEeHHE:

Tabnerkute TpabdBa na ce mornsWAT UeAH (0e3 Ja ce CABBKBAT) C JOCTATHYHO
KOJIMYECTBO TEYHOCT, HAH-100pe — clie ] XpaHeHe.

I1pOABDKUTENHOCT Ha JICYEHHETO

JlekapCTBEHUTE NPOAYKTH ChABpXKAIM aMOpOKCOa He TpAdBa Aa ¢€ mpuUeMar mno-
ABJITO OT 4 00 5 AHH, OCBEH, aKO TOBA HE € YKa3aHO OT JieKap.

4.3 IllpornBOoNOKa3aHHS




['punocrang AMOpo 30 mg TabneTkH He TpAOBa za ce npueMa OT MNalUEHTH ChC
CBPBXUYYBCTBHTEIHOCT KbM HAKOA OT ChCTaBKHUTE Ha NMPOIYKTA.

I'punoctag AmOpo 30 mg TaliieTkd HE € MoAXoJsall 3a Aena noja 6 roJuinHa
BB3pacT nMopaid BHUCOKOTO CBHABPXAHHE Ha JIEKAPCTBEHOTO BEIECTBO B
TaOJIeTKUTE.

4.4 Cnenuainn npegynpexjcHas H NIpeaAnasHH MEPKH NpPH ynorpeda
ChluecTBYBAT PEAKH ChOOIUEHHA 3a MALMEHTH Pa3sBHIM OCTPU KOXXHHU pPEaKLUH,
Kato CHHApOM HAa CTHUBBHC-JDKOHCHH M CHHAPOM Ha JIMesn, BB3HMKHAIM Cleh
ynotpebara Ha amOpoxcon. ETo 3aino, ako ce MOABAT NOAOOHU peaKkUuH Ha
KO)KaTa W JIMraBuliaTa, Tps0OBa He3a0aBHO Ja C¢ HAINpPaBH KOHCYJTALMA C
NEKYBALHA JeKap 4 Jia ce NpeycTaHOBU yrorpebara Ha aMOpOKCOIL.

AMOPOKCONIBT ClieABa J1a C€ Npujara ¢ BHUMaHue npu O0JHU CbC CTOMALLHA A3Ba.

AMOpoKcoaBbT TpAOBa Aa ce Npuara ¢ BHUMaHUE NP NALUMEHTH CBC CMYILECHUA B
MEXaHHM3Ma HAa OTXpPauyBaHETO W aHOpPMAaJIHa MPOAYKUWA Ha OpOHXHANIEH CEeKper
(Hanp. NpH pAJKO CPELUIaHUS MANMCHEH LMJIHApEeH CHHIOPOM) IOpajd PHUCK OT
KOHreCTHA Ha OpOHXHaTHaTa CeKpeuus.

[Ipy naupentH ¢ OnbOpeuHa HEAOCTATBYHOCT MJIM HAKOM YEpPHOAPOOHH
3aboyBaHuA, aMOpoKkconsT TpAOBA Aa ce mpuiara camMo C MOBHIIEHO BHUMAaHHE
(Hamp. nNpe3 yAbDKEHU HHTEPBAJIM UIH B peIyLUMPaHH A03H).

ITpu mauueHTH ¢ ocTpa 6BOpeUHa HEAOCTATHYHOCT € BB3MOXHO KyMYJIUpAaHe Ha
MEeTa00JIMTHTE HAa aMOPOKCOJI B pe3yJITAaT HAa YepHOAPOOHH MeTabOIN3BM.

['punoctag AmOpo 30 mg TableTKH CBABPXKA JAKTO3a MOHOXH/pAT.
[TatnenT® cTpagamy OT pelKd BpPOIEHH HOpoOIEMH Karo rajlakro3eMus,
ManabcopOLsa Ha IMIOK034/TaNakTo3a WK ¢ HEAOCTATHYHOCT HA €H3UMa JIaKTasa

He TpaOBa Ja npyueMar TOBa JeKapCTBoO.

4.5 BiaumMopneiicTBHe ¢ JApPYrH JIEeKApPCTBEHH NPOAYKTH H /ApYrn ¢opMH Ha

B3aHMOAeHCTBHE
EaHoBpeMEeHHHSAT m0OpueM Ha aMOpoxcon ¢ JApyrH  MPOTHBOKAIJIAYHH

(aHTHTYCHMBHH) CpeICTBa MOXE Aa NMpeAU3BHKa OMaCHa KOHINeCTHA Ha OpoHXHaIHa
CeKpelMa 4pe3 HHXHOMpaHe Ha oTKamMuHus peduexc. [lo Tasu npuuHvHa
KOMOMHHpPaHOTO JieueHue TpsAbBa Ja ce MpoBexaa ¢ OCOOCHO BHUMAaHHUE.

4.6 bpeMeHHOCT H KbPM€EHe

bpemenrnocm
HMudopmauusara 3a ynorpebara Ha aMOpoKcoa npu OpeMEHHH € HEIOCTaTh4Ha.

ToBa Baxu ocobeHo 3a nepuoaa a0 28 ceamuua ot OpemeHHocTTa. [lpH
H3CACABAHUA C KUBOTHH aMOpPOKCOJ He MokKa3Ba TeparoredeH edexrt (BWxK T. 5.3
[Ipenxknuuuuyen naHHU 3a Oe3onacHoCcT). [To Bpeme Ha OpeMEHHOCT, OCOOEHO B



MBPBUA TPUMECTBP, aMOpokcoa TpsAOBa J1a ce Ha3HayaBa U NPHEMA CaMO CJE[
BHMMAaTEJIHA NPELCHKA HA CHOTHOILICHUETO N0J138/ PHCK.

Kvpmene

AMOpOKCONBT €€ €EKCKpeTHpa B KbpMaTa Ha JKHMBOTHH. TBH Karo HsMa
IOCTAaTBhUYEH ONUT 3a ynoTpebata My NpH Xopa, ToH TpAOGBa a ¢€ H3MOJ3BA OT
KbPMA4KH CaMo cJie]l BHUMATEHA NMpelieHKa Ha ChOTHOLIEHHETO MOoI3a/ pUCK.

4.7 EdexTn BLpXY cniocodHOCTTA 32 IIOPHPaAHEe H padoTa ¢ MAIIHHH
Hsma n3gecTHH.

4.8 Hexxes1anu JieKapCTBEHH peaKIHH
YecToTara Ha nposBa Ha OIMMHCAHHUTE I0-A0JIY HEXEJIAHU peaKLUH Ce OIpeaess
ycJIOBHO Kato: MHuoro yectd (> 1/10), Yectu (> 1/100 no < 1/10), Heyectu (&
1/1000 no < 1/100), Peaxu (= 1/10 000 ao < 1/1000), MHoro peakn
(< 1/10 000).

Vnomeﬁa'ra Ha JICKAPCTBA ChbAbPAKAlllH aMGPGKCDH MOAKC Aa J0BCAC /10O CIICIHHUTC
HCXKCJ/IaHH pCaKLIMHU.

Hapywienus na umynnama cucmema

HeuecTu: anepruynu peakuyu (3a4epBABAHE HA KOXATa, OTOK Ha JMLETO, 331yX,
cBpOeExK), Tpecka.

MBHoro penku: aHapHIaKTHYHY peaKMM BOJEHIH 10 aHa(UIaKTHUEH IIOK.

Cmomamno-upeeru HapywieHun

Heuectu: ragene, cromamna 0oska, NOBpPbBIAHE.

Hapyuwienun na xoxcama u noOKoOM3CHamMa NroKau

MHOro peiku: OCTPH KOXXHHU PEaKiliH, KaTo €NUIepMaTHA HEKPO3a U CHHAPOM Ha
CTUBBHC-)KOHCHH.

4.9 Ilpenosupane
CUMITOMH Ha Npeo3upaHe
CUMNTOMH WM NMPH3HALM Ha OTPABAHE HE ¢a HAOMOAaBaHH NPH NMpeJOo3UpaHe ¢
aMOpokcoJ1. ChlIecTBYBaT ChOOILICHUA 33 NPEX0IHO O€3MTOKOUCTBO U AMapus.
AMOPOKCOIBT Cce IToHacs ao0pe npy nepopaiHa ao3a Ao 25 mg/kg/ne.
[IpeAKNMHUYHUTE M3CACABAHMA MPEANOJIAraT, Y€ EKCTPEMHOTO Mpeao3upaHe
MOX€ Ja JOBEIE J0 PHUCK OT IMOBUIUCHO CIOHOOTACIAHE, IraiIcHEe, MOBPBIIAHE H
[TOHHMKABAHE HA KPBBHOTO HAJIATaHe.
TepaneBTHUHU MEPKH NPH NPEAO3UPAHE
CriclIHA MEPKH, KaTO NpeaU3BMKBAHE HAa MOBPBIIAHE ¥ CTOMAILHA [IPOMHUBKA, HE
ca M3PHUYHO MOKA3aHU M TPAOBA 1a ce NpeANpUEeMaT caMO B C/TYYad Ha EKCTPEMHO
npeao3upasde. JleueHuero TpsAbBa ha € B CBOTBECTCTBUE CbC CTENMEHTA H
NPU3HALKUTE Ha NMPEIO3UPaHE.

5. ®APMAKOJIOI'HYHHA CBOHUCTBA
5.1. PapmMakoaHHAMHYHH CBOHCTBA



ITpu TeXKH YepHOApOOHH 3a00NsaBaHKA, KNHPBHCA Ha aMOpPOKCOA Ce HaMansaBa ¢
20-40%. Ilpu TexkkHM cMylleHHa B ObOpedHara YHKLUA BpeMeTo 34
eTUMUHYpaHe Ha MeTabOJIUTUTE HA aMOPOKCOI Ce YBEIMYaBa.
AMOpOKCONBT NPEMHHABA NIpe3 KPbBHO-MO3BYHATA U MIaUEHTapHa dapuepa U ce
EKCKpEeTUpA C MAaAYMHOTO MIIAKO.

3.3. HpeaAkTHHHYHH JAaHHH 32 0€30NMACHOCT
[IpeAKTMHHUYHHUTE JaHHH 3a 0€30MacHOCT He MOKA3BaT CIeHHaleH pycK Ha ba3ara
Ha KOHBEHLHOHANIHW HW3NUTBaHHA 3a 0€30macHOCT, (papMaKoJOrus, TOKCHYHOCT
MPH MHOTOKPATHO NMPUJIOKEHUE, FTEHOTOKCUYHOCT, KapLIHHOTCHEH NTOTCHIIHA.
OcTpa TOKCHYHOCT
[Ipy u3nudTBaHMA 38 OCTpAa TOKCHUYHOCT BBPXY JXUBOTHM HE € YCTAHOBEHA
WHIMBHAYATHA YYBCTBUTENHOCT ( BUXK ChlO T. 4.9 [Ipenosupane)
XpOHHYHA/CYOXPOHHYHA TOKCUYHOCT
XPOHHYHATA TOKCHYHOCT MpH MU3CJICABAHMUA ¢ JBa BHJAa XUBOTHH HE NOKa3Ba
JIEKapCTBEHO-CBBP3aHU IIPOMEHH.
MyTareHeH 1 TYMOPOreHEH MOTeHIHAl
JBATOCPOYMHH TpOyYBaHWA BbPXY JKHBOTHH HE TMOKa3BaT TYMOPOICHEH
noreHndan Ha amMOpokcos. 3agb00YEHU MPOYYBAHMA OTHOCHO MyTarcHeH
NMOTEHIHAN Ha aMOpoOKcon He ca mnpoBexgaHH. CbBPEMEHHHUTE MPOYYBAHUA
MOKa3BaT OTPUIIATENHU Pe3yJTATH MO OTHOLLEHHE Ha MYTAr¢HECH U TYMOPOI€HEH
MOTECHLKAL.
PenpoAyKTHBHA TOKCHYHOCT
EMOpMOTOKCHUHHTE NpPOYYBAHUA BbpPXY I[UIBXOBE H 3ailM HE ITOKa3Bart
TEPATOreHeH noreHuan npu ao3u Ao 3 g’kg unu 200 mg/kg pecnektusHo. Hepu-
¥ NTOCTHATAJIHOTO Pa3BHTHE Ha ILTHXOBE € MOBIHAHO CaMO MPH 1034 OT oKouo 500
mg/kg. GepTHIHOCTTA HE € MOBJIXAHA IIPH IUILXOBE TIpH npuaarade 1o 1,5 g/kg.
AMOpoOKCcOBT MpeMHHaBa Npe3 IUIAlleHTapHaTa OapHepa M ce €KCKpETHpa B
MaHYUHOTO MJSAKO (P)KMBOTHH).

6. PAPMAIIEBTUYHHU JAHHH

6.1. CouchbK HA NOMOLITHHTE BEIlleCTBRA
MuxkpokpHCTalHa LEayn03a, KPOCIOBHAOH, JNIAKTO3a MOHOXHMJApAT, MarH¢3nen

cTeapar, LUApeBHYHO HHUIIecTe, NOBUIOH, CHIMIHMEB AHOKCHI XHJPaT,
MOAU(PHIIHAPAHO LLEAPSBHYHO HUILECTE.

6.2 HechBMEeCTHMOCTH
He ca u3BeCTHH.

6.3 Cpox Ha roaHoCT
4 roMHHU.

6.4 CnenuajHu npeadaiHd MEePKH NPH cbXpaHeHHe
Ila ce chxpaHsBa HA ThMHO B OpUrvHaIHAaTa ONaKoBKa.

Ila ce cpxpaHnsaBa nox 25°C.

6.5 /laHHH 32 OMAKOBKATA



[1BX/anymuHuer 6nucrep.
Opurunansa onakoska ¢ 20,50 u 100 Tabnerku.

6.6 CnenHa/HH NpeAnA3HA MEPKH NPH YHHIIOXKABaHE
Hsma cneuuanHi H3MCKBAHUA.

7. IPHTEXATEJI HA PAZPEIIIEHHUETO 3A YITIOTPEFBRA
ALIUD® PHARMA GmbH
Gottlieb-Daimler-Strasse 19

89150 Laichingen, I'epmanus
Tel: 0049 7333/96510
Fax: 0049 77333/21499

8. HOMEP(A) HA PA3PEMNIEHHETO 3A YIIOTPEBA
20020895

9. IATA HA ITBPBO PA3ZPEHIABAHE/TIOJHOBSIBAHE HA
PASPEIIEHHETO 3A YIIOTPEBA

10. JATA HA AKTYA/ILZFUPAHE HA TEKCTA
O 2009



