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1. TbproBcko Mme Ha NeKapcTBEHUst NPOAYKT: Mpanomemuexsls WS ARGLS™ —yo v,
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2. KoniMuecTBeH U Ka4ecTBeH CbCTaB!: 1-0¢ éC h

1 cdounmupada TabneTka oT 375 mg cbabpxa 250 mg amoxwlllln nog q)opmaTa Ha
amoxicillin trihydrate, n 125 mg clavulanic acid, nog copmata Ha potassium
clavulanate. CroTHoweHneTo e 2:1.

1 chunmupara TabneTtka oT 625 mg ceabpxka 500 mg amoxicillin, nog dopmara Ha
amoxicillin trihydrate, u 125 mg clavulanic acid, nog dopmata Ha potassium
clavulanate. CroTHoweHneTO € 4:1.

3a nomotyHMTe BellecTea BIMK T. 6.1

3. flexapcTeBeHa thopma:
Dununpadu TabneTkn

375 mg Tabnetku — Geny 4o NoYTM Benu okTaroHanHu cunMupadn tabnetku ¢
Hagnve AMC oT egHara ctpasa u 250/125 ot fpyrara.

625 mg TabrieTku — 6eny fo nouty 6enu oBanHK, ABOAHO U3NbKHANW PUIMUPaHU
TabneTkn.

4, KnuHuYHW faHHN:
4.1. [NoKkasaHuA:
Amoksiklav® e xomBuHauus oT amoxicillin, NeHuUMNUMHOB aHTUOWOTUK C LNPOK
CHEKTBP Ha DaxTepuumaHa akTMBHOCT, U clavulanic acid, HeobpaTum nHXMBUTOpP Ha
BeTa-nakramasara, Koito obpasysa cTabWIHW HEaKTMBHIU KOMMASKCH C eH3UMUTE U
npeanassa amoxicillin ot pasrpaxpaane. Potassium clavulanate nputexxasa cnaba
anTWBakTepuanHa akTMBHOCT W He MOBMWABa MexaHwama Ha [eicTene Ha
amoxicilin. Tbi? kaTo KnasByrnaHoBaTa KUCENWHa Moxe fa uHxubupa Hakou beTa-
nakTamMasu, KOWTO OCHOBHO uHakTusupat amoxicillin, komBuHaumsTa amoxicillin v
clavulanic acid e axkTuBHa cpelly MHOro OeTa-nakramasa npoayuupatim
MUKPOOPraHuamMy, KOUTO Ca Pe3UCTeHTHM KbM  amoxicillin  camocToaTenHo.
KomBuraumata geictsa in vitro v npy KNMHUYHW UHQEKLMM CPpelLLly NenuumniHasa- u
HeneHnuunuHasa-npoayumpawm  [pam-nonoxwutenHun 1 [pam-oTpuuaTenHu
BakTepuu:

pam-rionioxuTenyu aepobu: S. pneumoniae, S. pyogenes, S. viridans, S. aureus
(cTachunokoku, pesmcteHTHU Ha methicillin/foxacillin Tpabsa pa ce cuuTar
pesncTenTHU 1 kbm Amoksiklav®) | S. epidermidis, S. saprophyticus, Listeria spp.,
Enterococcus faecalis.

Fpam-oTpuuarteniu aepobu: H. influenzae, H. ducreyi, Moraxella /Branchamella/
catarrhalis, E. coli, Proteus mirabilis, Proteus vulgaris, Klebsiella spp., N.
gonorrhoeae, Pasteurella multocida, Salmonella spp. , Shigella spp., Vibrio cholerae.
Helicobacter pylori, Eikenella corrodens.
Aunaepobu: Peptococcus spp., Peptostreptococcus
Bacteroides sp.. Actinomyces israelli, Prevotella spp.,

perfringens.
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Mpunara ce npu crAegHUTE WHMEKUUU, NpUYMHEHW OT  MUKPOOPraHM3MU

YYBCTBUTENHN KbM Amoksiklav®:

- WUHMEKUUW Ha FOpHUTE AMXaTesnHyu NbTULLA (OCTbP W XPOHUYEH CUHY3UT, OCTPO U
XPOHWYHO  Bb3naneHne Ha CpejHOTO  yXxO, peuuauBupall]  TOH3UIUT,
nepuToHsunapeH abcuec)

- WHeKunn Ha SONHUTE QUXaTeNHU MbTUlla (XPOHNMEH BPOHXNT U NMHEBMOHUS)

- vHGEeKUMK Ha NMUKOYHUTE MbTra

- TWUHEKONOru4HW NHMEKUMn

- roHopes

- yxanBaHe OT XUBOTHO UNu HYOBEK

- WHPEKUMN Ha KOXaTa 1 MeKUTE ThKaHu

- MHEKUMU Ha KOCTUTE 1 cTaBunTe

- XOaHTnT ¥ XoNneuncTnT

- MEeK WwaHkap

-  NepuodoHTUT

- KOPEMHU MHEKUMK 1 NocTonepaTnsHy MHTpaabaoMUHaNHN YCNoXHEHUS

- JieYeHWe Ha CMEeCeHW WHeKuvu, npuduHeHn ot [pam-oTpuuatenHu n [pam-
MONOXKUTENHWN MUKPOOPraHu3amMy 1 asaepoby

3a fia ce onpegenyt NaToreHHUs MUKPOOPTaHu3bM U HeroeaTa HyBCTBUTENHOCT KbM

Amoksikiav®, Tpsbsa ga 6bae HanpaseHa aHTHBuorpama. AKo UMa NpUYWHA Aa ce

CUUTa, Y& MHEKUMNATA Ce AbIMKN Ha HAKOW OT no-gony usbpoeHuTte beTa-nakraMasa

MpoOyLMPELLN MUKPOOPraHuamu, TepanusaTa Moxe ga bbae 3anodHara npegu

riofiydaBaHe Ha pesynraTute OT aHTubuorpamMara:

- MHEKUUKM Ha FOpHUTE AuXaTenHW MbTUia (TOH3UNOoMapuHIMTA), PE3UCTEHTHU
Ha NevyeHue ¢ NeHNUUnWH, nopaan npodyumpaHe Ha Beta-nakramasm

- CMHY3UTW, fpu4KMHEeHW oT OeTa-nakramasa npogyumpaliy LamoBe Ha
Haemophillus influenzae wnn Moraxella (Branhamella) catarrhalis

- Bb3faneHwe Ha CpPegHoTo YyXOo, NpU4UHeHo oT BeTa-nakTamasa npogyuvpatlim
wiamose Ha Haemophillus influenzae wnn Moraxella (Branhamella) catarrhalis

-~ WMHEeKUMM Ha [OMHWTE OuXaTernHu nbTulla, NpuunHeHn oT BeTa-nakrtamasa
npogyuvpawn wamose Ha Haemophillus influenzae, Klebsiella pneumoniae,
Staphylococcus aureus v Moraxella (Branhamella) catarrhalis

- VHOpEeKUMUM Ha KoKaTta U MeEKUTe TbKaHW, npudnHedn oT OeTa-nakrtamasa
npogyuupaluy ujamose Ha Staphylococcus aureus

- JIe4EHUE Ha CMeceHW WHMEKUMU, NMpuuruHeHu oT [pam-oTpuuartenHu u pam-
MONIOKUTENHU MUKPOOPFaHn3Mu 1 aHaepobu

- WHPEKUMN Ha MUKOHHUTE NBTULLE, NPUYKHEHN 0T DeTa-nakTamasa npoayuupallm
Liamose Ha Escherichia coli, Proteus mirabilis unu Klebsiella spp.

Crep kato pesynraiure oT aHTMOMOrpamara ca W3BECTHW, TepanusaTa ce Kopurnpa,
ako & HeoBXoAUMO.

WHdpekumn, NpudnHEeHn OT 4yBCTBUTENHW Ha ampicillin MukpoopraHuamu, ca CbLlo
nogaTtnusy Ha nevedve ¢ Amoksiklav®, nopagn chibpkanneto Ha amoxicillin 8
npogykra. ETo 3allo cMeceHy MHpeKUun, npuirHeHn oT ampicillin-uyscTBuTentHu n
BeTa-nakramasa npoayuMpauy MUKPOOPraHNaMi, YYBCTBUTENHM KbM Amoksiklav®,
He nsncksaTt foBaBAHETO Ha Apyr aHTUBNOTUK.

[ ]
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4.2. lo3aupoBKa U HA4YUH Ha nNpunoxekLune:

ObuuaiiHaTa AHeBHa [03a Amoksiklav® 3a BL3pacTHU N geua Hag 40 kg TenecHo
Terno e :

1 chunmupana TtabneTka oT 375 mg TpU MbTU AHeBHO Unn 1 dnnmupara TabneTka
oT 625 mg ABa MbTY AHEBHO (B 3@BUCUMOCT OT TEXeCTTa Ha WHdeKunaTa: nexn oo
ymepeHn uHgpexmun - 1 Tabnetka ot 625 mg ha 12 vaca, Texky uHpexuny — 1
TabneTtka o1 625 mg Ha 8 yaca)

Ho3upoBka Npyu nauMeHTn ¢ Hx6peyHa HefoCTaTb4YHOCT

Mpu nauweHTn ¢ ymepeHa GbOpedHa HeLOCTATBYHOCT (KPEaTWHUHOB KIIMPBHC OT
0.166 go 0.5 mi/sec) gosata e 1 Tabnerka ot 625 mg wiv 1 TabneTtka oT 375 mg Ha
12 yaca. [Npu nauneHTy ¢ Texka 6bbpeyHa HeAOCTaTLYHOCT (KPEAaTUHUHOB KIUPBHC
nog 0.166 ml/sec) noszata e 1 Tabnetka ot 625 mg vnu 1 Tabnetka o1 375 mg Ha 24
yaca. Tpu aHypusi UHTepBana Mexay aAo3nTe Tpadea ga Obae yabmkeH o 48 yaca
UnNn noeeve.

[iBeTe aktuBHM cyGCTaHuMn noanexar Ha AWanu3a, Bb3MOXHO € Npy nauneHTn Ha
xemoguanusa fa ce Hanoku KopurmpaHe Ha pgosarta. [ipy naumeHTn Ha
nepuTOHeanHa guanv3a He e Heobxoanmo KopuripaHe Ha gosara.

TabneTkuTe He Tpabea ga ce npeanucsaTt Ha Aeua nog 40 kg TenecHo terno.

4.3. lNpoTMeonoKaszaHuA:

Amoksiklav® e npoTusonokasau npu;

-MauMeHTN C [oKasaHa CBPBXYYBCTBUTENHOCT KbM aMOKCWLWIIWH, KnasBynaHosa
KMCEeNWHa VMU KbM HAKOR OT gpyruTe CbCTasku Ha NpoaykTa

-fauvMeHTU C aHamMHesa 33 anepruydHn  peakumn KbM  Opyrv  NeHUUUAnHOBY
aHTubnoTuymn

-flauMeHTU © aHaMHesa 3a acouumpaHa ¢ nesuuunuiar unu amoxicillin/clavulanic
acid xonecraTtuyHa xbnTeHuua/epHogpobHa QUChYHKLMS

4.4. CneumanHu npepynpexgeHus U npeanasHy Mepku npu ynotpeba:
Amoksiklav® NpUTeEXasa XapakTepHaTa HUCKA TOKCMHHOCT Ha neHulunuHoBaTa
rpyna aHTubuoTuLm, HO NpY NPOABIMXUTENHA Tepanus ce npenopbysa NepuoguyHo
oLEeHsBaHe Ha cucTemMHUTe (OYHKLUKM Ha opranute, Bkn. 6bbpeyHa, yepHoapobHa v
XeMonoeTn4Ha.

Amoksiklav® TpaGsa ga ce npeanucsa BHUMaTenHO Ha OonHWM ¢ aHaMHesa 3a
aneprus, ocoBeHo KbM LedyanocnopuHn vau gpyrv BeTa-naktamHyu aHTubuoTuum
(BB3MOXKHA € KPpbCToCaHa anepruHa peaxkums).

Amoksiklav® TpsbBa ga ce HasHa4asa C NOBUWEHO BHUMAHWE ApYU MauleHTn C
6uBpeunn Hapyerns. Mpu Texko 6uOpedHo yBpexgaHe e Heobxoanmo fosara aa
ce Kopurupa B 338WCMMOCT OT CTEMEHTa Ha yBpewJ/laHe Wi ga ce yBenudu
VHTEPBASTLT MEXY npuemMuTe.

Mpu nauMeHTW ¢ HapyilleHa depHopgpoBHa yHKkUMA fosara Tpabea pa Obge
onpepeneda BHMMATENHO ¥  4YepHoApobHaTa yHKUMA [Aa ce  MOHUTOpUpa
perynspHo. YepHoapoBHW HapyLeHus MoraT Aa ce NosABAT 1 HAKONKO ceaMuLin cneq
NnpekpaTaBaHe Ha NevYeHneTo.

Mpy noutTw BCUuKKM aHTuBaxkTepuanHu areHTv ce cbobljasa ncesfomMeMbpaHoseH
KOIMWT, Bapupaly KaTo TEXECT OT NeK A0 KWMBOTOo3acTpallapatks—= 0 e ga obae
pasno3HaTa AguarHosarta npy  nauueHTh, nonyyuny UGy npuemMm Ha
aHTUMHDEKLMO3EH areHT.
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Bb3MOXHO € na Bb3HUKHE cynepuHdeKuvst ¢ Pe3ncTeHTHM BaxTepum W rubu
(Pseudomonas spp., Candida albicans), KOATO U3UCKBa NpeKkpaTABaHe Ha eYeHUeTo
W BKMIOYBAHE Ha 3aMecTUTENHa/BoNbNHUTENHUTENHA Tepanus.

Ynotpebata Ha Amoksiklav® He ce npenopvyBa Ha 6onHM ¢ NHhEeKUNo3Ha
MOHOHYKNe03a unn numdourTHa NeBKeMNs, ThIA KaTO Npu MHOTO OT NaUMEHTUTe ce
nossssa odpuB.

flo Bpeme Ha neyeHueTo Bonnute TpsabBa fa npuemar JoCTaTbYHO TeYHOCTH, 3a Aa
HE Ce CTUTHE 0 KpucTanypus.

BarkHa vHopmaLuns 3a NOMoLHUTE BellecTsa:

dunvupanuTe Tabnetkn cbAbpXaT Kanwil, KoONTo mMoxe aa bvbae BpeaeH 3a
nayueHTn Ha orpaHvyeHa Ha kanuii gueta (NpeausBrKea XunepKanuemus).
MNepopanHoTo NpuioxeHue moxe ga 6bhe ChbMIPOBOAESHO CbC CTOMALLHO-YPEBHU

HapyLeHns.

4.5, NlekapcTBeHM U APYrk B3auMoAenucTBuUs:

EaHoBpemerHarTa ynotpeba ¢ amMHOTNMUKO3NAN BOAU A0 CUHepruyeH GakTepuumaeH
edeKT cpelly HAKOM LamoBe eHTepOKOKU W rpyna B cTpentokoku. CblUecTByBa
ofade  DUSUKOXUMKWYHE  HECHBMECTUMOCT MeXay TAX, KOsiTO BOAM OO
MHaKTMBMPaHeTo UM MpPpW CMEeCBaHe W CbBMECTHO npunaraHe (B egHa v cblua
CMPUHLIOBKa).

EfHoBpemeHHaTa ynoTpeba c¢ anonypuHon yBenuyasa pucka OT MosiBa Ha KOXeH
oGpuB, NpeauasnKaH 1 OT ABaTa NPogyKTa.

EfHOBpEMEHHOTO npunoxenne Ha Amoksiklav® u  metotpekcar yeenudaea
TOKCUYHOCTTa Ha MeToTpeKcaTa (NleBKoneHus, TpOMBOUNTONEHNS, KOXKHI S38K).
Probenecid uHxubupa TyGynHaTa cexpeuust Ha amoxicillin. EgHoBpemeHHaTta um
yrnotpeba MoXe fAa foBege A0 MOBWILIEHW W 33 MPOSBIBKUTENHO BpeMe HMBa B
KpbBTa Ha amoxicillin.

Kakto gpyruve LWWPOKOCNEKTbPHU aHTMbunoTyun, Amoksikiav® moxe a Hamanu
edhekTa Ha nepopanHuTe KoHTpayent1sy,

B oTgenHyM cnyYau NekapcTBOTO  MOXE A& NPUYMHKM  yObiKaBaHe  Ha
MPOTPOMOUHOBOTO BpeMe, nopagy KoeTo € HeobXOAWMO BHUMAaHWe npu
efHoBpeMeHHOTo npunaraHe Ha Amoksiklav® u nepopanuu aHTUKoAarynaHTu.
Mopagnm edekta wuMm  BbpXy CTOMallHO-YpeBHaTa dopa, TMeHUUUKHOBUTE
aHTMBMOTULKM  MoOraT f[a MNPOMEHAT eHTepoxenaranHara uupkynaums Ha
ANTUTaNnUCOBUTE MMNKO3NAM, KOETO BOAM AC NosulleHa pe3opbuunsa Ha NocAeqHNTE.
KomBuHauumsaTa ¢ rifampicin uma aHTaroHMCTUYHO OelicTBue.

Kombuhauusata ¢ HAKOM nexapctea kato chloramphenicol, makponuan unu
TETPAUUKAWHN MOXe Aa mackupa DakTepuuupgHus edext Ha amoxicillin, Mpu
fOBEYETO [MauUMeHTH ToBa B3aWMOAESHCTBUE HSMa KITUHUYHO 3HAYeHWEe, ako ca
M3NON3BaHY TepaneBTUYHU Jo3u u ako Amoksiklav® e mpunoxen Hsikorko vaca
npeay xnopamdeHnKon, MakporuanTe Unmn TeTpaunknmHure.,

BrnuaHMe BBPXY pe3yntaTute or fiabopaTopHu TeCToBe
MepopanHoTo npunoxeHre Ha Amoksiklav® Boaw go sucoka KOHUeHTpauvs Ha
amoKCUUUNWH B ypuHaTa, KOeTo fasa danumsa NonoXKnuTe s -

B ypuHarta c peareHT Ha beHeaukT (Benedict's reagent) YA
ONPEAESrAHETO Ha FoKo3a ce NPenopbysa MoKo300KCHAES
BBb3MOXHO € hanwmso nosnTusnpaHe Ha Tecta Ha Kymfics
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MpunaraHeTo Ha aMmnMuunuH npyu OpeMeHHY JXeHWu € [OOBeno OO0 NPexogHo
NOHWKEHUE Ha MMNa3MeHuTe KOHUEHTPauuM Ha TOoTanHug CBbp3aH ecTpuon,
eCTPUON-IMIOKYPOHUY, CBbP3aH ecTpMoH W ecTpaguon. Taxkbe edekT Moxe
aHanormMuHo da ce Habnwogasa npu amoxicillin n Amoksiklav®.

4.6. BpeMEHHOCT U KbpMeHe:

Hsama gaHHu 3a TepatoreHHu edektit Ha Amoksiklav® sbpxy nrioga npy GpemenHu
MAbXOBE W MULLKW. Hama MNOAXOASLUM KOHTPONMPAHU MpoyyBaHWA fpu BpemeHHK
wenu. [epopanHo amoxicillin/clavulanic acid komBuHaumsita € W3nNonssaHa B
orpanuyeH Bpoii cnyvyay Ha MHEKUMN Ha YPUHAPHUS TPaKT npy 6peM8HHM *eHu Bes
Aa 6baaT cboOLIEeHU HEXenaHW peakuwn KbM deTyca. Amoksiklav® moxe pga ce
yrnoTpebsiBa no BpeMe Ha GpeMeHHOCT camo npu abconioTHa HeOBXOAUMOCT, KOTaTo
ovyaksaHaTa [onsa 3a MalikaTta HaABuLlaBa pUcka 3a deTyca.

AMOKCULIMAME 1 KNaBynaHoBa KUCENWHa Ce M3fbuBaT B MAWYMHOTO MITAKO, KOETO
o3Ha4yaBa, Ye npoaykta Tpsbsa Oa ce U3nonssa ¢ MoBULIEHO BHUMaHWE Mpy
KbpMELLW XEHU.

4.7. EchexTi BBLPXy criocoGHocTTa 3a Wodupate 1 paboTa ¢ MalUMHN:
Hama pnaHHM, 4Ye NexkapcTeoTO NOBMMsABa CnocobHOCTTa 3a wodwpaHe u pabota ¢
MaLLVHN.

4.8. Hexxenany fieKapcTBeHU Peakuun:

KaTo usno Amoksiklav® e nobpe noHocum. HesxenanuTe peakumu ca Han-obLo nexy
U NPexogHW, pucka OT nposBsata um e no-manbk ot 13%. [lpexkpaTssaHe Ha
TepanusaTa ce U3ncKsa B No-Manko oT 3% OT crnyyaute. Hexenanute peaxkuuu npu
yriotpebata Ha Amoksiklav® ca nopoBHu Ha Teaw npu amoxicillin, BbNpekn ye
CTOMaLLHO-YPEBHW ONMNaKBaHWA MOraT [a Bb3HWKHAT MC-4eCTO, B Peaynrtar Ha no-
ronsmata pesopbuma  Ha clavulanate. Tean peakumm wmoratr pga  Bbpar
MUHUMW3WPaHKU, aKko MpPoAYKTLT ce npuema ¢ xpaHa. [lepopanHarta fosa ce
pesopbupa MakcumanHo Ha npaseH cTomax, Ho pesopbuusata Ha Amoksiklav® ce
MOBIIUSiBa HE3HA4YMTENHO OT XpaHaTa.

fleyeHneto Tpsbea pna Oboe npekpaTeHo npu nposiBa Ha  peakuyu  Ha
CBPBXYYBCTBUTENHOCT, aHadunakTudeH LWoK, KOCTHOMO3bYHa TOKCUMHOCT WU
OCTBPR MHTEPCTULManNeH HedpuT.

Hawn-wecto cbobliasadn ca guapusa (3-4%), ragere (1-3%), nospbilade (1-2%) u
obpue (1%).

HexenaHnTe peakuun ca Knacuuumpanu 1o opraHHa cneyuhuyHocT U YecToTa:

Kobs 1t numdHa cuctema

Pagko cnydam  Ha  eo3nHoOUIWsA, NeBKOMEHWSs, XeMOnMUTUYHa  aHemus,
TpombouuTonenmsa n TpombouuTosa (no-manko oT 1% OT NauueHTUTE), Xunonnasus
Ha KOCTHUS MO3BbK, arpaHyriounTosa, yabmkasaHe Ha NPoTROMONHOBOTO Bpeme.

EnnokpuHHa cucTema
Pegky cnyyaun Ha noeuvlLleHa TenecHa TemnepaTypa.

HepeHa cuctema
[nasobonwe, GesckHue, BepTUro, oDBPKAHOCT, Bb3BYAd
KOHBYrcuu.

A
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Yxo n BectnbynapeH anapar
Papnko septuro.

CTomMauHo-YpeBeH TPaKT

Haii-uyecto cboblaBaHu ca awapus (3-4%), ragere (1-3%), noepuuwade (1-2%).
KopemHa Gorka, cToMaTuT, NOTbMHSIBAHE Ha esuka, kaHgugosa ca no-peaku. Vima
pefKut cbobLUeHWs 3a NnceBAoMeMbPaHo3eH KonuT.

Xenatobunnapkv HapylweHus

MpexofHo NoBUIIABaHE Ha CepyMHUTe TpaHcamuHasw, nosuwweHn LDH v ankanna
thochaTtasa ca cbobijasany psgko. HepHoapobHa AUCHYHKLMS, XonectatuyHa
XBATEHULA U XONecTaTWyeH XenaTuT ca MHOro PsSAKo cbobliasaHu. Pucket oT
ocTpa YepHoapobHa HegocTaTbuHocT e 1.7 Ha 10 000 npegnucanus. MNaunenTuTe B
HanpeaHana Bb3pacT Y Ha AbAroCPoYHa Tepanus ca o4 NOBULLEH DUCK.

Koska v nognexatla Tekam

KOXHW peakLn Bb3HUKBAT B 0Korno 3%, a koxeH o6pus B okono 1% oT nayueHtnTe.
Opyrv peakuuy BKIOYBaT MPYPUTYC, YPTUKApUA, aHrioefem, paaxko epurema
myntucdopme,  Stevens-Johnson  cuHapom M ekcdonmMaTtMeBeH  AEpMaTuT,
BKIOUMTENHO TOKCUWHA enwvaepmarnHa Hekponusa. [MogobHa Ha cepymHa Gonect
peakuusi (ypTukapus unm koxed oBpus, CbMBTCTBaHW OT apTpWT, apTpanius,
MUanrua U Tpecka) v BpoHxocnaseM ca Cbllo AoKNagBasn,

Bubpeuy Y yprHapeH TPaxT
MHOro PSOKO Bb3HUKBAT MHTEpCTHLnaneH Heput u XxemaTypus.

4.9, [fpepnosupane

MoseyeTo OT cnydaute Ha npefosupade ca Buny acuMITOMaTUYHN Mian ca dunw
NPOSIBEHN CamMO CTOMALUHO-YPEBHU CUMITOMI KaTe CTOMallHa W KOpemHa Honka,
nospbliaHe 4 anapus. B no-manko cnysaw ca HabnwopasaHWn  oGpus,
CBPBXUYBCTBUTENHOCT WKW CbHMUBOCT. KNUHUYHWTE MPW3HaLUW Ha MpegosupaHe
MOraT [a BKIIOYBAT CbLUO HEBPOMYCKYNHA YYBCTBUTESIHOCT UM npunaabum. Hama
CLOOLWEHY haTamnHn WU TEXKW HEXEeNaHu peakunn crnej npegosvpate.

B cnydait Ha npegosupaHe TepanusaTa Tpsabea aa Obhe npexkpateHa u fa ce 3anoyHe
CUMNTOMATMYHO NeveHre. B caydan Ha TeXKo npegosvpade, naumeHTsT Tpabea Aa
ce OAbpxu non HabnwogeHue i B criyyan Ha HeoOXoAMMOCT ce nposexia NoAxXo4aAlo
nedveHue.

B criyyait, 4e OT MpuemaHeTo Ha JIeKapCcTBOTO Olle He ca u3MuHanm 4 4aca u HaMa
HAKaKsM [POTUBONOKA3aHWA, ce MPeausBuiKea NospbllaHe WM npoMuBKa Ha
cTomMaxa ¥ Ce HazHayaBa aKTMBeH BbiMeH 3a HamasseaHe Ha pesopbuuaTa.
AMOKCUUMINH/KanveB KnaBynaHaT moxe fa Bbfe OTCTpaHeH OT opraHvuama 4pes
xemoaunanmsa.

5. ®apmaKosiorMiHy OaHHK:

5.1. ®apMaKkoanHaMU4YHN CBONCTRBA
dapmakoTepanesTUyHa rpyna
Amoxicillin v B-nakramasHu uxudurTopy
ATC kop: JO1CRO2
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MexaHu3abm Ha delicmeue

Amoksiklav® e nepopanHa aHTuDakTepuanHa KomOGUHALMa OT NONMYCUHTETU4HMS
auTMBuoTnk amoxicilin 1 6BeTta-naktamasHus uHxubutop clavulanic acid nopg
copmaTa Ha xanueea con. Amoxicilin e GaktepuumpeH. Tol ce saxsawa 3a
pakTepnanuvuTe NeHUUMnUH-CBbP3BaLLM TIPOTENMHM W Taka NoTUCKa cuHTesaTa Ha
fakTepmnanHaTa creHa.

KnasynaHaTtbT uMa cnaba aHTuOaxKTepuranHa aKTMBHOCT U He NosnusBa mexaHuama
Ha pfeficteue Ha amoxicillin, KnaeBynaHosata kucenuHa wuma OeTa-nakraMmeH
MPBCTEH, CTPYKTYPHO MPUCHLL HA NeHuuunuuuTe u uedanocnopudnte. Tolk ce
cebp3Ba HeobpaTumo ¢ onpefenenu beta-nakramasu u 3awurtasa amoxicillin ot
MHaKTUBUPAaHe, Karto noBWWAaBa Heroeata OakTepuumpHa akTWBHOCT  KbM
PE3UCTEHTHUTE MUKPOOPranuami, Npogyumpatin beta-nakramasy, YyBCcTeuTenHy Ha
KraBynaHoBa KNcenuHa.

5.2. ®apmakoKMHeTMYHU CBONCTBA

Pezopbuyus

AMOKCULMIMUH W Kanues KnaeynaHaT ce pesopbupat gobpe OT CTOMaLUHO-4PEeBHUS
TpaxT Cren NepoparHo NpUIIoKeHNE: MUKOBUTE cepymHu HUBa ce focturat go 1.0-
2.5 vaca. KnasynaHoBaTa kucenuHa ce pesopbupa pobpe cnep nepopanHo
MPUMOXKEHNE U HERHUTE OCHOBHU (DapMakKOKUHETUYHK napameTpu ca nofobhHu Ha
Tean Ha amokeuuunuHa. KoMbuHMpaHeTo Ha KnasyfaHoBa KUCENWHA ¢ aMOKCULIMIVH
He noBnMsBa abcopbuysita HA HUKOA OT axKTUBHUTe cybcradumw. [lepopanuure
BUOHANTUNHOCTY Ha aMOKCULIMAMH W KNaBynaHoBaTa KucenuHa ca cboTseTHo 90% u
60-75%.

MepopanHata nosa ce pesopbupa MakcumanHo OT NpaseH cTomax. XpaHara
NOBMWABA He3HAuUTeNHo pesopbuusata W Amoksiklav® moxe pa Gbae npuema
He3aBUCMMO OT xpaHeHeTo PesopbunsaTa Ha Kanvesua KiasynaHaT ce nosullasa,
koraTo Amoksiklav® ce npuema B Ha4arnoTo Ha xpaHeHeTo. 3a ga Ge Hamanu
BEPOATHOCTTA OT CTOMallHO-YPEeBHa HEMOHOCWMOCT, Amoksiklav® Ttpsibea ga ce
npuema HenocpefcTBEHO Npegu XpaHeHe.

BUOMOTMMHUAT MNOMYXWBOT Ha amoKcuuuaMHa e 78 MUHYyTW, a To3n Ha
kriagyraHoeara kucenuxa e 60-70 MUHYTU.

Pasnpedenerue

AMOKCUUMITMH 1 KNaBynaHoBaTa KucernnuHa ce pasnpefensTt B NMOBe4eTo TENEeCHU
TEUYHOCTU W TbkaHu {benn apobose, nNnespanHa TeYHOCT, CPEFHO YXO, nepuHasantn
CUHYCW, TOH3WMAW, CIOHKa, OpOoHXWanHW CexpeTn, neputoHeanHa Te4HOCT, YepeH
Opob, XMbueH Mexyp, NpocTaTta, MaTka, SidHULN, MYCKYAK, CUHOBUAaNHa Te4HOCT) ¢
M3KI. Ha MO3bK U CriHarnHa TedHocT. JocTurat ce 1 BUCOKW YPUHHW KOHUEeHTpauun.
AMOKCULMAWH/KNABYNaHoBa KWCENWHA NPEeMUHaBaT fnpe3 nnauveHTaTa U HUCKKW
KOHLEHTpaLMK ce OTKpUBaT B MaWYUHOTO MMAKO. AMOKCULUMAWH W KnasyrnaHosa
KWCENUHA ce CBbP3BaT B MUHUMANHa CTEMNeH C NrasMeHnTe NpoTenHr, CbOTBETHO
17-20% v 22-30%.

Memabonuzbm
Amokcuuunue ce metadbonusupa 4acTU4HO. lVIeTaGOnMTHM
KrnaBynaHaT He € HanbiHO W3BECTEH, HO € YCTaHOBEHO,
MeTabonnasLm. /
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Enumunupare

AMOKCULIMNMH W KNaBynaHoBa K1CervHa Ce eKcKkpeTupar ¢ ypuHaTa, amMOoKCUUMNnH
[FiaBHO HEMPOMEHEH, a KNaBynaHoBaTa KucenunHa vyactuiHo metabonusupana. Cneg,
efMHUYHA riepopanta 4o3a Ha amokcuuunnb/knasynarar okono 50-70% ot fosara
aMoKkeUuMnuH 1M 25-40% oT KnaBynaHaT ca OTKPUTW HEMpoMEeHeHu B ypuHarta 3a 6
4acoB NEepHoA Ha Konekuust Ha ypuHaTta. MUuHMMantHn Konudectsa ca eKcKpeTupaHu
¢ deueca UM ¢ U3PUILEHUS BL3AYX. AMOKCULMINH C& EKCKPETUpA rNaBHO Ypes
TyBynHa cekpeuuss u rnomepynHa duiatpadus. JlekapCTBeHWA NpogyxT ce
eKckpeTMpa U B Mai4mMHoTO MAsko. KanueBusaT kKnaBynaHaT ce ekckpeTupa 4pes
rnoMepynHa GunTpaumnsa. EnvMMUHAUVOHHWAT NOMYXUBOT Ha aMOKCULMIMH 1pw
Bb3pacTHM € oT 1 go 1.5 yaca u ce yabinkasa Ao 7.5 Yaca npu nauneHTU C TEXKN
Bu6peyHn Hapyiuenusi. Tlony>xMBOTHLT Ha Kanueeus KnaeynaHaT Npu Bb3pactHu e
okono 1-1.5 waca u ce yavmkasa go 4.5 vaca npw nauneHTy ¢ Texxku Gbbpeunn
Hapylwehus. M aBeTe cbecTaBKku ce OTCTPaAHABAT BejHara 4Ypes xemopuanusa u
MWUHWUMAIHO Ypes nepuToHeanHa guanmsa.

5.3. MNpeakniMHUUHM faHHKW 3a De3onacHoCT

MpoBefAeHU M3cnensaHvs, CBbP3aky G PENpoayKuMATa npyt MULWKKM 1 Nibxose, ¢ 10
ObTW MO-rofieMy OT YOBELUKWTE [03W, YCTaHOBSABRAT, Y& HaMa jokasaTencrea 3a
HamarnsiBaHe Ha (epTUINHOCTTa WNW  YBpexaaHus Bbpxy ¢eryca. CobcTBeHO
npoy4YBaHe Ha ocTpaTa TOKCUYHOCT He € NOKAa3arno TOKCUYEH eqeKT el NepopanHo
npuoXeHne Ha Amoksiklav®. |.Dsg ¥ npu MULUKKA, ¥ Mpu nnbxose e Buna > 5000
ma/kg. Hsima ofade [OCTATBLYHO KOHTPOMNWPAaHW uscnensaHus Bbpxy OGpemeHHu
sxkeHW. Toil KaTo U3CcneaBaHUsTa BbPXY PEnpoAYKTUBHOCTTA NPW XXUBOTHUTE He
BUHArW npefckassar edekTa npu 4Yoseka, ToBa nekapctso TpsabBa fa ce u3nonasa
o Bpeme Ha BpeMeHHOCT camo NPU SiCHU UHAMKaLMN.

6. ®apmaueBTUUYHYM JaHHN!

6.1. CnucH:K HA MOMOILHUTEe BellecTBa:

Amoksiklav 375 film coated tablets:

cbpuesuHa: colloidal anhydrous silica, crospovidone, croscrmellose sodium,
magnesium stearate, talc, microcrystalline cellulose

cdunmoeo _nokputue: hydroxypropylcellulose, ethylcellulose, polysorbate 80, triethyl
citrate, titanium dioxide E 171, talc

Amoksiklav 625 fiim coated tablets:

cbpuesuHa: colloidal anhydrous silica, crospovidone, croscrmellose sodium,
magnesium stearate, microcrystalline cellulose

dunmoso nokputune; hydroxypropylcellulose, ethylcellulose, polysorbate 80, triethyi
citrate, titanium dioxide E 171, talc

6.2. PHU3INKO-XUMUYHU HEC'EBMEeCTUMOCTH.
Hama KM3BeCTHU.

6.3. Cpok Ha rogHocT:

2 roaAnHW OT fJaTaTta Ha Npou3BoACTBOTO
MpooykTeT He Tpsibea fa ce ynotpebaBa crnep U3TnyaHe CPoKz
BbpXY OnakoskaTa. _.
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6.4. CrieyanHmy ycrnoBMa Ha CbXpaHeHune:

[la ce cbxpansiBa nNpn Temnepartypa Ao 25 ° C Ha cyxo MSCTO, B OpuruHanHaTa
onakoeka.

Crep ynoTpeba hrnakoHsT aa ce saTBopu gobpe.

[la ce cbXpaHsiBa Ha MecTa HeAOCTLITHU 3a Aeua!

HecukaHTST BLB hnakoHure ¢ TabneTkuTe He Tpsabga Aa ce norsbLua.

6.5. [lanHn 3a onakoBKaTa:

Amoksiklav® e HanmueH BLB riakoHy (kadsiBu, 0T cThkno xuaponutudeH knac lll) ¢
anyMWHWUEBa Kkanadka ¢ BUHT, MOKpUTa C npegnaseH nak, cbabpiain 15 unn 21
chunmmpann Tabnetky ot 250 mg amoxicillin (nog dopma Ha amoxicillin trinydrate) u
125 mg oclavulanic acid (nog copma Ha potassium clavulanate), n AecuxaHt
(npegnasBea OT BNara).

Amoksiklav® e HanmueH BLB dnakoHn (kadsiBy, oT CTbKIOo xugponuruyeH knac Hil) ¢
anyMUHMEBa Kanayka C BUHT, NOKpUTA G NPEAnaseH Jiak, CbAabpXawm 15 um 21
chusimupann TabneTku oT 500 mg amoxicillin (nog dopma Ha amoxicillin trinydrate) u
125 mg clavulanic acid (nog <opma Ha potassium clavulanate), 1 gecukadT
(npepnasea OT Briara).

6.6. Cneynanymn ycsioBus 3a ynotpeda :
Hsima cneuvanyu ycroeus sa ynotpeba.

7. Uvie u agpec Ha npUTexaTens Ha paspelleHueTo 3a ynotpeda:
Lek Pharmaceuticais d.d.
Verovdkova 57, Ljubljana, Slovenia

8. PerncTpauuoHeH HoMmep B PerncTbpa:
Amoksiklav® 375 mg tabl. film: 20010172
Amoksiklav® 625 mg tabl. film: 20010173

9. [laTa Ha NLPBO paspeluaBaHe 3a ynoTpeba Ha NexapcTBeHUs NPOAYKT:
29.01.2001

10. faTta Ha aKkTyanusauns Ha TekcTa:
10 Odexkemspu 2004

11. Pexxum Ha npegnuceade:
Mo nekapcko npegnucaHue
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