KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

e
AFEHLIAA N NEKAPCTBATA

L HME HA JIEKAPCTBEHHUS INTPOAYKT [Kpamwe ucmuKa

C a npogy '(.’H_r',«“ ‘-";1-.‘:1'.“\.’.‘)'".'6?!‘.‘4';37—“—‘
Des Ne 0] DOA G
Amokcuknas 1000 mg /200 Mg Npax 3a HIKKEKLIMOHEH Pa3TBOP Kbm Pee. Ne ..........© & 0"2 ......... A’ ...........................
Amoksiklav 1000 mg /200 mg powder for solution for injection |~aspewsnue Ne

2. KAYECTBEH M KOJIMYECTBEH ChCTAB Ogobpenue Ne ..............eriine wnsndrsserirnsinnns

Beeku dnakoH AMokcukaag 1000 mg /200 mg npax 3a HHXXEKLHOHEH HIH MH(Y3HOHEH pa3TBoOp
chabpka 1000 mg amokcHumnuH (amoxicillin), non ¢popmara Ha aMOKCHLIMIIMH HaTpuid (amoxicillin
sodium) v 200 mg knaBynaHoBa kucenuHa (clavulanic acid), noa popmara Ha KaJlMeB KJlaByJaHaT
(potassium clavulanate). CboTHOWIEHHETO € 5:1.

3a bJIeH CIMCHLK HA MOMOLIHWTE BEIECTBa, BHXKTE TOukKa 6.1.

3. JIEKAPCTBEHA ®OPMA

[Npax 3a uHXeKLUMOHEH WK MHQY3HOHEH pa3TBop (0471 10 K bITEHHKAB Mpax).

4. KJIMHUYHH JAHHHU
4.1 TepaneBTHYHH NOKA3aHHHA

AMOKCHKIIaB € 110Ka3aH 3a JieueHHe Ha cleIHUTe HH(EKIIMH NPH BB3PAacTHH U Jeua (BxkK. ToukH 4.2,
44u5.1.)

- Texxu uHpeKLUH Ha yLIHTE, HOCA U I'bPJOTO (MACTOMIMT, NEPHUTOH3HIAPHH HH(EKLIMH,
EIMHIJIOTHT, H CHHYMT, KOTaTo ca NpUAPY>KEHH OT TEKKH CHCTEMHH MPU3HAL U CUMITTOMH)

- Octpu ex3auepbalny Ha XpOHHYEH OPOHXHT (a€KBaTHO AMAarHOCTHLIMPAHH)

- Ilpunobura B 06111€CTBOTO NHEBMOHUS

- Huctur

- Iluenonedpur

- HHdexunn Ha koxaTa M MEKHTE THKaHH H MO-CNELIMAITHO LETYJTHT, YXarBaHUA OT XKHBOTHH,
TexXbK 3b0€H abcliec ¢ pa3snpocTpaHaBalll Ce LETyJIHT

- Hudekuumn Ha KOCTHTE U CTaBUTE, MO-CMELMATHO OCTEOMHENIUT

- Hurpaabnomunannu vHdekunu

- Hudekunun Ha )KEHCKHTE MOJIOBH OPraHH .

[Tpodunaxrrka cpeury MHGOEKLHH, CBBP3aHH € FOJIEMH XHPYPrHUYECKH NPOLEAYPH NPH Bb3PACTHH,
KaTo HampHMep XMPYPrUUueCKH MpoLeIypH Ha:

e [ acTpo-HMHTECTHHAJIHUA TPaKT

e TasoBara KyxHHa

e [‘naBata u wusTa

Onepalky Ha #JTbYHHTE [THTHILA.

Tpabsa na ce croOpaszsBaT opHULMATHUTE MECTHH PHKOBOICTBA 3a NpaBH/IHA ynoTtpeba Ha
aHTHOAaKTepHaIHUTE CPE/ICTBA.

4.2 Jlo3HpoBKa H HAYHH Ha ynorpeba

Haecaxbae nosure ca H3pa3€HH 4pE3 OTHOLUECHHETO amoxcuuunuﬂlmalaynaﬂona KHCE
KOraro JO3MTe €a I1oCO4YC€HH 1o OTHOLUEHHWE Ha OTIEC/IEH KOMITOHEHT.




EOBH POBEa

Jo3aTa AMOKCHKIIAB, KOATO ce H30Hpa 3a JleueHHe Ha oTae/Ha nHbeKumd, TpabBa Aa ce HazHauaBa,
KaTo ce B3EMAaT NMpeaBua;
® OYaKBaHMTE MATOTEHH H BEPOATHATA HM YYBCTBHTEIHOCT KbM aHTHOAKTEpHAIHH CPeACTRA
(XK. TOuKa 4.4)
®  TEXecTTa M MACTOTO HA MH(peKumsTa,
®  BEB3IPACTTA, TerNOTO M OBOpeuHara QYHKLIKA Ha NALMEHTA, KAKTO € YKa3aHO Ho-J00y.

IMpy Heo6xoaMMocCT TpaOBa Ja ce UMAT NpeaBH aNTEPHATHBHH TEKAPCTBEHH (POPMH Ha AMOKCHKIAB
(Hanpmwep TE€3H, NIPH KOHTO HMA HO-BHCOKH N03H AMOKCHIIHIIHH WHIH Pa3snH4YHH CHOTHOILUCHHA Ha
AMOKCHUHITHH ¢ KJIaBY/IAHOBA KHCeNHHa) (BK. ToukH 4.4 n 5.1).

AMOKCHK/IAB Mpax 3a HEDKEKLMOHEH HIH HHQY3HOHEH pa3TBOp npeaocTapsd obmia AHEBHA 1034 OT
3000 mg amokcuinUIHH M 600 mg KI1apynaHOBA KHCEIHHA, KOMaTO Ce MPHIIara KakTo € Mpenopb4aHo
Io-10.TY. AKko ce MMpHEME, YE € H€06XOJJHM8 NMo-BHCOKA JHEBHA 10332 aMOKCHLHIIHH, C¢€ NpCnoprYBa aa
ce W3bepe Apyr NpoAyKT aMOKCHLIMIMH/KIaBY1aHOBa KMCEJIHHA © LiEN Ja ce u3berde npuema Ha
HeHYKHO BHCOKH JTHEBHH J03H KJ1aBYJ1aHOBA KHCENHHA,

[TpoABL/DKATEIHOCTTA Ha IeyeHHeTO TpAOBa Na ce onpeaes Bb3 OCHOBA HA OTTOBOPA HA MallHEHTAa.
HakoH HHeKUHH (HaPHMEP OCTEOMHEIHT) H3KCKBAT NO-AB/ITH NEpHOAH Ha AeveHHe. JleueHneTo He
TpAGBa aa 6be npoapDKaBaHo nosede OT 14 AHH Ges npernen (Bxk. Touka 4.4 OTHOCHO
NpoAL/LKHTENHOTO JIEUEHHE).

TpaGBa Aa C¢ B3eMarT MNpeapH] MECTHHUTE YKa3aHHA 34 NOAXOAAIH YECTOTH Ha IpUIaraHe Ha JO3HTE
AMOKCHMLIHJTHH / KITaBYJ/TAaHOBA KHCCJIHHA.

Buwspacmuu u deya 2 40 kg
3a neyeHHe Ha HHOEKIMH KAaKTO € yKa3aHo B Touka 4.1: 1000 mg/200 mg Ha Bceku 8 4aca.

3a IIpn npouenoypH ¢ NpOOB/IDKMTEIHOCT f10-MAMKO OT 1 uac ripenopbLYBaHATA 1032
Xupyprudecka | AMokcHiiae € 1000 mg/200 mg no 2000 mg/200 mg, najeHH NpH HHAYKUMATA HA
npodunaxTHka | aHecTesuara (Jozu ot 2000 mg/200 mg Morke na ce MOCTHIHAT 4pe3 H3MON3BAHE HA
aJITePHATHBHH HHTPABEHO3HH (POPMH Ha aMOKCHLMJTHH/IJTABYJIAHOBA KHCETHHA),
Ipu npouexypH ¢ NPOIb/DKUTETHOCT NO-To/iAMa OT | Hac mpenopruBaHaTa J03a
Amoxkcpxnas ¢ 1000 mg/200 mg ao 2000 mg/200 mg nafreHH NpH HHIYKLMATa HA
aHecTe3HaTa g0 3 ao3u ot 1000 mg/200 mg 3a 24 yaca.

SlcuuTe KIMHMYHH NpU3HALM Ha HHOEKIMA NPH ONIEpalMATa lle M3UCKBAT HOPMANcH
KYpC HHTpaBeHO3Ha WIIH MEpOpajiHa TepanHs MOCTONEPaTHBHO.

Heya < 40 kg:

IIpenopbuntennu nozu:

Jewa Ha BpapacT 3 mMecena d noseve. 25 mg/5 mg/ kg TenecHo terno Ha BcekH 8 yaca

Jleua Ha BB3pacT MO-MallKo OT 3 Mecela WIH ¢ Terno no-mManko ot 4 kg: 25 mg/5 mg/ kg TenecHo
TErno Ha BceKH 12 yaca.

Iayuenmu 6 cmapyecka ev3pacm
He C€ CHHTa, Y€ € HCOGXO.RHMH KOPCKI.[PUI Ha go3ara

bvbpeunu napyuenun
Kopekiuure Ha A03aTa ce OCHOBABAT HA MAKCHMAJTHOTO MPENOPBYMTEIHO HUBO HA aMOKCHIIWIKH.

He ce Hanara xopekuHs Ha A03aTa NpH NAUMEHTH ¢ KpeaTHHHHOB KHptHe (CrCl) no-ron
ml/min.

Buvspacmuu u deya > 40 kg

CrCl: 10-30 ml/min | I[TspBoHauanHa no3a ot 1000 mg/200 mg 1 cnex ToBa 50
MpHAAraHa ABa bTH AHEBHO




CrCl < 10 ml /min IepeonauanHa goza ot 1000 mg/200 mg v cnex ToBa 500 mg/100 mg,
npwiarasa Ha 24 saca
Xemoaguanusa ITspBoHayanHa go3a ot 1000 mg/200 mg, nocnensana ot 500 mg/100 mg Ha
BceKH 24 uaca, nmoc go3a oT 500 mg/100 mg B kpas Ha Awanusara (Tbil
KATO CEPYMHHTE KOHLEHTpallid M Ha aMOKCHUM/IMH, H Ha KIaBYJIaHOBA
KHCeJIHHA HAMAJIABAT)

Heya < 40 kg
CrCl: 10-30 mU/min | 25 mg/5 mg Ha Kuiorpam, NpuiaraHd Ha Beekd 12 vaca
CrCl1 < 10 ml /min 25 mg/5 mg Ha KWIoTpaM, IIPHUIIAraHH Ha Bceku 24 yaca
Xemopuanuza 25 mg/5 mg Ha KWIOrpaM, NpHNaraHd Ha BCEKH 24 yaca, mnroc Ao3a ot 12,5
mg/2,5 mg Ha KWIOorpaM B Kpad Ha8 AHanMiata (ThH KaTo cepyMHHTe
KOHLIEHTpAUHMH M Ha AaMOKCHLIA/IHH, H Ha KIaBY/JaHOBA KHCE/NHHA
HaMasABar).
Yeprnodpobnu napyuenus

IMpunara ce ¢ noeumieHo BHUMaHne. Yeproapobuarta pynkuma Tpabea Ja ce MOHHTOPHpPaA PENOBHO.
(k. Touku 4.3 u 4.4)

Hauvn Ha npunoxenwue
AMOKCHKNAB ¢ 32 HHTPaBEHO3Ha ynoTpeba.

AMOKCHK/aB MOKe J1a Ce IIPHJIara KakTo 4pes 6aBHAa MHTpaBEeHO3Ha HHIKEKLMA 3a nepuon 3 10 4 MHH
OYMPEKTHO BHB BEHATA, TaKa H Upe3 HHTEPMHTEHTHA HH(Y3ZHA KankoBa HHY3ua Wik uadysus 3a 30 no
40 muH. [IpuroTesaHeTo Ha pa3TBOpa € OIMCAHO B To4Ka 6.6. MHTpaMyCKyIHOTO MPHIOKEHHE Ha
AMOKCHKNIAB He € NOAXOAAIIO.

Ha peua Ha Bp3pacT no-Manko ot 3 Meceua Tpabpa na 6b1e npuiaraH AMOKCHKIAB caMo 4pes
HH)Y3HA.

JleueHHeTO ¢ AMOKCHKIIAB MOKE A C€ 3allOYHE ¢ M3MTONZBAHETO Ha HHTPABCHO3CH NMpenapat H Aa
NPHKIKYH € IOAXO0A1a NNEpopallHa NEKapCTBEHE (bopma, KaKTO CC CMCTHE 3a YMECTHO 33 BCCKH
OTACHACH MMAlHEHT.

43 IIporaBOnOKAZAHHA

CBp’]:X'-l'yBCTBH'I'eHHOCT KbM AKTHUBHHMTE BCILECTBA, KbM HAKOH OT MCHHLUAWIHHOBHTC aHTHGHO’I'HLlH HIH
KBbM HAKOE OT NMOMOILLHHUTS BEILIECTBA.

AHaMHe3a 3a Texkka He3abaBHa peakLMs Ha CBPbXYYBCTBHTENHOCT (Hamnp. aHaHNaKcHa) KbM APYro
Oera-nakraMHO cpeacTeo {Hanp. uedanocnopuH, KapGaneHeM AN MOHOOaKTaM).

AHaMmHe3a 3a XKBATEHHLA WIH IPYTO YepHOoApoOHO HapyllleHHe, aCOLMHPaHH ¢ MpHeMa Ha
aMOKCHUHIHH/ KNaBy/IaHOB& KMCeNnHa {BXK. To4ka 4.8).

44 CoenuanHH npexynpexJeHHs H NpeAna3HA MepKH NpH ynoTpeba
[Mpenu 3anoyBaHe Ha eueHHE ¢ AMOKCHLWIHH/KIaBY/IaHOBa KHCETHHa, TpAOBa Jla ce HaMpaBu
BHHMATE/THO 33/1aBaHe Ha BBIIPOCH 110 OTHOWIEHHE Ha MPeJUIIHH PEaKIIHH Ha CBPbXYYBCTBHTEITHOCT

KBbM NEHHLMWIMHH, 1le(anlocnopHHH WITH ApYTH 6eTa-nakTaMHH cpeAcTBa (BK. TOUKH 4.3 1 4.8).

CepHo3HH H MOHAKOra (paTanHK peakilii Ha CBPBXUYBCTBHTENHOCT (BIJIIOUHTENHO aHA(WIAKTOMAHH H
TEKKH KOXKHH He)KeNlaHH peaklMH)} ca ¢ho0IIaBaHU NPpH NMAaLUeHTH, TeKYBaHH ¢ TIeHHILTHE. BnaMook

TE3H PCAKIHH /g C€ NMOABAT IIPH NAallHEHTH ¢ aHAMHE3a 34 CBPBEXYYBCTBHTEIHOCT KBM
MPH aTONMH4YHH NHLOA. Hp}‘] NoABa Ha anepruviia peaki[Hi JICHECHHETO C aMOKCHLlHJ'IPl}I/
KHCCITHHA 'rpnﬁna Jda C€ NpEYCTAHOBH H [a C€ HasHa4H Noaxoasalia AJITCPHATHBHA TCPRE



B ciryuaii, 4e € AoKa3aHoO, ue HH(EKIHATA Ce JB/DKH HA YYBCTBHTE/ICH(-H) KbM aMOKCHLIMIHH
opraHu3sM(-1), Toraea TpabBa Ja ce MOMHCIH 3a IPeMHHABaHe OT aMOKCHLIWTHH/K1aBy/1aHOBa
KHCEJIHHA KbM aMOKCHLMJIHH B ChOTBETCTBHE C ODHLMAIHHTE TIPENOPBKH.,

Tasu nekapcTBeHa opMa Ha AMOKCHKITAB MOXE [ia HE € MOAXOAALLA 3a ynoTpeba, Koraro € Hal1ue
BHCOKA CTelleH Ha PHCK NIpelnosiaracMHTe NIATOTEHH /1a Ca PE3UCTEHTHH KbM OeTa-nakTaMHH
CPEACTRa, KOraTO Ta3H Pe3MCTEHTHOCT He Ce JBJDKH Ha 6eTa-aKTaMasu, NOJaTIHMBH Ha HHXHOHpaKe
OT KJIaBy/IaHOBa KHCenuHa. T'bii KaTo HIMa KOHKpEeTHH JaHHH 3a 1> MIC u nannure 3a
CPAaBHMMHTE NEPOPATHH JIEKAPCTBEHH (OPMH ca CTIOPHH, NPH NPENOPBYHTENHH Jo3u ao 1000
mg/100 mg Ha 8 uaca Tasu nexapcTeeHa ¢opma (6€3 NOMBLIHHTENECH AMOKCHIIWIHH) MOJKE J1a He €
noaxoadiia 3a ieweHue Ha 3aoaABaHe, NPHYHHEHO OT PE3MCTEHTHH KbM NEHHUWIKH S. pneumoniae.
3a noBnKABaHE HA TO3M MAaTOreH ce H3UCKBAT A03H oT noHe 2000 mg/200 mg Ha 12 vaca.

Ipu nauperTH ¢ Hapymena 6b0peyna GyHKIMA WIH NPH NALKMEHTH, KOUTO NPHeMaT BHCOKH 103
MOXe J1a BE3HHKHAT MbpuoBe (BIK To4Ka 4.8).

AMOKCHUMIHH/KTaByIaHOBA KHCeNMHa TpAORa 1a ce M30ArBaT, ako HMa ChMHEHHe 3a HH(pEKLUHO3Ha
MOHOHYKJ1€03a, Thbi KaTo clied ynoTpe6a Ha aMOKCHLUATHH € BE3MOXKHO A C€ NOABH MOpOHNH(popMeH
obpue.

EJIHOBPCMCHHaTa ylwrpeﬁa Ha anomypHHOJ NO BPEME HA JICYCHHE ¢ aMOKCHLWIHH MOXE 13 YBC/IHYH
BEPOATHOCTTA OT AJICPTHYHH KOXKHH PECaKLUHH.

HPO,E[I:IDKHTGJ'[HﬂTa ynm‘peﬁa MOJKE NMOHAKOTA a QOBEIC N0 CBRPEXPACTCK Ha HCYYBCTBHTC/IHH
OpraHn3MH.

[NosBaTa B HAUANOTO NEYEHHETO HA eHepaNM3HpaHa epuTeMa B Ha4aNnoTo Ha NeYeHHETO, NPHAPYKeHa
OT BHCOKA TEMIIEpATypa M MPOABEHA ¢ MyCTY/TH MoXe Aa ObJie CHMITTOM HAa OCTpa reHepaiH3upaHa
ex3aHTemaro3Ha myctynosa (AGEP) (Bx. Touka 4.8). Tazu peaxums u3rcKBa cniMpaHe Ha NpueMa Ha
AMOKCHEKJIAB H € NNPOTHBOMOKA3aHHeE 3a NOCc/eIBaLIO NPUITOkKEHHe Ha AMOKCHLIHTHH.

[TauxenT! ¢ yepHOAPOOHH HapylleHHs TpAOBa na 6baaT n03HMpaHH BHUMaTeNHO (BXK. Touku 4.2, 4.3 1
4.8). Crobmara ce 3a uepHOAPOOHH CEOMTHSA rMaBHO NPH MBXKE H NMALMEHTH B CTapYecKa BE3pacT H Te
MOTAT Ja Ce CBbPIKAT € MPOABL/DKUTENHO NieyeHHe. 3a TakhBa chOUTHA ce ChoOIaBa MHOTO PAJKO NPH
Aena. BeB BCHYKH nomynauWe 0OMKHOBEHO C¢ TOABABAT NPH3HALA H CHMIITOMH 10 BpeMe Ha WIH
HEMOCPEACTBEHO CMIEH JIEYEHHETO, HO B HAKOH CITy4YaH MOKE Ja HE C€ M3ABAT 10 HIKOMKO CeIMHLIH
cllel NpeKpaTABaHe Ha JNeyeHHeTo. Te oOMKHOBeHO ca o6paTMH. YepHoapoOuuTe chOUTHA MOraT na
ObAaT TEIKKH H B H3KIIOYHTEHO PEAKH CITy4aH ce choOLaBa 3a CMbPTHH ciiyyad. Te mouTH BHHATH
ce HabmoJaBaT NMpH MALMEHTH € TEXKKH OCHOBHH 3a00NABaHHA WM eJHOBPEMEHEH IIPHEM Ha
JIEKApCTBa, 38 KOMTO € H3BECTHO, Ye € BE3MOXKHO Aa BB3AelicTBaT Ha uepuua Apob (BiK. Touka 4.8).

[1pu moYTH BCHUKH aHTHOAKTEPHATHH CPEICTBA BRIIOUHTEIHO AMOKCHLIMIIMH ce ¢hoOllaBa 3a CBbp3aH
¢ ynorpebara Ha aHTHOHOTHIIM KOMHT, KOHTO BapHpa IO TEXECT OT JIeK A0 XHBOTO3acTpallaBall (Bx.
Touka 4.8). ETo 3al10, MpH NalUHEHTH ¢ AHAPHA [0 BPEME Ha MIIH Cle] MPHIOKEHHE Ha AaHTHOHOTHK, €
BAXKHO 714 C& HMa NpeaBHA Ta3K AMArHo3a. AKO ¢ MOABH KOJIMT, CBBP3aH C NPHEMA HA AaHTHOHOTHK,
AMOKCHKN1aB Tpa6Ba He3abaBHO na ce npekpath, TpabBa Aa ce HaNpaBH KOHCYJITAlMA C JIEKap U Jia ce
3a7104He noaxoasa repanu. [Ipu TasH cHTyalu ca poTHBOMOKA3aHH NeKapcTea, 3abaBsim
NepHCTANTHKATA.

HMa crofilenns 3a eHTEpOKOIMTEH CHHAPOM, NPeM3BHKAH OT NpHeM Ha iekapcTBoTo (drug induced
enterocolitis syndrome — DIES), rnasHo npy Aelia, NpH KOUTO ce APWIAra aMOKCHLIHH/KIaBynaHaT
(Bx. Touxa 4.8). DIES e anepru4Ha peakiys ¢ BOASLI CHMITTOM MPOTB/DKHTETHO NOBPBIIAH
Yaca cnen ynorpe0a Ha 1IeKapcTBOTO) $e3 anepriuyHU KOXKHH WIH PECIIHPATOPHH CHM
Honbauurennn cuMnToMu Morat Aa Obaat Gonka B kopeMa, JHapHA, XHUITOTOHHSA HITH
HeyTpodunua. HMa TeXKH cTy4aH, BKIOYHTEHO ¢ IPOrpecus 40 LWIoK.

TIpy NPOABIDKHTEHO IEUEHHE Ce MPENnopLYBa NEPHOAMYHA OLIEHKA Ha BAXKHH (YHK
OpraHu3sma, BKITIOUHTENHO 656peyHaTa, yepHOApoOHATa H XEMOMOETHYHATA (DyH



Panko ce cr0o0iIaBa 3a yIbKaBaHe Ha MPOTPOMOHHOBOTO BpeMe MIPH MAallMERTH, MPpHEMallH
aAMOKCHIIWIHH/KIaBy/1aHOBA KHcenWHa. TpabBa na ce npaBH nogXOAALI0 NPOCIeAdBaHe, KOraTo €
NPEaNKCaH eIHOBPEMEHEH IIPHEM Ha AHTHKOAryNnaHTH. Moxe fa ¢ HeoOXoaHMa KOpPEKLKMA Ha 103aTa
Ha NepOPa/IHATE AHTHKOAT'YJIAHTH, 3a J1a ¢¢ TOAIbPIKA HENAHOTO HHBO Ha AHTHKOArynauua (Bx.
Touku 4.5 u 4.8).

[Tpu naunenTy ¢ 6uOpeyunn yBpexaaHua J03aTa TpAORA Na ce KOPHIHpa B 3aBHCHMOCT OT CTEMNEHTa Ha
yBpesxIaHe (BX. Touka 4.2).

[Tpu naupeHTH ¢ HAMANEHO OT/eNAHe HA YPHHA MHOTO PAIKO € HaDNrofapaHa KpHCTATY pHs
(BUTIOUHTENHO OCcTPO OBLOpPEUHO YBpeXkaaHe), rMaBHO NpH NapeHTepanHo aeyeHue. [To BpeMe Ha
MPHJIAaraHeTO Ha BUCOKH J03H aMOKCHIIWIHH Ce Mpenopbypa MOoAIbpKaHe Ha aJeKBaTeH NPHEM Ha
TEYHOCTH H OTAE/IAHE HA YPHHATA ¢ LeN [Ja c¢ HAMAIH PHCKBT OT AMOKCHLIWIHHOBA KpHeTarypHs. [lpu
TIALMEHTH ¢ KaTEeThP B MHKOYHUA MeXyp TpAOBa Jia ce NpoBeXka PeAOBEH BH3YAJIEH KOHTPOI Ha
npoXoaUMOCTTa (B3, TOUkH 4.8 1 4.9).

Tlo BPEME Ha NICUCHHE ¢ aMOKCHLILIIHH TpﬂﬁBa Aa CC H3IION3BAT CH3WMHH MIOKO300KCHAA3HH MCTOAH
BCCKH ITBT, KOraTo C€ NpaBHd M2C/IeNBaHe 3a HATTHYHE HA TIIKOKO03a B YPHHAaTA, 3all0TO HCCHIUMHHTEC
MCTOOH MOTraT a janart cl)anumao MONOXHUTETHH PE3YIITATH.

HanuumeTo Ha knapynaHOBa KHCENMHA B AMOKCHKIIAR MOKE J1a TIPEAH3BHKA HeCIEUMpHIHO
cebp3BaHe Ha [gG 1 anGyMHH C KIeTbYHHTE MeMOpaHH Ha EPHTPOLMTHTE, KOETO BOJH 0 (aHBo
noytoxkuTeSeH TecT Ha Coombs.

HMa crobliieHns 3a NONOKKUTENHH Pe3yNTaTH OT W3C/IeBAHUATa PH H3MoNn3BaHe Ha Tecta Bio-Rad
Laboratories Platelia Aspergillus EIA npH nalHeHTH, HpHeMalld aMOKCHLILTHE/KIaBy 1aHOBA
KHCEITHHA, 33 KOHTO BIIOC/EACTBHE € YCTAHOBEHO, Ye HAMAT HHpekums ¢ Aspergillus. Crobmaga ce 3a
KPBCTOCAHM peaKLnH ¢ He-Aspergillus nonnsaxapuan i nomudypaHosu npu tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. Tlopaau ToRa, NONOKHTETHATE PE3YITATH OT TECTOBETE NPH
MaLMEeHTH, IPHEMALIH aMOKCHLIUTHH/K/TaBYJIAHOBA KHCENHHA TpAGBa ia ce THIKYBAaT NpeAnasiHBo U
Aa ce NOTBLPAAT ¢ JPYrH IHATHOCTUYHH METOJIH.

®nakoH ¢ 1200 mg npax 3a MHXEeKLUHOHEH HIIH HH]Y3HOHEeH pa3TBop cpAbpika | mmol kanuii (39
mg). ToBa e oT 3HaYeHHE 3a MALMEHTH ¢ HamaneHa 6bOpeyYHa QYHKLMA HIH MALIKEHTH Ha
KOHTPOMHPaHa NO OTHOLLICHHE HA KaJTHi JHeTa,

Bcexu dnakon ¢ 1200 mg npax 3a HICKEKUHMOHEH WH HH(Y3HOHEH pa3TBOp ChAbLPIKa NPHOIH3UTETHO
2,7 mmol natpwuii (63 mg). Tosa Tpaba na ce UMa NpeABH/ NMPH NALMEHTH HA KOHTPOIHpaHa Mo
OTHOILLEHME Ha HaTpHi nHeTa.

4.5 B3anmopaelcTBHe ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYTH GopMH HA B3aHMoJelicTBHE

Ilepopannu anmuxoazyranmu
ITepopanHyn aHTHKOAIYIAHTH H MEHHLIAIHHOBH aHTHOHOTHLIM €2 IIMPOKO H3MOJI3BAHH B MPAKTHKATA,
6e3 crobirieHns 3a B3anMogeHicTBHE. BLNpeky ToBa, B TUTepaTypaTa HMa CTydaH Ha YBEIHYEHO
MEXIYHApOAHO HOpManu3upaHo oTHoweHHe (INR) npu naumeHTH, NOJTHPXKAHH ¢ ALIEHOKYMapon
HIH Bap(apHH, Ha KOUTO € PEAITHCaH KYPC ¢ aMOKCHIIIHH. AKO € He0OXONHUMO eNHOBPEMEHHOTO
NpHIoKEHHE, MPOTPOMOHHOBOTO BpPEME HITH MEXKAYHAPOAHOTO HopManu3upano ortaowenye (INR)
TpAOBa Ja ObaT BHHMATETHO HabmoaaBaHl Npy 100aBAHETO MM OTHEMAHETO Ha AMOKCHLIMIHH.
OcpeH TOBa, MOXKE a ca HEOOXOAMMH KOPEKLIHH Ha J03aTa Ha NMepOpaTHHTE aHTHKOATYIaHTH (BXK.
To4kH 4.4 1 4.8).

Memomperxcam
[MenunpnHHUTE MOXE 1a HAMANAT €KCKPELIHATA Ha METOTPEKCaT U Taka Aa NPH4YH
TIOBHINABAHE HA TOKCHYHOCTTA.

TIpobeneyuo




He ce npenopbypa ¢uIBTCTRAINA YIOTpeGa Ha npobeHenua. [Tpobennuun Hamanasa 6u6pednara
Ty6y/Ha ceKpeLMa Ha AMOKCHLUMIHH. ChITbTeTBallaTa ynoTpeba Ha npobeHeLa Moxe Ja JoBene 10
TOBHLUEHA KOHUEHTPALMSA U [I0-NIPOIBJDKHTEITHO NPUCHCTBHE HA aMOKCHLUATHH B KPBBTA.

Mukoghenonam moghemun

Tpn nauueHTH, npHeMaly MHKOhEHONAT MOGETH, &€ ROKIaJBaHO NIOHIDKaBaHe Ha Mpe-10308aTa
KOHLIEHTpALIHA HA aKTHBHHA MeTabonuT MuKkogeHonosa kucenuHa (MPA) ¢ npubnuaurenso 50%
clied NepopaneH NpUeM Ha aMOKCHIIWINMH C KJIaBy/1aHOBa KHcenHHa, [IpomaHata B npe-1030BHTEe HUBA
€ BB3MOXHO JIa He Mpe/ICTaRd TOYHHTE H3MCHEHHA B LIWIOCTHATA eKcro3HiMaTa Ha MPA. Tlo Tazn
NpUYHHA NPOMAHA B JOHPOBKATa Ha MHKOdEHONAT MOdeTHI He € HeobXoAuMa, B CITy4aii e TUnceaT
KIWHHYHH NPH3HALH 32 JucdyHKIMA Ha ipucankata. Heo6xoaMMo € BHUMATEIHO KIHHHYHO
HabnaeHHe Mo BpeMe Ha TaKkaBa KOMOHHHpaHa Tepanus, KAKTO ¥ HEeMOCPEACTBEHO clle
AHTHOHOTHYHOTO JICYEHHE.

4.6 BpeMeHHOCT H KbpMeHe

BpeMeHHOCT
ExcrniepaMeHTATHITE NIPOYYBAaHHA NPH XKHBOTHH HE MOKA3BAT MPAKO WIH HEMPAKO BPEAHO

BB3ACHCTBHE BBPXY OpeMeHHOCTTa, eMOPHOHATHOTO/GETANTHO Pa3BHTHE, PAKIAHETO HIIH
MOCTHATATHOTO pa3BUTHE (BXK. Touka 5.3). OrpanH4eHHTe NaHHH 33 ynoTpebara Ha
aMOKCHIMITMH/KIIaBYIAHOBA KHCE/IHHA MO BpeMe Ha OpeMEHHOCT IPH X0pa He TIOKa3BaT NOBHIIEH
PHCK OT BpoeHH MandopMalui. EAHHHYHO Mpoy4BaHe NPH XEHH ¢ NPEKAECBPEMEHHA PYTITYpa Ha
aMHMOHa cbo061laBa, e NPOGHUIaKTHYHO JIEUEHHE ¢ aMOKCHIIM/IWH/K/IaBy/IaHOBa KHCETHHA MOXe J1a
6Be CBBP3aHO ¢ MOBHLIEH PHCK OT HEKPOTH3HpALLl EHTEPOKOHT NPH HOBOPOJEHH. YnoTpebara no
BpeMe Ha GpeMenHOCT TpA6Ba 1a ce H30ATBa, OCBEH aKo JIEKapAT He CMATA, Ue TA e HAUIOKHTEITHA.

Kepmene
H aBeTe BelecTBa ce OTHEIAT B KbpMaTa (He ce 3Hae HHILO 3a BB3ACHCTEHETO Ha KIaBy/IaHOBAaTa

KHCEITHHA BBPXY xﬁpmaqe'ro). CJ'ICL[OBHTCJ'IHO, IMpH KbpMAa4€TO Ca Bb3IMOMKHH JHapHUi H rs0u4uHa
HH}EKLMA Ha THFABHLNTE, TAKA Y€ MOXE A Ce HANOXKH KbPMEeHeTO Aa Hbae NpeKpaTeHo.

TpaGBa Aa C€ B3EME [IpE€ABHA BBMOXKHOCTTA 34 CGHCH6MH3EHHH.

AMOKCHI.IHJ'IHH/KJ'I&B}'J‘[&HOB& KHCCJIIHHA TPHGBE Ja C€ M3MOJ3BAT IO BpEME Ha KbpMEHE CaMO Cle]
OlI€HKA Ha CBOTHOLICHHETO nonsa/pncx OT CTpaHa Ha NEeKyBallkii JiCKap.

4.7 Edextn Bopxy cnocobHocTTa 32 ModHpane H paloTaTa ¢ MAIIHAH

Hama npoyusanmns 3a epeKTHTe BBPXY COCOOHOCTTA 3a wogupare H paboTa ¢ MallHHHA. Brropexu
TOBA MOJKE Ja BE3HHKHAT HeXXeNlaHH peakLMH (Hamp. alepriiHH peakiuH, 3aMasHOCT H IEPYOBE),
KOMTO MOTaT [a MOBJIHAAT Ha Coco0HOCTTa 3a odupaHe K Oe3onacHa paboTa ¢ MaIHHH (BX. TOYKA
4.8).

4.8 Hexenanu NekapcTBeHH peaKIHH
Haii-uecTo cpobliiaBaHuTe HeKeNaHM nekapeTeeHHd peaximi (HJIP) ca ranene, noBphillaHe H AHapHA.

HJIP, nony4eHH OT KIIHHHYHH H3ITHTEAHHA H MOCTMAPKETHHTOBOTO HaGMmoaeHHe, NOAPEaSHH no
cHCTeMo-oprauunte Kiacose Ha MedDRA, ca wsbpoenu no-goay.

H3non3pana e cieHaTa TepMHHONOTHA 3a KiacH(pHLHpPaHe HA Bb3HHKBAHETO HA HEXeJIaHH eeKTH:

Muoro yectu (21/10)
Yecrn (21/100 oo <1/10)
Heuectu (21/1 000 o <1/100)

Penku (21/10 000 o <1/1 000)
Meuoro peaku (<1/10 000)
C HensBecTHa yecToTa (OT HATMMHHUTE JaHHHU He MOXe 13 ObJIe HANpaBeHa OLIeHKA)




Hudexumu 4 BHbeCTALIHH
Yectu KO’KHO-THMTaBHUHA KaHOHA03a
C HeH3BECTHA YECTOTA CBPBXPACTEXK Ha HEUYBCTBUTE/IHH OPraHH3IMH

HapyweHus Ha KpbBTa ¥ niMHaTa cucTema
o0paTHMa NeBKONEHNA (BKITFOYHTETHO HEYTPOIIEHHA)
TpoMOOLIMTONEHUA
C sen3BecTHa yecToTa oOpaTHMa arpaHy/loUATO3a
XeMOJINTHYHA aHEMHS
yObKaBaHe Ha BPEMETO Ha KbPBEHE H NPOTPOMOHUHOBOTO BpeMe (BK.
TOUKH 4.4 1 4.5)

Peaxn

Cvpoeunu Hapvutenua.
C HenspectHa yectota CuHHApoM Ha Kounis

HapyuwieHus Ha MMyHHaTa cHcTeMa (BK. TOYKH 4.3 1 4.4)

C HEM3BECTHA YECTOTA AHTHOHEBPOTHHEH OTOK
aHadWIaKCHA
CHHApPOM HanoaoOspali cepyMHa Gonect
aneprudeH BacKyJIHT

HapyuieHua Ha HEpBHATA CHCTEMaA
Heuectn saMaiiBaHe
rnasobonye
C HeH3BeCcTHA YecToTa TBpHOBE (BiK. TOUKA 4.4), aCENTHYECH MEHHHTHT

Chb1oBH HapyILIeHHA
Peaxu TpoMGodebUT (Ha MACTOTO Ha NpUiIaraHe)

CroMallHO-YpeBHH HApYIIEHHA

Yectn OHapHa
rajcHe
HevectH NOBpBILAHE

HapyllleHO XpaHOCMMIaHe

C HeM3BECTHA YECTOTA KOJIHT, CBBP3aH ¢ IPHEMA Ha AHTHOHOTHK (BK/HOYHTETHO
nceBgoMeMOpaHo3eH KOMMT H XeMOparutieH KOJUT, BIKTe ToMKa 4.4)
EHTepOKONHTEH CHHAPOM, IPEAH3BHKAH OT MPHEM Ha JIEKapCTBOTO
OcTbp NaHKpeaTHT

XenaToGunuapHH HApYIIEHUA
Heuectn nosuieHHA Ha AST w/unu ALT (3abenszaHo e yMepeHo NoBHILIEHHE

MPH TIALIMHTH, JIEKYBaHH ¢ §eTa-TakTaMHH aHTHOHOTHLIH, HO
3HaUEHHETO HA TE3H PE3YJITATH HE € H3BECTHO)

C Hen3BeCTHA YECTOTA XEMATHT, XONECTATHYHA XBJTeHHLA (Te3H ¢sOHTHA ca HabmogapaHK H
MpH JAPYTH NEHHLIWIMHA 1 HedanocnopiHH, BEXKTE To4Ka 4.4).

HapyiieHus Ha KOXXaTa ¥ NOJKOXKHATA ThKaH
AKO BB3HHKHE alleprHueH AEPMaTHT, NE4eHHETO TpAOBa Ja ce npekpaTH (BX. Touka 4.4).
Heuectu KOXEH oOpuB
npypHT
ypTHKapus
Penxu epuTeMa My ITUdopMe
C HeH3BECTHA YeCTOTa CHHAPOM Ha Stevens-Johnson
TOKCHYHA eMKaepMaiHa HeKpoJIH3a
6ynozeH ekcpoNHATHBEH IEpPMATHT _
OcTpa reHepanu3npaHa ek3aHTeMaTtosHa myerynoda (AGEP), |




4.4)

JIEKapCTBEHA Peakiiia ¢ €03HHOQHIHA U CHCTEMHH CHMITTOMHM
(DRESS)

CumMeTpH4eH, IEKAPCTBEH HHTEPTPHIHHO3€EH H QUICKCYPEH €K3aHTEM
{cuugpoM Ha nasuana) (Symmetrical drug-related intertriginous and
flexural exantrhema - SDRIFE)

JIuneapna IgA Gonect

Hapywenns Ha 656peunTe 1 NHKOYHHTE NHETHULA

C HeM3BeCTHA Y€CTOTa HHTEpPCTHUHAICH HeQpHT
KPHCTATYPHA (BKIIOYMTEITHO OCTPO OBOPEUHO YBpeXKIaHe)
(BXk. Touka 4.4)

CrofiasaHe Ha NOAO3UPAHH HEXENAHH PeakiH

CrobiLapaHeTo Ha MOAO3HPAHK HEXENRAHH PeaKLHi cel pa3pellaBaHe 3a ynoTpeba Ha ieKapcTBeHHA
NMPOAYKT € BaXKHO, TORA MO3BONABA J1a TPOB/KH HAOMOEHHETO HA CHOTHOILIEHHETO TOJ3a/PHCK 32
neKkapcTBeHHA NpoAykT. OT MeHIIMHCKMTE CIIELMATHCTH Ce H3HCKBA Ja ChoOLIABAT BCAKA
NOACIMPAHA HEXENaHa peakLMs Ypes3 HALMOHATHA CHCTEMA 3a crobimaBsane keM HanwanuTennara
areHUMA 1O JIeKapcTrara, yi. . Jlaman [pyes” Ne 8, 1303 Codmsa, Ten.: +35928903417, yebeaitt:

www.bda.bg.

4.9 IIpeac3npane

CuMIITOMH ¥ IpH3HAIM Ha NpejosHpaHe

Mozxe fa ce HabmomaBaT raCTPOMHTECTHHAITHH CHMITTOMH H HapYLIEHHSA Ha BOJHO-€JIEKTPOITHTHUA
6ananc. HabmopaaraHa e aMOKCHIIWITHHOBa KPHUCTATYPHA, B HAKOH CTyuaH Bojella 10 OnOpeuna
HEAOCTATBYHOCT (BXK. TOUkA 4.4).

Ilpn nauxeHTH ¢ HapylleHa 6b0pevHa QYHKLHA WK NPH MaLHEHTH, KOKTO NIPUEMAT BHCOKM J03H
MO€ [1a Bb3HHUKHAT I'bpUoRe.

Crobwasa CC, Y€ aMOKCHLWIHH C€ YTadBa B KaTEeTPH Ha NHKOYHHA MEXYP, NDEOIHMHO CAC

HHTPAaBEHO3HO MPUIOKEHHE HA rojieMu no3H. TpabBa na ce npaBH peaoOBHA NpOBEpKA Ha
NPOXOJUMOCTTa (BK. TOUKa 4.4)

JleveHue Ha mpeno3vpaHe
CTOMal.LIHO-‘lpeBHPITe CHMITTOMH MOTI'aT Ja Ce JIEKYBAT CHMIITTOMATH'HO, KaTo CE 06']:]JHC BHUMAHHEC HA

BOAHO-ENIEKTPOJIMTHHA GanaHc.

AMOKCHLHTHH/KATHER KIaByJIaHaT MOXKe Jd C€ OTCTPaHH Ype3 XCMOOHAaNH3a.

5. ®APMAKOJIOTHYHU CBOMCTBA

5.1 PdapmMaKkogHHAMHAYMHE CBOHCTBA

(dapmakoTepaneBTHYHa Ipyna: AHTHOAKTEPHATHH CPEACTBA 3a CHCTEMHa ynoTpeba, koMGHHALHH Ha
NEHHLWIHHOBH aHTHOMOTHLH ¢ GeTa-naxKraMa3sHKM HHXHOHUTODH

ATC xon: JOI1CRO2

Mexann3snM Ba AelicTBHE

HJTH MOBeYe €H3IMMH (MEeCTO HApHYAaHH NEHHLHINH-CBBp3Baiud nporteuHn, [ICIT) B
0BT Ha NENTHOONIHKAHA Ha GaKTEpHHTE, KOUTO € HHTEerpaneH CTPYKTYpeH KOMTIOftE
creHa Ha OaxrepHuTe. MHXHOMpaHETO Ha NENTHIOTIIMKAHOBMA CHHTE3 BOIOH MO,
KJIEThUHATA CTCHA, KOeTO OOMKHOBEHO ce Ce[Ba OT pa3naj M KJIeTbYHA CMBPT.



AMOKCHLMJIHH € YyBCTBHUTENEH KbM pasrpaxk/aHe upe3 OeTa-1aKTaMasH, IPOH3BEIEHH OT
PE3UCTEHTHH GaKTEPHH M 3aTOBA CIIEKThPLT Ha ACHCTBHE HA AMOKCHLWINH CAMOCTOATENTHO HE
BKITIOYBA OPraHu3MH, KOHTO NPOH3BEXIAT TC3H CH3IUMH.

KnaBynaHoBaTa KHcenuHa € 6eTa-NaKTam, CTPYKTYPHO CBBP3aH ¢ NEHULTHHOBHTE aHTHOOHOTHLM.
Ta uHakTHBHpa HAKOM GeTa-nakTaMa3sHH €H3HMH, KaTo N0 TO3H HAYHH NpeJoTBpaTaBa
HHAKTHBHpaHEeTO Ha aMOKCHLKIKH, KnaBynaHoBa KHCENHHA CAMOCTOATENHO HE OKa3Ba KIMHHUHO
noJjieseH aHTHOAKTepHaNneH €eKT.

OK/D/ Bpb3Ka
BpemeTo Haa MEHMMa/HaTa HHXHOHpama koHueHTpauus (1> MIC) ce cunTa 3a ocHoBeH dakTop,
onpenens epUKacCHOCTTa IPH AMOKCHLIWAKH.

Mexann3iMHe HA PeIHCTEHTHOCT
Jlpata OCHOBHH MEXAHM3MH Ha PE3MCTEHTHOCT KbM AMOKCHUWIHH/KIIaRy/TaHOBA KHCEIHHA Ca:

o HHaxTHBHpaHe OT Te3H GakTepHasHu GeTa-naKTamasH, KOMTO CaMH He ce HHXMOUpAT oT
KJIaBYIaHOBa KHCEJIHHA, BKIoYMTenHo H kiac B, C u D.
. IMpomana Ha [1CI1, koero HamanaBa adHHUTETA HA AHTHOAKTEPHATHOTO CPEACTBO KbM LIENTA.

HenpoHuuaeMocTTa Ha GakTepHHuTe WITH e€ITyKC OMMNa MEXaHH3MH MOTaT J1a MPHYHHAT HIH Ja
JOoMpHHecat 3a 6aKTepHaTHa Pe3UCTEHTHOCT, ocobeHo npu I'paM-oTpHuaTenHuTe 6akTepHH.

I'panpuny crofiHocT (breakpoints) MpH H3NKTBAHE HA YYBCTRHTETHOCT

Kpurepuu 3a uarepnperauua Ha MITK (MIC — minimum inhibitory concentration) npu u3snureane
HadyBCTBHTEJIHOCT ca pa3paboTeHH oT EBponeiickHa KOMHTET IO M3MTHTBAHE HA YYBCTBHTEIHOCT KBM
anTuMEKpoSHH nekapctea (EUCAST - European Committee on Antimicrobial Susceptibility Testing)
33 aMOKCHLIIUTHH/K/1aBYIaHOBA KHCE/IMHA M MOTaT Aa 6baaT HaMepeHH Ha: :
https://www.ema.europa.eu/documents/other/minimum-inhibitory-concentration-mic-
breakpoints_en.xlsx

Pa3npocTpaHeHHETO Ha PE3UCTEHTHOCTTa MOXKE J1a BapHpa reorpad)cku U BBB BPEMETO 3a OMNpeaeneHH
BHIOBE H € JKe/aTeNHO Aa MMa JIOKATHA HHPOPMALIHA 32 Pe3CTEHTHHOCTTA, 0CO0EHO NpH JieYeHHe Ha
TEXKKH HH(i)eKI.lHH. Hp[{ HeOﬁXOIlP[MOCT Tpnﬁna Aa Ce MOTbpPCH CHBET OT CIIELIHAITHCT, KOraTo
NOKATHOTO Pa3sNPOCTPAHEHHE HA PEIUCTEHTHOCT € TAKOBA, Y€ NOJI3aTa OT 1EKAPCTBEHU NPOAYKT MpPH
TIOHE HAKOH BUI0BE HH(EKIMH € TIOM BBIpPOC.

O0NKHOBEHO YYBCTBHTEJIHH BHAOBE

[pam-nonoxurennu aepobu

Enterococcus faecalis

Gardnerella vaginalis

Staphylococcus aureus (MeTHLIMIHH-1YBCTBHTENHH) £
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes U Apyry beTa-XeMONHTHYHH CTPETTOKOKH
Streptococcus viridans rpyna

!

I'pam-oTpHUaTENHH aepobu
Capnocytophaga spp.
Eikenella corrodens
Haemophilus influenzae’
Moraxella catarrhalis
Pasteurella multocida

AHaepobu

Bacteroides fragilis
Fusobacterium nucleatum
Prevotella spp.

Brgose, 32 KOBTO NpEJOGHTATA pe3HCTEHTHOCT MOkKe aAa GLae npobaemua




l'pam-nonomcnﬂu aepobu

Enterococcus faecium $

pam-oTpuuarentu aepobu
Escherichia coli

Klebsiella oxytoca
Klebsiella pneumoniae
Proteus mirabilis

Proteus vulgaris

Pe3ncTeHTHE MHKDPOOPTAHHIMH

I'paM-oTpHLIATENHH agpobu
Acinetobacter sp.

Citrobacter freundii
Enterobacter sp.

Legionella pneumophiia
Morganela morganii
Providencia spp.
Pseudomonas sp.

Serratia sp.
Stenotrophomonas maltophilia

Ep!l"ﬂ MHUKPOOpPraHHu3IMH

Chlamydophila pneumoniae
Chlamydophila psitiaci
Coxiella burnetti
Mycoplasma pneumoniae

$ EcrecTBena cpenHa YyBCTBUTENHOCT MPH JIMICA HA NIPUAOOHT MEXaHH3BM Ha PEIUCTEHTHOCT.

£ BCHYKH METHLMWIHH-PE3UCTEHTHH CTA(HIOKOKH C8 Pe3HCTEHTHH KBM AMOKCHLIMIIMH/KIIABYJIAHOBA
KHCeJIHHa

§ BcHukH I1aMOBE ¢ PE3MCTEHTHOCT KbM aMOKCHLUMITMH, KOATO HE ¢€ MeOuHMpa OT GeTa-JIaKTaMasH ca
PE3UCTEHTHH KbM aMOKCHLWIMH/K/1aBY/IaHOBA KHCEITHHA.

1 Streptococcus pneumoniae KOMTO ca pe3sHCTEHTHH Ha MEHHMLIWNHH, He TpAOBa Ja ce NeKyBar ¢ Tasu
JieKapcTBeHa (hopMa Ha aMOKCHIUWIMH/KIaByIaHOBa KUCENNHA (BK. ToukH 4.2 u 4.4).

2 CroOmaga ce 3a IaMOBe C HaMaJIeHa HyBCTBHTEIHOCT B HAKOH cTpaHH Ha EC, ¢ vecToTa no-BHcoka
ot 10%

52 ®apMaAKOKHHETHYHH CBOicTRA

PezopOonna

(DapMaKOKHHETHHHHTE Pe3yNTaTH OT U3NHUBAHWA, NpH KOMTO UK 500 mg/100 mg, wiu 1000 mg/200
mg aMOKCHLIHJTHH/KNABY/IaHOBA KHCENIHHA ca MPIIaraHi Ha TPYIIH OT 3/ipaBH 100pOBOJILH KAaTo
HHTpaBeHO3Ha GOJTyC HIDKEKLMA ca MPeICTABEHH MO-I0Iy.

Cpennm (= SD) papmakokuHeTHYHH NapaMeTpu
Humpaeenozna bonyc unacexyus

IIpunoxena nosa | Hosa Cpenna nukosa TY% AUC Br3craHopsBane |- .
cepyMHa h.me/| B ypHHaTa
KOHUEHTpaLHs (4) (h.mg/D) (%,0806
(ug/ml)

AMOKCHITHITHH




AMX/CA 500 mg 32,2 1,07 | 25,5 66,5
500 mg/100 mg
AMX/CA 1000 mg | 105,4 0,9 76,3 77,4
1000 mg/200 mg

KnapynaHoBa KHCENMHA
AMX/CA 100 mg 10,5 1,12 | 9,2 46,0
500 mg/100 mg
AMX/CA 200 mg 28,5 09 27,9 63,8
1000 mg/200 mg
AMX — amoxcuiputHH, CA — KIaByJJAHOBa KHCEJIHHA

Paxmpenenenne

M aMOKCHIIWIIHH, U KaJTHEB KJ1aBYJIAHAT Ce PasTIPENIesIAT B OBEYETO TENeCHH ThKAHK M TEYHOCTH
(6enmn npoboBe, IIEBpaNHa TEYHOCT, HATHBH B CPEAHOTO YXO, IICPHHAZATHHTE CHHYCOBH CEKPETH,
C/IMBHIMTE, CIIIOHKATA, OPOHXHAITHHTE CEKPETH, MEPHTOHEANIHATA TEYHOCT, YePHHUA APOD, AKITb4HHA
MeXyp, NpocTaTaTa, MaTKaTa, AHUHUIMTE, MyCKY/IHTe, CHHOBHATHATA TEYHOCT) C H3K/MIOYEHHE Ha
MO3BYHATa H IPBOHAYHO-MOIBYHATA TEMHOCT. JIOCTHIHATH ca BHCOKH KOHLICHTPALIMH B YPHHATA.
AMOKCHIWIHHBT H KaNHEBHAT K/1aBYJIAHAT IPEMHHABAT [pe3 TUIALIEHTATA, 4 HUCKH KOHLIEHTpPALHH ca
OTKPHTH H B KbpMaTa. AMOKCHLIH/IHH M KaJIUEBHAT KIABYJIaHAT HMAT MHHHMATHO MIPOTEHHHO
cBBp3BaHe ot 17 1o 20% u pecnextaBHO oT 22 mo 30%.

Metabonuzem

AMOKCHIIWIHH YaCTHYHO Ce OT/eJiA B YPHHATA KaTO HEAKTHBHA NMEHHLIAJIHHOBA KHCE/HHA B
KONHM4€eCTBa, EKBUBANIEHTHH Ha 10 no 25% ot mppBoHadanHarta acza. KnaBynaHoBaTa KHCetHHA ce
MeTabo/TH3Hpa eKCTEH3MBHO MPH YOBEKA H CE ENHMHHHPA C YPHHATA M (PEKATHHTE U KATO BBIIEPOACH
JHOKCH[ B H3HIIAHHA BB3IYX.

Exckpenus

AMOKCHLIWIHH/KIIABYIAHOBa KHCEJTHHA HMa CPEleH eTMAMHHALIKOHEH NMOMYKHBOT OT OKOJIO €MH Yac W
cpesieH o6t KupbHE okono 25 I'h npw 3apaeu ungueuau. Ilpubmuaurendo 60 no 70% ot
AMOKCHLIIHH H npuban3uTento 40 no 65% oT k1aBynaHOBa KHCEIHHA Ce eKCKPETHPAT HEMPOMEHEHH
B YPHHATA fpe3 IMepBHUTE 6 yaca cref eHOKpaTHO npuiarare Ha 500/100 mg wiu 1000/200 mg
MHTPABEHO3HA 6omyc MHMXKEKUMA. PasTHIHU H3CIeIBaHHA COYaT, Ye OTAENAHETO Ha ypuHaTa e 50-85%
33 aMOKCHLIMTHH H MexXay 27 1 60% 3a knasynanoBa KcenHHa 3a nepuoa ot 24 gaca. 3a
KJIABYJIAHOBATa KHCE/IHHA, HAN-TOMAMOTO KOHYECTBO Ha JIEKAPCTBOTO Ce OTAES Mpe3 TbpBHTE 2
Yaca clief] pHeMa.

EAHOBpeMEHHOTO NPHIOKeHHe ¢ npobeHewn 3a6apa oTAeNAHETO HA AMOKCHIIKIHH, HO He 3a6aBs
6p6peunara excKpeLMa Ha KITaByaHOBATa KHCENTHHA (BXK. Touka 4.5).

Burapact
ENMMHHALHOHHUAT MOMY>KHBOT HA aMOKCHUMJTMH € CXOZIEH NPH Jelia Ha BB3PacT OT OKOJIO 3 Mecena

10 2 FOJMHH H NMO-TOJIEMH JieLia H Bb3pacTHH. [1pH MHOTO Masky Neua (BKIKOYHTENHO HEOHOCCHH
HOBOPOJZIEHH) MPe3 MbPBaTa CEIMHLIA OT 5KMBOTA HHTEPBATET Ha NIPINIAraHe He TpAOBa 1a HANBHINABA
NpHiarade IBa ITbTH AHEBHO, MOPaaH HE3PAIOCT Ha OLOpeYHNS MET HA eNTHMHHMpaHe. Thil KaTo HMa
TNO-T0NAMa BEPOATHOCT MAMEHTHTE B CTapyecka BE3pacT ca Ja HMaT HamaneHa 6s6pedHa dyHxima,
TpaGBa 1a ce BHHMAaBA npH u3bopa Ha J03a M Moxe 1a OblIe MoNe3Ho fia ce cienu 6x0peunara
GyHKUHA.

brOpeuno yBpekIaHe -
OBwMAT cepyMeH KITHPBHC Ha aMOKCHIUUTHH/KIABYJIAHOBA KHCE/TMHA HAMATABA MPONOPLHOHAKHO & ”‘#wo
HaMaJABaHETo Ha GbOpeunara Qynkups. HamanasaHeTo Ha KIIMPELHCA HA IEKAPCTBOTO € MO-A3PA3eH~.. <
MPH aMOKCHIMJTHH, OTKOJIKOTO MPH KaBY/1aHOBA KHCE/IHHA, ThH KaTo 0-TOAMA YacT 0T .° / “#h | ™
AMOKCHUHMNHH ce oTaeNA Ypes 6s0peumre. CnexoparenHo fo3ure npH 6p0peuHo yspexaane mﬁﬂa "
Aa NIpeIOTBPATABAT NPEKAICHOTO HATPYTBAHE HA aMOKCHLUAIHH, KATO €THOBPEMEHHO Ce TIOUTHPYKAT,

aJleKBaTHH HHBA Ha KABYJAHOBA KHCEMHHA (BX. Touka 4.2}, \&, K
N
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Yepuo, HO VB aHe

Hosure npu naumeHTH ¢ uepHOApobHO yBpexaaHe TpadBa Aa ce onpenensT BHHMATEIHO H
yepHOApoOHaTa QYHKIMA TpAGBa Oa ce MpocieasBa peaoBHO.

53 IIpeakmuHHYHA JaHHH 32 GezonacHoCT

HexkMHHYHHTE JaHHH HE NOKA3BaT ocoben PHCK 3a XOpaTa Ha 6a3a Ha KOHBEHIIHOHANHHTE
Q)apmakonomqﬂn H3NHTBAHHA 3a 6e30nacnocr, T¢HOTOKCHYHOCT H PCIPOAYKTHBHA TOKCHYHOCT.

l'IpquBaHMTa 34 TOKCHYHOCTTA CAeA MHOTMOKpaTHO NPHNOXKCHHE, NPOBCACHH IIPH Ky4eTa C
AMOKCHITHTHH/ KIABYJTaHOBA KHCC/THMHA MTOKA3BAT APA3HCHC Ha CTOMAaXa H MOBPBINAHE H NOTEMHAN
€34K.

Heca NMPOBCKAAHH NMPOYYBAHHA 38 KaPLUHHOINCHHOCT C AMOKCHK/IAB HIH HETOBHTE KOMIIOHEHTH.

6. OPAPMANEBTNYHH JAHHA

6.1 CoachbKk Ha HOMOIHETE BelecTBA

Hsama takuBa.

6.2 HechBMeCTEMOCTH

AMOKCHKJIAB € MO-HecTabuNeH B HHQY3HOHHH Pa3TBOPH, ChABPKALIM [IIOKO03a, IeKCTPaH WIH
6unxapbonar.

AMoKkcHKNAB He TpsOBa Ja ce cMecBa ¢ IpYrHd JeKapcTsa.

INopany HHaKTHBHpAaHE HAa AMHHOMIMKO3UINTE OT aMOKCHLIIMH TpAaORa Ja ce u3GArBa CMeCBaHeTo in
vitro.

6.3 Cpox Ha roanocT
2 roiUHH.

HeKapCTBeHHHT OPOAYKT HE TpﬂﬁBa Aa c€ H3MI0/3Ba CNIE] H3ITHYaHE CPOKA Ha N'OAHOCT, NOCOYEH BEbPXY
OTIAKOBRATA.

CTabHMIHOCT HA PEKOHCTHTYHPAHHTE PAITBOPH (MPH PA3IMYHH HHPY3UHOHHK TEUHOCTH H IpH

PasAHYHM TEMIIEDATYPH):

Hughysuonnu pazmeopu Cmabuanocm npu 25 °C | Cmabuanocm npu 5
C

Bopa 3a HHXKeKLHH 4 yaca 8 yaca

Harpues xiiopua HHTpaseHosHa uHOy3us (0.9%) | 4 yaca 8 uaca

PuHrep NaKkTatr HHTpaBeHO3HA MHGY3HA 3 yaca

Kanues XnopHa HIIH HATPHER XJIOPHA, 3 uaca

6.4 ChnennanHu yc/JI0BHA Ha ChXpaHeHHe

Ja ce cpxpaHiaBa npu Temnepatypa noa 25 °C.
PexoHcTuTyHpaHuTe pazTBopH He Tpa0Ba fa Ce 3aMpa3fBar.

6.5 JIaHHA 33 ONAKOBKATA




Amokcuknas 1000/200 mg npax 3a HIDKEKIMOHEH WIH HHOY3HOHEH Pa3TBOP € HAIMYEH BBB (MIIaKOHH
(Oe3BeTHO CTBKIIO, XHApONnHTHYEH kiac 1) ¢ 6poMbyTHnoRa rymeHa 3anmymanka H aTfyMHHHEBA
oruynBauia ce (flip-off) kanauka; xyTuu mo 1 unu 10 6pos.

6.6 CoenEanan NpeINa3HA MEPKH NPH HIXBLpJAsHe B paboTa

PexoHcTHTYHpaHe

HerpaBeHO3Ha HHKEKIHA

Amoxcurnae 1000/200 mg dnakon: 3a fa ce peKOHCTHTYHPA, ChABPKAHUETO TPAGBa Jla ce pasTBOPH
B 20 ml Boaa 3a MHKEKLMH.

PeKOHCTHTYMpAaHHMAT Pa3TBOP € O1eA, CTaMEHOXBIIT Ha LIBAT.

HutpaBenosHaTa HHxeKusa Tpabea J1a ce npuiara B paMkHTe Ha 20 MHHYTH OT peKOHCTHTYHpPAHETO,
GaBHo, 3a nepuoa ot 3-4 MUHYTH. TpAOBa Ia ce npunara caMo BHCTED pasTBOp.

HurpapeHo3Ha uHby3Hs

PexoHCcTUTYHpaHUAT pa3teop AMokcuknas 1000/200 mg (& 20 ml Boza 3a Hipkexumu) TpabBa 1a ce
npubasu kbM 100 ml undysHoneH pasTeop.

Hudy3uara ce npunara 3a 30-40 MuxyTH.

3a cexpaneHHe nipH 5 °C, peKOHCTHTYHpaHHAT pa3TBOp Ha AMOKCHKIIAB TpA0Ba Aa ce npHOaBs KbM
oxJlafieHH Bedye HHGpy3HOHHM TOpOMYKH U Aa ce chxpaHaBa 10 8 yaca npH Temnepartypa 5 °C.
Hudyzusara ce npunara peaHara ciie ZOCTHraHE Ha CTaliHa TeMMepaTypa.

1. IPUTEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Lek Pharmaceuticals d.d. Verovikova 57, Ljubljana, Cnosenus

8. HOMEP(A) HA PA3IPENIIEHHETO 3A YIIOTPEBA

Per.Ne: 20020016

9. JAATA HA IThPBO PASPEINABAHE/TIO/JTHOBABAHE HA PA3PENIEHHETO 3A
YIIOTPEBA

Jata Ha mepBo pa3pewasauxe: 08.01.2002

Hara Ha nocneaHo noanoeaeane: 28.12.2006

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA
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