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2. Konu4yecTBEH M KAYECTBEH CHCTAB

Komiuecto Ha | Cowornomenne | Cpaepkanue Ha | CeabpikaHue Ha
JICKapCTBEHOTO amoxicillin clavulunate
BeIECTEO (8 mg/tablet) (8 mg/tablet)
nox opmara HAa | HOA GopMara Ha
amoxicillin potassium clavulanate
trihydrate
Bn3pacruu
lg 7:1 875 125
Br3pacTHu H gena
375 mg 2:1 ' 250 125
625 mg 4:1 500 125

3a noMOINHHTE BeINecTBa BIK 6.1.

3. JlexapcrBena dopma
Ounmupanu Tabnetku: 375 mg (2:1); 625 mg (4:1); 1 g (7:1).

4, KnuauyngE JasHi

Q0o onucanue

Augmentin (bera-nakramen anTrGaKTepHaneH NEHAMINE, KOMOUHIpaH ¢ OeTa-naKTamaseH
HHXHOUTOP) € aHTHOHOTHK ¢ INHPOK CHEKTHP Ha ACHCTBHE Cpely Hali-4ecTo cpellannTe
GaxTepuallHH NaTOreHH B o0Iara ¥ B'607HHYHAaTA IPaKTHKA. beTa-nakTaMasHoTo HHXMOHTOPHO
nelicTere Ha clavulanate pasinupsBa crekTepa Ha amoxicillin 32 o6xBamiane Ha IO-IHPOK KPEr
MHAKpOOPI'aHU3MH, BKIIOCYHTENRHO ¥ Ha MHOTO OT pe3UCTEeHTHUTE KBM APYTH OeTa-TaKTaMHH
auTHOHOTHLIH.

4.1, Hoxaszauus




- Madexnpn Ha ropHuTe AuxaTenun neTima (BiorounuTtento YHIT uupexim): peKypeHTen
TOH3UIINT, CHHYUT, OTHT Ha CPEHOTO YX0, IPHYHHABAHYU 0DUKHOBEHRO OT Sireptococcus
preumoniae, Haemophilus influenzae”, Moraxella catarrhalis” u Streptococcus pyogenes.

- ndexipu Ha RONHUTE UXATENHH IETHINA: OCTPH eK3alepbalia Ha XpoHuyeH OpOHXHT,
nobapHa 1 §poHXONHEeBMOHMS, IPHYMHABAHK OONKHOBEHO OT Sirepfococcus pneumoniae,
Haemophilus inﬂuenzae#n Moraxella catarrhalis”,

- Ypo-renutamin naGeKUHH: HUCTHT, YPETPUT, NHeNoHe(ppHT, HHQEKIHH Ha )XEHCKATa
TIOJIOBA CHCTEMa, OGHKHOBEHO NPHYHHsBAKK OT Enferobacteriaceae’ (rnasuo Escherichia coli”),
Staphylococcus saprophyticus v Enterococcus species, 1 roHOpesi, IpUYHHARAHA OT Neisseria
gonorrhoeae”,

- Vindexuuy Ha Koxxata # MEKHTe TEKaHM, 00MKHOBEHO NPUIHHABAKHY 0T Staphylococcus
aureus’, Streptococeus pyogenes n Bacteroides species”.

- Kocrau 1 crasuu nHOEKIMI: OCTEOMEENHUT U Ap,, 0OHKHOBEHO NPHIHHABAHU OT
Staphylococcus aureus”, KbIETO MOXe 1A € NOAXOAIIO HO-TPOABIBKHUTENHO JIEUeHYe.

- Ipyra nHObEKINH: CENTHYEH abopT, MOCIEPOOB CEeNcHe, HHTPaabJOMMBATEH CEIICHT.

IMoapoGen CIUCHK Ha YYBCTBHTEIHATE MHKPOOPTaHH3MH € TIPSACTABEH B pasjen 3.

*Haxon OaxTepuH OT Te3HW BHAOBE MPOHM3BEx AT OeTa-laKTaMasa, KOeTo I' IIpaBH
HeYyBCTBUTEIHE KbM amoxicillin, npunoxeH caMoCTOsATeNHO.

Hudexupure, IpUYHHEHH OT YYBCTBUTENHE KbM amoXicillin MUKpoOpraHu3mMy, ce NOALABAT
Ha jieqeHne ¢ Augmentin, Hopagu csaspscamus ce B ero amoxicillin, CMecennte nHOEKINH,
NpUYAHEHH OT YyBCTBHTENHY KbM amoxicillin MBkpoopranuzms ¥ oT 6eTa-laKTamMasa
IpoAyUMpaly MEHKPOOPTaHH3MH, YyBCTBUTERHN KBM amoxicillin-clavulanate, Morat ga 6Bzxar
NeKyBanu ¢ Augmentin.

4,2, lo3upoBKa 1 HAYHUH HA NPHIOKEHHE

JTo3HpOBKaTa 34BICH OT BE3PACTTa, TerNOTO ¥ 660peuHaTa QyHKUUA HA HallHeHTa, KaKTe K OT
TeXecTTa Ha HHpeKuuITa.

Jlo3upoBKHTE Ca IpeICTaBeHN CH00pasHo chAbpxKanuero Ha amoxicillin-/clavulanate, ¢
H3K/IOYSHHIE Ha CIy4YauTe, KOTaTo JO3UTE ca A3ACHH [0 OTHOIICHHE HA HHANBY IyallH s
KOMITOHEHT.

3a jja ce Hamany pHcKa OT NOTEHIHAHA FaCTPO-HHTECTHHANIHA HETIOHOCHMOCT €&
Hpenops4Ba IpHeM B HAYaJIOTO HAa XpaHEHETO.

PesopOumsara na Augmentin e onTHMalHa IpH NPEeM B HA9aJI0To Ha XpaHEeHEeTO.

JleueHnero He TpsAOBa Zia NPOALIDKABa IioBeye 0T 14 nuu 63 TIOBTOPEH Npernen.

Moxe jia ce 3a1104He ¢ IapeHTepalia Tepallis, a cliej TOBa Aa C& NPOALMKH C IIepOpaHo
NpUIIOKeHNe Ha JIEKapCTROTO.




Bn3pacTHn

JlexH g0 cpexHOTEXRKH HHpeKIHN

250/125 mg Tpu neTH AuesHo, TN
500/125 mg Apa viu TpW METH AHEBHO, KT

875/125 mg ppa ETH NHEBHO.

Texxn nadexuun (BxarounTeano | 2 x 250/125 mg Tpu neTe AHeBHO, MUIH

XPOHHYHH H PeKYPeHTHH
HH(EKIHH B2 RHKOIHATA cHETeMa 1-2 x 500/125 mg Tpu mbTH THEBHO
M Te3H HA JOJHUTE TUXATETHH WIH
NHLTHINA)
875/125 mg Tp¥ 'BTH AHEBHO.
‘ JBe Tabnerku Augmentin 250/125 mg He Tpa6Ba na OpjaT 3aMEHAHH ¢ exHa TableTka

Augmentin 500/125 mg, TBi KaT0 He ca eKBUBAJICHTHH.

Hena
JTozuposkara Tp:abBa fAa Gpie H3pazeHa B 3aBHCUMOCT OT Bp3pacTra Ha fereto ¥ B mg/kg/24h

HiIH B ml CYCIICHCHA 3a A03a UJIH B CKBHBAJICHT 33 OCTAHAJIUTC (bOpMI/I

TIpu petia, KouTo Texat = 40 Kg NeKapCTBEHUAT NPOAYKT TpAOBa Aa o Jo3Hpa Cnopel
NPETOPBHKUTE 3a BB3PACTHH.

Heya do 12 zoounu
B Tpu nmpHeMa KHEBHO
(3a choTHOLIEHNETO 4:1)
Ilo-Hucka gosa (mg/kg/24 h) ot 20/5 mo 40/10
Tlo-Bucoka go3a (mg/kg/24 h) ot 40/10 po 60/15
. IMo-HucKaTa 034 ce Mpenopryea npy NHPeKIUY Ha KOXKaTa ¥ MEKUTe ThKaHH, ¥ IpH
pPEKYpEeHTeH TOH3HIIHT.

Tlo-BHCOKATA /1034 Ce MPENOpBHYBa NpH HHPEKIMH KATO OTHT HA CPEAHOTO YXO0, CUHYHTH,

HHGEKNHI Ha JONHUTE HUXATENHY IFTHINA H YPO-TeHHTANHT HHOEKIHH.
He ce npenopsyBa NPHIOKEBHETO Ha TabneTHata GopMa Y Aela B PaHHA AETCKA BH3pacT.

TpH TAX € HoAXOALIIO H3NONBaHeTO HA Augmentin NepopaliHa CyCIeHCHA.
HaMa KIHHIMHY JAHHE OT NPHIOKEHHE Ha 1034, no-Bucoku ot 40/10 mg/kg/24 h B 1pu

TipMeMa JHEBHO (3a ChOTHOmeHHeTo 4:1) npu Jiena Noz 2 rofAHHH.

Hpestcoespemenno podenu
Hama npenopsKu 3a J03HpaHe 3a TasK KaTeropHs NalpeHTH.

IlamienTH B HAaNpeAHANa BL3PacT
He ce nanara Kopekuus Ha gosara. JIekapcTBOTO ¢e HOo3Mpa, KaKTo IipH BB3pacTHH. AKO UMa
HaHHH 33 OB0pevHo yBpexiane, fo3ara TpA6Ba Ja ce KOPUrHpa, Kakto NIPH BE3PacTHH NALHEHTH C

0B0peuHe yBpexAaHe.
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Hosupane npu nanuenTH ¢ 0LOpeyno yBpexaane

KopurupaseTo Ha J03aTa Ce OCHOBAEA Ha MAKCHMANHOTO NpenopsYas0 HHBO Ha amoxicillin,

Bw3pacmuu
KpeaTHHIHOB KIMPBHC He ce Hanara kopexuus.
gazg 30 ml/min
KpeaTHHHHOB KIIHPBHC 1 x 500/125 mg ABa mwrTH BHeBHO VI
ot 10 go 30 ml/min 1-2 % 250/125 mg, B 32aBUCHMOCT OT TEXECTTA Ha
uHbeKIgTa, ABa I'GTH THEBHO (*).
- KpeaTiHHIHOB KIHPBHC 1 x 500/125 mg seaurx gresno UM
. rox 10 ml/min 1-2 x 250/125 mg, B 3aBUCHMOCT OT TEXECTTa Ha
- HHADEKIHATA, BEAHBXK JHEBHO (*).

(*) Tabnerkute ot 875/125 mg TpsbBa Ja ce npunarar caMo MpH HALEHTH ¢ KPEaTHHHHOB

KIHpBHC Hag 30 ml/min.

Heua
KpeaTHHMHOB KIIHPBHC He ce Hanara Kopexnus.
Hap 30 ml/min
KpearnHuHOB KHHPEHC 15/3,75 mg/kg, npunaranu JBa IETH AHEBHO.
ot 10 mo 30 ml/min
KpeaTHHUHOB KIUPBHHC 15/3,75 mg/kg, npunarann KaTo efHOKpAaTHA
ooz 10 ml/min JIHEBHA A03a.

. [Ipm noBe4eTo CioydYaH € 3a npejioYnTane napeHTepatHarTa Tepanus.
Xemoanaausza
Buespacmnu:

1 x 500/125 mg MM 2 x 250/125 mg wa Bcexu 24 yaca, IINIIOC 1 mosa no Bpeme Ha
Iuanu3a, fa Obe MOBTOPeHa B Kpas Ha JUaNn3aTa, (Thil KaTo cepyMHUTE KOHLEHTpalliH Ha
aMOKCHIWMNNHA M KAaBYiaHOBaTa K¥cellHa HaManaBar).(*)

(*) Tabnerkute ot 875/125 mg TpabBa ja ce npunarar camo NpH NalMEHTH ¢ KpeaTHHHHOB
KnupsHC Hag 30 ml/min.

Heua:
15/3,75 mg/kg, NpHIOXKEHH KaTO €HOKPaTHA AHEBHa 1034,
IIpenu xemoauanusata TpA0Ba Ja ce NPHI0KHI €1HA JONBIIHUTE ﬁa:z(%a~0{\1 5/3,75 mg/kg.

3a 12 ce BB3CTAHOBAT HUBATA Ha JIEKAPCTBOTO B KPHBOOGpaIeHHE -;é&@féﬂ&’e@(}ﬁ u3ara
TpsaOBa Ja ce NpHAOXU Apyra mosa ot 15/3,75 mg/kg. o j
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Jo3upane Npy HaNHeHTH ¢ YepHOAPOOHO YBpeRaaHe

Ha ce po3upa BAMMarenHo. YepHoapoOHaTa BYHKIMA Ja ce HpOCeaaBa Ha paBHN HHTEPBAIH
OT BpeMe.
Bce oine pagnuTe, Ha KOMTO C& OCHOBaBAaT NPENOPHKHUTE 3a FO3HUpPaHE ¢4 HENOCTATHIHH.

4.3. IIpoTHBONOKA3aHHSA

Augmentin e PoTUBONIOKA3AH;

- TIpH NIAlMEHTH ¢ aHAMHE3a 33 CBPBXYYBCTBHTENHOCT KEM OeTa-laKTaMHK aHTHOHOTHLM,
HANp. NCHUIMIHHA ¥ 0e(aToCIOpHHH.

- [IPY NalUeHTH ¢ aHaMHe3a 38 XKBITeHUIa/yepHoapodHa ANChYHKIN, CRBp3aHa C
nipemecTRaln npyueM Ha amoxicillin-clavulanate.

4.4, Criennannu HpeaynpexAeHns: 0 NpeanasHu MepKH npu ynorpeda

IIpesn 3anoysane Ha neveHye ¢ Augmentin, nmanueHTHT TPAGBA Aa ce pasnuTa BHUMATENHO
10 OTHOILIEHNE Ha NPEeANIIHE PeaKiiH Ha CBPEXUYBCTBUTENTHOCT KBM NICHHIWINHHE,
niedanoCTIOpUHK MK JPYTH allepreHn.

CrobmaBsanu ca cepHO3HH ¥ MOHAKOra (aTajHK peakliiy Ha CBPBXYyRCTBHTEITHOCT
(anadunaxTouER) NpU NaUKEHTH, IEKYBaHH ¢ IEeHUUMINH. I10-BepOSTHO € Te3u peakiiuy Aa ce
TIOSBAT MPM JIMIA C AaHAMHE3a 32 CBPBXYYBCTBHTEIHOCT KbM neHAnuuH. Ipu mossa Ha
anepru4Ha peaknus, Tepanuara ¢ Augmentin TpaOBa ga ce npeycTaHOBH. ¥ Aa ce Ha3HaYH
NOAXOJAINO aNTEPHATUBHO NedyeHre. Cepro3HuTe aHa(hunaKTOMIHNA Peakiiiy HanaraT He3abaBHO
CIICHIHO JIeYeHHe ¢ afjpeHaniH. Moxe ia ce HaJIOKH ChHII0 NpHIaraHe Ha KHCIIOPOJ,
KOPTHKOCTEPOH (¥ HHTPaBEHO3HO M OCHI'YPsBaHe Ha MIPOXOAHMOCT Ha JUXaTeHuTe NIFTHING, BKJI.
BHTYOanuA.

JleueHneTo ¢ Augmentin TpﬂﬁBa na ce u304rBa, aKo HMa MNONo3peHHe 3a HH(EKIHo3Ha
MOHOHYK/€03a, Thil KaTo NIpH ToBa 3aboliBaHe clef, yrotpeda Ha amoxicillin e Habmoxasana
niosiBa Ha MopOunudopmeH obpus.

TTpoassxHTENHOTO NPHUITOXKEHNE HA IGKAPCTBOTO MOHAKOTa CHINO MOJKE Jia NoBele JO
pacTex Ha He4yBCTBHTENHH MUKPOOPTaHU3MH.

Augmentin ce nonacs Ao0pe U NpHTeKaBa XapakTepHaTa 3a neﬂuunnnﬁoaa'ra rpyna HUcKa
TOKCH4HOCT. IIpH NPOABIMKMTENHO TeYEHHE C TOBA JIEKapCTBO ¢ MPENopHYRa NEPHOKMYHA
OLleHKa Ha (YHKIMATA Ha CHCTEMHHUTE Opragy, BKJI. Ha OE0peyHaTa, Y4epHOApoOHaTa H
XeMONOETHYHATA (DYHKIM.

JloxnazBany ca peAKd ciydaH Ha YABIDKaBaHE Ha NPOTPOoMOHMHOBOTO BpeME NPH NalEHTH,
npueMainy Augmentin. IIpu eZHOBpeMeHHO NpHIOKeHKEe Ha Augmentin H AHTHKOAryNanTH
TpA0Ba Ja ce M3BBPIIBA PEOBHO NpoCiIesRaHe Ha NPOTPOMOHHOBOTO BpeMe.

Augmentin Tps0Ba Jia ce npuiiara BHUMAaTEIHO IIPH NAIMEHTH ¢ HapyileHa yepHoapobya
ynKIus.

Ilpu manuenTH ¢ Hapyiuerna 0u6peyHa QyHKiwsA, Tps0Ba Aa ce KOPUIHpPa JO3HPOBKATa Ha
Augmentin B 3aBHCHMOCT OT CTENEHTA Ha yBpexaareTo (Biok 4.2, Jlo3upoBsKa ¥ HayKH Ha
npuiiokeHne — BEOpeyHO YBpeKaane).

Hpu nanyeHTr ¢ HAMAJCHO OTACHAHE Ha YPHHA MHOro pANKC e HaOirofaBasa KpucTalypus,
FIIaBHO NpH [IapeHTepaiHo JedeHue, Ilo BpeMe Ha MpHiaraHeTo Ha BUCOKH Ro3u amoxicillin, ce
NpenopBYBa NOANBPIKaHe Ha afleKBaTeH [IpHeM Ha TEYHOCTH U (/)',BILEJBI‘I:J_ Ha C LIS [a ce

*’ 7
HaMalH PHCKET OT aMOKCHIUIIHHOBA KPHCTalypH: (BI»DK pas,neg // {x\ n
pros




4.5, JlekapcTBeHH ¥ APYTH B3auMoJeiicTBUSA

He ce npenops4Ba eAHOBpeMEHHOTO PHACKEHHE Ha NpoAyKTa ¢ probenicid. Probenicid
nHamanaea On0pednarta TyGynna cexpenys Ha amoxicillin, EAHOBpeMEHHOTO NPHIIOKEHUE C
Augmentin Moxe Ja NoBeRE /10 yABDKABAHE Ha HAIHYUETO U IOBMINaBaHe HUBaTa Ha amoxicillin
B KpBETa, HO He U Ha KINaByNaHoBaTa KHCEIHA.

Ipunosxennero Ha allopurinol o Bpeme Ha neyenue ¢ amoxicillin Moke Ja yBeanum
BEPOATHOCTTA OT NOXBA Ha KOXKHM aiepruiaay peakiuu. Hama faHHE 0T e AHOBPEMEHHO
npunoxenne Ha allopurinol 1 Augmentin.

KaxTo 41 ocTananuTe IMPOKOCHEKTHPHN aHTHOMOTHUH, Augmentin MOXe Jla HaManiu
e}MKaCHOCTTA Ha IEPOPaNHATe KOHTPALEITHBH U nanueHtyTe Tpsbra fa 661aT
IpeyIpexaBaHH 3a TOBa.

4.6. BpemeHHOCT H KbpMeHe

Ipuioxenne no BpeMe ua GpeMeHHOCT

Hzcnenpanus BEPXY PEeNPOAYKTUEBHOCTTA IIPY KUBOTHH (NpH MHIIKK M ITBX0BE B JIO34 10
10 BT AO-TOJIEMH OT H3IOJNI3BAHKUTE TIPH X0pa), C IPUIOKEeHHe Ha Augmentin MepopaNHo UM
TIApEHTEPAIHO, He TI0Ka3BaT TepartoreHun edextu. [Ipu efHo npoyyBaHe NpH XKEeHH ©
npexpaeBpeMeHHa pynTypa Ha m. fetalis (pPROM) ce crobmana, ye npodHNakTHYHOTO
TpHIICKEHHE Ha Augmentin Moje a € CBBP32HO ¢ MIOBHIIEH PUCK OT HEKPOTHYEH EHTEPOKOIIMT
npu HoBopoeHH. KakTo npy Beuyky ApyrH ieKapcTBa, MPHIOkKEHNETo Ha Augmentin 1o BpeMe
Ha GpeMeHHOCT Tp26Ba Ja ce W30ArBa, OCBEH aKo JISKapAT He HpeneHy, J4e € HeobxoAuMo.

Ipruiroskesue mo BpeMe Ha KbpMeHe

Augmentin MOXxe Aa ce Ipuiara npe3 NepHoia Ha KepMeHe. C U3KIIIOYEHME Ha PUCKa oT
aNeprusypane, CBP3aH ¢ OTACNAHETO Ha MUAHNMAIIHH KONMYECTBA OT IEKApPCTBOTO B MaliiHHOTO
MIIIKO, HE ¢a YCTaHOBEHM JPYIi BpeAHE e(eKTH BEPXY KEPMayero.

4.6. Edexta BopXy cnocofHocrTa 32 miorupake 1 paboTa ¢ MAINHHH

He ca nabmoaBani edeKTH BEPXY crniocoGHOCTTA 3a mrodupane u paboTta ¢ MallMHH.

4.8. He;xenanu JeKapcTBEHH PeakiiHu

TIlannu oT OGBIMPHY KIMHUYHY H3NWTBAHHA Ca H3MON3BaHN 32 OTIPEHE/IAHe Ha YECTOTaTa Ha
HEKENAHHUTE JEeKapcTBeHH PeaKfuM - OT MHOTO YecTH 0 PeAKH. UecToTaTa Ha BCHYKH JPYIu
HeXeJaHH JIEKapCTBEHH peakiuH (T.€., Te3H KOUTO ce Habmogmagat npu <1/10,000 gymu) e
olipeJielieHa MIaBHO TI0 MOCTMApKEeTUHIOBK JJAHHH B C& OTHACA II0-CKOPO J0 HHBO Ha
cEOOIAEMOCT, OTKOIKOTO A0 peaiHa YecToTa.

Br3nipuera e ciaeaHata Knacuukanys Ha HexeNaHnTe JIGKapCTBEHH peaKiuu:

Muoro uectu > 1/10

Yectr > 1/100 1 < 1/10

He gecru > 1/1000 1 < /100

Pepxu > 1/10 000 1 < 1/1000




Mpuoro peaxu < 1/10 000.

Hndexnun H HHBA3HH
Yectnt Kangnpoza o xoxara u JIHraBuIHTe.

Hapymemm OT CTPaHa Ha KPHBOHOCHATA H JIHM(iJHaTa CHCTEMA

Penxu ObparaMa JieBKONEHUA (BKIIIOYUTENHO HEYTPONICHIA) U
TPOMOOIMTONCHMA.
MHuoro penkn ObpariMa arpaHyJIOIHTO3a U XEMONUTHYHA aHEMHS. Y IBIDKABaHe Ha

BpEMeTO Ha KEpBEHe 1 Ha NpoTpoMGuHOBOTO BpeMe (Bivk 4.4
Crielyannu npexynpexicHNs 1 cHelManyy NperiasHi MEpKH NP

ynotpe6a).

Hapyimenns oT cTpaH2 HA HMYHHATA CHCTEMA

MHoro peaxu AHTHOHEBpOTHYCH OTOK, aHadyHAaKCHA, CHEAPOM, NOJ0OEH Ha cepymMHa
fonect, XMIepPCeH3HTHBEH BAaCKYIIHT.

Hapymuenns oT crpaHa Ha HEPBHATA CHCTEMA

He uectn 3amanHOCT, riapobonue

Mpuoro peaxu OO6paTrMa XHIIEpaKTHBHOCT ¥ I'BPYOBE. 1 'BPUOBE MOrAT JIa C& MpOABAT
TIPH [AUEHTH C yBpelieHa 0x0pedHa GYBKIIA MM TIDK TE3H, MPHEMalH
BHCOKH JO03H.

raCTPOHHTeCTHHaJIHH HAPYMICHHSA

Brspactau

Mpmuoro yectH Huapus.

Yectu T"anene, nospHIaHe

Jena

Yectu Huapus, raneHe, NOBPBINAHE.

INosBata Ha rajieHe e no-4ecTa npH fepopasieH NMpHeM Ha BUCOKH HO3H. AKO ce MOSBAT
PEAKUHHTE OT CTPAHA HA TACTPOUHTECTHHANHISA TPAKT, TC MOTAT Ja Ce HaMaJiT Ype3 PUEM Ha
Augmentin B HAYaNOTO Ha XPaHCHETO.

He yectn CToMaIHO pa3eTpoHcTBO
Msoro penku KoK, CBBp3aH ¢ IIPMIIOKEHHETO Ha aHTHOHOTHIM (BKJL
nceBfoMeMOpano3eH U XeMOparindeH KOMuT).

XenaToOuANAPHN HAPYIHCHNS

He gectn Vmepeno noxausane Ha AST u/umu ALT e ycTaHOBEHO NpH NalUeHTH,
JIeKyBaHH ¢ 0eTa-TaKTaMHM aHTUOMOTHLIY, HO 3HAYEHMETO Ha Te3H
MIPOMEHH He & U3ACHEHO. ~

MHoro peaxu Xenatnt ¥ X0NecTaTHYHA XbITeHUIA. TaKuBa peakiiUy ca YCTaHOBSHU H
cHe/| IPHIoKeHHE Ha JAPYTrH NeHUIWIHHE 1 Ne(anoCHopHHHI. )

HesxenanuTe peakliiy OT CTPaHa Ha YepHus Apob ca cpobmaBanu NpefUMHO PH MBXKE U
NalHeNTH B HalpeqHaua BE3pacT, U Moxe Jia ObJaT CBBP3aHM C IPOABIDE




Iena

Ilpu mena Te3u HexENAHK JEKApCTBEHH peaKliU ca ChOOIaBaHH MHOTO PAAKO.

CuMnroMuTe 00MKHOBEHO Ce NOSBABAT 110 BpeMe Ha WIIH CKOPO CIIE] ISUeHHETO, HO B HAKOU
cJIygay MOTaT Ha c€ H3BAT [0 HAKOJIKO CEAMMLH ClIe]| IPHKII0YBaHE Ha JIEUSHHETO.
O6ukroBeHO cuMnTOMUTE ca 00paTMu. PeakipuTe OT cTpaHa Ha YepHHA Apob MoKe 1a ca
CHIIHO M3Pa3eHH, KaTo NpH H3KIIOYHTEHO peaKy 00CTOSTENCTRBa € CHO0MAaBaH CMBPTEH H3XOH.
Takupa ciyyay ca HabGnxOAaBaHH IIOYTH BUHATH ITIPH NIALMEHTH CBC CEPHO3HO CHITBTCTBAINO
3a0onsABaHe MAH NPH NPUEMAIH SAHOBPEMEHHO JIPYT¥ IEKapCTBa, 3@ KOUTO € H3BECTHO, Ye MOraT
Aa AOBEHAT IO peaklMy OT CTPaHa Ha yepHUs Apob.

Hapymienus 0T CTPaHA HA KO;XATA H MOAKOKHATA THKAH

He yectn Koxen obpuBe, cspbex, ypTHKapus

Penxu Erythema multiforme

MHoro peakun  Cungpom Ha Stevens-Johnson, TokcHUHA enuAepMaTHa HEKpON3a, OyIo3eH
eKcoNIHaTMBEH AEPMaTHT, OCTPa reHepajin3upaHa eK3anTeMaTo3Ha
nycrynosa (AGEP)

AKO ce MosSBH aNeprayeH AEpMaThT, ISUSeHHETO TpsOBa 1a ce NpeKpaTH.

BLOpeuny H ypHHADHH HapylieHHS
Muoro peaxs HMureperuupanen Hedput, Kpuctanypus (Bix pasgen 4.9. ITpenosupane).

4.9. llpenosupane

CumunroMu
IIpenoaupaneTo Moxke [a JOBEAE 10 CAMATOMH OT CTpaHa Ha XpaHOCMUJIaTeiHaTa CHCTeMa H
JI0 HapyIleHHe BbB BOAHO-EIEKPONHTHHA Oanakc.

HaGofagana € aMOKCHIMIIMHOBA KPUCTANYpHs, B HAKOM CIIyday Bozelna Ao 650peyna
HexocTaThIHOCT (BYK pasnen 4.4. Crienuansy OpeAynpeIcHHA H CeHHAIgM rpeAna3sHil MEpKH

npH ynorpebda).

Jleyenue

JlegeHueTO Ha CHUMITTOMHTE OT CTpaHa Ha XpaHOCMHIATENHATA CHCTEMA & CHMITOMATHYHO,
kaTo TpabRa Aa ce oOLpHE CIeHHATHO BHIMAHKE Ha BOJHO-CASKPOMTHIA Oananc.

Augmentin Moke ka 6Bbae OTCTpaHeH OT KpbBoOOpaIeHHeTo Ypes XeMOoHaln3a.

Hena

B nipocnexTHBHO KIUHUYHO U3NNTBaHeE ¢ 51 Aela B CIIEHIHH ISHTPOBE € YCTAHOBEHO, Ye
npeno3upane ¢ no-manxo or 250 mg/kg amoxicillin He e cBBP3aHO CBC 3HAYMME KIHHMYHH
CHUMIITOMM M HE Hajlara U3NpasBaHe Ha cToMaxa.

Jlexapereena 3a0ynorpeda H 3aBHCHMOCT:
Hsama cro0meHus ieKapcTBeHaTa 3aBUCHMOCT, IIPHACTPACcTABAHE 1prpeba na
NPELCTABIABAT NMPolJIeM TpH TOBA CheAUHEHHE.




5. @apMaKkoJOrHYHH JAHHN

ATC xon: JO1CRO2; Amoxicillin and enzyme inhibitor.

AMOKCHLIUIIKH € TOJYCHHTETHYSH aHTHOMOTHK ¢ IHHMPOK CIECKTEp Ha auTHOaKTepyanHa
aKTHBHOCT Cpemly MHOFO IpaM-IOJOKHTEHA ¥ rpaM-OTprIaTeIHH MHKPOOPraHH3MH.
AMoxcnumnas obage Moxe Ha Obae pa3pymeH oT OeTa-laKTaMasuTe U 3aTORA CIIEKTEPST My Ha
aKTHBHOCT He BK/IIOYBA MUKPOOPTaHH3METe, KOUTO NPOH3BEXAAT Te3U SHIUMHU.

KnaBynatnoBaTa KHcelnHHa ¢ 0eTa NaKTaM, CTPYKTYPHO CBBP3aH C IIEHHIMAHHATE, KOKTO
MPHTEXaBa CIoco0HOCTTA ]a HHAKTHBHpA IMHPOK CHEKTHP OT HeTa-NaKTaMa3HU eH3UMY,
MPOH3REXKAANIH C€ OT MHKPOOPTaHH3MHKTE, PE3UCTEHTHM KbM NMEHUIHMITHHUTE H
nehanocnopurute. OcBeH TOBa, KAaBYJIaHOBATA KHCEHHA HMa Jo0pa akTHBHOCT CpemnLy
KIHHAYHO 3HAYAMMUTE [UIa3MHEIHO-MeIunpany feTa-aKramast, Ha KOMTO Haji-4ecTo ce JbJKH
JNlekapcTBEHaTa pe3ucTenTHOCT. Kiiapynanopata KucelHa e no-ciabo edexrupHa cpemy
XpOMO30MHO-MeAHnpanuTe TN 1 Geta-nakramasu.

Hammnero Ha KIaByJlaHOBa KHCENIHMHA B CHCTaBa Ha Augmentin Hpeinaspa aMOKCHIMIHHA
OT paspyiasane ot OeTa-naKTamasHuTe eH3UMH K eeKTHBHO pa3sIHpABa aHTHOAKTEPHANHKA
CHEKTHP Ha aMOKCHHMJIMHA KaTO BKIFOYBA MHOTO OaKTepuy, KOuTo OGHKHOBEHO €A pE3SHCTCHTHH
KEM aMOKCHLMHEH, KPYIH TeHHIMARAN 1 nedanocrnopudn. Eto 3amo Augmentin rpurexasa
XapakKIepHHUTE CBOJCTRA Ha IMPOKOCTIEKTEPeH aHTHOHOTHK M OeTa-TaKTaMaseH HHXHOKTOPD.

5.1. @apmakoIHHaMHYHI CBOHCTBA

Mukpobuoaorus:

Augmentin uMa OakTepHIHICH e(eKT CpAMO MUPOK CIEKTHP MHKPOOPTaHH3MH,
BKJIFOUBALIM:

I'pam-nonoxuTenBH aepodn:
Bacillus anthracis*
Corynebacterium species
Enterococcus faecalis*
Enterococcus faecium*
Listeria monocytogenes
Nocardia asteroides
Staphylococcus aureus*
Coagulase negative staphylococci* (8. Staphylococcus epidermidis¥)
Streptococcus agalactiae
Streptococcus pneumoniae
Streptococcus pyogenes
Streptococcus species
Streptococcus viridans

I'pam-nonoxuTeann anaepodH:
Clostridium species

Peptococcus species
Peptosireptococcus species
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I'pam-oTpunartesnn aepodu:
Bordetella pertussis

Brucella species

Escherichia coli*
Gardnerella vaginalis
Haemophilus influenzae*
Helicobacter pylori
Klebsiella species*
Legionella species

Moraxella catarrhalis* (Branhamella catarrhalis)
Neisseria gonorrhoeae*
Neisseria meningitidis*
Pasteurella multocida
Proteus mirabilis*

Proteus vulgaris*

Salmonella species*

Shigella species*

Vibrio cholerae

Yersinia enterocolitica*

I'pam-oTpHUATETHH AHAEPOOH:
Bacteroides species* (B Bacteroides fragilis)
Fusobacterium species*

Jpyru:
Borrelia burgdorferi

Chlamydiae
Leptospira icterohaemorrhagiae
Treponema pallidum

+ HaKoM OT Te3M mamoBe 0akTepuH NpousBesxaT OeTa-IaKramMasa, KOeTo ' paBr
HeuyBCTBHTENHH KM amoxicillin, nprnaran caMocToATENHO.

5.2, @apmakoZHHAMHYHH CBOHCTB2

Pesoponns

Tipere NeKapcTBeHH BemecTea Ha Augmentin (amoxicillin n clavulanic acid) ce pasnemar
HAaIBAHO BHB BOAEH pasTBOp ¢ duskonornuno pH. Jipata koMoHenTa ce pesopOupat OEp30
mobpe ciiefl IepopanHo NpunoxeHne. PesopbuusaTa Ha Augmentin € OIrTHMaiHa NpH NPHEM Ha
HEKAPCTBOTO B HAYANOTO HA XPAHEHETO.

Ho-mony ca npeacraseny hapMaKOKMHETHYHUTE PE3YJITATH OT JABE OTHCNHY H3NHTBAHKA,
nipu kKouto Augmentin 250/125 (375) umu 2 x 250/125 u 500/125 (625) mg Tabnetxu (8
CpaBHEHHE C ABATA KOMIOHEHTA, NPHETH HOOTACIHO), NPMIIOKEeHH HarlaHO Ha [PYNU 31PaBU
JOoOpOBOIIIH.
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Cpeann papMaKoOKHHETHYHH TapaMeTpH

HpnaoxeHo Dose Cmax Tmax AUC TY
JIEKAPECTBO (mmg) (mg/1) (h) (mg.h/1) (h)
Amoxicillin
Augmentin 250 3,7 1,1 10,9 1,0
250/125 mg
Augmentin 500 - 5,8 1,5 20,9 1,3
250/125 mg x 2
Augmentin 500 6,5 1,5 23,2 1,3
500/125 mg
Amoxycillin 500 500 6,5 1,3 19,5 1,1
mg
Clavulanate
Augmentin 125 o122 1,2 6,2 1,2
250/125 mg
Augmentin 125 2.8 1,3 7,3 0,8
500/125 mg
Clavulanic acid 125 3,4 0.9 7,8 0,7
125 mg
Augmentin 250 4.1 13 11,8 1,0
250/125 mg x 2

CepyMuuTe KOHIEHTPAUMK Ha amoxicillin, focTurHaty cnex npunoxeHHeTo Ha Augmentin
Ca CXOHU C TE3H CJIEH IePOpalHo NpHAcKeHHe Ha eKBUBaJCHTHH J03H amoxicillin.

Pasnpenenenne

CreZ1 HHTpaBEeHO3HO NPHITOXKEHIE MOTAT [ia Ce YCTaHOBABAT TEPaleBTHYHH KOHIICHTPAHH
na amoxicillin u clavulanic acid B ThKaukTe ¥ HHTEpCTULMANHATA TEYHOCT. TepaneBTHIHH
KOHLEHTpAlliK Ha /(BeTe JIEKapCTBa ca YCTAHOBEHH B MUTBYHHA MEXYP, KOpEMHaTa M MacTHata
TBHKAH, KOXKaTa, MyCKYJHATA THKaH, B CHHOBHANHATA H IIEPHTOHEANHATA TEYHOCTH, MKITBYKATa 1
rHofiTa.

Huro amoxicillin, uuto clavulanic acid ce cBBp3BaT BBB BHCOKA CTEIICH ¢ MPOTEHHUTE.
HscnenpanuaTa okassart, ye oxolio 25 % ot clavulanic acid u 18 % ot amoxicillin or 06moTto
KOJIMYECTBO HA JIEKaPCTBOTO B IIa3Mara ¢e CBHP3Ba C IPOTEHHH.

WscnepaHuATa © )XKHBOTHH ITOKA3BaT, Ye HUTO SIHH OT KOMIIOHEHTHMTE He ce HATPYIBa B
HSKO}i OT OpraHuTe.

Amoxicillin, XakTo ¥ TOBEYETO NEHHIMIHHHE, MOXe A2 C& YCTAHOBH B KbpMarta. ClelM oT
clavulanate cpInO MOraT 4a ce OTKpHIT B kepMata. C u3KIIOYeHHE Ha PHCKA OT aneprusipasxe,
CBBP3aH C OTASIIAHETO B KbPMata Ha JISKapCTBEHUTE BelecTsa, He Ca YCTaHOBSHH Bpe/iHU
etexTy 3a KEPMEHOTO JIETE.

PenpoRyKTHBHHTE H3CTEABAHNA C JHBOTHH HoKa3par, ye amoxicillin u clavulanic acid
DpeMHHAaBaT MuancHTapHaTa 6apuepa. Benpekn ToBa, HAMa JAHHH 32 HapyileH QepTHIMTET WiTd
YBpSXAaHe Ha o3,
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MeraGonn3bm

Amoxicillin yacTHYHO e eKCKpETHpa i B YPUHATa KaT0 HEaKTHBHA IIEHUIUIIOEBA KHCEIMHA B
KONM4ecTBa, eksuBaneHTHH Ha 10 xo 25 % or Hawanuarta gosa. Clavulanic acid npu xopa ce
merabonusHpa npeuMHo g0 2,5-dihydro-4-(2-hydroxyethyl)-5-oxo-1H-pyrrole-3- carboxylic
acid u 1-amino-4-hydroxy-butan-2-one u ce OTHeAq B YpHHaTa H H3NPLXHEHAATA KaTo
BBLPACPOACH NUOKCHA B H3NMIIBaHHSA BE3AYX.

Esumuunpane

Kaxro ¥ rpu ApyruTe NeHANMIMHK, OCHOBHHUAT HET Ha eMMUHApaHe Ha amoxicillin e upes
Or0penyte, fokato clavulanate ce oraens kakro upes 6s0peuny, Taka v upe3 HebGBEOpeuny
MEXaHU3MH.

Hpubmasurenno 60-70 % ot amoxicillin i 40-65 % ot clavulanic acid ce oTnenar B ypHHaTa
HeNpOMEHEHH Npe3 IIBPBUTE 6 Yaca ciiel NpHeM Ha eilHa TaGieTka oT 250/125 mg wiy Ha enua
Tabnerka ot 500/125 mg.

EnuoBpeMeHEOTO NpHIOKeHHe Ha probenecid 3a6aes exckpenusta Ha amoxicillin, Ho we
3a6aBA eKCKpelMATa Ha KIaByNaHOBaTa KuceNnHa npe3 066pewnre (BxK paszen 4.5.
“JlexkapCTBEHH U APYTY B3aUMOIEHCTBUA ).

5.3. YpeRkauHAYMMHE JaHHH 32 0e30MacHOCT

Octpara TOKCHYHOCT Ha koMOuHaiuuTe amoxicillin:clavulanate npy rpusayu € HUCKA.
VcTaHoBeHO €, Ye NETAIUTETHT € CBLP3aH OCHOBHO ¢ KIIaByliaHOBaTa CheTapka. Hama jannu 3a
cHHepruyeH edexr Ha Jpete cheraBku. Haii-gecTo cies nepopanHo fo3upaHe e yeraHOBSIBaHO
CTOMAIHO-YPEeBHO cMyleHnre. IIpu mpoydBanisaTa ¢ MHOrOKpaTHO NMPHIOKEHNE OCHOBHHTE
HAXOJIKH ca GHJiM OT CTPaHa Ha IPEIHATa CTeHa Ha cToMaxa, 6B0peiuTe 1 YepHus Apod.

TIpeAKNUHIYHATE AaHHY, TTONYYeHH NP KOHBEHIHOHANHHTE IPOYYBaHIL 32
reHOTOKCHYHOCT, KAHIIEPOreHEH MOTEeHIHAT H TOKCHYHOCT 10 OTHOIIEHHE HA PEeNpONyKINATa, HE
TIOKa3BaT CHElHalieH PUCK NPH Xopa.

6. @apManeBTHYHH JAHHH

6.1. CniuchbK Ha DOMOXIHHTE BEIecTBA M TeXHHTE KOJHYCCTEA

Chpuesnna Ha TabjJerkara 250/125 mg | 500/125 mg | 875/125 mg_
Kosmuectrso | Koauuecrro | KonnyecTeo
(8 mg/tabl) (s mg/tabl) | (B mg/tabl)
Magnesium stearate 6,50 mg 7,27 mg 14,50 mg
Sodium starch glycolate, dried 13,00 mg 21,00 mg 29,00 mg
Colloidal anhydrous silica 6,50 mg 10,50 mg 10,00 mg
Microcrystalline cellulose dried | to 650,00 to 1050,00 10 1450,00 mg
DEIMOBO NOKPHUTHE
Titanium dioxide (E 171) 9,630 mg 11,60 mg 13,76 mg
Hydroxypropylmethylcellulose
(Methocel ES) 7,390 mg 8,910 mg 10,56 mg
Hydroxypropylmethylcellulose
{Methoce] E15) 2,460 mg 2,970 mg 3,52 mg
Polyethylene glycol 4000 1,460 mg 1,760 mg 2,08 mg
Polyethylene glycol 6000 1,460 mg 1,760 mg 2,08 mg
Silicone Qil 0,013 mg 0,013 mg _—
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6.2. HecLBMeCTHMOCTH

He ca x3secTHH.

6.3. Cpok Ha rogHocT

Augmentin film-coated tablets 375 mg - 2 roguug.
Augmentin film-coated tablets 625 mg - 2 roaunn.
Augmentin film-coated tablets 1 g - 2 roaunu.

6.4. Cennajiig yClI0BHS 32 ChbXpaHeHne

Jla ce cpxXpassisa B 3aTBOPEHH, Jo0pe 3aneyaTaHi OpHIHHANHH OIJaKOBKH, Ha CyX0 MACTO,

IIpH TeMmneparypa nog 25°C.
Ja ce cbxpaHABa Ha MsCTO, HEOCTHITHO 32 Aelia.

6.5. [IaHHH 32 ONAKOBKATA

Aluminium/ PVC/PVAC 6nuctep, 3aTBOpEH B IUIHKYE ¢ ANYMHUHHEBO IOKPHTHE, CBABPIAII0

JIECHKATOP, B KaPTOHEHa KyTHS.
KyTuaTa ceiepia 21 TabneTku Augmentin tabl. film.375 mg; 21 Tabnerku Augmentin tabl.

film. 625 mg unu 14 Tabretiu Augmentin tabl.film.1 g.
6.6. Ilpenopbku npu ynorpebda
Hama.

7. Mme i aapec HA IPUTEXRATENS HA paspelieHHeTo 32 ynoTpeda

Beecham Group plc,
980, Great West Road, Brentford,
Middlesex, TW8 9GS, UK

8. PermcrpanuoHen Ne B perucrspa no w28 3JAXM

Augmentin tabl. film. 375 mg - Ne 20000315
Augmentin tabl. film. 625 mg - Ne 20000314
Augmentin tabl. film. 1 g - Ne 20000316
9. Jdata Ha MLPBO pa3penieHne 3a ynorpeda Ha JiekapCTBEHUS HPOAYKT

Augmentin tabl. film. 375 mg - 29.11.94 r.
Augmentin tabl. film. 625 mg -29.11.94 .
Augmentin tabl. film. 1 g-29.11.94r.

10. JAata Ha (dacTHyHA) AKTYAJIN3ANHA HA TeKCTA
Issue 15/14.07.2004 r.
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