JincroBka 3a nauueHTa
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Amoxicillin/Clavulanate

e Tasu nucmoegka ce omHacs camo 3a AUGMENTIN npax 3a nepoparnna cycnencus. Mons,
npouememe sl gHUMamesiHo npedu sanodyearHe npuema Ha 1eKapcmsomo.

e [Taseme nucmoexkama A0 3asbplueane MuHUA Kypc Ha nederue. Moxe da noxeriaeme 0a s
fipoyememe OMHO80,

» Tosa freKapemeo e NPedHasHayYeHo caMo 3a TUUEMmO, Ha Koemo fiekapsm 20 e npeonucan.
Hukoza He 20 npeomemubnsalime Ha Opyau xopa.

e Tpsibea Oa criaseame npedriucanusma Ha fleKysawus ekap u 8a npuemame (Gememo eu Oa
npuemMa) nekapcmeomo croped Heesoeume yKasaHus. AKO Uma Hewo, koemo He pasbupame,
obbpHEMeE ce KbM fIeKysaus nexap.

» [Ipuembm Ha nekapcmeomo He mpsbsa 0a ce crupa npedu 3aebPUIBAHE Ha Mb/HUS KypC Ha
nieqerue, dopu u da ce yyscmeame (Gememo eu da ce yyecmea) no-dobpe.

[a ce cbxpaHsiea Ha Msacmo, HedoCMBIHO 3a deua.

o Tosa nexkapcmso He mpsbea O0a ce npuema om nayueHmu, anepauyHy KM bema-nakmamHu
aHmubuomuuy (NeHuYUTuHY, uedanocropuHu). 3a nogede uHgopmayus npoyemems
ocmaHaiama Jyacm om masu f1ucmosKa.

o Cned pasmeapsaHe Ha npaxa nofyyeHama cycneHcusi mpsbea 0a ce CbxpaHsaea 6 XnadutHuK.

e Kakmo scuuxu nexapcmea, AUGMENTIN nonsikoza mMoxe 0a npeduseura HexernaHu peakuyuu.
(life Hamepume rogeye UHGbopMayus 3a mosa fo-HamamwbK & fiucmosKama).

e Tasu ucmoska He CrOBpXa Mb/IHama uHopMayus 3a moea niekapcmeo. 3a nogeye
UHhopMayus unu ceeem ce 00wpHeme KbM JIeKapsl.

Kakeo npeacrasnasa AUGMENTIN

AUGMENTIN npuHaaneki KbM rpynara Ha NeHUUAIMHOBUTE aHTuOnoTuUN. ChAbpKa JBe aKTUBHY
pewjecTea: amoxicillin (amoxcnuunine), nog dhopmMarta Ha aMOKCULIMNWUH Tonxnapar 1 clavulanic acid
(KnaBynaHoBa KMGenvHa), noa opmarta Ha kanues knasysnaHar. KomGruHaunsita ot ABeTe ChCTaBkK
€ U3BEeCTHa kaTo co-amoxXiclav (ko-amoKcuknas).

AUGMENTIN 156 mg/5ml cycneHcusi u Augmentin 312 mg/éml cycneHcus ceabpat pasinyHo
KOJIMYECTBO aMOKCHUMIMH Y KNaBynaHoBa KUcenuHa:

KonwvecTBo nekapcTBeHo Cbgb;:{x(aﬁme Ha CrabpkaHue Ha
BELUECTBO Amoxicillin Clavulanate
(8 mg/5 ml) (8 mg/5 ml)
156,25 mg /5 ml 125 31,25
312,5mg/5 ml 250 62,5

AUGMENTIN cycnercusa 156 mg/5 ml u AUGMENTIN cycnercua 312 mg/5 ml cbabpxaT v
CfiefHUTE NOMOLLHK BELWECTBa: KcaHTaHoBa ryMa, XVApoKCcunponuamMeTunuenynasa, cunmumnes
LVOKCUA, KOSIOUAAMNEH CUITMLIMIA, CYKUMHOBA KUCENHA, CyXa MOpToKanosa eeerlinsp, 1 E), cyxa

KOITO & U3TOUHNK Ha heHunanaHuH.



JlncToBKa 3a nauneHTa

MpoayKTLT HE SbbPXKa 3axaposa U TapTPasuH.
AUGMENTIN e riog, dhopmaTta Ha npax v cnej pasTBapaHeTo My Ce nonyvasa Te4Ha CYCrneHCus.

Koit npou3Bexa nexapcTBOTO U NpUTEXaBa paspelueHue 3a yrnotpebara My B Bnnrapua

AUGMENTIN powder for oral suspension ce npoussexaa ot SmithKline Beecham Pharmaceuticals,
Worthing, West Sussex, BN 14 8QH, UK. TpuTexaTten Ha paspelueHneTo 3a ynotpeba e
MakcoCmutKnaitn EOO[ ¢ agpec: Cocus 1408, k8. VsaH Basos, yi. Jymutsp Maos, 6nok 10.

3a kaxeo ce uanonssa AUGMENTIN

AUGMENTIN ce vanonssa 3a feveHne Ha MHgeKLWK, NpUYnHEeHr OF pasniyHy BuaoBe Gakrepu.
Tesu MHdEKUMM MoraT fa sacerHat Genure apoBose (BPOHXUT U NHEBMOHWA), crivBuLUTe
(TOHBUNUT), CUHYCWTE (GUHYAT), yWMTE (OTUT Ha CPeaHOTO yX0), MUKOYO-NONoBaTa cucTema (LIMCTuT,
YPETPUT, NWenoHedpnT, MHEKIMK Ha XeHckaTa Nonosa cUcTEMa), KOXaTa, KOCTUTE (OCTEOMUENNT)
W cTaBuTe.

Mpean Aa 3anoyHeTe NPUEMa Ha JIEKApCTEOTO

Toea NekapcTBO He TPABBa Aa ce NpueMa oT NUa, anepryuHy KbMm GeTa-nakraMmHy aHTuonoTuLN
(MeHLMIMHY 1 LedanocnopuHu). Ako feTeTo Bu & umano (Bue cTe nmanu) NposisyY Ha anepris,
Hanp. o6puB cneg npuem Ha aHTMBKoTUK, TpADBAa Aa yBEAOMATE reKyBallna nekap npeau
sanousaHe npvema Ha AUGMENTIN.

Ako no Bpeme Ha neveHneto ¢ AUGMENTIN npu Bac (npu SEeTeTo BU) C& NOSBY KOXNEH ofpus,
Tps6Ba Aa cipeTe Aa npnemare (aeteTo BM TpAGBE fa cnpe Aa npuema) nekapcTsoTo 1 HesabaBHO
Aa yeeaoMuUTe nexysallua nekap.

MNpeav fa 3anoqHeTe npuema Ha AUGMENTIN Tpsabea ga ce KoHCcyRTupaTe ¢ nexysaujus nexap, 8
chyvaii ue aeteTo BY (Bre) cTpaga(te) ot sabonaBaHeTo UHMEKLIMO3Ha MOHOHYKNeosa (BupyCHO
3a6onABaHeE, MPOTUYALLIO C BUCOKA TeMnepatypa, NogyTy 1 GonesHeHNn NMMMKHN BL3NN U B HAKOW
CRyYan BhaNaneHo rspro U yBenuyeH YepeH 4pob).

B cnyvaii ue geteto 8u (Bre) uma(te) ripobnemmn c 6ubpeumTe v HepHna Apob, He 3anoysailTe
npuema Ha NeKkapcTEOTO, MPEAN Aa CTe YBeAOMUNM 3a TOBa NekyBallus nekap. Moxe fa ce Harnoxiw
npoMsAHa B [O3VPOBKaTa Wik NpegnucBaHe Ha Apyro NekapcTeo.

Hskon nekapctsa, npunarawy ycnopegHo ¢ AUGMENTIN, moraT Aa foBeaaTt [0 Hexenanu
peakLun. YBeaomeTe Nekysaluvms nekap, B cryyart Ye npuemare CriefiHUTe Nexkapcrea:
Altopurinol (anonypnHon)
Probenecid (npobexeumna).

YBeoMeTe flekyBalLua Fiekap, ako AeTeTo B1(Bie) cTpaga(Te) oT CbCTOAHNE, M3BECTHO KaTo
heHUNKETOHYPUS.

YBeaoMeTe NekyBallua feKap v ako Npuemare NpoTUBo3aqaTbHHU NexapcTsa. Kakto 1 npu 4pyrv
aHTMBMOTMLM, MOXE Aa ce HanoxXy Ja npefnpuemaTe AOMbIHWTENHN MEPKN cpely
3abpemeHaBaHe.

NHdopmupaiiTe nexkaps, ako cte BpemeHHa Unn nmaTte CbMHEHNA, He cTe OpemeHHa. B crnyqan ye
cTe BpeMerHa, He TpAbBa fa NpuemaTe TOBa NEKapCTBO, OCBEH aKO NEKYBAalLNAT nekap He Bu &
nocwLBETBaN 4pyro.

MoxeTe fa KbpMWUTE Mo Bpeme Ha neveHneto ¢ AUGMENTIN.




JiucToBKa 3a NauueHTa

Kak Tpsa6Ba ga ce npuema AUGMENTIN cycneHcua

CnassaiiTe yKa3aHWATA HA JIEKyBallWs Nekap Kak W kora fa npuemate (OeTeTo BU fa npuema)
ReKapcTBOTO. flexkapsT wie npeueH JHeBHaTa [,03a CYCNeHCus, KOATO 4ETeTO B (aue) Tpadea ga
npuema(Te).

AKO MATE HAKAKBY BLNPOCU OTHOCHO NIEKAPCTBOTO U A03UPOBKaTa My, NOCHBETBANTE Ce G JieKapsi.
MpuemainTe cycrieHcusaTa ¢ NOMOLTa Ha MepuTenHaTa Haluka.

MpenopbYNTESTHO € CYCNeHCUsATa a ce Nprema B Ha4arnoTo Ha XpaHeHETo. AUGMENTIN
OCBLUECTBARA ASNCTBMETO CU 1 B CRYYAUTE, B KOWTO € MPUET Ha magHo.

He cnupaiite npuema Ha NeKkapcTBOTO Npean 3a8bPLIBAHETO HA MhITHWA KYPC Ha nevexue, Aopu
koraTo fleTeTo Bu (Bue) ce vyBcTBa(Te) No-gobpe.

YKA3AHKA 3A YNIOTPEBA
Ykazanus 3a npurotssiHe Ha AUGMENTIN 156 mg/5 ml nepopanHa cycneHcus:

1. ByTwnkata ce pasknawia nobpe, foKaTo UANOTO KOMUYECTBO Mpax ce Cbbepe Ha AbHOTO Ha
GyTunkaTa.

2. 3anonyuaeaHeTo Ha 100 ml cycrneHcus KeM Npaxa Tpatsa aa ce pobapgsar 92 ml Boda, T.e. ga
ce nobasu Boga 4O NUHWATA, OTOENA3aHa Ha eTuKkeTa Ha OyTunkara.

3. BytunkaTa ce 3aTBapa MABLTHO C Kanadkara 1 ce pasknallia UHTEeH3UBHO.

4. ByTtvnKkaTa ce ocTaBs HeMoABIKHO 3@ OKOo 5 MUHYTH, 3a Aa e ocurypi MbHO Aucnepripaqe
Ha npaxa B TEYHOCTTA.

Ykazauua 3a npuroissive Ha AUGMENTIN 312 mg/5 ml nepopanHa cycneHcus:

1. ByrtunkaTta ce pasknalla foBpe, AOKATO UANOTO KONMYECTBO Npax ce chiepe Ha 4BHOTO Ha
pyTunkara.

2. 3a nonyuasaHeTo Ha 100 ml cycrieHews kbM nNpaxa Tpabea fa ce gobassr 90 ml soja, T. €. fa
ce poGasun Bopa A0 NUHUATA, 0TEEnA3aHa Ha eTUKeTa Ha SyTunkara.

3. Byrurikara ce saTBapsi MTLTHO C Kanakara v ce pasknalla MHTeH3UBHO.

4. ByTwunkaTa ce oCTaBsl HEMOJBIDKHO 3a OKOMO 5 MUHYTY, 3a Aa ce OCUrypu MbTHO AvCneprupaHe
Ha npaxa B TeYHOCTTa.

Ykazanua 3a ynotpeba u cbXpaHeHUe Ha CYCreHCusTa Cref pasTBapsiHe:

ByTunKaTta ¢ NpuroTeeHata CycneHcus Tpadaa Aa ce paskiawa cunHo NPean BCekn npuem! Npean
npuem U3NON3BaiTe MepUTENHaTa Yallka, nocrageHa Bbpxy Kanadkara, 3a fa nsmepure aosara,
KaKTo e NpeanvcaHara. BeAHLX pa3TBOpeHa cycrieHcuATa TpabBea Aa ce CbXpaHaBa B
XNagWUITHUK M Aa ce U3NONI3Ba B paMKuTe Ha 7 AHK. [a He ce 3ampa3nBa.

Kakeo fna HanpaeuTe B crniyyail, 1€ geTeTo Bu(Bue} npueme(re) nopeye ot Npeanucaloro
Marko BEPOATHO € a BL3HNKHAT HAKAKBY NpoGremu Npu NpeaosvpaKe ¢ ToBa NekapcTso. Ako
[ETETO BY & Nprerno (Bue cTe npvenu) No-rofiAMo KONu4ecTBO OT CYcreHcUATa oT onpeaeneHara ot
nexkyealuva iekap Ao3a, AaiTe My Aa usnue (M3nuiiTe) ronsiMo KonM4yecTse BoAa 1 yBeaomeTe
nekaps.

Kakeo Aa HanpaBuTe B CNyuan, ue geTero BU (Bue) nponycue(te) npuem

AKo cTe MponycHani ga AafeTe Ha 4eTeTo (fa npuemere) efHa aosa AUGMENTIN, paite My A
(npvemeTe 5) BegHara wom ce ceture. Crie ToBa NpofAbIvKeTe ApuemMa, KakTo Npeau, Ho He
naeaiTe Ha AeTeTo (He npuemaiite) ABe 403N eqHa cnej gpyra B paMkuTe Ha efinH 4ac.

HexenaHun nekapcTBeHW peaxunum

HexxenaHuTe nekapcTBeHU peaxyuy rno Bpeme Ha neveHneto ¢ AUG
Mpyu MarbK 6poil nauneHT NeKapcTBoTo MOXE Aa NPUYMH Anapus |




Jlnctoeka 3a na LUneHTa

Ha aeH). MoHsikora MoXe Aa ce rosBN CTOMAaLUHO Pa3CTPONCTBO, rajeHe unu nospsliade. Tesu
chimnToMy 0BMKHOBEHO ca cnabo napaseHu 1 moraT aa 6baaT naberHaTn ¢ RpUeM Ha CycrneHousTa B
HavanoTo Ha xpaHeHeTo. B cnyyald ye cuMnTomMuTe NpoaLITKaT UIK CTaHaT No-TEXKN,
KOHCYNTUpaliTe ce ¢ NiekyBaiyng nekap.

Mpy HAKOM Xopa MO BpeMe Ha IeveHue ¢ aHTUBUOTULIKM MoXe Aa ce nosieu obpuB no Koxara.
YeegomeTe HesabaBHO NeKysawmA rekap, ako no speme Ha neveHneto ¢ AUGMENTIN npm Bac
(npw geTeTo BK) Ce NOSIBY KoXeH 00puB NI cbplex.

B mHoro pegku cnyyau npvemsbT Ha AUGMENTIN moxe ga 6nae CBbp3aH ¢ nogyBaHe Ha NALIETO 1
3aTpyaHeHWe B AullaHeTo. Tesu CUMMNTOMM MOXE Aa MPefcTaBnABatT Mposfsa Ha (1o-CeprosHa
anepruyHa peaxius, M3KMCKBalla CrnellHa MeguumMHcka Hameca. AKo 3abernexuiTe nosiBa Ha Tesn
CUMMTOMMW, NPEYCTaHoBETE NprMema Ha NekapcTBOTO U HesabaBHo yBeAOMeETe Nekysalus nekap unu
ce obageTe Ha Bbp3a nomeLy,

Mpu HAkon xopa neverueto ¢ AUGMENTIN moxe pa foseae po kaHangosa (rebuuxa vHdekums Ha
BMaranuueTo, ycTHaTa KyxXruHa nny koxara). JlekysawmaT rexkap moxe jja npeinvile nekapcrea 3a
neveHne Ha kaHaugosara.

MHoOro psagko MOXe Aa ce ROABW NOBLPXHOCTHA NpoMsAHa B LBeTa Ha 3b0uTe (0T BneaoxnLriTo 4o
KatheHuraro ouseTaBane). HobpaTa xurnena Ha ycTHaTa KyXxuHa MOXe ga NpeoTepaTi nosieata Ha
TOBa oLBeTsiBaHe. Beve nosasuno ce oupeTsBaHe Ha 3u6UTe 0GMKHOBEHO M3YesBa criey,
NpUKRIoYBaHE Ha NEYeHNETO 1 Ny PeaoBHO U3MUBAHE Ha 3bbuTE.

MHOro psAaKo MoXe fa ce NosBW NPOMSHA B LIBETa Ha e3uKa — A0 XKbHTO, kahaBo unu YepHo
ouBeTABaHe.

MHoro psaKo no BpeMe Ha fieueHmne ¢ ToBa nekapceTso e HabrilogapaHo BbananeHue Ha 6uopeuuTe.
JlekapcTBoTO MOXe aa obpasyra KpUcTanu B ypuHaTa (0DUKHOBEHO BUAMMK Camo NOL, MUKPOCKON),
BOAELIM A0 NOMBTHABAHE Ha ypuHaTa MNK 3aTtpyaHeHre (AuckomcpopT) npu ypuHupaHe, 3a aa ce
Hamanu BepOATHOCTTa OT MOABA Ha TE3Y CUMMTOMM, Ce MPEenopbLYBa NPUEM Ha MHOTO TEUHOCTH.

Mpw HAKoM XOpa MOXe Aa ce NnoaBu rmasobonne U/uan 3amMasHoCT, @ MHOMO PAAKO — NOBULLEHA
AKTUBHOCT UNY rbpyose. Teaun peakumu ca obpaTumu 1 Ms4vessar crneg Kpasi Ha ieveHneTo.

B mHoro peaku cnyqan AUGMENTIN moxe ga nosegfe A0 NOABA HA CEPUOSHN HEXEenaHy peakumn.
YBegomere HesalaBHO NeKyBallUs fiekap, ako nNpy Bac (Npu AeTETO BWU} C& NOSIBW HAKOA OT
cnepHWUTE CUMIMTOMM;

o  Texka Onapua, KOSTO MOXe O3 e KbpBasa.

o TobMHO OUBETABAHE Ha ypuHaTa wunn obesupeTsiBaHe Ha N3NPaXHeHNATA.

o [MoxbnTABaHE Ha KoaTa W banarta yacT Ha ouuTe.
Tean cuMnNTOMN ca HaBniAaBaHY FHaBHO NMPU MBXE 1 MaLMeHTH B HanpeaHana Bb3apacT, npueManii
AUGMENTIN gbnro speMe. Te MOXe Aa ce NPosBAT 40 HAKOSKC CeAMULM Criefl Kpaa Ha neveHneTo
1 obukHoBEHO ca obpatumn,

B cny4aii, ue ce Hanara ga v 6bge HanpaeeHo (fa 6bae HanpaBeHO Ha 4eTeTo BY) uacrefdBaHe Ha
KpbBTa, YBEAOMETE NeKkaps, ye npuemarte (geteto Bu npuema) AUGMENTIN. Tosa e BaxHo, Thi
kato AUGMENTIN moxe fa goeefe A0 KpaTkoTpaiHu npoMern B B6pos Ha KpbBHUTE KHETKM
{oBpaTumo Hamansieane Ha 6post Ha BenuTe KPBLBHY KNeTkW, 0BpaTMMo HamanasaHe Ha 6pos Ha
TpomMBoLmTUTE (KPBLBHYU KNETKM, YHaCTBALLM B NPOLIECUTE Ha KPBBOCBCUPBAHE) U B MHOTO pe,qKVI
cnydam o6paTiMo HamansiBaHe Ha 6pos Ha YepPBEHUTE KPbBHM KNeTKN).
YBejgomeTe nekaps ¢ 1 3a BCAKa Apyra cMylliaBalla peaxkyus, noAaBuna ce
Bac), KOATO MOXE 1 A He € OrnMcaHa B Tasy NUCTOBKa.




JiucToBKa 3a nauueHTa

Kak ce chxpavasa AUGMENTIN

+ Jla ce cbxpaHaBa npy TemnepaTtypa noa 25°C, B opurnHanHara onakopka, Ha cyxo MACTO.
.Cnep pasTBapaHe Ha rpaxa, nonyyeHara cycrnerncun Tpabea ga ce CbxpaHaBa B XNagunHuk
{oT +2°C po +8°C ) 32 nepuoa He No-gbsrbr OT 7 AHn. [a He ce 3ampassBa.

o Cuxpanasaiite AUGMENTIN, kakro v BCAKO Apyro NexapcTso Ha MACTOo, HeOOCTLNHO 3a AeLla.

¢ He nanonsealiTe NekapcTBOTO CNej fataTa Ha U3TUYaKe Ha cpoKka Ha rogHocCT, NocoYeHa BLPXyY
onakosxara.

AUGMENTIN (AYTMEHTWH) e 3anaseHa Tbproscka mapka Ha GlaxoSmithKline Group of companies

[Jata Ha nocnefHa pegakuua Ha nuctoskaTa arpun 2007




