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AUGMENTIN™ UMBIHATENHA ATEct...% 110 TIEKAPCTBATA |
powder for oral suspension . Nucmosxa - Mpunoxeyue 2
1
AYEMEHTUAH™ kwmpyno.. JOXYG... 1. JQ U400
epopanHa cycn .
npax 3a nepop. ycneHcus S f/’/ O 0?.(972

amoxicillin (as amoxicillin trihydrate)
+ clavulanic acid (as potassium clavulanate)

¢ Tasu nucmoska ce omuacs camo 3a AUGMENTIN npax 3a nepopanna cycnercus Morss,
npoyememe A eHUMamesHo npedu sanodesaHe npuema Ha neKkapcmeomo,

* [laseme nucmogkama, 00 3asebplusaHe MbHUSA KypPC Ha nedyeHue. Moxe da noxenaeme da 51
rpoyememe omHoso.

» Tosa flekapcmaeo € NpedHasHa4YeHo camo 3a NUUemo, Ha Koemo fiekapsam 2o e npednucarn.
Huxoaa He 20 npeomemunealime Ha dpyau xopa.

» Tpsbsa 0a crnassame npednucaHusma Ha nexysalwus nekap u da npuemame (dememo eu da
npuema) lekapcmesomo crioped Hezoeume ykasaHus. AKo UMa Heulo, Koemo He pasbupame,
00BpHEME €8 KbM fTEKY8aLUA 1eKap.

* [lpueMbm Ha nleKkapcmeomo He mpsabsa Oa ce crupa npedu 3a8bPWIBAHE MHIHUS Kype Ha
neveHue, dopu u Oa ce yyscmeame (Gememo su da ce yyscmea) rio-0obpe.

o [la ce cbXpaHsea Ha mMsacmo, HedoCmbAHO 3a deua.

» Tosa niexkapcmeo He mpsabea da ce npuema om nayueHmu, anepasudHu Kem bema-nakmammil
anmubuomuuu (nerulunudu, yedanocnopunru). 3a rosede uHghopMauus, npodememe
ocmararnama yacm om masu Jiucmoska.

Cried pasmeapsiHe Ha npaxa roflyyeHama cycneHcust mpsabsa 0a ce CbxpaHasa 8 XNadunHux,
Kakmo ecuuku nekapemea, AUGMENTIN norHsikoza moxe da npedu3suka Hexenaru peakuuu.
(Lfe Hamepume rioseye uHhopmayus 3a mosa no-HamambK & fIUCIMosKamay).

* Tasu siicmoska He CbObpxa Mb/IHama UHopMayus 3a moea fiekapcmeo. 8a noseye

UHhopMalusa unu cheem ce 0OLPHeMe KbM f1eKap unu hapmayeeam.

Kakeso npepcraenasa AUGMENTIN

AUGMENTIN npuHagneXu keM rpynara Ha neHuLMnuHOBUTE aHTUBMOTULIN, ChabpiKa 4Be aKTUBHU
BelllecTBa: amoxicillin (amokenmumnmK), noa chopmarta Ha aMOKCULIMNUH TpvixvapaT K clavulanic acid
(xnaeynaHoBa kucenuHa), nog chopMaTta Ha Kanuee kriasysraHaT. KomMBuHauvsiTa ot fBeTe CheTasku
€ U3IBECTHA KaTo co-amoxiclav (ko-amoKCuknas).

AUGMENTIN 457 mg/5ml cycneHcua Cbabpxa CrnegHuTe KonmyHecTsa aMokCUUMNH M KnaBynaHoea
KucenuHa:

KonvvecTso nekapcteeHo | CbabpKaHne Ha CeobpkaHue Ha
BELYECTBO Amoxicillin Clavulanate
(8 mg/5 ml) (8 mg/5 ml)
457 mg /5 mi 400 57

AUGMENTIN 457 mg / 5ml cycneHcus ceabpxka v cnegHuTe NoMoLLHW BELecTBa: KcaHTaHoBa
ryma, XugpoKCunponnnmMeTuiUenynosa, CUWINLMEes guokeuna, CyKLUMHOBa KUCRIMIHA, C
noproxanosa eceHUus (610271 E), cyxa noprokanosa eceduns (9/027108), ma
€CEeHLMA 3a chpon (3naTtHa), acnapramM U CUNUUNEB AWOKCUL, KOMNOWAEH.

MpoayKTbT HE ChAbPKa 3axapo3a 1 TapTpasuH. AcnapTaMbT € M3TOUHUK Ha
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AUGMENTIN e nog chopmara Ha Npax W crief, pasTBapaAHETO MY Ce Mofyyasa TeuHa CYCHEHOA.

Koit npousBexaa nexapcTBOTO M NpuTeXaBa paspeweHue 3a ynotpebara my B Bbarapus

AUGMENTIN powder for oral suspension ce npoussexaa oT SmithKline Beecham Pharmaceuticals,
Worthing, West Sussex, BN 14 8QH, UK. Mputexaren Ha paspelleHneTo 3a ynoTtpeba e
I'nakcoCmutKnaitn EOO/ ¢ agpec: Codua 1408, ke. Usan Baszos, yn. Jumutsp Manoe, 6noxk 10.

3a kakBo ce nznonisea AUGNENTIN

AUGMENTIN ce nanosnaaa 3a nederue Ha yHGEKLMM, MOUYMHEHN OT pasiniky BUACRE BakTepui.
Tean vrekLn moraT aa 3acerHat benure gpobose (GPOHXUT UMM NHEBMOHYS), CIIMBULATE
(TOH3UNUT), CUHYCUTE (CUHYWT), YLUUTE (OTWUT Ha CPEAHOTO YX0), MMKOYO-NONoBaTa CUcTEMa (LUCTWT,
YPETPUT, NMENoHEPUT, MHPEKUUN Ha JKeHCKaTa NonoBa CUCTeMa), KoXaTa, KocTuTe (OcTeoMMenuT)
W cTaBuTe.

Mpeau Aa 3anoyHeTe NPUEMa Ha NIEKAPCTBOTO

Tosa nexkapcTso He Tpadea da ce Npuema oT 1A, afepriuvHK KbM BeTa-nakTamHn aHTMbroTLm
(MeHuUMImMHA U uedbanocnopuHK). Ao AeTeTo BY € Mmano (BUe cTe MMann) NPosABM Ha aneprus
(Hanp. o6pwvB) cneg npuem Ha aHTUBMOTUK, TPAGBA fa YBEACMUTE NEKYBALLUA Nekap npegm
3anoysaHe npunema Ha AUGMENTIN.

Ako no Bpeme Ha nedeHneto ¢ AUGMENTIN, npy Bac (npu AeTeTo BU) C& MOsBU KOXEH 0BpuB,
TpAabBa fa cnpete fa Npuemare (HeTeTo By TpAGBaA fa cnpe 4a npuema) NeKapcTBoTO U HesabasHO
42 yBeaoMuTe nekysalluua nexkap.

Mpeaw ga sanouHeTe npuema Ha AUGMENTIN Tpabea ga ce KoHCynTUpaTe ¢ NekyBallns fekap, B
crny4ai Ye, AeTeTo Bu (Bre) cTpaga(Te) oT 3abonsBaHETO MHEKLMO3HE MOHOHYKINE03a (BYPYCHO
3abonABate, NpoTrYaLLO ¢ BUCOKA TeMMepaTypa, NogyTv U GonesHeHy NUMMHY B3N, 1 B HAKOW
Criy4dan Bb3nareHo rmpJsio v yaennyieH Yeped apob).

B cnyvait ve, peteto Bu (Bue) nma(te) npobnemu ¢ Gu6peunTe UM yepHus Apo6, He 3anodsalite
nprema Ha nexapcTeoTO Npean Aa cTe yBedomuny 3a ToBa NekyBauuna nexap. Moxe ga ce Harnoxm
MPOMsHAa B JO3UPOBKATA UMW NPeAnncBaKe Ha APpYro FIEKapPCTBO.

Hsikon nekapcrea, npunaradu ycnopegHo ¢ AUGMENTIN, morat ga noBeaat fo HexenaHu
peakuvv. YeeZomeTe Nekysallna nekap, B cryyai ve npuemare CnegHuTe fekapcTea:
Allopurinol (anonypyHon)
Probenecid (npobenenna).

YeefoMeTe fekysallna nexap, ako AeTeTo Buw/BKe CTpajalTe) oT ChCToSHIE, U3BECTHO KaTo
heHnnKeToHYPUA.

YBeoMeTe nekysaluma nekap 1 ake npremare RPoTUBO3aYaTLYHM fekapeTea. KakTo v npu Apyri
aHTUBMOTMLN MOXeE [a Ce HanoXK a npeanpyemare AoMbLAHUTENHU MEPKM Cpelly 3abpemeHsiBane.

Whchopmupalite nekaps, ako cTe OpemerHa uny umate cbMHEHUS, Ye cTe BpemeHHa. B cnyvaii ve,
cTe BpemerHa He TpsbBa [a npuemaTe ToBa NIeKapcTBO, OCBEH aKo riekyBalluUA nexap He Bu €
nocLBETBAaN APYro.

MoxeTe Aa KepmuTe MNo Bpeme Ha neveHneto ¢ AUGMENTIN.

Kak TpsioBa ma ce npuema AUGMENTIN cycneHcus
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Cria3BaliTe ykasaHWsTa Ha FieKyBallns iexap Kak 11 Kora 4a npuemarte (AeTeTo Bu [a npuema)
riekapcTBoTO. JlekapsT We NpeLeHy AHeBHATA 033 CyCreHeus, KosTo AeTeTo BY (Bue) Tpsabea fa
npnema(re).

AKO MMaTe HAKAKBY BbMNPOCK OTHOCHO NEKapCTBOTO 1 403npoBKaTa My, NOCHBETBANTE ce C neKaps.
Mpuemalite cycneHcuaTa ¢ NOMOLLTa Ha MepuTEnHaTa JaLlka.

[MpenopbuuTeSTHO € CYCNeHousATa Ja ce Npriema B HavanoTo Ha xpaHeHeTo. AUGMENTIN
ocbllecTBsBa ENCTBUETO CU U B CriydanTe, B KOUTO e NPUeT Ha rmagHo.

He crimpaiite npuemMa Ha JIekapcTBOTO NPEAM 3aBbpLUBAHETO Ha TBITHWS KYpC Ha neveHne, Jopu
KoraTo nereto Bu (Bue) ce uysctea(re) no-gobpe

YKASAHUA 3A YNOTPEBA
YkazaHusa 3a npuroresiie Ha Augmentin 457 mg / 5 ml nepopanHa cycneHcus:

1. BymMnxarta ce paskialia gobpe, BokaTo LANOTO KOMYECTBO Npax ce chhepe Ha ABHOTO Ha
Gyrunkara. ,

2. 3a nonyyasareTo Ha 70 ml cycneHeus kKbM npaxa Tpsibea aa ce gobasar 62 ml Boga, T. e. ga ce
no6aBw Boja 40 NMUHUATE, 0TOENs3aHa B TOPHURA INAB brbN Ha €TUKkeTa Ha DyTunkaTa.

3. BytunkaTa ce 3arBaps NbTHO C Kanadkarta i ce pasknalla UHTEH3UBHO.

4. ByTwsKkaTa ce ocTaBsa HENOABWKHO 3a OKOSIO § MUHYTK, 3a Aa Ce OCUTYPU MBNHO AncieprupaHe
Ha npaxa B Te4HocTTa.

YkasaHus 3a ynotpeba U CbXpaHeHWe Ha CycNeHcUATa cries pasTBapsaHe:

ByTunkaTa ¢ npuroTBeHaTa cycrieHous Tpsbea Aa ce pasknalla cunHo npeau Beeku npuem! MNpeau
npuem UNon3BaiTe MepuTenHaTa Yallka, nocTaeeHa Bbpxy karnaukara, 3a [a uaMepute aosara,
KaKTo e npeanncasaTa. BeaHsk pasrBopeHa cycneHcuaTa TpadBa Aa ce cbXpaHsBa B

xnagunHuk (ot +2 °C fo +8 °C) 1 ga ce uU3rosssa B paMKuTe Ha 7 gHU.

KakBo oa HanpaBuTe B CIiyuai, ue AeTeTo BU (BMe) npueme(Te) noBeye OT NpeanUcaHoTo

Manko BEepORTHO € fa Bb3HUKHAT HKakey NpoGnemu Npu Npeaosnpatqe ¢ ToBa NexkapcTBo. AKO
[EeTeTo BY & NpUerno (Bue CTe Npuenu) rno-ronsmo KosiM4YecTBo OT CYCneHonsaTa OT onpefeneHara
0033 OT NeKyBaWVs fekap, Aaiite My 4a usnue (U3NniTe rofisiMo KONu4YecTso BoAa) 1 yBeaomeTe
nekaps.

KakBo fa HanpaBuTe B CNyyai, Ye geTEéTo Bl (Bue) nponycHe(Te) npuem

AKO CTe nponycHanu Aa gageTte Ha geTeTo (fa npuemeTe) eaxa 4osa Augmentin, aiTe My A
(npuemeTe s1) BeAHara womM ce cetuTe. Crep ToBa NpoAbXKeTe NPUeMa, KaKTo rpeay, Ho He
[aBaiiTe Ha geTeTo (He npuemalite) nse A03K efHa Clej Apyra B paMKkuTe Ha eanH Yac.

HexenaHn nekapcTBEHU peakuumn

Hexenanute NekapcTeeHy peakuumn no speme Ha neverneto c AUGMENTIN obuxkHoeeHo ca nekv.
Mpy ManbK BPOit NaLMEHT NEKAPCTBOTO MOXE Aa NPUYKNHN AMapus (HAKOIKO PEAKN NINPaKHEeHNs
Ha feH). [oHsKora Moxe ia C& NOosBUM CTOMALLHO Pa3CcTRONCTBO, FafeHe uny noepbilade. Tean
CUMMTOMI 0BMKHOBEHO ca cnabo uapasenun 1 Morar a 6baar usberHar ¢ npuem Ha cycneHcusTa B
Ha4anoTo Ha XpaHeHeTo. B cnyyaii ye, CUMITOMWUTE NPOABITLKAT UNK CTaHAT NO-TEXKNA,
KOHCYNTUpaiiTe ce © NekyBalins nexap.

Mpu HSKOW XOpa NO BPEME Ha NeveHure ¢ aHTUBNOTULIN MOXe Aa ce NosBu 06p B'ﬁ%!fﬁ?}‘)?
YeegoMeTe HesabasHO NeKyBallua nekap, ako No Bpeme Ha NeyeHneTo ¢ A NHN-T]
(Mpw JeTeTo BY) ce NosBY KoxeH 0Bpus Ml CpGesx.
B mHoro peaku criydan npuembT Ha AUGMENTIN moxe fa 6bae cebpsa
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3aTpygHeHne B AMULaHeTo. Te3n cumiToMy MOXKE fia NPeAcTaBNABaT NposBa Ha Nno-cepurosHa
anepruyHa peaxuUys, VianckBealla cneluHa MeauUuHeKka Hameca. Ako safenexuTe nossa Ha Tesu
CUMMTOMM, NpeycTaHoBeTe Apuema Ha NekapcTBOTO 1 He3abaBHO yBegoMeTe feKyBalluA neKap nnu
ce obageTte Ha bkpaa noMoL

Mpw Hakom xopa neveHneto ¢ AUGMENTIN moxe fa gosefe Ao kaHawaosa (re61uHa MHheKLuUs Ha
BRaranuileTo, yeTHaTa KyxXuHa unmv koxara). JlekysatuysaT nekap MoXe ja npeanuile nekapcisa sa
neveHne Ha kaHaKuao3aTa.

MHOr0 PsIfIKO MOXE 4@ Ce NOsiBN MOBBPXHOCTHA NPOMsHa B LiBeTa Ha 3bbuTe (0T BnefoxenTo A0
katheHukaso ouseTaBaHe), [lobpaTa XurMeHa Ha yoTHaTa KyxvuHa MoXe fa NpeaoTepatit noAsata Ha
ToBa OLBeTsBaKe. Beue nosiBuno ce oupeTABaHe Ha 3b0MTe 0ONKHOBEHO N34esBa crea
NPUKIIOYBAHE Ha NeYeHNeTo 1 NP PeAoBHO N3MUBaHE Ha 3bbUTE.
MHOTO PAAKO MOXKe Aa C& NOABY NMPOMSHa B LBETa Ha €31Ka — [0 XKBNTO, KaaBO UMy YepHO
ouUBETABAHE.
MHOFO psifiKO 1o BpeMe Ha NeyeHue C ToBa NekapceTeo e Habmofasaqo Bbanarerne Ha BbbpeumTe.
TNekapcTBOTO MOXE Aa 06pasyBa KpUCTanu B ypuHaTa (0GUKHOBEHO BUAUMI CaMO NoZ MUKpockon),
BOAELLM A0 NOMBbTHABAHE Ha YpYHATa unv 3aTpyaHeHre (AuckomdopT) npu ypuHupaHe. 3a aa ce
Hamanu BePOATHOCTTA OT MOSABA Ha TE3M CUMMTOMU, ce NPenopbYBa Npuem Ha MHOro TeSHOCTU.
Tpy HAKOW XOpa MOXe Aa ce NoaBu rmasobosnive Wiy 3amMasHoCT, @ MHOMo PAAKO — NoBAWIEHR
aKTWBHOCT MU IbpdoBe. Tean peakumn ca obpaTumn n n3vesBaT Crneq kpas Ha NeveHUeTo.
B mHoro peaku cnydan AUGMENTIN moxxe aa foBege A0 nosasa Ha CepuosHit HEXENaHu peakuum.
YeenomeTe He3aBaBHO NeKyBallys Nekap, ako Npy Bac (Npy ASTETO BU) Ce NOSBM HAKOW OT
criefHvTe CUMMTOMMU:

¢ Texxa auapus, KOATO MOXE [a e KbpBasa.

¢  THbMHO OUBETABAHE Ha ypuHaTta u/unu cbesyseTaBaHe Ha N3NpaxHeHUATa.

e [oxbnTABaHE Ha KoXaTa 1 BAnara JyacT Ha ouuTe. .
Tean cumnToMmn ca HaGnmogasaHy rMagHO NpyM MBXE W NaLWeHTH B HanpejHana BbL3pacT, npuemanu
AUGMENTIN gwbnro Bpeme. Te MOXe fa ce MNpOoABAT A0 HAKOMKO CeaAMULN GNed Kpas Ha fleHeHneTo
1 06uKHOoBEHO ca obpaTimn.
B cnydaii, ye ¢e Hanara fia Bu 646 HanpaseHo (fa Obae HanpaseHo Ha 4eTeTo BU) n3crnefsaHe Ha
KpbBTa, YBEAOMETE fieKaps, Ye npuemate (aeteto By npuema) AUGMENTIN. Tosa e saxHo, B
kato AUGMENTIN Moxe fa aoBefe 4o KpaTKoTpaliim npomeHn B 6posi Ha KPBBHUTE KNeTKn
(0BpaTnMo HamarseaHe Ha Gposi Ha BernuTe KpLBHY KNeTky, obpaTMo HamarsasaHe Ha 6pos Ha
TPOMGOLIMTUTE (KPLBHYW KNETKW, YYacTsall B NPpOLECUTEe Ha KPbBOCHCHPBAHE) Y B MHOTO PeAKM
cnyyan oBpaT¥Mo HamansiBaKe Ha Bpos Ha YepPBeHUTE KPBBHU KNeTKy).

YBeJoMeTe Nekaps Cu1, 1 3a BCAKa Apyra CMylLaBalla peakLuma, nossuia ce rnpu AeTeTo Bit (Mpw
BaC), KOATO MOXE ¥ [la HE @ onucaHa B Tasyl IUCTOBKA,

Kak ce cbxpansiea AUGMENTIN

¢ [a ce cbxpaHnaBa npu Temnepatypa nog 25°C, B opuruHankaTta onakoska, Ha Cyxe MsCTo.
e Cnep pa3sTBapsHe Ha npaxa, noryveHara cycnexcus Tpsibea fa ce CbXpaHaBa B XnaausiHAK
(oT +2°C po +8°C), 3a nepuof, He No-gbnkr 0T 7 gHW. [la He ce sampasAea.
o Cobxparssaiite AUGMENTIN, KakTo Y1 BCAKO [PYro NEKapcTBO Ha MACTO, HEAOCTLNHO 3a AdLa.
e He uanonssaliTe NeEkapcTBOTO CNe AaTaTa Ha U3TYaHe Ha cpoka Ha rofiHOCT, NocoqeHa BbpXy
onakoskara.

AUGMENTIN (AYTMEHTWH) e sanaseHa Thproscka Mapka Ha GlaxoSmithKline Group of companies




