JInctoBka: undopmanus 3a norpednrenn

AyrmenTHd 400 mg/57 mg/S ml npax 3a nepopanHa cycnenins
Augmentin 400 mg/57 mg/5 ml powder for oral suspension

aMOKCHUMNKH/KnaByaaHoBa kucenuHa (amoxicillin/clavulanic acid)

IIpoyeTeTe BHUMATEHO IAIATA JIHCTOBKA, NPeAH JA 3aN0OYHETE 4 AaBaTe HA Bamero nere

TOBA JIEKAPCTBO, Thit KATO TH ChALPXKA BaXxHa 3a Bac nundopmanus.

- 3anasere Ta3u JUCTOBKA. MOXe 1a ce HANOXKM Ja A NpoYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JONBJIHUTENHA BBIIPOCH, NonuTaite Bawina nekap, papmauesT WK
MEIHLMHCKA CecTpa.

- Toea nexapcTso 0OMKHOBEHO ce npeAnucBa Ha aere. He ro npeorcTbneaiite Ha Apyru xopa. To
MOXE Aa UM HaBpeAH, HE3aBUCHMO Y€ NPU3HALMTE Ha TAXHOTO 3abongaeaHe ca ChUUTE KAaTo HA
Bawero aere.

- AKO zerero By nonyun HAKaKBH HEXENAHK JIEKAPCTBEHU PEAKLMU, YBenoMeTe Bawus nekap,
dapmMauLeBT WIH MEAKRUWHCKA cecTpa. TOBa BKJIIOYBA ¥ BCHUKH Bb3MOXKHH HEXENAHH PEaKLIUM,
HEONMUCaHN B TA3UW JIMCTOBKA. BukTe TOUKa 4.

KaKBO CHALPXKA TA3H JHCTOBKA
KakBo npeacrasnssa AyrMEHTHH U 33 KaKBO CE U3NO0M3BA [omosre . Mouscomemme 2

Kakeo Tps6Ba na 3Haerte, npeau Aa aaaete AyrMeHTHH g g m(f' _‘?
Kak na nasare A)’I‘MEHTHH _ . o eerrirenssresir st mt v st an p s a e TRt n s
BB3MOXKHH HEXETaHH peakLHH
Kak na cbxpaHaBate AyrMeHTHH
CbabpKaHye HA ONAKOBKATA W NONMBIAHUTENHA HHPOpMALIW}

AN ol hle

1. Kaxkso npeacTaBisaBa AyrMeHTHH H 32 KAKBO ¢€ H310/13Ba

AYTrMEHTHH € aHTHOHOTHK u AeHCTBa, KaTo YOHBa OaKTEpUKUTE, KOUTO NPHUYUHABAT HHPEKLIKH.
Cbabpika ABE pa3lIMuHK JICKAPCTBA, HAPEYEHH aMOKCHLIMITHH Y KJ1aBYIAHOBA KHCEANHA.
AMOKCHLHJIHH NPHHALJIEKH KbM FPyNa JIEKapcTBa, HaApeUeH! ,,NEHHLHWTHHHU®, YHeTOo JeHcTBue
NOHAKOra MoXke Aa Oba¢e cnpAHO (Aa CTaHAT HEAKTHBHH). JIpyroTo akTHBHO BELIECTBO ( KIIaBy/1aHOBA
KHCEJIMHA) NpEYH TOBa [a CE CNYHM.

AyYTrMEHTHH C€ W3MOJ3Ba NMPY Bb3PAcTHU U JIELA 32 JIEUSHHE Ha CREAHUTE HHPEKLIMK:

. HHPEKLHH Ha CPEHOTO YXO H CHHYCHTE

. MHPEKLIMK HA ANXATETHUTE NbTHLLIA

. HH(PEKUMH Ha MUKOYHHUTE NbTHLIA

. HHQEKLIMK Ha KOXKAaTa U MEKUTE TbKaHH, BKJIIOYHTENTHO 3bOHH HH(pEKLMH
. HHEKUMH HA KOCTUTE K CTaBHTE.

2. Kaxso Tpua6sa 1a 3HaeTe, npean Aa AaeTe AYrMEHTHH

He nasaiite AyrmeaTnH Ha Bamero gere:

. aKo TO € aJICPrHYHO KbM AMOKCHULUJIMH, KNAaBY/IAHOBA KHCENHHA, NEHULIMAUH HITH KbM HAKOR OT
OCTAHAIIKTE CBCTABKH HA TOBa JIEKapCTBO (M3OpOeHHU B TOUKA 6).
. aKo zereto By € uMano Texka anepruuHa peakuus KbM HAKo# Apyr autubGuortux. Toea
Aa BKAIO4Ba KO’KeH OOPHB WAK NOAYBAHE HA JTHUETO WIH MbPIOTO. /
5
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. aKo aerero By € nMano yepHoapoOHU NpobaeMu WK XbATEHHLA (MoK BATABAHE HA KOXKATA)
py MpUeM Ha aHTHOUOTHK.,

=  He agasaiiTte AyrMeHTHH HA BalieTo JeTe, aK0 HEIIO OT NOCOMEHOTO NO-TOPe ce OTHACH 10
Hero. AKO HE CTe CUIYPHM, FOBOPETE C HEFOBMA NIEKap WK dapMaLesT, NpeaH aa NaaeTe
AYIrMEHTHH.

[IpeaynpexaeHds H NpeAnaIHA MePKH
['oBopere ¢ Bawusa nekap, papmaueBT Win MeHLIMHCKA CECTpa, NIPpeaX Aa JaAeTe Ha JETETO CH
AYIrMEHTHH, aKO TO:

. “Uma MHPEeKUHO3HA MOHOHYKJIE03a
. ce JIeKyBa 3a 4epHOoApoOHU maH 61LOpeunn npobnemu
. HE YPHHHpA peaOBHO.

AKO HE CTE CHI'YPHH 14 HELWO OT MOCOMEHOTO MO-rope ce oTHaca a0 Bawero gere, roropete ¢
HEI'OBMA JiEKap WIIH apMaleBT, NPEAU A4 dageTe AYrMeHTHH.

B HakoH cnyuan Bawuar nekap moxe Aa u3cieaBa BHAA Ha DaKTEPUUTE, KOHTO MPHUYHHABAT
nudekunaTa npu Bauiero aete. B 3aBUcUMOCT OT pe3yaTaTuTe Ha neteto By Moxke na Gbae
MpeANnHCcaHa pa3/iiiHa KOHUEHTpaUHWA Ha AYTMEHTHH WM APYTO JIEKApCTRO.

CheTosHNA, 32 KOHTO € He0DX0AHMO Ja CIeanTe

AYFrMEHTHH MOJKE 1 BAOCUIW HAKOU ChLLECTBYBALLK 3a00NABaHHA HIM a NPUUHHH CEPHOIHU
HEeXKENaHH peakuuH. Te BKIIOYBAT ANIEPrUYyHH peakLUH, IbpUuoBe (MPUNaabUH) U Bb3NaJeHUEe Ha
acbenoto uepso. Tpabea na cneauTe 3a onpeneneHn CHMNTOMH, A0KaTo Balero aere npuema
AyYrMeHTHH, 3a Ja HAMAJIUTE PHCKA OT KRKBHTO M aa € npobaeMu. Buwxre ,,.Cvcmosnua, 3a koumo e
Heobxo0umMo Oa creoume ' B Touka 4.

HicneaBaHHnA HA KPBLBTA H YPHHATA
AKo Ha fieTeTo Bu ce npaeaT KpbBHM W3CeIBaHUA (KaToO H3CEABAHHA 3a ChCTOSHHETO HA YE€PBEHUTE

KPbBHH KNETKH WIH U3CNEABAHHA HA YepHOAPOoOHaTa DYHKLMSA) UK H3CNIEBAHHUS HA YpUHaTa (3a
rJII0KO3a), KaKETE Ha JlIeKapsa WAX MEAULIHHCKATA CecTpa, Ye TO npueMa AyrMeHTHH. ToBa ce Hanara,
TbH KaTO AYIMEHTHH MOeE J1a NOBAUAE Ha pe3yNTaTUTE OT T€3H BHAOBE H3C/EeABAHUA.

Apyru lekapcTBa H AYrMeHTHH
TpabBa na xaxere Ha Bawns nekap unu ¢apmauesr, ako aerero Bu npdema, Hackopo e npuemato
HIIY € Bb3MOXKHO J1a NpUeMa ApYTH JIeKapCTBa.

Axo Baiuero aere npuema anonypuHo (M3M0I3BaH 3a IEYEHUE Ha NOAArpa) ¢ AyrMeHTHH,
BEPOATHOCTTa 4 NMOMY4H KOXKHA afleprHyHa peakLuyda MOXe 1a € Mo-roisMa.

Ako BaweTo nere npueMa npobeneuna (M3non3ead 3a ieyeHHe Ha noaarpa), BawusT nexap moxe aa
pelIM fa KOPUTHpa N03aTa H2 AYTMEHTHH.

AKOQ NlekapcTsa, KOMTO Npeanas3sar oT obpa3yBaHe Ha KPbBHH ChcHpeuM (KaTto BapdapHH), ce npuemar
3a€HO ¢ AYrMEHTHH, MOXKE N1a C€ HAJIOXKHK NPOBENAAHETO Ha JOMbIHUTENHH KPbBHH H3C/I€IBaAHHS.

AYrMEHTHH MOXe 1a MOBJIMAE Ha HaYMHa, N0 KOWTO AeHCTBA METOTPEKCaT (JIeKapCTBO, KOETO Ce
H3MON3Ba 3a JieYeHHE Ha paK KWK peBMaTHUYHK 3abonABaHHK).

AYTMEHTHH MOXKe J1a NOBMKAE HA HAMMHA, NO KOMTO AeiicTBa MUKodeHonaT ModeTHn (1eKapcTs
KOETO C€ M3MON3Ba 3a NPEAOTBPATABAHE Ha OTXBBLP/IAHETO Ha TPAHCTUIAHTUPAHH OPraHi).




bpeMeHHOCT, KbpMeHe H PepTHIANTET

Ako Bawero aete, koeTo ule 3anouHe Ja NpUemMa TOBA IEKApCTBO, € OPEMEHHO WIH KbPMH, CMATA Ue
MOXKE 213 € OpeMEeHHO UM IaHupa OGpEeMEHHOCT, NOCHBETBANTE Ce C HEroBHA Jiekap WK dapMaLeBT
npeau ynorpebdara Ha TOBa JIEKapCTBO.

Hlo¢pupane n padora ¢ MAIIHHA

AYTrMEHTHUH MOJKE J1a MPUYHHU HEXENaHU PEAKLIMKH H CUMITTOMUTE Morat aa Bu Hanpagsr
HecnocoOHH Aa wodupare.

He wodupaitte ¥ He paboTeTe ¢ MalMHK, OCBEH aKO ce YyBCTBaTe aobpe.

AYrMEeHTHH CBABbPAKA acnapram, GEH3H/I0B AJIKOX0J B MAJITOAEKCTPHH

. ToBa nexapcTso ChAbPKa 2,5 mg acnapTaM Ha MUJTUNUTBLP. ACNapTaMbT € U3TOUHUK Ha
¢enmnananny. Tol Moxke na HaBpeau Ha aeua, poaeHH ¢ PEHUIKETOHRYPHS, PRIKO NEHETHUHO
3a0onsABaHe, MpU KOETO € HaTpyMNBa (eHHNANAHHH, ThbH KaTO OPraHu3IMbT HE MOKE Aa ro
OTAENA NPAaBUIIHO.

. AYIrMEHTHH CbABPHKA CAeau OT OeH3UNOB ankoxon. BeH3NNOBHAT aTkoXxon Moxke Aa TPHUYHHH
ajJEPru4Hy peakLMHu.
. AYrMEHTHH CbAbpXKa MANTOAEKCTPUH (rtoko3a). Axo BawusT nekap Bu e kazai, ue nereto By

MMa HEMOHOCHMOCT KM HAKOH 3aXapH, CBBPKETE CE€ C Hero npeau Balbero aere ga 3anovHe na
fpyemMa TOBAa JIEKApCTRO.

3. Kaxk na napare AyrMeHTHH

Bunaru nasaiite ToBa IekapcTBO TOHHO KakTo Bu e kazan Bawnat nexkap nin dapmauest. Axko He cTe
CHI'YPHH B Hello, nonurante Bawus nekap wau dapmalesT.

Bun3pacTHH H Zena ¢ Teqecno Terao 40 kg uam noseve
. Ta3u cycneH3na 0OMKHOBEHO He ce NpenopbUBa NPH Bb3PaCcTHH M Aeua ¢ TenecHo terno 40 kg
H nopeue. O0bpHeTe ce kbM Bauums nekap wnu papMmaleBT 3a CbBET.

Hena c Tenecno Teryio moa 40 kg

Beruku 103M ca onpeaenelk Cnopea TENECHOTO TENJIO Ha IETETO B KHIOTPaMH.

. Bawnar nekap we Bu nocweeTBa Konko AyrmeHTHH TpaOBa na nasarte Ha Bawero aere.

. B onakoBKaTa MOXe 1a HMa M1acTMAacoBa MEPUTENHA JBKHYKA WK CIpHHUOBKA. B kpas Ha
Ta3H JIKCTOBKA Ca NalcHH HHCTPYKLIMM Kak 1a W3non3sare CIPUHLOBKATA 3a no3upaHe. Tpabea
Ja U3NOJ3BATE M1aCTMAcoBaTa MEPUTENHA TbXHUYKA WIH CNPHHLIOBKATA, 3a 44 JIafeTe
npasWwiHaTa 103a Ha Bawero gere.

. [Ipenopburrtenta ro3a — 25 mg/3,6 mg/kg/anesno (0,4 ml cycnensus/kg/nHesHo) Ao
45 mg/6,4 mg/kg/nnesHo (0,6 ml cycnensus/kg/nHesHo), pazneneHy Ha ABE OTIENHH AO3H.

o Ilo-Bucoxka po3za — o 70 mg/10 mg/kg/anesro (1,0 ml cycnensusa/kg/anesHo), pasaenenu Ha
ABE OTAC/IHH JO3H.

ITannenTH ¢ 6LOpeunH H YepHOAPOOHA NpPobaeMH

. Axo aeteto Bx nma npobnemu ¢ 6u6peunte, no3ara Moxe aa Obae no-Hucka. Bawmnar nekap
MOXke g u3bepe pa3IMuHa KOHUEHTPaLUKUA Ha AYIMEHTHH WK APYro JIEKAPCTBO.
. Ako aerero Bu vma npoGnemn ¢ HepHus apob, MOXke MO-4eCTO Aa MY C€ NIPABAT KPbBHH

H3CNeABaHUA, 3a 1a Ce NpoBepaBa Kak paboTH YepHHUAT MY APoD.

Kak na 1asaTe AyrMeHTHH

. Bunaru pazknawaiite OyTunkata no6pe npeau npuemane Ha BCAKA J103a. TR
. JapaiiTe 5ekapcTBOTO B HAYANOTO HA XPAHEHETO WIH MAJIKO Npeay TOBa. T WHTE R R
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. Pasznpenenere N03UTE Ha pasHH WHTEPBAIM OT BPEME NPe3 IEHA, HAK-MaAKo Ha 4 vaca. He
AapaiiTe ABe NO3M B PaAMKHTE HA eJHH Yac.

. He nasaite AyrMeHTHH Ha Bawero gere 8 NpOABIKEHHE HA MOBEUE OT 2 CEAMHLNA. AKO TO BCE
OLLE HE ¢e YyBCTBa A00pe, TpabBa OTHOBO 1a NOCETUTE eKaps.

AKO cTe A/ NoBe'Ye 0T Heo0X0AUMATA 1032 AYrMEeHTHH

AKo cTe aanu Ha Bawero gete noseue ot Heobxoaumara n03a AyrMEHTHH, NPU3HALIATE MOraT aa
BKAOUBAT NpobJiEeMH CBC CTOMaxa (rageHe, NOBPbLLAHE WK AWAPpHA) MK rbpuoBe. OOLpHeTe ce KbM
NIEKyBallua JieKap Bb3IMOXKHO Ha-Obp30. B3eMere OyTuikaTa Ha NEKapCTBEHHWA NMPOAYKT, 32 A4
MOKAKETE Ha NeKap4.

AKO cTe NpONYCHAIH A4 AaAeTe AYrMEeHTHH

AKO CTe nponycHany Aa Aanere ao3a Ha Bauleto aere, naire 1 BeqHara cnep kato ¢e cetute. He
TpabBa Aa AaBaTe cieaBalaTa 403a TBbpAe CKOpo M TpabBa J1a H34akaTe OKOJIO YETHPH Yaca, Npeau
Aa A paxgere. He B3emaiTe nBOKHHA 1032, 3a 1a KOMAGHCUPATE NMPONYyCHATATa J034.

Axo getero BH cnpe Aa npHeMa AyrMeHTHH

IIpoawikere Aa naBate AyrMEHTHH Ha Bawero aete ao 3apbplLiBaHe Ha NPEANTHCAHOTO JIEYEHHE,
JIOPH aKO e 4yBCTBa N0-200pe. 3a cnpapsiHe ¢ HHpeKUMATA Ca MY HEOOXOAHMH BCHUKH I03H. AKO
HAKOW OaKTEpPHH MPEKMBEAT, TE MOXKE N1a AOBEAT A0 Bb30OHOBABaHE HA MHGEKLIMATA,

AKO UMaTe HAKAKBH ROITb/IHWUTENHU BLIIPOCH, CBbP3aHH ¢ yroTpebara Ha TORA NEKApCTBO, NONUTAHTE
Bawtus nexap, papMaleBT WK MEAHLIMHCKA CecTpa.

4. Bb3MOXKHH HeXKeNAHH PeaKIHH

KakTo BCHUKH IeKkapCTBa, TOBA JIEKAPCTBO MOXE /1a NPeJH3BHKA HEXENTaHH peakLUH, BLIIPEKH YE HE
BCEKH Iy nony4asa. HexkenaHute peakumnu, n3bpoeHy no-1o1y Morat ga ce HabnioaaBaTt Nnpy NPHEM
Ha TOBa JIEKAPCTBO.

CrherosHAA, 32 KOATO € HeoDXoAMMO 1A CIIeaHTe

AJIEPrHYHH PeaKHHH:

. KOKeH 0OpHB

¢ Bb3NaJIEHHE HA KPbBOHOCHHUTE CbA0BE (8ackyaum), KOETO MOXE Aa ¢€ NMPOSABH KAaTO YEPBEH WU
BHOETOB penedeH oOpUB No KoXkaTa, HO MOXKe 14 3aCErHe W APYTH YacTH OT TAAOTO

. NOBULLEHA TEMNEpPATYpPa, CTaBHU OONKH, NOAYTH NHMOHHK Bb3TH B 00/1acTTa Ha LUKATA,

NMOAMMLIHHLIMTE WK B CTaOUHHTE
NnoAyBaHe, MOHAKOra Ha JIMLIETO WITH IbpAoTo (arzuocedem), NPUUMHABALLO 3aTPYAHEHO AMILAHE
* NpUNaabK
* rpbaHa O0Ka NpH anepruvHa peakuus, KOATO MOXE J]a € CUMNTOM Ha NpeJH3BHUKaH OT
anepruyHaTa peaxkuua cbpaeyeH uadapkT (cuHapoM Ha KyHuc).

9  OO0npnere ce ne3abaBHo KbM JieKap, ako BalieTo AeTe nonyuu HAKOH OT T€3M CHMOTOMHM.
Cnpere npHeMa Ha AYrMeHTHH.

BninasiieHne HA Ae6€JI0TO YepBO
Bu3naneHne Ha 1e0enoTo Yepso, KOETO NPHYUHABA BOJHHCTA AHAPHA, OOHKHOBEHO C KPbB H Ciy3,
Ooska B KOpeMa W/UNH NOBHLIEHA TEMIEpaTypa.




EHTEepOKOJIHTEH CHHAPOM, NPEIAIBHKAH OT IPHEM HA JIEKAPCTBOTO

HMa cbobiileHHs 3a EHTEPOKONUTEH CHHAPOM, NPEAU3BUKAH OT MPHEM Ha JIEKAPCTBOTO, FJ1ABHO MPH
Aeua, npueMallly aMOKCHUMIIHH/KaBy1aHOBa KHCENUHA. TOBa € onpeaeneH BUA allepruuHa peakLus ¢
BOJEL CHMITTOM MHOMOKpaTHO nospbilaHe (1 — 4 yaca cien npuiaraHe Ha NEKapcTBOTO).
JoNMbAHUTETHH CUMIITOMH MOraT Aa Obaar Oonka B Kopema, neTaprus, AMapusa 0 HUCKO KPbBHO
HaIfAraHe.

OcTpo Bb3nasieHHE HA NAHKPeaca (0CTBD NAHKPEATHT)
AKO MMaTe CWIHA U NPOABIDKUTENHA 60nKa B 001aCTTa HA CTOMaxa, TOBa MOXE /1a € TIPH3HAK Ha

OCTLP NAaHKpEaTHT.

=2 Ob6bpaeTe ce kbM Banina aexap 3a ChbBeT BL3MOKHO Hall-01p30, ako BauleTto aere nonyus
Te3H CUMITTOMM.

YecTH HEXE/IaHH peaKIHH

Takupa, KOUTO MOraT Aa 3acerdar o | Ha 10 nauueHTH

¢ KaHAKA038 (Npean3BUKaHa OT candida — rbOMYHa MHADEKLIHA HA BNAraiMIIETOo, YCTAaTa WK
KOXKHHUTE I'bHKH)

raacHe, oco0EHO NpH NpHEM HA BUCOKW A03H

aKO UMarTe TaKkuea npobaemu, npuemanite AyrMEHTUH NPEAH XpaHEHe

MOBpLUIAHE

AHapHA (npu aAeua).

..ll

He4ecTn HeXelaHH peakilHH

Takupa, KOUTO MOFaT da 3acerHaTt Ao | Ha 100 nauueHTH
° KOXKEH 00pHB, CHpOeXK

penedeH cbpbai odpus (ypmuxapus)

HApYyLLIEHO XpaHOCMHNAHE

3aMaHBaHe

rhnagobonue.

HeuecT He)xenaHHW peakLiMK, KOWTO MOraT f1a ce Habnioaasar B KPbBHUTE W3C/IEABAHHUA:
. [oBHUIaBaHe Ha HUBATa HA HAKOH BELUECTBA (exH3uMu), NPOU3BEXKIAAHH OT YepHHUS Ipo0.

PeaKn HeXeIaHA peaknHH
TaxkuBa, KOUTO MoraTt Aa 3acerHat 40 | Ha | 000 nauueHTH

. KOXKEH OOpHB, KOHTO MOXKE 21a € KaTO MEXYPH M MPUIMYA HA MASIKH MHLIEHU (LIEHTPANHY TbMHH
neTHa, 3a00MKONEHH OT Mo-cBeTNia 06nacT ¢ ThMEH KOHTYP No nepudiepusra — epumema
myamughopme)

>  ako 3abenexure HAKOH OT T€3M CUMNTOMH, He3abaBHO ce OObPHETE KbM JeKap.

Pelky HexxenaHu peakilii, KOUTO MOTAT Aa ¢€ Hab/liolaBaT B KPbBHUTE H3CIIEABAHUA:
. HaMAJIABAHE HAa OpOd Ha KIETKWTE, YHacTBAWM B CbCHPBAHETO Ha KPbBTa
. HaMansAaBaHe Ha 6pos Ha OenuTe KPBbBHHU KIIETKH.

C HeH3BeCcTHA YecToTa
HecroTaTta He Moxe Ja Obae onpeaeneHa OT HANHYHHUTE AAHHM.

¢ AJNlepru4yHH peaKkumH (BHIKTE 1o-rope)

. BrananeHue Ha 1e0enoTo yepBo {BUXKTE No-rope)

- Bu3naneHue Ha oOBMBKUTE Ha rIaBHHUA U FpLOHaUHNA MO3BLK (acenmuyen mMenuneum)
* CepHo3HY KOXKHH peaKuHuH:




NPUYHHABALILA OOLUMPHO H3NIOLLBaHE HA KoxaTa (noeeue ot 30% oT TenecHaTa NOBLPXHOCT —
MOKCUYHA eNUOEPMANHA HEKPOAU3QA)
— LIKPOKO pa3NPOCTPAHEH YEPBEH KOXKEH ODPHB C MANKH MEXypUeTa, ChAbPIKALLH FHOW
(6ynozen excgporuamueer oepmamum)
—yepBEH, JIIOLIELL ¢ OOPHUB ¢ NOAKOKHU OYUKH U MEXYDH (ex3aHmeMHa nycmyno3q)
- rpynonoaoOHH CHMNTOMH ¢ 0OpuYB, NOBHIIIEHa TEMITEPATYPa, NOAYTH TUM(MHH Bb3NH H
OTKJIOHEHHUS B PE3YNTATHTE OT KPBLBHUTE H3CNeABAHUA ( BKIKOUYHTENHO MOBULLIABAHE Ha
Opos Ha OesMTe KPBbBHU KIETKH (€03unodurus) ¥ Ha CTOMHOCTUTE Ha YepHOApPOOHHUTE
€H3UMH) (N1eKapcTBeHa peakuus ¢ €o3HHodunua 4 cucteMHH cuMnTomMi (DRESS))
- yepaeH 0OpuB, 0OMKHOBEHO ABYCTPAHHO MO CEAANMILETO, TOPHATA BLTPELIHA CTpaHa Ha

beapara, NOAMUUWIHKLMTE, LUKMATA (CHMETPHYEH JIEKAPCTBEH HHTEPTPUIHHO3EH H
dbaexcypeH ex3aHTeM (SDRIFE — Symmetrical Drug-Related Intertriginous and Flexural

Exanthema)).

= He3zabaBnao ce 06LpHETE KbM JIeKap, aKo Bamero AeTe moJyeH HAKOH OT Te3H CHMIITOMH.

. OOpHB C MEXYPH, NOJAPEAECHH B KPbI, ¢ 0Opa3yBaHE Ha KOPHUKA B Cpe/laTa, WilH KaTo HAHU3 OT
nepny (runeapra IgA 6orecm)
* Bb3MANEHHE Ha YepHUA apod (xenamum)

XBITEHHULA, NMpeaU3BHKaHa OT NOBHLIABaHE HA OMNUpPYOHHA (BELECTBO, KOETO Ce NPOU3BEK I

B uepHus ApoO) B kpbBTa. BCrneacTeue Ha ToBa KoxkaTa U 6anaTa 4acT Ha o4HTe Ha Bawero

JleTe MOXKE @ H3TNEHAAT XKbITH.

Bh3NajicHUE Ha KaHayeTaTa Ha 61u0petuTe

3abaBAHe HA CbCHPBAHETO HA KPbHBTA

XUNEPAKTHUBHOCT

rbpYOBE (IpH XOpa, NPHEMALLIH BHCOKH A03H AYIrMEHTHH, UTH NpH Xopa ¢ ObOpeuHH

npobnemu)

YepeH €3HK, KOHTO H3rnexaa ,,0KOCMEH”

. OLBETABaHE Ha 3b0UTE (NpH aeua), KoeTo 0OMKHOBEHO CE OTCTPAaHIBA YPe3 H3MHBAHE Ha
3p0uTE.

Hexenauwu PCAKLUHH, KOHTO MOTaT Ja CC HabnlogaBaT B U3CNEeABAHUATA Ha KPbBTa HITH YPUHATA.

. CEPHUO3HO HaMaIsBaHe Ha Opos Ha Oe/INTe KPbBHH KJIETKH
¢ HaMmaneH Opoi Ha YEPBEHHUTE KPbBHHU KIETKU (XeMOIUMUYHa aHemus)
. KPHCTaNH B YPHHATA, BOICWH A0 OCTPO YBPSKAAHE HA OLOpeuuTe.

Cho0maBaHe HA HeXKENAHW PEaAKIHHA

AKO MOly4YHTE HAKAKBHU HEXENAHH NEKAPCTBEHH peakLiuu, yeeaomere Bawins nekap wiu ¢papmaliesr.
Tosa Bk/1IOYBa BCHUKH Bb3MOXKHH HEOMHCAHH B Ta3M JIKCTOBKA HeXKeNaHH peakumy, MoxeTe chlIo Aa
cbO0LMTE HEXENaHH peaKLIMK AUPEKTHO Ha:

HN3nwnHuTENHA areHuya Mo nexapcTBaTa

yn. . JdamsaH ['pye* Ne 8

1303 Codmus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTo chobiuaBare HEXENAHN peakLiMK, MOXKETE Ja 1aZieTe CBOS NPHHOC 34 MOJIYYaBaHe Ha roBeve
MHGQOPMaLIMA OTHOCHO 6e30NacHOCTTA Ha TOBA JIEKapCTBO.

S. Kak 1a chxpaHaBaTe AYyrMeHTHH

Jla ce chbXpaHsBa HA MACTO, HEAIOCTHLNHO 3a AeLa.




IIpax 3a DepoOPATHA CYCIIEHINS
Ila ce cbXxpaHsaBa B OPMIrHHAaNHATA ONAaKOBKA, 3a /1a C€ NMpeAnasy oT BJara.

Jla He ce cuxpansaea Han 25°C.

He u3non3saiTe TOBa N€KapCTBO CNEl CPOKA Ha FOAHOCT, OTOENA3aH BbPXY KAPTOHEHATa OMAaKOBKA
caen ,l'onen no:*. CpokbT Ha TOAHOCT OTroBaps Ha NOCACAHHA JeH OT NOCOYEHUA MECELL.

IIpuroTBeHa nepopajHa cycrnensns
Ila ce cxxpaHaBa B xnaauiHuk (2°C — 8°C).
Ha He ce 3ampa3ssBa.

Cnen npuroTteaHe cycrnieH3usra TpsaOBa Aa ce H3NON3BA B PAMKHMTE Ha 7 AHMU.

He n3xBbpnsiiTe fekapcTBaTa B KaHANU32LHATA WK B KOHTEHHEpPa 38 JOMALLHH OTNAABLLH.
[lonuraiite Bamma ¢papmaueBT Kak na M3XBBLPIATE IeKapCcTBaTa, KOUTO Beue He uznonssare. Tezu
MEPKH 1lie CIIOMOrHAT 3a ONAa3BaHE Ha OKOJIHATA Cpea.

6. Coabpxanne Ha ONAKOBKATA H AONBLJHHTETHA HRPOpMANHS

KakBo ¢baAbpKa AYyrMeHTHH

. AKTHBHHTE BEIIECTBA Ca AMOKCHLIMAMH W KNaByJiaHOBa KHcennHa. Beekn 1| ml ot cycnensusTa
ChABbPXKA AMOKCHLIWIIMH TPHXHAPAT, €KBUBAJIEHTEH Ha 80 mg aMOKCHLIHJIMH, K Ka/THEB
KJaBynaHaT, €EKBHBaNeHTEH Ha | 1,4 mg knaBy1aHOBA KHCEJIHHA.

. Hdpyrute cbetaBku ca: acnapram (E951), kcaHTaHOBa ryma, CUITHUMEB AHOKCHI, KOMOWAEH
0€3BOAEH CHIIMLIMEB JUOKCHA, THTapHA KUCEHHA, XMITPOMENO3a, CyXa MOPTOKaNoBa
eceHLns 1* (chabpxka OeH3nnoB ankoxon), cyxa NOpToKanoBa eceHUHUA 2¥, cyxa MajHHOBA
eCeHUMA™ M CyXa €CEHLHA ,,31aTeH cHpon ™ (*cbabpka v MAITOAEKCTPHH).

. Bixte Touka 2 3a NONBbAHHUTENHA BayKHA HHGOPMaLHA OTHOCHO acnapTam, 6EH3UN0B aNKOX0N U
MANTOOEKCTPUH B AYTMEHTHH.

Kak w3rexaa AyrMeHTHH H KAKBO ChIbp/Ka ONaKOBKAaTA

AyrmenTHn 400 mg/57 mg/5 ml npax 3a nepopanna cycnensus npeacrasiassa 641 A0 nouTH 6an npax
B OyTHNIKa OT npo3pa4yHo cTbkNo. Cnea npuroTeaHe OyTuakarta chaspxka 35 ml, 70 ml uau 140 ml
TEHHOCT C 0N K0 KaeHUKAB UBAT, HAPEYEHA CYCNEH3NA.

He BCHuKY BUIOBE ONaKOBKM Morat Aa 6baaT nycHaTH Ha nasapa.
IIpnTexkaren Ha paspemieHHeTo 3a ynorpefa B npou3BOAHTEN

IIpaTexaTten Ha pazpenieHneTo 32 YROTpeba
GlaxoSmithKline Trading Services Limited,

12 Riverwalk, Citywest Business Campus,
Dublin 24, Upnanaus

IIponiBoanTen

Glaxo Wellcome Production,
Zl de la Peyenniere,

53100 Mayenne, ®panumns




ToBa siekapcTBo € paspenieHo 3a ynorpeda B AbpXaBuTe — 4JIeHKH Ha EBponefckoTo
HKOHOMHYECKO NpocTpancTBo H B ObeannenotTo kpaacreo (Cesepna Hpaanausa) noa caeanure

AMCHA:

Asctpus — Augmentin 400 mg/57 mg/S ml Pulver zur Herstellung einer Suspension zum Einnehmen
Multifruchtgeschmack

buiarapus — AyrmeHTuH 400 mg/57 mg/5 ml npax 3a nepopanHa cycneH3us

Xbpearus — Augmentin 400 mg + 57 mg/5 ml prasak za oralnu suspenziju s okusom voéa
Kunbp — Augmentin Mixed Fruit

Yewka penybnuka — Augmentin

EctoHug — Augmentin Fruit

®panuns — Augmentin 80 mg - 11.4 mg par ml Poudre pour suspension buvable
['epmanus — Augmentan Kindersaft

["pums - Augmentin MF

YHrapusa — Augmentin DUO

Upnauans — Augmentin Duo Mixed Fruit

Hranua — Augmentin

JlarBug — Augmentin Fruit 400 mg/57 mg/S ml pulveris iek3kigi lietojamas suspensijas pagatavo$anai
JluTea - Augmentin

Manta — Augmentin Duo Mixed Fruit

Hopeerna — Augmentin

[lonwa — Augmentin MFF

[loptyranuas — Augmentin Duo

PymbHUa — Augmentin FP

Cnosakus — Augmentin DUO s prichut'ou mieSaného ovocia

Ob6eauneHo kpanctBo (CeeepHa Mpnanaus) — Augmentin Duo

JaTa na nocreaHO npepasriaexaane #a agucroskara: 05/2024




| IIpenopuxka/MeannHHCK2 HHGOpPMAN RS

AHTUOHOTHUMTE Cca NpeAHa3HAuYEHHU 3a NeveHue Ha OakTepuanin nHdpexurn. Te HamaT edekT
cpelly MHpexkLUH, NPUYHHEHH OT BHPYCH.

| IToHskora nHpekLMaTa, NpHUKHEHA OT ODaKTEpHH, HE CE NOBJHABA OT AHTUOHOTHHHOTO NEYEHHKE,
EnHa OoT Hal-4eCTUTE NPUYHHHA 32 TOBA ¢, e bakTepunTe, NpHUKMHABALUKM WHEKLINATA, ca
PE3UCTEHTHH KbM aHTHOHOTHKA, U3MOJ3BAH 32 Ae4eHHETO. ToBa 03Ha4aBa, Y€ HE3aBHCHMO OT
NpPHUEMa Ha aHTHOHOTHK T€ OLENABAT U AOPH C& pa3MHOXKABAT.

EaKTepHHTe MOIaT 4 CTaHaT pC3BCTCHTHH KM aHTUOHOTHLINTE nopagyu MHOIo NPpHYHUHAH,
BHuMarenHOTO H3NON3BaHe HA AHTHOMOTHLIMTE MOXKE Add ITOMOI'HE 3a HaMaNsABaHC Ha
BbE3IMOXXHOCTTA 6&KTBPHHTE AJd CTaHaT PE3UCTEHTHH KbM THX.

Koraro BawunaT nekap By Ha3Hauu kypc Ha neueHne ¢ aHTHOMOTHK, TOH e NpeaHa3HaUYeH camo 3a

| NeueHHne Ha HACTOALLOTO Bu 3abonsasane. OObpHeTe BHUMaHHE HA CNEAHUTE NPEMOPHKH K TOBA |
llte MOMOTHE 3a NPEAOTBPATABAHE HA MOABATA HA PE3UCTEHTHH OakTepHu, KOUTO MOTaT Aa cnpar
JeHCTBUETO HAa aHTUOHOTUKA.

. MHoro e BaxXHO Ja npuemare NpaBUIHATA 1034 OT aHTUOHOTHKA B TOYHO ONPEAENEHOTO
BpeMe H 3a onpeaesicHus dpoit 1uu. IpodeTeTe HHCTPYKLIMKTE B THCTOBKATA M aKO UMaTe
Hy>KIa OT CbBET, c€ 0ObpHeTe KbM Bauiug nekap unu gpapmauesr.,

2. He npuemaiitTe aHTHOHOTHK, OCBEH aKO He € npeanucaH nuuHo Ha Bac. M3non3eaiite ro
CaMo 3a JIeHEHHE Ha MHPEKUKATA, 3a KosTo Bu € npeanucaH.

3. He npueMaiiTe aHTHOMOTHK, NpEeaNKCaH Ha APYT YOBEK, JOPH aKO TOW UMa WHODEKLIHS,
nogoOHa Ha Batuara.

| 4. He nasaiite anTHbHOTHKA, NpeanucaH Ha Bac, Ha apyru Xxopa.

AKO Cliell MPUKTIOYBaHE Ha Kypca Ha JiedyeHHe (KakTo € npeanucaHo ot Bawug nekap) Bu

OCTaHe HEH3NO/13BaH aHTHOHOTHK, BLPHETE [0 B anNTeKarTa, 3a Aa Objle NpaBUTHO

YHHIILOXKEH.

A
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HUHCTPpYKIIHH 32 NPUTOTBAHE

OrcTtpaHeTe KanavkaTta Ha OyTuikarta. [lpeauw ynorpeba npoBepere aaiu 3ane4yaTBaHETO BbPXY
oTBOpa Ha OyTuikara, He € HapylieHo. [loctaBeTe oOpaTHO Kanaukara Ha OyTHiKaTa.

. Pa3knarere OyTunkara, 10KaTO NpaxbT BbTPE 3aM0OYHE Aa C€ ABHIKH CBOOOIHO.

/.8

5,

4. llpubaBere HeoOxoauMus 00eM Boaa (KaKTo € MocoUYeHo No-a0Jy). 3aTBopere OyTHIIKATA,
oOBbpHETE 1 U 1 pa3kiaTeTe ao0pe.

KpaeH o0em Ha npuroTBeHara nepopajHa O0em Bo/1a, KOHTO /1a ce npuOaBM 1pu
cycrneHsus (ml) PUrOTBSAHE HA cycrieH3usTa (ml)
70 62

Jlpyr HauMH Ha NPUroTBAHE € Aa HaNbJHKUTE OYTHIIKATA C BOJA MAJIKO NMOA JIMHUATA, 0003HAYeHa Ha
OyTHakaTa M Ha eTHKeTa Ha OyTunkara. 3aTBopere OyTuiakaTa, oObpHETE 1 M 1 pa3kiaTere J100pe.

Cnien ToBa 1ONBJIHETE € BOJA TOYHO /10 JIMHUATA. 3aTBopeTe OyTHIIKaTa, 0ObPHETE 5§ U OTHOBO S
pa3kiarere a00pe.

5. Jla ce cbXxpaHsiBa B XJIAAWJIHUK U BUHATH /1a Ce Pa3KJialla npeam ynorpeda. y/

AT



Cnen npuroTBsiHe cycneH3usTa TpsAOBa /1a C€ U3M0J13Ba B PAMKMTE Ha 7 JIHM.
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“HCTPYK[[HH 34 H3NMOJI3BAHC HA CIIPHHUHOBKAaTAa

3a npHeMa HA AYrMEeHTHH € Npe10CTABeHA CNIPHHIIOBKA
CnpuHiloBKaTa TpsaOBa aa ce u3non3ea caMo ¢ AyrMeHTHH M He TpsOBa J1a ce U3MoJi3Ba 3a

NPUJIOKEHUE HA IPYTH JIEKAPCTBA, ThbH KaTO 03HAYEHUATA ca CreUHHYHM 3a TO3H NPOAYKT.
CripMHILIOBKATa ce€ A0CTaBs C aaanTop, NOCpeACTBOM KOMTO J1a ce NpUKpenu KbM OyTHiIKaTa.

Jlo3aTta e o3HaueHa B MWIMJIIMTPH (ml) BbpXY n03Mpallata CnpuHLUOBKA 32 NEPOPATTHO MPHIIOKEHHE.
TpsabBa na najgere Ha AeTeTo CH 103aTa, Mpernopb4yaHa OT HEroBUA JieKap.

[Ipeau ynorpeda npoBepere yuCTOTaTa HA CNPHHLIOBKATA W aJ1anTopa, U3IJlJaKHeTe ¢ YUCTa BOJA, aKO
e He0OXO0IUMO.

. Pasknarere ﬂ{}ﬁpe CYCIICH3HUATA B 6ymm{a'ra Mpciar NMpUEM Ha BCAKa /1034.

2. Orcrpanere ananTtopa ot cnpuHuoBkara. Karo aspxkure 3apaBo OyTuiakara, nocraBeTe ajantopa
B IbpJIOTO Ha OyTWiiKaTa (aaanTopsbT TpaOBa Ja OCTaHe B I'bpJIOTO Ha OyTHIIKATA).

3.

4. OObpHeTe OyTHIKATa C ABHOTO HArope, Kato NpUabpKaTe CIPUHLIOBKATA HA MACTO M U3TErJIeTe
HeoOXo/iMMara 1103a, cropea ykazaHuata Ha Bawus nekap.

|3




5. [TlocraBere OyTHIKATa B U3MPABEHO MOJIOKEHHE U U3BAJIETE CIIPUHLIOBKATA.

6. 3a na naaere no3arta, BHUMATE/IHO MOCTABETE BbpXa HAa CMPUHLIOBKATA B ycTaTta U 0aBHO
HaTUCHETE HaaoJy OyTanoTo HA CNPUHLIOBKATA (MOBTOPETE CTHIKH 3, 4, 5 U 6, ako € HeobXxoauma
NoBeYe OT e€/1Ha CIIPUHLIOBKA, 3a J1a Ce Ja/i€ IMbJIHATa /103a).

7. W3nnakHeTte CIIPHHUOBKATA CTApaTC/IHO C YHHUCTA BOJA. OcraBerte CIMMPHHUOBKATa Aa H3CBbXHE

HAMMBJHO, MNMPEAH Aa A U3N0JA3BaATE OTHOBO.
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9. Jla ce chbXxpaHsBa B XJIaJIMTHMK U BUHArW J1a Ce pa3KJiallia rnpeau ynorpeda.
Cnen npUroTBsiHe cycneHs3usTa TpsaOBa ja ce U3nosi3Ba B paMKUTe Ha 7 IHM.
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