JIMCTOBKA



JlucroBka: nndopmanus 3a nanHeHTa

BeraksiaB™ 400 mg/57 mg/5 ml npax 3a nepopaJina cycneH3us
AMOKCHLIMJIMH/KN1aBY/JaHOBA KMCE/IMHA

Betaklav" 400 mg/57 mg/5 ml powder for oral suspension
amoxicillin/clavulanic acid

[IpouereTe BHHMATE/IHO UNA/IATA JIHCTOBKA, NPEIH 1a 3aM04YHeTe 1a IPHeMAaTe TOBA JIEKAPCTBO

ThH KaTO TH ChAbPKA BakHA 32 Bac unpopmauus.

- 3anasere Ta3u AMCTOBKA. MOXke /1a ce HaloXH J1a A IPOYETEeTE OTHOBO.

- AKO HMaTe HAKAKBH JOMBJIHUTEIHH BbIIPOCH, nonuTaiTe Bawms nekap unu papmauet. Tosa
JIEKapCTBO € npeanucato Ju4Ho Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To moxe na um
HaBpeaH, HE3aBUCHUMO OT TOBA, Y€ TEXHUTE CUMITOMH Ca CblLUMTE KaTo Baluure.

- AKO HAKOSl OT HEXKEJIAHUTE JIEKAPCTBEHH PEAKLMK CTAHE CEPUO3HA WITH 3a0€eIe)KUTE JIPYTH,
HEOINMMCAHH B Ta3M JIMCTOBKA HEXeEJIaHU peakuUH, MoJid yBeaomeTe Baluus nekap wiam
¢apmaueBT. ToBa BKIKOYBA BCHYKH Bb3MOKHHM HEXKEJIAHW peakllMH, HEONMHCAHU B Ta3u
nuctoBka. Buwxkre Touka 4.

KakBo cbabpaka Ta3H JIHCTOBKA
KakBo npeacrasnssa berakias U 3a KakBO ce U3M0J13Ba
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6. ChAbpKaHHE HA ONMAKOBKATa W JOITbJIHUTE/IHA HH(OpMALIUA
1. Kakso npeacrasiasBa berakiiaB u 3a KaKBO ce H3M0.13Ba

beraknaB € aHTHOMOTHK M N€HCTBA, KaTO yOMBa OakTepHHTe, KOMTO NMPUUYHUHABAT HH(peKkLuuu. Chabpika
J1B€ pa3/IMYHHU JIEKapCTBa, HAPEYEHH AMOKCHLIMJIMH W KJ1aBYJIaHOBA KHCEJIMHA. AMOKCHLIMIIMH
MPUHAUICKH KbM IpyIa JIEKapCcTBa, HAPEUYEHH "MEHULUIMHU", YUETO JEHUCTBHE MOHAKOra MOXe J1a
Obje crnpsHo (aa ctaHaT HeakTUBHM). JlpyraTta akTHBHA chCTaBKa (KJ1aBy/1aHOBA KMCE/IMHA) Mpe/nas3sa
TOBA /1A C€ CJIYYH.

beraknaB ce u3no.J3Ba IMPH Bb3PA4aCTHH H [Ifla 34 JICHCHHUE Ha CJIEJHHUTE HH(I]EI{U.HHZ

- MH(pEKLMH Ha CPEIHOTO YXO U CHHYCHTE

- UH(PEKLIUK HA AUXATEIHUTE MbTHULLA

- MH(EKUMU HA MUKOYHUTE MbTHLLA

- HH(EKUMH Ha KOJKATA U MEKUTE TbKAHH, BKIIHOYMTEJTHO 3bOHH HH(pEKLIUH
- MH(EKLUMU HA KOCTHTE U CTABHTE.

2 Kakso TpsOBa na 3HaeTe, npean aa npuemere berakias

He npuemaiite/naBaiite na Bamero nere Berakias

- axo Bue wam Baiuero nere cre anepruyHuM KbM aMOKCHLIMJIMH, KJ1aBYJIaHOBA KHUCEJIMHA,
MEHULIHJIHH WKW KbM HAKOSA OT OCTaHAJIMTE ChCTABKM HAa TOBA JIEKApCTBO (M30pPOEHH B TOYKA
6),

- axko Bue win Baluero nere cte MMasiM TexKKa ajepruyHa peakuus (peaxims
CBPbXUYYBCTBUTEJIHOCT) KbM APYr aHTHOMOTHK. TOBa MOXe 1a BKJIIOUYBA K
NOJyBaHEe Ha JIMLIETO WM LUMATA,

- ako Hakora Bue uau Bawero aere cre umanu yepHoapoOHu npobJieMu U
(MOXKbATABAME HA KOXKATa ) MPH NMPUEM Ha AHTHOHOTHK.




He npuemaiite/nasaiite berakaas na Bamero gere, ako HAKOe 0T NOCOYEHHTE NO-TOpe
TBBPIAECHHA ce 0OTHacH A0 Bac. Ako He cTe CHIypHH 3a Helllo, KOHCYITHpaiiTe ce ¢ Batuus nexkap Hau
¢apmauesT, npean aa npuemerte/qagere beraknas.

IIpenynpexaenun U npeanasHn MepKH

Koncyntupaiite ce ¢ Bawns nekap wiu dapmauest/nexapsa nau dapmauesra Ha Bautero aeve, npeaw
Bautero agere pa 3anouHe aa npueMa beraknas, ako:

- cTpasa oT HHpEeKLUHO3Ha MOHOHYKJIE03a

- Ce N1eKyBa 3a UepHOAPOOHH KK 61B0peunn npodbnemu

- HE YPHHHUPA PELOBHO.

AKO HE CTe CHI'YPHH JatH HAKOE OT NOCOYEHHTE MO-rope TBbPAEHHS ce oTHaca Ao Bac wiu fo
Bawero aete, ropopere ¢ Bawns/Herosus/HeiHus nekap unu ¢papMauesT, PRy Aa 3aNouHeTe a
npuemMare beraknas.,

B Hakou ciyyan Bawmar fexkap Moke 2a w3cnensa Buaa Ha Gakrepuure, KOMTO NpHYHHABAT Bawara
HHQEKLHA UK HHpekunaTa Ha Bawure neua. B 3aBucumoct ot pesynrature Ha Bac wau Bamure
Acua Moxe 1a Bu O6vae npeanncana pasnuyuHa koHueHTpauus Beraknas wnn apyro nexapcTeo.

CoeTosHAA, 32 KOHTO € HeOOX0AHMO A3 CeAnTe

beraknas Moxe [1a BIIOLIH HAKOH CHLUECTBYBALUM 3a00NABAHUA WM A3 NPHUUUHU CEPHO3HHU HeXKeNaHH
peakuun. Te BKNIOYBAT alepri4HH PeakLKH, MbpuoBe (NpUNagbi) ¥ Bb3NANEHHE Ha AebesioTo YEepBO.,
Tpabea ga cneaunre 3a onpeaeneHu CHMNTOMHU, JoKaTo Bue unu Bawero nere npueMare beraxknas, 3a
Aa HAMalTUTe PHCKa OT KaKBUTO M aa € npobaemu. Buxre ,, Cocmoania, 3a xoumo e reobxooumo oa

creoume” B Touka 4,

H3ciienBanusa HA KPHBTA H YPHHATA

Ako Ha Bac unu BaweTto fere BH NpaBsT KPbBHH H3CICABAHHA (KaTO H3CJIEABAHMA 3a CHCTOAHUETO Ha
YEPBEHUTE KPBBHH KIICTKH MK H3CJIEABaHHA Ha YepHOAPOOHATa PyHKUHSA) UAH HU3CTEABAHUS Ha
ypHuHarTa (3a rfiloKo3a), yseoMeTe leKapa Wil MeIHLUMHCKATa cecTpa, 4e Bue win Bawero nere
npuemare beraknas. Toea ce Hanara, Thii kato beraknae Moxe 1a NoBAUAe BLPXY pe3yaTaTHTE OT

TC3H BUOOBC H3CACABAHHUA.

Apyra nexkapcrsa H berakaas
Mons, undopmupaiite Bawusa nexap nnm apmauesT, ako Bue win Baweto aere npuemare, Hackopo

CTe NpUEMaNH WIH MOXe DU npuemare Opyru JekapcTaa.
Ako Bue vnnu Bawero nete npuemare anomypuHon (M3rion3eaH 3a NeueHne Ha nojaarpa) ¢ beraknas,

MOJKE Aa € NO-BEPOATHO [1a NOJYYUTE KOXKHA aIepruvHa peakLiusi.
Axo Bue nnu Bawero nere npuemare npoGeHeuna (M3n0a3saH 3a ieuenre Ha noaarpa), Bawust
nexap MOXeE 1a peliu Aa Kopurupa Balnara uinu Herosara/HeiHaTa no3a beraknas.

AKO NeKapcTBa, KOMTO NpeAnas3pat ot oOpa3yBaHe Ha KPLBHH ChCUpeur (KaTo BaphapHH), ce
npUemar 3aeHo ¢ betaknas, Mojke 11a ce HaJIOXKH MPOBEKIAHETO HA AOMBIHUTETHH KPbBHU
U3CNeaBaHHA.

betaknae Moxke 1a OBITHAE Ha HA4YHHA, N0 KOHTO AEHCTBA METOTPEKCAT (1EKAPCTBO, KOETO CE
H3M0JI3BA 32 NE€UCHHE HA PaK HJIH PEeBMAaTU4YHM 3a0019BaHuUs).

beTak/aB MOXE Aa MOBJAMAE HAa HAYKHA, N0 KOHTO AeficTBa MUKOodeHONaT ModeTH (1EKapCTBO, KOETO
CE H3Mon3Ba 3a NPEOTBPATABAHE HA OTXBbPJISIHETO HA TPAHCIUTIAHTHPAHH OPTaHu).

berakaB ¢ XpaHAa H HAMHTKH
B3eMmere beTakyias B HA4a0TO Ha XPAHEHETO WJTH MAJKO Npey XPaHEHE.

bpemennocT H KbpMeHe ,Sl?
Axo Bue nnu Bainara nvuiepa B roHolecka Bb3pacT cTe/e GpeMeHHa WK KbpMH, CMATER
MOXeE Ja cTe/e OpeMeHHa WM nnaHupare/miaHupa GpeMeHHOCT, MOJTA nonuTaiite Bs \ ]
¢apmaLeBT 3a CbBET, PEaH Aa NPHEMa TOBA JEKAPCTBO. %;,




Illo¢grpane n pabora ¢ MAMHHH

beTaknae MoXe /1a NPUUHHH HEXKENAHH PEAKLIMH M CHMATOMMTE MOTAT Ja MOBAMAAT BbPXY
cnocobHocTTa BH 33 wiodupaxe.

He wodupaiite U He paboTere ¢ MalKHK, OCBEH aKO HE Ce YyBCTBaTe go0pe.

berakaas ceabpxka acnapram (E951) u kaanii

Tosa nexapcTBO CbhbAbPKa 2,5 mg acnapraM BbB Bcekd ml cycrneH3us. AcnapraMbT € M3TOUHUK Ha
¢eHunananuH. Mosxxe aa By naBpeau, ako umare peHUNKETOHYPHS, PAAKO FeHETHHHO 3a00/5BaHE,
P KOETO ce HAaTPYNBa peHUNANAHHH, Thif KATO OPraHH3MbT HE MOXKE Ja M0 OTAE/A NMPABHITHO.

15,8 ml ot cycnensusara cbabpxkar | mmol (39 mg) kanwuii. Tora TpaGBa aa ce WMa npeaBH NPHU
NalKeHTH ¢ HamaneHa pyHkuua Ha 6bOpeUnTe HITH NPK NALKWEHTH HA IHETA C KOHTPONUPAH NPHEM Ha
KanHi.

3. Kaxk na npuemarte/naBsare beraknas

Bunaru npuemaiite/1asaiTe TOBa 1€KapcTBO, TOYHO KakTo By € kazan Bawuar nekap uin
(apmauesT. AKO He cTe CHIrypHH B Helo, nonuTaiite Bawus nekap unu papmauesr.

Bn3pacrus H geuna ¢ terno 40 kg u noseye
Ta3u cycnieH3ns 0OMKHOBEHO HE Ce Npenopb4Ba 3a BL3pacTHU U Aeua ¢ terno 40 kg u no-eucoko.
KoHcynTHpaiite ce ¢ Bauns nexap uin ¢apMalesT 3a ChBET.

Hena ¢ Terszo no-mauako or 40 kg

Bcruku 1034 ca pa3paboTeHH B 3aBHCUMOCT OT TEJIECHOTO TErNIO HA JETETO B KHIOTPaMM.

- BawwsaT nexkap we Bu nocveersa konko beraknas Tpa0sa aa nagere Ha Balwero 6e6e wnu nere.

- Obunuaiina nosa - 25 mg/3,6 mg no 45 mg/6,4 mg 3a BCeKH KMNOrpam TeNECHO TErJIO Ha J€H,
NagcHHU B ABE OTAEITHH 103H.

- [lo-Bucoka nosa - 1o 70 mg/10 mg 3a BCeKkH KunorpaM TeNecHO TErNo Ha AeH, NPHIOXKEHA B 1BS
OTOC/IHH JI03H.

HannenTn ¢ 6u0peunn ¥ 4yepHOApOOGHE NpobaeMHA

- Ako Bue unu Bawero nete umare npobnemu ¢ 6u6peuure, nosara Moxe aa 6b1e npomeHeHa.
Bawnst nekap Mmoxe aa u3bepe pazivuHa KOHLUEHTPALUKA WM APYTO J1eKApCTBO.

- Ako Bue uin Bauiero nere umare npobnaemu ¢ uepnus npob, moxke no-yecto aa Bu ce npassar
KPbBHH H3CNIEBAHHA, 3a fa ce NpoBepABa xak padbotu yepuust By apobd.

Kak aa npremare/r1aBare beraknas

- BuHarud pasknaiaiite noOpe 6yThakara npeay BeAka 103a.

- JlaBaHTe B HAYAIOTO Ha XPaHEHETO.

- Pasnpenenere no3ure Ha paBHY UHTEPBAIM OT BpeMe Npe3 AeHs, Hall-MaNKo Ha 4 yaca. He
npyHemanTe 2 1034 B pamkHTe Ha 1 yac.

- He npuemaiite/napaiite Ha BaweTo aete bertaknae B NPOABIKEHHE Ha [TOBEYE OT 2 CEAMMLIH.
AKO BC€ OLLE He ce uyBcTBaTe Ao0pe, Tpabea oTHOBO Aa noceTute Bawns nexap.

HHcTpyKnnuy 3a pajTeapane Ha beraxaas 400 mg/57 mg/S ml npax 3a NePOPAJIHA CYCHIEH3RS:

- Hpenu ynorpeba, nposepeTe AaH YIUTBTHEHHETO HA Kanayka € HenoKbTHaTo. Pazknarere

OyTHNIKaTa 3a pa3poHBaHe Ha npaxa.
- JlobaBeTe KonnyecTBo nuTeiiHa Boja (KakTo € NocoueHo no-10sy). O6bpHeTe v pazknarere

nobpe.
Jo3osa ¢popma Pa3smep Ha onakoekara (ml) Obem BODa, KOATO 2
npudasH NpH pas Pa
BHXKTE ChLIO MapK s
| OyTHNKaTa 32 HUBY)
400 mg/57 mg B S ml 30
60




' 70 61
100 87

- ANTEPHATHBHA BL3MOXHOCT € Aa ce pa3knarTu 6yTHiIKaTa, 32 Aa Ce pa3poHH npaxa.
- HanbaHeTre OyTunkara ¢ nuTeiHa BOAA TOUHO MO/ 3HAKA 32 MbJIHEHE.

- 3arsopere OyTHIKaTa U pa3kiiaTteTe nodpe.

- Hobasete nuTeliHa BoAa TOYHO A0 MapKUPOBKATA 3a ITbJIHEHE.

- Pa3zknarerte nobpe oTHOBO.

Paskiauaiite OyTunkara Bceku NbT npeau ynorpeda.

AKO cTe NpHeJIH/cTe JaaH noBeYe OT HeoOXoanmMaTa 103a Berakaas

AKo cTe npueny/cTe nanun Ha Batuero aere TBbpae MHoro beraknas, NpH3HAUKMTE MOraT Ja BKJIIOYBAT
npobsieMH Che cTOMaxa (raJeHe, NOBPbIIAHE HITH AWapus) uid repuose. O6upHeTe ce kbM Bawmua
nekap/nexaps Ha Baweto gete Bb3moxHO Hal-0bp30. Biemere kapToHeHaTa onakoBka Ha
NeKapCcTBOTO WK OyTunkara, 3a 42 s NoKaxeTe Ha JieKaps.

AKO cTe NpOnyCHAJH Aa npuemeTe/aagere berakian

He npuemaiite/napaiite asofiHa 103a 3a fa KOMIIEHCHpATE NPOITyCHaTa 403a. AKO NponycHeTe Ja
npuemMere/Aanere Ha Bawero gere 103a, B3eMeTe/NaiiTe 5 BeaHara ciefl KaTo CH CNOMHHKTE 33 TOBA.
He Tpabsa na B3emare/napare cieapalnaTta 103a TBbpIE CKOPO ¥ TpAOBa fa u3uakarte okono 4 yaca,
npeaM Ja npuemere/aaaeTe cneapailara ao3a.

Axo Bue/Bamero gere cte cnpenun npuema Ha Berakias

[lpoabmxkaBaiiTe na npuemare/qasate beraknas, 10KaTO NEYEHHETO 3aBbLPILUH, JOPH AKO CE YYBCTBATE
no-nobpe. Ha Bac/Baiuero nere e Heo6xoanma Besaka 2o3a B 6opbarta ¢ HHpekuMaTa. AKO HIKOM
bakTepHn OUENEAT, T€ MOraT OTHOBO [a NPEAW3BUKAT HHpEKLHUS.

AKO HMaTe HAKAKBH JOMbJIHMTENTHH BBMPOCH, CBBbP3aHH ¢ ynoTpebaTa Ha TOBA JIEKapCTBO, MONS
nonuraiite Bawus nexap win papmanesr.

4, Bb3MOKHHE HEXKEJIAHH PeaKlHH

KaxkTo BCHUYKH JCKAPCTBa, TOBA NEKAPCTBO MOXKE d NpCAH3IBHKA HEXENaHH pCaKLUHH, BbIIPCKH YC HC
BCCKH I'H 1NoSy4aBa.

CHCcTOofHNN, 32 KOATO € HeoOX0auMO 1A C/IeHTe

ANePpradyHA peaxknuu:

- KOXeH oOpHB

- Bb3NaJICHHE H2 KPHBOHOCHUTE ChAOBE (8ACKYAUM), KOETO MOXKE [1a C€ MPOABY KATO YEPREH WIIH
BHOJIETOB penedeH 0OpHB Mo KOKaTa, HO MOJKE 1 3aCErHe W APYrH 4acTH OT TANOTO

- MOBHLICHA TEMNIEpaTypa, CTaBHK DONKK, NOOYTH NUMDHH BB3AK B 001aCTTa Ha LIMATA, NOJ,
MHULUIHULIUTE HIIH B Cl1aOuHHTE

- OTOK, NOHAKOra Ha JIMLUETO WIIH YCTaTa (aHeuoedem), NPUUHHABALLO 3aTPYAHEHUE HA JULUAHETO

- NPHNAABK

- rpbaHa 00IKa NP anepruyHa peakuus, KOATO MOXKE Aa € CUMIITOM Ha NPEAN3BUKAH OT
ajlepryyHara peaxkuusa cbpaeueH uHpapkT (cHHApoM Ha KyHuc).

YBeaomere Hezabasao Bamus nexap, ako Bue/Bawero nere nonyuwnre Hakoit ot te3
Cnpere npuema Ha beraxnas.

Bb3nasenue ua aebesioro wepBo
Bb3nantenue Ha nebenoTo uepBo, KOETo NPUUMHARA BOAHWCTA RMAPH, OOMKHOBEHO C K
Oonka B cToOMaxa W/WnH NOBULIEHA TEMNEPATYpa.




OcTtpo BrInanenHe HA RaHKpeaca (0CTbP NAHKPEATHT)
AKO UMaTe CHITHA H NPOAB/DKHTENHA DosKa B 001aCTTa HA CTOMaXa, TOBA MOKE /14 € MPH3HAK Ha

OCTBHP NAHKPEATHT.

EHTEpOKOJIHTEH CHHAPOM, TPeIH3BUKAH OT NpHeM Ha JekapcrsoTo (DIES):

UMa cbo0LIeHHA 33 EHTEPOKOIMTEH CHHAPOM, NPEAN3BHKAH OT NPHEM HA EKAPCTBOTO, [JIABHO MPH
feua, MpHemMalld aMOKCHLIMIIMH/KnaRynaHat. Tosa e onpegeneH BH/ AnepruyHa peakuus ¢ Boacil
CUMNTOM MHOTOKpaTHO nospuulave (1 — 4 yaca cnea nprem Ha nekapcTeoTo). JombaHHTeNnHH
CUMNTOMH MOTAT Ja 0baaT 60/1Ka B KOpeMa, IeTaprus, JHapus # HUICKO KPbBHO HaJlsTaHeE.

Ob6BpHeTe ce KbM Bamiusg Jekap 3a ¢hBeT BL3MOKHO Hali-0bp30,ako Bue/Bawero gere nonyunre
TE3H CUMIITOMH.

Yecmu: moeam oa 3aceznam oo | na 10 voesexa
- MJIeUHHLA (Karouoa — rbOUYHA HH(PEKUMA HA BIIATATHILETO, yCTaTa MU KOXKHHUTE MbHKH)

- HEpa3nojJmkKeHre (ragese), 0CobeHO Npy NpUeM Ha BUCOKH J03H

Axo Bauweto nere uma cneanute npobnemu, napaiite beraknas npeau xpaua:
- NOBPbLUAHE
- avapus (npy aeua)

Heyecmu: mozam da 3aceznam oo 1 na 100 wosexa

- KOXeH oOpuB, ¢hpdexk

- peneden cupbsil odpuB (ypmurapus)

- HapYLWEHO XpaHOCMHIIaHe

- 3amMaiBaHe

- rjiaBodonue.

HeuecTH HexenaHn peakuMu, KOUTO MOraT Aa ¢e HalbmoaaBaT npu KpbBHUTE By wacneasanus:
- NOBULIABAHE HA HHBATA HA HAKOM BELLECTBA (eH3umu), MPOU3BEIKAAHHU OT YepHuUs ApoD.

Peoxu: mozam oa 3aceznam 0o I na 1 000 yosexa

- KOkeH 0OpuB ¢ oOpasysaHe Ha MeXypH H MaJIKi KPBIM LEH (C LIEHTPaJTHa ThMHA 30Ha,
3200UKONEHa OT NO-CBETNA 06/1aCT H THBMEH KOHTYP, OKOJIO KpauLuyara - epumema
myamughopme)

AKO 3a0eN1e)HTE HAKOH OT TE3H CHMNTOMH, He3aDaBHO ce CRBPKETE C JIEKap.

Peaku HexkeNaHH peakilMi, KOMTO Morat ga ce HabnwoaasaT B KpbBHHTE By uscneasanus:
- HaMalABaHe Ha Opod HA KIECTKHUTE, YHACTBAIUW B ChCUPBAHETO Ha KPbBTA
- HaMalsBaHe Ha OpoA Ha OefiuTe KPbBHH KJAETKH.

C Heusgecmna yecmoma. yecmomama He MOXCe 0d ce NPedeudU om HarudHume OaHHU

- AnepruuHy peakuuu (BHXKTE No-rope)

- Buinanenue Ha nedenoro YepBo (BrAKTE NO-rope)

- Bninanenue Ha MeMOpaHuTe, KOUTO OOBUBAT [NTABHHUA H TPEOHAYHHUI MO3BK (aCENTHUEH
MEHHHIHT)

- TeXKH KOXKHM peaKkLIUH:
- TeHepanu3upaH oOpHB ¢ MEXYPH U JIOLUCHE Ha KOXaTa, 0cO0EHO OKONO yCTaTa, HOCA, OUYUTE

W NOJIOBUTE Oprauu (cunopom na CmusevHc-Joconcvr), v eaHa no-rexka dopma, \

NpUYHHABALLA 0OIIKMPHO HIMIOLIBAHE HA KOXaTa (noseue ot 30% OT TenecHara
- MOKCUYHA enuOepMaina HeKpoau3a)

- LIMPOKO pa3npOoCTPAHEH YEPBEH KOKEH OOPUB C MAJIKU MeXypUeTa, ChbAbPK
(byrozen exchoruamusen oepmamumy)

-~ YEPBEH, JIOLLELL ce 0OpHB ¢ NOAKOXKHH OyUKH U Mexypu (exzanmemua nyc

- TpynonoaoOHH CUMNTOMH ¢ 0OpKB, NOBULLIEHA TEMNEpPATypa, NOAYBAaHe Ha

Pe3yNTaTH OT KPbBHH TECTOBE, KOHTO Ca U3BLH pedepeHTHUTE CTOHHOCTH (B c cry




- l‘lepBEH OﬁpHB, OOHWKHOBEHO ABYCTPAHHO [10 CCAATUINETO, TOPHATA BRTPELWHA CTpaHa Ha

Oenpara, NOAMHUILHHAUKTE, LIXATA (CHMETPHYEH JIeKapCTBEH HHTEPTPUTHHO3EH U (IeKCYpeH
ex3aHTeM (SDRIFE - Symmetrical Drug-Related Intertriginous and Flexural Exanthema)).

He3a0aBno ce cBbpxkeTe ¢ Bamna nexkap, axko Bue/BaillleTo zeTe nogyunrTe HaKoil OT Te3n

CHMITOMH,

- oOpUB ¢ MEXYPH, NOAPEACHH B KPBI, ¢ 00pa3lyBaHe HA KOpHYKA B CPEIaTa, HAH KAaTO HAHW3 OT
nepau (nuHeapHa IgA Gonecr)

- Bb3M1AJICHUE Ha YepHHUA Apob (xenamum)

- XKBJITEHULIA, NpeaAn3BHKaHa OT NMOBHINABAHE Ha OMnupyOuHHa (BELUECTBO, KOETO CE NMPOU3BEKIa
B uepHus Apo0) B KpbBTa. BeneacTere Ha ToBa Koxkara v OsnaTta 4acT Ha ouMte Bu Moxke na
M3MNEXaT KbJTH

- Bb3NAJECHUE HA KaHan4eTaTa Ha 6bOpeunTe

- 3a0aBAHE HA CHLCUPBAHETO HA KPbBTA

- XHIEPAKTHBHOCT

- repuoBe (NPH Xopa, Npuemally BUCOKH 1031 beraknas unu npu xopa ¢ 66peyunu npobieMu)

- YyepeH €3UK, KOUTO H3rNIekKaa "OKOCMEH"

- OLIBETABAHETO Ha 3b0UTE (NpU Aeua), OOMKHOBEHO CE OTCTpaHsBa Ype3 H3IMHUBAHE Ha 3bOUTE.

HexxenaHu peakUuMH, KOUTO MOraT aa ¢e HabnraaBaT B U3CNEABAHHATA HA KPBBTA HIH YPUHATA:
- CEPUO3HO HaMansaBaHe Ha Opos Ha DenuTe KPbBHU KIETKH

- HamayieH Opoil Ha YEPBEHHTE KPbBHU KINETKH (XeMOAUMUNHA QHEMUSA)

- KPUCTaNM B YPHHATA, BOJELUK 10 OCTPO yBpexaaHe Ha 610peuuTe.

Crol0iaBaHe Ha HeXKe/IRHH PeakiiiH

AKO NONYYHTE HAKAKBH HEXEMAHH JIEKAPCTBEHH pPeaKUHH, yBeaoMere Bauna nekap wnu papmauesr.
Tora BK/1IOYBA BCHUKH Bb3MOXKHHA HEOTNIHCAHH B Ta3H JIMCTOBKA HeXKeNaHu peakuuy. MoxeTte cbilo aa
CLOOLIMTE 32 HEXENAHH PEAKUHH OHPEKTHO Ype3

HanbnHUTENHa areHUUd 1o NeKapeTBara

yn. ,,Jdaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

Karo cbobiasare HexxellaHH peakliMH, MOXKETE /1a 1aJieTe CBOS NPHUHOC 3a NMOJy4YaBaHe Ha NOBeYE
HHGpoOpMaLHMA OTHOCHO 6€30M1acHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa coxpansBate berakias
CobXxpaHaBaiTe Ha MACTO, HEAOCTBIHO 32 AeLA.

He n3nonspakTe TOoBa JIeKapCTBO Clea CPOKa Ha FOAHOCT, OTOENS3aH BbPXY KAPTOHEHATA KYyTHS U
bnucrepa cnen .l oneH no:”. CpokbT Ha rOAHOCT OTrOBapsA Ha NOCNEIHHA J€H OT NOCOYEHHS MECELL

Ilpeou pazmeapsne

Ila ce cbpxpansaBa nog 25°C.

Ja ce cbxpansaBa B OpMrHHanHaTa ONnaKoBka, 3a Aa ce Npeanasy oT Baara.
Creo pazmeapsane

Ha ce cvxpansea B xnaaunuuk (2°C — 8°C).

Cnen pasreapsHe, NpooyKTbhT TpaOBa Aa ce W3NOA3Ba B PAMKHTE Ha 7 AHH.

JlekapcTrata He TpAOBa Na ce M3XBLPJAT B KAHAIH3AUMATA WIH B KOHTEHHepa 3a 10
[lonuraiiTe Baiuna dapmaueBT kak na yHULIOXKHUTE HEHYKHUTe Bu nekapctsa. Te3n
CMOMOIrHAT 3a ONa3BaHe Ha OKOJIHATa cpena.

6. Chabpkkanne HA ONIAKOBKATA H JOMbLJIHHTENHA HHpOpPMALIHA




Kakpo cbaspxka berakaas

- AKTHBHHTE BEUIECTBA ¢a AMOKCHLIMJIMH H KNaBY/1aHOBA KHMCEIHHA.
5 ml ot cycnensuara ceabpxar 400 mg aMOKCHLIMAMH KaTO aMOKCHLIM/TMH TpUxuapar
(amoxicillin (as amoxicillin trihydrate)) v 57 mg K1aBynaHoBa KHcennHa (Karo KajHes
KknasynaHar(potassium clavulanate)).). 1 ml ot cycnensusTa cvanpxa 80 mg aMOKCHUNNUH
KATO AMOKCHUWIHH Tpuxuapar (amoxicillin (as amoxicillin trihydrate)) n 11,4 mg knasynaHosa
KHCe/IHHA (KaTO KanueB KnaBynaHar (potassium clavulanate)).)

- [Hpyrure cheTasku (MOMOLHK BewecTea) ca cuanumes anokeua (E551), cuiHumues auokeua,
konouaeH 6e3soaex (E551), acnapram (E951), antapHa kucenuna (E363), kcauranoa ryma
(E415), xunpomenosa (E464), apomar Ha Ma/iiHa, apOMaT Ha NOPTOKAIOB H 3ATHCT Kapamen.
Bukre Touka 2 ,,betaxknas chaspxa acnapram (E951) n xanui“.

Kak niraexna berakiaB U KakBo ChLILPXa ONAK0OBKATA
bsin 10 nouTH 041 Npax, KOHTO NpH pa3TeEapAHe ¢ BOAA AaBa 6:na 40 No4TH 6s1a CyCNeH3HA ¢ MIOAOR

apomar.

berainas ce npeanara B KyTHH ¢ 6 g, 12 g, 14 g unu 20 g npax 3a pasreapaue Ha 30 ml, 60 ml, 70 ml
Wan 100 ml nepopanHara cycnensua, choreetno, B8 HDPE 6ytunku. ByTHakure ca ¢ MapkupoBka 3a

HUBO Ha pa3TBapsHE,
OnakoBKHUTE Ce AOCTABAT ¢ 5 Ml NONKHCTHPONOBA CNPHHLIOEKA 33 MEPOPATHO NPHIMKEHHE ¢ 03HAYEHM
aencHHa ot 0,5 ml a0 5 ml npes 0,5 mi

He BcHuku onakoBkHn Morar aa 6baaT MycHaTH Ha nasapa.

IlpaTexares Ha pa3pemeHneTo 3a ynorpebda
KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoseHus

IIpon3BoanTen
KRKA, d.d., Novo mesto, Smar_]e§ka cesta 6, 8501 Novo mesto, CroBeHna
TADthmebIL #Bo 5, 27472 Cuxhaven, Teprisinn

ToBa 1exapcTso e paspemeno 3a ynotpeba B AbpxaBuTe — wieHkn Ha EBponeiickoro
HKOHOMHYECKO NIPOCTPAHCTBO, O/ CJIETHHTE HMENA:

CrpaHa- wieHKAa Hme Ha nekapcTBeHHA OPOAYKT
Betaklav 500 mg /125 mg
Yemxka penybiunka | Betaklav 875 mg/ 125 mg
Betaklav 457 mg/ 5 ml

Amoxicillin/ Clavulansiure Krka 500 mg/125 mg Filmtabletten
Amoxicillin/ Clavulansdure Krka 875 mg/125 mg Filmtabletten
beraknas 500 mg/125 mg ¢punmupanu tabnetku

buiarapusa betaknas 875 mg/125 mg dunmupauu tabnerku

beraknas 400 mg/ 57mg/5 ml npax 3a nepopasina cycnensus
Amoxicillin/ Clavulansdure TAD 500 mg/ 125 mg Filmtabletten
Amoxicillin/ Clavulansdure TAD 875 mg/ 125 mg Filmtablettg

ABcTpRS

Tepmannsg Amoxicillin/Clavulansédure TAD 400 mg/57 mg pro 5 m] P
zur Herstellung einer Suspension zum Einnehmen
Hannn Betaklav
EcTonns Betaklav
Amoxicilina/Acido clavulanico Krka 500 mg/125 mg
comprimidos recubiertos con pelicula EFG
Hcnanun

Amoxicilina/Acido clavulanico Krka 875 mg/125 mg
comprimidos recubiertos con pelicula EFG




POunianaus Betaklav

Betaklav 500 mg + 125 mg filmtabletta

YHrapus Betaklav 875 mg + 125 mg filmtabletta

Betaklav 400 mg/57 mg/ 5 ml por belsbleges szuszpenzidhoz

Betaklav 500 mg + 125 mg filmom oblozene tablete
XbpBaTus Betaklav 875 mg + 125 mg filmom oblozene tablete

Betaklav 400 mg/57 mg v 5 ml prasak za oralnu suspenziju

Amoxicilin/clavulanic acid Krka 500 mg/125 mg film coated

Upaanaus bl
Uranns Amoxicillina e acido clavulanico Krka
Betaklav 500 mg/125 mg plévele dengtos tabletés
JIuTBa Betaklav 875 mg/125 mg plévele dengtos tabletés
Betaklav 400 mg/57 mg/5 ml milteliai geriamajai suspensijai
Betaklav 500 mg/125 mg apvalkotas tabletes
. [ Betaklav 875 mg/125 mg apvalkotas tabletes
Betaklav 400 mg/57 mg/5 ml pulveris iek3kigi lietojamas
suspensijas pagatavosanai
[Moama Hiconcil combi
IBenus Betaklav
Betaklav 500 mg/125 mg filmom obalené tablety
CaoBakus Betaklav 875 mg/125 mg filmom obalené tablety

Betaklav 400 mg/57 mg/ 5 ml prasok na peroralnu suspenziu
Betaklav 500 mg/125 mg filmsko obloZene tablete

CioBenus Betaklav 875 mg/125 mg filmsko oblozene tablete

Betaklav 400 mg/57 mg v 5 ml prasek za peroralno suspenzijo

JlaTa Ha nocjieAHO npepasriex/jiaHe HA JHCTOBKATA

31 OktomBpu 2025

[TonpobHa nHGpopMaLMs 3a TOBA TEKAPCTBO € NMpeaocTaBeHa Ha yebcaiita Ha U3nbanuTenHa AreHuus
no Jlexkapcreara (MAJI) http://www.bda.bg.

[Ipenopuka/meanuuHcka HHpopMan s

AHTHOHOTHLIMTE Ca NpeHa3HA4Y€eHH 3a JieueHue Ha Gaktepuantu nHdekunn. Te Hamat edekT cperty
MH(EKUHNH, NPUYUHABAHH OT BUPYCH.

[lonsikora ungekuusTa, npuuMHeHa oT OAKTEPHH, HE CE MOBJIUABA OT aHTHOMOTHYHOTO JiedeHue. Eana
OT HaH-YECTUTE MPHUYKHH 3a TOBA €, Ye DaKTepuuTe, NPUUYMHABALIM HHPEKLHUATA, Ca PE3UCTEHTHH KbM
aHTMOMOTHKA, H3MOJ3BaH 3a JledyeHHueTo. ToBa 03Ha4aBa, Ye HE3aBUCHMO OT NPHEMAa HA aHTHOHOTHK Te
OLIE/IABAT H IOPH C€ pa3MHOXKaBar.

bakTepuuTe MOrar 1a CTaHaT pe3HCTEHTHH KbM aHTHOMOTHLIMTE MOPaaH MHOIO MPHYH
BHHUMAaTE/IHOTO M3MN0/13BaHE HA AHTHOMOTHLIMTE MOXKE /1a MOMOTHE 3a HaMa/IIBaHe Ha
OakTepUMTE /1a CTAHAT PE3UCTEHTHH KbM TSX.

MOMOrHE MpeA0TBPATABAHETO HA MOSABaTa HA PE3UCTEHTHH OAKTEPHH, KOUTO L1IE cripar A
AHTUOMOTHKA.



LA

MHOro € BaXXHO 1a NpyeMaTe NpaBHU/IHAaTa 1032 OT aHTHOHMOTHKA B TOUHO ONMPENEIEHOTO BPEME
Y 3a onpeaeneHns Opoi aHu. [TpoyeTeTe HHCTPYKLIMUTE B IHCTOBKATA M @KO MMATE HYKAA OT
CBbBET, c€ 00bpHEeTE KbM Bawna nekap uiu gapmaLgeeT.

He npuemaiite aHTUOHOTHK, OCBEH aKO He e npeanKcad NM4YHo Ha Bac. U3nomseaiite ro camo 2a
neveHue Ha UH(pEeKLMATA, 32 KoATO BH e npeanucaH.

He npuemaiite aHTHOMOTHK, MpeanycaH Ha ApYr 4YOBEK, 1OPH aKO TOH uMa HHdeKUUA, noaobHa
Ha Bawara.

He nasaiite antubnotuka, npeanucan Ha Bac, Ha apyru xopa.

AKO Ciell NPUKITIOYBAHE Ha Kypca Ha jieueHHe (KakTo € npeanucaHo or Bawusa nekap) Bu
OCTaHE HEH3MOJI3BaH aHTHOHOTHK, BbPHETE IO B anTeKara, 3a Aa 0b1¢ NpaBHIHO YHHLLOXKEH.
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