JIMCTOBKA



JIncroBKa: mul)opMamm 3a ManMeHTa

Berakaas® 400 mg/57 mg/5 ml npax 3a nepopaiHa CycneH3ust
AMOKCHIIVJTH/KJIaByJIaHOBA KUCEINHA

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

IIpoyeTeTe BHMMATEIHO LSLJIATA JIMCTOBKA, NPeM 1A 3aNl0YHETe /1a IpUeMaTe TOBA JIEKAPCTBO
Thil KaTO TH ChAbPKA BaxHa 3a Bac undgopmaums.

3anazere Ta3u JUCTOBKA. MoxXe J1a ce HANOXKU J1a 51 IPOYETETE OTHOBO.

AKO UMaTe HIKaKBH JIOMBIHUTEIHA BBIIPOCH, TonuTaiite Bamus nexap winu gapmarent. ToBa
JIEKapCTBO € npeanucaso Ju4Ho Ha Bac. He ro npeorcrenBaiite Ha qpyru xopa. To Moxe 1a uM
HaBpeIlx, HE3aBICHMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ChIUTE Kato Bammre.

AKO HSIKOS OT HEXKEJIAHUTE JICKAPCTBEHU PEaKIUU CTaHE CEPUO3HA WU 3a0€IeKUTE IPYTH,
HEOIIMCaHU B Ta3W JMCTOBKA HEXKEIAHW PEaKIINH, MOJIS yBeoMeTe Bamms nekap nmn
¢dapmaneBT. ToBa BKIIFOUBA BCHYKH BH3MOXKHHU HEXKEIIAaHU PEaKINi, HEOTIHMCAaH! B Ta3H
nucToBKa. BikTe Touka 4.

Kakso CbhAbpPiKa Ta3u JIUCTOBKA

RS NS

KakBo mpencrasnsaBa berakias 1 3a KakBO ce U3MOI3Ba
Kakgro TpsiOBa aa 3Haete, npenu aa npueMere berakias
Kaxk na npuemare berakinas

BB3MOXXHU HEXETaHU peaKuu

Kak na cpxpansBare betakias

ChabppxaHue Ha ONIAKOBKATa U AOIBIHUTENIHA HHPOPMALUS

KakBo npencrasasBa berak/as U 3a KakBo ce U3M0J13Ba

berakiaB e aHTHOMOTHK M AEHCTBA, KaTO yOUBa OaKTepUUTE, KOUTO NpUUMHABAT HHPeKkIuu. Chabpxka
JIBE PAa3INYHU JIEKapCTBa, HAPEUEHN aMOKCHIIMIIMH U KJIaByJIaHOBA KHCETUHA. AMOKCHIIMIINH
MIPUHAJUIEKH KbM IpyTa JeKapCcTBa, HApeueH! "MEeHUIMINHN", YUETO ASHCTBUE TIOHSIKOTa MOXKE J1a
ObJe cipsiHO (1a cTaHaT HeakTUBHM). [lpyraTa akTHBHA ChCTaBKa (KJ1aByJIaHOBA KHCEIMHA) MIPE/a3Ba
TOBA JIa C€ CIIy4YH.

beraknas ce n3nomn3Ba IIpU BB3paCTHU U JI€1a 3a JICUCHUC Ha CIICAHUTE I/IH(I)CKI_[I/II/II

2.

WHQEKIUN Ha CPETHOTO YXO U CHHYCHUTE

WH(EKIUY Ha AUXATEITHUTE TbTUINA

MH(EKIMY Ha TUKOYHUTE IBTUILA

MH(EKIUY Ha KOXKaTa U MEKUTE ThbKaHU, BKJIIOYUTEIHO 3b0HN HHPEKINU
WH(EKIMN Ha KOCTUTE U CTAaBUTE.

KaxkBo TpadBa na 3HaeTe, npeau Aa npuemerte berakias

He npuemaiite/naBaiite Ha Bamerto gere berakiaas

ako Bue wnu Bairero fete cTe aneprudyHy KbM aMOKCUIIWIINH, KIIABYJIAaHOBA KHCEIMHA,
TMEHUIIWIINH WIW KBbM HAKOSA OT OCTaHAJIMTE CbCTaBKU Ha TOBA JICKAPCTBO (I/I36poeHI/I B TOYKa
6),

ako Bue wiu Baiero nete cTe mMainy TexXKa ajJepruvHa peaknus (peakius Ha
CBPBXYYBCTBUTEIIHOCT) KbM JIPYT aHTHOMOTHK. TOBa MOKE Jja BKJIIOUBA KOKEH OOPUB MIIH
IMOAYyBaHE HA JIMIETO WJIM HIWATA,

ako Hiakora Bue wnu Bamero fete cte nMany 4epHOIPOOHH MTPOOIIEMH HITH JKBJITSHUIIA
(HOXBATABAME Ha KOXKAaTa ) IIPH IIPHEM Ha aHTHOMOTHK.



He npuemaiite/naBaiite berakias Ha Baiero gere, ako HKoe 0T OCOYEHHUTE MO-TOpe
TBbpPAeHUsI ce OTHacs A0 Bac. Ako He cTe curypHU 3a Hello, KOHCYJITUpaiiTe ce ¢ Bamus nekap uiu
(dapmarnieBT, npeau Aa npueMere/nanere berakias.

Ipenynpexnaenns: u NpeanasHu MepKU

Koncynrupaiite ce ¢ Bamms nexap wim dapmaneBT/nekaps wim ¢papmaineBta Ha Bamero agere, npean
Bamero ngere na 3anoune na npuema berakias, ako:

- cTpajia oT HH(MEKIIMO3HA MOHOHYKIIE03a

- ce JIeKyBa 3a YepHOApOoOHN miu OBOpeTHH TTPOOIEMI

- HE YPUHHpPA PEIAOBHO.

AKO HE cTe CUTypHU JJal¥ HAKOE OT IIOCOYEHUTE MO-Tope TBHPIEHUS ce OTHACS 10 Bac unu 1o
Bamero nerte, ropopete ¢ Bammsi/Herosusi/HeiHus aekap win GapManeBT, Ipeau J1a 3alovHeTe Aa
npuemare beraknas.

B Hakou cliydyan Bammusar JICKap MOKE€ Ja u3cjicABa Buaa Ha 6aKTepI/II/ITe, KOUTO MMPUYNHABAT Bamara
nH(eKnys Wi nHpeKuaTa Ha Bammre nena. B 3aBucuMocT ot pesynratute Ha Bac mu Bammre
Jena Moxe 1a Bu 6pae npeanucana pa3snnuHa KOHIEHTpauus berakias nim Ipyro JIeKapcTBo.

ChCTOSIHNS, 32 KOUTO € He00XO0IMMO A CJIeIUTe

BerakiiaB Moe Ja BIIOIIN HIKOHU CHINECTBYBAIY 3a00sBAHUS WITU J1a IPUYHHNA CEPHO3HU HEXETaH!
peakimu. Te BKITIOYBAT allepTHYHH PEAKIIUH, ThPUYOBE (MTPHUIIAIBIH) ¥ Bh3MalCHUE Ha Je0eI0TO YepRoO.
TpsiOBa na cieaute 3a OMpeNeNeHd CUMIITOMH, TokaTto Bue unn Bamero nere npuemate beraknas, 3a
Jla HaMaJINTe PHCKa OT KaKBUTO U J1a € mpobiemu. Buxkre ,, Cocmosnus, 3a koumo e Heobxooumo oa
crneoume” B Touka 4.

N3ciaenBanusa Ha KPbBTA M YPUHATA

Axo Ha Bac nnu Baieto nete By npaBsT KPbBHU H3CIIeIBaHU (KaTO M3CIEIBAHUS 32 CbCTOSHUETO HA
YepBEHHUTE KPBBHU KIIETKH WM M3CIIeIBaHMsI HA YepHOAPOOHATa QYHKIHSI) T H3CIIEeIBAaHHS Ha
ypuHarta (3a III0K03a), yBeloMeTe JieKapsl Wi MeAULIMHCKAaTa cecTpa, 4ye Bue unu Bamero nere
npuemare beraknas. ToBa ce Hanara, Thii kKaTo beTakias Moske J1a MOBJIMSIE BPXY PE3yJITATUTE OT
TE€3U BUJIOBE U3CJICIABAHUSI.

Apyru jgekapcrea u berakias

Mouns, nadopmupaiite Bammms nexap unm papmarieBt, ako Bue win Bamrero gere npuemare, HaCKOpO
CTe MpUeMali WK MOXe OU puemMare JpyTH JIeKapcTBa.

Axo Bue wn Bamero niete npuemare anonyprHoOI (M3M0I3BaH 3a JIeeHre Ha nogarpa) ¢ berakinas,
MOJKE /1a € TIO-BEPOSATHO J1a MOJyYUTe KOXKHA aJepruyHa peaKiusl.

Axo Bue wim Bamero nete npuemare npodeHerua (M3Mnoa3BaH 3a JIeYeHre Ha 1mojarpa), Bammsr
JIeKap MOJKe Jia pelliy Jia kopurupa Baiiata wiu Heropara/HeliHata f103a berakiag.

AKo nIeKapcTBa, KOMTO MPEAINa3BaT OT 00pa3yBaHe Ha KPbBHH ChcupelH (kaTo BaphapuH), ce
npueMar 3aeHo ¢ berakias, MoXke Jja ce HAJIOXKK TIPOBEXKIAHETO Ha JOITBIHUTEHN KPbBHH
U3CIIEIBAHNS.

BberaknaB Moxe /1a TOBJHsIe HA HAUYMHA, [T0 KOWTO JefcTBa METOTPEKCaT (JIEKapcTBO, KOETO ce
M3M0J13Ba 3a JICUCHHUE Ha PaK WM PeBMATUYHU 3a00JIIBaHUSA).

beraxiiaB Moke Ja IOBJHsE Ha HAUYWHA, TI0 KOWTO JielicTBa MUKO(peHonaT ModeTri (JIeKapcTBO, KOETO
Ce M3M0J3Ba 3a MPEJOTBPATIBAHE HA OTXBBPIIAHETO HA TPAHCTUIAHTHPAHU OPTaHH).

berakaas ¢ XpaHa 1 HAITUTKH
Bzemere berakias B HagaiaoTo Ha XPaHCHETO UKW MAJIKO IMMPEaU XPaHCHEC.

BpemeHHOCT M KbpMeHe

Axo Bue win Bamara gpiieps B 10HOIIECKa Bb3pacT cTe/e OpeMeHHa WK KbPMH, CMsITaTe/cMATa, e
MOKe J1a cTe/e OpeMeHHa W IUTaHUpaTe/IIaHupa OpeMEeHHOCT, MOJI ToNHTalTe Bammst nexap wiu
(apmareBT 3a ChBET, TIPS J1a IPHEMa TOBa JIEKapCTBO.



Ilodupane u padoTa ¢ MAIIMHH

berakiiaB MoXe Ja IPUYMHI HEXETaHU PEaKIIMK U CUMIITOMUTE MOTAT Ja IOBJIHSAT BEPXY
criocoObHocTTa BU 32 modupane.

He modupaiite u He paboTeTe C MalIMHK, OCBEH aKO HE CE YyBCTBATe 100pe.

Berakaas cbabpxa acnapraM (E951) u kaawii

Tosa nekapcTBO chabpika 2,5 mg acnapram BbB Bcekd Ml cycrnen3ust. AcnapTaMbT € U3TOUYHHK Ha
¢enmtananny. Moxe na Bu HaBpean, ako numate pEHHIKETOHYPHS, PIAKO TEHETHYHO 3a00IIsBaHe,
IPH KOETO Ce HATPyNBa (peHUITANAHNH, Thii KATO OPraHU3MBT HE MOJXKE J1a IO OTAEIS IPABHIIHO.

15,8 ml ot cycnensusra chabppikar 1 mmol (39 mg) kanuii. ToBa TpssOBa aa ce MMa MpeABUI IPU
NalMEeHTH C HaMaieHa QYHKIMs Ha ObOpeLUTe WK MPU MalMeHTH Ha IUeTa ¢ KOHTPOJIMpPaH MpUeM Ha
KaJTHi.

3. Kak 1a npuemate/naBate berakian

Bunaru npuemaiite/naBaiite ToBa JeKapcTBO, TOYHO KakTo Bu e kazanm Bammsr nexap wnm
(hapmaneBT. AKO HE CTE CUTYPHU B HEIlo, TonuTaiite Bamus nexap uinu papmarienr.

Bn3pacThu u aeua c rerjio 40 kg u nopeue
Tasu cycrieH3ust 0OOMKHOBEHO HE ce MPEnopbuBa 3a B3pacTHH U Jiena ¢ Terio 40 kg u mo-Bucoko.
Koncynrupaiite ce ¢ Bamus nexap win gpapMmarieBT 3a ChBET.

Jlena c TerJio no-maiko ot 40 kg

Bceuuku o3u ca pa3paGoTeHu B 3aBUCUMOCT OT TEJIECHOTO TETJIO Ha JA€TETO B KMIIOTPaMH.

- Bammst nexap me Bu moceBetBa konko beraknas TpsOBa na magere Ha Bamrero 6ebe wnm gere.

- Oo6wuuaitna no3a - 25 mg/3,6 mg mo 45 mg/6,4 mg 3a BCeku KUIIOrpaM TEJIECHO TErIO Ha JIEH,
JIaJICHU B JIBE OT/EJIHU JO03H.

- ITo-Bucoka 103a - 10 70 mMg/10 mg 3a BCeKH KUIOrpaM TEJIECHO TEIJIO Ha JCH, IPUIIOKEHA B [IBE
OT/ICJTHU JI03H.

IHanuenTn ¢ 6bO0peyHH U YePHOAPOOHU MPODJIEMHU

- Axo Bue win Barero nere umate npoOriemu ¢ Ob0perure, 103ata Moxe Jia Objie IpOMEHEeHa.
Bamusr iekap Moxe Ja n3bepe pasinyHa KOHICHTPAIUS WK JAPYTO JIEKApPCTBO.

- Axo Bue win Bameto nete umare npodiemu ¢ uepHust 1pod, Moxe mo-4ecto aa Bu ce mpassr
KPbBHH U3CIICIBAHNUS, 32 Jla Ce MIPOBEPsIBa Kak pabOTH YepHUsIT Bu 1po0.

Kak na npuemare/naBare berakias

- Bunaru pasknamaiite 1o0pe OyTrikara npenu Besika J03a.

- JlaBaiiTe B HAYAJIOTO HAa XPaHEHETO.

- Pasnpenenere no3ute Ha paBHU MHTEPBAJIN OT BpeMeE IIpe3 JIeHs, Hall-MaJlko Ha 4 Jaca. He
npueMainTe 2 1031 B paMKuTe Ha 1 dac.

- He npuemariite/naBaiite Ha Baiiero nere betakias B mpoab/DKeHHE HA MTOBEYE OT 2 CEAMMIIH.
AKo Bce ol11e He ce YyBcTBaTe A00pe, TpssOBa OTHOBO Jia mocetuTe Bamms ekap.

HucTpykunu 3a pa3reapsine Ha Berakiaas 400 mg/57 mag/5 ml npax 3a nepopaJjiHa CycleH3us:

- [penu ynotpeba, mpoBepeTe Jaiy YILTBTHEHHETO Ha Kanadka € HelMoKbTHATO. Pa3kiiaTere

OyTHIKaTa 3a pa3poHBaHE Ha IIpaxa.

- Jobasere KonMYecTBO MUTEHHA BOJIa (KAKTO € TIOCOYeHO Mo-10i1y). O0bpHETE U pa3KiiaTeTe
no0pe.

Jlo3oBa ¢opma Pa3mep Ha omakoBkata |OOeM Boma, KOSTO TPsIOBa Ja ce
(ml) npubasu npu pasreapsiHe (ml) -
BH)KTE CBIIIO MapPKHPOBKATa
BBPXy OyTHIIKaTa 3a HUBO Ha
pa3TBapsiHe

400 mg/57 mg/5 mi 30 25




60 56
70 61
100 87

- AnTepHaTHBHA BB3MOXKHOCT € J]a ce pa3kiaTu OyTHiKara, 3a 1a ce pa3poHH Mpaxa.
- HambiaeTe OyTHiKaTa ¢ MUTEHHA BOJIa TOYHO 10| 3HAKA 3a TbIHCHE.

- 3arBopere OyTHIIKaTa M paszKiaTeTe Jo0pe.

- Jlo6aBeTe nmuTeliHa BoJa TOYHO A0 MapKUPOBKATA 3a IThITHCHE.

- PasknaTere n1o6pe 0THOBO.

Pasknamaiite OyTrikara BCeKH BT MIPEIN YIoTpeoda.

AKO cTe pueJu/cTe 1aJIM oBeUYe OT HeoOXxoauMmara a03a berakias

AKo cTe npuenu/cTe qanu Ha BameTo nete TBbpae muoro beraknas, mpu3HanuTe MOrart Aa BKIIOUBAT
mpo0IIeMu che cToMaxa (TaZieHe, TOBPbhIaHe W Tuapusl) wiu repuose. O0bpHETE ce KbM Bammis
nekap/nexaps Ha Bameto nere Bb3MOXHO Hail-Obp30. B3emeTe kapToHEHATa ONTAaKOBKA HA
JIEKapCTBOTO MM OyTHIIKATA, 32 /1a 5 IOKaKETe Ha JieKapsl.

AKo cTe nponycHaau 1a npuemere/nanere berakias

He npuematiite/naBaiite nBoifHa 1032 3a Ja KOMIIEHCHpATe MPOITyCHATA 103a. AKO MPOITyCHETE J1a
npuemere/nanere Ha Bamiero gere no3a, B3eMeTe/naiTe s BeIHara cliell KaTo CH CIIOMHHUTE 33 TOBa.
He tpsiOBa na B3emare/naBate cieapaiiara 103a TBbpe CKOpO U TpsiOBa Jla M3uakaTe oKoio 4 yaca,
npeay Aa npueMere/Aafere ciaeaBamaTa 103a.

Axo Bue/Bamero aete cre cnpesiu npuema Ha beraknas

[Iponbikapaiite 1a mpueMaTe/naBate betakias, J0KaTO JEUSHUETO 3aBbPIIH, JOPH aKO CE YyBCTBATE
no-no6pe. Ha Bac/Bamrero nete e Heobxoauma Besika 103a B 6opOaTa ¢ mHPeKnusITa. AKO HIKOU
OaKTepuu OLENEsT, TC MOTAaT OTHOBO Jia IPEIU3BUKAT HH(EKITUS.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHU € yHoTpebaTa Ha TOBa JISKAPCTBO, MOJIS
nonutaite Bammus nexkap nnu ¢papmanesT.

4, Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE 1a MPEAN3BHUKA HEXKCIIAHU PE€aKIIUH, BBIIPEKU Y€ HE
BCCKH I' TIOJTy4aBa.

ChbcTOsIHNSA, 32 KOUTO € HE0O0X0MMO 1A CJIeiuTe

AJlepru4HM peaKkuuu:

- KO>KEH 00pHB

- Bb3IaJICHUE HA KPbBOHOCHUTE CBJIOBE (8ACKYIUM), KOETO MOXKE J1a C€ IIPOSIBU KaTO YEPBEH MU
BUOJIETOB penieeH 00pUB 10 KOXkKaTa, HO MOKE J1a 3aCErHe U APYTH YacTH OT TSUIOTO

- MOBHUIIIEHA TEMIIEpaTypa, CTaBHU OOJIKH, TOAYTH JTUM(HH BB3/IM B 00JacTTa Ha IIUTA, 1101
MUIIHALIUTE WU B CTa0WHUTE

- OTOK, [TOHSIKOTa Ha JINLETO UM yCcTaTa (aHeuoedem), IpUIUHABAILO 3aTPYAHEHUE Ha JUILIAHETO

- npUnaxbK

- rpbaHa O0OJIKa MPH aleprudHa peakKiys, KOSTO MOXKE J1a € CHMIITOM Ha MPEIU3BUKaH OT
ajiepruyHaTa peakmnus chbpaedeH uHdpapkt (cuaapom Ha KyHuc).

YeBenomere He3adaBHO Bamus nekap, ako Bue/Bamero nete nomyunTe HAKOM OT T€3W CUMIITOMH.
Cunperte npuema Ha beraknas.

Bn3nasnenune Ha n1e6e10T0 4epBO
Br3nanenune Ha 1e06€10TO Y€pPBO, KOSTO MPUIMHIBA BOAHKICTA TUAPHS, OOMKHOBEHO C KPBB U CITY3,



0oJKa B cTOMAaxa W/WIJIM TIOBUIIIEHA TEMITepaTypa.

OcTpo BB3NaJIeHHe HA TAHKpeaca (0CThP MAHKPeATHT)
AKO UMaTe CUITHA U TIPOJBIDKUTENHA O0NKa B 00J1aCTTa Ha CTOMaxa, TOBa MOXKE J1a € MPU3HAK Ha
OCTBP MAaHKPEATHT.

EHTepoKo/JIMTeH CHHAPOM, IPeIH3BHKAH OT mMpueM Ha JiekapcTBoTo (DIES):

Vma cpo0Imenns 3a eHTepOKOIUTEH CHHAPOM, IPEAN3BUKAH OT IIPUEM Ha JIEKapCTBOTO, TIIABHO TPH
Jiera, mpueMary aMOKCHIMIINH/KJIaBylaHaT. ToBa e onpe/enieH BU/ alepruyHa peakius ¢ BOICI
CHUMIITOM MHOTOKpaTHO NoBpbiuane (1 —4 4yaca cien npueM Ha JeKapcTBOTO). JOmbIHUTETHH
CHUMIITOMH MOTaT J1a ObJIaT O0JIKa B KOpeMa, JIETapTus, Juapys 1 HUCKO KPbBHO HaJIATaHe.

Oo0BpHeTe ce kbM Bammus Jiekap 3a cbBeT Bb3MOKHO Haii-0bp30, ako Bue/Bamiero gere momyuure
T€3U CUMITOMH.

Mmnozo yvecmu: mo2am oa zacecnam nogeye om 1 na 10 yoeeka
- nuapus (py B3pacTHH)

Yecmu: moeam da 3acecnam 0o I na 10 wosexa
- MIIEYHHUIA (KaHOUuOa — IbONYHA MHPEKIHS Ha BIArajiileTo, yCTaTa WiH KOKHUTE I'bHKH)
- Hepas3noiokeHue (rafeHe), 0CoOOSHO IpU NIPHUEM Ha BUCOKH 03U

Ako Barmiero nere uMa cieHute npooiieMu, naBaiite berakias npeau xpaHa:
- MOBpPBIIAHE
- nmuapus (Tipu J1era)

Heuecmu.: mocam oa 3aceernam oo 1 na 100 yosexa

- KOXKEH 00pHB, ChpOex

- penedeH ceposi 00puB (ypmuxapus)

- HApYIICHO XPaHOCMIJIAaHE

- 3aMaiiBaHe

- rj1aBO00JIHE.

HedecTu HexxenaHu peakiivu, KOUTO MOTaT Jia ce HaOJI0AaBaT NMpH KpbBHUTE B u3cnenBanus:
- MOBHINIABAHE HA HUBATa HA HSIKOW BEILIECTBA (eH3uUM), IPOU3BEKIAHU OT YESPHHUS APOO.

Peoku: mocam oa 3aceznam 0o 1 na 1 000 yosexa

- KOXEH 00pHUB ¢ 00pa3yBaHe HA MEXYPH M MaJIKU KPBIJIM 1€ (C IEHTPaIHA ThMHA 30Ha,
3200MKOJICHA OT MTO-CBETJIa 00J1aCT M ThMEH KOHTYP, OKOJIO KpauilaTa - epumema
myrmugpopme)

AKO 3a0eexuTe HIKOM OT Te3U CUMIITOMH, He3a0aBHO Ce CBBPIKETE C JICKap.

Penxu HexxenaHu peakuy, KOUTO MOTaT Jia ce HaOJtogaBar B KpbBHUTE BU n3cnensanus:
- HamaJsiBaHe Ha Opos Ha KJIETKHUTE, yYacTBAlIH B CbCUPBAHETO HA KPBBTA
- HaMaJIABaHe Ha Opos Ha OeNrTe KPhBHU KIETKH.

C Heussecmua yuecmoma.: YeCmomama He modice 0d ce npedguou om HaiudHume OaHHU
- AnepruuHu peaknuuu (BIKTE 1MO-Tope)
- Br3nanenue Ha 1e6e10TO YepBO (BHKTE TIO-TOPE)
- Brp3nanenue Ha MeMOpaHuTe, KOUTO OOBHBAT IMIaBHUS U IPhOHAYHHS MO3BK (acenTHUCH
MEHUHTHUT)
- OO0puB ¢ MexypH, TIOApENIEHH B KPbT, C 00pa3yBaHe HA KOPHYKA B CpeJiaTa, iIh KaTo HAHU3 OT
nepiu (iuHeapHa IgA Goxecr)
- TeXKH KOXKHH PEaKIUH:
- TeHepaIM3upaH OOpUB ¢ MEXYPH U JIFOIIEHE Ha KOXKaTa, 0COOCHO OKOJIO YCTaTa, HOCa, OUUTe
u TostoBuTE Opranu (curopom na CmuewvHc-/[concwi), U eIHa o-TeXKa GopMa,
MPUYMHABAILA OOIIMPHO U3MION[BaHE Ha KoxkaTa (roBede oT 30% oT TenecHaTa MOBBPXHOCT
- MOKCUYHA enudepMalia HeKpoau3a)



- IIUPOKO PA3MPOCTPaHEH YEPBEH KOKEH OOPUB C MalKH MEXyp4eTa, ChIbpKaIld THOH
(6yno3en excghonuamusen depmamum)

- YepBEH, JIIONICII Ce OOPUB C MOJAKOXKHHU OyUKH U MEXYPH (eK3aHmeMHA nycmyio3a)

- TpUIONOA00HH CUMITOMH ¢ OOPUB, MOBUIIICHA TEMIIEPATypPa, TIOJyBaHEe Ha JKIIC3UTE U
pe3yATaTH OT KPBBHU TECTOBE, KOUTO Ca U3BHH PeEepPeHTHUTE CTOMHOCTH (BKIFOUUTEITHO
TTOBUIIICHN HUBA Ha OETUTE KPBBHU KICTKH (eo3uropuiisi) i 9epHOAPOOHUTE SH3UMH )
(VIexapcmesena peaxkyus ¢ eozunogpunus u cucmemuu cumnmomu (DRESS)).

He3za6aBHo ce cBbp:xeTe ¢ Bamus jekap, ako Bue/Bamiero qere moay4yure HAKOM OT Te3d

CUMNTOMH.

- BB3MAJICHUE HA YepHUs Apo0 (xenamum)

- JKBIITEHUIIA, TPEU3BUKaHa OT TIOBHIIaBaHe Ha OMIMpyOrHA (BEIIECTBO, KOETO Ce IPOM3BEXK/Ia
B UepHUs Ipo0) B KpbBTA. BeneacTBue Ha ToBa KoxkaTa u Osi1aTa yacT Ha ouute Bu Moxke na
M3TICKIAT )KBITH

- BB3NAJICHUE Ha KaHadeTara Ha ObOperuTe

- 3a0aBsHE Ha ChCUPBAHETO HA KPHBTA

- XHUIICPAKTUBHOCT

- rbpUOBe (TIpU XOpa, MPUEMaI BUCOKH 1031 betaknas wimu nmpu xopa ¢ Ob0pedHr pobiieMu)

- YepeH €3UK, KOUTO H3riexaa "okocmMeH"

- OLIBETSIBAHETO Ha 3b0MTeE (IIpH Jela), OOMKHOBEHO ce OTCTPaHsBa Ype3 U3MUBAHE Ha 3b0UTE.

Heskenanu peakiyu, KOUTO MOTAT Jia ce HAOMI0aBaT B U3CICIBAHUITA HA KPBBTA WM ypUHATA!
- CEPHUO3HO HaMaJIsIBaHe Ha Opos Ha OeJIUTe KPhbBHU KIICTKH

- HaMaJIeH Opoii Ha YEPBCHUTE KPBbBHU KIICTKU (XeMOIUMUYHA AHEMUS)

- KPHCTAIX B YpUHATA, BOJACIIH J0 OCTPO YBPEKAaHe HA OBOpenuTe.

Chol0maBaHe HA HesKeJIAHH PeaKINu

AKO TIOITyunTe HIKaKBU HEXEJIaHH JICKApPCTBEHU Peakiiy, yBegoMmere Bammus nekap winm hapManesr.
ToBa BKJIIOUBA BCHYKHM B3MOYKHHM HEONMCAHH B Ta3H JMCTOBKA HEXENaHU peakuuu. MoxeTe ChIo J1a
CHOOIINTE 32 HEXKETaHU PEaKIMy JUPEKTHO Ype3

W3mbiHATENHA areHIus 1Mo JeKapcTBaTa

yi. ,,JlamsiH I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiT: www.bda.bg

Kato cpoOmiaBaTe HeXXeIaHU peakiuy, MOJKETe Ja AaJieTe CBOs IPUHOC 3a M0yvYaBaHe Ha IOBeYe
uH(OpMaIst OTHOCHO O€30I1acCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na coxpansBate berakiias
CobxpaHsBaiiTe Ha MSCTO, HEAOCTBITHO 3a Jela.

He uzmon3Baiite TOBa JIEKapCTBO CiEJl CPOKaA Ha TOJHOCT, OTOETA3aH BbPXY KapTOHEHATa KyTHS U
onmucrepa ciex ,,l'onen 10:”. CpoKbT Ha TOIHOCT OTTOBApPSI Ha MOCIEIHUS JEH OT IIOCOYCHUS Mecell.

IIpeou pasmeapsne

[a ce cexpanspa mox 25°C.

[a ce cpxpaHsBa B OpUTHHAIHATA OMAKOBKA, 32 J1a Ce MPEIa3y OT Biara.
Cneo pasmeapsme

Ia ce cpxpansiBa B xiaauwiHuk (2°C — 8°C).

Cren pasTBapsiHe, NPOLYKTHT TPsIOBa Jla c€ M3M0JI3Ba B PAMKUTE Ha 7 THH.

JlexapcTBarta He TpsiOBa JAa ce M3XBHPIIAT B KaHAIM3ANKATA MIIM B KOHTEHHEpA 3a IOMAIIHN OTHAaIbIIH.
[onuTaiite Bamus papmaneBT Kak Ja yHUIIOXKKATE HEHY)kHUTe Bu nekapcerBa. Te3u Mepku 1ie
CIIOMOTHAT 32 OIla3BaHE Ha OKOJIHATA CPeAa.



6. Cobabp:kaHne HA ONIAKOBKATA M IONMbJIHUTEIHA HHpopManus

Kakso cpabp:xa Berakias

- AKTUBHHTE BEILIECTBA Ca aMOKCHUIIWJIMH U KJIaByJJAHOBA KHCEJINHA.
5 ml ot cycnensusta cpappxar 400 mg aMOKCHIIMIIIH KaTO aMOKCHITMIINH TPUXHIAPAT
(amoxicillin (as amoxicillin trihydrate)) u 57 mg ki1aBynanoBa KucenuHa (KaTto KajareB

kiaBynanat(potassium clavulanate)).). 1 ml or cycnensusta chappxa 80 mg aMOKCHITMIHH
kaTo amokcurmmH tpuxuapat (@amoxicillin (as amoxicillin trihydrate)) u 11,4 mg knaBynaHoBa

KucerHa (KaTo KanueB KiaBynanat (potassium clavulanate)).)

- Jlpyrure chcTaBKU (MOMOIIHY BellecTBa) ca cunuiueB anokeun (E551), cununues nnokcus,
koouzaeH 6e3BoneH (ES51), acmapram (E951), satapra kucenuna (E363), kcanTaHoBa ryma
(E415), xunpomeno3sa (E464), apomat Ha ManuHa, apoMaT Ha IOPTOKAJIOB U 3JIaTHCT KapaMel.

Buxre Touka 2 ,,betakna chabpika acaptam (E951) u kammit®.

Kak m3riexna berakiaB u KakBo CbhAbpPiKa OIIAaKOBKATAa

bsin no mourtu Gs1 mpax, KOUTO IpU pa3TBapsHE ¢ BOAa JaBa Osia 10 Mo4TH Osiyla CyCIEeH3Us C IJI0/10B

apoMar.

beraknas ce npemara B kytuu ¢ 6 ¢, 12 g, 14 g unu 20 g mpax 3a pasteapsue Ha 30 ml, 60 ml, 70 ml
w 100 ml nepopannarta cycnensus, chorBetHo, B HDPE OyTtunku. ByTunkure ca ¢ MapkupoBKa 3a

HHUBO Ha pa3TBapsHeE.

OmakoBKHTE ce JOCTaBST C 5 ml MONMCTUPOIIOBA CIIPUHIIOBKA 33 MEPOPATHO MPUIIOKECHUE C O3HAUCHH

nenenus ot 0,5 ml o 5 ml mpe3 0,5 ml

He Bcuukm onmakoBKky Morar Ja ObaT MycHaTH Ha Ta3apa.

IIpurtexkaTres Ha pa3pelIeHHETO 32 yNOTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

IIpousBoauren

KRKA, d.d., Novo mesto, Smarjeéka cesta 6, 8501 Novo mesto, CnoBeHuUs
TAD Pharma GmbH, Heinz-Lohmann-Straf3e 5, 27472 Cuxhaven, I'epmanus

ToBa JeKkapcTBO € pa3pelIeHo 3a ynorpeda B Abp:kaBuTe — WieHKU Ha EBponeiickoTo
HKOHOMHY€ECKO MPOCTPAHCTBO, MO/ C/IeJHUTEe HMeHa:

Crpana- wieHka HNme Ha JiekapcTBeHUs] IPOAYKT
Betaklav 500 mg /125 mg
Yemka penyoanxa | Betaklav 875 mg/ 125 mg
Betaklav 457 mg/ 5 ml
Abcrpus Amoxicillin/ Clavulansdure Krka 500 mg/125 mg Filmtabletten
Amoxicillin/ Clavulansdure Krka 875 mg/125 mg Filmtabletten
beraknas 500 mg/125 mg ¢punmupanu TadbaeTKu
bbarapus Beraknas 875 mg/125 mg punmupanu TabaeTKu
beraknas 400 mg/ 57mg/5 ml npax 3a nepopaiiHa CycrieH3us
Amoxicillin/ Clavulansdure TAD 500 mg/ 125 mg Filmtabletten
Tepmans Amoxicillin/ Clavulansdaure TAD 875 mg/ 125 mg Filmtabletten
Amoxicillin/Clavulansédure TAD 400 mg/57 mg pro 5 ml Pulver
zur Herstellung einer Suspension zum Einnehmen
Janust Betaklav
EcTonus Betaklav
Amoxicilina/Acido clavulanico Krka 500 mg/125 mg
HUcnanus o . .
comprimidos recubiertos con pelicula EFG




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

DOuUHIAHIUSA Betaklav
Betaklav 500 mg + 125 mg filmtabletta
Yurapus Betaklav 875 mg + 125 mg filmtabletta

Betaklav 400 mg/57 mg/ 5 ml por belsdleges szuszpenzidhoz
Betaklav 500 mg + 125 mg filmom oblozene tablete
XbpBaTus Betaklav 875 mg + 125 mg filmom oblozZene tablete
Betaklav 400 mg/57 mg v 5 ml prasak za oralnu suspenziju
Amoxicilin/clavulanic acid Krka 500 mg/125 mg film coated

Hpaanus tablets
Hranus Amoxicillina e acido clavulanico Krka
Betaklav 500 mg/125 mg plévele dengtos tabletés
JlurBa 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
Tareus Betaklav 875 mg/125 mg apvalkotas tabletes
Betaklav 400 mg/57 mg/5 ml pulveris iekskigi lietojamas
suspensijas pagatavosanai
Momma Hiconcil combi
HIBenust 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
CaoBeHust Betaklav 875 mg/125 mg filmsko obloZene tablete

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

JlaTa Ha MOCJIeAHO Mpepa3riIekIaHe HA JINCTOBKATA
21 IOnu 2024

IMoxpo6Ha uH(pOpMaIHs 32 TOBA JICKAPCTBO € MPeI0CTaBeHa Ha yebcaiiTa Ha M3mbiHuTeHA ATCHIHs
o JlekapcteaTa (MAJT) http://www.bda.bg.

IIpenopbka/MegunmHcka nHgopmanus

AHTHOMOTHLIUTE ca MpeIHa3HaYeH! 3a JieueHne Ha Oaktepuannu nHpekuuu. Te HaMar epexT cpenry
WH(EKIUY, TPHYNHSIBAHU OT BUPYCH.

Ilonsxora I/IH(l)eKI_II/IHTa, MNpUYINHCHA OT 6aKTepI/II/I, HE C€ MOBINSBA OT AHTUOMOTHYHOTO JICUEHUE. E,I[Ha
OT Hal-4yeCTHUTE IIPpUYNHU 3a TOBA €, 4C 6aKTepI/II/ITe, IIpUYHUHABAIIA I/IH(i)eKHI/ISITa, Ca pE3UCTCHTHU KbM
aHTI/I6I/IOTI/IKa, M3II0JI3BaH 3a JeuceHueTo. ToBa O3HavaBa, 4€ HC3aBUCUMO OT IIpHEMa Ha AHTHOHMOTHK T€
onecsIBaT U 10pu C€ pasMHOXKaBar.

BaKTepI/II/ITe MOrart Aa ctTaHaT pE3uCTCHTHU KbM aHTI/I6I/IOTI/ILII/ITe rnopaayu MHOIro mpuinHUA.
BrauMaTtennoTo n3nona3BaHe Ha aHTI/I6I/IOTI/IHI/ITe MOXE€ J1a IIOMOTHE 3a HaMaJIABAaHEC HA Bb3MOXKHOCTTA
6aKTepI/II/ITe Ja CTaHaT PE3UCTCHTHU KbM TAX.

Koraro Bamusr JICKap Bu Ha3zHaumn KypC Ha JICUCHUC C aHTI/I6I/IOTI/IK, TOH € MpeaAHAa3HAa4YCH CaMO 3a
JICYCHHUEC Ha HACTOAIIOTO 3a00/I9BaHE. O6’prCTe BHHUMAHUC HaA CJICIHUTC MPCIIOPBHKU U TOBA 1IIC



MMOMOTHE MIPE0TBPATIBAHETO HA MOSIBATAa HA PE3UCTEHTHHA OAKTEpUH, KOWUTO e CIpaT AeHCTBUETO Ha

aHTHOMOTHKA.

1. MHoro e Ba)HO Jia MpreMaTe MpaBUIIHATA /1032 OT AHTUOMOTHKA B TOYHO OIPEIEIICHOTO BpEeMe
W 3a orpeneneHus opoit quu. [Ipoderere MHCTPYKIIMUTE B TUCTOBKATA U aKO UMATe HYXKJa OT
CBhBET, ce 00bpHETE KbM Bamms jgexap wim dhapMarienT.

2. He npuemaiite aHTHOMOTHK, OCBEH aKo HE € MPEANICaH JUIHO Ha Bac. M3mon3Baiite ro camo 3a
JieueHue Ha MHPEKIUATA, 32 KosATo Bu e npeamnucay.

3. He npuemaiite anHTHONOTHK, MTpeTUCcCaH HA APYT YOBEK, TOPU aKO TOM MMa WHQEKIHs, ToJ00Ha
Ha Bamara.

4, He napaiite antubnoTuka, npeanvcad Ha Bac, Ha npyru xopa.

5. AKO clie/] IPUKITIOYBAaHE Ha Kypca Ha JiedeHHe (KaKTo € Ipenucano ot Bamms nekap) Bu

OCTaHC HCU3IIOJI3BAaH aHTI/I6I/IOTI/IK, BBPHETE I'0 B alIT€KaTa, 3a 1a 6”[:,[[6 IIPaBUJIHO YHHUIIIOXKCH.





