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JIncroBka: HHpopManHd 32 MALHEHTA

berakaas® 500 mg/125 mg punamupanu tadaeTkw- & 9?}3.-? 10 -03- 2024
Berakaas” 875 mg/125 mg puamupann TabaeTKH
aMOKCHLIM/IMH/KJ1aBYJ1JaHOBA KMCENHHA

Betaklav® 500 mg/125 mg film-coated tablets

Betaklav® 875 mg/125 mg film-coated tablets
amoxicillin/clavulanic acid

[Ipoyerere BHHMATE/IHO HAJIATA JIHCTOBKA, MPEIH /1A 3aM04HeTe /1a IPHEMAaTe TOBA JIEKAPCTBO
Thil KATO TH CBABPKA BaKHA 3a Bac undopmanus.

3anasere Ta3H JUCTOBKA. MOXe a ce HaJl0KH J1a S NpoYeTeTe OTHOBO.

AKO UMaTe HAKAKBH JIOMbJHUTEHK BbIIPOCH, nonuTtante Bawuus nekap wau ¢papmauest. Tosa
N1€KapCcTBO € NnpeanucaHo JUYHo Ha Bac. He ro npeorcrbnBaiTe Ha Apyry xopa. 1o Mmoxe 1a um
HaBpe/1M, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ChlLUMUTE KaTo Baluure.

AKO HSIKOSl OT HEXKE/IAHUTE JIEKAPCTBEHH PEAKLIMK CTaHE CEPUO3HA WJIU 3a0€e1eKUTEe APYTH,
HEOMUCAaHU B Ta3M JIMCTOBKA HEXKEJIAHW peakuMH, Mo yeeaomere Baluus nekap wiau
¢hapmauieBT. TOBa BK/JIIOYBA BCUYKH Bb3MOXKHH HEXKEJIAHHU peaKLIMU, HEOMUCAHH B Ta3HM
nucToBka. Buxkre Touka 4.

KakBo ¢bAbpxKa Ta3H JITHCTOBKA

S

1.

KakBo npeacrasiisa berakias v 3a KaKkBO C€ U3I10J13Ba
KakBo TpsaOBa na 3HaeTe, npeau aa npuemere beraknas

Kak na npuemare beraknas

Bb3MOXKHHM HeXelaHW peakUHH

Kak na cbxpansiBaTe beraknas

CbabprKaHUe Ha OMaKOBKATa U AOMbJIHMTEIHA HH(OpMaLKUS

KakBo npeacraBisBa berak/iaB H 3a KAKBO ¢e H3110./13BA

beraknaB € aHTUOMOTHK W JIEHCTBA, KaTO yOUBa OaKTepUUTE, KOUTO NpUUMHABAT HHPEeKUUH. Cbabpika
JIB€ pa3/IM4HU JIEKAapCTBa, HApe4YeHH aMOKCHLIMJIMH M KJ1aBYJIAaHOBA KMCEJIMHA. AMOKCHLIM/IMH
[MPUHA/IEKU KbM I'pyNa JIeKapcTBa, HApe4YeHH "MEeHULIMIIUHU ', YHETO AEHMCTBHUE MOHAKOra MoXe /Ja
Obae cnpsHO (1a craHaTt HeakTUBHH). Jlpyrarta akTMBHa CbCTaBKa (Kj1aByJ/laHOBA KMCEJIMHA) Mpe/ana3Ba
TOBA /14 C€ CJIYUM.

beraksaB ce U3noJi3Ba [MPpH Bb3PAaCTHH H [cUd 34 JICHCHHC HA CJICIHHTC HH(I)EKLI,HHZ

2.

HH(PEKLIMH HA CPEIHOTO YXO H CHHYCHTE

HH(EKLMU HA AMXATEJTHUTE MMbTULLA

HHDEKLMK HA MHKOYHUTE MbTHLLA

WH(EKILIMU HA KOXKATA U MEKMTE TbKaHH, BKJIIOUHUTENHO 3bOHH HH(PEKUMH
HH(EKUUIMH HA KOCTUTE U CTaBMTE.

KakBo TpsaOBa 1a 3HaeTe, npeaH Aa npueMere berakias

He npuemaiite berak.ias WA 70

aKo CTe a/epruyHH KbM AMOKCHUH/IMH, K/1aBY/IaHOBA KHCE/TMHA, NEHHLIMIHH HIH KbM Hm{m

OT OCTaHaJIUTe CbCTABKH HA TOBA JIEKApCTBO (M30poeHH B Touka 6), .':” S & 3
aKo CTE MMaAJIM TeXKKa ajiepruyHa peakums (peakuus Ha CBPbXYYBCTBUTEIHOCT) HBMJI]IJ}I K
aHTHOMOTHK. ToBa MOXKe /1a BKJIIOYBA KOYKEH OOPUB WJIK MOJyBaHE HA JIULIETO Hﬂwumsna
aKO HSAKOra CT€ HMajli YepHOAPOOHH NpodAEMH HITH XKbJATEHHLA (NOXKDbATABAHE Ha\ K{)}Kam )
NPy NPUEM HA AaHTHOHOTHK. '

I



He npremaiiTe beraknas, aK0 HAKOE 0T NOCOYECHHTE NO-TOpe TBBPACHHUH Ce OTHACH 10
Bac. AkO He CTe CHIYPHH 3a Helllo, KOHCY/ITUpaiiTe ce ¢ Bawua nekap wnu papMauesr,
npeau na npuemete beraxnas

IpeaynpexieHHa H Npeana3sHu MePKH

KoHcynTvpaiite ce ¢ Bawna nekap uiu gapManesT, npeau 4a 3ano4HeTte aa npuemare beraknas, ako
Bue:

- CTpajaTte OT HHPEeKLMO3Ha MOHOHYKJIE03a

- ce NeKyeare 3a uepHoApoOHU unu 6BO6peuHn npobnemMu

- HE YPUHHPATE PEAOBHO.

AKO HE CTE€ CHI'YPHH [Ja/tH HAKOE OT MOCOYEHUTE NO-rope TBbpAECHUA ce oTHaca a0 Bac, rosopere ¢
Baiuna nekap uau ¢papmauesT, NpEeaM Ja 3anovHeTe Aa npuemare beraknas.

B Hakou cnydau Bawunar nexap moxke qa u3cneaBa suaa Ha dakrepuure, KOUTO NpUUMHABAT Baluara
undekuna v uHdekuuaTa Ha Baiwwvre gena. B 3aBucumoct ot pesynrature Ha Bac unu Bauinre
aeua moxe na Bu 6bae npeanucaHa pazHyHa KOHUEHTpauua betaknas uiu Apyro JekapeTeo.

ChcToannn, 32 KOHTO € He00OX0AHMO AA C/IEAHTE

betaknae Mo)Xe 11a BNOLIH HAKOW CHLICCTBYBAUIH 3a00NABaHHA UITH 1A PUYHHH CEPUO3HUA HEXKENAHM
peakuHd. Te BKAIOUBAT anepruiyHy peakumH, ropyose (MpUnagbiuu) U Bb3nancHue Ha aedenoro uepso,
TpaOea aa cneaure 3a onpeaeicHd CHMITTOMH, Jokato Bue unu Bamero nere npuemare betaknas, 3a
Ja HaMaJIuTe PUCKa OT KaKBUTO H Aa € npobaemn. Buxre ,, Cocmosanun, 3a xkoumo e neobxooumo oa
creoume” B TouKa 4.

HicneaBaHHA HA KPLBTA H YPHHATA

Ako Ha Bac unu Bawero gere Bu NpaRaAT KpbBHU H3CNIEABAHUA (KaTO M3CNEABAHHUA 32 ChCTOAHHUETO HA
YEePBEHUTE KPBbBHH KIETKH WK U3CIIEABAHHA HAa YEPHOAPOOHaTa PYHKLHA) UK U3CIIEABAHUA HA
ypUHaTa (3a IV10Ko3a), yBEAOMETE NeKaps Wid MeAWHLMHCKaTa cecrpa, 4ye Bue unu Bawerto aere
npueMate beraxnae. ToBa ce Hanara, Thbi KaTo beTaknas MOXe Aa MIOBNIHAE BbPXY PE3YATATHTE OT
TE€3H BUAOBE U3CNeBaHus.

Apyra nexapcrsa n berakiaae

Mous, ungopmupaiiTe Bawums nexap uny papMmauest, ako Bue unu Bawero aere npuemare, Hackopo
cTe npuemManu Ui Mmoxke 64 npuemare Apyry JieKapcTsa.

AKO npvemare ajJonypHHON (M3N0J3BaH 3a JieYeHWe Ha nojarpa) ¢ beraknas, Moxke 1a € nNo-BepoOATHO
A3 NONYYHTE KOXKHa aICPruyHa peakums.

Axo npuemarte npobeHema (M3N0a3BaH 3a IEHEHHUE Ha nojarpa), Baliuat nekap Moxe aa pews aa
kopurvpa Baiuara no3a beraknas.

AKoO nekapcTBa, KOMTO npeanassar ot obpazypaHe Ha KpbBHH ChecHpeL (KaTo BapdapHH), ce
npUemMar 3aeHo ¢ betaknae, Moske Aa ce HaNOXKH NPOBEKIAAHETO HA AOTBJIHHTENAHH KPbBHH
H3C/IeaABAHHA.

beTaknas MO)Xe na NOBJIMAE HA HAYHHA, NO KOWTO NEACTBA METOTpeEK AT (JIEKAPCTBO, KOETO Ce
H3M013BA 3a JICUEHHE HA PaK WK PEBMAaTHYHH 3a00nsABaHus).

beraknas Moxe aa NOBJIMAE HA HAYWHA, IO KOHTO JeicTBa MHKOPEHONAT MOdeTHN (JIeKapCTBO, KOETO
CE€ M3MO0JI3Ba 3a NPEAOTBPATABAHE HA OTXBBLPAAHETO HA TPAHCIUIAHTHPAHKW OPTraHH).

berakjiaB ¢ XpaHa A HANIHTKH
Biemere beraknas 8 HAHANOTO HA XPAHEHETO WIH MAJKO MPEAH HEro U norablianre Taﬁneﬂm% I
I
LEJIM, ¢ YALLA BOJA. s @\,&M Iy {;\

bpeMeHHOCT, KbpMeHe H GepTRIAHTET
AKo cTe GpemeHHa WIIH KbPMHTE, CMATATE, Y€ MOXKE a cTe OpeMeHHa WK niaHupare Ope




[llo¢pupane n padbora ¢ MALLIHHH

beTakyiaB MOXKE J1a MPUYUHH HEXKEJIAHU PeaKLMH U CUMIITOMHTE MOraT Ja NnoBJIMSIAT BbpPXY
crnocodHocTTa BH 3a wodupaxe.

He wodupaiite u He paboTteTe ¢ MallMHHU, OCBEH aKO HE Ce YyBCTBaTe J100pe.

berakiiaB cbAbpKa HATPHH
Toea nekapcTBO ChaAbpxka no-maiko ot | mmol HaTpui (23 mg) Ha TabneTka, T.€. MOXeE /1a CE€ Kaxe,

Y€ MPAKTHYECKH HE CbAbPXKA HATPHUH.

3. Kak na npuemare Berak.iias

Bunaru npuemaiite TOBa JIeKapCcTBO, TOYHO KakTo BH e ka3an Bawuar nekap uiau apmaueBT. AKO He
CTe CUI'YPHH B Hewlo, nonuraite Bawus nekap unu gapmauest.

Bb3pacTuu u aeua ¢ rerJio 40 kg u noseue
500 mg/125 mg ¢punmupanu TabneTku

O0OwuyakiHaTa 103a €:
- | TabneTka TpU MbTH JHEBHO

875 mg/125 mg dbunmupanu TabneTku

- O0OuuaiiHa 103a — 1 Tabnerka aBa ImbTH AHEBHO
- [To-BHucoka no3a — 1 TabneTka TpH MbTH AHEBHO

Ynorpeda npH aeua

Jlena ¢ Ter.i0 no —maJiko ot 40 kg

[IpenopbuuTeNHO € Aeua Ha Bb3pacT 6 rOAUHU WM NMO-Majko TpsOBa aa ObaaT IEKYyBaHHU C
AMOKCHLIMJIMH/KJ1aBYJIaHOBA KUCE/IMHA NnepopasiHa CYyCMNEeH3Us.

500 mg/125 mg dunmupaHu TabaeTku

OObpHeTe ce kbM Bauius nekap uim papmaueBT 3a cbBeT, Korato aaBare beraknas TabneTky Ha aeua
¢ TeJecHo Terno, no-maiko ot 40 kg. Tabnerkure He ca NOAXOAALIM 3a Jella C TeJIECHO TEerjo Mol

25 kg.

875 mg/125 mg ¢unMupanu TabaeTku

O6bpHeTe ce kbM Bawus nekap win ¢gapMaueBT 3a CbBET, Korato Aasare beraknas Tabnerku Ha aeua
C TeJlecHO Terno, no-Maiuko ot 40 kg. TabneTkure He ca NOAXOAALIHM 32 AL C TENECHO Terjio noa 25
kg.

I[MaunenTH ¢ ObOpeYHH H YepHOAPOOHH NPOD./IeMH

- Ako Bue wiaun Bawerto nere umare npodiemu ¢ 6b0peumre, 103ara MoxkKe 1a Ob/ie npoMeHeHa.
BawuaT nekap Moxe 1a u3depe pa3/iniHa KOHUEHTPaLUMA WK APYro JIEKapCTBO.

- Ako Bue wiu Baweto aere umare npodieMH ¢ yepHus Apod, Moxke no-4yecto aa Bu ce npapsar
KPbBHH HM3CJIEIBAHUA, 3a /1a C€ MPOBEPABA KaK padoTH yepHUaT Bu 1pod.

Kak na npuemare berak.uas

- [TornbuiaiTe TadAETKUTE LIEJIM C Yallla BOAA B HAYAJIOTO Ha XPAHEHETO HUJIM MAJIKO MpeaH TOBA.

- Pasnpenenere 1034Te HA paBHU UHTEPBAJIM OT BpEME Mpe3 J1eHs, Han-manko Ha 4 yaca. He
npuemanTe 2 1034 B paMKHTe Ha | yac.

- He ﬂpHEMﬂHTE‘ beraknas B NpoaAb/KEHHE HA MOBEYE OT 2 CEAMHULM. AKO BCE OLLE He c
4yyBCTBaTe 100pe, TpsiOBa OTHOBO Aa noceTute Bawus nekap.

AKO cTe npHeJIH noBe4ye oT HeoOXxoauMara 103a berakias i &
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Ako cTe npuenu TBbpAe MHoro beraknas, npu3naunTe MOraTt Aa BKOUBaT npodiieMH che cTOMaxa
(raaede, NOBPLUIAHE WKW AKAPHA) UK rbpuoBe. O0BpHETE ce KbM Baluus nexap Bn3MOXKHO Hall-
Onp30. Biemere kapTOHEHaTa OMaxoBRKa Ha TEKAPCTRBOTO WK OYTHIIKATA, 32 [a 4 NOKaXKeTe HA AeKapa.

AKo cTe nponycHa/IH Aa npHeMeTe beraknas

He npuemaiiTe nBoiiHa 103a 3a 1a KOMIIEHCHpaTe NponycHara 403a. AKO NPOMyCHETe Aa NPHEMETE
1033, B3EMETE A BEHAra Cnej Karto ¢y cnoMHuTe 3a Toea. He Tpabea na r3emare cneapaiitara aos3a
TBbpAE CKOpO K TpAOBA Aa U3uakare OKoJio 4 yaca, npeay Aa NPpHUEMETE ClleABaIUATa A034.

AKo cTe cipesin npHeMa Ha berakias

[poabnxkapaiite na npueMare beTakiiap, 4OKAaTO EYEHHETO 3aBBPLLUN, JOPH aKO C& YYBCTBATE NO-
nobpe. Heobxoanma Bu e Besaka no3a B GopOara ¢ undekumara. AKO HAKOM BakTepHH OUENEnT, Te
MOIaT OTHOBO A4 NPeaAU3BUKAT MH(EKLHUA.

AKO ¥MaTe HAKAaKBH JOMBLIHHUTENHH BLIIPOCH, CBbP3aHH C yoTpebara Ha TOBa JIEKapCTBO, MOJA
nonudraiTe Bawmung nexap wiu ¢papmauesT.

4. BBb3MOKHH HeXKeJIAHH peaKIHH

KakTo BCHYKH JICKAPCTEA, TCBa ACKAPCTEO MOXKC Aad PCAH3IBHKA HCXKC/IaHH PCaKLUHH, BbITPCKH Y€ HE
BCCKH I'H NOJy4aBa.

CHCTOSHHS, 32 KOHTO € He00X0AUMO 13 CJIeAHTE

AJIEPpTHYHH PeaAKIHH:

- KOXKeH 0OpHB

- BbL3NANCHHE HA KPBBOHOCHHTE CBHAOBE (8ACKYAUM), KOETO MOXE Aa CE NMPOABU KATO YEPBEH W
BHOJETOB peiiePeH 0OPHB NO KOXKATa, HO MOXKE 1a 3aCErHE U APYrH YacTH OT TAJIOTO

- NOBULIIEHA TEMNEPATYpa, CTAaBHU OONKH, NOAYTH NTUMPHH Bb3NH B 001acTTa HA LUKATA, NOA
MUWHULIKTE WIH B CN1aOHHHTE

- NO4YyBaHe, IOHAKOra Ha MULETO WU YCTaTa (aHcuoeoem), NPUIHHABALLO 3aTPY/AHEHHE Ha
AMLIAHETO

- NPHUNaaAbK

- rpbaHa O0nKa Npu anepruyHa peakuus, KOSTO MOXKE J1a € CUMNTOM Ha (IpeAH3BHKAH OT
anepruyHaTa peakuus copaedeH HHdapkr (CuHApoM Ha KyHHUC).

O0bpHere ce He3a0ABHO KBbM JIEKAP, AKO NONYUYHTE HAKOH OT Te3H CUMNTOMU. Cpere npHeMa Ha
beraknas.

Bun3nanenue na n1ede1oTo 4epBo
Bb3naneHue Ha nebenoto 4epro, KOETO NPUUHHARA BOAHHCTA AHAPHA, OOMKHOBEHO ¢ KPbB H CIy3,
OoJsika B CTOMaxa W/WiM NOBMLIEHA TEMNIEpaTypa.

OcTpo Bh3na/1eHHE HA NAHKpeaca (OCTbP NAHKPEATHT)
AKO MMaTe CHIHA KU apoab/xuTenHa Oonaka B 00nacTTa Ha cTOMaxa, TOBa MOJKe [1a € NPH3HAK Ha
OCTBP MaHKPeaTur.

EHTEpOKOMHTEH CHHAPOM, NIPEAH3BHKAH OT NpHeM Ha JexkapcTBoTo (DIES)

MMa cbobuIeHHA 33 eHTEePOKOHTEH CUHAPOM, NTPEAN3BHKAH OT ITPHEM Ha JIEKApPCTBOTO, F1AaBHO MpPH
Aeua, NipHeMalili aMOKCHUHAWH/KNaBy1aHaT. ToBa e onpeaesieH BUA ANepruvHa peakums ¢ BoAell
CHUMIITOM MHOTOKPaTHO noBpbuiane (1 — 4 yaca cneq npueM Ha n€KapeTBOTO). ,[[on'anHTean ,;ﬁ-ff_, T
CHAMNTOMM Morar aa Obaar 60JiKa B Kopema, NeTapris, AMapus ¥ HUCKO KPbBHO HanAraHe. ﬁ, 5 - "',, .

— i m

O0bLpHeTe ce KbM BaliHa Jekap 3a ChLBeT Bb3MOKHO HAH-0BP30,aK0 NOAYUHTE TE3H C
Mruozo vecmu: mozam oa 3acecnam nogeve om I na 10 voeexa



- aHapua (Npy Bb3PACTHH)

Hecmu: mocam oa zaceenam oo 1 na 10 vosexa
- MJIEYHNLA (KaHOuOa — reOUYHA MHEKU KA Ha BAAraliLlLEeTo, yCTaTa UKW KOXHHTE MbHKH)
- HepasnookKEHHE (raaeHe), 0coOeHO Npy NPUEM Ha BUCOKH A03H
- ako umare Te3d npobaemu, npuemaiite berakniae npeay xpaHa
- NOBPbLUAHE
- aunapus (Npu aeua)

Hevecmu.: moeam oa 3acecrnam 0o [ na 100 vosexa
- KOXeH 00puB, chpdex

- penedeH copbawW oOpuB (ypmukapus)

- HapyLIEHO XPAHOCMHUJIAHE

- 3aManBaHe

- rnasrobonHe.

HeuvecTn HexcenaHu peakuuH, KOMTO MOrar Aa ce Habaionaear B KpbBHMTe By u3cneapaHud:
- NOBHILABAHE HA HHBATA HA HAKOW BEWECTBA (eH3uMu), NPOH3BEKIAHHA OT YepHHA ApoD.

Peoxu: mozam oa 3aceznam oo 1 na 1 000 yosexa

- KOkeH oOpuB ¢ 0fpa3yBaHe HA MEXYPH U MATKU KPBIIM Leau (¢ ueHTpaiHa ThbMHA 30Ha,
3a00HKOJIEHa OT MO-CBETJIa 00/1aCT H TbMEH KOHTYP, OKOIO KPauLaTa - epumema Myamugopme

Ako 3abenexnTe HAKOR OT T€3M CUMINITOMH, He3abaBHO ce CBBLPXKETe C JieKap.

Peaku HexxenaHu peakuuu, KOUTO Morar aa ce Habnawogaear B KpbBHUTE Bu u3cneapaHus:
- HamMaABaHe Ha Opod Ha KNETKHUTE, YYacTBalllM B CbCHPBAHETO Ha KPBBTa
- HamangBaHe Ha Opos Ha OeNHTE KPBBHH KIETKH.

(' Heuzgecmmna vecmoma: HeCmomama He MOXNCe Od ce nPpeostou OM HATUYHUME OaHHU

- AnepruyHM peakuuu (BHXKTe Mo-rope)

- Bi3ananenye ua ac6€10T1o 4epso (BroxTe 1no-rope)

- Bb3naneHue Ha memMOpaHuTe, KOUTO OOBHBAT raBHUA Y rpbOHAUHHA MO3BK (acenTHYEeH

MEHHHIHT)

- TeXKKH KOMCHU peaKUMH:

- reHepaJH3HpaH OOpPHB C MEXYPH H JIIOLIEHE Ha KOXaTa, 0CO0eHO OKONO yCTaTa, HOCA, OUWTE
U NMOJIOBHTE OpraHH (cunopom na CmuevHc-LxconcyH), W €AHA NO-TexKa Gopma,
NpHUYHUHABALLA OOLIKPHO H3NKOW{BAHE HA KoxkaTa (noseue oT 30% oT TenecHaTa NOBBLPXHOCT
- MOKCUYHA enUOePMAIHA HEKPOAU3A)

- WHPOKO pa3snpocTpaHEH YepBeH KOXKEeH OOpHB ¢ MANKK MexXypueTa, ChbAbPXKAaLUH FHOH
(bynozen excporuamuasen oepmamumy)

- YEPBEH, JIIOIIELL CE OOPUB C MOAKOKHM OyuKH U MeXypu {exzanmemHna nycmynosa)

- TPHNONOAOOHH CHMNOTOMH ¢ 0OpHB, NOBHLIEHA TEMAEPATYPa, NOAYBAHE Ha XJIE3INTE H
pe3yNTaTH OT KPbBHH TECTOBE, KOWTO Ca H3BLH pePEPEHTHUTE CTOHHOCTH ( BKITKOUHMTETHO
NOBHIUEHH HHBA HAa DenuTe KPpbBHU KIETKH (eo3unoguwiud) v YepHOAPOOHUTE EH3UMH)
(lexapcmeena peaxyun ¢ eozunourus u cucmemuu cumnmomu (DRESS))

- YepreH 0b6puB, 0OOMKHOBEHO ABYCTPAHHO 110 CEAANIHIIETO, FOPHATa BTPELLHA CTPaHA Ha
Oenparta, NOAMULUHULMTE, LIHATA (CUMETPHUYEH NEKAPCTBEH UHTEPTPUIHHO3EH U (JIeKCYpeEH
ek3aHTeM (SDRIFE - Symmetrical Drug-Related Intertriginous and Flexural Exanthema)).

He3abdaBno ce cabpikeTe ¢ Bamus Jekap, aKo NOTydHTe HAKOH OT Te3H CHMITOMH. -

- OoOpHB C MEXYPH, NOAPEACHH B KPbF, ¢ 00palyBaHe Ha KOPHYKA B CpeJaTa, HiM lcawyaa%:hm:g 7 \
nepnn (nuHeapHa IgA bonecr) I “ry ™

- Bb3raneHue Ha yepHus apod (xenamum)

Ve
- XBJITEHHUA, NPEAU3BHKAHA OT NOBUILABAHE HA OMTUPYOHHA (BELIECTBO, KOETO e
B UepHHA ApoOb) B kpbBTa. BenieacTBre Ha TOBa KoXaTa U OAJ1aTa YacT Ha ounTe\BH .
H3rJIeKAAT KBNTH S
{:ﬂ:f‘h- p
o,




- Bb3Ma/ICHHE HA KaHa/yeTtaTa Ha ObOpeumTe

- 3a0aBsiHe HA CbCUPBAHETO HA KPbBTA

- XHMIIEPAKTUBHOCT

- rbpYOBE (MpPH XOpa, NpUeMallli BUCOKH 103U beTakyiaB UM rnpu xopa ¢ 0bOpeyHu npodiemMHm)
E YEPEH €3UK, KOHUTO U3IJ/IeXkK/1a ,,OKOCMEH™

HexxenaHu peakumu, KOMTO MOrar jia ce HaOJIl01aBaT B W3C/1€/IBAHUATA HA KPbBTA WJIM YpHHATA:

- CEPHUO3HO HaMaJIsiBaHe Ha Opos HAa OenuTe KPbBHU KJIETKH

- HamaJIeH OpOH Ha YEPBEHUTE KPbBHH KJIETKH (XeMOIUMUYHA AHEMUS)

- KPMCTa/IM B YpUHATA, BOJELIUH 10 OCTPO YBpeK1aHe HAa ObOpeumTe.

ChoOmaBaHe HA HeKEJIAHH PeaKlHH

AKO NMOJy4YUTE HAKAKBH HEXKEJIAHHW JIEKAPCTBEHHW peakLMH, yBeaomere Bawus nekap wau ¢papmauesr.
ToBa BK1KOUBA BCHYKH Bb3MOXKHH HEOMMUCAHU B Ta3H JIMCTOBKA HEXEAHU peakurMH. MoxeTe cblio aa
CbOOULIMTE 3@ HEXKETAHW PEAKLIMK AUPEKTHO Ype3

U3nbaHuTEIHA areHuMs 1o Jiekapcreara

yi. ,,Jlamsu ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg

Karo cbobluaBare HexXeNnaHu peakuMy, MOXKETE Ja 1a/IeTe CBOS MPUHOC 3a M0Jly4YaBaHe Ha rnospeye
HH(pOpMaLIUg OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S. Kak na cbxpansiBate berakias

CbXxpaHsiBalTe Ha MIACTO, HEAOCTBITHO 3a Jeua.

He u3nonasBaiiTe TOBa J1I€KapCcTBO C/1€] CpOKa HA rOAHOCT, OTOE/A3aH BbPXY KAPTOHEHATA KYTHS U
onucrepa cnen ,.l'oaeH 1o:”. CpoKbT Ha NOAHOCT OTrOBaps Ha MOCJEHUSA JIEH OT NMOCOYEHHUS MECELL.

JleHTa n dsiucrep
Jla ce cbxpansiBa noa 25°C.
Jla ce cbxpaHsiBa B OpMIrHHA/IHATa ONAKOBKA, 3a /J1a CE Npe/anas3y oT Bjara.

JlekapcTBara He Tps0OBa 1a ce U3XBBPJIAT B KaHAIM3aLMATA WK B KOHTEHHEpA 3a I0OMALIHHK OTNA/IbLIH.
[lonuraiite Baluus dhapmauleBT Kak /1a YHUILLOKHTE HEHYKHUTe Bu nekapcrTea. Te3u MepkH Lie
CIOMOrHAT 3a OMna3BaHe Ha OKOJIHATA cpeaa.

6. ChabpkaHHe HA ONAKOBKATA H 10NbJAHHTE/IHA HHPOpMALHSA

KakBo cbabpxa berakias

- AKTHBHMTE BELLECTBA Ca aMOKCHLIMJIMH M KJ1aBYJIaHOBA KHCEJIMHA.
beraknas 500 mg 125 mg duamupanu TabneTku
Beska puamupana tadbnerka cbabpka S00 mg aMOKCHUMIIMH (KaTO aMOKCHLIMJTMH TPUXH/1paT)
v 125 mg knaByiaHoBaTa KMCEIMHA (KaTO KaJIMEB KJ1aByJlaHarT).

beraknas 875 mg/125 mg dunmupanu TabneTku

Bcaka punmupana Tabnertka cbabpxa 875 mg aMOKCHLMIIMH KaTO (AMOKCHLIMJIMH TPUXHMPAT)

1 125 mg Ha Kn1aByJlaHOBaTa KMCe/IMHA (KaTo KajJueB KJ1aByJlaHar).

Jlpyrure cbCTaBKH (MOMOLLHHW BELIECTBA) ca: MUKpOKpHUCTasiHa uenyJo3a (E460), narpues
HULLIECTEH raukonar (Tun A), kojouaeH 0e3BoaeH cuavumeB nnokcua (ES51) u marvesues
creapat (E470b) B aapoTo Ha TabaeTkara U TuTaHOB AHOKeHA (E171), mnpnmenﬁ3ﬁ (B464) v~
nponuneﬁmumﬂ (E1520), tank (E553b), ernauenynosa (E462) BbB dmnmoe.o’ro ncucpmne
Buxxre Touka 2 ,,beraknas cbabprka HaTHI™, ([ & S
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Kak n3riexkna berakiiaB H KAKBO Cbh/bPKA ONAKOBKATA



beraknas 500 mg/125 mg dunmupanu TabneTKH

bssa 1o nourtu 6sna puamupana tabaerka ¢ npoabiarosara popma M ¢ BANBOHATO penedHo

o3Hayenue "l 06" ot eaHaTa cTpaHa M rjajakKa oT apyrara cTpaHa, Ab/okMHa Ha Tadnerkara: 19,40 +

0,10 mm.
beraknas 875 mg/125 mg duamupanu TabaeTku

bsana no nouru 6ana puimupana tabnerka ¢ npoabarosarta opma ¢ BAIBOHATO pesieHO O3HAYCHHE

"I 07" oT eAHaTa CTpaHa M rjajka OT Apyrarta cTpaHa, Ab/bKMHA Ha Tabnerkara: 21,70 £ 0,10 mm.

beraknaB ce npeasiara B KYTHH C:
- 10, 12, 14, 16, 20, 21, 24, 30, 100 uau 500 ¢puamupanu TabAETKH B JIEHTH,
- 10, 12, 14, 16, 20, 21, 24, 30, 100 uan 500 dunmupanu tabiieTku B OIUCTEPH.

He BCHukM BHI0BE OMAKOBKH MOrar ja ObaaT mycHaTH Ha nasapa.

[IpuTexares1 Ha pa3pelIeHHETO 32 ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoeHus

[IpousBoauTenn:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CjioBeHus
TAD Pharma GmbH, Heinz-Lohmann-Stralle 5, 27472 Cuxhaven, I'epmanus

ToBa 1ekapcTBO € pa3pelieHo 3a ynorpeda B IbpKaBHTe — YWIEHKH Ha EBponelckoTo
HKOHOMHY€ECKO MPOCTPAHCTBO MO CJIeAHHTE HMEHA:

Crpana- wieHka Nme Ha J1eKapCTBEeHHS NPOAYKT

Betaklav 500 mg/125 mg
Yemka penyoauka | Betaklav 875 mg/125 mg
Betaklav 457 mg/5 ml

Amoxicillin/Clavulansdure Krka 500 mg 125 mg Filmtabletten

T Amoxicillin/Clavulansiure Krka 875 mg 125 mg Filmtabletten
beraknas 500 mg/125 mg punamupanmn tadbneTku
bbvarapus beraknas 875 mg/125 mg puamupanu tabieTkm
beraias 400 mg/57mg /5 ml npax 3a nepopajiHa cycneH3us
Amoxicillin/Clavulansdure TAD 500 mg/ 125 mg Filmtabletten
m—— Amoxicillin/Clavulansdure TAD 875 mg/ 125 mg Filmtabletten
Amoxicillin/Clavulansdure TAD 400 mg/57 mg pro 5 ml Pulver
zur Herstellung einer Suspension zum Einnehmen
Jlanun Betaklav
EcTonns Betaklav
Amoxicilina/Acido clavulanico TAD 875 mg/125 mg
Ucnauus

comprimidos recubiertos con pelicula EFG

Dunjaanaus Betaklav
Betaklav 500 mg + 125 mg filmtabletta
Yurapus Betaklav 875 mg + 125 mg filmtabletta
Betaklav 400 mg/57 mg/ 5 ml por belséleges szuszpenziohoz
Betaklav 500 mg + 125 mg filmom oblozene tablete
XbpBaTHA 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
Hpaanausa
tablets
Uraaus Amoxicillina e acido clavulanico Krka
Betaklav 500 mg/125 mg plévele dengtos tabletés |
JlnTBa Betaklav 875 mg/125 mg plévele dengtos tabletés [ = [
Betaklav 400 mg/57 mg/5 ml milteliai geriamajai suspensijai | *.
JlarBus Betaklav 500 mg/125 mg apvalkotas tabletes \
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Betaklav 875 mg/125 mg apvalkotas tabletes
Betaklav 400 mg/57 mg/5 ml pulveris iekSkigi lietojamas
suspensijas pagatavosanal

[lonua Hiconcil combi
[HIBeuns Betaklav
Betaklav 500 mg/125 mg filmom obalené tablety
CaoBakusi 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

CioBeHusn Betaklav 875 mg/125 mg filmsko oblozene tablete

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

JlaTa HA MOCJIeIHO Mpepasrjek/IaHe HA JIHCTOBKATA

22 Asryct 2025
[Tonpo6Gxa uHdopmalMs 3a TOBa JIEKAPCTBO € NpeAocTaBeHa Ha yebcaita Ha M3nmbiHuTenHa AreHums
no Jlexapcreara (MAJI) http://www.bda.bg.

[Ipenopbka/meannnHcKka HHPoOpMan U

AHTHOMOTHLIMTE ca NpeJHa3HAYeHH 3a JieyeHue Ha OakrepuaiHu UHpeKkuru. Te HamaT edekT cpeury
HH(EKLHHU, MPUUHUHIBAHU OT BUPYCH.

[Tonsikora uHdekumaTa, NpUUUHEHa OT OAKTEPHH, HE CE MOBAUABA OT aHTHOMOTHYHOTO JieueHue. Eana
OT Hal-4eCTHTE NMPUYHUHHM 3a TOBA €, Y€ DAKTepUHUTE, NPHYHHABALUH HHPEKLUATA, CA PE3UCTEHTHH KbM
aHTHOMOTHKA, W3MOJI3BaH 3a JleyeHueTo. T'oBa 03HayaBa, 4ye HE3aBUCUMO OT NMpUeMa Ha aHTHOUOTHUK Te
OLEJIABAT U JIOPH CE€ pa3MHOKaBar.

BHKTEPHHTE Morart aa €crtaHaTt pe€3uHCTCHTHH KbM AHTHOMOTHLIKUTE nopaarn MHOIO MNMPpHYHHH.
BHuMaTe1HOTO H3No13BaHe HA AHTUOMOTHLIMTE MOKE /1a MOMOIHE 3a HaMaJIIBaHE HA Bb3MOXKHOCTTA
63KTEPHHTE Jd4a CTaHaT pC3UCTCHTHH KbM THX.

Koraro Bawusar nekap Bu Ha3HauM Kypce Ha 1e4yeHHe ¢ aHTUOMOTHK, TOH € NMpeiHa3HaAYeH caMo 3a
JIeYEHHE HA HACTOALOTO 3a00a9BaHe. OObpHETE BHUMAHHUE HA CJICAHUTE MPENOPBbKHU M TOBA LUE
[MOMOrHE MpeI0TBPAaTABAHETO HA MOSBATA HA PE3UCTEHTHH OAKTEPHUH, KOUTO LIIE CrpaT JIeHCTBUETO Ha
aHTUOHUOTHKA.

L MHOro e Ba)xHO J1a npMemMare rnpaBM/IHATa 103a OT aHTUOMOTUKA B TOYHO ONPEAE/IEHOTO BpEME
u 3a onpeaeneHus o6poi aHu. [lpoyerere MHCTPYKLIMUTE B IMCTOBKATA U AKO MMATE HYk/Ja OT
CbBET, c€ 00bpHETE KbM Balwuus nekap wiu apMauesr.

He npuemaiiTe aHTHOMOTHK, OCBEH aKO He € npeanucaH JM4Ho Ha Bac. U3nossBakre ro camo 3a
NeyeHue Ha HHdekuuATa, 3a KosaTo Bu e npeanucan.
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3. He npuemaiiTe aHTHOMOTHK, NpeANKCaH Ha APYT YOBEK, I0PH aKO TOH MMa MH(EKLUMs, Noao0Ha
Ha Bawuara.

4. He naBaiite aHTHOMOTHKA, npeanucaH Ha Bac, Ha apyru xopa.

- AKO c/1e/l NPUKJIKYBaHE Ha Kypca Ha JiledyeHHe (KakTo e npeanucaHo ot Bawus nekap) Bu

OCTaHe HEW3MNOA3BaH aHTMOMOTHUK, BLPHETE IO B aNTeKara, 3a Ja Ob/e NpaBUJIHO YHHULLIOKEH.
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