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Berakaas® 500 mg/125 mg ¢puamupann 'raﬁu]enm’ fi—fé é } 7 -0i- 2[]25
Berakaas® 875 mg/125 mg q)llJIMllE;ﬂll Tabjerkn |
AMOKCHLIM/IMH/KNaBy/IJaHOBA KMUCEJTUHA

Betaklav® 500 mg/125 mg film-coated tablets

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

[Ipouerere BHHMATE/IHO LAJIATA JIHCTOBKA, NPEAH 1A 3al04YHETe 12 IpHeMaTe TOBA JIEKAPCTBO

ThbH KATO TH ChABbPKA Ba’kHa 3a Bac nHpopmanus.

- 3ana3zere Ta3d JUCTOBKA. MOkKe [1a ce HAJIOXKH /1A A MPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JOMbJHUTE/IHU BIIPOCH, nonuranTe Bawuuns nekap uau ¢apmauest. Tosa
JIEKApCTBO € npeanuMcaHo JuyHo Ha Bac. He ro npeorcrsnsaiire Ha apyru xopa. To Mmoxe aa um
HaBpe/U, HE3aBUCHUMO OT TOBA, Y€ TEXHUTE CUMIITOMH Ca CbLIMTE KaTO Bawuwure.

E AKO HAKOS OT HEXKEJIAaHUTE JIEKAPCTBEHHU PEaKLIMH CTAHE CEPHO3HA WU 3a0€NeKHUTE PYIH,
HEOINMUCAHHU B Ta3H JIMCTOBKA HEXKEJIAHU peaKU UM, MoJIa yBeaomere Baluus nekap uiu
¢apmaueBT. ToBa BKJIlOYBA BCHYKH Bb3MOXKHH HEXKE/IaHH peaKLiMHU, HEONMUCAHH B Ta3H
nucToBka. Buxre Touka 4.

KakBo cbabpKa Ta3H JIHCTOBKA
KakBo npejcrasiaBa berakias U 3a KakBO ce M3I0J13Ba

L.

2. Kakgo TpsOBa na 3Haere, npeau aa npuemere berakias

3. Kak na npuemare beraknas

4, B1b3MOXHH HEXEJIaHU peaKLIuK

3, Kak na cbxpansBare berakias

6. CbabprKaHWE HA ONMAKOBKATa W JIOMbJIHUTE/IHA HHDOpMaLMA
1. KakBo npeacrasisBa berak/iaB H 3a KAaKBO ce H3M0J13BA

beraksiaB e aHTUOMOTHK M J1eHcTBA, KaTO YOMBa DakTepuMUTE, KOUTO NpUYKMHABAT HHPEeKUHHU. Chabpika
J1B€ pa3/IMuHH JIEKapCcTBa, HAPEYEHH aMOKCHLIMJIMH M KJ1aBYJIaHOBA KMCE/IMHA. AMOKCHULIMJIMH
NMPUHA/UICXKH KbM Ipyna JIeKapCcTBa, HAPEYEHH 'TMEHULIMIIMHH ', YHETO AEHCTBUE NMOHIKOra MoXe /Ja
ObJe cnpsAHO (Aa cTaHaT HeaKTUBHM). /lpyrara akTHBHA cbCTaBKa (KJ1aByJJaHOBA KUCE/IMHA) Npe/inas3sa
TOBA /14 Ce CJIYYH.

beTraknas ce U3noJ13Ba MpH Bb3paCTHH H A€La 3a JICHCHHUE Ha CJICAHHUTC HH(bEKL],HHZ

. MH(PEKLMH Ha CPEAHOTO YXO U CHHYCHTE

- HH(EKLIMK HA IUXATEJTHUTE MbTHULLA

. MH(EKLIMK Ha MUKOYHHUTE MbTHULLA

- MHDEKLMK HA KOXKATa U MEKMTE ThbKaHU, BKIIFOYMTETHO 3bOHH HHPEKLMH
- MH(DEKLIUY HA KOCTUTE U CTABUTE.

2 Kakso TpsiOBa 1a 3Haere, npean 1a npuemere berak.ias

He npuemaiiTe berak.ias
- @Ko CTe aJIepri4HH KbM aMOKCHLIMJIMH, KJ1aBYJIaHOBA KUCEJIMHA, NEHULIUJIMH H

OT OCTAHAJIMTE CbCTABKH HA TOBA JIEKAPCTBO (M30POECHH B TOUKA 6),
- aKO CT€ UMAJIM TEeXKKA aJlepruyHa peakuus (peakuus Ha CBPbX4YYBCTBUTE/IHO
aHTHOMOTHK. TOBa MOXKe a BKIIOUBA KOXKE€H OOPHUB WJIK NOJYBaHe Ha JIMLL
- aKO HSIKOra CTe€ MMaJld YepHOAPOOHH NPOOIEMH WIIH XKbITEHHULA (MOXKBITS

=



npyd NpUeM Ha AHTHOHOTHK.

He npremaiite berakaB, aKo HAKO€ OT IOCOYEHHTE NO-I'ope TBHP/AECHHA Ce OTHACH 10
Bac. AKO He CTe CHIYPHHM 3a HELLO, KOHCYNITHpAaiiTe ce ¢ Balua nexkap Win ¢papMaulesT,
npeau na npveMere beraknas

IlpeaynpexxaeHnsa H NpPeANainH MEPKH

Koncynrupatite ce ¢ Bawumns nekap wnu gapmauesT, Npeaun aa 3anoyHere Aa npuemare beraknas, ako
Bue:

- cTpasaTe oT HHPEKLUHO3IHA MOHOHYKIIE€03a

- ce NeKyBaTe 3a uepHoApoOHH unu 6BOpeuHn npobnemMu

- HE YPUHHUPATE PEAOBHO.

AKO He CTe CUTYPHH [any HAKOE OT NOCOYEHUTE NMo-rope TBbPAEHHA € OTHacs a0 Bac, roropere ¢
Bawns nekap unu gapmaueBT, NpelH 4a 3anoyHere aAa npuemare beraknas.

B Hakou cayuau BauusaTt nekap Moxe ga uscneasa Buaa Ha Hakrepuure, KOMTO npruHHABaT Bawara
uHpeKLHa WY HHPEeKuHMATa Ha BawikTe neua. B 3aBUCHMOCT OT pe3yntaTuTe Ha Bac nnu Bawure
aeua Moxe ga Bu 6bae npeankcana paziMyHa KOHUEHTpauHa beTaknae WK Apyro feKapeTBo.

CoerofHES, 32 KOHTO € He00X0AHMO Aa CIeARTe

beraknaB MOXe Aa BJOLUN HAKOH CbLUECTBYBALLH 3a0019BaHMS WITH A4 NPUYHHH CEPHO3HH HEXKETAHH
peakuuy. Te BK/HOYBAT aNepruinu peakuuH, rbp4oBe (IpUNagbUM) U Bb3nancHue Ha aebenoTo uepso.
Tpabera ma cneauTe 3a onpeaeneHu CHMINTOMH, Aokato Bue niv Baulero gere npuemare beraknas, 3a
[1a HAMAIKMTE PHUCKA OT KAKBHTO U Aa € npobnemu. Bukre ,, Cocmonnun, 3a koumo e #eobxooumo oa
credume” B TOUKA 4.

H3ciienBaHHA HA KPbBTA H YPHHATA

Ako Ha Bac wiu Bawero aete BU NpaBAT KPbBHU U3CAEABAHHA (KaTO U3CNEIBAHHA 32 CbCTOSHUETO Ha
YepBEHHTE KPbBHH KJIETKH HIIH H3C/IEABAHMA HAa YEPHOAPOOHATa PYHKUMUA) WIH U3C/ICABAHHUA Ha
ypHHaTa (3a rioKo3a), yBeAOMETE JIeKaps MIIH MEAULIMHCKATa CecTpa, ye Bue unu Bawero nere
npueMate beraknas. ToBa ce Hanara, Thbi KaTo beraknas Mo)Ke 0a NOBNUAE BbPXY PE3YNTATHTE OT
TE€3U BUAOBE H3CACIBAHHA.

Apyra Jexapcerea H berakias

Mons, undopmupaiite Bawns nekap unu papmauesT, ako Bue unu Bawero nere npuemare, HacCKopo
CTE NpPHEMAand WK MoXKe OW nNpueMare ApyrH JiekapcTea.

AKO npHeMare anonypyuHoa (M3MnoA3BaH 3a NCYECHUE Ha noaarpa) ¢ beraknas, Moxe Aa € NO-BEPOSTHO
1a NOJIYYHUTE KOXHA alleprdvHa peakuus.

Ako npueMare npodbeHeun (M3MON3BaH 3a nevyeHyue Ha nojarpa), Bawuar nekap Moxe aa peuid na
kopurupa Bawarta no3a beraknas.

AKO nekapcTBa, KOMTO NpEAna3Bat oT 0OpasypaHe Ha KpbBHH CbCHPEUM (KATO BapgapuH), CE NpUeMar
3aenHO ¢ betaknae, MoXe 1a ce HanoXH NpoBeXAaHEeTO HA AONBJIAHUTENHH KPBBHH HU3C/IEBaHHA.

beraknap MOxe Aa MOBIHAE Ha HAYKHA, MO KOWTO ACHCTBA METOTPEKCaT (1€KapCTBO, KOETO Ce
W3IMON3BA 3a JIeYeHHE Ha paK WK peBMaTH4YHHK 3a00/1sBaHNA ).

Beraknae Moxe J1a MNOB/IKAE Ha HAYKMHA, NO KOHTO AeiicTBa MUKodpeHonaT ModeTHn (JIEKapCTBO, KOETO
C€ W3M0J138a 33 NPEAOTBPATABAHE HA OTXBBPASHETO HA TPAHCILUIAHTHPAHH OPraHu).

beTak/aB ¢ XpaHa H HAMHTKH

LCITH, C 4Yallla BOAd.

bpeMeHHOCT, KbpMeHe H PEePTHHTET




AKO cTe OpeMeHHa WK KbpMHUTE, CMATATE, Y€ MOXKeE /1a CTe OpeMeHHa WM TU1aHUpaTe OpEMEHHOCT,
MO/ nonuTaiTe Balus nekap uau apmaueBT 3a CbBET MPEAU 1a NPUEMETE TOBA JIEKAPCTBO.

[llopupane n padora ¢ MALIHHH
berakiaB Moxe 1a NPUYHHHU HEXKETAHH PEAKUUIMH H CUMITTOMHMTE MOrarT /1a MOBJIHAST BbpPXY

crnocodHocTTa BH 3a wogupaue.
He wodupaiite n He padoTeTe ¢ MallIMHK, OCBEH aKO HE Ce€ YyBCTBaTe J100pe.

berakiiaB cbABbpKA HATPHH
ToBa nekapcTBO Chabpka No-Maiko or 1 mmol HaTpuit (23 mg) Ha TabaeTKa, T.€. MOXKE /1a CE Kaxe,

ye MPaKTHYECKH HE ChAbprKa HATPHH.

3. Kak n1a npuemare berak.as

BuHaru npuemaiite ToBa JiekapcTBO, TOYHO KakTo Bu e ka3an BawusT nekap unu dpapmaueBt. Ako He
CT€ CUI'YPHH B HElllO, nonuTaiTe Bawuuns nekap wiu gpapmMauesr.

Bb3pacTun u aeuna ¢ rersio 40 kg u noseue

500 mg/125 mg dunmupanu TabaeTku

OOwuuyaiinaTa 103a e:
- | TabneTka TpH MbTH AHEBHO

875 mg/125 mg dunmupanu TabneTku

O6wnuaiina no3a — 1 Tabnerka ABa MbTH AHEBHO
- [To-Bucoka no3a — 1 Tabserka Tp¥ MbTH AHEBHO

Ynorpeda npu aena

Jlena ¢ TerJio no —maJjko ot 40 kg

[IpenopbumMTeHO € Aeua Ha Bb3pacT 6 rOAMHHU WK MO-MalKo TpAOBa 1a ObaaT IEKYyBaHHU C
aMOKCHLIHJIMH/KJ1aBYJIAHOBA KMCEJIMHA MNepOopaiHa CYCINEH3HA.

500 mg/125 mg dunamupanu TabaeTku
OObpHere ce kbM Bawius nekap win papmauesT 3a cbBeT, Korato Aasare betaksiae TabsieTky Ha aeua

¢ TeJiecHO Terno, no-manko ot 40 kg. TabneTkure He ca NOAXOAALLHM 3a /I€la C TEJIECHO TErJ10 Mo
25 kg.

875 mg/125 mg dnamupaHu TabieTku

OObpHeTe ce kbM Bawus nekap win apmauesT 3a cbBeT, Korato AaBare beraknas Tabnerku Ha aeua
C TesecHO Terno, no-Mauko ot 40 kg. Tabnerkure He ca NoAXOAALIH 3a JieLa C TEJECHO Terjio noja 25

kg.

I[TanueHTH ¢ ObOpeYHH H YepHOAPOOHH NpOD/IeMH

- Ako Bue unu Bawero nere umare npodiaemu ¢ 0bOpeumre, no3ara Moxe aa 0bae npoMeHeHa.
BawuusT nekap Moxe aa u3depe pasiMuHa KOHLUEHTPALMA WU APYro J€KapCTBO.

- Ako Bue uau Baiuero aere umare npodaeMu ¢ yepHus Apo0, Moxe no-yecto aa Bu ce npassar
KPbBHH M3CJI€1BaAHHUS, 3a /1a C€ NpOBepsBa Kak padoTH yepHUAT Bu npo0.

Kak n1a npuemare berakias

- [TorabuiaiiTe TabNeTKMTE LIEH € Yalla BOAA B HAYAJI0TO HA XPAHEHETO HJIH M

- Pasnpenenere 103UTe HA paBHH MHTEPBAJIK OT BpEME Mnpe3 A€Hs, Han-MaJiK
npuemManTe 2 1034 B paMKHTe Ha | yac.

- He npuemaiite beraknas B npoab/DKEHHE HA NMOBEYE OT 2 CEAMHLHK. AKO B
yyBcTBaTe 00pe, TpssdBa OTHOBO 1a noceture Bawuus nekap.




AKO CTe mpHeaH NnoBeye OT HeobDxoaumara g03a berax.ias
AKO cTe npvenud TBbpae MHoro betaknas, npu3HauMTe MOraT Ja BIUTIOUBAT Npod/IeMH CbC CTOMAXA

(rageHe, NOBpbUIAHE MM AXAapHA) WK rbpuoBe. OObpHeTe ce kbM Baliug nekap Bb3MOXHO Hak-
O0bp30. B3eMeTe KapTOHEHAaTa ONaKOBKA HA NIEKAPCTBOTO WIIK OyTHIIKATA, 3a Aa A MNOKAKETE HA JIeKaps.

AKo cTe nponycHAIH Ja npueMeTe beraknas

He npuemaiite aBoiiHa 1032 3a Aa KOMIIEHCHUpATE NPOITyCHATa A03a. AKO NPOINYCHETE A2 NPHEMETE
1034, B3EMETE f BeiHara ciej Kato cH cmoMHuTe 3a ToBa. He TpaOBa na Biemare chensawara nos3a
TBbPAE CKOPO M TPAOBA Aa M3vakaTe OKoNo 4 Yaca, NpeaH Ja NPHEMETE C/IeABALIlAaTa 1034a.

AKoO cTe cnpe/id npHeMa Ha berakias

[Ipoavnxapalite aa npuemare beraknias, JOKATO IEYCHHETO 3aBBLPILHA, IOPH AKO C€ YyBCTBaTE NO-
noope. Heobxonnma B e Begka no3a B Oopbara ¢ undekumnaTa. Ako HAKOH OaKTEepUH OUENEeaT, Te
MOraT OTHOBO Ja NpeAH3BUKAT HHeKLus.

AKO HMaTe HAKAKBH JOMbJHUTENHHM BLIPOCH, CBbP3aHH ¢ yroTpebaTa Ha TOBA JIEKApCTBO, MO
nonuraiTe Bawus nekap unu gpapmMaleeT.

4. Bu3MOKHH HEXKEJ/IAHH peaKkluHH

KaxkTo BCHUYKHK JIeKapCTBa, TOBA JIEKAPCTBO MOXKE Aa NpeAH3BUKA HEXENaHH peaKuMH, BbIIPEKH YE HE
BCEKHM MM NoOJyyaBa.

CheTORRHA, 32 KOHTO € He00X0AHMO 1A CJIeRHTe

ANCPrAYHA peAKNHH:

- KOKEH 00pHB

- Bb3NaleHHE HA KPbBOHOCHHUTE ChAOBE (ACKYAUM), KOETO MOXKE Aa Ce TIPOSABH KaTo HEPBEH WIIH
BHOJIETOB peniedeH OOpHB MO KOXKATA, HO MOXKE /1a 3acerHe U Apyru 4acTH OT TAJNOTO

- MoBMllIEHa TEMNEparypa, CTaBHU HONKH, NOAYTH MUMPHH Bb3JTH B 00N1aCTTa Ha WHATA, 101
MHLUHULIMTE WK B C1aOHHUTE

- NoJayBaHe, MOHAKOTa Ha JIMUETO HIM YCTaTa (ancuoedem), NPUUHHABALUO 3aTPyAHEHHE Ha
AHUIIAHETO

- NpUNagbK

- rpsaHa 6ofka Npu anepriuHa peakLys, KOATO MOXKE f1a € CHMIOTOM Ha NpeaH3BUKaH OT
alepryyHaTa peakuus cbpacyeH uH¢papkt (CHHApoM Ha KyHHC).

O0npHeTe ce HE3a0ABHO KBM JIEKAP, AKO MOJYYHTE HAKOH OT Te3x CUMITOMH. Cnpere npaema Ha
beraknas.

Bnanasenne na nebesioTo uepso
Bu3nanenue Ha aeGenoto YepBo, KOETO NPUYHHABA BOJAHUCTA AHAPUSA, OOMKHOBECHO € KPbB H CITY3,
OoJika B cTOMaxa W/ ud NOBHLLEHA TEMIEPATYpa.

OcTpo Bh3Na/MeHHe HA DAHKpeaca (OCTbP HANKPLATHT)
AKO HMaTe CHJIHA 1 NPOoAb/KHTENHA 00JiKa B 00nacTTa Ha CTOMAXa, TOBA MOXKE Aa € NPH3HAK HA
OCTBP NAHKPEATHT.

EHTepoKoJHTEeH CHHAPOM, IPEAA3BHEKAH OT NpHeM Ha JexapceTeoTo (DIES)
Mma cboOlueHna 3a EHTEPOKONUTEH CHHAPOM, NPEeAX3BHKAH OT MPHEM Ha JIEKApCT W

Aena, MpHemalld aMOKCHUWIUH/KhaBynaHat. ToBa € onpeaeneH BMA anepruida pgag
CHMITTOM MHOroKpaTHo noepbulaHe (1 — 4 yaca cnea npueM Ha nexapctBoTo). JI¢
cHMNTOMH Morat aa Obaat O0oJika B KOpEMa, JIETaprusa, JHapUs U HUICKO KPbBHO




O6pHeTe ce KkbM Bamus Jjekap 3a CbBeT Bb3IMOXKHO HAH-0BP30,aK0 NONYUHTE TE3H CUMITTOMH.
Mnoco vecmu: mocam Oa 3aceznam noseve om I na 10 vosexa

- anapvs (NpH BbL3pacTHH)

Yecmu: mo2am oa 3acesnam oo 1 na 10 vosexa

- MiICYHHLA (kanouda — reOMYHa HHPEKLMA Ha BNaraJuLIETo, yCTaTa MITH KOXKHUTE MbHKH)
- Hepa3noa0KeHHUE (raaeHe), ocoOEHO NPH NPHEM Ha BUCOKH J03H

AKO HMaTe ceaHuTe npodiaemu, npuemanTe betaknas npean xpaHa

- NOBpPbiLAHE

- anapua (Npu Jeua)

Hevecmu: mozam oa 3zaceenam oo I na 100 uogexa
- KO)keH 0OpuB, chpbex

- peneden cupbaw oOpuB (ypmuxapus)

- HapYLLUEHO XPaHOCMUIaHe

- 3aManBaHe

- rnasobonue.

HeuecTy HexxenaHu peakuud, KOUTO MOTaT Aa ce Habmoaasar B KpbBHUTE B H3cneaBaHus:
- NOBHINABAHE HA HUBATA HA HAKOM BELUECTBA (eH3umuy), MPOU3BEXKAAHH OT YepHHA Apob.

Peoxu: mocam oa 3aceznam oo 1 na I 000 woeexa

- KOXeH 00pHB ¢ 0Opa3yBaHe HA MEXYPH H MAJIKH KPBIH Lenu (C ueHrpaniHa TbMHa 30Ha,
3a00HKONEeHA OT NO-CBET/1a 00/1aCT H ThbMEH KOHTYP, OKOJIO KPAauLLATA - epumema Myamugopme

Ako 3abenexure HAKOH OT TE3U CUMITTOMH, HE3a0aBHO C€ CBBPIKETE C JICKap,

Penxu HexenaHu peakuHHd, KOMTO MOTAT Aa ce HabnioJasar B KpbBHUTE BU H3caeaBaHus:
- HaManfiBaHe Ha Opos Ha KIIETKHTE, y4acTBalllM B CbCHPBAHETO HA KPBHBTA
- HaMaiaBaHe Ha 6pod Ha OenuTe KPbBHH KIETKH.

C neusgecmua yecmoma: HeCMOMAMaA HE MOJCE 0 Ce npeosuou om HATUYHUME OaHHU

- AnepruyHH peakuuu (BWKTE Mo-rope)

- Bb3naneHue Ha aebenoro uepso (BuXTE NO-rope)

- BbinaneHue Ha memOpaHuTe, KOWTO OOBHBAT rAaBHUA H MPbOHAUHKMA MO3BK (acCeNTHYEH

MEHHHIUT)

- OOpuB ¢ MEXYPH, MOAPEACHH B KPbr, C 00pa3yBaHe Ha KOpPUYKa B CPEAATa, UMK KATO HAHU3 OT
nepid (MHHeapHa IgA fonecr)
- TeXKH KOXHU PEAKLMH;

- reHepalW3IupaH OOpHB ¢ MEXYPH H NIOLIEHE HA KOXKAaTa, OCODEHO OKOJIO YCTATa, HOCA, OUMTE
W NOAOBHTE OpraHu (cundpom na Cmusvrc-/oiconcovr), U e1Ha O-TexKa GopMa,
npuuMHABalLa OOLIKMPHO H3MMIOLLBAHE Ha KoxaTa (noseue ot 30% oT TenecHaTa noBbpXHOCT
- MOKCUYHA eNUOEPMAIHA HEKPOAU3A)

- LIWPOKO pa3NpOCTPAHEH YEPBEH KOXKEH OOPHB ¢ MaJIKKH MeXypueTa, CbbpaKallld FHOH
(6yao3en excihoruamueen depmamum)

- 4YepBeH, JIOLLELL ce OOpHB ¢ NOAKOXKHH DYUKH U MeXypH (ex3anmemua nycmynosa)

- TpUNONOAOOHH CHMNTOMH C ODPHB, NOBHLLUEHA TEMNIEPATYPA, MOAYBaHE HA HJIICIHTE U
pe3yJITaTH OT KPLBHH TECTOBE, KOHTO Ca H3BbH peepeHTHHTE CTOHHOCTH (Bmmqmem-lo
NOBHILEHH HUBA Ha DenuTe KPBBHHU KIETKH (e03urouiul) 1 HEPHOAPOOH
(/lexapcmeena peaxyus c eozunodwrun u cucmemnu cumnmomu (DRESS)




B uepHus /1po0) B KpbBTa. BCneacTeue Ha ToBa koxkata v Ossiata yacT Ha ouuTe Bu Moxe na
M3reXKAAT HKbITH

- Bb3MaJIeHHE HA KaHaa4yeTaTta Ha ObLOpeuuTe

- 3a0aBsiHe Ha CbCUPBAHETO HA KPbBTA

- XUNEPAKTUBHOCT

- rbpYoOBeE (NMPH XOpa, NpHeMallli BUCOKH 1034 betakyiaB wiu npu xopa ¢ 0b0peuHu npodiemu)

- YepeH e3UK, KOHTO U3rjex/aa ,,0KOCMEeH™

HesxenaHu peakudyd, KOMTO MOrar jia ce Hab/110/1aBaT B U3CJI€IBAHUATA HA KPbBTA WK ypHUHaTa:

- CEpPHO3HO HaMajIiBaHe Ha Opos Ha OeIMTe KPbBHH KJIETKH

- HamaJieH Opoi Ha YepBEHUTE KPbBHHU KJIETKH (XeMOAUMUYHA aHeMUsL)

- KPUCTAJIM B YPUHATa, BOJELLM 10 OCTPO YBpeXAaHe Ha ObOpeumTe.

Cho0OmaBaHe HA HEXKEJIAHH PeaKIHH

AKO NOJIYYHTE HAKAKBH HEXEJIAHH JIEKAPCTBEHHU peakuuH, yBeaomere Bawus nekap uiau papmauesr.
ToBa BKJIlOUBaA BCHYKH Bb3MOXKHH HEOMUCAHHU B Ta3M JIMCTOBKA HEXKEJIAHW peakuuH. MoeTe CcbLIo Ja
CHOOLLMTE 3a HEXKEJIAHH PeaKlMH JHPEKTHO Ype3

U3nbaHWTEIHA areHL s 1o JeKapcTBara

yi. ,,Jlamsax ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg

KaTto cboOliaBare HexellaHH peakliMi, MOXKETE 1a JaIeT€ CBOS MPHUHOC 3a MO0JIy4YaBaHE Ha rMnoseye
HH(pOpMaLIMi OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

- Kak na chxpansBare berakias

CbXxpaHsiBaWTe Ha MACTO, HEJOCTBITHO 3a JeLa.

He w3non3BaiTe TOBa JIEKApCTBO CJIe] CPOKA HA FOAHOCT, OTOE/NA3aH BbPXY KapTOHEHATa KYTHS H
onucrepa cnen ,.l'ogeH 10:”. CpokbT Ha rOJAHOCT OTrOBaps Ha MOCJEAHHUS A€H OT MOCOYEHHUS MeCelLl.

JleHTa u OauCTEp
Jla ce cwxpansipa noa 25°C.
Jla ce cbxpaHsBa B OpMrHHajHaTa OMnakoBKa, 3a /1a ce npearasH oT BJiara.

JlekapcTBaTta He TpAOBa Aa c€ U3XBBPJIAT B KAHA/IM3ALIMATA UK B KOHTEHHEpPa 3a 1I0MALLHH OTINaAbLH.
[TonuTaiiTe Bawusa apmMaueBT Kak ga yHULLIOKUTE HEHYKHUTE BH nekapcTea. Te3u MepkH Lie
CIOMOrHAT 3a Orna3BaHe Ha OKOJIHaTa cpeja.

6. ChabpkaHHe HA ONAKOBKATA H 10NbJIHHTE/IHA HHPOpMaALHS

KakBo cbabpxa berakaas
- AKTUBHMTE BELLIECTBA Ca AMOKCHLIM/IMH M KJIaBYJIAaHOBA KUCEJIMHA.
beraknae 500 mg 125 mg ¢puamupaHu TabneTku
Bcaka dunmupana tabnerka ceabpaxka S00 mg aMOKCHUMIIMH (KATO aMOKCHLIMJIMH TPHXH/1pAT)
1 125 mg ki1aByjlaHOBaTa KMUCEIMHA (KaTO KaJIMEB KJ1aBYyJlaHaT).
Beraknae 875 mg/125 mg dunmupanu Tabierku
Bcska ¢unmupana Tabnetka chabpka 875 mg aMOKCHLMIIHH KaTO (aMOKCHLIMTYHIPIXIIAPRS;
1 125 mg Ha KnaByJlaHOBaTa KMCeJIMHA (KaTo KaJIMEB KJ1aBYJIAHAT).
- Jlpyrure cbCTaBKH (MOMOLUHH BELIECTBA) Ca: MUKPOKpHCTaJIHA LenyJiosa (b
HULLIECTEH rIUKoaaT (TUn A), Kosou/1eH 6e3BoaeH cuiaruures auokceua (Hj
creapat (E470b) B saapoTo Ha Tabnerkara v TUTaHOB AHOKcHA (E171), X
nponuaeHraukon (E1520), tank (ES53b), ernauenynosa (E462) BbB ¢




Buxre Touka 2 ,beraknas cbabpiKa HaTHI™.

Kak n3rjexaa berak/iaB H KAaKBO CbAbpPKa ONAKOBKaTa

beraknas 500 mg/125 mg duamupaHu TabneTku
bsna 10 nouru 6sn1a dunmupana Tabnerka ¢ npoabjrosara ¢popma v ¢ BAUITbOHATO penedHo

o3Hauyenue "l 06" oT eaHaTa cTpaHa M riajaka oT Apyrara cTpaHa, Ab/z>kMHa Ha Tadnerkara: 19,40 +

0,10 mm.

beraknas 875 mg/125 mg dunMupanu TabaeTku

bana no nouru 64ana punMupana Tabnerka ¢ npoawiarosara popma ¢ BUTLOHATO pejeHO O3HaYEHHE
"I 07" ot enHaTa cTpaHa M riliajika OT Apyrara cTpaHa, AbJDKMHA Ha Tabnerkara: 21,70 + 0,10 mm.

berakias ce npeanara B KYTHH C:
- 10, 12, 14, 16, 20, 21, 24, 30, 100 uau 500 puamupanu TabJIETKH B JICHTH,

- 10, 12, 14, 16, 20, 21, 24, 30, 100 wau 500 ¢puamupanu TabneTku B OJUCTEPH.

He BcHuKkM BH10BE OMAaKOBKH Morar Ja ObaaT nycHaTH Ha nasapa.

IpuTexkarTesn HA pa3pelieHHETO 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

IlponsBoauTe n:
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, C;ioBeHHs
TAD Pharma GmbH, Heinz-Lohmann-StraBe 5, 27472 Cuxhaven, 'epmanus

Tosa JiekapcTBO € pa3penieHo 3a ynorpedéa B AbpxKaBuTe — WieHKH Ha EBponelickoTo
HKOHOMHY€ECKO NPOCTPAHCTBO MO/ CJIeJHHTE HMeHA:

Crpana- wieHKa Hme Ha JleKapCTBEHHS NPOAYKT
Betaklav 500 mg/125 mg
Yemka penydsinka | Betaklav 875 mg/125 mg
Betaklav 457 mg/5 ml
Ancroen Amoxicillin/Clavulansdure Krka 500 mg 125 mg Filmtabletten
Amoxicillin/Clavulansidure Krka 875 mg 125 mg Filmtabletten
beraknas 500 mg/125 mg ¢puamupanu TabneTku
bbarapus beraknas 875 mg/125 mg ¢puaMupaHu TadbneTku
beraknae 400 mg/57mg /5 ml npax 3a nepopajiHa cycneH3us
Amoxicillin/Clavulansdure TAD 500 mg/ 125 mg Filmtabletten
Cepmanus 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
JNanunsn Betaklav
Ecronus Betaklav
Amoxicilina/Acido clavulanico TAD 875 mg/125 mg
Hcecnanus < ; ,
comprimidos recubiertos con pelicula EFG
PuHIanAHA Betaklav
Betaklav 500 mg + 125 mg filmtabletta
YHrapus Betaklav 875 mg + 125 mg filmtabletta
Betaklav 400 mg/57 mg/ 5 ml por belsdleges szuszpenziohoz
Betaklav 500 mg + 125 mg filmom oblozene tablete
XbpBaTHus Betaklav 875 mg + 125 mg filmom oblozZene tablete
Betaklav 400 mg/57 mg v 5 ml prasak za oralnu suspenzj
Amoxicilin/clavulanic acid Krka 500 mg 125 mg film ¢
Hpaanaun
tablets
Uranus Amoxicillina e acido clavulanico Krka z
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Betaklav 500 mg/125 mg plévele dengtos tabletés

JInTBa 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

HRTR Betaklav 400 mg/57 mg/S ml pulveris iek3kigi lietojamas
suspensijas pagatavosanal
[osma Hiconcil combi
[HIBenun 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

CioBeHus Betaklav 875 mg/125 mg filmsko oblozene tablete

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

JlaTa HA MoCJIe/IHO NMpepas3rJiek/iaHe Ha JIHCTOBKATA

24 Mapt 2025

[NoapoOHa nHdopMaLMs 3a TOBA JIEKAPCTBO € NpeocTaBeHa Ha yeOcaita Ha M3nmbiaHuTeIHa ATreHIMA
no Jlekapcrsara (UAJI) http://www.bda.bg.

[Ipenopbka/MeAHIHHCKA HHPOpMALIHA

AHTHOMOTHLIMTE Ca NpeaHa3Ha4Y€HH 3a Je4eHHe Ha DakTepuasHu HHPekurH. Te Hamar edexr cpely
MH(PEKLHH, TPUYHHABAHU OT BUPYCH.

[Tonskora nHpekuUsaTa, NPUYKHEHA OT DAKTEPHH, HE CE NMOBJIMABA OT aHTHOMOTHYHOTO JiedeHue. EaHa
OT Hal-4YeCTUTE NMPUYMHH 3a TOBA €, Ye DaKTepuuTe, NPUUYHHABALLH HHPEKLUATA, Ca PE3UCTEHTHU KbM
aHTHOMOTHKA, U3MNOJI3BAH 34 JieyeHHeTo. ToBa 03HayaBa, Y€ HE3aBUCUMO OT NPUEMA HA aHTHOUOTHK Te
OLE/IABAT U JOPH CE€ pa3MHOXKaBAaT.

BHI{TEPHHTE Morart Jla CTaHaT pE3HCTCHTHH KbM ﬂHTHGH(}THHHTE nopaan MHOIo MpH4YHHH.
BHuUMATENHOTO U3MNOJI3BAHE HA AHTHOHOTHLIMTE MOXKE /1a NMOMOrHE 3a HaMaJISiBaHE HA Bb3MOXKHOCTTA

OaKTEpPUHUTE 1a CTAHAT PE3UCTEHTHH KbM THX.

Koraro Bawusar nekap Bu Ha3Hauyu Kypc Ha JiedeHHe ¢ aHTHOMOTHK, TOH € NpeHa3HayYeH caMo 3a

JIeYeHHe Ha HACTOALOTO 3a00sBaHe. OObpHETE BHUMAHUE HA CJIEHUTE MPENOPHKH U TOBA LIE

MOMOrHE NPEeA0TBPATABAHETO HA NMOSABATA HA PE3UCTEHTHU ODAKTEPHUH, KOUTO LIE CNpAT AEHCTBUETO Ha

aHTHOUOTHKA.

. MHOro e Ba)xHO J1a npyMemMare npaBM/iHaTa 103a OT AHTUOMOTHUKA B TOYHO OMNPEAEIEHOTO BpeMe
1 3a onpeneneHus Opoi aHU. [Ipoyerere HHCTPYKUMHUTE B JIMCTOBKATA U @KO UMATE HYXaa OT
CbBeT, ce 00bpHeTe KbM Bawius nekap wiu apmauesr.

2. He npuemaiite aHTHOMOTHK, OCBEH aKO HE € MpeAnucaH Ju4Ho Ha Bac. M3non3eaire ro camo 3a
fneyeHue Ha UHeKuMATa, 3a KoaTo By e npeanucaH.

3. He npuemaiite aHTUOMOTHK, NpeaNUcaH HA APYT YOBEK, JOPH aKko TOH UMa UH(PeKUHs, noaodHa
Ha Bauiara.

4. He naBaiiTe aHTHOMOTHKA, npeanycaH Ha Bac, Ha apyru xopa.

N

AKO clieql NPUKJIIOYBAHE HAa Kypca Ha JieyeHHue (KakTo € npeanucaHo ot Bawwu
OCTaHe HeW3roJI3BaH aHTUOMOTHK, BbPHETE ro B anTekara, 3a aa Ob/ae npasu




