JIMCTOBKA



JIncroBka: nHpopManHd 32 NALHEHTA

Berakaas” 500 mg/125 mg puamupanun 1ab/1eTkH
Berakaas® 875 mg/125 mg puamupann tabaeTku
AMOKCHLIM/IMH/K/1aBY/IAaHOBA KHCE/IMHA

Betaklav® 500 mg/125 mg film-coated tablets

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

"pD‘iETETE BHHMATE/JIHO HAJIATA JIHCTOBKA, MIPECAH A 3AMI0OYHETE Aa NpHEMATE TOBA JIEKAPCTBO

Thil KATO T CHABPAKA BaKHA 32 Bac undpopmanus.
- 3ana3ere Ta3H JUCTOBKA. MOXe /1a C€ HAJIOXKH /J1a S [IPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOMbJIHUTE/IHH BBLIIPOCH, nonuraiTe Bawusg nekap wau dpapmauest. Toa

JIEKapCTBO € NpEeANMCcato JUYHO Ha Bac. He ro npeorcrbnBaiTe Ha apyru xopa. To moxe na
HaBpeaH, HE3aBUCUMO OT TOBA, Y€ TEXHHUTE CUMIITOMM ca CbhlUUTE KaTo Bawwure.

- AKO HAKOS OT HEXEeJIAaHUTE JIEKAPCTBEHH peaKLHU CTAaHE CEPHO3HA WK 3a0esiexHTe IPYTH,
HEOMUCAHU B Ta3H JIMCTOBKA HEXEJIaHU peaKLMH, MOJ1s yBeaomeTe Bawuus nekap uiu
¢apmaiieBT. ToBa BKJIIOYBA BCHYKHU Bb3MOXKHH HEXKEJIAaHW peaKLIMK, HEONMUCAHHU B Ta3H
nuctoBka. Buwxkre Touka 4.
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1. Kakso npeacrasjnBa berakJiaB H 3a KaKBO ce H3M0JI3Ba

berak/jiaB € aHTUOMOTHK W I€UCTBA, KaTO YOUBA DAaKTEpUUTE, KOUTO NPUYHUHABAT HHPEeKUUH. Cbabpka

JIB€ pa3/IM4yHH JIEKapCTBa, HAPEYEHH AMOKCHULIMJIMH M KJ1aBYyJlaHOBA KUCEJIMHA. AMOKCHLIUJIUH
NMPUHALJIEKH KbM I'pylna JIeKapcTBa, HapeYeHH 'MEeHULUIUHH ', YHETO ACHCTBHE MOHIKOra MOXe Ja

Obae cnpsaHO (Ja craHaT HeaKTUBHHU). Jlpyrara akTUBHa CbCTaBKa (KJIaByJjlaHOBA KUCEJIMHA) MNpeana3Ba

TOBA J1a C€ CITY4H.

beraknas ce 3Mo03Ba NpH BB3PACTHH H JI€La 3a JICYEHUE HA CJICAHHUTE HHPEKLIUM:

- HH(DEKLIMHU HA CPEIHOTO YXO U CHHYCHUTE

- HH(DEKLIMK Ha IMXaTeJIHWTE MbTHILA

- MH(PEKLIUK HA MUKOYHUTE MbTHULA

. MHDEKLHHU HA KOXKATAa U MEKUTE TbKaHH, BKJIIOUHTEIHO 3b0HH HHDEeKLUH
- MH(DEKLIUH HA KOCTHTE U CTaBUTE.

2. Kakso TpsidOBa 1a 3naere, npeau a1a npuemere berakias

He npuemaiite berakias
- @Ko CTe aJIeprui4Hy KbM aMOKCHLMUJIWH, KJIaBYJJaHOBA KUCEJIMHA, NEHULIH

OT OCTAHAJIMTE CbCTABKHW HA TOBA JIEKAapCTBO (M30pOEHHU B TOUKa 6),
- @KO CT€ UMAJIM TEXKKa ajiepruyHa peakuus (peakuus Ha CBPbXYYBCTBH
aHTHOMOTHUK. TOBa MOXE Aa BKJIKOYBA KOXKE€H OOPHB WJIH MO/1yBaHEe Ha
- @KO HSIKOra CTe€ MMajld YepHOAPOOHH NMpoOJEMH HUJIH )KbATEHHLA (M0




[IPH MIPHEM HAa AHTUOHOTHK.

He npuemaiite berakiag, AKo HRKOe OT MOCOYECHATE NO-IOPe TBHLPACHHA €€ OTHACH J0
Bac. Ako He cTe CHI'YPHH 3a Hewlo, KOHCyaTHpaiTe ce ¢ Bawus nekap unu dapmaneer,
npeay ga npueMete beraknas

[Ipeaynpexesus H OpeANA3HE MEPKH

Koucynrupaiite ce ¢ Batusa nekap win ¢papmaueeT, npeaM 1a 3ano4Here na npuemare betaknas, ako
Bue:

- cTpazaTre OT HHPEKUHO3IHA MOHOHYKNE03A

- Ce JieKyBaTe 3a 4epHoApoOHHU Wik ObOpeuHn npodneMu

- He YpPHHHUpATE PELOBHO.

AKO He CT€ CHIYPHHM JAJIH HAKOE OT NOCOYEHHTE MO-TOpe TBbPACHUS Ce OoTHack Ao Bac, roBopere ¢
Bauiua nekap unu dapmaueBT, npeaM Aa 3anouHere Aa npuemare beraknas.

B Hakou cnyuau BauuusaT nekap Moxke 1a H3caeaBa BHOa Ha 6akTepumuTe, KOWTO npuunHaBaT Batara
UHpeKkuus Win HHpekumuaTa Ha BawuTe geua. B 3aBucuMocT oTt pesynTtature Ha Bac unu Bamwure
acua Moxe Aa Bu Obae npeanucana pa3ninyHa KoHUEHTpauusa beraxnae win apyro nekapcTso.

CocTonHnad, 32 KOHTO € Heo0XO0AHMO AA CJIeIATE

betakiaB MOXe /1a B/IOLIH HAKOH CBILIECTBYBaLLH 3a00N19BaHHA WIH A2 NPHYMHH CEPUO3HH HEXEaHH
peakiuMH. Te BKIIOYBAT ANepraudy peakuy, rbpyoBe (NpHIaabLLH) 4 Bb3NAJICHHE Ha Ae0enoTo yepso.
Tpabsa na cneaure 3a onpeaeneHd CUMNTOMH, Aokato Bue unu Bawero nere npuemare beraknas, 3a
Ja HaMaJIMTE PUCKaA OT KaKBUTO MU Aa e npobnemu. Bukre ,, Cocmosrnua, 3a koumo e neobxooumo da
creoume” B Touka 4.

H3ciienBAHHS HA KPHLBTA H YPHHATA

Ako Ha Bac unu Baiuero gere By npaBaAT KpbBHH W3CACABAHUA (KATO H3CNEIBAHMS 32 ChCTOAHUETO HA
YEePBEHHTE KPbBHH KJIETKH WIH H3CNEIBaHUA HAa YepHOApoOHaTa QYHKLMS) WY W3CNEABaHHA Ha
ypHHaTa (3a [J1I0K03a), YBEOMETE JIEKaps WM MEAHLUMHCKATA cecTpa, Ye Bue wnu Bawero gere
npuemare beraknas. Tosa ce Hanara, TbH Kato beTaknas Moxe na NOBNUAE BbPXY Pe3yATATHTE OT
TE3U BUAOBE M3CICABAHUA.

Apyru aexapcTBa u betaknas

Mons, nudopmupaiite Baling nekap wiu apmauest, ako Bue unu Bauwero nere npuemarte, Hackopo
CTe NpHeMaid Wik MOoKe OM npuemare OpyrH NeKapcTRa.

AKo npueMare ajonypyHoa (H3MOA3BaH 3a JICYCHHE Ha nojarpa) ¢ beraknae, Moxe na € No-BepoOSTHO
Aa NMOJIYYHUTE KOXHa aiepry4Ha peakuus.

Ako npuemare npobeHeuna (M3MnoNn3BaH 3a ieueHre Ha noaarpa), Bamuar sekap Moxe Aa pewy aa
xopurupa Baiuara no3a beraknas.

AKO NlekapcTBa, KOMTO Npeanassar ot o6pasyBaHe Ha KpbBHM cheUpenu (kaTo sapgapHH), ce NpUeMar
3aeHO ¢ beraknas, MOXe [ja C€ HAJIOXKH NPOBEKAGHETO HA JONBIAHHTENHHN KPBBHH H3CEABaHH.

betaknas MoXKe Aa NOBIHAEC HA HAYKHA, N0 KOWTO AEACTBA METOTPEKCAT (J1eKapCTBO, KOETO Ce
H3MI0JI3Ba 34 JISYEHHE Ha paK WM peBMaTHUYHH 3a00nBaHNuA).

beraknas Moxe 1a NOBJIHAE HA HAUYKHA, MO KOWTO AeiHCTBa MHKOodeHonaT ModeTHn (JIeKapcTBO, KOETO
Ce€ H3II0JI3BA 33 NPEAOTBPATABAHE HA OTXBLPIAHETO HA TPAHCNNAHTHPAHH OPraHH).

Berak/aB ¢ XpaHA H HANHTKH
B3emere beraknas B HAaJ10TO HA XPAHEHETO WIH MAJIKO NMpedH HEFo U normullz
LUeaH, ¢ vailia Boa.

bpeMeHHOCT, KbpMeHe H (PepTHIHTET




AKO cTe OpeMeHHa HJIK KbPMHUTE, CMATATE, Y€ MOXKE /1a CTE OpeMEHHa HJIU IJ1laHupaTe OPEMEHHOCT,
MOJIs nonuraite Bawus nekap uiaun (papMaueBT 3a CbBET IPE/IH Aa MPHEMETE TOBA JIEKAPCTBO.

[llopupane u padora ¢c MAIIHHH
beraksiiaB MOXke J1a MPUYMHH HEXKEJAHU PEaKUHH U CUMITTOMUTE MOraT J1a MOBIHUSAAT BbPXY

crnocooHocTTa B 3a wodgupaxe.
He wodupaiite u He padoTeTre ¢ MallIMHK, OCBEH aKO HE Ce€ YyBCTBaTe 100pe.

berakiaB cbaAbpKa HATPHH
Tosa nekapcTBO cbabpka no-majako ot | mmol HaTpuit (23 mg) Ha TabseTKa, T.€. MOXKE /1a Ce Kaxe,
ye MPaKTHYECKH HE ChABbPKA HATPHH.

3. Kak na npuemare berak.ias

Bunaru npuemaiite TOBa JIEKapCTBO, TOYHO KakTO Bu e ka3zan Bawwusar nekap wiu papmauest. AKO He
CT€ CUI'YPHH B HELLO, nonuTtaiTe Bawuuns nekap uam papmauesT.

Bn3pacTun u aeuna c rerJio 40 kg n noBeue

500 mg/125 mg ¢punmMupaHu TabaeTku

(O0OwuyaiiHaTa go3a e:
- | TabneTka TpU MbTH JHEBHO

875 mg/125 m TabsieTkH
- O6uuaiina no3a — 1 Tabnerka nBa MbTH JHEBHO
- [To-Bucoka no3a — 1 TabseTka Tp¥ MbTH IHEBHO

Ynorpebda npu gena

Jena ¢ Ter.io mo —maJjko ot 40 kg

[IpenopbuMTENHO € Aeua Ha Bb3pacT 6 roIMHU UM NO-MaJIKO TpsAOBa aa ObAAT JIEKYBAHH C
aMOKCHILIMJIMH/K/1aBYJIaHOBA KMCEJIMHA NMepopaiHa CYyCIEH3HUA.

500 mg/125 mg duamupanu TabaeTku

O0bpHere ce kbM Baluusa nekap unm apMaLeBT 3a CbBET, KOraro aasare beraknae tabneTku Ha aeua
¢ TenecHo Terno, no-Manko ot 40 kg. TabneTkure He ca NOAXOAALLHM 32 [IeLa C TEJECHO TEerJo Mo

25 kg.

875 mg/125 mg duam TabsIeTKH

OObpHere ce kbM Bawus nekap win ¢papmauesT 3a CbBeT, Koraro gasare beraknae Tabnerku Ha neua
C TeJlecHO TerJio, mo-Manko ot 40 kg. TabneTkure He ca moAXOAIIHM 32 Jela ¢ TeJIECHO Terio noj 25
kg.

[lanneHnTH ¢ ObOpeYHH H YepHOAPOOHH NPOOIEeMH

- Ako Bue wau Bawero aere umare npodnemu ¢ 6b0peumte, nozara Moxke na Ob/1€ NpoMeHeHa.
BawusaT nekap Moxe 1a u3depe paziHyHa KOHUEHTPALMs WK APYro J€KapCcTBO.

- Axo Bue unu Baiuero gere umare npodsiiemu ¢ yepHus Apo0d, Mmoxke no-yecto Aa Bu ce npaBsr
KpbBHHW M3CJI€1BAHUSA, 3a [1a C€ NpOoBepsaBa Kak padOTH YepHUAT Bu apod.

Kak 1a npuemare berakias —
. [TornbiluaiTe TabNeTKUTE LIEH C Yalla BOJa B HAYaJ0TO HA XPaHEHETO 710 RS
- Pa3snpenenere 103MTE HA paBHU HHTEPBAJIM OT BPEME MpPe3 JACHS, HaW-MIK NG 44862
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AKo0 cTe npue/H NoBeye oT HeobxoanMaTa a103a beraxkaas

AKO cTe npHenH TBbpAae MHOrO beraknas, mpu3HauMTE MOraT Aa BKIIOYBAT NPoOIEMH CbC CTOMAXA
(raneHe, NOBpPBILIAHE WK ZUApHA) WK rbpuoBe. OObpHeTe ce kbM Balums nexap Bb3MOXKHO Haii-
Obp30. B3emeTe kaproHeHaTa OnakoBka Ha JIEKapCTBOTO MM OYTHIIKATA, 33 Ja 1 NOKaXETe Ha JieKkaps.

AKO cTe NpoHYCHAJIN A8 npHeMeTe betakiaaB

He npuemaiite asoiitHa n03a 32 Aa KOMMEHCUpaTe NPOMycHaTa 103a. AKO NMPOIYCHETE 1a NpHeMere
N03a, B3eMETE A BEAHAra clel Karo CH CnoMHuTe 3a ToBa. He TpaOBa na B3emare cneapaiarta no3a
TBbPIE CKOPO H TPAOBa Aa M3uakare OKoJio 4 yaca, Npey Aa NpHeEMETE cleaBaliara 403a.

AKoO cTe cnpe/in npueMa Ha beraknas

[TpoabipkasaiiTe Aa npMeMare beraknas, JOKATO JIEUEHHETO 3aBbPHIM, JOPH aKO Ce UyBCTBATE [10-
nobpe. Heobxoaonma Bu ¢ Besika no3a B bopbara ¢ HHpekuuaTa. AKO HAKOU DaKTepHU OLIENET, T¢
MOTAaT OTHOBO Ja NpeAN3BHKAT HHPEKLIMA.

AKO HMaTe HAKaKBH JOMbJHUTENHH BLIIPOCH, CBBp3aHHM C yrnoTpebaTa Ha TOBa NEKapCTBO, MOJIA
nonuTaiiTe Bawusa nexap mwnu papmauesr.

4. Bb3MOXKHH HEXKEIAHH PEAKIHH

KaxTo BCHUKH JICKapCTBa, TOBA JIEKAPCTBO MOXE A NPECAU3BHKA HEXKENAHH PECAKUWH, BBIIPEKH Y€ HE
BCEKH I'l N0JTy4aBa.

ChceTofHEE, 38 KOHTO € HEOOXO0AHMO 1A caeJaTe

AflepravyHu peakian:

- KO€eH o0pHB

- BbL3NANEHHE HA KPbBOHOCHHUTE CBAOBE (8ACKYAUM), KOETO MOXE Ja C€ NPOABH KATO YEPBEH WM
BHOJIETOB pesiedeH oOpHB MO KOXKATA, HO MOXKE [a 3acerHe H APYTd 4acTH OT TAIOTO

- NMOBHULLUEHA TeMIlepaTypa, CTaBHHU O0OIKH, NOayTH MUMGHH BB3MH B 06nacTTa Ha mMsTa, noa
MHLLHMLIATE UK B CnabHHUTE

- NOAYBaHe, MOHAKOra Ha JIHLETO WK YCTATa (aH2uoeoem), NPpUYHHABALLO 3aTPYAHEHHE Ha
AHLIAHETO

- NMpHNAaabK

- rpbaHa O0NKa Npy AIepryyHa peakumus, KOATO MOXKE Aa € CUMITTOM HA NMPEAN3BHKAH OT
anepruyvHara peakuua copaedeH UHPapkT (cuHapoM Ha KyHuc).

ObBpHeTe ce HEe3a0aBHO KBLM JIeKap, aKO MNOJIYYHTE HAKOH OT Te3H CHMNTOMH. Cnipere npHeMa HA
Beraxnas.

Boinanenne Ha 1e0ej10TO UepBO
Bb3naneHue Ha aebenoTo 4epBo, KOETO NPUUHHABA BOAHUCTA AHAPHA, OOHKHOBEHO C KPbB H CITY3,
Oonka B cTOMaxa W/WIH NOBHMLUICHA TEMITEpaTypa.

Ocrpo Bb3NAIeHHE HA NAHKpeaca (OCThP NAHKPEATHT)
AKO ¥MaTe cHIHA ¥ NpoaBIKHUTENHa Goka B odacTra Ha CTOMAXa, TOBA MOXKE Ja € MPH3HAK Ha
OCTBpP NMAaHKPEaTHT. —

EHTEepOKOIHTEH CHHAPOM, NpeAH3BHKAH OT NpHeM Ha JiekapcTBoTo (DIES)
HUMma cpoOLIEHHA 338 EHTEPOKOIMTEH CUHAPOM, NPEIH3IBHKAH OT NIPHEM Ha JieKaf g *h. S, .,_-:}f"'ﬂ
AcLa, MPHUeMallltd aMOKCHLIMIKH/KnaBynaHar. Toa € onpeneneH BUA anepruyHa g e B
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CUMITTOMY MOTaT a 6baaT 60onka B KOpeMa, NeTaprug, 1Mapus W HUCKO KPbBHO




O0bpHeTe ce KbM Bamug Jekap 3a chBeT Bb3MOXKHO HAl-0bP30,aK0 MOTYUYHTE TE3H CHMITTOMA.
Muozo wecmu: mozam oa 3aceznam nogeve om 1 na 10 voeexa
- Avapua (IpH Bb3PACTHH)

Yecmu: mocam oa 3acecnam 0o 1 na 10 vogexa

- MieYyHHUA {(xarHouda — rbOMuHa HHPEKLHKA Ha BIaranuiueTo, yCTaTa WiIH KOXKHHTE MbHKH)
- HEPAa3MONOKEHHE (rageHe), 0coOEHO NpH MpUEM HA BHCOKH J03H

AKko uMare cheanure npobnemu, rpHeMaiTe beraknas npeaum xpaHa

- MOBpPBLIAHE

. avapua (npy aeua)

Hevecmu: mozam oa 3aceenam oo [ na 100 voserka
- KOX€H 00puB, ChpOex

- peneden copbsiy odpus (ypmurapus)

- HAPY1lEHO XpaHOCMH/IaHE

- 3aMaiBaHe

- rnasodonue.

HeuecTu HeXXeJTaHH peakLiMK, KOUTO MOrar Aa ce Hab/moaaBar B KpbBHHTE BU H3cnenBaHus:
- NOBHILABAHE Ha HHBATA Ha HAKOM BELECTBA (eH3uMu), NPOU3BEKAAHH OT YEPHHA Apo0.

Peoxu;: moeam oa zaceznam oo 1 na 1 000 vosexa

- koxeH oOpuB ¢ 0OpaiyBaHe Ha MEXYPH H MANKH KPBIJIM LENIH (C LEHTpalHa TbMHa 30Ha,
3200HKO/IEHA OT NMO-CBETNA 001aCT U ThMEH KOHTYP, OKOJIO KpauLIaTa - epumema Myamugopme

AKoO 3a0eneXXuTe HAKOH OT T€3U CHMITTOMM, He3a0aBHO C€ CBBpPKETE C JIeKap.

Penoky HekenaHU p€akilli, KOHTOC MOTAT Aa CC HabloaaBar B KPBbBHHTC Bu vacnensaHus:

- HaMmasngBaHe Ha Opos Ha KIIETKUTE, y4acTBallld B CbCHPBAHETO HA KPbBTA
- HaMansBaHe Ha Opos Ha BenuTe KPLBHU KJIETKH.

C HeuzgecmHa YeCmoma.: 4ecmomama He MOXNCe 0a e NPedsudu om HATUYHUMEe OaHHU
- ANepruuHH peakumu (BHXTE NO-rope)
- Br3naneHue Ha ae6eoTo uepBo (BHXTE NO-rope)
- BrninaneHne Ha meMOpaHUTe, KOUTO OOBUBAT rNAaBHHA W rPbOHAYHHA MO3BK (acenTUYEH
MEHHHTIHT)
- OOpuB ¢ MEXYPH, NOAPEICHH B KPbT, ¢ 00pa3yBaHe Ha KOPHYKA B CpelaTa, WiH KaTo HaHHU3 OT
nepnu (nuHeapHa [IgA Gonecr)
- Texkn KOXKHH peakLHH:
- reHepanu3upaH oOpyB ¢ MEXYPH H JIIOILIEHE HA KOXKaTa, 0cOOCHO OKOJIO ycTaTa, Hoca, OUHTe
U NMONOBHTE opraHu (cundpom na Cmuewvrc-Lxconcvr), M €1Ha NO-TEXKa GopMa,
NpyUyYUHABaLLa OOLWHMPHO HATIOLIBAHE Ha KoxaTa (noaede oT 30% oT TenecHaTa noBbPXHOCT
- MOKCUYHA enudepMaiig ReKpOau3a)
- HIMPOKO pa3nNpOCTPAHEH YEPBEH KOXKEH OOPHB C MAJIKU MEXYPUETa, ChABPXKALLH FHOH
(bynozen excghonuamusern oepmamum)
-  YEepBEH, JIIOLLEIL ce OOPHR C MOAKOKHH OYUYKH U MEXYPH (eK3anmemHa nycmynosa)
- rpunonogodHU CHMNTOMH ¢ 0OpUB, NOBULLIEHA TEMNEpPATYpa, NOAYBAHE HA XKIIE3UTE U
pe3yNITaTH OT KPbBHHU TECTOBE, KOMTO Ca U3BBLH pe(pepeHTHUTE CTOMHOCTH (BKITIOUHTEIIHO

He3zabasno ce cBbpkere ¢ Bamus iexap, ako DoJIy4HTe HAKOH OT TE3H CI
- Bb3NaNeHHe Ha YepHHa apobd (xenamum)
- XBJITEHHLIA, NpeAN3BHKAHA OT MOBHILABaHe Ha DUIMpyOHuHa (BeLECTBC




B YepHHus Apo0) B kpbBTa. Beneacreue Ha ToBa koxara M Os1ara yact Ha oudte Bu moxe aa
W3IJ1€XKIAT XK bITH

- Bb3MNaJIeHUE HA KaHayeraTa Ha ObOpeuure

- 3a0aBsAHE HA CbCMPBAHETO HA KPbBTa

- XHNEPAKTUBHOCT

- rbpyoBe (MpH Xopa, NpUeMallli BUCOKH 103U berakiaB wiu npu xopa ¢ 0b0peyHu npodiemu)

- YEPEH €3UK, KOUTO U3IJIe)Kaa ,,0KOCMEH™

HexxenaHu peakuMu, KOMTO MOrar aa ce Hab/r0/1aBaT B U3C/1€1BAHUATA HA KPbBTA WJIM ypHHATa:

- CEpUO3HO HamasisBaHe Ha Opos Ha OeTUTe KPbBHHU KJIETKH

- HamaJieH OpOH Ha YEepBEHUTE KPbBHHU KJIETKH (XeMOAUMUYHA aHeMUs)

- KPUCTAJIM B YPUHATA, BOJCLLUM A0 OCTPO YBpexaaHe Ha ObOpeumre.

Cpho0maBaHe HA HeXKeJIAHH pPeaKlHH

AKO MOJIYYHTE HAKAKBHU HEXEJIaHH JIEKAPCTBEHHW peaKLMH, yBeaoMeTe Bawus ekap win papMaLieBT.
ToBa BKJIHOUBA BCHYKH Bb3MOXKHH HEONMCAHH B Ta3M JIMCTOBKA HEXKEJIaHW peakuruu. MoxkeTe Chblillo 1a
ChOOLLMUTE 32 HEXKETAHW PeaKLMH IMPEKTHO Ype3

U3nbaHUTEIHA areHuMs 1o jJeKapcTBaTa

yi. ,.JJlamsu ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg

Karto cboOLuaBare HexXenaHu peaklMu, MOXETe [a aaeTe CBOs MPUHOC 3a MOJIyYaBaHe Ha rnoBeye
HHpOopMaLMs OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTRO.

S. Kak na cbxpansiBate berak.ias

CpxpaHaBalTe Ha MACTO, HEIOCTBITHO 3a JeLa.

He u3noJi3BaiTe TOBA JIEKapCTBO CJI€/] CPOKA HA OAHOCT, OTOE/S3aH BbPXY KAPTOHEHATa KyTHS H
onucrepa cien ,,l ogeH 10:”. CpOKBT Ha NOJIHOCT OTroBaps Ha NoOcC/JeAHHS €H OT MOCOYEHHS MECELL.

JlenTta u 6aucrep
Jla ce cbxpaHnsaBa noa 25°C.
Jla ce cbXxpaHsBa B OpMrHHajiHaTa ONnakoBKa, 3a [a ce npeanasy oT BJiara.

JlexkapcTBaTa He TpsaOBa a ce U3XBBPJIAT B KAHAJIU3ALMATA U1K B KOHTEHHEpa 3a IOMAlllHU OTNAaAbLH.
[lonuraiiTe Bamms papmauesT kak a1a yHU10)kuTe HEHY)kHUTE BU nekapcrBa. Te3u Mepku we
CIOMOTHAT 3a Ola3BaHe Ha OKOJIHATa cpea.

6. CoabpxkanHe HA ONAKOBKATA H IONbJHHTE/IHA HHPOpMALHA

Kakso cpabpxa berakias

- AKTHUBHHUTE BELLECTBA Ca aMOKCHLIMIIMH M KJ1aBYJ1aHOBA KMCEJHHA.
beraknas 500 mg 125 mg dunmupanu TabreTku
Bceska puimupana Tadserka cbabpka 500 mg aMOKCHUMIMH (KaTO aMOKCHLIWIMH TPUXHMPAT)
i 125 mg K1aByjaHOBaTa KMCE/IMHA (KaTO KaJIMEB KJ1aBYJIaHaT).
Beraksias 875 mg/125 mg dunmupanu Tabnerku
Besika ¢punmupana Tabnerka chabpxka 875 mg aMOKCHLMIIMH KaTo (aMOKC
¥ 125 mg Ha KnaByJilaHOBaTa KHCE/IMHA (KaTO KAJIMEB KJIaBYJIaHAT).

- Jlpyrure cbhCTaBKH (MOMOLIHH BELLECTBA) Ca: MUKPOKPHCTAIHA LieJ1y/103a
HULIECTeH rnuKkoaar (Tun A), KoJiouaeH 0e3BoeH CHIIMLIMEB JHOKCHUL
creapar (E470b) B sapoTo Ha Tabaerkara U TutaHoB auokeua (E171),
nponuiaenraukon (E1520), rank (E553b), etnnuenynosa (E462) BB




Buxre Touka 2 ,,beraknas cbabpika HATHH™.

Kak u3riiexaa berakjiaB H KakBO CbAbPKA ONAKOBKATA

beraknas 500 mg/125 mg dbunmupanu TabaeTku

bsana ¢ npoabarosara popma punmupaHa tadbnerka ¢ BabOHaTo penedHo ozHayenue "l 06" or
e/HaTa CTpaHa M rjajakKa oT gpyrara crpaHa, Ab/bkMHa Ha Tabaerkara: 19,40 £ 0,10 mm.
beraknas 875 mg/125 mg ¢unmMupanu TabIETKH

Bsina ¢ npoasarosara gpopma punmupana Tabnetka ¢ BisOHaTo penedHo ozHauerue "I 07" or
e/HaTa CTpaHa M rjajKa OT JApyrara cTpaHa, Ab/DkHHa Ha Tabnertkara: 21,70 £ 0,10 mm.

berakyias ce npe/iara B KyTHH C:
- 10, 12, 14, 16, 20, 21, 24, 30, 100 wau 500 pruamupaHu TabIETKH B JIEHTH,

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

He BCHMUYKHM BHIOBE ONAKOBKH MOrar Ad G'b,ﬂaT MYCHATH Ha ra3sapa.

[IpuTexares HAa paspelieHHETO 3a ynoTpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CnoBeHus

IIpon3BoauTeIn: ]
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

TAD Pharma GmbH, Heinz-Lohmann-Stralle 5, 27472 Cuxhaven, ['epmanus

Tosa JiekapcTBO € paspenieHo 3a ynorpeda B AbpKkaBuTe — 4ieHKH HA EBponelickoro
HKOHOMHYECKO NPOCTPAHCTBO NOJ CJIeIHHTe HMEHAa:

Crpana- wieHKa Hme Ha JIeKapCTBEeHHS NPOAYKT

Betaklav 500 mg/125 mg

Yemka penyb/inka Betaklav 875 mg/125 mg

Betaklav 457 mg/5 ml

Amoxicillin/Clavulansdure Krka 500 mg 125 mg Filmtabletten
Amoxicillin/Clavulansdure Krka 875 mg 125 mg Filmtabletten

beraknas 500 mg/125 mg dpunmupanu tadbaeTku

bbvarapus beraknas 875 mg/125 mg ¢punmupanu tabnetku

beraknas 400 mg/57mg /5 ml npax 3a nepopaJiHa cycrieH3us
Amoxicillin/Clavulansdure TAD 500 mg/ 125 mg Filmtabletten
Amoxicillin/Clavulansdure TAD 875 mg/ 125 mg Filmtabletten

ABCTpHHA

s EPMANES Amoxicillin/Clavulansdure TAD 400 mg/57 mg pro 5 ml Pulver
zur Herstellung einer Suspension zum Einnehmen
Janus Betaklav
EcTronns Betaklav
Amoxicilina/Acido clavulanico TAD 875 mg/125 mg
HUcnanus e : ,
comprimidos recubiertos con pelicula EFG
PuHIAHHSA Betaklav
Betaklav 500 mg + 125 mg filmtabletta
YHrapus Betaklav 875 mg + 125 mg filmtabletta

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

Betaklav 500 mg + 125 mg filmom oblozene tablete

XbpBaTHS 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 fil wﬂ n
N

Hpaanaunsa

0
%
tablets 'ti.'%
HUraans Amoxicillina e acido clavulanico Krka T3 ’%_
JIuTBa Betaklav 500 mg/125 mg plévele dengtos tabletes e | 5 )




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

Jatsus Betaklav 400 mg/57 mg/S m pulveris iek8kigi lietojamas
suspensijas pagatavosanai
[Momua Hiconcil combi
Hisenus 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

CaoBeHus Betaklav 875 mg/125 mg filmsko obloZene tablete

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

JlaTa HA MOC/IeAHO NMpepa3rjex/IaHe HA JIHCTOBKATA

16 Asryct 2024

[MonpobHa unpopMaLks 3a TOBA JIEKapCTBO € NMpeaocTaBeHa Ha yeOcakra Ha U3nbiHuTenHa AreHuus
no Jlekapcrsara (MAJI) http://www.bda.bg.

[Ipenopbka/MenuunHcKa HHGopMaLHS

AHTHOMOTHLIMTE Ca NpeHa3HA4YeHH 3a JieYeHHe Ha DakTepuaiHu UHpekuru. Te HaMaT edekT cpelry
UHOEKLMH, NPHYUHABAHH OT BUPYCH.

[lonskora uHpeKkuusaTa, NpUYMHEHA OT DAKTEpUH, HE CE€ MOBJAUABA OT aHTUOHOTHUYHOTO NeyeHue. Enna
OT HaH-4YECTHTE MPUYMHH 3a TOBA €, Ye DaKTepuuTe, NPUUMUHABALLM HHEKLMATA, Ca PE3UCTEHTHH KbM
aHTMOMOTHKA, U3M0J13BaH 3a JledyeHUWeTo. ToBa 03Ha4aBa, Y€ He3aBUCHMO OT NMpUeMa Ha aHTHOHOTHK Te

OuLeCJIABaT U 10PH CC pa3dMHOKaBar.

bakTepuuTe Morar aa craHaT pe3UCTEHTHU KbM aHTUOMOTULIMTE MOpPaaAX MHOTIO MPHYHHH.
BHuMaTe1HOTO W3no3BaHe HA aHTHOMOTULIMTE MOJKE J1a MOMOTHE 3a HaMaJIIBaHE Ha Bb3MOXKHOCTTA
OaKTepHMHTE [a CTAHAT PE3HCTEHTHH KBbM TSX.

Koraro Bawusar nexkap Bu Ha3Hauu Kypc Ha 1e4eHHe ¢ aHTHOMOTHK, TOM € nNpeaHa3Ha4yeH caMo 3a

JIe4YeHHUE Ha HacToALWOTO 3a0oaaBaHe. OObpHETE BHUMAHHWE HA CJI€IHKWTE NPENoOpPbKH H TOBA 11IE

[MOMOrHE MPeAOTBPATABAHETO HA MOsABATA HA PE3UCTEHTHHU OAKTEpHH, KOMTO L€ CrpaT AeHCTBHETO Ha

aHTHOHOTHKA.

L. MHOro € BaXKHO /1a MpHeMare npaBu/IHaTa 1032 OT aHTUHOMOTHKA B TOYHO OMPENEIEHOTO BpeME
U 3a onpenaeieHus Opo nHH. [IpouereTe HHCTPYKLIMUTE B IMCTOBKATA MU aKO UMATE HYXKAA OT
CbBeT, ce 00bpHeTe kbM Bawuus nekap wnu apMauesr.

2 He npuemaiite aHTUOMOTHK, OCBEH aKo He € npeanucaH JM4YHo Ha Bac. M3noaseaiite ro camo 3a
JleYeHHe Ha UH(pekuuaTa, 3a kosaTo By e npeanucan.

3 He npuemaiite aHTUOMOTHK, NpeanycaH Ha ApYyr 4YOBeK, J0PH aKko Tol Wma uHdekuus, noaooHa
Ha Bawara.

4. He naBaite aHTHOMOTHKA, npeanycad Ha Bac, Ha apyru xopa.

. AKO cneq NPUKJIIOYBAHE HAa Kypca Ha JieYeHHUe (KakTo € npeanucaHo ot Bauusa nekap) Bu

OCTaHE HEHU3IOJI3BaH aHTHOHOTHK, BBPHCTC I'O B AllTCKAaTa, 34 J1a Obae [IpaBH




