JJUCTOBKA




JIncroBka: nudopmanus 3a nauHeHTa

Amokcuuuani/Knasynanosa kucenuna Anra®apma 1000 mg/200 mg npax 3a
HHKEKIHOHEH/MH(PYIHOHEH pa3TBop

Amoxicillin/Clavulanic acid AptaPharma 1000 mg/200 mg powder for solution for
injection/infusion

aMOKCHMUMNMH/KnarynaHoBa kucesnrHa (amoxicillin/clavulanic acid)

[IpoueTeTe BHHMATENHO UANATA JIHCTOBKA, NPEAH 12 3aN04YHETE 1a H3N0/I3BATETOBA JEKAPCTBO,

THH KAaTO TA CbAbPXka BaXKna 3a Bac nndopmauns.

- 3anaseTe Tazu TUCTOBKA, MOKE Aa C& HANOXKHM Aa # NPOHETETE OTHOBO.

- AKO UMaTe HAKAaKBH JOMTbAHHUTENHHU BBIPOCH, nonuTakre Bawuna nekap, dapmauest uiu
MEeIHUMHCKA CECTpa,

- AKO NONYUHTE HAKAKBH HEXENIaHHU NEKAPCTBEHH peakuunu, yeeaomerte Bawus nekap,
¢apmMaueBT UIM MeAMUMHCKA cecTpa. TOBA BKIHOUBA M BCHUKH Bh3MOXKHH HEXESaHM peaKLuH,
HEOMUCAHU B Ta3H NMCTOBKA. BuskTe Touka 4.

KakBo cbabLpka Ta3H AHCTOBKA:
l. Kakso npeactasnssa AMokcnunnun/Knasynanosa kucenmia Antadapma v 3a kakeo ce

H3M0Ji3Bd

2. Kakgo TpabBea na 3naeTe, npean aa vinonseate AMOKCHUMAUH

Anta®apma

3. Kak ce npunara Amokcuuunun/Knasynanosa kucennna Antagiay

4, BB3MOXKHH HEXKeNaHW peakuuH

J. Kak na cexpansasate AMokcruunuu/Knapynanosa kucenuHa m!%apma ; ; ) S [l L -03- 2025

6.  CbabpxkaHue Ha OMAKOBKATA M JOMBLAHUTENHA uHbopmauus | DMAMP - [ T 7 A S
' li-“l '3 ﬂ & AN AN iEa e apama e, ../...,......"...im_",""

1. Kakso npeacrasiasiBa AMokcuunann/KnaBynanosa kucennna Anra®apma M 3a Kakso ce

H3110/13BA

Amoxcrnumnyu/KnaBynaHosa kucennHa Antaapma € aHTHOHOTHK U AeHCTBA 4pe3 YHULLOKABAHE Ha
OakTepuuTe, MPUUUHUTENU HA HH(pekunuTe. Toil chabpKa ABE pa3IMUHU J1eKAPCTBA, HAPEUEHK
AMOKCHLIMIMH ¥ XJIABYJIAHOBA KUCETHHA. AMOKCHULIMAWH NPUHAANEKM KbM IPynaTa JIEKapcTRa,
HAPEYCHH 'MIEHHLIMNHHHK' , HHETO AEHCTBUE NOHAKOra MOXe aa Obae npekpaTeHo (1a cTaHar
HEAKTHBHU). [IpyrusT aKkTUBEH KOMITOHEHT (KNaBy/aHOBA KMCEHMHA) He [TO3BOASABA TOBA Aa CE CNYUMU.

Amokcnunnun/Knasynaioa kucenvna Anta®apma ce U3nos3sa Npy Bb3pacTHA U A€LA 3 JIEYEHHE
Ha CNEAHUTE HH(DEKUKH:

. TEKKH HH(PEKUUH HA YIIKUTE, HOCA U 'bPAOTO

. MH(PEKUMH Ha AMXATEJHUTE MBTHLLA

. HH(EeKUNY HAa NMUKOYHUTE MbTHILA

. MHPEKLMH HA KOXKATA U MEKUTE TbKaHH, BKJIKOYUTENHO 3bOHN HHGEKLUHWH
. WH(EKUWH Ha KOCTUTE W CTABUTE

. MHTPaab1OMHWHANHK UHPEKUMH

. WHOEKLHH HA TEHUTATTHHTE OPraHK MpH JKEHUTE.

Amokcuunnunn/KnasynanoBa kucenuHa Antadapma ce M3onzea npH Bb3pacTHU K aeLa 3
npeaoTBpaTiBaHe Ha MHPEKUWH, CBBP3aHH C TONIEMH XHPYPrHMHHY NPOUERYPH.



2, Kakpo TpabBa aa 3HaeTe, NpeaH Ja H3N03BaTe AMOKCHUHAHH/K1aBy/JaHOBA KHCEJIHHA
Anta®apma

He u3nossBaiite AMokcenuuaud/Knapynanoea kuceauna Anta®apma

. aKO CTE aNepruyHi KbM aMOKCHLUMWIIMH, KTaBYNaHOBA KUCENHHE, NEHULMUIHMH UAH KbM HAKOA OT
OCTAaHANUTE CHCTABKM HA TOBA NEXapcTBO (M30poeHU B TouKa 6).

. aKO HAKOFa CTE UMA/IY TEXKKA aNepruyHa peakursa KkeM apyr aHtMOnoTHK. Tosa mMoxe aa
BKJIFOUBA KOXKEH OOPUB MU NOAYBAHE HA JIMLETO MUY MPAOTO.

. aKO HAKOra CTe KMaild 4epHOoApOoOHHU NpobieMn UK KBATEHHUA (MOXKLATABAHE HA KOXaTa),

KOraTto ripuemarc aHTHOHOTHK.

He n3nonssaiite AmMokcunuaun/Knasynanosa kucenunuwa Anra®apma, ako HaxKoe ot
ropenocoveHuTe ce orHacs 3a Bac, AKoO He cTe CUrypHH, KOHCYNnTHpaHTe ce ¢ Bawna nekap,
dapmaueBT MM MEAULMHCKA CECTPaA NPEAr Aa uanonisate AMOKCHUMAUH/KnaBynaHOoBa KHCETHHA
Anrta®Qapma.

IpenynpexaeHns U Npeana3zHu MepKH

["oBopere ¢ Bawuuna nekap, apMaueBT WIH MEAULMHCKA cecTpa, npeay Aa Bu 6bae npunokena
Amokcuunnub/Knasynanosa kucenuda Antaddapma, ako:

. HUMaTE HJIEIUCTA TPECKA
. ce eKysaTe 3a 4epHoApoOHU Uiy 6BOpeUHHU Npobnemu
. HE YPUHHUPATE PEAOBHO.

AKO He CTe CHIYPHH Jalii HAKOe OT rOpenocoueHuTe ce oTHaca 3a Bac, ropopere ¢ Baiwnug nekap,
(hapMaUeBT WKW MEIMLUMHCKA CECTpa, Mpeaun Aa u3non3sateAMoKCHUUNHH/KnaBynaHoBa KMcenMHa

Anra®apma.

B Hakou cayuan Bawuar niekap Moxe 4a u3cieasa Buaa Ha 0aKTepuuTe, KOMTO NPUUMHABAT BallaTa
HHpeKUHa. B 3aBUCUMOCT OT pelynitaTHTe MOXe Aa Bu Hbae npeanucalo pazinuHO KONHUYECTBO Ha
AKTMBHOTO BELUBCTBO HAa AMokcuuunud/Knapynanosa kucennHa AnrtadapMa Unu Apyro JIEKapcTBoO.

ChbCTOSIHUA, 32 KOUTO TPNOBAa 1a BHHMAaBaTe

Amoxcrunnunn/Knasynanosa kucenHa Anta®apma Moxe [a BAOWM HAKOH CHLUECTBYBALLK
CHCTOSHHA UMK Ja NPHUHUHU CEPUO3HU HEXENaHK peakuny. Te BINIioUBaT anepruiyiu peakLuuu,
KOHBYJICHH (Npunaabuy) ¥ Bbananenue Ha aebenoro veppo. Tpabea aAa BHUMaBaTe 3a ONpeelieHH
CUMIITOMH, A0KATO M3non3sare AMokcHudnud/KnaeynaHosa kucennHa Antadapma 3a fia Hamanure
pucka ot npobaemu. Buxre ,,CbcTosHKA, 3a KOWTO TpabBa na BHMMaBaTe" B TO4KA 4.

H3cneaBanun Ha KPbB # YpHHA
AKO By ce npaBAT KPLBHU KU3cneBaHUA (KATO v3c/ie1BaHUA 34 ChbCTOSIHUETO HA YEPBEHUTE KPbBHH

KJIETKM WK U€pHOAPOOHATA (YHKUMA) UKW W3CTEeABaHHUA 3a YpHHA (3a TNIIoKo3a), yBeaomeTe Bauiua
nekap UKW MeAMLMHCKATa cecTpa, Ye npuemare AMokcHunnri/Knasynavosa kucenua Anra®apMa
Tosa e HeoOXx0aAMMO, 3aL0TO AMOKcHUuMnKuH/KnaBsynanosa kucenumua Anrta®dapma MoXe J1a NOBNUsE
HA Pe3yJTaTUTE OT TE3U U3CNEABAHHA.

JIpyru nekapcrea n Amokcunuianu/Kinasynanosa kucesimHa Anta®apma
Tpabea na kaxxere Ha Bawus nekap, dapMauesT UK MEAMUMHCKE CECTpa, akO nNpUemMarte, HaCKopo CTe
NPUEMATHA WITH € Bb3IMOXHO A2 NIPUEMETE APYIHU JIEKAPCTBA.

AKO nNpHeMaTe anonypuHON (M3NOA3BAaH NpH Noaarpa) ¢ AMOKCHUMAMH/ KnaBynaHOBa KHCENTHHa
Anta®apMa, MOXKE 4a C€ NOBULLM BEPOATHOCTTA Aa NOJYHUTE KOXKHA atepruiHa peaxkiumys,

AKo npuemare npodbeHeuua (M3non3BaH nNpu noaarpa), BawyaT ekap MOxKe Aa peLuy aa
Bawara nosa ot Amokcuunnud/Knasynanosa kucenuna Anradapma.




AKO JeKapcTBaTa 3a KOUTO NpeaoTBpaTABaT 00pa3yBaHeToO Ha KpbBHK CheHpelH (kaTto BapdapHH) ce
npuemar ¢ AMokcuuMnuH/KnaeynaHosa xkucenuHa Anradapma, ToraBa Moxe Ja ca HeoOX0AHMH
AONBJIHHTENHH KPbBHH U3C/EBaHHS.

Amokcuuunun/KnasynaHnosa kncenvHa Antaddapma MOXe 1a NOB/IMAE HA AEHCTBHETO Ha
METOTPEKCAT (IEKAPCTBO, H3NOI3BAHO 34 JIEYEHNUE HA PaAK MW PEBMATUYHH 3ad0onaBaHun).

AmokcuunnuH/KnasynanoBa kucennHa Antadapma MOXeE /1a NOBAWAE HA ASHCTBHETO Ha
MUKO(EHONAT MODeTHUN (NeKapCTBO, U3NOJ3BAHO 32 NPEAOTBpaTABAHE HA OTXBBLPIISIHETO Ha
TPaHCIIAHTUPAHN OPraHu).

bpeMeHHOCT, KbpMeHe H QepTHIHTET
AKO cTe OpeMeHHa MK KbPMUTE, CMATATE, Y€ MOXKE Na CTe OpeMEeHHa WM niaHupaTte BpeMeHHOoCT,

nocheeTBaAHTE ce ¢ Bawua nekap unu apmalerT npeay ynorpedarta Ha TOBa NE€KapcTBO.

[Hlodupane n pabora ¢ MAlUHHH
Amokcuunnmbd/KnaepynaHosa kucennta Anra@apma MOXKE 12 NPUUNHH HEXKENAHW PEAKLIUH H
CUMNTOMMUTE Aa BH HanpaesaT HecnocobHuu aa wodupare. He wodupakte u He paboreTre ¢ MalUMHM,

OCBCH dKO HC C€ HYBCTBATC II,OS[JE.

AmokcHunann/Kinasynanosa kuceanna AnradapmMa coaALpAa HATPHHR ¥ KAJTTHH

e ToBa nekapcTBo chabpxa 62,9 mg HaTPUH (OCHOBHA CHLCTABKA HAa roTBapcKaTa/Tpane3HaTa col)
BbB BCEKU (PnakoH. ToBa KONMUYECTBO € eKBUBANEHTHO Ha 3,1 % OT npenopbYUTE/IHUS
MAKCUMANEH IHEBEH XPAHUTENEH MPHEM HA HATPHUHN 34 Bb3PACTEH.

e Toea nekapcTBo cbabpxka npubaunszutenyo 1,0 mmol (mnu 39,1 mg) kanuii BLB BCeKH (akoH.
Tosa Tpsabea na ce uMa npeaBua Npy NauMeHTH ¢ HaManleHa QyHKUHA Ha ObOpeunTe Haun npu
NaUMEHTU HA AHETA C KOHTPONUPAH NPUEM Ha KA.

3. Kak ce npunara Amokcuunaun/Knasynanosa kuceanna Anta®apma

Bue Hukora Hsama Aa ¢M npuarate camuy Tosa JiekapcTso. 1¢ we Bu 6wae npunaraso ot
KBaNM(PULHMPAHO NHLE, KATO NEKap UK MEAULIMHCKA CECTPA.

I lpenopbumTennara no3a e:

Bu3pacTren u aena ¢ rerno 40 kg 1 nopeue

CraHfapTHa no3a 1000 mg/200 mg Ha BCcekH 8 uaca.

3a npeaoTBpaTaBaHe Ha MHpekurH no Bpeme Ha U 1000 mg/200 mg npeauv onepauuaTa, koraro Bu
cnen onepanms NocTaBaT ynoHkara.

lozaTa mOxe na ce paznuyaBa B 3aBUCHUMOCT OT
BMAA Ha OnepauuaTa, KoaTo Bu ¢e npaeu. Bawuat
NeKap MOoKe a NoOBTOPH A03aTa, aKO onepaumiaTa
Bu npoabauu noseye or | vac.

Heua ¢ Terno no-manko or 40 kg
+ BcHYKH 0034 ca onpeaeneHy B 3aBUCUMOCT OT TENMECHOTO TENIO HA ACTETO B KUIOTPaMM.

Jleua Ha Bb3pacT 3 MECeLa U NoBeYe: 25 mg/S mg Ha BCEKHU KMNOTpam Ten 4 a\ w
BCeKH § vaca. o~ (S
/leua Ha BBb3pacT No-Manka ot 3 Meceua 25 mg/S mg Ha BCEKH KHIOIPaM T4

MM C TErJ0 NO-MaJko oT 4 kg BcekH 12 vaca.




Ilauuentu ¢ 6u6peynn u yepHOAPOOHM Npodaemu

. AKo umare npodsieMu ¢ 6s0peunTe, Moxxe n1a Bu 6bae nanena paznuuna go3a. Bawuar nexap
MOKE a M30€epe pa3niuHa KOHUEHTPaUUa UWIH APYro JIEKApCTRO.
. AKO umaTe uepHoapobHu npobnemu, BawuaT nekap e By HabnionaBa BHUMATENHO M MOKE 14

HMaTe NO-PeNOBHK K3CAEABAHHMA 3HA (YHKUMATA Ha uepHus Bu apob.

Kak me Bu ce npnnara Amokenunaun/Knasynanosa kuceanna Anra®apma

. AmokcHuunun/KnasynaHosa kucenrHa Antadapma e ce npuaara Kato WHXEKLHS BbB BEHATA
WM 4pe3 UHTpaBeHO3Ha HHGY3HA.

. 3aabKUTENHO MUATE MHOFO TEYHOCTH, AOKATO NpUemaTe AMokcuunnnu/Knasynanosa
kHcendHa Anra®apma.

. OGunkHoBeHO AMokcHunnuH/KnaBynaHosa kncenniia Anta®apma Hama 1a By ce npunara

noBeye oT 2 ceaAMHULM, Oe3 nexapat na npepasrieaa hevenuneto By,

Ako Bu e npuiioxkena noseue ot HeoGxoaumarta go3a Amokcnunanu/KnaBsynanosa kucenuna
Anra®apma

Manko BepoaTho e na Bu ce npunoxu no-ronsma no3a ot npeanvcaxara, HO aKO MUCIIHTE, Ye By e
NaneHo MoBeYye ot HeodxoauMaTa 103a AMOKcHuMnuH/KnaBynanosa kucenuHa Antad®apma,
He3a0aBHO kaxeTe Ha Bawusg nekap, hapMauesT nim MeanuMHCcKara cectpa. [IpUzHaLuTe Moxe aa
BKJTHOUBAT CTOMALLHO HEPA3ITONOKEHHE (FrafeHe, NOBPBLIAHE UK TMAPHA) HIH MbPHOBE.

AKO MMaTe HAKaKBH AONbIHHUTENHH BBIPOCH, CBBP3aHK ¢ ynoTpebaTa Ha TOBA JIEKapPCTBO, MOMUTATe
Bauwus nexap, hapmMauesT UnM MEJMLMHCKA CECTpa.
4, BB3MOKHM HEXKENAHH PeaKIHH

KaxTo Bcu4KyM N1€KkapeTBa, TOBA JIEKAPCTBO MOXKE /14 NPEAN3BUKA HEXKENAHH PEAKLIUH, BBIIPEKH Ye HE
BCEKH M 110J1y4aBa.

Cheronnng, 3a Konto TpsaOBa 12 BHUMAaBaTe

AJIEPTHYHH PEAKLUM:

. KOXKeH 0OpHB

. Bb3MAaNEHUE HA KPbBOHOCHUTE CbJOBE (BACKYJIHT), KOETO MOXKE /14 C€ NPOSBH KATO MOBAUIMHATH
YEPBEHH WM BUOJIETOBH NETHA [10 KOXATa, HO MOXE A& 3aCErHe APYrH YacTH HA THAOTO

. NOBUILEHHWE Ha TEMNEpaTypaTa, OONKK B CTaBUTE, NOAYTH NHMQHHW BE3AH B 001aCTTa HA LUKMATA,
NOAMWLIHHULUMNTE UK ChabHHUTE

¢ NOZYBAHE, MOHAKOTA HA JIMUCTO HJIH I'bPNOTO (AHIMMOEAEM ), TPHHHHSBALILO 3aTPY/AHEHO QHLLIAHE

. Konanc,

. rpbAHa OOJsIKa NpH anepruyHa peakuHa, KOATO MOXKE /1a € CUMITTOM HA NPEAU3BUKAH OT

anepryuvHara peakuusa cbhpaeyeH MHgpapkT {(cuHapom Ha KyHuc)
>  Heza0aBHo ce cBBLpKETE ¢ J1eKAp, aKO NOAyUHTE HAKOH OT Tesn cumMntomu. Cnpere
H3M0J13BaHETO HA AMOKCHUHAH/KnaBynanoera kuceanna Anradapma,

BranaJsienue Ha ae0enoTo 4yepBo
Bb3nanenue Ha 1ebesoTo YepBO, NPUUHHABALLO BOAHUCTA AMApHS OBHKHOBEHO C KPbB H Cy3, 60aKH

B CTOMAXa W / UK TpeckKa.

Oc¢Tpo Bb3naeHne HA NaHKpeaca (0CTHP MAHKPEATUT)
AKO NMaTe CH/IHA M NpoabMkHTeNnHa Bonka B 061acTTa Ha cCTOMAaxa, ToBa MOYKE Ad € NPH3HAK Ha
OCTbp NAHKPEaTHUT.

EnTepokonuTen CHHIPOM, NPEAU3IBHKAH OT NPHEM HA JIEKAPCTBOTO:
MimMa cbobLIeH s 32 eHTEPOKONIMTEH CUHAPOM, NPEANH3BHKAH OT MPUEM Ha NeKAPCTBOTO, FA
fleua, NpHeMally aMOKCHUHNKKE/KnaBynaHart. Tosa € onpeacyieH BUA anepruyHa peakLms



CUMIITOM MHOIOKpPaTHO noBpbulaHe (1 — 4 yaca cnej npuiarade Ha nekapcteoro). JonbaHuTenHu
CHMMNTOMH morat 1a 6baaT O0nka B kopeMa, neTaprus, AMapys M HUCKO KpbBHO HalAraHe.

>

Koncyarupaiire ce BLIMOXKHO Hal-ckopo ¢ Bamua nekap, ako nonyudre T€3n CUMINTOMM.

YUecTH HexeTaHU peakuHd (MoraT fa 3acerHat ao | Ha 10 aywn)

MJleyHHUUa (KaHauaa - rb0MUYHa MHhEKUMS HA BRaraiULIeTo, yeTaTa Ui KOXKHUTE I'bHKH)
LHAPHSR

HevecTn Hexxkes1ann peakunu (Morar aa 3acersat ao | na 100 ayuu)

*

KOKeH 0OpHB, cbpOex
HaJUrHAT cbpbAaw oOpuB (KonpHBHA Tpecka)
Hepa3noaoXKeHHe (ralieHe), ocobeHO NpU NprUeM Ha BUCOKH L03H

AKO CTE 3acerHar, sieMere AMokcuunnuu/Knasynanosa kucenmHa Anra®apma npeauy XxpaHeHe

NOBPLLUAHE

HapYLWEHO XpaHOCMKIAHE
3AMAaAHOCT

riaaBodonme.

HeuecTu Hexenanu pPEeaKLUH, KOHTO MOTaT Aa CC U3ABAT INPH KPLBHHUTC W3CNICABAHHNA.

YBENHMYABAHE HA HAKOW BELLECTBA (€H3UMU), MPOU3IBEACAAHHN OT YEPHUA Ap0oD.

Peaxn nexenanu peakuuu (Morat aa 3acerHat no [ Ha 1000 nywn)

N

KoxkeH 0OpHB, KOWTO MOXKE [d € HA MEXYPH M NPUNIKYA HA MANKH MUILEHU (LERTPANIHHA ThMHU
neTHa, 3a00MKoneHu oT no-o6neaa obnacT, ¢ TEMEH NPBLCTEH OKONO puba - epumema
myamugopme)

aKko 3a0ene)KMTe HRAKOH OT TE3M CHUMITTOMHM, He3aDaBHO CE CBBPIKETE C JeKap.

OTOK M 3a4€PBSBAHE NO X013 HA BEHATA, KOSNTO € U3K/TIIOUMTEHO UYBCTBUTEIHA HA 1OMUD

Peaku HexenaHn peakuMK, KOMTO MOTaT Aa Ce NpoABST NpU KpbBHUTE B n3cheasaHus;

MaJIbK OpOH KNETKH, YH4ACTBALUHM B CHbCUPBAHETO HA KPLBTA
MalbK Opoi OelM KPbBHHU KJIETKH.

C HeusBecTHA 4eCTOTA (OT HAJIKYHUTE JAHHHU HE MOXKe Aa Obae HanpaBeHa OUeHKa)

aJlepruuHy peakuuu (Bx. rno-rope)

Bb3naneHue Ha aebenoTo uepBo (BxK. No-rope)

Bb3NaneHue Ha OOBUMBKHUTE Ha rN1aBHUs W rpbOHAUHUS MO3BLK (Acenmuiyen MenuHeun)

CEPHO3HHU KOXXHH peakUH1K:

- LWMPOKO pa3npocTpaHeH 0OpHB ¢ MexypH H BeneHe Ha koxara, ocodeHo 8 obnacTra Ha
ycTarta, Hoca, O4UTe W reHutrandure (cunopoy ina CmuvbHC-nconcvH), KAKTO W No-

TeKKa popma, npuurHaBalla obwupho dencHe Ha koxkara (noseve ot 30 % o1 TenecHata

NOBBPXHOCT - MOKCUYHA eNUOEPMATHA HEKPOIU3QA)

- LIHPOKO PA3NpPOCTPAHEH HEPBEH KOXKEH OBPHUR ¢ MAIKU FHONHU MEXYpH, (byrozen
exchoruamuaen depmamunt)

- YEPBEH, NKOCNECT OOPUB ¢ NOAYTHHHU NOA KOXATA U MEXYPH (ex3anmemHa nycmyno3a)

- rpunonogobHu CUMNTOMHU ¢ OOPUB, NOBHLLEHA TEMNEPATYpa, NOAYTH AUM(HH BB3NKU U
PE3YITATH OT KPbBHHTE TECTOBE, KOWTO Ca M3BbLH PEOEPEHTHHUTE CTOHHOCTH
(BKNKOYUTETHO MOBULLECHH HUBA Ha OCNMTE KPbBHU KIIETKH {Co3uHoduus) v
yepHoApOOHUTE eH3uMK) (JTexapcmaena peakyusn ¢ eo3unoQuAwsl u cucmemnu
cumnmonu (DRESS)).

OOpHR ¢ MEXypU, NOAPEASHH B KPLF, ¢ 0Opa3yBaHe HA KOpUYKA B CpellaTa, Wil KATO HaHU3 OT

nepau (nuHeapHa IgA 6onecr)

AKo 3abenexkuTe HAKOM OT Te3W CUMNTOMU, HE3aDAaBHO Ce CBBbPIKETE C JIeKap.

Bb3najieHHe Ha YepHua Apod (XxenaTur)

KBJITEHHLA, MPUYHHEHA OT NOBHLIIABAHE Ha OMIHMpyOKHa (BELECTBO, NPOU3BEKAAHO

apob) B KPbLBTA, KOETO MOXKE Aa HanpaBHh KoxkaTa U 6A710TO Ha ovMTe By aa nirne:

Bb3NaneHue Ha KkaHanuyerara Ha OubpeuunTe




. YBE/HMUEHUE Ha BPEMETO 3a KOETO C€ ChbCHpBA KPBbBTA
. rbpyoBeE (MPH XOpa, MPUEMALLBE BUCOKK 103K 0T AMOKCHLMAKH/K1aBynaHOBA KHMCEHHA
Anra®apma wid kouto uMat 6s0peuHu npobnemu).

Hexxenanu peakUunH, KOUTO MOraT Aa ce MposSBAT NPK W3CAEABAHE 34 KPbB WK YPHHA:

. CHMIHO HaAMaNsBaHe Ha Opos Ha OennTe KPbBHH KIETKH
. ManbK Opoit uepBEHHU KPbBHY KNETKH (XeMOAUMUYHA AHEeMUS)
. KpUCTaK B ypHHaTa, BOAEUIM 10 OCTPO yBpexaaHe Ha ObbpeunTe.

CrofuraBane Ha HeXeJIaHH PEAKIUM

AKO MONYUYHTE HAKAKBU HEXKETAHU JIEKapCTBEHU peakuuH, yBeaomere Balms nekap, GpapMaueBT HiH
MEIMULIMHCKA cecTpa. TOBa BKITIOYBA BCUYKU Bb3MOKHH HEOMNMHCAHH B Ta3M JIMCTOBKA HEXEaHU
peakUMn. MoxxeTe Cbl10 Aa ChOOLUMTE HEKENAHH peaKLMK ANPEKTHO Ype3: UsnbanuTenna areruna

no Jexaperaara

ya. ,,JamaH Fpyes” Ne 8

1303 Codus

buarapus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg.

KaTto crofuiaBaTe HexenaHd peakuMy, MOXeTe Ja AaAeTe CBOS MPHUHOC 3a NONy4aBaHe Ha NoBeye
nHdopMaLKs OTHOCHO Ge30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak pa cexpanapate AMokcnunianu/Knapynanosa kuceanHa Anra®apma

CpoKbT HA FTOAHOCT M YCIOBHATA HA ChXPaHEHHE, NOCOYEHH Ha €THKETY, ¢a 38 HHOopMauus Ha
feKaps, MeMUMHCKaTa cecTpa uny (papmauesTa. Jlekapar, (hapMaueBTLT HAKM MEAWLIMHCKATA CeCTpa
LIE IPUTrOTBAT BALLETO JiekapcTeo. TpabRa Aa ce n3non3ea B paMKUTE Ha 20 MUHYTH Clie/] pa3TBapsHe.

Jla ce cbxpaHsaBa Ha MACTO, HEAOCTBNHO 3a AcLa.

He nw3inonssaiiTe ToOBa NEKAPCTBO CNEA CPOKa HA MOAHOCT, 0TOECAS3aH BbPXY KAPTOHEHATa 0NakoBKa
cnen ("onen no:). CpokbT HA rOAHOCT OTIOBApA Ha MOCNEAHHA AEH OT MNOCOUEeHHs Mecel.

He u3xBbpasiite nekapcTBaTa B KAHANW3aUMATA WM B KOHTCHHEPa 38 AOMALLHK OTRAaobLUH.
[TonuTaiiTe Bawug apMaueBT Kak Aa W3XBLPJATE JICKAPCTBATa, KOUTO BeYe HE uinonssare. Te3u

MCPKH LIE CITOMOTHAT 34 OMna3BaHe Ha OKOJIHAT4A ¢pcia.

6. CohabpxaHHe HA ONAKOBKATA H AONBJHHTEIHA HHPOpPMALHS
Kakso chaspxa Amoxcnuninun/Knasynanosa kucennna Anra®apma

- AKTUBHWTE BELLECTBA CA AMOKCHLMNMH M KaByNaHoBa kuceavHa Beexku ¢pnaxon ceawpica 1000
mg aMokcHUUNHH (amoxicillin), non dopMaTa Ha AMOKCHUMAWH HaTpui (amoxicillin sodium) U
200 mg knaBynaHoBa kucenuna (clavulanic acid), noa (popMaTta Ha KajiMeB KNlaBynaHar

(potassivm clavulanate).
- Jlpyry cbCTaBKH: HAMa. Bbnpeku ToBa, BUKTE ToUKa 2 3a AONBIAHHUTENHA BaXKHA HHQOpMaLKs 33

CHABPIKAHHMETO HA HATPUH U Kanui B AMokcnumann/Knasynanosa kuceanna Antadapma.

JlekapsT, MEAMLUMHCKATA CecTpa Wiid (DapMaUEeBTLT Lue NPUFOTBAT HHKEKLMATA NpeaH yrnoTpeda
M3MON3BaliKy MOAXOAALA TEYHOCT (KaTO BOAA 38 MHIKEKLIMK MM KHIKEKIIMOHRA / HH(PY3HOH
TEUHOCT).

Kak n3rnexaa Amokcnuniann/Kaasynanosa kucesiHHa Antad®apmMa v KakBo CbAb[R
ONAKOBKATA




AmokcuumnuH/Knasynanosa kucenuda Anra®apma 1000 mg / 200 mg npax 3a
WHKEKLMOHEH/WHPY3HOHEH pasTBOp Ce Npeasiara B Npo3pavHy CThKIEHHU (TAKOHH CbC CTEPHIIEH
npax 3a NPUroTBAHE HAa HHXXEKLUHA/UHDY3H.

Onakosku ot 1, 10 unu 100 dnakona.

He BcHukK BUAOBE 0nakoBkW Morat aa 6bJaT nyCcHaTH Ha nasapa.

IlpuTe:katen Ha paspelleHneTo 3a ynorpeta H NPOU3IBOAHTE]

[IpuTe:kaTen HA paspenleHHETO 32 yHOTpeba

Apta Medica Internacional d.o.0

L.ikozarjeva Ulica 6
1000 Ljubljana

Cnoeedus

IlponsBoauTen

LABORATORIO REIG JOFRE S.A.
C/ Gran Capitan , 10
08970 Sant Joan Despi

HUcnanus

To3n nexaperBen NpoayKT e paspewies 3a ynorpeda B AbpxaBuTe wieHky na EUIT noa
C/ICAHHTE HMeHa:

CnoBeHus:

ABCTpHA:

bbarapus:

Hexus:

XbpBaTHA:

YHrapus.
Manra:

[lonuwa:
PyMbHHUSA:

CnoBakug:

Amoksicilin/klavulanska kislina AptaPharma 1000 mg/200 mg prasek za raztopino za
injiciranje/infundiranje

Amoxicillin/Clavulansiure AptaPharma 1000 mg/200 mg Pulver zur Herstellung einer
Injektions-/Infusionslosung

Amoxcrunnuy/ Knasynanosa kucennna Anta®apma 1000 mg/200 mg npax 3a
HH)KEKUHOHEH/ MHDY3HOHEH Pa3TBOP

Amoxicillin/Clavulanic Acid AptaPharma

Amoksicilin/klavulanska kiselina AptaPharma 1000 mg/200 mg pra3ak za otopinu za
Injekciju/infuziju

Amoxicillin/Klavulansav AptaPharma 1000 mg/200 mg por oldatos injekcichoz vagy
[nfuzidhoz

Amoxicillin/clavulanic acid AptaPharma 1000 mg/200 mg powder for solution for
mjection/infusion

Amoxictllin + clavulanic acid AptaPharma

Amoxicilind/Acid clavulanic AptaPharma 1000 mg/200 mg pulbere pentru solutie
injectabild/perfuzabila

Amoxicilin/kyselina klavulanova AptaPharma 1000 mg/200 mg prasok na
injekcny/inflzny roztok

Hata na nocaeano npepasraexaate na aucroskara: 06.08.2025

JApyru n3royniHuH HA uHpoOpmMAanus

AreHuus no nexkapctsa Ha P. bvarapus
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IlocoyeHaTa [10-101Y HHCIJD]JMHL[HH € MpeiHa3Ha4CHa CaMO 3a MEAWLUKMHCKH CIICUHAANUCTH.

Mouasn, pedepupaitte ce Kom Kparkara XapakTepHCTHKA HA NMPOAYKTA 32 JONbLJAHHTE/IHA
vHpopmManusn

Amokcrunnud/KnasynaHoBa kucenutHa Anrad®apma Moxe fa ce npunara 1iu upes DasHa
MHTPABEHO3HA HHXKEKUMS 33 NEPHOA OT 3 A0 4 MMHYTH AUPEKTHO BbB BEHATA WK YPE3 KAMKOBO
NPUAOIKEHKHE UK HHGY31a B npoabkeHude Ha 30 1o 40 mrneyTU. AMokcuumnuu/Knapynasosa
kucenuHa Anrta®apMa He € NOAXOAALL 38 HHTPAMYCKYTHO NTPUAOIKEHHE.

Paszrsapsane/paipexxaane
Camo 3a e/HOKpaTHa ynoTpeda. M3xsbpaeTe Heusnonisanus pastsop.

PasTsapsadero/pasperkaaHeTo TpabBa Aa ce U3BbPLLBA NP acenTUUHM yCoBUs. PasTeopsT Tpsabsa na
ce NPOBEPH BH3YANHO 338 HANHYMNE Ha 4acTUUM W 0De3LBeTABAHE NPEAH NpHIIoKeHUE, Pa3TBopsT

TpsiOBa Aa e U3MOM3Ba CaMO aKo € OUCTLP ¥ 6€3 HacTHLM.
DnakonuTe AMOKCHUMIUH/KNaByaaHoBa kucenuHa Anradapma He ca npejHa3HauyeHH 3a

MHOT0030Ba ynorpeba.
Hen3non3saHuAT neKapcTBeH NPOAYKT WK OTNAdb4YHUTE MaTepuanu Tpadea na ce U3XBLPIST B

CHOTBETCTBHE ¢ MECTHHUTE HIUCKBAHMA.
[Ipuzomesane na pazmeopu 3a UHMPACEHOINA UHICEKYUA

Hopmanuusat pazTopuTen € Boaa 3a MHxekuuu Ph, bur.. AMoxcnunnun/Knapynanosa kucenvHa
Anrta®apma 1000 mg/200 mg Tpadea aa ce pasteopu B 20 ml pasreopuren. [lonyuasa ce
npubnusurento 20,9 ml paztsop 3a enon0308a ynotpeda. [1o Bpeme Ha pasTBapaHETO MOXKE Aa ce
NOSIBH MPEXOAHO PO3OBO OLBETABAHE Ha pa3TBOpa. PeKOHCTUTYUpaHUTEE pa3TBOPH OOMKHOBEHO ca

He3uBeTHY 00 KbJATH HA UBAT.

Amokcuumnnnu/Knasynanosa kucenvHa Anta®apma Tpabea aa ce npuaara B paMkute Ha 20 MUHYTH
caeq pasTBapsHe.

Ilpuzomesne na pazmeopu 3a UHMPAGCEHOIHA UHPDY U

Amoxkcuuunud/Knasynhanosa kucenvna Anradapma tpsabsa na ce pa3rBopH, KaKTO € ONUCaHO No-
rope B pasaena [IpuroTesHe Ha pa3TBOPH 3a HHTPABEHO3HA MHXKEKUHMA. be3 3abaBAHE NpUTrOTBEHHA
pasTeop TpadBa aa ce n106aBu kbM 100 ml HHPY3MOHHA TEHHOCT, KATO CE€ H3N0Ji3Ba MMHHCAK KW

Oropera.

Tpadsa aa ce nanon3ea camo HUCTLP pasTBOp HE3 HACTULK.
Crabua1HOCT HA NPHIOTBEHHTE PA3TBOPH

PekoHCTHTYWpaH pa3TBop BbB (IaKOHM (38 MHTPABEHO3HO UHIKEKTHPAHE WIH NPEIU DA3PENIAHE 3a
KWHPY3KA)

PexoncTuryupanusT pasreop (1 ¢pnakor c 20 ml Bopa 3a vrkekunn Ph.Eur.) Tpabsa na ce usnonsea
UK pazpean He3abasHO, B pamkuTe Ha 20 MBUHYTH.

PaspeaeH 338 MHTPABEHO3HA MHPY3HS

XumMyueckaTa v pusnvecka cTabGUNHOCT cnea NPUroTBAHE HArOTOBKS Pa3TBOP 3a HH(Y3HA Cé
NeMOHCTpUpaHu 3a 2-3 yaca npu 25 °C unu 3a 6 vaca npu 5 °C. Ot MukpobuonorvyuHa rieq
Pa3TBOPEHUST W pa3peacH pasTeop (1 pastBopeH duiaxkon B MunumaneH obem ot 100 ml ung
TeUHOCT) TpabBa aa ce u3non3ea HezabasHO.




MHTpaBeHO3HHUTE HH(PY3HMH HA aMOKCHUMWH/KNABY1aHOBA KMCENMHA MOraT Ja C€ NpuJarar ¢
Pa3fNHYHK HHTPABEHO3HY TEUHOCTH, 33J0BOJMTENHHTE KOHLEHTPALMK Ha aHTHOMOTHLIMTE CE 3ana3BaT

npu S °C v npu cTaiina temneparypa (25 °C) B npenopbuHTENHUTE 00EMHU HA U3OPOEHUTE NO-A07Y
HHPY3IHOHHH TEYHOCTU. AKO C€ Pa3sTBOPAT M NOAALPXKAT NIpK cTakHa Temnepartypa (25 °C),
nHy3uuTe TpabBa Ja NPUKIIIOYAT B pAMKHUTE Ha BPEMETO, NOCOYEHO B TabnvuarTa no-goiy.

MHTpaBeHo3Ha HHDY3KUS CrabuaHoct npu 235 °C i
Bona 3a uHxkekunu Ph.Eur. 3 yaca
Hatpues xnopua 9 mg/ml (0,9 %) nugysnoten paszreop 3 vaca
Hatpures xnopua HHXEKUHOHEH pasTeop 1959 (Puurep) 2 vaca
UnTpaBedo3Ha HHQY3us Ha HaTpues naktaT (Punrep-naxrar: 2 yaca
 XapTmaH)

Kanues xnopua 3 mg/ml (0,3 % w/v) u narpues xnopua 2 yaca
9 mg/ml (0,9 % w/v) uHdy3uoHeH pasTBop

[Tpu cbXxpaHeHue npu 5 °C, peKOHCTUTYUPaRUTE pa3TBOPHA OT AMOKCHUMIKWH/ KnaBynaHOBa KHCEIMHA

Anra®apma Morar na ce 100aBAT KbM NPEABAPUTENHO OXNAAEHH HH(PY3UOHHU TOPOUUKH,
ChAbMKALIM WK BOAa 3a MHXeKUHM Ph. Eur. unu natpues xnopua BP (0,9 % w/v), korTto moxe aa ce

cbxpaHsea 10 6 yaca. UHdryanara Tpabea na ce nNprnoXu seaHara ciea A0CTHraHe Ha CTanHa
TeMnepaTypa.

CrabunHocTTa Ha pa3TBopuTe Ha AMokculMnuB/ KnaBynanosa kucenuna AnraddapMa 3aBUCH OT
KOHLEHTpauusTa. B cny4ait, ue ce Hanara W3non3BaHETO Ha 10-KOHUEHTPHPAHH pasTBOPH, NEPHOADT
Ha cTabUNHOCT TpsAOBa CbOTBETHO A4 CE KOPUrHpa.

Amoxcuumnuu/Knasynanosa kucenuda Anta®apma € no-Manko ctabunHa npy MHQy3um,

CbAbPKALLY FNKKO3a, AeKCTPaH nny dBukapboHaT. PeKOHCTUTYHpaHKTe pa3TBOPH Ha
aMOKCHUMNIMH/KNAByNaHOBA KUCE/IMHA MOMaT Aa Ce MHXXEKTHPAaT B CMCTEMa 3a nepyuoa ot 3 1o 4

MUHYTH,

Heu3non3paHoTo KOMMHECTBO aHTUOHOTUUEH pa3TBOp TPaOBa na ce U3XBBPIIH.
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