JIucroBka: HHpOpMaNH 32 MANIHEHTA

AmoxcukiaaB ES 600 mg/42,9 mg/5S ml npax 3a nepopa/ina cycneHsust
aMOKCHuHHHH/KﬂaBYHaHOBa KHCEJITHHa

Amoksiklav ES 600 mg/42.9 mg/S ml powder for oral suspension
amoxicillin/clavulanic acid

IIpouereTe BHUMATE/IHO HAJIATA JIHCTOBKA NpelH 1a 3al04YHeTe Ja JaBaTe TOBA JIEKAPCTBO HA

Bameto aeTe, Thii KaTo TH ChABP:KA BaxkHa 32 Bac nadopmanus,

- 3anazeTe Ta3u nucToBKa. Moxe 1a ce HaNoXKH Ja 1 IPoYeTeTe OTHOBO.

- AKO WMaTe HAKAKBH IOIbJIHUTEIHH BBIPOCH, NonuTaiite Baius nekap wiu gapmalesT.

- Tosa nekapcTBO OOMKHOBEHO ce npeanucsa Ha 6e6e unu nere. He ro npeorcrenBaiite Ha Apyru
Xopa. To moxe J1a UM HaBp€aH, HE3ABHCHMO Y€ MNPH3HALIUTE HA TAXHOTO 3abonsBaHe ca CBILIUTE
karo Ha Bawero nere.

- AKO noyyaT HAKaKBM HeXeNaHH JIEKapCTBEHH peakLMH, yBeaoMeTe Baluus nekap Wiu
¢dapmauerT. ToBa BKIIOYBA U BCHUKH Bb3MOXKHH HEKEJIAHH PEaKLMH, HEONMCAHH B Ta3H
aucroBka. Bikre Touka 4.
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1. Kaxso npeacrasassa AMokcukiaB ES un 3a kakBo ce H3n0/13Ba

Awmokcukias ES e aHTHOHOTHK M JeficTBa KaTo yHULIOKaBa OaKTepHUTe, KOMTO NMPHYHHABAT
HHpekMU. Tol chabpka JABe Pa3IMuHH JeKapcTBa, HAPEUEHH aMOKCHLIMIIMH M KJ1aByJlaHOBa
KHCEJIMHA. AMOKCHIIMIIHH MPHUHA/TIEXKH KbM IPYTIaTa JIeKapcTBa, HAPEUEHH ,,[IEHULIMIIMHU, UHETO
JeiicTBHE MOHAKOra MOXKe Ja ce NpeyCTaHOBH (/1a CTaHaT HEaKTHBHHU). JIpyrHAT aKkTUBEH KOMIIOHEHT
(knaBynaHoOBa KMCeMHA) He MO3BOJIABA TOBA /1a CE CITYYH.

Amokcuknae ES ce uznonsea npu 6ebGera v aeua 3a leyeHHe Ha ClIeIHUTE HHPEKLIMK:
e uHGEKUUH Ha CPEAHOTO YXO
*  OenoapoOHH HHMEKUHH

2. KakBo TpaOBa 1a 3HaeTe, npeaH aa qaaere Amokcukiaas ES

He naBaiite AMokcuk.1aB ES na Bamerto gere:
- @KO € aJlepru4yHO KbM aMOKCHUHIIMH, KJIaBY/IaHOBA KUCEIMHA, NEHHLWIHH WK HAKOA OT
OCTAHAJIMTE ChCTABKH Ha TOBA JIEKAPCTBO (M30pOEeHH B TOUKA 6)
- HAKOra e MMaJjlo Te)KKa ajleprHuHa peakuus KbM Apyr aHTHOMOTHK. ToBa MOxe a BKJIIOYBA
KO3keH OOpHB MM MOAYRaHE Ha JTULIETO WK I'bPJIOTO
- HAKOra € MMajio YepHoapoOHM NpobaeMH UK KbIATeHULA (OXKBITIABAHE HA KOXKATa) [1PH
npHeMaHe Ha AHTHOHOTHK.

-

SCALAT NS
AL ¥ .’1'/}!’ \

g
,amﬁg:.\\/gc
ovade . Al S

He napaiite Amokcukiaas ES na Bameto gete, ako HAKoe OT ropenoco4eHoTo ¢e oOT
AKO He CTe CUTYPHH, KOHCYJITHPAaHTe ce ¢ HeroBus Jiekap Wid ¢ dapMaLesT, peH aAa
Amokcuknas ES.,
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®  1Ma JKJIE3UCTA TPECKa
® e NieKyBaHO 3a uepHoapoGHH WiH 6eOpeuHH mpobnemu
®  1Ma HEpEeIOBHO YPHUHHpAHE.

AKO He cTe CHIYPHH JaJTd HAKOE OT ropellocOYeHOTO C& OTHacA 3a BauieTo aete, KOHCYITHpaHTe ce ¢
nexap Wik GapMauesT nped aa My aagere AMokcuknas ES.

B HAKOH CTy4aH, IEKAPAT MOXE [a M3C/e/1Ba BHAA Ha OAKTEPHATA, KOATO IPHYKHABA HHOEKIMA Ha
BaueTo gete. B 3aBHCHMOCT OT pe3yJITaTUTe Ha AeTeTo Bu Moxke fa Objic npeanucaH AMOKCHKIAB
ES ¢ pasnuuHO ¢hIBPXKAaHHE HAa AKTHBHOTO BEILECTBO HITH APYTO JIEKAPCTBO.

CucTonnns, 3a KOATO TpAaGBA 1a BRRMABaTe AMOKCHKIaB ES MOXKe Aa BNOLIM HAKOM
CBHIIECTBYBAIIM CHCTOSHHS HIH 1a NPHUMHH CEPHO3HH HEXENaHHU peakuuk. Cpea TAX Ca aNepruuHu
peakiuH, rbpuoBe (IpUNagbUM) H Bb3NaNcHKE Ha febenoTo uepso. Tpabsa Na BHBEMARATE 32 HAKOH
CHMITTOMH, A0KaTO JieTeTo Bu npema AMokcuinas ES, 3a 1a ce HamanH pHCKBT oT npobneMu.
Bioxte Cocmosnus, 3a koumo mpabea 0a exumasame B ToUKa 4,

HM3cnensanuga 53 KPpbB H YPHRA

Axo Ha Balllero fiete ce npaBsT KPEBHH H3CEABaHKA (KaTo H3CIEABAHE HA ChCTOSHHETO Ha
yepREHHTE KPBBHH KJIETKH WM H3CIe/IBAHHA Ha YepHOoapobHaTa hyHKuMsA) WIH M3C/IEABAHKA HA
YpHHa, ipeAynpeaeTe NeKkaps wiM MeIHIIHHCKATA CecTpa, ue To mpHema Amokcukias ES. Tosa e
HeoOXoauMo, 3a110T0 AMOKCHKUIaB ES MoKe Ja noBnmuse Ha pely.TaTuTe OT Te3H BUI0BE
H3CNICABAHHUA.

JApyra nexapcrea B AMokcakaas ES
Hnudopmupaiite Batus nekap unv dapmanest, ako Bue uin Baweto nere npuemare, HacKopo cTe
MpHEMAITH HITH € BE3IMOXKHO Ja IPHEMETE APYTH IEKapCcTBa.

Axo Bauero ere nprema asomyprno. (M3N013BaH 3a IEYEHHE Ha nojarpa) ¢ AMokcuknas ES,
BEPOATHOCTTA 1 MOTYYH KOXKHA AIEPrHUHa PEaKLHs MOXKE /1a € No-TosIMa.

Axo Baierto fete npuema mpoGenenna (M3M0N3BaH 3a JIEYEHHE HA NOJArpa), ChIBTCTBalWa ynotpeba
Ha npo0OeHelMA He Ce MPENOpPEUBa, 3al0TO MOXKE 12 HAMAK OTCTPaHABAHETO OT OpraHH3Ma Ha
aMOKCHLIWJIHH.

AKO NeKapcTea, KOMTO NipeAna3sat ot o0pasyBaHe Ha KPEBHH ChCHpellH (kaTo Bapdapun), ce
npHeMar 3aeaHo ¢ AMokcuknas ES, Moxke n1a ce HaMTO)KH NPOBEXAAHETO Ha JONLIHHTEIHA KPbBHH
M3C/ICABAHMA.

MeToTpexcaT (M3MONI3B2 CE 32 IEYEHHE Ha paK, peBMaTiYHH 3a00/I9BaHHA HITH TEKEK MCOPHA3NC),
NEHULIHHHTE MOXE Aa HAMANIAT OTCTPaHABAHETO HA METOTPEKCAT OT OPraHH3Ma, KaTo 110 TO3M
Ha4YMH MOXe 1a MPUYMHAT YBETHYABAHE HA HEXKENAHHTE peaklHH.

Amoxcuiknap ES Moxe 1a noBiHse Ha HaYHHA, 110 KOHTO AeiicTBa MEKO(peHO0IAT ModeTRA
(mexapcTBO, KOeTo ce M3MoN3Ba 3a MPeIoTBPaTABAHE HA OTXBBPIAHETO HA TPAHCIUTAHTHPAHH OPraHH).

BpemMeHHOCT H KbLpMEHE
Axo Bauwiero aere, koeTo Ie 3an04He a NpHeMa TOBA JIEKAPCTRO € OPeMEHHO, HIIH KBPMH, CMATA He
Moxe Ja e GpeMeHHO WIH IUTaHupa GpeMeHHOCT, MochBeTBaiTe ce ¢ Bauus nexap wiM apMauesT

npeau ynorpefaTa Ha TOBa JIeKapcTRO.

Amoxcakaas ES coaspxa maTpnii
ToBa NeKapeTBO ChaBPKA MO-MAIKO OT | mmol Harpaii (23 mg) Ha AHEBHA MAKCHMATIHA

MOXKE O34 C€ KaXKe, Y€ NPAaKTHYECKH HE ChAbpXKa Ha'['pl*li"l.

Amoxcuknas ES ebanpxa Oen3nnoB ankoxon




B 5 ml cycnemsus oT ToBa NekapcTBo ce chabpxKat 0,017 mg 6eH3nIOoB ankoxon (KOeTo ChOTBETCTRA
Ha 1,5 g npax). BeH3MnoBUAT aNIKOXON MOXKe Ja IPEAM3BHKA ANIEPrMYHU peakuuy. a He ce H3nonssa
3a [OBeye OT eIHa CEAMMIIA NPH MAJIKK AeLa (Ha Bb3pacT noj 3 roAMHH), OCBEH aKO He e
npenopryaso ot Bawns nekap unu dapmauest.

Koncynrupatiite ce ¢ Baums nexap win ¢papmaresT, axo Bailieto neTe uma uepHOapo6HO WK
61L6peuHo 3abonsasane, ako e GpeMeHHO HWiH KbpMH. TOBa ce Hanara Thbil KaTo ro/1eMH KOJTH4ECTBa
GeH3HIOB ATKOXO/ MOTAT Ja Ce HATPYMNAT B OpraHH3Ma Bu H MoJke a NPHYHHAT HEXKENaHa peaKiiua
(uapedeHa ,,MeTaGoONUTHA aLMA03a™).

Amokcaxiaas ES csanpaca eranon

B 5 ml cycreHsns oT ToBa JIEKApCTBO CE ChABPKAT no-Mako oT 0,004 mg ankoxon (eranon) (KoeTo
cpoTBercTBa Hal,5 g npax). ToBa KonM4ecTBO B 5 ml OT JIEKapCTBOTO OTTOBAPS Ha TO-Maiko oT 1 ml
oupa unH | ml BUHO. MaJkOTO KOMMHECTBO ATKOXON B TOBA JIEKAPCTBO HAMA /13 HMa 3abenexumu
edexTH.

Amoxcaknas ES chabpxa cyadar

B 5 ml cycneHsus oT ToBa NeKapcTBO ¢€ ChAbpaT no-Manko ot 0,000017 mg cyndur (xoero
CHLOTBETCTBA Ha 1,5 mg npax). ToBa B peakH CIIy4aH MOXe 1a NPHYHHH CEPHO3HH PEaKLHH Ha
CBPBXYYBCTBHTEIHOCT H OpOHXOCHAIBM.

3. Kak 1a pasate AMoxkcakaas ES

BuHary JasaifTe TOBa 1€KapcTBO, TOYHO KakTo By e kaszan Bammar nexkap. AKo He ¢Te CHIYpHH B
Hewo, nonqTaire Bawys nexap win gapmauenr.

Bi3pacTan B Aena c TeaecHo Teryio 40 kg u nopeue
e Ta3u cycrnieHsus oGHKHOBEHO He Ce MpenopbyBa 3a BB3PacTHH U Aeua c Terno Haa 40 kg.
IMonwuTaiire Bawus nexap Wi papMaLEBT 3a ChBET.

Hena ¢ renecno tersao nox 40 kg

Beuuku 1034 ca onpeaeneHH B 2aBHCHMOCT OT TEJIECHOTO TErNIO Ha JETETO B KHITOTpaMH.

s  Bamust nekap we Bu nocreersa xonko AmokcHias ES Tpatea na nasare na Bauero 6eGe win
IerTe.

o Moxe aa e npunoxeHo MepuTesHa cnpuHLoska. Tpabsa ga ro Usnoasparte, 3a oa fAajere
npaBwIHaTa 103a Ha Bamero 6e6e unm nere.

e  (6uuaiina no3a — 90 mg/6,4 mg 3a BceKH KHAOTPaM TEIECHO TErNO Ha JeH, pa3ae/ieHH Ha 1BE
OTAETHH J03H.

AmokcHknas ES He ce npenopbyBa np Aella Ha BB3pacT NMoj 3 Mecewa.

ManuenTu ¢ 6s0peunn 1 YepHoIpobHH Npob.aeMn

e Ako gerero Bu uma npoGnemu ¢ 6u6penuTe, no3arta moxe Aa Ob1e npoMeHera. Bamuar nekap
MOJKe a u3bepe pa3nutHa KOHUEHTPAlHA Ha aKTHBHOTO BELIECTBO WIH Pa3IMYHO JIEKapCTBO.

e Axo aereto Bu uma npo6neMu ¢ yepHus apob, Moxke aa ca He0OXOAMMH TMO-YECTH KPBBHH
M3CIeIBAHKS, 3a Ja Ce Tpoc/ieaH KaK PpyHKIMOHNpa YepHua My apod.

Kak na naate AmokcuxaaB ES

¢ [JlaBaiiTe nekapcTBOTO ¢ XpaHa.

JlapaiiTe no efHa yalia BOAA clejl IPHEM Ha CYCNEH3HATa.
BuHaru pasziiaiaiite aodpe 6yTIKaTa NpeAH BeAKa A03a.
Pasnensiire a03HTe paBHOMEPHO Npe3 JeH4, Hal-Manko Ha 4 vaca. He npuemaiite 2 nos
He aasaiite AMokcHknas ES Ha Bawero aete B NpOAB/DKEHHE Ha MOBEYe OT 2 ceIMH
BCE OILIE € YyBCTRA 371¢, TPpAOBa Aa ro 3aBefieTe OTHOBO Ha JIEKap.




AKO ¢Te J2/1H noBeve 0T HeoOXoaEMaTa n03a AMoxcaxias ES

Ako cte aanu Ha Bawero gere nosede ot HeoOxonuMaTa J03a AMokeuknas ES, npusHauaTe Moxe aa
BKJIFOYBAT CTOMAUTHO HEPasToNoKeHne (raeHe, NOBPBILaHe HIH AHAPHA) HITH I'bpHOBE.
KoHcyntupaiite ce ¢ nekapa Ha AETETO, KOJKOTO € Bb3MOXHO [0-CKOpO. BieMeTte OyTHIKATa ©
JICKApCTBOTO, 32 /1A A MOKKETE Ha JICKaps.

AKO cTe npomycHaIH ja AageTe AMokcukaas ES

AKo nporycHere Ja aaeTe no3ara Ha Baiteto nere, HanpaeeTe ro BeaHara ciie, KATO CH CTIOMHHTe.
He Tpabea na naBate ciepamiaTa 103a TRBPAE CKOPO H TpAOBa a H3YakaTe OKoMo 4 yaca Npeau Aa s
nanete. He napafite nBoiina n03a, 33 Ja KOMNEHCHpATe MPOIMyCHATATa A03a.

Ako netero Bu cope na npuema AmMokcukias ES

Ipoabkasaiite na nasate AMokcukuias ES na Bamero nerte no 3aBbpiiBaHe Ha T€YEHHETO, AOPH H
aKo TO ce YyBCTBa Mo-n00pe. Ballieto aete ce Hyxae oT BesKa 4033, 3a Ja ce nognoMorue Gopbara ¢
WHOeKLMATA. AKO HAKOH OaKTepH# OLIENeAT, Te MOraT Ja NpeH3BHKaT Bb30GHOBABaHE Ha

HHOeKUHUaTa.

AKO MMaTe HAKAKBY JOITBIHMTENHH BBIIPOCH, CBBP3aHH ¢ yroTpebara Ha TOBa JIEKapCTBO, NONKTaliTe
Baiuusa nexap wim dapmareeT.

4. Bb3M0KHH HeXke/IAHH PEAKIHH

KakTo BcHYKH JlekapcTBa, TOBa JIEKAPCTBO MOXKE Aa NMPEAN3BHKA HEXETAHH PEaKLMH, BBIPEKH Y€ He
BCEKM rH nomyyasa. Hexenanure peakuns, H30poeHH No-A0/My MOrar fa ce HabNloAaBat npH npHeM
Ha TOBA JIEKAPCTBO.

C'l:CTOﬂI]I!ﬂ, 3a KOHTO T])ﬂﬁl!a A4 BHAMABATE

Anepradfad peaKknHH:
KOWeH o0pHB
BH3NAJIEHHE HA KPLBOHOCHUTE ChIOBE (6JCKYAWM), KOETO MOXKe 1a Ce NPOSABH KaTO HYEPBEH HITH
BHONETOB penedeH o6pHB no Koxkarta, HO MOXeE [ia 3aCETHE H APYTH YacTH OT TANOTO

*  TIOBHIIEHA TEMIEPATypa, CTaBHH GOIKH, MOTYTH TUM(QHH BBE3NH B 00/1aCTTa Ha LIKATA,
MOOMHILHHLMTE HITH B cylabunnTe

* TOAYBaHE, MOHAKOra Ha JIMLIETO WIH IbP/OTO (aHrHoeaeM), TPUUHHABALIO 3aTPYAHEHHE HA
AMLUAHETO
NpHNagbK
rpbAHa 60IKa NPH alepruyHa peaklua, KOATO MOXe [a € CHMITTOM Ha MPEeAM3BHKAH OT
aneprudHaTa peakuusa cbpieydeH HHdapkT (cuHapoM Ha KyHuc)

O6bpuerte ce me3abaBAO KbM JIeKap, ako AeTeTo Bu momyun Hako# ot Teau cumnromu. Capere
npaema Ha AMokcakaaB ES.

Br3nanenne na aeGenoro 9epBo
Brananerue Ha ne6enorTo 4epBo, KOETO NPHYHHABA BOJHHCTA OHAPHA, OGMKHOBEHO C KPbB H CIy3,
fonka B cToMaxa W/HWIH NOBHIUEHA TEMIIEPATYpa.

OcTpo BB3INAJeHHEe HA AHKpeaca (0CThp NAHKPEATHT)
AKo MMaTe CIWITHA H TIPOABLDKHTENHA GoNka B 061acTTa HA CTOMAaxa, TOBa MOXE Ja € MPU3HAK Ha
OCTBP NaHKpPeaTHT.

EBTepokonuTen CAAAPOM, NPeJH3IBAKAH 0T IPHeM Ha Jexapcrsoro (DIES):
MMa c1001eHNA 3a EHTEPOKONIHTEH CHHAPOM, TIPEH3BHKAH OT NPHEM Ha JIEKAPCTBOTO,




CHMIITOM MHOTOKpPAaTHO NoBpbiiane {1 — 4 yaca cnel NpHeM Ha J1eKapcTBOTO). JJOMbIHHTENHH
CHMIITOMH Morat Ja 6paat 6oxa B KopeMa, JIETaprus, AHapHA H HUCKO KPBBHO HAllATaHe.

Oﬁnpne're ce KbM Bamus Jerap 3a CbBET BhIMOMKHO naii-ﬁ'bpso, axo nereto Bu MOJTIYYH TE3H
CHMITITOMM,

MHEoro JecTH HeXceJaHA PeaKIHA {MOTAT Aa 3acerHar nopede or 1 Ha 10 gymm)
® nuapHs (pH BL3PACTHH).

YecTH HexeIAHH peakuH (MOraT Ja 3acerHat nosede ot | Ha 10 qymu)

*  MIe4HHNA (KaHOUOq — rbOMYHA MHGEKLMA HA BAraTHUIETO, YCTATA HITH KOKHHTE I'bHKH)

®  CTOMANIHO HEpa3TonokeHKe (raaexe), ocobeHo MpH MPHEM Ha BUCOKH J03H. AKO MMa TaKMBA
npobnemy, nasaiite AMokcHiIaB ES no Bpeme Ha xpaHeHe.
MOBpPbILAHE
auapus (npu geua).

HeqecTH HexkeNnanu peakmul (MOrat ga 3acertar Ao 1 Ha 100 xymm)
*  KOXeH oOpuB, chphex

®  HaJUTHAT Haj Koxkata chpOALL 0O6pHB (kxonpusna mpecka)
¢  HapyLIeHO XPAHOCMMWIAHE

* 3amaiiBaHe

e riasobonue.

HedecTy HexXenaHH peakLMH, KOHTO MOTaT Aa C€ U3ABAT NMPH KPBBHHTE U3C/IeABAaHUA:
® [OBHIIZBAHE HAa HHBATA HAa HAKOM BEILECTBA B KPbBTA (eH3uMu), NPOHU3BEXKAAHH OT YepHHUA Apo6

Penxn mexenann peaknus (Morar Aa zacersHar a0 1 Ha 1000 gywn)

¢  KOXeH 0OpHB, KOHTO MOXKE J]a € KATO MEXYPH H J1a H3IJIesKa KATO MATKH MUIIEHH (LIEHTpaHH
TBMHH N1€THa, 3200HKOIEHH OT no-6niesa obnacT, ¢ TBMEH NPBCTEH OKONO prba — epumema
mymugopme)

AKo 3abeNeKHTe HAKOH OT Te3H CHMIITOMH, CBBPXKeETe Ce ¢ JleKap HesabaBHO.

Penku HexkenaHu peakitiH, KOMTO MOTAT [a C€ M3ABAT NPH KPHBHUTE H3CIEBAHUA:
* noHWXkeH Opoii Ha KIETKHUTE, YYAaCTBALIH B CHCHPBAHETO HA KPBBTA
* [OHIKeH O6poii Ha OenKTe KPBBHH KIETKH

C pen3BecTHa 9ecToTa (YecTOTaTa HE MOXe Aa Oble onpeneneHa oT HATMYHHTE JAKHH)

®  AIEPrHYHH peaklMH (BIXKTe Nno-rope)

e BB3MANCHHE Ha Je6enoTo Yeppo (BIXKTE NO-rope)

¢ KPHCTallM B ypHHATa, BOJELIM 0 OCTPO YBpekAaHe Ha Onbpeuure

e OO6pHB C MeXypH, NoApeAeH: B Kpbl, ¢ 06pa3yBaHe Ha KOPHYKa B CpeJIaTa, WIIH KaTo HaHH3 OT
nepsu (nuHeapHa IgA Gonecr)

® BBL3INANCHHE Ha 3alIMTHaTA OOBHBKA Ha [TIABHMA MO3BK H Ha rpbOHauYHHA MO3IEK (dcenmuyen
MEHRUH2UM)

®  CepHO3HH KOKHH PEaKLHH!

- IIHpOKOpa3NpocTpaHeH 0OPHB ¢ MEXYPH M JTIOLLICHE Ha KoxkaTa, ocofeno B ofactra Ha
ycTaTa, HOC, OUHTE H TEHHTAIHHTE (CunopomM Ha CmugbHC-L{Hcouchbi), KAKTO H MO-TexXKa
¢opma, npuuHHABaLIA OGWHPHO TIOILEHE Ha KoXaTa (noseye ot 30% oT noBbpxHOCTTA
Ha TANOTO - MOKCUNHA enUOepMania HeKpoau3a)

- IUHPOKOPa3NpPOCTPAHEH YEPBECH KOXEH OOPHB C MAJIKH MEXYPUETA, ChAbPKALUH
(6yvrozen exchonuamusen depmamum)

- 4epBeH, JIIOCTIECT OOPHB ¢ MOAYTHHH MO KOXKATa H MEXYPH {eK3anmemamos
nycmynosaq)

- IPHNONOACOHH CHMITOMH ¢ OOPHB, NOBHIIIEHA TEMIIEPATYPa, IOAYBaHE Ha
pe3yTard OT KPEBHH TECTOBE, KOUTO Ca H3BBH pedepeHTHUTE CTOMHOCTH (B




NOBMILEHH HUBA HA GeUTe KPBBHH KNETKH (€03uHOGWIHA) U YepHOAPOOHHUTE eH3UMH)
(JlekapcTBeHa peakuma ¢ €o3uHOPWIHA H cHeTeMHH cHMITOMH (DRESS))

- uepBeH oOpHB, OGHKHOBEHO JBYCTPaHHO IO CEJATHIIETO, FTOPHATa BLTPEIIHA CTPaHa Ha
Genpata, NOAMHUIHHLMTE, IHATA (CHMETPHYEH NEKAPCTBEH HHTEPTPHIHHO3EH H
¢dnekcypeH exksanTeM (Symmetrical Drug-Related Intertriginous and Flexural Exanthema
(SDRIFE)).

O6LpHEeTe ce KbM Jekap Ae3abaBHo, axo AeTeTo BE noyYn AAKOH OT Te3H CHMNTOMH,

® BB3NAJNICHHE HAa YepHHA Apob (xenamum)

¢ OKBITEHHLA, IPHYHHEHA OT NOBHIWABAHE Ha 6MNUpyOuHa B KpBBTA (BELLECTBO, NPOH3BEXKAAHO OT
YyepHHA JpoD), KOETO MOXKE 1a NPEAM3BHKA A BJITO OLIBETABAHE Ha KOXAaTa M 6a51aTa yacT Ha ouvTe
BB3MNaneHHe Ha TyOynuTe Ha Ou6peLmTe

YABIDKEHO BPEME Hi KPbBOCECHPBAHE

XUNEePaKTHBHOCT

rep4oBe ([IpH XOpa, NPHEMAIllH BUCOKH 1031 AMoKcHKIae ES nwin konTo umar 666peyutn
HApYILEHHA)

OLIBETABAHE HA €3HKA B YEPHO, ¢ OKOCMEH BUJ

MOARa Ha NeTHa 110 350HTe (TIpH Jena), KOMTO OOHKHOBEHO Ce OTCTPaHABAT ¢ UETKA

Hesxenanu peakuu, KOMTO Morar ia ce Hab/TiofaBaT B M3C/1e[IBAHKATA HAa KPBBTA HIIH YpHHATa:
®  CEpHO3HO HaMaiABaHe Ha 6pos Ha OENMHUTE KPBBHH KICTKH
¢ HaManeH Opoii Ha MepBEHHTE KPBBHH KIETKH (XeMOAUMUYHA aHeMUA)

Croluiarase Ha HEXEaHKY PEaKUMU

Axo Bamero nete nomy4s HAKAKBH HEKENAHM JTEKAPCTBEHH peaKliMy, yBenoMere Baius nexap unu
¢apmauiesT. ToRa BKJIHOMBA BCHYKH BBIMOOKHH HEOIMHCAHK B Ta3H JIHCTOBKA HEXKENTAHH peaKLUHH.
MokeTe CBILIO fa ChOOLIMTE HeKeNanu Peakiiii AUPEKTHO Ype3 HAL[HOHANHATA CHCTEMA 32
crobwaeave: H3nbIHUTENHA areHUMA 0 JIeKapcTBaTa yi. ,,Jdamsas ['pyes” Ne 8, 1303 Codus,
yebcaiiT: www.bda.bg. Kato crobimaBate HexxenaHH peakiHd, MOXeTe 1a AaAeTe CBOA MPHHOC 32
Noy4aBaHe Ha NOBEYC HHPOPMAUKUA OTHOCHO GE€30MacHOCTTA Ha TOBA IEKAPCTBO.

5. Kak 1a coxpansBate AMoKkcHKIaB ES
Jla ce CexpaHfABa Ha MACTO, HEIOCTBITHO 32 JeLa.

He usnonseaitte ToBa 1€KapcTBO IR CPOKA HA TOAHOCT, OTOENA3aH BBPXY OMAKOBKaTa M OyTHIKATa
cinen ,,J'onex 10:”. CPOKBT Ha FOAHOCT OTTOBApA Ha MOCASAHHS JA€H OT MOCOYECHHUA MeCeLl.

Jla ce cbxpansBa noa 25°C. [a ce chxpaHaBa B OPHIHHATHATA OMAKOBKA, 3a [ Ce MPEe/NasH OT BJlara.
Cnea npyroTesiHe HA roTOBATA 3a M3MOI3BAHE CYCIEH3UA:
Ja ce cexpanspa B xnagunHuK (2°C — 8°C) u na ce u3non3sa B paMkxTe Ha 10 QHH.

He u3xBbpnsiiTe nexkapcTpaTa B KAHANH3ALIHATA WIH B KOHTEHHEPA 33 AOMAIUHH OTNAMBLIM.
IMomuraiire Bamms papmauerT Kak 1a H3XBBPIIATE JIEKAPCTBATA, KOMTO BEYe HE H3Mo/3BaTe. Teau
MEpKH ILie CIIOMOTHAT 3a OTIa3BaHe Ha OKOJIHATA Cpefia.

6. Crappkanne HA ONAKOBKATA H AONBAHNTEIHA AHOOPMALHS

Kaxkpo chabpxa Amokcuxiiaa ES

- AKTHBHHTE BEILIECTBA Ca: AMOKCHUMIIMH U KIaBY/1aHOBA KHCENHHA.

- Cnen npuroTssHe, Bcexn ml cycnensus (cborBercTRamio Ha 0,3 g npax) cbabpxa @’ﬁ 3 2
aMoKcHUHIMH (nof GopMata Ha AaMOKCHLIWIIMH TPHXHApAT) W 8,58 mg KnasynaHo S
(moa ¢popmMaTa Ha KaTHER KIaBYJIAHAT).




Cnen npuroTeaHe, Beeku 5 ml cycnensus cnxppska 600 mg aMokCHLIUTHH (1o dopMaTa Ha
AMOKCHLM/TMH Tpuxuapar) 1 42,9 mg knaey/naHoBa KHCe/lWHa (o7 ¢opMaTa Ha KanMes
KJAaBYJIAHAT).

- JIpyruTe CLCTABKH ca: TMMOHEHA KHCENIHHA, HATPHEB LIMTPAT, MHKPOKPHCTANHA LETyI03a U
KapMesio3a HaTpPHii, KCAHTAHOBA I'yMa; CHIIMLIHER AHOKCH]I, KOJMIOH/IEH Oe3BO/IeH; CHITHLMEB
AMOKCHIT, ApOMAT HA ManMHa (ChAbPIKALL H3KYCTBEH apOMAT, LIAPEBHYEH MANTOACKCTPHH,
TNIPOTIKJICHTTAKON, TIHLEPH TPHALETAaT, GeH3WIOB alkoX0J1, €TAHOI H HaTpHii), apoMarT Ha
noproKan (CbALPKALL €CTECTBEH M M3KYCTBEH apOMaT, LlapeBH4YeH MaITOJESKCTPHH, LAPEBHYHO
HHILECTE, HATPHI U CyNIPMT), apoMaT Ha Kapamen (ChAbPKal HIKYCTBEH apoMaT, LIapeBHYCH
MAITOAEKCTPHH, TPHETHI LIMTPAT, €TAHON W HATPHiA), 3aXapHH HaTphii (E954).

- Bukre Touka 2 3a JOMBJIHHTEIHA HHQOpMaLMA OTHOCHO GeH3WIOBHA alKOXO0J, €TaHOM H
cynpur.

Kaxk m3rnexaa AMoxcakase ES n kakso ¢bALpka onakoBKaTa
Amoxcuxias ES 600 mg/42,9 mg/5 ml npax 3a nepopanHa cycnensus e 641 a0 61ea0XK BT Ipax.

ChabpxaHne Ha onakoekara: ByTwike ot kadaso creiio (Trn 11I) or 100 wim 180 ml, 3aTBopenu ¢
Kanauka OT MOJHMpPOINKISH Ha BUHT M 3aneuarsatiia MeMOpaHa WIH CbC 3allIHTEHA CPELLy OTBapsiHe OT
Jela Kanayka oT NOJHnpOnHIeH/ TIONIHETHIEH ChC 3ariedaTraina MeMOpaHa U ONakoBaH{ ¢ MEPHTE/THA
CTPUMHLIORKA ¢ MOIHIIPONKIEHOBO TANO, NOMHETHICHOBO 6yTaio H Kanayve, O6IUHAT 00eM Ha
MepUTeHATA cnpHHUOBKa € oT 0,5 1o 5 ml. Besko otnevaraso aeneHue B yepHo nokasea 0,1 ml.
Buaore omaKkoBKH:

1 6yTiaka ot 17,7 g npax (3a npuroteane Ha 50 ml cycrnieH3ns)

1 6ytHaka ot 33,8 g npax (3a npuroresHe Ha 100 ml cycnensus)

He BcHuKH BHIOBE ONMAKOBKH MOTAT Aa ObAAT MYCHATH B npoaaxba.

TprTexaTen HA pa3pelleHHETO 3a YIOTpeba
Sandoz d.d.

Verovikova 57,

1000 Ljubljana

Cnoeenus

IlponzoauTen
Sandoz GmbH,
Biochemiestrasse 10,
A-6250 Kundl,
ABCTpHA

To3u JeKapcTBEH NPOAYKT € oaoGpen B cTpapnTe-wieHKH Ha EBponeiickoTo Hxonomu1ecko
npocTpancTeo H Obeannenoro kpancrso (Cepepua Hpranaua) ¢be cieiHHTe HANMEHOBAHHS:

Brarapus Amoksiklav ES 600 mg/42 9 mg/5 ml powder for oral suspension

Henannn Amoxicilina/ Acido clavulanico Sandoz 600 mg/42,9 mg/5 ml
polvo para suspension oral

Hranna BAMKLA

Monma Amoksiklav ES

Iopryranus Amoxicilina + Acido Clavulanico Sandoz

PymbHuA Amoksiklav 600 mg/ 42,9 mg/5 ml, Pulbere pentru suspensie orali

CrnoBeHus Amoksiklav 600 mg/42.9 mg v 5 ml pragek za peroralno ,u&pngo_

Cnoeakus Amoksiklav 600 mg/42,9 mg/5 ml

JlaTa Ha NocaeNHO NpepasriekAdHe HA JTHCTOBKATA
MMATIT




IIpenopurka/MennaACKa HEGOPMALAR
AHTHOHOTHLIMTE Ca NpeAHa3HAYEHH 32 JieueHue Ha OaxrepuanHy uHGekimH. Te Hamar edekT cpelry
HHpEKUMH, MPUYHHEHH OT BHPYCH.

[Mouskora HHpeKUHATa, MPHUMHEHA OT OAKTEPHH, HE CE MOBJIMABA OT AHTHOHOTHYHOTO NeueHHe. EnHa
OT Hali-uecTHTe NPHYMHK 38 TOBA €, Ye GakTepHHTe, MPHYHHABALIK HHEKLHATA, CA PE3UCTEHTHH KbM
AHTHOMOTHKA, W3NOI3BAH 33 JeYeHHeTo. TOBa 03HAYABA, Ye HE3aBHCHMO OT HpHeMa Ha aHTHOHOTHK Te
OLIE/IABAT U JOPH C€ Pa3MHOMXABaT.

BBKTCPHHTC MOTraT Jda CcTaHaT PpPe3HCTCHTHH KbM ﬂHTHGHOTHLlPl nopagH MHOro nNpHYHHH.
BHHAMATETHOTO H3MON3BAHE HA AHTHOMOTHIMTE MOXKE /12 TIOMOTHE 32 HaMalfBaHE HAa Bb3MOXHOCTTA
DaKTepUUTE a CTAHAT PE3HCTEHTHH KbM TAX.

Korato Bawmar jekap By HasHa4H Kypc Ha JieueHHE ¢ aHTHOMOTHK, TOH € MpeJHA3HA4YEH CaMo 33
Jedenne Ha HacToAmoTo B 3abonsasaHe. OObpHETE BHHMAHUE HA CIIEIHHTE MPEMOPBKH H TOBA e
NOMOTHE 3a MPEeAOTBPATABAHE Ha [0ABATA HA PE3HCTEHTHH DaKTEPHH, KOHTO LI CIIPaT ACHCTBHETO Ha
aHTHOHOTHKA.

1. MHOro e BaKHO a NpHeMare MpaBH/IHATA J03a OT AHTHOHOTHKA B TOUHO OMPENENEHOTO BPEME H
3a onpepenexus 6poit AHK. [IpoyeTeTe HHCTPYKLMHUTE B THCTOBKATA M aKO HMAaTe HYXJa OT CHBET,
ce o0bpHeTe KbM Baums nekap mwin gapMauesT.

2. He npxemaiite aHTHOHOTHK, OCBEH aKO HE € NpeaNucaH JTHIHO Ha Bac 1 ro usmonssadTe camo 3a
nevyeHue HA HH(EKIMATA, 33 koATo BH € npeanucay.

3. He npuemaiite aHTHOHOTHK, MpeANMKCcaH Ha OPYT YOBEK, AOPH aKO TOH HMa WHQpeKkuus, noaobHa
Ha Bawata.

4. He nasaiite anTROMOTHKA, peanncad Ha Bac, Ha apyru xopa.

AKo cries npuKIOYBaHe Ha Kypca Ha JiedeHHe, KaKTo e mpeanucaso ot Baiius fexap, B octane

HEU3NON3BaH AHTHGHOTHK, BhPHETE 'O B aITTEKATa, 3a 13 Ob4e NPaBWIHO YHHILIOKEH.

h

HacTpYyKIHH 38 IPArOTBARE

ITo Bpeme Ha 103UPaHE CYXHAT npax Tp:AGBa Ja ce pa3TBOPH, 3a Aa ce obpasysa nepopaiHa
CYCIIEH3HA, KAKTO € ONHCaHO Mo-10Ty:

[Ipenu ynorpeGa nposepere Aaiu YNABTHEHHETO Ha KalayvkaTa € 34papo. Pasknarere GyTuixara, 3a
na pasbuere npaxa. Jlo6asere npuGnusuTenHo 2/3 or 06HIOTO KOMHYECTBO BO/IA 32 pa3TBapAHe (BX.
tabnMuaTa no-a0my) K pasknarete Aobpe, 3a fa pasropuTe npaxa. Jlobaeete ocTaHanaTa 4act ot
BOJATA ¥ OTHOBO paskuiaTere aobpe.

Jpyr HauuH Ha pasTBapsaHe: Pasknartere GyTunkara, 3a na pasbuere npaxa. Hanbanere SyTunkara c
BOJIa TOYHO MOA MAPKHPOBKATA Ha eTHKeTa Ha OyTwikata. 3aTBopere Kanauxarta, o6bpHeTe OyTHIKaTa
H 1 paskiatete eHepruvto. Cnep ToBa gobasere BoAa KbM GYTHIIKATa TOYHO O MAPKHPOBKATA.
3arBopere OTHOBO Kanaukara, oGspHeTe OYTHIKATA H A Pa3KJIATETe CHEPrHYHO.

Cnes npMroTBAHe NEKAPCTBEHHAT OPOTYKT € MOYTH 6aa no Oiei0XKBITa, XOMOIeHHA CYCIICH3HA.

Bun Ha onakoBkaTa KonnuecTBo HA Obem Bona, KoHTO Ja ce Kpaen obem Ha
AKTHBHOTO BEILECTBO B | NpUOABH NPH NPHTOTBAHE MpUroTBEeHaTa
R030Ba ¢JHHHLIA Ha cycnensuaTa {ml) nepopansa
cycneH3us (ml)
1 6ytmnkaor 17,7g | 600 mg/42,9 mg/5 mi 46 50

npax (3a NpHroTBAHE
Ha 50 ml cycneHand)

1 6ytunka or 33,8 g | 600 mg/42,9 mg/5 ml 88 100
npax (3a NPUrOTBAHE .
Ha 100 ml cycnienaus)

Pa3knarere OyThikaTta 106pe npeay NpHeM Ha BCAKA 1034,




