JIncTroBka: undpopManus 3a NOTPEOATENS

AyrmentuH 250 mg/62,5 mg/S ml npax 3a nepopanna cycneHins
Augmentin 250 mg/62,5 mg/S ml powder for oral suspension

aMOKCHUHWAKH/KNaRry1aHOBa KucenuHa (amoxicillin/clavulanic acid)

IIpovueTeTe BHEMATEIHO LANATA JIHCTOBKA, NIPEAH A2 3anN04HeTe A2 AapaTe Ha Bamero nere

TOBA JEKAPCTBO, ThH KaTO TH ChALPKA BaxkHA 3a Bac undopmannsn.

- 3anaseTe Ta3H JIHCTOBKA. Moxke f1a ce HaNOXH 1a A NpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOIMbIHHTENHYU BBIIPOCH, nonuTaiite Bawna nekap, papmaLeBT WM
MEAULIMHCKA CECTpa.

- ToBa aekapcTeo 00OMKHOBEHO ce npeAnucea Ha aete. He ro npeotrcrbneaiite Ha apyry xopa. To
MOJXKE 1a UM HaBPEAY, HE3aBHCHMO Y€ NPU3HALIMTE Ha TAXHOTO 3a00AjIBaHE Ca ChUIWTE KaTo HA
Bauuero pere.

- Ako fiereTo By notyun HAKAKBH HEXENAHU JIeKapCTBEHH peakLinu, yBeaomete Bauus nekap,
dapMaLeBT HIIH MEAHLIMHCKA cecTpa. ToBa BKIIIOYBA H BCHUKHM Bb3MOXKHH HEKENAHW PeaKiluy

HEONUCAHH B Ta3H JIMCTOBKA. BukTe TOUKa 4. BITLNAHRTENHA ATEHUNRR N0 MEXAPCTRATA

Kakso cbabpa Ta3H JHCTOBKA
KakBo npencraBnssa AyrMEHTHH H 32 KaKBO CE€ M3NONI3BA

.

2. Kakpo Tpabea aa 3Haerte, npeau a gagere AyrMEeHTHH Paspewence N

3.  Kak na nasate AyrMeHTHH 6 L0 06 [iﬂ 2024
4, Bb3MOXHH HexeNnaHu peakuum " e e rmennninsnste s ensnsanns s e
J. Kak ga cbXpaHaBaTe AyrMeHTHH GOOOBHUG N ...........oe.o.osrssssssssf wassssenssesassscos sone.

6. CobabpkaHKe HA ONAKOBKATa W AOMBJIHUTENHA HHDOPMALIUS

1. KakBo npeacraBisisa AYTMERTHH H 32 KAKBO e H3IN0.13Ba

AYrMEHTHH € aHTHOMOTHK M IEHCTBA, KaTO YOHBA HAKTEPHHTE, KOUTO NPHUUMHABAT UHDEKLIHH.
Chbanpaka ABe pazIMyHK JIEKAPCTBA, HAPEUEHH AMOKCHLUMIMH H KJ1aBYNaHOBA KMCETHMHA.
AMOKCHUWIMH NMPUHAAEKH KbM rpyna JeKkapcTBa, HapeueHH ,,IEHULIHIKRHK, YHETO NeHCTBHE
NOHAKOra MoXe Ja ObAe CNPpsAHO (a2 cTaHaT HeakTHBHH). JIpyroTo akTHBHO BelecTBO (KNaByaaHoBa
KHCEe/IMHA) Npeyn ToBa [a Ce CAYYUH.

AYTMEHTHH C€ M3M0/3Ba MPH BL3PACTHHU U A€LA 33 JIeHEeHHE Ha CNeAHUTE HHPEKUNH:

. UH(PEKLMHK Ha CPEAHOTO YXO H CHHYCUTE

. MH(PEKLIHH HA ANXATEITHUTE NbTHILA

. MHPEKLIMH HE NHKOYHHUTE MbTHILA

. HMHPEKUMH Ha KOXATa U MEKHTE TbKaHU, BKIKOUHTENHO 3bOHH HHPEKUMH
. HMH(EKLIMY Ha KOCTUTE U CTaBUTE.

2. Kaxso Tpa6Ba na 3HaeTe, NpeaH Aa AaJeTe AYyrMeHTHH

He nasaijite AyrmesTis na Bamero nere:

. aKO TO € ANepruyHO KbM aMOKCHILMITHH, KN1ABYJIAHOBA KUCEJIHHA, MEHUUM/IUH WK KbM HAKOH OT
OCTRHANHTE CHCTABKH HA TOBA NEKAPCTRO (M30pOEHU B TOUKa 6).
. aKo getero Bu € umaio Texxka anepruuHa peakums KbM HEKOH Apyr aHTubroTHk. Tosa M

13 BKJIIOYBA KOXXEH OOPHB WM NOAyBaHE HA JIULIETO HIH I'bPAOTO.




. ako aeteto Bu e vMano dyepHoApoOHU NpoOAEeMU WK XKBATEHHLA (MOXKBNTABAHE HA KOXKATa)
NPH NPHEM Ha aHTHOHMOTHK.

=  He aaeajite AyrMeHTHH Ha Bamerto nere, aKko BEO OT NOCOYEHOTO NMO-TOPE CE OTHACH J0
Hero. AKO He CTe CUTYPHH, FOBOPETE C HErOBHA JIeKap Unu ¢apmaueBT, Npeay /1a Jaaere
AYrMEHTHH.

[MpeaynpexaeHHusd H NpeaNna3zHH MepKH
["oBOpeTe ¢ Bawma nekap, papmaueBT UM MEAHLIMHCKA CECTpa, NPeAM Aa JaneTe Ha JETETO CH
AYIrMEHTHH, aKO TO:

. UMa MH(PEKIHO3HA MOHOHYK/1€032
. ce NleKyBa 3a YyepHoaApoOHH uan 61BOpeuHn npobnemu
. He YPHHHpaA peAOBHO.

AKO He CTE CHTIYPHH Jali{ HEUIO OT NOCOYEHOTO NO-rope ce oTHacd Ao Bauieto nere, rosopere ¢
HEroBUA Jiekap HAH dapmMaLeBT, Npeay aa aaaere AyrMEHTHH.

B nakou ciyuyan Baiuat aekap MOxe 1a W3cnenea Buaa Ha OaKkTepumuTe, KOUTO NPUUYKHHABAT
HHPpexkuHuaTa npu Baulero aere. B 3aBUCHMOCT OT pe3ynTtaTuTe Ha aeteto Bu Moxe na 6bvae
npeaAnucaHa pasnuyHa KOHUEHTpaUuHua Ha AyrMEHTHH WIH IpYro JeKapCcTBo.

ChCTOSHEA, 32 KORTO € HEOOXOIHAMO Aa CIeSHTe

AYrMEHTHH MOXeE 12 BAOLIH HAKOH ChLUECTBYBAIUM 3a00/15BaHUA UK Aa TPHYHHH CEPHO3HH
HEXENTaHH peakUMH. Te BKITIOYBAT ANEpruuHHl peakuny, rbpuoBe (NpUNagbLK) K Bb3NaneHHe Ha
aebenoto uepro. Tpsdea aa cneanre 3a onpeaeieHH CHMITTOMU, A0KaTO Balero aete npuema
AYTMEHTHH, 3a 1a HAMAJUTE PUCKA OT KAKBHUTO H Aa € npobneMu. Buwxre ,,Cocmoanua, 3a koumo e
Heobxo0umo oa caredoume’ B Touka 4.

H3clielBAHUA HA KPLBTA H YPHHATA

AKO Ha getero BH ce npaBsaT KpbBHU H3cheaBaHKA (KaTO H3CAEABAHHMA 3a ChCTOAHUETO Ha YEPBEHUTE
KPBBHH KJIETKH WIHM HU3CAEABAHUS HA YEPHOApOOHAaTA PYHKLMA) HAH W3CIEABAHUA HA YpHHaTa (3a
rAKKO3a), KKETE Ha JIeKaps MW MEUUMHCKATa CECTpa, Y€ TO NpHeMa AyrMeHTHH. ToBa ce Hanara,
ThH KATO AYrMEHTHH MOX€ 12 NOBJIMAC Ha PE3YATATUTE OT TE3H BUAOBE U3CNEABAHUSA.

JApyra rekapcTBa H AYTMeHTHH
Tpabsa na kaxere Ha Bawua nexap wnu dbapmauesT, ako aeteto By npuema, Hackopo e npuemarno
HJIH € BB3MOXKHO Aa fpHeMa APYrH JieKapCTaa.

Ako Batlero aere npuemMa anonypuHon (M3N0JI3BaH 3a Jie4eHHe Ha nojarpa) ¢ AyrMeHTHH, MOJXKe 1a e
MO-BEPOATHO Aa NMOJAYYH KOXKHA AIEpruyHa peakumsi.

Ako Bainero gere npuema npodeneuna (M3n0a3BaH 3a AedeHHe Ha noaarpa), BalunaT nekap Moxe na
PelWH 1a KOpUrupa a03ara Ha AyrMeHTHH.

AKO nekapcTsa, KOMTO Npeanassar ot 0bpazyBaHe Ha KpbBHHU CheUpelid (KaTo BapdapHH), ce npHeMar
3a€IHO C AYTMEHTHH, MOXE 13 C& HAN0XKH NPOBEXKAAHETO HA AOMbJIHUTENHH KPBBHH H3CJIEABAHMA.

AyrMEHTHUH MOKe J1a TOB/IMSEe HAa HaYHHA, N0 KOWTO AeHCTBa METOTpEKCaT (J1IeKapCTBO, KOETO Ce
H3NOJI3BA 3a JICUEHHWE HA PaK UK PEBMATHYHH 3abonsaBaHHg).

AYrMEHTHH MOXE /1a [OBJIMU4€ Ha HAUMHA, N0 KOHTO AeHcTBa MUKodeHonaT modeTHt (1eKapcTBo,
KOETO C& M3MON3Ba 3a NPeAOTBPATABAHE HA OTXBBPIAAHETO HA TPAHCIVIAHTHPAHH OpPraHu).




bpemMenHnocrt, KkbpMeHe U pepTHIAHTET

AKO BauieTro aere, KOETO L€ 3aroyHe /ia Npiema ToBa JIEKapcTBO, € OPEMEHHO WJIM KbPMH, CMATA Ye
MOXe J1a € OpeMeHHO WJIH IJ1aHUupa OpeMEHHOCT, NOCHBETBANTE Ce C HEroBUs Jiekap Wiu (papmaleBT
npeau ynorpedara Ha TOBA JIEKAPCTBO.

llTopupane n pabora ¢ MALIHHH

AYrMEHTHH MOXKE J1a MPUYHUHHU HEXKEJIAaHU peakLlMM U CUMIITOMUTE MoraT Ja Bu HanpaBsT
HecrnocoOHHU aa wodupare.

He wodmupaiite u He paboTeTe ¢ MallIMHK, OCBEH aKO ce YyBcTBaTe ao0pe.

AYrMEeHTHH CbABbPKA acnapramM, 0eH3HJI0B AJIKOX0J1 H MAJITOAEKCTPHH:

g Toea nekapcTBo chabpka 2,5 mg acnapram Ha MUJIHJIKMTBP. ACNapTaMmbT € H3TOYHHUK Ha
¢denunananuH. Tol MOKe 1a HaBpeIM Ha Jiela, po/iIeHU ¢ (PEHUIKETOHYPUS, PAAKO Fr€HETHYHO
3a00J1BaHe, MPU KOETO C€ HAaTpynBa (PpeHuaJlaHUH, TbH KaTO OPraHu3MbT HE MOXKE Ja 0
OTZ€J1 MPAaBHIIHO.

. AYrMEHTHH CbAbPIKa CIeIM OT OEH3UJIOB aJIKOXO0J. BEH3UIOBHUAT aJIKOX0N MOXKeE Ja MPUUHHH
aJIEPru4HU peaKkLMH.
. AYrMEHTHH CbABbpKA MANTOAECKCTPHUH (r1toKo3a). Ako Bawmsar nekap Bu e kazan, ye nereto Bu

HMd HCITOHOCHMOCT KbM HAKOH 3aXapH, CBBPIKETE CE€ C HET'O MNMPEAH Baiero nere na 3ano4yHe na
[NpUEMa TOBa JICKAPCTBO.

3. Kak 1a naBare AyrMeHTHH

BuHaru nasaiite ToBa nekapcTBo, ToUHO Kakto Bu e kazan BawusT nekap unu dhapmaueBT. AKO He
CT€ CUI'YPHH B HELLLO, NonNUTanTe Baluus nekap uaum apmauenT.

Bu3pacTan u aeua ¢ rejiecHo rerJio 40 kg uan nopeuye
. Ta3u cycneHsus 0OMKHOBEHO He ce npenopbuBa NP Bb3PacTHHU U Jeua ¢ TesnecHo Tero 40 kg
u noseye. O0ObpHeTe ce kbM Bauiusg nekap wiu papmaiieBT 3a ChBET.

Jeua ¢ renecno rernao noa 40 kg
Bcuuku 1034 ca onpenesieHu crope/ TeJIeCHOTO Ter10 Ha JIETETO B KWJIOTPaMH.

. BawusaT nekap we Bu nocbBeTBa Koiko AyrMeHTHH TpsiOBa 1a naBate Ha Bauiero aere.
. B onakoBkaTta moxe 1a uma 1aCTMACOBA MEPHTE/IHA JIbAKU'UKA HIIH 111aCTMACOBA MEPHUTETHA
HauIKa, WK CTIPUHLIOBK 32 103HpaHe. 'Kpas Ha Ta3H JTUCTOBKA Ca JIAIeHH HHCTPYKLIMH KaK 1a

o  CHIPMHLIOBKATA 32 03UDA
-.:. " r . - ik £ l._ |._ " r - ‘.. [ =

10BKaTa 3a N03H Tpﬂﬁﬂa ,ua U3M0J13BaTe MNJlacTMacoBara MEpUTESTHA
yallKa, JIbXKMUYKaTa uiu canHuQBI{aTa 3a J1a JajieTe npaBuiHaTa ao3a Ha Bawero nere.
. [TpenopbuuTenna no3a — 20 mg/5 mg/kg/nuesHo (0,4 ml cycnensus/kg/nnesHo) 10
60 mg/15 mg/kg/anesno (1,2 ml cycnensus/kg/aHeBHO), pa3aeeHH Ha TPH OTAE/IHH JO3H.

MauueHTH ¢ OLOpeYHH H YePHOAPOOHH NPOO.IeMH

. Ako aereto Bu uma npodnemu ¢ 6s0peuure, no3ara moxke n1a Obae no-Hucka. BamusaT nekap
MOXKe J1a U30epe pa3/iMyHa KOHLEHTpaUus Ha AYrMEHTHH WK APYro JIeKapCcTBO.
. Ako aereto Bu uma npobaemu ¢ uepHus apo0, Moxe NMo-4ecTo Ja My Ce NPaBsT KPbBHH

W3CJIe/IBaAHUA, 3a J1a CE NMpoBepsaBa Kak padOTH YEPHHUAT MY 1po0.

Kak n1a naBare AyrMeHTHH

. Bunaru pa3knawaire 6ytunkara no6pe npeau npuemaHe Ha BCsiKa 103a.
. JlaBaiiTe nekapcTBOTO MO BpeMe Ha XpaHEHe.
. Pasnpenenere 1031MTe Ha paBHU MHTEPBAIM OT BpeMe TNpe3 JieHs, Hai-MaJiko Ha 4 yaca. He

JlaBauTe ABE 1034 B paMKHMTE Ha €1UH Yac.




¢ He nasatite AyrMeHTHH Ha BaiueTo aere 8 MpoABIKEHHE Ha NOBEUE OT 2 CeAMULIM. AKO TO BCE
olle He ce yyBcTBa 00pe, TpaOBa OTHOBO Ja NMOCETHTE JIEKap4.

AKO cTe Ja/1H 1noBeve 0T HeoOXoAUMATA 1032 AYrMeHTHH

AkKo cTe nanu Ha Batuero aete noseue ot HeoOXoauMaTa 103a AyIrMEHTHH, NPU3HALATE MOTaT Aa
BKJIKOYBAT NpobneMu Cbe cTOMaxa (raaeHe, NOBpbUIAHE WK OUapUg) Und rbpioee. O0bpHETE ce KbM
NEKyBaLIMA JIeKap Bb3MOXHO Hail-0bp30. B3emere GyTUnKaTa Ha JIeKapCTBEHHUR NPOAYKT, 3a Ja s
NMOKAXKETE HA NIEKapA.

AKO CTe NIPONYCRAJHA JA AAJdeTE AYTMEeHTHH

AKO cTe nponyCHamnU Ja aaaere Ao3a Ha Baweto aere, naire 1 BeaHara cien Karo ce ceture. He
TpAOBa fa naBaTe cneapalllaTa A03a TBLPAEC CKOpO M TpAOBa Na M34aKaTe OKOJIO YETHPH Haca, Npeau
Aa A naaere. He s3eMalTe ABOHHA 1033, 3a A2 KOMINEHCHpaTe NpoINycHaTaTa f03a.

Ako aeteTo Ba cnpe na nprHemMa AYyrMeHTHH

Ilpoabmxere na naBate AyrMEHTHH Ha Baluero aere 10 3aBbplLUBaHe HA NPEANHCAHOTO JIEUEHHE,
AOPH aKo ce 4yBCTBa No-A00pe. 3a cripaBsHEe ¢ HHGEKUKATA ¢a My HEODXOAHMH BCHUKH A03H. AKO
HAKOH DAKTEPUH NPEKUBESAT, TE MOKE 714 AOBEAAT A0 Bb300HOBABaHE Ha HHDEKLHUATA.

AKO MMATE HAKAKBH NOMBJIHUTENHH BbLITPOCH, CBBLP3aHHU ¢ ynorpedarta Ha TOBa JIEKApCTBO, MOMMTAakNTe
Bawus nexkap, papMaLUeBT WiH MEAHLIMHCKA CecTpa.

4. BB3MOXHH HEXKeJIaHH PCAKIHH

Kaxro Bcuku iekapcTBa, TOBa JIEKAPCTBO MOXKE /i NPEH3BUKA HEXENAHH peakLHH, BbNPEKH Y€ HE
BCEKH 'M nosayuasa. Hexenanure peakiiny, H3OpoeHH no-10/1y MOrar aa ce HabnaaBat nNpu npyem
Ha TOBA JICKAPCTRO.

ChHCTORHASA, 32 KOHTO € HeoDX0AHMO Aa CJIEAHTE

AJIEpPTrHYHH peaknHH:

¢ KOXeH o0pHB

. Bb3NANCHHE HA KPBBOHOCHHUTE CHAOBE (8acKy1um), KOETO MOXKE Aa Ce NPOABH KAaTO YEPBEH WIH
BHOJIETOR peniepeH oOpHUB MO KOXKaTa, HO MOKE 1a 3aCerHe W ApYrH 4acTH OT TANOTO

. NOBHILEHA TEMMNEPATYPA, CTABHH OONKH, NOAYTH TUMGHH Bb3JIM B 00/1aCTTa HA LIHATA,
NOAMMLUHHULIUTE WIH B ClTabUHHUTE

. NoAyBaHe, MOHAKOTA HAa NMHULETO WM I'bPJOTO (aHZuoe0eMm), NPUUUHABALLO 3aTPYAHEHO AULIAHE

. pUNaabK

. rpbaHa DONKa MPH anepruyvHa peaklua, KOATO MOXE 1a € CUMIITOM Ha Npeau3BHKaH OT

aJlepryyHarta peakuus copacucH HHapkT (CUHAPOM Ha KyHuC).

=  Ob6wnpHere ce He3ab6aBHO KbM aeKkap, ako Baiiero aere nonyur HAKOH OT TE3R CHMITOMM.
Cnpere npuemMa Ha AYrMeHTHH.

Bu3inasenue na 1e6e10TO 4EPBO
Bn3nanenue Ha 1e6esioTo 4epBO, KOETO MPHUYHHABRA BOAHHUCTA AHApUi, OOMKHOBEHO C KPBE W Cly3,
OoJika B KOpemMa W/WIH NOBHLIEHA TEMNEPATypa.

EBTEpPOKOJIHTEH CHHAPOM, PEAH3BHKAH OT NPHEM HA JIeKApPCTROTO
MMa cboOLIeHHMs 3a €HTEPOKOJANTEH CHHAPOM, NMpeAU3BHKaH OT NPHEM Ha IEKAPCTBOTO, TJIABHO INPH
AcLa, NpUeMalily aMOKCHLMNNH/KJTaBy1aHOBa KHceNuHa. ToBa € onpeeneH BHA aneprHuHa peakuu
BOAELL CHMNTOM MHOTOKpAaTHO noBpbliaHe (1 — 4 yaca cael npuiaraHe Ha J1eKapcTBOTO).
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JIOMBAHMTETHH CUMITOMH MOTaT aa Obaar 0oNka B KOpeMa, ieTaprus, JHapus U HUCKO KPbBHO
HanAaraxe.

OcTpo Bh3naJgeHHe Ha MaHKpeaca (0CThP BAHKPEATHT)
AKO WMAaTe CHJIHA W npoaAbKHUTENHA O0NKka B 00NacTTa HA CTOMAX4, TOBA MOXKE [1a € NPH3HaK Ha

OCTHP MIAHKPCATHT.

=2 Ob6npaere ce KbM Bamns nexap 3a ChBeT Bh3MOXKHO HAlM-0BP30, ako BaweTo aete nonyyuw
T€3H CUMNTOMM.

MHOI0 94eCTH HEXKEIAHM PEAKLIHH
TakuBa, kouTo Morar ga 3acerHat noeeue otT | Ha 10 nauveHTH

. AHapHA (NPU BB3PACTHH).

YecTH HeXenaHH PeakKiHH
TaxuBa, KOMTO Morar aa 3acerdar oo 1 Ha 10 nauueHTH

* Karanao3a (npeaAu3sukaHa ot candida — rbOMUYHa HHEKUKHA Ha BAArajIMIUeTo, YCTaTa WK
KOXKHHTE MbHKH)
rageHe, ocobeHO NpU NpHeM Ha BUCOKH 1034

aKO UMa TaKHBa NpodneMH, naBaiTe AyrMEHTHH Mo BpeMe Ha XpaHeHe
NOBpPbLLAHE
AHapHs (npu aeua).

'll-

HevecTn HeXeTaHn peaknuu
Takusa, KouTO MoraT ga 3acerdart 1o | Ha 100 nauunenT!

KOXEH 00pHB, cbphex

penegeH cupoaw oOpus (ypmurapus)
HapyLEHO XpaHOCMHUIIaHE

3aMalBaHe

rnasobonue.
HedecTH HexenaHu peaklMH, KOUTO MOTaT J1a ce HabMoAaBaT B KPLBHHUTE H3CJIEABAHHS

. NOBHIIABAHE HAZ HUBATA HA HAKOW BEIECTBA (eH3umu), NPOU3IBEXIAHH OT YEPHUA Ap0D.

Peaku nexe/IaHH peaKIHH
Takupa, KOWTO Morar aa 3acerHat Ao | va |1 000 nauuenTH

. KOXKeH OOpHUB, KOHTO MOXKE [1a € KaTO MEXYPH W NPUJIUYZ HA MATKH MHULIEHH (LIEHTPAJTHH ThbMHHU
METHa, 3a00UKONEHH OT No-CBeTNa o0NacT ¢ TBMEH KOHTYP No nepudepuaTa — epuniema
myamupopme)

= ako 3abenexuTe HAKOH OT Te3H CHMHTOMM, He3abaBHO ce 0OBbpHETE KbM SieKkap.

Penkn HexenaHH peakUMH, KOWTO MOTAT [a ¢e€ HabmoaaBaT B KPbBHHUTE H3C/E/IBAHNA:
. HamansABaHe Ha Opos HA KIETKHUTE, YYacTBAlIH B CbCHPBAHETO HA KPBHBTA
° HamMasBaHe Ha Opos Ha OenuTe KPbBHH KIETKH.

C HeM3BeCTHR YeCTOoTA
YectoTaTa HE MOXKe aa Obac onpeesieHa OT HATMYHKTE JAHHH.

o ANEpruvHu peakumm (BHXKTE NMo-rope)

. BB3nanenue Ha 0edenoTo UepBo (BUXKTE NO-rope)

. Bb3nanenne Ha OOBUBKHTE Ha ri1aBHUA U rpbOHAUYHHSA MO3bK (Qcenmuyen MeHuneum)
¢ Cepuo3HN KOXKHH peakLimu:

- reHepanu3upal oOpUB ¢ MEXYPH M JIIOLLLEHE Ha KOXaTa, 0CO0eHO OKOMO YCTaTa, HOCa, OUHTE M
[MONOBHUTE OprauH (cunopom na Cmusgvrc — [[ycoHcsbr), U eAHa No-Texka Gopma,




NPHYHHABALILA OOIHMPHO H3NIOLWBaHE Ha KoxaTa (noseye ot 30% oT TenecHaTa NOBLPXHOCT —

MOKCUYHA eNUOEPMAINA HEKPOAU3A)

- WHPOKO Pa3sApOCTPAHEH YEPBEH KOXKEH OOPUB C MafKH MeXypUeTa, ChAbPXKalH FHOM
(6yr03en exchoruamusen oepmamum)

- YCPBEH, JIIoLeL ce 00PUB C NOAKOKHH OYUKH U MeXYPH (eK3anmeMHa nycmyno3d)

= rpyunonoaoOHU CHMNTOMH ¢ OOPHB, NOBHILIEHA TEMNIEPATYpa, NOAYTH TUM(PHH Bb3NH U
OTKJIOHEHHS B PE3YJITATHTE OT KPLBRUTE U3CNeABAHMS (BKAKOMUTENHO NOBHIIABAHE Ha Opod
Ha fenuTe KPBbBHU KIETKH (e0z2unoguwiug) U Ha CTOWHOCTHUTE Ha YepPHOAPOOHHTE EH3UMH)
(nexkapcTBeHa peakuus ¢ eo3UHOPUNUA U cucteMHH cuMnToMu (DRESS))

-yepBeH 00pHB, OOUKHOBEHO ABYCTPAHHO MO CEAAMLIETO, FOpHATA BhTPELLIHA CTPaHa Ha
feapara, NOAMULLIHULMTE, HIKATA (CUMETPHUCH NIEKAPCTBEH HHTEPTPUTrHHO3EH U (PleKcypeH
exk3aHTeM (SDRIFE — Symmetrical Drug-Related Intertriginous and Flexural Exanthema)).

> He3abaBHo ce o0bpHeTe KbM JIeKap, ako Bamiero geTe moiyuu HAKOM OT T€3H CHMITOMH.

. 00pHB ¢ MEXYPH, NOAPEACHH B KPbI, ¢ 00pa3yBaHe Ha KOpUYKA B CpeaaTa, M/IM KaTO HaHHU3 OT
nepnu (runeapra IgA 6onecm)
Bb3NaneHue Ha YepHHUs Apod (xenamum)

* KBITEHHLIA, NPEAH3BHKAHA OT NOBHLLIABAHE HAa OUNNPYOUHA (BelIeCTBO, KOETO Ce NMPOU3BENKIA
B uepHus npob) B kpbBTa. BCneacTrue Ha ToBa Koxarta M 6s51aTa 4acT Ha ounTe Ha Bawero

ACTC MOXKE d U3rJICKIAT XKDbJITH.

. BL3MANCHHUE HA KaHan4eTaTa Ha OuOpeuuTe

. 3abaBsiHe Ha CbCHPBAHETO HA KPHBTA

. XHITEPAKTHBHOCT

° rbpYOBE (MPH XOpa, NMPUEMALUH BUCOKH 103U AYrMEHTHH, WK MPH Xopa ¢ 6b0peynn
npobnemMu)
YEpEH €3UK, KOUTO H3rnexaa ,,0KOCMeH”

o oupeTaBaHe Ha 3p0uTE (NpH aeua), KoeTo OOMKHOBEHO C€ OTCTPAHABA Ype3 UIMHBAHE Ha
3bOHUTE.

HexenaHH peakumu, KOWTO MOrar fa ce HabnioAaBaT B M3C/IEABAHUATA Ha KPBLBTA WIH YPHHATA:

¢ CEpHO3HO HamanseaHe Ha Opos Ha GesiuTe KPLBHU KNETKH

. HamasneH Opoil Ha YEPBEHUTE KPbBHU KINETKH (XeMOAUMUYHA aHemus)

. KPHUCTANH B YPHHATA, BOACLIM A0 OCTPO YBpEXKJaHe Ha ObOpeuuTe.

Crobmasane Ha HOKETAHH PeAKITHH

AKO NMOJTyYuTe HAKAKBU HEXKEIAHH JIEKAPCTBEHU peakiiK, yeaoMeTe Bailuus nekap unu gapmanest,
Topa BKJrOMBa BCHUKY Bb3MOXKHH HEOMMCAHU B Ta3H IMCTOBKA HEXENaHKW peaklUMH. Moxkere cbluo aa
cbOOWIMTE HEXXEeNaHH peaKLUUH JUPEKTHO Ha:

HManbaHuTeNHa areHUHs NO NeKapeTBaTa

ya. ,.JdaMan ['pyes No 8

1303 Codun

Ten.: +359 2 8903417

yeGcanT: www.bda.bg

Kato cbhoOluaBaTe HEXENAHW peaKLIMM, MOXKETE [1a JAaZeTe CBOSA MPHHOC 33 1OJIyYaBaHE Ha noseye
UHpOpPMALIHA OTHOCHO 6€30NacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa coxpauapare AyrMeHTHH

I[ﬂ CC CbXpaHABA Ha MACTO, HEAOCTLITHO 3a Ac€LAa.




Iipax 3a nepopansa Cycnen3us
Ja ce cbxpaHsaBa B OpMrHHanHaTa ONakoBKa, 3a a CE NpEAnasy OT Bhara.

Ha He ce cvxpansapa Haa 25°C.,

He n3non3aiite TOoBa JICKAPCTBO CJIEA CpOKa Ha roaHoCT, oTbena3an BbPXY KAPTOHCHATaA OINMAaKOBKA
W) (]| nrﬂﬂe}i no“. CP'OK'I:T Ha roaAHOCT OTroBapa Ha NoCnCiHHA ICH OT [NOCOMCHHA MCCCLL.

Iiparorsena nepopajsHa CyCneH3HA

Ja ce cbxpaHaBa B xnagMaHuK (2°C — 8°C).
Jla He ce 3ampasdea.

Cnen npuroTssiHe cycneHs3uaTa tpsabsa na ce unonssa B paMKHUTe HA 7 AHM.

He u3xXBBEpAAHTE NEKApCTBATA B KAHANU3AUMATA WM B KOHTEHHEPA 34 AOMAIHH OTNAAbLIH.
[lonuraiite Bawns ¢papMaLEBT Kak Aa H3XBbPAATE NEKAPCTBATA, KOUTO Bee He U3nos3eare. Tesu
MEPKH L€ CIOMOTHAT 3a Ofla3BaHe Ha OKOJHATa ¢pela.

6. CoabpxanHe HA ONAKOBKATA R JONLJAHHTENHA HHPOpMAITHA
KakBo ¢cbALpXKE AYrMEHTRH

. AKTHBHHUTE BELLECTBA CA4 AMOKCHLIM/IMH M KI1aBYJlaHOBa KUcenuHa. Beeku 1 ml o1 ¢cycneH3uaTa
ChABbPXKAa AMOKCHLIHIIHH TPHXKUIPAT, EKBUBANEHTEH Ha S0 mg aMOKCHLUIMIHH, H KAJIHEB
K/1aByJ/laHAT, EKBHBAIEHTEH Ha 12,5 mg KnaBy1aHOBa KHCeNUHa.

. dpyrure cbeTaBkM ca: acnaptam (E951), kcanraHosa ryma, CHAHLMEB AHOKCHA, KOJIOMIEH
0e3BOACH CUMHLIMEB AHOKCH, AHTAPHA KUCENTMHA, XUITPOMEN03a, CyXa MOPTOKANOBA
eceHUHA | * (Chbabpka OeH3WNOB ankoxoi), Cyxa NOPToKaNoBa eCeHUHA 2*, cyxa ManHHOBA
eceHUUA™ ¥ cyxa eceHUHSA ,,3naTeH cupon** (*¢babpixka U MATTOAEKCTPHH).

. Bure TOuKa 2 33 JONMBIHUTEHA BAXKHa RH(POPMALKMA OTHOCHO acnapraM, GEH3UIOB aNKOXO0JI H
MaNTOAEKCTPHH B AYrMEHTHH.

Kak n3rjiexkaa AYrMeHTHH H KaKBO CbhAbLPXKA ONAKOBKATA

AyrmeHTHH 250 mg/62,5 mg/5 mi npax 3a nepopanna CycReH3nua nNpeAcTaBigaea 041 10 noutH 6an
npax B OyTunka oT npo3payvHo cTbkno. Cnen npuroreade Sytunkara chabpka 100 ml TeyHocT ¢ 6an
a0 kadeHUKaB LBAT, HAPEUYCHA CYCIICH3MUS.

IIpurexare, HA pa3pellIcHHETO 32 YHOTpeba H NPOU3BOANTEN

IIpurexares HA pa3pemenHueTo 3a ynorpeba
GlaxoSmithKhine Trading Services Limited,

12 Riverwalk, Citywest Business Campus,
Dublin 24, Upnanaus

IponiBoauren

Glaxo Wellcome Production,
Z1 de la Peyenniere,

33100 Mayenne, ®OpaHuus




ToBa JieKapcTBO € pa3pemeHo 3a ynorpeba B AbpKaBuTe — W1eRKH Ha EBponeklckoTo
HKOHOMHYECKO NPOocTPaHCcTBO H B O0eaunenoTo kpajcTeo (Cepepua Hpaanaus) noa ciiegnuTe
HMeHa:

bbarapus — AyrMeHTHH

["'epmManua — Augmentan

[Mopryranus — Augmentin Forte

Obeaunero kpancteo (Cesepra Hpnanans) — Augmentin
YHrapug — Augmentin

darTa Ha nocaeaAno npepasraexaane Ha Jucropkara: 05/2024

IIpenopbxa/MeAHUHHCKA HEPOPMANRA

AHTHOHOTHUHTE ca NpeaHa3HAYECHH 3a neucHue Ha Dakrepuaniy nHdekunn. Te HaMaT edekT cpeuy
HHDEKUMH, NPHUKHEHH OT BUPYCH.

[ToHakora nHpekuuaTa, NpHUMHEHA OT OAKTEpHH, HE CE NMOBNAUABA OT AHTHOMOTHUHOTO JIEYEHHE,

EnHa OT HaR-4€CTUTE MPHYHHY 3a TOBA €, Ye BaKkTepuuTe, MPUYUHABALUM HHPEKLIMATA, ¢A PESUCTEHTHH
KbM aHTHOMOTHKA, H3NON3BaH 3a neueHUeTo. ToBa 0O3Ha4aBa, 4e HE3aBHCHMO OT NPHEMA HA AaHTHOMOTHK
TE OLIeNABAT U IOPH C€ Pa3MHOXKaRAT.,

bakrepuuTe MOTaT na CTAHAT PE3UCTEHTHH KbM AHTHOWOTHIIMTE NMOPaAH MHOTO NPUYHHH. BHUMATENHOTO
H3MON3BaHE Ha aHTUOMOTULIMTE MOJXKE 13 NOMOTHE 3a HAMATBAHE Ha BL3MOXKHOCTTA DakTepuuTe 1a
CTaAHAT PE€3UCTEHTHH KbM THX.

Koraro BawuaT nexap Bu HazHauM Kypc Ha JieueHUe ¢ aHTUOMOTHK, TOH € npeIHa3HAUuEH CaMo 34
nevyeHue Ha HacToaloTo Bu 3abonspane. O0bpHETE BHHMAHHE HA CIEAHUTE NPENOPBLKH H TOBA LIE
NOMOTHE 32 NPEAOTBPAaTABAHE HA NMOABATA HA PE3UCTEHTHHU DaKTepUH, KOHTO Lite CMpaT ASHCTBHETO Ha

aHTHOHMOTHKA.

.  MHoro e BaxxHO na npuemare NpaBHIHATA 1032 OT AHTHOMOTHKA B TOYHO OMPENSNCHOTO BpEME H 34
onpeaeneHus opoit aHU. [Ipouerere HHCTPYKUMHTE B TUCTOBKATA M aKO HMATE HY>KIA OT CHBET, CE

oObpHeTe KM Balmug nexap wiu gapmauesr.
2. He npuemaiiTe aHTHOMOTHK, OCBEH aKO He € npeanucaH JW4Ho Ha Bac. Manon3ealite ro camo 3a

A€YEeHHUE Ha HHPEKUMATA, 3a KoATO By e npeanucax.
3. He npuemaiite aHTHOHOTHK, NpeaNKcaH Ha APYT HOBEK, IOPH aKO TOH UMa HH(peKuMs, noaodHa Ha
' Bainara.
4. He papaiite aHTUOHOTHKA, NpeanucaH Ha Bac, Ha apyry xopa.
5. AKO cnel MpUKIIIOYBAaHE Ha Kypca Ha neyeHue (KakTo € npeanucaHo ot Bauims nekap) Bu ocrane
HEW3MOM3BAH aHTHOMOTHK, PbPHETE IO B aNTeKaTa, 3a Aa ObAe NPaBHITHO YHHULLIOMKEH. |




NHCTPYKIIHH 32 NPUTOTBSAHE

[Ipean ynorpeba nposepere Jaiv Kanaykara e 3anevarasa. Pasknarere OyTuikara, 40KaTo NpaxbT
BbTPE 3aroyvHe Ja ce ABHKHU cB000AHO. [Ipubasere HeoOXoaMMHs 00eM BOAA (KAKTO € MOCOYEHO
no-a0ay). 3aTBopere OyTuakaTa, oObpHeTE 4 U s pa3knarere ao0pe.

KoJin4ecTBO Ha aKTHBHOTO O0em Boa, KOMTO Aa ce KpaeH 00em Ha npurorseHara
BELILECTBO B J1030Ba npubaBu Npu NPUroTBSHE Ha nepopajiHa cycnensus (ml)
elMHULIA cycnensusara (ml)
250 mg/62,5 mg/5 ml 90 100

Pasknarere OyTuiikaTa 100pe npeiu npueM Ha BCsika /103a.
HHCTPpYKIIHK 32 H3M0/I3BaHE HA CNIPHHIIOBKATA

3a npuemMa HAa AYIrMeHTHH € Npel0CTABEHA CIPHHUOBKA

CrnipuHLiOBKaTa TpsAOBa /1a ce U3Mnosi3Ba caMo ¢ AyrMeHTHH W He TpsOBa /Ja ce u3noJi3Ba 3a
[PUIOKEHHE HA IPYTH JIEKapCTBA, Thi KaTO O3HAYEHUATA ca crieunPUYHHM 3a TO3U NPOYKT.
CripyHLIOBKaTa ce 10CTaBs ¢ aanTop, MOCPEACTBOM KOWTO J1a Ce NMPUKpPeNnU KbM OyTHJIKATA.

Jlo3ara e o3HauyeHa B MUAWAMTPU (M) BbPXY A03upallaTa CNpUHLIOBKA 3a MEePOPaHO MPHIIOKEHHE.
TpsaOBa na nanere Ha A€TETO CH A03aTa, NpenopbyaHa OT HErOBUA JieKap.

[Ipeam ynorpeba npoBepere 4MCTOTATA HA CIPUHLIOBKATA M aanTopa, U3IJIAKHETE ¢ YUCTA BOJA, AKO
€ HEODXOAHUMO.




Pa3zknarere OyTunkara nobpe npeaum npuem Ha BCsKa /103a.

2. OrcrpaHere kanaukaTta Ha OyTuikara.

3. Orcrpanere ananTopa ot cnpuHuoBkara. Karo abpxkure 3apaBo OyTuikara, nocTasete ajanropa

B IbpJ0TO Ha OyTHiKaTa (aaanTopbT TpAOBa Aa OCTaHe B I'bpJIOTO Ha OyTHIIKaATA).
[locTaBeTe cnpuHLOBKaTa B aaantopa, KaTo ce yBepuTe, Ye € 3aKperneHa.




4.  OObpHeTe OyTHIKATA ¢ ALHOTO HArope, KaTo NpUabpykaTe CIIPUHLIOBKATA HA MACTO U M3TErjieTe
HeoOXoaMMaTa 103a, crnopea ykazaHusara Ha Bauius nekap.

5. llocraBere OyTHUKaTa B U3NPaBEHO MOJIOKEHHUE U U3BAJIETE CIIPUHLIOBKATA.

6. 3a na nanere no3arta, BHUMATENHO NOCTABETE BbpXa Ha CIIPUHLIOBKATA B ycTaTa U 0aBHO
HaTUCHETE HA/10J1y OYyTanoTO Ha CNIPUHLIOBKATA (MOBTOPETE CTHNKU 4, 5 U 6, ako € HeoOXoaAuma

NOBCHEC OT €1HA CIIPUHLUOBKA, 34 J1a CC€ Ja/I€ ITbJIHATA ,D,03El).

7. H3nnakHerte CIIpUHUOBKATA CTapaTe/iHO € YHUCTA BOJA. OcraBeTe CIMPHHLUOBKATa J1a U3CbXHE
HAIMbJIHO, MNMPEAHX Aa 1 U3MNOoJA3BaTEC OTHOBO.
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8. 3arBopere OyTHJIKaTa C Kanaykara.

/la ce cbXpaHsiBa B XJ1aZJM/IHMK M BUHArK Ja ce pa3kJjalla npeau ynorpeoa.
Cnen npurorssHe cycneHsusTa TpaOBa aa ce U3MoJi3Ba B paMKHUTe Ha 7 JHM.,
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