VAT
FIMCTOBKA 3A MALIAEHTA OLOBE R,

Ocnamokc® 500mg, 1000mg crp. 1077

YBaxaeMu nanmueHTy,
Monsi npoueteTe BHUMATENHO TasW JINCTOBKE, TLH Karo TS ChAOLPXKa BaXHE 3a
Bac undopmauus. AKO uMaTe [OMTLITHUTENTHYK BBNPOCH, o6LpHeTe ce KbM Bawws

nexyBal nekap UM papmauest.

HaumeHoOBaHKUe Ha NeKkapcTBeHUsA NPOAYKT:
Ospamox® 500mg, 1000mg dunMupaHy TabneTkm
/Ocnamoxc/

Koe e akTMBHOTO BeLYEeCTBO?
1 chunmupana Tabnetka cbAbpxKa 500 mg 1 CLOTBETHO 1000 mg aMOKCULUITUH.

Kakeo gpyro cuaLpxa Ospamox® cunmupaHu TabneTku?

MarieaveB creapaT, MUKpOKpUCTanHa Lenynosa, acnaptam, KpockapMenosa HaTpui,
MaHUTON, Tank, KonoupaneH OE3BOAEH CuMuLMiA, ManTOASKCTPUH, pasTBOpPWUMO
HULLIECTe, THTAHOB AWOKCMA, apOMAaTU3aToOPU NPackoBa-kancus Ha npax u nopTokan Ha
npax.

INekapcTBEHa hopMa ¥ ONaKoBKa:
OpuruHanHa onakoska, chabpxatia 12 dunmipatu TabneTku.

Koit e oTrosopeH 3a npoaaxbara Ha Ospamox® tounmupaHu TabneTku?
Sandoz GmbH, 6250 Kundl, Austria

Koi e orroeopeH 32 fipoU3BOACTBOTO Ha Ospamox® dpunmupanu TabneTku?
Sandoz GmbH, 6250 Kundl, Austria

Kakso npepcraBnsea Ospamox® hunmupanu TabreTen?

Ospamox® cbabpa aMOKCULIMAMH. AMOKCULWMNKH € aHTUBNOTUK, KOWTO AencTBa Ha
pasnWyHMTE BUAOBE MMKPOOPraknsMu, KaTo MOTUCKE WIIPaXAaHeTo ha TsAXHaTa
KneTbuYHa cTeHa.

3a kakeo ce uznonzsa Ospamox® dunMupanu TabneTku?
Ospamox® ce u3nonssa 3a NepopasHo JieyeHne Ha MHGEKLUUN MPUYNHEHN OT
YYBCTBUTEMHU HA aMOKCULUMIMH MUKPOOPTraHN3My KaTo:

e VHpekuMM Ha ropHUTE AUXATEMHM MBTULLE, BKITIOYMTESIHO YLLK, HOC, TbpIo
WHCDEKLUMM KaTO OCTPO Bb3naneHne Ha CPejHOTO YXO, OCTBP  CUHY3UT,
BaxkrepuaneH GapuHruT;

e Ha [NONHWTE AMXATENHW MbTULLIA: USOCTPAHE Ha XPOHUYEH 6poHxuT, npuaobuta
U3BBHOONHUYHA NHEBMOHUS,;

e Ha AOMHUTE NUKOYHWU NBTULLE: LUCTUT,

o npothunNaKThKa Ha EHAOKapAMT NpW  PUCKOBM  MauueHTn Hanp.  1ipu
CTOMATOMOTMUHM onepauyu B YCTHATa KyxXuHa WAKW TOpHMTE BBb3AYXOHOCHW
AbTULLA;




JIMCTOBKA 3A NALIMEHTA

Ocnamokc® 500mg, 1000mg Cp. 2077

Kora He TpsbBa fa npuemare Ospamox® hunmupaHn TabneTku?

Ospamox® He TpsbBa fa ce npueMa OT NMAUMEHTU G yCTaHOBEHa WM noaosinpaHa
CBPBXYYBCTBUTESHOCT (2Neprus) KbM aMOKCULMITUH MW APYTY NEeHULMIUHNA.

MauneHTy, KOUTO Ca CBPBbXYYBCTBUTESHM KbM uedanocnopuhu morar fa Owaar
CBPbXYYBCTBUTENHU WKbM aMOKCUUMIIMH, TbA KaTo € Bb3MOXHa KpbCToCaHa
cepbxdyBcTBUATENHOCT. Mons, nHdopmupaiiTe BalumsT nekap, ako cTe nonyy4aeany B
MUHANOTO aneprudHa peakums npu AeyeHue C HAKOW JeKapcTBa, WKW ako cre
npexapanyt HAKakeo anepruuHo 3abonsiBaxe (Hanp. anepruyHa acTma).

Bue He TpsbBa ga npuemare TO3W MPOAYKT, 8KO UMmaTte CBPbXHYBCTBUTENHOCT KbM
HSIKOS1 OT CbCTABKUTE.

Kora ca HeoGxoauMK cneuranHy npeanasHu MepKu Mpyu pMeMarne Ha Ospamox®
hurnMupaHm TabneTku? ’

Mons, nHdopmupaliiTe BawuaT rekap npyu BCAKa NposiBa Ha HEXEnaHW NexapcTaeHn
peakumMu (Kato Hanp. cWnHa oTtrnagHanoct, 6onku B rbpnoto Win Bb3naneHue B
ycraTa).

MauyeHTH C TEXKU CTOMALLHO-4PEBHU CMYLLEHUS, C NOBpbLUaHe 1 gnapus, He Tpsibea
[a Bs3emart Ospamox®, Thit KaTo B TO3W crny4ail nekapcTBoTo He ce pesopbupa
gocTaThuHo. Mons, npu Takuea cnyvau uHdopmupainTe HesabaBHo BalluvsT nekap.

Mpu nauveHTV ¢ yBpexgaHwe Ha Bubpeurara yHKUMS, OTAENAHETO Ha Ospamox® e
3abaBeHo. B To3u cnyuait BalumaT nekap e npeuexn ganu Tpsibea ga 6vae Hamanexa
JHEBHATa [03a B 38BUCUMOCT OT CTENEHTa WU TEXECTTa Ha yBpexaaHe Ha (PpyHKLUUTE Ha
6BbpeLuTe.

MoHAKOra € Bb3MOXHO pasBUTME Ha BTOPUYHWM  MHGEKLMU OT Pe3UCTEHTHU
MUKPOOPIranuamu uiv rebusku.

BawumsT nekap TpsbBa [a sHae panu B MUHANOTO CTe pasBuBany HAKakea peakuns Ha
CBPBX4YBCTBUTENHOCT (Hanp. aneprusi, ceHHa Xpema) urin fanu ctpajarte oT actma.
Bue Tpsbea HesabaBHO Ga NOTBPCUTE NEKapcka Nomoll B cryyai Ha nposBa Ha
HEeXernaHsn NekapcTBeHn peakumu kato cepbex, Tpecka, saTpyaHeHne 8 npernbluaHeTo,
AOTUCHATOCT U napus unv Bonka B obriactra Ha Kopema.

HanuuueTo Ha BUCOKW KOHLIEHTpaLWMM Ha aMOKCULUINH B YpuHaTa MOoxe Aa Josefe AC
KpUCTannaupaHe MO CTEHUTE Ha YpeTpanHus KaTeTbp, sartoBa € Heobxoaumo
nocriegHus fa ce NPOBEPsRa NepPUoLUYHO.

Mo Bpeme Ha nevyeHwe C Ospamox® nauneHTUTE TpRbBa [a npuemart [OCTaTbyHO
TEYHOCTM ¥ [a ce NoAOobpKa HopMmanHo YypWwHuUpaHe, 3a Aa ce NpefoTepaTu
Bb3MOXXHOCTTa OT Kpuctanypus.

Ospamox® TpsbBa Aa ce npunara ¢ NOBULLISHO BHUMEHWE MpK MauueHTn ¢ BUPYCHU
vHbekuun, ocTpa numdaTiyHa NeBKEMUA UM MHPEKUKO3HE MEAT 03
MOBWLUEH PUCK OT EPUTEMATO3HN KOXHWN 0BpuBA.




JINCTOBKA 3A MAUMEHTA

Ocnamokc® 500mg, 1000mg cTp. 3 or 7

Osparnox® cbabpxa acnapram (E951) u Tpsabsa Aa ce npunara BHUMATENHO Npw
nauveHT G (heHUNKeToHypusi. KonmyecTBOTO Ha eHunanakuy, [ocTtaseHo oT
acnaptam, Tpadea aa 6bae aobaseHo Kem fueTaTa.

Monsi, uHdopmuparnTe Bawmar nekap npu Besika npossa Ha guapua.
Morisi, uHcpopmmupanTe BalumsT nekap npu cblljecTsyBalia GpeMeHHoCT.

Kou apyr¥ NpomyKTH OKasBaTt BAMAHME BbpXy edekra Ha Ospamox® dunmmpanu
TabseTKK MK MOraT ga 6LaaT NMOBJIMAHM OT NpoAyKTa?
He ce nperopbysa €AHOBPEMEHHOTO NpueMaHe ¢ u3bpoeHuTe No-4ony fiekapcTea:

o aronypvHon (MoXe ha ce MOBWULIM pUCKa OT MpOosBa Ha KOXHU anepruyHu
peakLum)

s [WFOKCUH {MOX€ Aa Ce NOBULLN abcopbunaTa My Mpu eLHOBPEMEHHO Nevernme ¢
Ospamox®)

e nekapcTBa NOTUCKALM Npoueca Ha KpbBOCLCMpBaHeTo (0T rpynarta Ha
KyMapuHute)

e npobeHeuns (nokaypaHe Ha KOHUEHTpauMWUTE Ha Ospamox B cepyma M
XbYKaTa)

e [Opyrn aHTubuoTuum (Ospamox® He Tpsbea ga ce npunara egHOBPEMEHHO C
OpyrM  aHTMBMOTWMLM KaTo MaKponuayW, TeTpauukiuiby, CyndoHamuan nam
xnopamceHUKorn, Thi KaTo Te morat Aa fOBMUAAT BbpPXY echnkacHoCcTTa Ha
Ospamox

e MeTOTpeKcaT (aMOKCHULIMMMH MOoXe Aa 3abaBn OTHENAHETO Ha METOTPEeKcaT h Aa
3acunyM TOKCUHMHOTO My AeficTBmreE)

Heobxoaumo & BHIMaHWE Npu eAHOBPEMEHHO npunarade Ha Ospamox® c:
e riepopanHK KoHTpaLenTveu (npu npunaraHe Ha Ospamox® moxe ga ce Hamanm
ecexTa Ha XOPMOHanHUTE KOHTPaLEnTuBy, eTO 3allo, NPenopLYUTEnHo € a ce
APWUINAraT LOMLIHUTENHO HEXOPMOHAIHYU METOAM Ha KOHTPaLIENLMS).

Hpyru BzaumogeincTens
¢ [lpu Harmuve Ha guapus euKacHoCTTa Ha Ospamox®, KaxTo 1 Apyrv fekapcTea
MOdKE Aa Ce Hapylun BCreacTeue Ha HapyiieHa abcopbuus.
o [loBnusiBaHe Ha QUarHoCTU4KK NabopaTopHKN n3cnenBaHnsA

Monsi, uHdopmupaiiTe BawmsT nekap Kaksu Apyrv nekapctsa mpuemare B MOMEHTa
(BOpY 1 3a Teau, KOWTO CTe cu 3akynunu ot antexara Ges pelenTta). BauwmsT nekap e
peuss Koy OT TsX MOXeTe ga npuemaTte efHOBPEMEHHO C Ospamox® 6e3 ToBa fa ce
oTpasn Ha cbcTosHUeTo Bu.

Kakeu crneulManHM nNpennasHy Mepku Tpadbea pa ce B3emar no BpeMeé Ha
GpeMeHHOCT ¥ KbpMeHe?

BawmsT Nekap e NpeLeHy Aanv Moxe W no KOJko Aa ce npuema OT JiekapeTBoTo A0
Bpeme Ha BpemMeHHOCT U KbpMEHE. e
Toit KaTo, Makap ¥ B Marnku KosmyecTBa, ekapcTBoTO NpemMy)
He ce NpenoptYBa KbPMEHE N0 BpeMe Ha nevyeHneTo.

e




NUCTOBKA 3A MALUMEHTA

Ocnamokc® 500mg, 1000mg cTp. 4017

C Kakeo fia ce cboOpassBaTe npu wodupaHe, npu pabora ¢ MaWMHU UAK B
HECHIYpHO fonoXeHue (Hanp. u3kausaHe Mo cTLNoK)?

Hsma aanemn Os.pamox® Ja nosnusiBa cnocobHocTTa 3a odvpake wn pabortata ¢
MaLLMHW.

B kakea noza M KoOnkKo 4ecTo MOXETE aa npuemarte Osp:;nmox® hunmupaHu
TabneTku?

BaluusaT nekap We onpepenv A03upoBKaTa B 3aBUCMMOCT OT YyBCTBUTENHOCTTE HA
APUMKUHATESS 1M MSICTOTO Ha MHEKLuATA.

MpeacrasexaTa MHGOPMaLIMS CE NoN3Ba B cnyqai, jye BalMAT neKkap He e npepnucan

Apyro.

BbapacmHu, toHowu u deya Had 12 200uUHU © meano Had 40 kg:
CraHgapTHaTa gosuposka € 750 mg — 3 g amOoKCUUMAMH OHEBHO, pasaenesn Ha Tpu
MHAMBUEYaNHY AHEBHU JO3U.

Heua 0o 12 200uHU
[JHesnaTa fosa npu peua e 40-50 mg/ kg mo makcumym 100 mg/ kg amokenumnmH.
ObLaTa gHeBHa fo3a Tpsabea Aa ce pasfeny Ha Tpu eauHUYHK Jo3N.

[eua c Terno Hag 40 kg nonyyasaT cTaHfapTHaTa [03a 3a Bb3pacTHU.

Hoszuposka npu npocunakmuka cpewly eHdokapoum:

MauvenTs, NoAnNexauwy Ha xupyprudecka wHTepBeHuus 6es obula aHectesus,
ronyyaBaTr 3 § amoKkcuUMNMH 1 Jac npeau onepaumMsTa U Npu  HeoBxoaumocT
ponbnnuTenHo 3 g (6 yaca cnep onepauusTa).

Mpu geua ce npenopbyBa Aosa oT 50 mg/ kg amMOoKCHMLIUNUH.

Lo3upoeka npu nayueHmu ¢ HapyweHa 6bopedHa yHKUUS:

BawmsT nekap e npeueHn nanu Ospamox® Moxe Aa ce U3nonssa npu nauuerTn ¢
Hapywenra 6bbpedHa hyHKUMA. B 3aBUCHMOCT OT TEXECTa Ha YBPEXAaHeTo U TernoTo
Ha nauvieHTa, Toi LLe NPOMEeHW AO3MpOoBKaTa, ako e Heobxoaumo.

Kosiko oBniro MoXxeTe Aa npunarare Ospamox® counmMupaHu TabneTkn?

BalumsaT riekap e onpeaeny NpoAbMKUTENHOCTTA Ha NeYeHUeTo.

HopmanHo Ospamox® ce npunara B NpOSbLIDKEHWE Ha 2 A0 3 AHW chel nopobpasaHe
MAM u34Ye3BaHe Ha CUMNTOMUTE Ha 3abonssaHeTto (Hanp. Temnepatypa, Gonka). Ako e
npefnucad 3a nevyeHne Ha UHMEKLMK, NPUHUHEHN OT 6eTa-XeMONUTNHHN CTPENTOKOKH,
Toit TpsaGBa na ce Baema Haw-manko 10 gHKW, 3a Aa uma curypeH tepanestnyed ederT n
3a fa ce n3berHaT KbCHW YCITOXHEHUS.




NIMCTOBKA 3A NMALMEHTA

Ocnamokc® 500mg, 1000mg ¢1p. 5 or

Kakso TpsbBa na npeanpuemMere, ako Ospamox® ¢unMmupaHi 126neTkn e 6un
ApUeT B MHOFO TONEMM KonmuuecTsa (npepgHaMepeHo MM HeyMMLiNeHo
npegosupane)?

Jopu 1 NpuMemMaHeTo Ha BUCOKM [O03M Ha aMOKCHUMIUH He BOAM [0 CUMNTOMU Ha
WHTOKCUKaLWs. B cniyyait Ha npegosupaHe MoraT 4a ce HabsiofaBaT CTOMalHO-4peBHH
CYMITOMM, A Cbllo Taka 1 HapyLUEHWs BbB BOJHWAT U eneKTponnTeH banaxc.

B crniyyall, 4e Bue cre npuenn TebpAe rofsgMo Konu4ecTso oT Ospamox®, noTbpcere
KOHCYnTaums ¢ Balunar nekap.

Kakeo Tpsi6Ba Aa npemnpueMeTe, ako cTe NpUEnM no-manko oT mpeAnucaHaTa
p03a Ospamox® KNu cTe NpornycHasnM npyeMa Ha npoaykTa?

B crydall, Ye NpOMyCHETE npUeMaHeTo Ha HsKOs [osa, TA TpsAbGsa Aa ce B3eMe
He3abaBHO. ’

Mons, He NpOMEHsTE ¥ He npeKbCBaliTe NeyeHWeTo no CBOA WHMuUMaTuBa Ges
KOHCyNTaLus ¢ BalLusiT nekap, JOpW 1 ako ce HyBCTBaTe no-Aobpe nnv 3apas, 3a fia ce
W3BErHaT YCHOKHEHWS UMK BroliaBaHe Ha CbCTOSTHUETO B,

Kakeu HeernaHW peakuuu MoXe Ha Mpeau3BMKa NPUIOXEHHETO Ha Ospamox®
chunmMmupann TabneTen?
Kato usino Ospamox® ce noHacs gobpe.

Peakuuu Ha c8pBXYYECIM8UIMENHOCT:

UecTo (> 1% - < 10 %)

BbaMOXHM Ca KOXHW peakuumn, kato obpuB U cbpbex. Te morat ga ce MNposiBAv
rnousikora 5 o 11 AHW CeA HayanoTo Ha JieyenneTto. B Tosn criydai neveHneTo aa ce

npeycTaHoBu 1 nekapsaT Aa Sbae nHhopMupaH.

Panko (> 0,01 % -< 0,1 %)
e BonesHeHn OTOUM NO KoXaTa v nuraesuumTe (eaem Ha Quincke),
e pasanuyHu No TeXecT obpuByu MO KOXara (Han. ekcyAaTuBHa mynTucpopmMmeHa
epuTema, cuHApoM Ha Stevens- Johnson).
nekapcTeeHa Tpecka
OTOK Ha NapuHKca
cepymna donect
aHeMusl ObMKALLa Ce Ha paspyliaBaHe LeflocTTa Ha YepBEeHUTE KPbBHU KNETKU
(xemonuTU4Ha aHeMusi)
BbananeHue Ha KPLBOHOCHUTE CbLOBE (anepruueH BackynwT)
e Bb3naneHue Ha 6ubpeuuTe (MHTEPCTULIMANIEH HebpUT)
e anadunakTuyeH WoK

KpbBHA KapTWHA:

MHoro paako (< 0,01 %)
B nsonupaku cnydau morar ga ce HabniogasaTt npoMeHu B KpbBHATA KaptuHa. Tesn
npomeHy ca obpaTtumu crief npeycTaHoBABaHe Ha feveHuneTo.




JIVICTOBKA 3A MALIMEHTA

Ocnamokc® 500mg, 1000mg c1p. 6 o1 7

CTOMaLIHO-4YPEBHN DEAKLIMK;

Yecto (> 1% - < 10 %)

Borku B croMaxa, rafjeHe, nunca Ha aneTuT, nNoBpLlUaHe, METeOPUsbM, MEKU
W3NpaXHeHWs, Auapysi, BbananeHue Ha nurasuuuTe (B YacTHOCT Ha yctata), cyxoTta B
ycTaTa, HapyleHue BbB Bb3npuemaHeTo Ha Bkyca. Haii-uecto Te ca neku #
OBUKHOBEHHO OT3By4aBaT efHOBPEMEHHO UMW CKOpO Cried nNpeycTaHOBsABaHE Ha
neyeHueTo. lMoHocuMocTTa MOXe gda ce nogobpu 4vpes npuemane Ha Ospamox® no
BPEME Ha XpaHeHe UnK npu npuemaHe Ha TEYHOCTH.

Mpu nosiea Ha Texka NPOABINKUTENHA AUapus No Bpeme Ha neveHue Tpsibea fa ce uMa
NpedBuL BbL3MOXHOCTTa 3@ pasBWTUE Ha Bb3naneHne Ha p[ebenoto  4epso
(nceBnomemBpaHoser konut). B To3n cnyvait, Bue Tpsbea HesabaeHO Aa noTbpCUTE
KOHCcynTaums ¢ BawuAat nexap.

Muoro psgko (< 0,01 %)
PasButue Ha TbMHW NETHA MO e3nka.

YepeH 0pob:
Yecto (> 1% - < 10 %)
MoHsiKora ce cpella YMepeHo rokadyBaHe B CTOMHOCTUTE Ha YEPHOAPODHNTE eH3NMM.

Paaxo (30,01 % -< 0,1 %)
Xenarut U XonecTatnyHa XenTeHutda.

bubpeLu:
Pagko (> 0,01 % - < 0,1 %)
OcTpo Bb3nanexne Ha 6bbpeuuTe.

Hapytenus om cmpaHa Ha LIHC:

Psanko (> 0,01 % - < 0,1 %)

Hesxenanu nekapcTeeny peakumm oT crpasa Ha LIHC ce wabniopasat pagko. Te ce
uspasaBaT B HapylleHWs Ha gBurateniHata axkTMBHOCT, CBHIIMBOCT ¥ TbpHoBE.
bpyOBETE MOFaT Aa Ce MPOSIBAT Npu NauveHTy ¢ sabonssanus Ha GebpeumTe nm Npu
naLyeHTH nosyyasallin BUCOKYU 03K OT NPOoAYyKTa.

Hpyau Hexenarnu NeKapcmeeHU peakuuu:

MpW NPOELIDKUTENHC W YECTO MpUemMaHe Ha NeKapcTBoTo Morat fa ce pas3suat
BTOPUUHM WHEKUMM C PESUCTEHTHM MWUKPOOPraHuamiu W rbOnukyM, KaTo opanHa U
BaryHanHa KaHguaosa.

Kakeu Mepxu TpsbBa Aa 6bAAT B3€TH ELE BPBb3Ka C HeXenaHuTe NeKapcTBeHU

peakuuu?
Mons, uHcbopmupaiite BawmaT nekap B crnydai, Ye CTe nofyqynnn HAKOA OT ONUCaHWATE
B T&3W NIACTOBKA WK APYIY HEXENaHW NieKkapCTBeHU peakti.




JIMCTOBKA 3A NMALUMEHTA

Ocniamokc® 500mg, 1000mg cp. 7ot 7

Kak Tpsibea Aa ce ctXxpaunga Ospamox® unmupatn Tabnetku?

Mornsi, ofbpHETe BHUMaHME Ha CpOKa Ha rOfHOCT, OTheuYaTaH Ha KapToHEHaTa
onaKoBKa.

JiekapcTBO € U3TEKDBI CPOK Ha rofHOCT Aa He CE U3Nor3Ba.

[la ce cbxpaHsBa B KAapTOHEHaTa onakoBka rpu TemnepaTypa nog 25° C.

[la ce cbxpaHsiBa Ha MecTa, HelocTbMHKM 3a geual

LaTta Ha nocriefiHa peaakumusa Ha NIUCTOBKATA:
®espyapu 2003




