BACTOX®...

Please read this leaflet carefully before taking this medicine. If you
have any questions or doubts, ask your doctor or pharmacist for
more information. Keep this leaflet; you may need to refer to it again.

Capsules

COMPOSITION: Trihydrate amoxicillin (INN), quantity corresponding
in anydrous amoxicillin: 500 mg. Magnesium stearate for one cap-
sule n° 0. Capsule shell : erythrosine, indigotine, titanium dioxide,
red iron oxide, yellow iron oxide, black iron oxide.

PHARMACO THERAPEUTICAL CLASS: ANTIBIOTIC ANTIBAC-
TERIAL belonging to the beta-lactamins family and aminopenicillin
group (J : anti-infectious).

IN WHICH CASEYOU CAN USETHIS DRUG: This drug is indicated
in the bacterial infections due to sensitive organisms. This drug is
also indicated in the treatment of ulcerous disease (duodenal or
gastric).

WARNING ! IN WHICH CASEYOU CANNOT USETHIS DRUG: This
drug SHOULD NOT BE ADMINISTERED in case of allergy due to
penicillins and cephalosporins or to one of the components of this
drug, in case of infectious mononucleosis (increased risk of cuta-
neous phenomena). This drug SHOULD NOT BE USED in associa-
tion with methotrexate (immunosuppressive drug).

SPECIAL WARNINGS: Intake of tablets and capsules is contra in-
dicated for children under 6 years because of possible suffocation.
Any allergic reaction during the treatment (skin rash, itching...) must
be immediately reported to the doctor. Before the intake of this
medical product, inform your doctor if, during previous treatment
with antibiotics, you have suffered from urticaria or other skin rash,
itching, Quincke’s Odema (urticaria variety with sudden swelling of
the face and the neck).

PRECAUTION OF USE: Inform your doctor in case of known renal
failure. Drink abundantly during this treatment. This drug alter some
results of biological analysis: Coombs test, glycemia, total seric pro-
tids, research of glucose in urins. Inform your doctor when you take
amoxicillin if he prescribes you these exams.

MEDICAL INTERACTIONS AND OTHER INTERACTIONS: IN
ORDER TO AVOID POSSIBLE INTERACTIONS BETWEEN SEV-

ERAL MEDICAL PRODUCTS and especially with methotrexate, IT IS
NECESSARY TO INFORM SYSTEMATICALLY ANY OTHER PEND-
INGTREATMENT TO YOUR DOCTOR ORYOUR PHARMACIST.
PREGNANCY AND LACTATION: If necessary, this drug can be
taken during pregnancy. Lactation is possible with this drug. If the
neonate develops disorders such as diarrhoea, skin rash or candi-
dosis, immediately inform your doctor who will advice you about
appropriate management, as these effects in your infant may be due
to the medical product. As a rule, during pregnancy and lactation,
it is indispensable to ask advice from your doctor or pharmacist.

DOSAGE AND ADMINISTRATION: This presentation is for adults
and children above 6 years old only (cf special warnings). It exists
other presentations of amoxicillin for children under 6 years or for
the dosages superior to 2 g per day in adults. In all cases follow
strictly your doctor’s prescription. Dosage depends on the thera-
peutic indication. As a guide, prescribed doses can vary: Adults:
from 1 g to 6 g/day. Children: 25 mg/kg to 150 mg/kg. The dosage
should be adapted in case of renal failure.

MODE AND ROUTE OF ADMINISTRATION: Oral route. Swallow
the capsules with some water without opening them.

FREQUENCY OF ADMINISTRATION: BACTOX can be taken indif-
ferently on an empty stomach, before, during or after meals.

DURATION OFTREATMENT: To be efficient, this antibiotic must be
regularly used at the prescribed doses and for as long as your doc-
tor has recommended it. Resolution of fever or any other symptom
does not mean that the infection has disappeared and that you are
completely cured. A possible feeling of tiredness is not due to the
antibiotic treatment but to the infection itself. The fact of reducing or
suspending your treatment will not have any effect on this feeling
but will delay the recovery.

OVERDOSAGE: Inform your doctor.

WHATTO DO IF ONE INTAKE HAS BEEN FORGOTTEN: The treat-
ment must be followed normally without taking into account the for-
gotten intake.

SIDE EFFECTS: This drug can with certain persons bring some side
effects: More or less severe allergies: skin rash, increase of some
white cells, Quincke oedema (sudden swelling of face and neck),

difficulty to breath, exceptionally anaphylactic shock. Digestive dis-
orders: vomiting, diarrhoea, candidiasis (infection due to certain
microscopic fungus). More rarely: moderating and transitory rising
of hepatic enzymes (seric transaminases). Anaemia, decrease of
white cells and platelets. Renal disorders. In case of supervening of
diarrhea during this treatment, ask rapidly your doctor for advice.
NEVER TAKE AN ANTIDIARRHEIC TREATMENT WITHOUT MED-
ICAL PRESCRIPTION. DO NOT HESITATE TO ASKYOUR DOCTOR
OR YOUR PHARMACIST AND TO INFORM ABOUT ALL SIDE EF-
FECTS NON MENTIONED ONTHIS LEAFLET.

STORAGE: Do not exceed the expiry date printed on the outer pack.

DISPENSING CONDITIONS : This drug is registered in List I. Your
pharmacist can only redispense it when explicitly indicated on the
prescription by the doctor or with a new prescription.

DATE OF REVISION OFTHIS LEAFLET: October 2000.

WHAT IS IMPORTANT TO KNOW ABOUT ANTIBIOTICS ? Anti-
biotics are efficient to beat infections due to bacteria. They are not
efficient against infections due to viruses. Also your doctor has cho-
sen to prescribe you this antibiotic because it is precisely conven-
ient to your specific disease. Bacterias have the ability to survive or
to multiply even in presence of an antibiotic. This phenomena is
called resistance: it leads to inactivity of some antibiotic treatments.
The resistance increases when abusive use or inappropriate use of
antibiotics. You may favourite the apparition of resistant bacterias
and then delay your recovery or lead to the inactivity of this drug if
you do not respect: the dosage, the frequency of intakes and the
duration of treatment.

Consequently, to preserve the efficiency of this drug : do not use an
antibiotic except if your doctor has prescribed it to you, respect
strictly your prescription, do not re-use an antibiotic without med-
ical prescription even if you think you treat a similar disease, do
never give your antibiotic to another person, it is maybe not adapted
to his disease.
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BAKTO KC Awmokeuynnnud XKEJTaTUHOBbIE KancCyJibl

BHuMaTenbHO NpoYTHTE 3Ty @aHHOTAUMIO, NPEXAe YeM NpUHMMaTb 3TOT
npenapar. B ciyyae BO3HUKHOBEHUS KakUX-1160 BOMPOCOB MK
COMHeHMs, obpaLlaiiTecb 3a COBETOM K BaLLEMY JieHallemy Bpady nim
¢hapmaueBTy. CoxpaHuTe 3Ty aHHOTaLMIO, OHA MOXET BaM NOHaf06UTLCS
cHoBa.

COCTAB: Amokcuunnnut (DCI), TpurngpatnpoBaHHbIi, KONNMYECTBO,
COOTBETCTBYOLEee 6e3B0AHOMY amoKeuLmanmHy - 500 mr. Cteapat
MarHusi Ha opHy kancyny Ne 0. O6onoyka kancyJsibl: 3pUTPO3NH,
VHAUFOTUH, OVOKCUA TUTaHa, OKUCb KPACHOIO >Kenesa, OKNCh XXENTOro
Kenesa, OKMCb HYEpHOro xenesa.

DPAPMAKO-TEPAMNEBTUYECKUU KJTACC: aHTMbaKTepuanbHbIin
aHTNONOTVK CeMencTBa B-nakTaMMHOB rPynMbl aMMHOMEHNLMIMHOB
(MPOTNBOVHMEKLMOHHbIN).

B KAKUX CNYYASAX NMPUHUMATDL 3TOT MNPEMAPAT: SToT npenapat
nokasaH npu fiedyeHnmn 6akTepmanbHbiX MHPEKLIA, BbI3BAHHbIX
YyBCTBUTESIbHbIMU MUKpob6amu. OH peKoMeHA0BaH Takxe B3pOCbIM Npun
HEKOTOPbIX BUAax s3Bbl XXenyaKa 1 ABeHaALATUNEPCTHOM KULLKU.
BHUMAHMUE! B KAKUX CINTYHAAX HE CJIEAYET UCMNOJIb3OBATb
OTOT NPEMNAPAT: OTOT MNPEMNAPAT HE CIIEOYET NCIMOJSIb3OBATb B
crnyyae anneprum K neHNUUIIMHam nnm uedanocnoprHam nnm K ogHOMY
13 ApYyrux KOMMOHEHTOB 3TOrO NMpenapara, B clly4ae UH(PEKLMOHHOro
MOHOHYKJ1€03a (CTb ONAaCHOCTb BO3HUKHOBEHMSA MOOOYHbIX ABAEHWIA
KOXHOro xapakTtepa). 3toT npenapat HE JOJIKEH NMPVMEHATBCA B
COYEeTaHNN C METOTPEKCATOM (MIMMYHOAENPECCUBHOE CPEACTBO).
OCOBbIE MEPbI MPEAOCTOPOXXHOCTMW: MNMpuem Tabnetkn 1 KancyJsbl
npoTUBOMNOKa3aH AeTAM [0 6 NneT, T.K. pe6eHOK MOXET NOAABUTLCS 1
3a00xHyTbCsA. Jlloboe nposiBneHvne anneprum (KOXXHoe BbiCbinaHue, 3ya...)
B MpoLiecce Nle4eHns [OKHO ObITb HEMeOJIEHHO coobLeHo Bpady. Ecnn
paHee npuem aHTMOMOTMKA BbI3blBaJT y BAC KpanvuBHULY UIN Apyrue
KOXXHble BbICbINaHus, 3y unu otek KBnHKe (Dake ecnu 1o 6bino gpyroe
CEeMEeNCTBO aHTMONOTUKOB), TO MPEXAe YeM Ha4vaTb ieveHne, cnegyet
npepynpeanTb Bpaya.

MEPbBI MPEAOCTOPO>XXHOCTU NPU NPUMEHEHWUMW: B cnyyae
NoYeYyHOW He[OCTaTOYHOCTY CleayeT NpeaynpPeanTb nevatyero spada. B
TeYeHne BCEro Kypca neyeHns pEKOMeHA0BaHO 06UIbHOE MUTbe. OTOT
npenapar MOXeT NCKa3nUTb HEKOTOPbIE pe3ynbTaTbl 6MOIOrMHYECKOro
aHanu3sa: Tect Kymbca, rnmkemusi, obLume CnoxxHble 6eS1Kn CbiIBOPOTKM
KpPOBU, aHann3 rioko3bl B MoYe. Ecnu Bbl JOMKHBI coaBaTh 3TV aHanu3bl,
npefynpeamTe 06 3TOM Jievallero spaqa.

B3AUMOAENCTBUA C APYTUMU NIEKAPCTBEHHbIMU
CPEACTBAMU U NMPOYUE BSAUMOJEUCTBUA: HTOBbI USBEXATb
BO3MO>XHbIX BBAUMOOENCTBW C HECKOJIbKUMW
JIEKAPCTBEHHbIMW CPEOCTBAMW 1 B 4acTHOCTY C METOTPEKCATOM,
CJIEQAYET COOBLLUNTb O NKOBOM COMYTCTBYHOLLIEM NEYEHUN
BALLIEMY BPAYY U1 ®APMALIEBTY.

BEPEMEHHOCTb-KOPMJIEHUE F'PYAbIO: B cnyyae HeobxoammocTu
3TOT Npenapat MOXXHO NPUHUMAaTb BO BpeMsi 6epemeHHocTy. Mpu
npreme npenapara BO3MOXHO KOpMJleHve rpyapto. Ecnny
HOBOPOXXAEHHOMO NOSBAAOTCH TaKNe NMPU3HAKN Kak MOHOC, BbICbINaHUS
Ha KOXXe, KaHAMO03 (MHeKyusl, Bbi3biBaeMasi MUKPOCKOMNYECKUMU
rpubkamu), HeMeLJIEHHO MOCOBETYNTECH C BAaLLUUM BPaYoM, T.K. 3Tn
SIBNEHNS1 MOryT 6bITb BbI3BaHbl MPUEMOM 3TOro npenapara. Boobuue, Bo
Bpemsi 6epPeMEHHOCT 1 KOPMJIEHUS TPYABIO CriedyeT Bcerga
COBETOBATLCS C BpayoM 1 hapmaLeBTOM O nprieme toboro nekapcrsa.
KAK UCIMOJIb3OBATb 3TOT NPENAPAT: AO3UPOBKA U CNOCOB
MPUEMA: O1a chopma Bbinycka B Kancynax npefHasHadeHa ans
B3pOChbIX 1 geTen ctapLue 6 net (CM. ocobbie Mepbl
npefocTopoXXHOocTH). CyLLecTBYOT Apyrue hopMbl Bbiycka
amMoKcuUMNnMHa gns geten mnaguwe 6 net nam Jo3MpOoBKHY Bbille 2 I B
OeHb ans B3pocnbix. Bo Bcex cnyyasx cTporo cobroaaTte NpeanmncaHns
Bpaya. [lo3npoBKa [o/KHaA COOTBETCTBOBATL 3a60/1EBaHNIO.
MpepnucaHHbie 4O3bl MOTYT BapbypOBaTh: - B3POC/bIM OT 1 - ao 6 r 8
CYTKM, - geTsiM oT 25 mr/kr go 150 Mr/kr B CyTKN.

Ocobble cnyvau: - $13Ba >xenyaka Uy BeHaauaTunepCcTHOM KUWKKU: 1 1
aMOKCULMANIMHA YTPOM 1 BEYEPOM B COYETaHUM C Apyrum
aHTNONOTMKOM 1 NMPOTUBOA3BEHHBLIM NMPENapaToM B TeYeHNe 7 OHENR,
3aTeM JOMNOJSIHUTENBHOE NeYeHNe A3Bbl B TeveHne elle 3-5 Hepenb. -
AHruHbl: 500 Mr yTpOM 1 BE4EpOM B3POCSbIM. - HekoTopbie opMmbl
aHrH: B3POCIbIM: 2 r/geHb B 2 npuemMa B TedeHne 6 gHel. - etam
ctapue 30 mecsaues: 50 Mr/Kr/geHb B 2 nprema B TeveHne 6 gHeit. B
Clly4ae NoYe4HON HeloCTaTO4YHOCTM A03bl O/HKHBI OblTh V3MEHEHbI.
CNOCOB U NYTb NPUEMA: OPAJIbHbIV MYTb NMPUEMA: Kancynbl
OOJKHbI MPOrNaTbiBaTbCA LENIMKOM: CO CTakaHoM Bogbl. [penapar
MO>XHO MPUHMMaTb HaToLaK, 40, BO BPEMS 1 MOCAe nprema nuLp.
NPOAOJIXKUTEJNIbHOCTb KYPCA JIEMEHUSA: [Ina pocTmxeHns
6onbluen apPeKTUBHOCTN ITOT aHTMONOTUK CliedyeT NPUHUMATL
PerynsipHo 1 B CTPOro Ha3Ha4eHHbIX 403ax, NPOAOMKUTENBHOCTb Kypca
NeyeHns JoKeH onpedenutb Bpad. VicuesHoBaHme xapa v gpyrnx
CUMMTOMOB He 03Ha4aeT, YTO Bbl MOSIHOCTLIO BbI3goposenu. MoxeT
NosIBUTLCS YyBCTBO YCTaNOCTU, HE CBA3AHHOE C MPUEMOM aHTMONOTUKA,
a BbI3BaHHOe camMoii nHgekureln. CokpalleHne [o3bl 1 OTMEHA NIeHeHNs
MOXXET He YNYYLLNTb Balln OLLYLLEHNS, HO 3a4ep>XXUT BbI3AOPOBEHME.
KAK NOCTYMNUTb B CNYYAE NEPEAO3UPOBKMW: MNMpepynpeantb
Bpaya.

KAK NOCTYMNUTb B CNYYAE, ECJZ1I1 OOUH UJIN HECKOJIbKO
NMPUEMOB MNMPENAPATA BblJI MPONYLLUEHbI: Kypc nevenns
[OMKeH ObITb HOPManbHO NPOAOKEH 6€3 y4eTa NPOnyLLEHHON A03bl.
HEXKEJIATEJIbHbBIE U MOBOYHbIE ABJIEHUSA: SToT npenapat
MOXXET BbI3blBaTb Y OTAENbHbIX UL, 60SIee U MeHee IpKo
BbIPa>KEHHbIE HEXXeNaTeNbHble ABMIEHVS: - HEKOTopble BUAbl annepruu,
6oree NN MeHee BbIPaXXEHHOIO XapakTepa: BbICbINaHNs Ha KOXe,
yBeMYEHNE KONNYECTBa NENKOLMTOB, OTeK KBIHKE (Pe3Kuil OTek nuua n
Lew), 3aTPyAHEHHOE AblXaHue, B PeOKnxX Cryyasx anneprniyeckuii oK.

- KuweyHble paccTpoiicTBa: TOWHOTA, PBOTA, MOHOC, KaHONA03
(MHbeKuumsi, Bbi3biBaeMasi MUMKPOCKOMUYECKUMU rpubkamu).

OyeHb pefKo: - YMepeHHOe 1 NpexofsLlee yBenmyeHne hepMeHToB
neyeHu (TpaHcaMmHasbl). - AHEMUS, MOHWKEHNE KONNYECTBA IENKOLUTOB
1 TPoM60LMTOB. - [NopaxkeHne novkun. HIKOIOA HE MPUHUMATb
MNMPOTUBOOVNAPENHLIE CPELOCTBA BE3 MNPEAMNNCAHUA BPAYA.
CMNPALLUVIBANTE COBETA BALLIEFO BPAYA VN BALLIETO
OAPMALIEBTA 1 COOBLUAUNTE O JIOBEOM HEXEJTATEJTbHOM WA
MOBOYHOM ABJIEHNIW, KOTOPOIO MO>KET HE BblTb B JAHHOW
AHHOTALNN.

CPOK XPAHEHWSI: He cnepyeT npuMeHsiTe NOCHe Aatbl, yKa3aHHON Ha
Hapy>XHOI yrakoBKe.

YCJ10BUSA BbIAAYUN HA PYKW: 3ToT npenapat BK/OYEH B NepeyeHsb |.
Ero Bblgaya MoXeT 6bITb BO30OHOBNEHA TONIBKO B Cly4ae, ecnv Bpay
yKasan 3To B peLenTe uam no npeabsiBieHn HOBOro peLienTa.

AOATA NMEPECMOTPA AHHOTALIUW: OkTs16pb 2000 T

YTO CNEAYET 3HATb OBb AHTUBNOTUKAX? AHTUGMOTUKM
3ahheKTUBHbI NPOTUB NHMEKLMOHHBLIX 3a60/1IEBaHNN, BbI3bIBAEMbIX
6akTepusMn. OHY He 3heKTVBHBI NPOTYB 3a60N1EeBaHUN, BbI3bIBAEMbIX
Buypycamu. Takum 06pas3om, Bpay HasHa4vyaeT BaM 3TOT aHTUONOTUK
VMEHHO MOTOMY, YTO OH Hanmbonee NOAXOAUT BalleMy Cly4ato 1 Ballemy
3aboneBaHuo. bakTepun NMEeT CNOCOBHOCTb BbDKMBATL U
pa3MHOXXaTbCH HECMOTPS Ha AeliCTBME aHTUONOTUKOB. DTO SBNEHNE
Ha3BaHO PE3UCTEHTHOCTbLIO: OHO AENAET JIeYEHNE HEKOTOPbLIMI
aHTNONOTVKaMUN Hed(HEKTMBHBIM. PE3NCTEHTHOCTb BO3pacTaeT npu
HenpaBUIbHOM WM HEMOAXOASLLEM NPUMEHEHUN aHTUONOTHKOB. Bbl
puUCKyeTe Cnocob6CTBOBaTb MOSIBIEHNIO PE3UCTEHTHBIX GakTepuii 1
3aep>xaTb CBOE BbI3OPOBEHNE UNY AaXe CAeNnaTh 3TOT npenapar
6ecnonesHbIM OJ1s Ballero opraHmama, ecnm He byaete cTporo cobopatb
cnepytoLlee: O3MPOBKY, BPEMSI U MPOAO/IKUTENIbHOCTb Nprema.

[Ons Toro, 4To6bl coxpaHuTb 3 eKTUBHOCTbL Npenapara,
co6nopaiiTe cnepyroue npasuna: UCNosb3yinTe TONIbKO aHTUGMOTUK,
Ha3Ha4eHHbI BaliMM Bpa4oM; CTPOro cobniogaiite npeanucaHue
Bpaya; He ucnosib3yiiTe NOBTOPHO Npenapart 6e3 yka3aHusa Bpaya,
Aa)ke ecnv Bbl cuUUTaeTe, 4TO 3abonenm noxoxxe 601e3HbI0; He
[aBainTe Ball aHTUOUOTUK APYromMy JiULly - OH MOXET eMy He NoJonTy;
3aKOH4YMB KYpC Nle4eHusl, BepHuTe (hapmaLeBTy BCe Ha4aTble
YNaKoBKM 4151 NPaBUJIbHOIO M COOTBETCTBYIOLLErO YHUUYTOXEHMUS1
3TOoro npenapara.

BJTAOEJIEL: TABOPATOPUA «MIHHOTEK MHTEPHACWOHAJb» -
OPAHLNA
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