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Uro-Vaxom® 
Composition 
Active principle 
1 capsule contains: 6 mg of lyophilized 
bacteriallysates of Escherichia coli. 

Excipients 
1 capsule contains: antiox. E310, glutamate, 
excipients for capsule. 

Properties/Effects 
Immunostimulating agent, 
In animals, a protective effect against 
experimental infections, a stimulation of 
macro phages, B-Iymphocytes and immuno
competent cells in the Peyer's patches, as 
well as an increase in IgA level in intestinal 
secretions have been reported. In humans, 
Uro-Vaxom' stimulates T-Iymphocytes, indu
ces production of endogenous interferon and 
increases secretory IgA level in urine. 

Preclinical safety data 
Extensive toxicity studies have not revealed
 
any toxic effect.
 

Pharmacokinetics
 
No experimental model available up to now.
 

Indications/Possibilities of use
 
Immunotherapy. Prevention of recurrent
 
lower urinary tract infections. Co-medication
 
in the treatment of acute urinary tract infec

tions.
 

Posology and method of administration
 
Preventive treatment and/or consolidation 
therapy: 1 capsule daily on an empty sto
mach, for 3 consecutive months. 

Treatment during acut" episodes: 1 capsule 
daily on an empty stomach as co-medication 
to conventional antimicrobial therapy, until 
disappearance of the symptoms but for at 
least 10 consecutive days. 
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Limitations for use 
Contra-indications 
Known hypersensitivity towards the con
stituents of Uro-Vaxomo; 
Precautions 
The efficacy and safety of Uro-Vaxom6 have 
not been established in children below 4 years. 
Effects on ability to drive and use machines 
Uro-Vaxom6 is presumed to be safe and 
unlikely to produce a sedative effect. 
Pregnancy and lactation 
Reproduction studies in animals have not 
demonstrated any risk to the felUs. but con
trolled studies in pregnant women are not 
available. As regards breast-feeding, no specif
ic stUdies have been performed and 
have been reported up to now. "" .~ '~~ ;; 

/', ",.$ -..,) 1 fro heat (below 30·C). 
Undesirable effects / \ :.''''.'~,,\~1JJe~.,~":"-. icalion should not be used after the 
The global incidence 3Mradv~rs8~effects" ,tl.!cpirati date printed on the package togeth· 
observed in the clinic~1 studies is approxi- ef'1!'i.!h mention "EXP". 
mately 4%. f S 
The adverse effects treported are class'ed ' . Presentations 
below in accordancei with their frequency 10 cap~,!J es 
(common: 1 to 10%. ~n9ommon: 0.1 to 1%, r--....:.~"''.'-I--Th~ls-.---di---------, 
rare: 0.01 to 0.1%, very, rar.e.... less than 0,01% .'.p.,; .~'~~';"'am nt.'s a mad Ictamhe.nt ffed' I d' . I d·' .,- - ., !.. ."c>, e IS a pro uc W Ieh a cts your 
an inC U Ing ISO ate ~,~es). h{'all •and its consumption contrary to Instrue-
Nervous system disord~; .~~a"dache (com- . ,t;iol) s dan?erous for you. 
mon). 0,,,, 'yi ._ .. •. _ .,:. ,._.f flow strictly the doctor's prescriptlon, the 
Gastrointestinal disorders: naJseil..'(~Y:'·'>- ethod of use and instruction of thepharma
abdominal pain (uncommon) "" 
(common), gastric intolerance (~ommon) or 
d spepsia (c mmo ) 
yon.

General disorders: fever (uncommonl. 
Cutaneous disorders: allergic reaction (uncom
mon). rash (uncommon), pruritus (uncom. 
mon), mild exanthema (uncommon). 
Other adverse effects. none severe, have been 
reported. principally several cases of alopecia. 
Isolated but serious cases have also been 
reported. such as oral oedema and peripher
aloedema. 
If skin reactions, fever or oedema occur. the 
treatment must be stopped since they may be 
signs of an allergic reaction. 

Interactions
 
No drug interaction is known up to now.
 

Overdose
 
No case of overdose known up to now. Due to
 
the nature of Uro-Vallomo and the results of
 
toxicity tests performed in animals. an over·
 
dosage seems impossible to reach.
 

• 
ParticUla~ ~~~arks 
Incompatibilities 
No known up to now. 
Shelf life 
Stored in its original package. Uro-Vaxom$ has 
a shelf life of 5 years. 
Special precautions for storage 

.e medication should be stored protected 

clstwho sold the medicament. 
•	 The ~?cto~ and the pharmacist are expens in 

medICine, Its benefits and risks. . 
•	 Do not by yourself1nterrupt the period of treat

ment prescribed for you. 
•	 Do not repeat the same prescription without 

consulting your doctor. 
Keep medicaments out of reach of children 

Manufactured by Minapharm - Egypt 
linder license of OM Pharma- Switzerland 

Update of the information: 2008 
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Uro-Vaxom® 
Composition 
Principe aetif 
1 capsule contient: 6 mg de Iysats baeteriens 
Iyophilises d'Escherichia coli. 

Exciplents 
1 capsule contient antiox. E 310, glutamate, 
excipients pour capsule. 

Proprletes/Effets 
Immunostimulant. 
Chez I'animal, on a ObSeNe une augmentation 
de ·Ia:resistance aux infections experimentales, 
une stimulation des macrophages, des lym
phocytes B et des cellules immunocompetan
tes au nlveeu des plaques de Peyer. eins; 
qu'une augmentation du taux des IgA dans les 
secretions intestinales. 
Chez l'homme, Uro·VaxomC stimule les Iym· E 
phocytes T, induit la. production d'interferon E 
endogene et augmente les taux des IgA a

(J)
secretoires dans I'urine. .... 
Donnees d1nnoculte prealinique 
Des etudes extensives de toxicite n'ont pas 
pu meltre en evidence UIJ que!conqueeffet 
toxique. 

Phan:nacocimitique 
Aucun modele experimental n'est disponible II 
oe Jour. 

Indications/Possibllites 
Immunothtlrapie. Prevention des infections re
cidivantes des voies urinairea basses. Adjuvant 
au traitement des infections aigues des voies 
urinaires. 

Posologie et mode d'emploi 
Traitement preventif et/ou de I;onsolldation: 
1 capsule par jour lr prendre Ie matin a jeun 
durant 3 mois consecutifs. 
Traitement des episodes aigus: 1 capsule par 
Jour aprendre Ie matin ajeun comme adjuvant 
ala therapie antimicroblenne conventionnelle. 
jusqu's disparition des symptomes, mais au 
moins pendant 10 jours consecutifs. 
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d'apparition d'un cedeme, Ie traitement devrait uL..J1 w4J.<,," .:.ll41~ ~) '-<4l "'("'~¥I ~.,rJ-. ,oJ1..,....Limitations d'emploi\ ~~ ...wl ....., ....... ,....... ,1 ~.uI""Ltl,¥1 olJL. (~ __)
etre interrompu etant donne qu'i1 peut s'agir de! Contre-indications . .......L...lI J.' ,,,.I,:.JI ~
 

I Hypersensibilitti reconnue vis-a-vis des consti reactions allergiques, r~~ -JJ~
 
. '1...,JIJ.:-J.o..:l1tuants d'Uro-Vaxom". I Interactions '.A'~wfo'tl .......,...¥
 

I 
Precautions Aucune interaction medicamenteuse n'est
L'efficacite et I'innocuite d'Uro-Vaxome n'ont • ....A-l ....connue ace jour. ~".:npas eteetablies chez les enfants de moins de ,.....su ~.~ I"l.l, ~'tI .......~.I.,. ~ ...1J.!..,.ol,.J
 Jt...&l1,-...J1 

oiJo,A- "'~J,'" J~ ~I.,J-I = ~ ..I,!#! ~1:i.,.J!b~4 ans. .N.O#1 ....W~......... olb .... ~6~olJ,.....!JS
Surdosage ~...,.
Elfets sur la capacite aconduire et autiliser .......~olJ,...o;.,SItt,-..t.1>oI< .1E310)~J"""
Aucun cas de surdosage n'est connu ace jour. 
des machines Vu la nature d'U ro-Vaxome et des resultats des ~.:.~

.t-i\~ .:.f".,ll:.n. "":L.Jl.1Uro-Vaxom& est suppose etre sur et ne provo tests de toxicite chez j'animal, il parait impossi
1 ~I' . YolJL,.iojl.. ¥. ...u..u...t.j.4quant pas d'effet sedatif. ble d'arriver 11 un surdosage. ,;) _ol-''' .\~~ ~ ~ .... JI,,.:U ol,),J.l'l ..~1 • J>...,l..ll ol,.1l .......
 

Grossesse et alJaitement 
Remarques particulieres ...".".,.,...m -~.u..Io"..:.,.4........ 5 ""....w ..... ~,..ol<L.llolJ.otllI,lU4B ~u.:n~~~~~lWl
Les etudes de reproduction chez I'animal n'ont • •• • ..l,L..Y1 .......,u ..~!»l'f~oL,.<1IJJ~....,l"'cUJ,I,.H~I pas pu mettre en evidence un risque quelcon Incompatib:Jltes JiW.Wl wu..Ioo ' "',5:l,.J.. ......, T..,u.JJ1 ~Ul ...,...su ",1 .1..01.:, ;J.-!.'fI ""'

! que pour Ie fcetus mais I'on ne dispose pas Aucune incompatibilite n'est connue 11 ce jour, ....".. ...,.311j,4-U¥.,!,J.~~:: J,.JJ.,. eIgA~"'t.l!J~"""-"'J'1 
I d'etudes contr61ees chez la femme enceinte. Duree de val/dite Jtu..-.,.JJ .,I:.,.s:.;..ll .....~1 ~t'<ob.u, ,'I.oJIJ~,........... . ~~ 

En ce qui concerne I'allaitement, aucune elUde Conserve en emballage d'origi~~~ ;'EXp· ..,lb;..... ~Jo>,oJ_l".".......,:I.....,...nJ-'-" ........ u!
i specifique n'a ete effectuee et aucune don nee a une duree de validite de iY,,"s. ';:"'~~"""~.f- :, _'1,.J-'"f'. 4o-U_ 
n'a ete rapportee 11 ce jour. Precautionsparticuliilres . st~a9&.r' ." / ' '"olI.-no:::~' E_.0.0 •E Le medicament doitet onserve-tfl'aori de'la- ' "", ••1,.oJ".... '" ,;)¥l_,.....~~tJ,Jo!lla".,: EE 
Effets indesirables chaleur (en-dessous d 30·Cl.:(e -medicament '\.' '~t~~I~J~~~":;'~1 J~lffrl.. oo (l)~!.JI~oL,J"Jl.:J.ll.oll~,)oI...LJ,Jl l.I~tll<.(J) L';ncidence globale des effets indesirables rele ne doit pas etre utilis apres ladate d'expira- '. ". . Allf'.-~ 'If:::'::;' .....

..uJ~.:IlI;..lItr..l~la.o w...tll&s:..-- ves dans les etudes c1iniqLies se situe 11 environ ...tion figurant sur I'e 4_"~ge apres;l!! !T'e.ntion .:~ ~...... ~"1""4~'..,$IL...,,,lf •.-Jr-.J-lU
 
4%.
 "EXP". ' "-- -.':. .. ........Ub".."IJl..·JltlW1'-'4~¥
 

. . ~~",roW1l! ~_ . i .-.,.,» ....... _"'.:I .......,sJlf
Les effets indesirables recenses sont classes ci .,4.u;.>,..,JI,......" ':'-':"'-WI ~ ,\I,~\ AJ,1al.\tIt; '.":' .JLU.'tIIS~lJ,l.:.:.o~~'tI.:l".lYapres en fonction de leur fnlquence (frequent: ~~",:ilwu,LJ ...... 
1 a 10%. peu frequent: 0,1 a 1%, rare: 0,01 11 \ t. i ...,u ~.,4....., f.,ll,.. ...~ ol.lt-tS"'~ ...~\ ~ 
0.1%. tres rare: info 11 0,01% Ycompris les cas .,s:J, "",....1.11 JI,/_..,.J.I <,J,l~4 ....u:J1~ /:"<I,w.., cll&s:'.'" J ru - ?JU y <:I:l! ...,n....,.ltl .......... .ul"l<isoles). 
Troubles du systeme nerveux: cephalees )i'rt)-" - \,0JU ?)i .:J' ...fJ-ii';"0... Jw.o.:....Jll_
(frequent) . ~'f.Il:"... 

,.....ro....,l~_\l~I_WJ.Io,;Troubles gastro-intestinaux: nausees (fre
2008~I~(,..i!-...&: "'~~\quent!. douleurs abdominales (peu frequent), ........4"..JII~".J,....m....,l~lI.,.a.,JbJ,)oI4'lI .... rol


diarrhee (frequent), intolerance gastrique .,...oJ1".. 
(frequent) ou dyspepsie (frequent), . •• "'~..,.L6~"~..,.L6~ 

0I10>0 ....... .,J ".. ~....... Lo..l..,...su ,~ JL-,..I,;"S< ~I.c;xTrDub/es gent'raux: fievre (peu frequent). 
Troubles cutamis: reaction allergique (peu ~\oo,'jI1.~, 

.,41.'-t.. ....... oIl .... ""',.J~'~.,4",o->lyo'll"Jl.t1lI......"'~!
 
c....lU ...,...n, 14\ ,J.lJ.I ~"ll ............. c.l..ool... <It... .,.,J ,;,s:J ~ .
 

frequent), rash (peu frequent), prur!l tpeu 
frequent}, exantheme leger (peu frequent). 

-\,J.....~l"~I ..."lf,~W~~..l.ool,,....l~,.J~I .......

D'autres efiet~ indesirables, sans caractere de 
gravite, ont ete signales, principalement quel ~':"wl:J" 
ques cas d'alopecie. .,..~ ..l.ool".oJr.t::l~~'rJI....ltI<ol...,:WJ~¥I..-J1 

Des cas isoles, mais graves, leis que des Clldil :g J~V~I"'4filowo~I""ts:u,...,u'tI...,1tI..!;,ll:lI~~ 

I mes de la bouche et des cedemes peripheri ~ ~~~kI ques, ont egalement ete rapportes. ::l
 

I En cas de reactions cutanees, de tievre ou Mise ajour de I'information: 2008 :l;
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