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EXTRA STRENGTH

Saccharomyaes b

NEW Florastor
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1 Supplement Facts
{ Serving Size 1 Capsule
-1 Servings Per Contamer 50

1Florastor

EXTRA STREKIGTH

Amount per Capsule _ v

Lyophilized Saccharomyces boulardn
from Brocadex : 250 mg*

* Dally value (DY) not estabhshed
250 ma contans over 5x10° live cells per capsule

Keep your intestinal tract
on track with Florastor ; chahaas it diet and

“# Flovastor helps maintain normal
: wmce of the intestinal fiora.

Promotes intestinal heatth

® The active ihgrediant of Florastor
Helps the flora

& Protects your intestinal tract

" #Kgeps your intestines functioning well

30

CAPSULES Staternents on this package have not been
evaluaied by the Food and Drug Administrafion.
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I1. Packaging for countries included in TEA submission
(December 2003)
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BELGIUM

Copy of Labeling
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Saccharomyces boulardii
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Store at room
temperature (15-25°C)

OTC

Swallow capsules with
a glass of water

Keep out of the reach
of children

Batch :

SA BIODIPHAR NV

PERENTEROL®

Saccharomyces boulardii

For diarrhoea

Exp.

50 mg

50 capsules

Oral route

BAR CODE
0818-005

Formula

Saccharomyces boulardii 50 mg
Excipients q.s.1 cap.

152 IS 127 F4

SA BIODIPHAR NV
Brussels B-1180 — Belgium

PERENTEROL®

Saccharomyces boulardii

50 mg

50 capsules

PERENTEROL®

Saccharomyces boulardii

50 mg

For diarrhoea

50 capsules

Oral route
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. La D{arfhée 50mg

chfall
50 Gélules
50 Capsules

AR, 50Kapseln
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Copy of Labeling
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A ultiser avont .
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Saccharomyces boulardii
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ULTRA-LEVURE
Saccharomyces boulardii

50 CAPSULES

Indications: This medicine is indicated in the adjuvant symptomatic treatment
of diarrthoea in adults and children over 6 years of age, in addition to
rehydration.

Compeosition: lyophilised Saccharomyces boulardii 56.5 mg (mixture of 50 mg
of lyophilised yeast cells and 6.5 mg of lactose) per capsule.

Oral route: Marketing Authorisation No. : 325 988.6.
Keep away from damp and heat, out of the reach of children.

Laboratoires BIOCODEX - 19 Rue Barbeés, 92120 MONTROUGE, France

Use before:

Batch No:
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ULTRA LEVURE
50
capsules
BAR CODE

Composition: *3259885+*

Lyophilised Saccharomyces boulardii ULTRA-LEVURE

56.5 mg (mixture of 50 mg of Saccharomyces boulardii Indications:

lyophilised yeast cells and 6.5 mg of
lactose) per capsule.

List of excipients with known
effect;
Sucrose.

Marketing Authorisation No.:
325 988.5.

Laboratoires

BIOCODEX

19 Rue Barbés,

92120 MONTROUGE, France

Batch No :

50

CAPSULES

Use before :

This medicine is indicated in the
adjuvant symptomatic treatment of
diarrhea in adults and children over
6 years of age, in addition to
rehydration.

Mode of administration:
Oral route.

Special warnings:
Read the package insert leaflet
carefully.

Store away from damp and heat.

Keep out of the reach of
children.
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Composition

Saccharomyces bouiardn tyophilise

56,5 mg (mélange de 50 mg de

cellules de levure lyophilisees et de

6,5 mg de lactose) . *» 3259885 «

pour une géluie. LE V R E indications
, Ce médicament est indiqué dans fe
Liste des excipients ayant un effet notoire: l ]
O e o Plents aya { troitement symptomatique d'appoint
. de lo diarthée chez I'odufte et I'enfant

. Médicament autorisé de plus de & ans,en complément ds io
. #°325988.5 tiydroiion, .

Saccharomyces boulardi

N° lot Ut av

SR ; '
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PERENTEROL 50mg Capsules

Zut. Ne. 1384300400 - Aporhekeapiivchtip

I
,Perenterol e i1y ]
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s 3 50mg H \
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3 mya.-s boulardii (Synonym:
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Durchfallerkrankungen

3 hapachn {83

@ Perenterol’ .

Zum Emnchmen.

s Apothekenpflichiig. Bitte

=3 Packungsheilape beachten,
3 Arznrcimitied Hir Kinder

unzagdaglich aufbewshren!

AR
CELLTECH

L

30 hapsels (N2

©
y b4
Q2 =B
T =
crentero i B
S i =¢
e N
S0mg Kapseln e 55z mmmn
S T Wirkssoff- Trockenhefe aus ‘E_ g'.' £s | ]
\*; S succharomyces boulardii g EE éé 5
i T SE =
~¢ T Zur Vorbeugung (<5} ¥ 3 gi P—
" & und Behandlong von - mg 8 ;g ’
Durchfallerkrankungen va Ex
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€69\ €0 00°1€°C7680

¥0/0S191

Marketing authorization No. 15843.00.00
— Available only from pharmacies

Perenterol®

50 mg capsules Active
ingredient:

Dried yeast — Saccharomyces
boulardii

For the prevention and treatment
of diarrhoea

KEEP ALL DRUGS OUT OF THE REACH OF
CHILDREN.
Follow the instructions in the package leaflet.

Capsules for oral use.

Saccharomyces cerevisiae Hansen CBS

1 Capsule contains: 50 mg dried yeast —
5926).

Saccharomyces boulardii (synonym:

Celltech Pharma GmbH & Co. KG

Bamlerstr. 1B- 45141 Essen

Codistributor: Sankyo Pharma GmbH

81366 Munich

Expiry date:

Batch No.
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o ] "y
O 240
_ 8 Perenterol® §d¢
v S 50 mg capsul Bcg
S
S g capsules TER
e =}
1 Capsule contains: 50 mg dried yeast — ol =
Saccharomyces boulardii (synonym: g o
Saccharomyces cerevisiac Hansen CBS o2
g 5926). $5
5 5
E Marketing authorization No. 8
©  15843.00.00 -'-'
o L )-d
g OO
: 75 ¢ Perenterol®
Z 8 s
& gg @& 50mgcapsules
53 2
2 E ® Active ingredient: dried yeast —
o8 & g Saccharomyces boulardii
S, J— o
O .
g @ ?, For the prevention and treatment
s 2 of diarthoea
@)
®
8 Perenterol®
4
9 & 50 mg capsules
33
g A % For oral use. o
% § & Auvailable only from pharmacies. S
@ B X 5 Follow the instructions in the package T T
é’ g2 E leaflet. ~ ° o
5% & @ KEEP ALL DRUGS OUT OF THE AR
o= ©  REACH OF CHILDREN. SO K
Perenterol® ® ¢
o pas Q
50 mg capsules S & 3 —%‘
VE § 5 %2x=
Active ingredient: dried yeast — E & E ~ BZE
= Saccharomyces boulardii o S E 5 26 é
; | 2w gof £as
= For the prevention and treatment V= =UEST E &
O  of diarrhoea A @ SS28SE®

Product licence No. -
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PERENTEROL FORTE 250 mg capsules

Zul -Nx. 15843 01.00 - Apothckenpftichtig

wvyom ceTevis

i
® g
Perenterol 55} )
*forte 250 mg Kapseln §="‘§ ;,gv
B Wirksolf Trockenbesc vus Snccharomyces bontardil
§ Zur Vorbeugung und Behandlung !EEE Eg .
R Blidi o B

80 Wapseln (N2}

Perenterol’

Ol'te 250mg Kapseln

®
L6l

1 Kapsel enthlie 250 mg
Trockenhefe aus Saccharo-
myees hoalnrdii (Smonym:
Saccharamycss cereviiac
Hansen CBS 5926)

renterol

250mg Kapseln
Wirksioll. Trockenhele aus
Saccharomyces boulardsi
Zur Vorbeugung
und Behandlung von
Durchfallerkrankungen

Zul.-Nr. 15343.01.00

erenterol’

4
ii
<(§ i rte 250mg Kapseln
E3<
. & i; Zum F;:uhmcn
Bllt’::u Paclunasbalqe beachien!

‘\rmeumuol fiir Kinder
unzuginglich aufbewahren!

erenterol’

Ite 250mg Kapseln
Wirkstolf Trockenhefe a0
Sacchuromyces bowtard
Zur Vorbeugung
und Behandlung voul
Durchfallerkrankungen

M ARy
(2N upsdey] 0§
ey 2uosz 3).10)
JoIumaIRg

&

AVA 5'=w AVA 5'--|.u AVA gpv AVYA =
ChLL TECH CELLTECH CELLTECH CELLTECH

Perenterol’
forte 250mg Kapsein

50 Kapsein (N2)

meam
&

M4

TN e

Celitech Pharma GmbH & Co. KG
Bamierstr | B 4514} Bssen
AR
PIN ~4796875
TTHRARA e
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L89NA €0 00°1€°TLETL
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Marketing authorization No. 15843.01.00
— Available only from pharmacies

Perenterol®

forte 250 mg capsules
Active ingredient: Dried yeast —
Saccharomyces boulardii

For the prevention and treatment
of diarrhoea

1 Capsule contains: 250 mg dried yeast —

Saccharomyces boulardii (synonym:
Saccharomyces cerevisiae Hansen CBS

Capsules for oral use.

KEEP ALL DRUGS OUT OF THE REACH OF
CHILDREN.
Follow the instructions in the package leaflet.

jan
L
2 &
M
s <
ogg
2
o
EHS
¥
w
&Trm
Emzs
£ 2
FEEZ
Agog\o
S=EBE
o Q —
nw O MO

Expiry date:

Batch No.
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> forte 250 mg capsutes 385
[ 4=
1 Capsule contains: 250 mg dried yeast _§- g°
5 — Saccharomyces boulardii (synonym: M
E Saccharomyces cerevisiae Hansen CBS S g
a 5926). o2
© &
forte 250 mg capsules
Active ingredient: dried yeast —
Saccharomyces boulardii
For the prevention and treatment
& of diarthoea
43
=
E Marketing authorization No.
© 15843.01.00
.
: Perenterol®
e X
B
g3 forte 250 mg capsules
g3
S ﬁ) 5 For oral use. o
L& g Available only from pharmacies. S
855 5 Follow the instructions in the package T D
£38 3 E leaflet. N % I
5EF 2 KEEP ALL DRUGS OUT OF THE S
el © REACH OF CHILDREN. ok
N6 ey .
TEES ® 3
:3 3 ¢ Perenterol ox 5
s = o @
2 e @ m— H I =
£ =2 forte 250 mg capsules OS2 § & 2
@ . L a & g 7
g z g Active ingredient: dried yeast — ‘E ) g ,CE
g = 5 Saccharomyces boulardii ) 4 'é: E g
® ® E = 8EE f 5
E For the prevention and treatment o 5 & c‘;‘ = E
© of diarrhoea A« S 83 Sua

Product licence No. — 4796875
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hapseln

fur Kinder

Zal -Nr 158430000 Apothekenpfhichtig
Butte Packungsbeilage beachten'

.Perenterol’

50 mg Kapseln wikstoft
Zur Vorbeugung und Behandlung
von Durchfallerkrankungen

®) Trockenhefe aus Saccharomyces boulardn

A
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FME93 16150704
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» Perenterol
g D

B2z - 50mg Kapseln
3 v T 1Kapsel enthalt 50 mg
3 > & Trockenhefe aus Saccharo-
8 # 5 myces boulardn (Synonym
. 4 = Saccharomyces cerevisiae
o = Hansen CBS 5926)
> <
Zul-N1 15843 00 00
3 % 50 Kapseln (N2)
z 3
3 ®
4 ereniero
23
&35

50mg Kapseln

(R EILIENER]

"/ = Wirkstotf Trockenhele aus
A [
. \* 5 Saccharomyces boulardn
£ o = Zur Vorbeugung
4 N b und Behandlung von

@

Durchfallerkrankungen

Perenterol”

50mg Kapseln A

\{5 :Z; = g -
4 Zum Einnchmen
o T Apothekenpflichug Bitte

.’ —  Packungsbeilage beachten
W : Ar/nemuttel fur Kinder

unzuganghch aufbewahren! .

apseln (N2) @

Perenterol’

50mg Kapseln

Wirkstoft Trockenhefe aus
Saccharomyces boulardn

WUNHAAN

Zur Vorbeugung
und Behandlung von
Durchfallerkrankungen

IR
A\
CELLTECH

Perenterol

50mg Kapseln

Celltech Pharma GmbH & Co KG

Bamlerstr 1 B 45141 Essen
Mitvertneb Sankvo Pharma GmbH

81366 Munchen

PIN -2522783

[
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Zul -Nr 15843 01 06 Apothekenpflichtig 50 Kapseln

Perenterol

forte 250 mg Kapseln

Wirkstoff Trockenhefe aus Saccharomyces boulardn

00 1€ 261

#0)

DeaNS

Zur Vorbeugung und Behandlung

boulardn (Synonym Saccharomyces cerevi-

Kapseln zum bmnehmen | Kapsel enthalt
250 mg Trockenhefe aus Saccharomyees
sae Hansen CBS 5926)

Celltech Pharma GmbH & Co KG

Ramlersts | B 45141 Essen

< von Durchfallerkrankungen =
£ A fur Kinder h aufbew ahren’ -
£ Bitte Packungsbeilage beachten' -

verwend-
bar bis
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‘( ) Saccharomyces cerevisiac
™ U Hansen CBS 5926)
50 Kapseln (N2)
fOl’te 250mg Kapseln
-y Wirkstotf Trockenhete aus
. ) Saccharomyces boulardn
\y ? Zur Vorbeugung
‘( = und Behandlung von
~" U  Durchfallerkrankungen
Zul -Nr 15843 01 00 50 Kapseln (NZ)
s5t Orte 250mg Kapseln R
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AT N2
Codex =" a

s M MDICINALE TuOR!
—cn T m‘:uuu OE BANBIN
N don @ somdenge indicote 5|
copsule 250 mg :-h prodelte in cerfecions:
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COMPOSIZIONE - Ogni sapsuls }
: !

1

contiena: Principio sftive: Soc~>
x o ex wrvies Podoen oW o 4 g0 e
<l zzae, {5 ot B greme o0 2500
Eccipiontiy afc. ~ rogags geyon
GEMI DOS L T TR
1 Canpree 250~ G eapnae 25C g MODO E VIA DI SOMMINISTRAZIONE:
e Nimem s BOL PR P B2
ATTENZIONE: ¥ v, =gy @ ame e
e ANLIRS MY
TENERE 1L MEDICINALE FUOR! DELLA
PORTATA DE! BAMBING
2T CRCID s
Madiet (3 non
werizione medico

urrna

Saccharomyees boulardii

Saccharomyces boulardit

CODEX®

10 capsule da 250 mg
A029032012

Zombon Polia .

R R AT A

ggetto © pre-

3
g
:
§
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T edke R
Zambon Italia s.r.l.
N I BT

20260/04
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Codex MARKETING _

Saccharomyces boulardii AUTHORIZATION NO.: §
029032012 0

250 mg capsules PLEASE NOTE: Read the
enclosed instructions carefully

COMPOSITION before use

Each capsule contains:

Active ingredient: Saccharomyces KEEP ALL DRUGS OUT OF

boulardii in the form of a lyophilized = THE REACH OF

powder (5 thousand million live yeast CHILDREN

organisms), 250 mg

Excipients: lactose, magnesium The expiry date shown refers

stearate, gelatin, titanium dioxide to the product in an unopened
pack stored in the correct

METHOD AND ROUTE OF manner.

ADMINISTRATION:

For oral administration @
MARKETING Zd 3
AUTHORIZATION HOLDER: 2
Zambon Italia s.r.1. § 5

via della Chimica, 9 — Vicenza
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Codex ‘ Codex
Saccharomyces boulardii Saccharomyces boulardii

10 capsules of 250 mg 10 capsules of 250 mg

NO
PRESCRIPTION
REQUIRED

Zambon Zambon

Codex
Saccharomyces boulardii
10 capsules of 250 mg

COMPOSITION

Each capsule contains:

Active ingredient: Saccharomyces boulardii in the form of
a lyophilized powder (5 thousand million live yeast
organisms), 250 mg

Excipients: lactose, magnesium stearate, gelatin, titanium
dioxide

METHOD AND ROUTE OF ADMINISTRATION:
For oral administration

PLEASE NOTE: Read the enclosed instructions carefully
before use

Zambon Italias.rl. —
EXPIRY DATE

Vicenza

10 capsules of 250
mg
PRICE AND

CODEX®
A029032012

KEEP ALL DRUGS OUT OF THE REACH OF
CHILDREN

MARKETING AUTHORIZATION NO.: 029032012
Zambon Italia s.r.l.
Non-prescription medicine

MARKETING AUTHORIZATION HOLDER:
Zambon Italia s.r.l.
via della Chimica, 9 - Vicenza

The expiry date shown refers to
product in an unopened pack stored in
the correct manner,

20260/04
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COMPOSIZION
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JIVAVA

hARTE

Via oral

20 capsulas ‘JMERCK
)

Campaosigio

1 edpsuls contém:

Saccharpmyces boutarart efilvada 2825 mg

{250 mg de levedura < > 5 bikbes J¢ germes vivos)
Aviso: Contém sacarose

Indicagies ¢ Posaloga:
Ver folhelo nformatim mctuso.

MEDICAMENTO SUJEITO A RECEITA MEDCA
Mo quardat atima de 250 C. O /‘ﬁ
2 »

ULe250°

LEN

“Abertara g0 Bister

s ' MERCK

Titwlar do AIM: At Ao 7
Meres, SA VTR 48| MeensA

Rua Allredo da S va, 3-C s

130¢-040 Lisboa ullllllll
Direcgio Téomca,

% 8912410 »

0+ Francisea Dioisic
(Farmraréot cap

Regis.v " 8312410 ro INFARKED

20120:63
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20 capsules
For oral administration

Composition

1 capsule contains:

282.5 mg lyophilized
Saccharomyces boulardii
(250 mg yeast, corresponding
to 5 thousand million live
microorganisms)

Warning: Contains sucrose

Indications and dosage:
See the enclosed information
leaflet.

PRESCRIPTION-ONLY
MEDICINE

Do not store above 25°C.
KEEP ALL DRUGS OUT
OF THE SIGHT AND
REACH OF CHILDREN.

20 capsules
For oral administration

Marketing authorization
holder:

Merck, S.A.

Rua Alfredo da Silva, 3-C
1300-040 Lisbon

Technical director:
Dr. Francisca Dionisio
(pharmacist)

INFARMED Registration No.
8912410

UL 250®

NORMALIZES THE INTESTINAL
FLORA.

MICROBIOTIC ANTIDIARRHOEAL

Opening the blister
1. Fold ;5 _,
€3]
2.pull O 5
= o
958
2
@d-as
3428
MERCK SEEQE
ERC DZEZ=54<
20
UL 250®
NORMALIZES THE INTESTINAL
FLORA.

MICROBIOTIC ANTIDIARRHOEAL

Opening the blister
1. Fold
2. Pull

MERCK

RETAIL PRICE €9 01 RETAIL PRICE€901F 8
UT RG €5 41 Merck, S A

UT RE €4 05 ULe250

20 capsules

8912410

Inci VAT

20

20

20120/03
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1. Fold up

ULe250®

—, Jphilized Saccharomyces
boulardii 282,5 mg

2. Pull

Capsule
MERCK






10VANYA

AR N .1

20 capsulas
Via oral

Composigao

1 capsula contém:

Saccharomyces boulardi hofilizada 282,5 mg

{250 mg de levedura < > 5 bilibes de germes vivos]
Aviso’ Contém sacarose

Indicagbes e Posologia:
Ver folheto informativo incluso

MEDICAMENTD SUJEITO A RECEITA MEBICA
Nio guardar acima de 25° C
MANTER FORA BA VISTA £ DO ALCANCE DAS CRIANCAS

20 capsulas
Via oral

Titular da AIM

Merck, SA

Rua Alfredo da Silva, 3-C
1300-040 Lisboa

Direcgdo Téemcea.
Dr Francisca Dionisio

(Farmacéutica)

Registo n 8912410 no INFARMED

UL 250°

Abertura do Blister

1 Dobrar
2 Puxar

' MERCK

UL 250°

Abertura do Blister

1 Dobrar
a2 Puxar
/40

' MERCK

PVP €301

UTRG coa1| PYP€smi B
UTRE $405] Mrxsa
U o250
2 Capoutas
* 89124

20

UL 250°s
20 ®
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. VINAII-VYLIN

936872 X EXO

ULTRA-LEVURA

COMPOSICION por capsula:
Saccharomyces

boulardn hofilizado. 56,5 mg
Excipientes Sacarosa 92,3 mg
y otros c s

Via oral.

MANTENGASE FUERA DEL ALCANCE
Y DE LA VISTA DE LOS NINOS

Trular

UPSAMEDICA, S.L.
Grupo Bristol-Myers Squibb
C/ Almansa, 101 28040 Madnd

Comercializador

% Bristol-Myers Squibb, S.L.
C/ Almansa, 101 28040 Madrid

Licencia Lab BIOCODEX
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UPSAMEDICA, S.L.
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VINATI-VELIN

~ ULTRA-LEVURA

ULTRA-LEVURA ==\

Mantener el frasco bien
cerrado

Conservar al abrigo del
calor y de la humedad

UPSAMEDICA, S.L.

936872 X EXO

ULTRA-LEVURA

JRl0 BIA

s'0:s0n0 A
Bw 26 esaseses sausidiong
Sus g'gg ‘opeziyol 1pseINog
S30AWOIBYIORS &

gnsdeo sod NOIDISOAINOD

VANAIT-VILIN

OX-4 X 2.89¢€6

ULTRA-LEVURA

27470704
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ULTRA-LEVURE

ULTRA-LEVURE

Ex

Lot i~

KAPSELN 50 GELULES

HJ/809'10€

IS

Zusammensetzung Camputiion

1 Kapsel enthat 58 5 mg, » geloe corent §8.5 me

Baccharonyces potdardn voph tsat Brocratt «ces coded yoptiice

{entsprechand 50 mg ez umn LOrEsnpard A 3 50 mg e brvare et
8% g de avtese; Drvopons

6.5 mg Lactoss) Hdisstuif

Indikstionen indizatess

Durehatierkrackimgen L . RE - Trateront des dwrhess

{Packungsbe lage beachted) i v \ R {Veuiliez cons.alice @ notics) ;
" N . o — ¢ : ;

2
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301.608/CH

ULTRA-
LEVURE®

Indications: Treatment of diarrhoea
(see package insert leaflet).
Composition: 1 capsule contains: 56.5
mg of lyophilised Saccharomyces
boulardii (i.e. 50 mg of yeast and 6.5
mg of lactose).

Excipients:

S0
CAPSULES

IKS / OICM No. 30 479 025

Expiry date:

Batch:




®

ULTRA-LEVURE
Saccharomyces boulardii

CAPSULES
Manufacturer
BAR CODE Laboratoires BIOCODEX
*7 680304 790253* - France
IKS-0OICM
BIOMED
Distributor

BIOMED AG 8600 Diibendorf

Composition:

1 capsule contains: 56.5 mg
lyophilised Saccharomyces
bulardii (i.e. 50 mg of yeast and
6.5 mg of lactose), excipients.

Indications:
Treatment of diarthoea (see
package insert leaflet).

Usual dose:

Acute disorders, first days:
10 capsules a day.
Chronic disorders and
maintenance treatment:

4 capsules a day.
Prevention of antibiotic-
associated diarrhoea:
according to doctor's
prescription
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PERENTEROL 250

Perenteroli” 2085,

BIOMFD )
e o
erxrankungan, Auf irztiche En ng: A :

8 odey b Dicerhiien Sondenacndh-
?3??% Peasouas d'el i: Sor avis ical: teatement

o5 charhaes, préventon of fradement 0os crarrtions ooutes par ks an )
gibéo(aquo:; ou grite 3 ung awmentaton par sonde. Zussmmensetzung:
1 Kapsel enthilt: Saccharomyces boutarti Lyophimat gx!s;mdwgmi.
| 250 mg Mele und 32,5 my Lackose) 282.5 Hifostofl, omposiho‘n‘
1 capsdie content: Saccharomyces boulards opheisé noeespondant a

280 mg o levare 8t 32.5 mg de tactoze) 2825 '&’q%&ﬁ”ﬁh 47571049

2um f pichmer

Gt e Onotrdnatoss o f i
BIOMED AG %607 Dubenacet EETPREL

© BIOMED
2 Capsules
Voie orale

Zusammensetzung:

1 Kapsel enthéilt: Saccharomyces boulardn Lyophi-
lisat (entsprechend 250 mg Hefe und 32,5 mg Lac-
tose} 282,85 mg Hilfsstoff

Indikati /A dungsmabglich}
Behandiung von Durchfallerkrankungen. Auf arztir-
che Empfehlung: Vorbeugung und Therapie von

antiblotikabedingten Diarrhden oder bei Diarrhoen
infolge Sondenernahrung.

Dosierung:

1 bis 2 Kapseln taglich oder nach arztlicher Vorschrift.
Notizia italiano nell’mternoc.

“ BIOMED

2 Kapseln
zum Einnohmen

Composition:

1 capsule contient: Saccharomyces boulardii lyophi isé
(correspondant & 250 mg de levure et 32,5 mg de lac-
tose} 282.5 mg Excipient

Indications / Possibilités d’emploi:

Traitement des darrhées Sur avis médical pour pré-
vention et tratement des darrhées induites par 'es
antibiotigues ou suite 4 une almentation par sonde

Dosage:
1 & 2 capsules par jour, ou selon prescription

£xp.

=
)
e

2208/02



S. boulardii TEA

Laboratoires BIOCODEX Page 60

1728/01

@
PERENTEROK

BIOMED

Indications/Possible use: on medical advice :
treatment of diarrhoea; prevention and treatment of
antibiotic-associated diarrhoea or following tube
feeding.

Composition: 1 capsule contains: lyophilised
Saccharomyces boulardii (i.e. 250 mg of yeast and
32.5 mg of lactose) 282.5mg. Excipient.

IKS / OICM No. 47571049

Distributor: Oral Route
BIOMED AG 8600 Diibendorf

20 Capsules

Expiry date:

Batch:
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Perenterol 250®
5FQ8 23 BIOMED
as - Q 2 g 20 Capsules
S2E% B3 Oral route
o & E =
oL 2 —
g n Composition:
= % 1 capsule contains lyophilised Saccharomyces boulardii
S (i.e. 250 mg of yeast and 32.5 mg of lactose) 282.5 mg.

Excipient.

Indications/Possible use:

Treatment of diarrhea. On medical advice for prevention
and treatment of antibiotic-associated diarrhea or following
tube feeding.

Dose :
1 or 2 capsules a day, or as prescribed.
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2 Capsules

Voie orale

PPN

Zusammensetzung:

1 Kapse! enthalt Saccharomyces boulardu Lyophi-
lisat (entsprechend 250 mg Hefe und 32 5 mg Lac-
tose) 282,5 mg Hilfsstoff

Indikationen / Anwendungsmoglichkeiten:

Behandlung von Durchfalierkrankungen Auf arzti-
che Empfehlung Vorbeugung und Therapie von
antibiottkabedingten Diarrhoen oder ber Diarrhoen
infolge Sondenernahrung

Dosierung:

1 bis 2 Kapseln taglich oder nach arztlicher Vorschnft
Notizia italiano nell'internc

I
475'71049+

L

Perenterolz’

BIOMED

2 Kapsein
zum Einnehmen

680

-
f

Composition:

1 capsule contient Saccharomyces boulardu lyophitise
(correspondant a 250 mg de levure et 32,5 mg de lac-
tose) 282,5 mg Excipient

Indications / Possibilités d'emplor

Traitement des diarrnees Sur avis medical pour pre-
vention et tratement des diarrhees induites par les
antibiotigues ou suite a une alimentation par sonde

Dosage.
1 4 2 capsules par jour, ou selon prescription

IKS-0ICM
2208/02
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Indikationen !
Durchfallerkrankungen LEVURE
(Packungsbeilage beachtenj

" Ubliche Dosierung
Akute Affektionen, die ersten
Tage :

10 Kapsein taghch.
! Chranische  Affektionen  und

Z ;

;
= Vestrieh / Disinbuteur
REGLEMENATION | B10MED AG 9600 Dibendor!
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ULTRA-LEVURA 936872

50 CAPSULES )
FOR ORAL ADMINISTRATION

M noléinm o .
U OIiposiuidi pex capsale.

Saccharomyces boulardii: 56.5 mg
Excipients: sucrose 92.3 mg and others g.s.

1653/03
Expiry
date:

UPSAMEDICA, S.A.
Licence: BIOCODEX

Batch:
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‘yoreq

:orep Andxg

CCL89¢E 6000LY 8

VIANATT-VILI

C¢L89E6 'N'D

936872 EXO

ULTRA-LEVURA

Composition per capsule:
Lyophilized Saccharomyces boulardii: 56.5
mg

Excipients: sucrose 92.3 mg and others g.s.
For oral administration.

KEEP ALL DRUGS OUT OF THE
REACH AND OUT OF THE SIGHT OF
CHILDREN

Authorization holder:

UPSAMEDICA, S.L.

Grupo Bristol-Myers Squibb

C/Almansa, 101 28040 Madrid

Marketed by:

Bristol-Myers Squibb, S.L.

C/Almansa, 101 28040 Madrid

Licence: BIOCODEX

50 CAPSULES
UPSA

ULTRA-LEVURA
936872 EXO

ULTRA-LEVURA
Keep the bottle tightly closed.
Store in a cool, dry place.

UPSAMEDICA, S.L.

ULTRA-

LEVURA

CMI 0279

UPSAMEDICA, S.L.
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IT1. Packaging and package leaflet

AFRICA
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IVORY COAST

&

SENEGAL

Copy of Labeling
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ULTRA-LEVURE

A utliser

totn®:
avant :

= | JAINATT
1 velLin

Indicafions
Tos madicign & zec hr e pdiero

e JITRA %@miﬁw’“ﬂh«
memie || EVURE| i

gﬁ?i% dorsp et Pricautions M&:ﬂg\s«wﬁu :
kP OUT OF REACH OF CHDREN, Saccharomyces boulardn Wé’ &l'che de T
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ULTRA-LEVURE

1.

»3

12

ULTRA-LEVURE

1. IDENTIFICATION DU MEDICAMERT
Denpomination
LLTRA- FVURE, gdtuke
Composttion

Saccharormyoss bouk-idn P"Ouh s
mdmgeds&OmgceMu“xsddwnlvod‘ﬂ»&eseMe&quﬂelndjsc)

Expipedy  Sdom's 98 mognéslum, socchorose
poLr ung gdlute N° 2 ge 150 mg

Composition de ranveiorde U 16 gelule  gsiiine ¢ oxyde s wang F171)

Forme phasmataitigue

Géluig Fracons de 20 of 50 géiules

Classe pharmaco-thérapoutique

ANTID'ARRI EIQUE

Flore de subslitulion

(A apparad Cigeshf o meiabadisime)

Hom o1 ouireesa de lexploitunt

Lobosvicires BIGCODEX

18, ro Borbés
92120 Montrouge  Froroe

. DANS QUELS CAS UTILISER GE MEDICAMENT

~N

Ca médicomant asl numSé comrme kailament doppont des diarhées, an comple-

ment da lo whydraial

3. ATTENTION |
Duns guels cos se pas stiliser co médicamant

EN CAS DE DOUTE, I EST INDISPENSABLE DE DEMARDER UAVS Db VOTRE MEDF-

OIN O DE VOTRE PHARMACKN
Mise on gurde spécidic
Enmsdedcwmoeabordunb deprésamodescmmdegmeﬁoml&
s de fevre, vomissements ou outrss signes.
IHVED(ATEMENT VOTRE MEDEGIN

Précowtions d'ampiol
Dignde

Adjoincre a co Hraifement des boisscns Sucrées ou det boulllons saks pour com-

m&mmmwmabmm
Yonfunt - Anler Je loit ot las Ioilnges le premier
au-dsih da 2 jours,

EN CAS DE DOLTE, N'HISITEZ PAS A CONSULTER VOTRE MEDECIN OU VOT#

OLADSEANITAL

IDENTIFICATION OF MEDICINAL PRODUCT

Hamo
ULTA-LEVURE, capsule
Compusition

Lyophilized Soccncronmees bouiard 86 5 myg
(mbdure of 50 myg oi lyoplulizest yaos! ceils with 8 5 mg ollcame)
Exglpieqls Mognaswm steorats, Sucse

per 150 mg NG 2 capsule

Composhion o the capsudy ewdona galatn, Hkrr dioxide (E171)
Phannaceisical form
Copsise Boltfes of 20 ond 50 capsuias
Pharmacothorepostic classification
ANT} DARRHEA
Replacemen® o
(A, digas'ive system and mstabohsm)
Rame oad address of manutachimes
Laborrires BOCODEX

18, e Berbds
2120 Mentrougs - Francs

- VHEN TO USE THIS MEDICINE

This (edid 0% 15 1860 05 O sl § heatinent for danten, m eddon ehydration

. TAKE CARE!

Whon 1ot fo yse this medona

Ut DOURT, 113 BROENI'S JO SEEK cHy ADVIOE OF YOUR DOCTOR 0% R
PtARMAL Y

Bpeditl womnimgs

In e [resen Of hoavy d IMad o of moed Of IGUS 10 S'nS, G I 60 of ‘wvar
veArfing o olf 37 digesisn surardomes, STIK YOUP COUTOR'S ATVIDE £AMID ATE Le
Priscoutions for use

Droyineg

AT Sumet 0Ok OF S TS I Py e by compensote lur Bt ks dus 1o
diattaa

i enedion 5 op nuih 0val oy pro ;dx;.ys D fes dey of Teomen

i dionne parssie o G0 7 dees CONSULT VUAIR DOC UK

ULTRA LEVRT sora-sts of e 0d 5 Ca HOF fiax WA IGUIdR of 160d PR e g
o Grdte Pan H0%) et o vlo o

i N OOUBT, L0 WO HSITAD 19150k Tk ADVEE UF YO R 00 100 5% 018«
HARIATIST

2

igestits, CONSULTEZ

o~

el

é & ouires
He pis assaulel o8 médicunenl 4 un anblongigus (mecicoment colif conhy g
o EVENTUELLES MTERACTIONS ENTRE PLUSIEURS MEINCAMENTS, 1
Fainm %E‘Jiiﬁ ORI TOLIT ACTY: "RATERENT N GOURS A VOTR
MEUECIN OU A NGTRE PHARIMACIEN

4. COMMENT UTILSER CE MEDICAMENT
Posologic
0 posokge eat de 4 géhEes par ;our, on 7 prisss
Mode & Yolo d'atmialstyction

iisie dofvent Sir2 ovoiées avec Ln gond vare 6aou
Lasgﬂ s de moins do 8 ans, 'lagtwmunémmpmu\mlermuéum

o tixisse rouls) MOIS Ge 1es ouviir ef 3'sn varser ks conteny dn' e bais
sor ou e olirend

§, EFFETS NON SOUHAITES ET GENANTS

UME TOUT PRIKCIPE ACTIF, CE MEDICAMENT PEUT, CHEZ CERTAINES PER-
%NES, ENTRAINER DES EFFETS SLUS OU MOINS GENANTS

SIGNALEZ A VOTRE MEDECIK OU A VOTRE PHARMADIEN TOUT EFFET NON SOUHAL
TE ET GENANT QLS NE SERAIT PAS MENTIONNF DANS CETTE NOTICE

6. CONSERVATION
Ne pas 0oposser ki dalo e U fguni str e f axtdrieur

igh| il

Drug interactions and other forms of ixieaciion
Dctutmm:;nmndhmhmasmamm agort (maarcme cotve agoinst

L ORDERTO AV0ID POSSIBLE INTERACTIONS BETWEEN SEVERAL MEDICINES, 11 1S
T Y INFORM YOUR DOCTOR OR PHARMACIST
TREATMENT THAT YOU NAY 8F TAKING MAGIST OF AHY OTHER

. HOW TO USE THIS MEDICINE

Dosoge
4 copsdes par day, a5 2 dvided G098,
Method and route of adminiesretion
Capsdesmbewdmdvmoghssdm
s feconsranded 1o oper the capsuls ond tij; The
1

'manmsm iescboﬂao«holm

i3
Z
2
H
i

(rsk of

UNDESIRABLE AND TROUBLESOME EFFECTS

I COMMON WiTH ALL ACTIVE SLBSTANCES, TH S MEDIUINE MAY CAUSE TieOU4 2 -

SOME EFFECTS D7 VARYING DFGRITS 1N CERTAN IN(’!’S)!IA + S -

I&'LL YOUR DOCTOR OR PHARKACIST ABOUT AhY OTHER UNDe SIRARLE AND TR
2 ESOME EFFECT NOT MENT-ONED PTHIR AAGKAGE INGERT ;:4!0 PETIN »

. STORAGE

D0 00l orozadt [ x5y Gl showt 0 the GUkY packorsig
Spetiot storuge presuutions
Slwre Gty from dormp ane hea®
4 3401

Lakertaras
BIOCODEX

2 R0 Pratds
YOUMN G o0
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ULTRA-LEVURE

Indications: This medicine is indicated in the adjuvant treatment of diarrhoea,
in addition to rehydration.

Composition: lyophilised Saccharomyces boulardii 56.5 mg (mixture of 50 mg
of lyophilised yeast cells and 6.5 mg of lactose) per capsule.

Oral route: Marketing Authorisation No. : 311 001.9.
Keep away from damp and heat, out of the reach of children.

20 CAPSULES

Laboratoires BIOCODEX - 19 Rue Barbes, 92120 MONTROUGE, France

Use before:

Batch No:
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Indications :
This medicine is used for the advent
ireciment of diorrhea, i addihon fo rehydrafion
Method of adminisiration :
Tobe tukend ydmouth

Dosage and administrafion :
See e%lclosed pamiage msert ol
Special storgge precoutions :
Sm away r%mpg:cmp o e

KEEP OUT OF REACH OF CHILDREN.

o gy b 569
CCharpmyces jargil mi
(%Un‘()tu'r‘ez ? 50 mﬂ omcy)pidiz " yeolst el wih

5
per Tg)omg N°2 copsule.

ULTRA
LEVURE

Saccharomyces boulardn

réhydratation

59 médicament estutlisé comne frodement
appoint des diarhées, en complément de o

Mode d'adminisiation : Voie orale

Posologie ¢t mode d'emploi

Consul er l(l notice intérieure,

Précautions particuliéres de conservation :

A conserver a |'abri de thum
chaleur

NE PAS LAISSER A LA PORTEE DES ENFANTS,

Composition :

f;wdﬁ?w?gi‘)'xh

\dité et de la

s

FRINATT
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oy consil
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21360 04
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20 GELULES




Interactions médicamenteuses et autres interactions

Ne pas assocler ce médicament o un antifongique (médicament actif contre les
champignons)

AFIN D'EVITER O'EVENTUELLES INTERACTIONS ENTRE PLUSIEURS MEDICAMENTS, 1L
FAUT SIGNALER SYSTEMATIQUEMENT TOUT AUTRE TRAITEMENT EN COURS A VOTRE
MEDECIN OU A VOTRE PHARMACIEN

. COMMENT UTILISER CE MEDICAMENT

Posologie

La posologie est de 4 gétules par Jour, en 2 prises

Mode et voie d'administration

Les gelules dowent étre avaless avec un grand verre d'eau

Pour les enfants de moins de 6 ans, It est recommandé de ne pas avaler les gélules

(nsque de fausse route) mais de les ouvrir et d’en verser le contenu dans une bols-
son ou un aliment

. EFFETS NON SOUHAITES ET GENANTS
COMME TOUT PRINCIPE ACTIF, CE MEDICAMENT PEUT, CHEZ CERTAINES PER-
SONNES, ENTRAINER DES EFFETS PLUS OU MOINS GENANTS

SIGNALEZ A VOTRE MEDECIN QU A VOTRE PHARMACIEN TOUT EFFET NON SOUHA!-
TE ET GENANT QUI NE SERAIT PAS MENTIONNE DANS CETTE NOTICE

6. CONSERVATION

Ne pas depasser la dote limite d’utlisation figurant sur le condittonnement exterieur

Précautions particuliéres de conservation
A conserver a I'abri de I'humidite et de la chaleur

Laboratores

BIOCODEX

19 rue Barbes
92120 Manticuge - Fronce

ULTRA-LEVURE

1. IDENTIFICATION OF MEDICINAL PRODUCT

Name
ULTRA-LEVURE, capsute

Composition
Lyophilized Saccharomyces boulardt
(mixture of 50 mg of lyophilized yeast cells with 8 5 mg of lactose)
Excipients Magnesium stearate, sucrose
per 150 mg No 2 capsule
Compostion of the capsule envelope gelatin, titanium dioxide (E171)
Pharmaceutical form
Capsule Bottles of 20 and 50 capsules
Pharmacotherapeutic classification
ANTI-DIARRHEA
Replacement flora
(A digeshve system and metabolism)
Name and address of manufacturer
Laboratoires BIOCODEX
19, rue Barbés
92120 Montrouge - France

56 5 mg

2. WHEN TO USE THIS MEDICINE

This medicine 1s used as adjuvant treatment for diarrhea, 1n addition fo rehydration

3. TAKE CARE!

When not to use this medicine
IF IN DOUBT, IT IS ESSENTIAL TO SEEK THE ADVICE OF YOUR DOCTOR OR YOUR
PHARMACIST

Special warnings
In the presence of heavy diarrhea or of blood or mucus in stools, or in case of fever,
vomiting or other digestive symptoms, SEEK YOUR DOCTOR'S ADVICE IMMEDIATELY

Precautions for use

Diarrheg

Add swest drinks or salty broths to this freatment to compensate for fluid loss due o
diarrhea

in children stop milk and dairy products the first day of freatment

If drarrhea persists for more than 2 days CONSULT YOUR DOCTOR

ULTRA-LEVURE consists of iving cells do not mix with iquids or food that are too
hot (more than 50°C), iced or alcoholic

IF IN DOUBT, DO NOT HESITATE TO SEEK THE ADVICE OF YOUR DOCTOR OR YOUR
PHARMACIST




Drug interactions and other forms of interaction

Do not use this medicine ot the same fime as an antfungal agent (medicine active against
fungus infections)

IN ORDER TO AVOID POSSIBLE INTERACTIONS BETWEEN SEVERAL MEDICINES, IT IS
ESSENTIAL TO ROUTINELY INFORM YOUR DOCTOR OR PHARMACIST OF ANY OTHER
TREATMENT THAT YOU MAY BE TAKING

. HOW TO USE THIS MEDICINE

Dosage

4 capsules per day, as 2 divided doses

Method and route of administration

Capsules should be swallowed with a glass of water

In children under 6 vears of age, It I1s recommended to open the capsule and tip the

contents into a hitle iquid, in the feed bottle or tn other foods, and not to swallow it
(nsk of accidental inhalation)

. UNDESIRABLE AND TROUBLESOME EFFECTS
IN COMMON WITH ALL ACTIVE SUBSTANCES, THIS MEDICINE MAY CAUSE TROUBLE-
SOME EFFECTS OF VARYING DEGREES IN CERTAIN INDIVIDUALS

TELL YOUR DOCTOR OR PHARMACIST ABOUT ANY OTHER UNDESIRABLE AND TROU-
BLESOME EFFECT NOT MENTIONED IN THIS PACKAGE INSERT INFORMATION

6. STORAGE

Do not exceed the expiry dafe shown on the outer packaging
Special storage precautions
Store away from damp and heat
4132/01

Laboratores

BIOCODEX

19 rue Barbes
92120 Montrouge  Fro~ce

WA ceasT

ULTRA-LEVURE

1. IDENTIFICATION DU MEDICAMENT

Dénomination
ULTRA-LEVURE, gelule
Composition
Saccharomyces boulardil lyophilise 56,5 mg
(melange de 50 mg de cellules de levure lyophtiisees el de 6,5 mg de lactose)
Excipients  Stearate de magnésium, saccharose
pour une gelule N° 2 de 150 mg
Composttion de Venveloppe de fa gélule  gelatine, dioxyde de htane (E171)

Forme pharmaceutique
Gelule Flacons de 20 et 50 gelules

Classe pharmaco-thérapeutique
ANTIDIARRHEIQUE

Fiore de substifution

(A apparell digeshf et métabolisme)
Nom et adresse de I'exploitant
{aboratoires BIOCODEX

19, rue Barbes

92120 Montrouge - France

2. DANS QUELS CAS UTILISER CE MEDICAMENT

Ce medicament est utilise comme fraifement d’appoint des diarrhees, en comple-
ment de la rehydratation

3. ATTENTION !

Dans quels cas ne pas utiliser ce médicament

EN CAS DF DOUTE, il EST INDISPENSABLE DE DEMANDER L'AVIS DE VOTRE MEDE-
CIN OU DE VOTRE PHARMACIEN

Mise en garde spéciale

En cas de diarrhee abondants, de pmcnqce d
comme en cas de fievie, vomissements o
IMMEDIATEMENT VOTRE MEDECIN
Précautions d’emploi

Diarrhee

Adjoindre @ ce trafement des boissons sucrees ou des bouillons sales pour com-
penser les perfes en hquide dues a la diarrhee

Chez l'enfant  Arréfer le lait et les laitages le premier jour

Si la diarrhee persiste au-deta de 2 jours, CONSULTEZ VOTRE MEDECIN
ULTRA-LEVURE efant constitue de cellules vivantes, ne pas le melanger avec un
hiauide ou un ahment trop chaud (plus de 50° C), glace ou alcoolise

EN CAS DE DOUTE, N'HESITEZ PAS A CONSULTER VOTRE MEDECIN OU VOTRE
PHARMACIEN
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ultra-levure

250 mg
CAPSULES

FORM AND PRESENTATION:

Bottle of 10 capsules.

COMPOSITION:

Freeze-dried Saccharomyces boulardii..........coceeverieieeninienienececieece e 282.5 mg
(corresponding to 250 mg yeast) and 32.5 mg lactose

Excipient: magnesium stearate, q.s. for one capsule

Capsule shell: gelatin, titanium dioxide

PROPERTY:

Antidiarrhoeal

THERAPEUTIC INDICATIONS:

Antidiarrhoeal, in particular for the treatment and prevention of gastrointestinal disturbances
associated with antibiotic therapy.

The therapeutic indications are limited to:

- Treatment of acute infectious diarrhoea in adults and children;

- Prevention and treatment of colitis and diarrhoea associated with antibiotic therapy;

- Treatment of irritable bowel syndrome;

- Treatment of recurrent intestinal Clostridium difficile infections in combination with
vancomycin or metronidazole.

Treatment with ULTRA-LEVURE does not remove the need for rehydration where necessary;
rehydration must be tailored to the severity of the diarrhoea and the patient's condition.



S. boulardii TEA

Laboratoires BIOCODEX Page 72
< CONTRAINDICATIONS:

< - Hypersensitivity to any of the constituents;
";rl' - Patients with a central venous catheter.

v

o

PRECAUTIONS FOR USE:

Since ULTRA-LEVURE is made up of live cells, it must not be mixed with liquids or foods that are
too hot (over 50°C), ice-cold, or contain alcohol.

INTERACTIONS WITH OTHER MEDICINAL
PRODUCTS:

Because of its fungal nature, ULTRA-LEVURE must not be prescribed alongside an antifungal
drug.

METHOD OF ADMINISTRATION:

For oral administration.
The capsules should be swallowed with a glass of water.
Children under 6 years of age: instead of getting the child to swallow the capsule (there is a risk that

it may go down the wrong way), it is advisable to open the capsule and pour the contents into a
drink or food.

USUAL DOSAGE:

Adults: 1-2 capsules once or twice a day.
Children: 1 capsule per day

This dosage may be increased on medical advice, without any problems.

THIS IS A MEDICINE
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- A medicine is a product, but not like other products.

- A medicine is a product which has an effect on your health and if not used as
prescribed will put you in danger.

- Follow your doctor's instructions to the letter, using the product exactly as prescribed.

- Follow your pharmacist's advice.

- Your doctor and your pharmacist are familiar with the medicine and its indications
and contraindications.

- Do not take it upon yourself to discontinue the treatment during the treatment period
prescribed.

- Do not start taking it again and do not increase the dose without consulting your
doctor.

KEEP ALL DRUGS OUT OF THE REACH OF CHILDREN.
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—  MAPHAR - Casablanca

ﬁ R. LAMRINI, Chief Pharmacist

IMPRIMEPEL 04/03 (90 x 115) mm
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ultra—levure

250 mg

GELULES

FORME ET PRESENTATION :
Flacon de 10 gélules

COMPOSITION :

Saccharomyces boulardii lyophilisé ... . . . . 282,5 mg
(correspondant a 250 mg de levure) et 32 5 mg de tactw e

Excipient stéarate de magnésium ; gs p une géluic

Enveloppe de la géluie gélatine, dioxyde de titane

PROPRIETE :
Antdiarrhéique

INDICATIONS THERAPEUTIQUES :

Antidtarthéique notamment pour le tratement et la prophylaxie des acoidents

digestifs liés a I'antibiotherapie.

Les indications thérapeutiques sont hmitees a

- Tratement des diarrhées infectieuses aigues de 'adulte et de I'enfant

- Prévention et tratement des colites et diarrhées associées & | antibiothérapie

- Traitement du syndréme du cdion irnitable

- Traitement des rechutes dinfections intestinales a clostndiure diticile en
association a la vancomycine ou au metronidazole

Le tratement par ULTRA-LEVURE ne dispense pas d une tehwyaraistion st elle

est nécessaire , elle devra étre adaptee a Nntensite de 1a ha~hee et a 'état

« du patent
< CONTRE INDICATIONS :

-
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- Hypersensibilte a 'un des constituants
- Patients porteurs d'un catheter veineux tenfrdal
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(N 28058 1212001

Scheduling status: Unscheduled.
Proprietary name {and dosage form):

INTEFLORA capsuLes

Composition: Each capsule contains 0,150
g lyophilised Saccharomyces boulardil.
Pharmacological classification:

A 11.9.2 Antdiarrhoeals, other.

Pharmacological actions: “INTEFLORA"

eradicates the pathogenic flora by vital con-

petition. Has a specific antimicrobial and
immunizing activity against Staphylococcus,

Proteus, Candida albicans; is naturally resis-

tant 1o all known antibiotics, even at levels

higher than the usual therapeutic doses.

Provides the vitamins of the B complex: B..

B,, Partothenic acid, By, Folic acid, B-s, Biotin,

inositol, Choline, Para-aminobenzoic acid.

indications: .

a) “INTEFLORA” is indicated in the thera-
peutic and prophylactic treatment of gas-
tro-intestinal side-effects caused by
antibiotic therapy. .

b} Gastro-intestinal disordsrs, fermentation
and putrefaction diarrhoeas, enterocolitis,
colitis, amoebidsis sequels.

¢} Furunculosis, colibaciiiosis.

d Vitamin B complex deficiencies, and all
other conditions where the vitamin B
complex is indicated.

Contra-indications: There are no Known

contra-indications. )

Dosage and directions for use:1-4 cap-

sules, 1o be taken on an empty stornach or

15 minutes before meals.

Side-effects and special precautions:

There are no known side-effects.

Known symptoms of overdosage and
articulars of treatment: There are no
nown symptoms of overdosage.

identification: Opaque white capsule.

Presentation: Bottles of 6 or 30 capsules.

Storage instructions: Stors in a cool, dry

place, below 20 °C. Keep out of reach of

chilgren.

Application no.: £557 (Act 101/1065)

Name and business address of applicant:

Tne Premier Pharmaceutical Co. Lid.

Epsom Downs Office Park

Sinane St Bryanston. 2152

Date of publication of this package

insert: 3/5772

Marketed by
wx| RESTAN LABORATORIES

2164

Skeduleringstatus: Ongeskeauleerd
Elendomsnaam {en doseervorm):

INTEFLORA xapsuLes

Samestelling: Elke kapsule bevat; 0,150 g

gelioﬁiiseerdemnammymmm

armakologlese kiassifikasie:

A 11.9.2 Diareamiddels, ander.

Farmakologiese werking:“INTEFLORA"

wis die patogeniese fiora uit deur vitale

mededinging. Dit het 'n spesifieke mikrobe-
strydende en immuniserende werking teen

Stafilokokkus. Proteus, Candida albicans. Dit

het 'n natuurlike weerstand teen al die bek-

ende antibiotika, selfs op die viakke bo dis
van die gewone terapeutiese dosisse. Dit

voorsien vitamiene van die B-kompleks: B..

B., Pantoteensuur, B, Foliensuur, By;,

Biotien, inositol, Cholien. Paraminobensoé-

suur.

Indikasies:

a) “INTEFLORA” word aanbeveel vir die ter-
apeutiese en voorbehosdende behandel-
ing van dis maagderm newe-effekie wat
deuzrj antibiotikumbehandeling veroorsaak
word.

b) Maagdermaandoeninge, gisting en verrot-
tingsdiaree, anterokolitis, kolitis, die
gevolge van amebiase.

¢) Furunkuiose, colibasiliose.

d) Vitamien B kompieks-tekorte en al die
ander toestande waarvoor die viamien B-
kompleks aanbevee! word.

Kontre-indikasies: Geen teenaanwysings is

bekend nie.

Dosis en gebruiksaanwysings: 1-4 kap-

sules op 'n le& maag of 15 minute voor maal-

fye geneem.

Newe-effekie en spesiale voorsorgmaa-

treéls: Geen newe-efiekte is bekend nie.

Bekende simptome van ovordosering en

besonderhede van die behandeling daar-

van: Geen simptome van oordosering is
bekend nis.

identifikasle: Ondeursigtige, wit kapsule.

Aanbieding: Bofiels met 8 of 30 kapsules.

Bergingsaanwysings: Bére op 'n koel, droé

lek, onder 20 °C. Bére butte dig berek var
inders.

Applikasienommer: E557 (Wet 101/1965)

Naam en besigheidsadres van applikani:

The Premier Pharmaceutical Co. Lid.

Epsom Downs Office Park .

Sloanestr., Bryanston, 2152

9?;2@ van publikasie van hierdie voubiljet:

\.\1’ F4

Bemark deur
e} RESTAN LABORATORIES

07218
284
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Scheduiing status: Not scheduled
Proprietary name {and dosage form):

INTEFLORA 250 capsuLEs

Composition:
Each capsule contains 250 mg lyophilized Saccharomyces boulardii 17.
Pharmacological classification:
A 11.9.2 Antidiarrhosals, other.
Pharmacological action:
Acute infectious diarrhoea results from a disruption of the gastrointestinal ecosystem, thus
favouring the colonization by enteropathogens and promoting their ability to upset the
enterosystemic water cycle. Thus, along with specific antidiarrhoeal medication, there should
also be active rehydration of the patient. INTEFLORA 250 contains a living ysast,
Saccharomyces boulardii 17, which is active in the gastrointestinal tract. This yeast has an
antagonistic effect against the overgrowth of different enteropathogenic bacteria (Shigella
dysenteriae, Salmonella typhi, Escherichia coli) and Candida albicans.
It also enhances non-specific immune defences in the case of experimental bacterial
(Staphylococcus aureus, Salmonella enteritidis) or fungal (Candida albicans) invasions. These
actions re-establish the equilibrium of the gastrointestinal ecosystem and so reduce diarrhoea.
Saccharomyces boulardii 17 also synthesizes and supplies Vitamin B components within the
gastrointestinal tract.
This yeast is genetically resistant to antibacterial agents and can be taken in conjunction with
antibiotics to prevent diarrhoea.
Indications:
a) Prophylaxis and treatment of the intestinal and muco-cutaneous side-effects induced by
antibiotic therapy: diarrhoea, colitis, candidiasis.
b) Non-specific diarrhoea.
c) Colitis, enterocolitis.
d) Prevention of diarrhoea during continuous enteral fesding.
e) Suitable for use in infants, children, aduits and in the elderly.
Contra-indications:
None.
Dosage and directions for use:
One capsule twice daily or as prescribed. May be taken in conjunction with antibiotics and
other anti-diarrhoeal medication.
Saccharomyces boulardii 17 is sensitive to concomitant anti-fungal agents, hot beverages and
alcohol.
Side-effects and special precautions:
None recorded.
Known symptoms of overdosage and particulars of its treatment:
Saccharomyces boulardii 17 is not absorbed into the biood circulation and any overdose is
merely excreted via the gastrointestinal tract.
fdentification:
Size 0, opague white capsules.
Presentation:
Glass bottles containing 10 or 20 capsules.
Storage instructions:
Store in a cool, dry place, below 25 °C. Keep out of reach of children.
Reference number:
Ti94
Name and business address of the Applicant:
The Premier Pharmaceutical Co. Lid.
17 Harrison Avenue
Bryanston Ext. 77
Private Bag X69
Bryanston, 2021
Date of publication of this package insert:
8 March 1985
28059
12/2001



Scheduling status: Not scheduled § Wm W{ 7

Proprietary name (and dosage form):

INTEFLORA 250 carsuies

Composition:
Each capsule contans 250 mg lyophihzed Saccharomyces boulardy 17.
Pharmacological classification:
A 11 9.2 Antidiarrhoeals, other
Pharmacaological action:
Acute infectious diarrhoea results from a disruption of the gastrointestinal ecosystem, thus
favouring the colonization enteropathogens and promoting thew ability to upset the
enterosysteric water cycle. Thus, along with specific antidiarthoeal medication, there shoulid
also be active rehydration of the patient. INTEFLORA 250 contains a hwving yeast,
Saccharomyces boulardi 17, which 1s active in the gastromtestinal tract. This yeast has an
antagonistic sffect agamst the overgrowth of different enteropathogenic bactena (Shigella
dysentenae, Salmonelia typhi, Escherichia coli) and Candida albicans.
it aiso enhances non-specific immune defences in the case of experimental bactenal
(Staphylococcus aureus, Salmonella enteritidis) or fungal (Candida albicans) invasions. These
actions re~establish the equilibnum of the gastromntestinal ecosystem and so reduce diarrhoea.
Saccharomyces boulardi 17 also synthesizes and supphes Vitamin B components within the
gastromntestinal tract.
This yeast 1s genetically resistant to antibactenal agents and can be taken in conjunction with
antibiotics to prevent diarrhoea.
indications:
a) Prophylaxis and treatment of the intestinal and muco-cutaneous side-effects induced by
antibiotic therapy: diarrhoea, colitis, candidiasis.

b) Non-specific diarrhoea.
c) Colitis, enterocolitis
d) Prevention of diarrhoea during continuous enteral feeding
e) Suitable for use in infants, children, adults and 4n the eiderly.
Contra-indications:
None
Dosage and directions for use:
One capsule twice daily or as prescnbed May be taken in conjuaction with antibiotics and
other anti-diarrhoeal medication.
Saccharomyces boulardi 17 1s sensitive to concomitant anti-fungal agents, hot beverages and
aicohol
Side-effects and special precautions:
None recorded
Known symptoms of overdosage and particulars of its treatment:
Saccharomyces boulardii 17 15 not absorbed into the blood sirculation and any overdose i1s
;nemiy exc_ne(ed via the gastrointestmal tract.

on:
Size 0, opaque white capsules
Presentation:

Gilass bottles containing 10 or 20 capsules

Storage instructions:

Store In a cool, dry place, below 25 °C Keep out of reach of children
Reference number:

T194

Name and business address of the Applicant:

The Premier Pharmaceutical Co Ltd

17 Hamson Avenue
Bryanston Ext 77
Pnvate Bag X69
Bryanston, 2021
Date of publicati

p of this package insert:
8 March 1985

" 28059
12/2001
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INTEFLORA 250 karsuLes

Samestelling:
Etke kapsule bevat 250 mg geliofiliseerde Saccharomyces boulardn 17
r #

werking:

Akute, aansteekitke diarree spruit uit 'n ontwngting van die gastro—mtesﬂnale ekosisteemn wat
gevolghk kolonisering deur enteropatogene begunstig en hulle vermoé om die enterosistemiese
watersikius te ontwrig, n die hand werk. Gevolghk behoortdaarooksaammetspes«ﬁek
diarreemiddels, akbewe rehidrasie van die pasient plaas te vind. INTEFLORA 250 bevat 'n
Iewendegls,Saochammyoesboulanilﬂ watakﬁefmdlemaagderrnkavmlls Herdie gis het
'n antagonistiese utwerking teen die ocorgroetsels van verskillende enteropatogene bakteried
{Shigella dysenteriae, Salmonelia typhi, Escherichia coli) en Candida albicans. Dit verhoog ook
die nie-spesifieke immuniteitsweerstand in de geval van eksperimentele baktenese
(Staphylococcus aureus, Salmonefia enteritidis) of swamindnnging (Candida aibicans) Hierdie
werking herstel die balans van die gastro-mtestinale ekosisteem en verlaag gevoighk die
voorkoms van diairee.

Saccharomyces boulardn 17 sintetiseer en verskaf ook vitamien B-komponente binne die
m: kanaal.

Hierdie gis ts geneties weerstandig teen antibaktenele middels en kan dus saam met antibiotika
gebruik word om diarree te voorkom.

Indikasies:

a) Profilakse en behandeling van die intestnale en mukokutane newe-effekte wat deur
antibiotikumbehandeling veroorsaak word: diarree, koltis, kandidiase

b) Nie-spesifieke diarree.

c) Kolitis, enterokolitis.

d) Voorkoming van diarree tydens aaneeniopende ingewandsvoeding.

e) Geskik vir gebrutk by babas, kinders, volwassenes en bejaardes

Kontra-indikasies:

Geen.

Dosis en gebruiksaanwysings:

Een kapsule twee keer per dag of soos voorgeskryf.

Kan saam met antibiotika en ander antidiarmeermddels geneem word

Saccharomyces boulardii 17 1s sensmief vir bykomende swambestrydende muddels warm
drankies en alkohol

N iak g éis:

Geen aangeteken me

dasering en b derhede van die beh g daarvan:
Sacchammyces bouladu 17 word nie in die bloedstroom opgeneem nie en emge e oordosis word
eenvoudig via die maagdermkanaal utgesker.
Identifikasie:

Grootte 0, ondeursngtlge wit kapsules

Glas bot(eis met 10 of 20 kapsules.

Bére in 'n koel, droé plek, onder 25 °C. Hou butte bererk van kinders
ngsnommer:

T194

Naam en besigheoidsadres van die
The Premier Pharmaceutical Co. Lid.
Hamsonlaan 17

Bryanston Uttbr. 77

Privaatsak X69
Bryanston, 2021
Datum van publikasie van hierdie voubiljet:
8 Maart 1985
28059
12/2001

Britepak
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Een kapsule twee keer per
dag of s00s voorgeskryt
SAMESTELLING:

Elke kapsule bevat

0,250 g geliofiliseerde

N—— Saccharomyces

boulardii 17

Bére in 'n koel, droe plek
benede 25 °C Hou buite
bereik van kinders

28058 12/2001

Tio4 NE sz
Inteflora 250/ &y

Kapsules 10 Capsules
Maintains the
batance of
ntestinal flora
Bewanr die
ewewig van
dermfiora

har
,Igh
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Scheduling status: Unschaduled
Proprietary name (and dosage form):

INTEFLORA carsuLes

Composition: Each capsule contains 0,150
g lyophiised Saccharomyces boulardi.
Pharmacologicai classification:

A 11 9 2 Antidiarrhoeals, other

Pharmacological actions: “INTEFLORA”

eradicates the pathogenic flora by vital com-

petition  Has a specific antimicrobial and

Immunizing activity against Staphylococcus,

Proteus, Candida albicans, 15 naturally resis-

tant to all known antibrotics, even at levels

higher than the usual therapeutic doses

Provides the vitamins of the 8 complex B,

B,, Pantothenic acid, Bs, Folic acid, B.s, Biotin,

Inositol, Choline, Para-aminabenzorc acd

Indications:

a} “INTEFLORA” 1s indicated in the thera-
peutic and prophylactic treatment of gas-
tro-intestinal side-effects caused by
antibiotic therapy

b) Gastro-intestinal disorders, fermentation
and putrefaction diarrhoeas, enterocohtis,
colitis, amoebiasis sequels

¢) Furunculosis, coltbaciliosts

d) Vitamin B compiex deficiencies, and alt
other conditions where the vitamin B
complex 1s indicated

Contra-indications: There are no known

contra-indications

Dosage and directions for use:1-4 cap-

sules, to be taken on an empty stomach or

15 minutes before meals

Side-effects and special precautions:

There are no known side-effects

Known sy of overdosage and

articulars of treatment: There are no
nown symptoms of overdosage

Identification: Opague white capsule

Presentation: Bottles of 6 or 30 capsules.

Storage instructions: Store in a cool, dry

place, below 20 °C  Keep out of reach of

chiidren

Application no.: E557 (Act 101/1965)

Name and business address of applicant:

The Premier Pharmaceutical Co Lid.

Epsom Bowns Office Park

Sloane St , Bryanston, 2152

Date of publication of this package

insert: 3/5/72

. Marketed by
wm| RESTAN LABORATORIES



Skeduleringstatus. Ongeskeduleerd
Eiendomsnaam (en doseervorm):

INTEFLORA kapsuLes

Samestelling: Elke kapsule bevat, 0,150 g
eliofilseerde boulardit.
-armakologiese dassifil

A 119 2 Diaresmiddeis, ander

Farmakologiese werking:“INTEFLORA”

wis die patogentese flora wit deur vitale

mededinging Dit het 'n spestheke mikrobe-
strydende en immuniserende werking teen

Stafilokokkus, Proteus, Candida albicans Dit

het 'n natdurlike weerstand teen al die bek-

ende antibiotika, selfs op die viakke bo die
van die gewone terapeutiese dosisse Dit

voorsien vitamiene van die B-kompleks B,

B., Pantoteensuur, B, Foliensuur, B,s,

Biotien, Inasitol, Cholien, Paraminobensoe-

suur

indikasies:

a} “INTEFLORA” word aanbeveel vir die ter-
apeutiese en voorbehoedende behande!-
ing van die maa%eerm newe-effekte wat
den:‘r’ antibiotikumbehandeling veroorsaak

b) Maagdermaandoeninge, gisting en venot-
tingsdiaree, enterokolitis, kolitis, die
E e van ameblase

c) lose, colibastllose
Vnarmen B kompleks-tekorte en al die
ander toestande waarvoar die vitamien B-
kampleks aanbeveel word

Kontra-indikasies: Geen teenaanwysings Is

bekend rie

Dosis en ?ebruiksaanwyslngs 1-4 kap-

sules op 'n lee maag of 15 minute voor maal-

tye geneem

Newe-effekle en spesiale voorsorgmaa-

: Geen newe-effekle 1s bekend nie.

Bakende slmplome van oordosering

hede van di

van: Geen ssmptome van oordosenng 1S

bekend nie

Identifikasie: Ondeursigtige, wit kapsule

Aanbledmg Bottels met 6 of 30 kapsuies

e ap 'n koel, droe
plek onder w!singere bune die bererk van
kinders

Applikasienommer: E557 (Wet 101/1965)
Naam en van Ikant:

The Premier Pharmaceutical Co Lid

Epsom Downs Office Park

Sloanestr , Bryanston, 2152

g/gt/t;m van publikasie van hierdie voubiljet:
2

RESTAN LABORATORIES

07218
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ECONORM

" Dr.REDD

i

For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only.

Econorm”

(Saccharomyces Boulardii Capsules)

COMPOSITION

Each capsule contains

Lyophitlized Saccharomyces
boufardii 282.5mg

{Corresponding o 250 mg of yeast)

Approved colours used in capsuie shell. -

CLINICAL INFORMATION

indications

@ Treatment of acute infectious diarrhioea of adults and chiidren

4 Prevention and treatment of antibiotic-associated colitis and dizrthoea

% Addition to vancomycin /metronidazole treatment to prevent recurrence of Clostridium diffiale diseases

Dosage and Administration

1 or 2 capsules, given once or twice daily

Capsules are to be either swallowed with a mouthful of weter, or opaned to pour the contents into a little sweetened
beverage, onfoods, or in a baby's feeding-bottle.

in young children under 6 years of age, it is recommended not to swallow capsules {risk of false passage) but to open
ther and t:p the contents into a beverage or food.

Contraindications

<& Known hypersensitivity to any ot the ingredients of the formulation.

% Patients with central venous catheter.

4 Pregnancy and lactation

Warnings and precautions

Tos formulation contains living cells therefore it should not be mixed with very het (over 50°C), 1ced or alcoholic drinks
orfooc :

Tnz treatment with Saccharomyces boulardit does not replace rehydration the pauent should be apprepnately
rehydrazad depending o1 the severity of diarrhoea, age anc the state of hea'th of the patient.

Interactions

Beczae of the “unga’ nature of this formulationt snoula natbe atmin stered with s siemic or oral atiiurgal 6ugs.
Econor®
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Use in Pregnancy and Lactation
The safety and efficacy has not been established in pregnant and lactating women

Effect on driving or Handling Machinery

None.

Adverse Reactions

Very rare cases of fungemia with fever and posttive Saccharomyces hemocufture, have been reported in hospitafised

patients with central venous catheter, in immunocompromised pabients, in patients with gastrointestinal disease or in

patients treated with high dosage.

PHARMACOLOGICAL INFORMATION

Pharmacological Actions

During transit under its viable form in the digestive tract, Saccharomyces boufardii exerts biological actions which are

similar to the protective properties of the normal intestinal flora.

The principle modes of action of Saccharomyces boulardii in the prevention and treatment of diarrhoeal syndromes

are.

< Inhibition of pathogenic effects of certain micro- organisms and /or their toxins especially Clostridium difficile,
principal causative organism of antibiotic-associated diarthoea , and Vibrio cholerae | typical of the toxin
producing bacteria responsible for secretory diarrhoea.

& Trophic and immunostimulant effects on the intestinal tract Involving notably a significant increase in the total and
specific activity of the intestinal disaccharidases (sucrase maltase and factase), and a marked increase in secretory
IgA concentrations in the intestinal fluid.

Pharmacokinetic profile

After repeated oal doses, Saccharomyces boulardii transits in the digestive tract without colonizing it, rapidly

attaining significant intestinel concentrations which are maintained at a constant level throughout the administration

pefiod.

Saccharomyces boulardii is not present in the stools 2-5 days after discontinuation of treatment.

PHARMACEUTICALINFORMATION

STORAGE

Store in a cool place, protected from light & moisture.

PRESENTATION

Strip of 10 capsules.

for further information, please write to:

Corporate Medical Services <
Dr. REDDY'S LABORATORIES LTD., ©
7-1-27, Ameerpet, Hyderabad - 500 016, Anchra Pradesh. 2

Phone: +91-40-23736341.
Fax' 191-40-55511536.

Mrademark uncer roy stration

2 Feonorne’
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Each c_qpsu!e contains: i For Sale in India & Nepal Only

Lyophilized Saccharomyces boulardii  282.5mg D e e

(Corresponding to 250 mg of yeast) WARNING: To be sold by retail on the
Approved colours used in capsule shell, prescription of a Registered Medical
Practitioner only.

WA

Y DR "REDDY’S

DOSAGE: 1 or 2 capsules, given once or
twice daily or as directed by the Physician.

Store in a cool place, protected
from light & moisture.

148

Econorm”

10 X 10's
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Each sachet confains
Saccharomyces Boulardyt 250 mg
Directions for use : Shouid be
admiristered oralty, directly or mxed
with water or beverage. Do not mix
in very cold or hot liquid.

Warmng .o be sold by retail on
the prescription of a Registered
Medrcal Practitioner only

Manutactured by

American Remedies Limited
426, SIDCO Estate,

Chennal 800 098, India
Markated by

Glaxo india Limited™

Dr Annie Besant Road,
Mumbai 400 025, india

*® Owner of the Trade Mark and

sieyoes Bu 597 X 0}

«SULLS

10dY1N0d

Stare in a cool dark place.

Dose : As directed by the Physician
Keep out of reach of children

Mfg. tic. No 677

Retail pnce

not to exceed
per sachet

Locai taxes extra

Regstered User of the Trace Mark GLAXO

FD 80519720
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Each ;qpsule contains: ) For Sale in India & Nepal Only

Lyophilized Saccharomyces boulardii ~ 282.5 mg
(Corresponding to 250 mg of yeast) WARNING: To be sold by retail on the

Approved colours used in capsule shell. prescription of a Registered Medical
Practitioner only.

819011481208155

DOSAGE: 1 or 2 capsules, given once or
twice daily or as directed by the Physician.

Store in a cool place, protected
from light & moisture.

paccharomyces Boulardii Caj

Econorm”

10 X 10's
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For the use isered Medical Practitioner or a Hospital or a Laboratory only. |

Econorm”

(Saccharomyces Boulardii Capsules)

COMPOSITION

Each capsule contains:

Lyophillized Saccharomyces
boulardii 282.5mg
(Corresponding to 250 mg ofyeast)

Approved colours used in capsule shell. -

CLINICAL INFORMATION

Indications

< Treatment of acute infectious diarrhoea of adults and chiidren

% Prevention and treatment of antibiotic-associated colitis and diarrhoea

< Addition to vancomycin /metronidazole treatment to prevent recurrence of Clostridium difficile diseases

Dosage and Administration

1 or 2 capsules, given once or twice daily.

Capsules are to be either swallowed with a mouthful of water, or opened to pour the contents into a little sweetened
beverage, on foods, orin a baby's feeding-bottle.

Inyoung children under 6 years of age, it is recommended not to swallow capsules (risk of false passage) but to open
them and tipthe contents into a beverage or food.

Contraindications

< Known hypersensitivity to any of the ingredients of the formulation.

< Patients with central venous catheter.

% Pregnancy and lactation.

Warnings and precautions

This formulation contains fiving cells therefore it should not be mixed with very hot (over 50°C), iced or alcoholic drinks
or food. .

The treatment with Saccharomyces boulardii does not replace rehydration .The patient should be appropriately
rehydrated depending on the severity of diarrhoea, age and the state of health of the patient.
Interactions

Because of the fungal nature of this formulation it should not be administered with systemic or oral antifungal drugs.
1 Econorm™
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Use in Pregnancy and Lactation
The safety and efficacy has not been established in pregnant and lactating women.

Effect on driving or Handling Machinery

None.

Adverse Reactions

Very rare cases of fungemia with fever and positive Saccharomyces hemoculture, have been reported in hospitalised
patients with central venous catheter, in immunocompromised patients, in patients with gastrointestinal disease or in
patients treated with high dosage.

PHARMACOLOGICAL INFORMATION

Pharmacological Actions

During transit under its viable form in the digestive tract, Saccharomyces boulardii exerts biological actions which are
similar to the protective properties of the normal intestinal flora.

The principle modes of action of Saccharomyces boulardii in the prevention and treatment of diarrhoeal syndromes
are:

< Inhibition of pathogenic effects of certain micro- organisms and /or their toxins especially Clostridium difficile,
principal causative organism of antibiotic-associated diarrhoea , and Vibrio cholerae , typical of the toxin
producing bacteria responsibfe for secretory diarrhoea.

Trophic and immunostimulant effects on the intestinal tract involving notably a significant increase in the total and
specific activity of the intestinal disaccharidases (sucrase maltase and lactase), and a marked increase in secretory
IgA concentrations in the intestinal fluid.

Pharmacokinetic profile

After repeated oral doses, Saccharomyces boulardii transits in the digestive tract without colonizing it, rapidly
attaining significant intestinal concentrations which are maintained at a constant level throughout the administration
period.

Saccharomyces boulardii is not present in the stools 2-5 days after discontinuation of treatment.
PHARMACEUTICAL INFORMATION

STORAGE

Store in a cool place, protected from light & moisture.

PRESENTATION
Strip of 10 capsules.

',
Xd

-

For further information, please write to:
Corporate Medical Services

Dr. REDDY'S LABORATORIES LTD.,
7-1-217, Ameerpet, Hyderabad - 500 016, Andhra Pradesh.

Phone: +91-40-23736341.
Fax: +91-40-55511536.

™Trademark under registration

1507398

2 Econorm™
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Saccharomyces-based medicine for intestinal disorders
Bioflor® 250 capsules
(Lyophilized Saccharomyces boulardii)

120 Cap
Saccharomyces-based medicine for intestinal disorders

Bioflor® 250 Cap.
(Lyophilized Saccharomyces boulardii)

{Logo as in the original}
Under licence for Korea from
Laboratoires BIOCODEX
FRANCE

{Logo as in the original}
Manufactured & Distributed by
KUHNIL PHARM. Co., Ltd.
Ch'eonan, Korea

[General Medical Product]

{Circled numbers with vertical bars as in the original}

Name and content of Active Substance in 1 capsule
Lyophilized Saccharomyces cerevisiac HansenCBS 5926

(Saccharomyces boulardii) (Synonym) .............. 282.5 mg (5 x 10° as live microbes)
Form Hard capsules, white on top and bottom, containing a faintly yellow powder.
Efficacy & Effects

1. Can be used for the following conditions

Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to administration of antibiotics
and chemical therapeutic agents):

Regularising the intestines, constipation, watery stools, feelings of abdominal distension, abnormal
fermentation in the intestines

Posology and Method of Administration

e Adults and children over 12 years old: Give 1 or 2 capsules orally, twice a day

¢ 310 12 years old: Give 1 capsule orally, three times a day

¢ Up to 3 years old: Give 1 capsule orally, twice a day

- Always keep out »f the reach of children.

- If you are unsure of the correct method of use or have any questions, please ensure that you consult a
doctor or pharmacist before using.

- Please phone 080-581-5800 if you have any questions regarding the quality of this product, and phone
(02)714-0091 if you have any other questions regarding the product.

{Bar code as in the original}
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120 Capsules
{Sticker: Kuhnil Cheyak (Co., Ltd.)}

Saccharomyces-based medicine for intestinal disorders
Bioflor® 250 capsules
(Lyophilized Saccharomyces boulardii)

{Logo as in the original}

Technical support and raw-material supply from
Laboratoires BIOCODEX

FRANCE

{Logo as in the original}

Manufactured & Distributed by

KUHNIL CHEYAK (Co., Ltd.)

Gunseo-ri 297-5, Chiksan-eub, Ch'eonan, Ch'ungnam

B Precautions for use
1. Administer with caution to the following patients.
Patients undergoing treatment from a doctor.
2. General precautions
1) Keep to the prescribed administration method and dose.
2) When administering to children, do so under the guidance and supervision of a guardian.
3) If the symptoms do not improve after administering for about 1 month, stop administration and consult a
pharmacist or doctor.
3. Administration in children
When administering to babies under 3 months old, please consult a pharmacist or doctor.
4. Precautions for storage
1) Keep out of reach of children.
2) Store away from direct sunlight, hermetically sealed in a cool place with little humidity as far as
possible.
3) In order to avoid misuse and to maintain product quality, please do not transfer to a different container.

M Storage method: Keep in an airtight container at room temperature (1 to 30°C)
Customer enquiries telephone number: (02)714-0091

Production number:
262
8.10.06
Expiry date:
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Bioflor® 250 [Capsules] [Powder] f General medicine ]
(Lyophilized Saccharomyces cerevisiac Hansen CBS 5926) r Classification No. 237 1
Saccharomyces-based medicine for intestinal disorders - . BIOFLOR 250

Bioflor is a product which was developed by the French company BIOCODEX and which is used around the world
for various intestinal disorders; the principal component of this preparation being Saccharomyces cerevisiae Hansen
CBS 5926 (Saccharomyces boulardii). In the digestive system of the healthy human body, a large number of
microorganisms are in an equilibrium exhibiting their own specific actions — such as immunological (protective) and
metabolic actions — but, if the balance of intestinal flora is disrupted due to factors such as food poisoning, treatment
with antibiotics or with drugs or due to surgery, then various signs and symptoms can appear such as diarrhoea, a
feeling of abdominal distension and colic.

Bioflor is highly effective against various intestinal disorders and in restoring imbalanced intestinal flora back to
normal, which it does by suppressing the growth of pathogenic intestinal organisms, reducing toxins from pathogenic
organisms and by secreting enzymes which break down carbohydrates and immunological substances.

Name and content of Active Substance in 1 capsule or 1 sachet
Lyophilized Saccharomyces cerevisiae Hansen CBS 5926 (Synonym) .............. 282.5 mg
(5 x 10 as live microbes)

Forms
- Capsules: Hard capsules, which are white on top and bottom, containing a faintly yellow powder.
- Powder: White or faintly yellow powder

Action and Characteristics

1. Bioflor contains 5 billion live Saccharomyces cerevisiae Hansen CBS 5926.

In order to preserve the live S. boulardii in Bioflor for a long time, the S. boulardii is lyophilized (freeze dried)
and, since Saccharomyces can survive regardless of whether oxygen is present or not, it can be reactivated and
exhibit its action in the intestines where there is no oxygen.

2. Unlike Lactobacillus-based preparations, Bioflor is stable against gastric juices and intestinal juices and it reaches
the colon in a stable and live state.

3. Bioflor suppresses the growth of various pathogenic microorganisms within the digestive organs and it eliminates
substances which cause disease, for example by neutralising toxins secreted by bacteria.

4. Bioflor promotes the secretion of substances which act on the immune system (e.g. secretory IgA) and so boosts
the protective action of the immune system.

5. Bioflor is a Saccharomyces boulardii preparation which contains a wealth of amino acids, B group vitamins, and
various enzymes (particularly sucrase), and it supplies nutrients to the intestinal flora and promotes the break
down and absorption of nutrient elements which are not absorbed'.

6. Bioflor 1s resistant to antibiotics and thus it remains live and still exhibits its characteristic functions even when it
is administered in conjunction with antibiotics for conditions where antibiotics are needed.

7. Bioflor has no side effects, is safe and tastes good. It is good for infants and children as well as aduits.

Efficacy & Effects

1. Can be used for the following conditions.
Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to administration of antibiotics and
chemical therapeutic agents): regularising the intestines, constipation, watery stools, feelings of abdominal
distension, abnormal fermentation in the intestines

! Translator’s note The English reflects the Korean in the phrase "1t promotes the break down and absorption of nutrient elements
which are not absorbed" Possibly a shightly different phrase may have been intended, such as it promotes the  absorption of
v ’ ' (. I ne

' ] ¥ '
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Posology and Method of Administration

® Adults and children over 12 years old: Give 1 or 2 capsules/sachets orally, twice a day

@ 3 to 12 years old: Give 1 capsule/sachet orally, three times a day

® Up to 3 years old: Give 1 capsule/sachet orally, twice a day - BOCP 301-05 (Front)



S. boulardii TEA

Laboratoires BIOCODEX Page 96
® Adults and children o Infants
@ @ Do not mix with liquids
-3 above 50°C or with

drinks containing
alcohol

Take simply with a Can also be taken diluted Can also be taken

small amount of water. in water and soft drinks. mixed with milk or

baby food.

Precautions in Use
1. Administer with caution to the following patients.
Patients undergoing treatment from a doctor
2. General precautions
1) Keep to the prescribed administration method and dose.
2) When administering to children, do so under the guidance and supervision of a guardian.
3) If the symptoms do not improve after administering for about 1 month, stop administration and consult a
pharmacist or doctor.
3. Administration in children
‘ When administering to babies under 3 months old, please consult a pharmacist or doctor.
4. Precautions in storage
1) Keep out of reach of children.
2) Store away from direct sunlight, hermetically sealed in a cool place with as little humidity as possible.
3) In order to avoid misuse and to maintain product quality, please do not transfer to a different container.

Storage method
Keep in an airtight container at room temperature (1 to 30°C)

Packaging Units
- Capsules: 120 and 500 capsules
- Powder: 60 sachets x 2, 500 sachets’

e Always keep out of reach of children.

E e If you are unsure of the correct method of use or have any questions, please ensure that you consult a doctor or
. pharmacist before using.

; e Please phone 080-581-5800 if you have any questions regarding the quality of this product, and phone
E (02)714-0091 if you have any other questions regarding the product.

' @ If, at the time of purchase, the use-by date (expiry date) has elapsed, or if the product has been denatured,
K {unclear}’ or soiled or if it has been damaged, do not use (take) the medicine but exchange it at the place from
E which it was purchased.

e In accordance with the Products Responsibility Law, this company operates a dedicated customer consultations
. ' line (Tel. 080-719-2000).

? Translator’s note: It seems likely that the powder form of Bioflor is available in two different packages, namely: either two sheets of 60
sachets, or 500 sachets (in a box?). However, at first sight (and in spite of a small space after the comma) the Korean could be thought to
read 60 sachets x 2,500 sachets. Possibly, therefore, the Korean 60 p'o x 2, 500 p’o might be better reading 60 p'o x 2 mae, 500 po (i.e.
"60 sachets x 2 sheets, and 500 sachets"). Before any such change is made, however the mtended meaning would have to be clarified,

T LS e L R I L B R N e L S h T B I N L et
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Manufactured & Distributed by Revised: 27.11.2003
{Logo as in the original} KUHNIL CHEYAK (Co., Ltd.) BOCP 301-05 (Rear)
Gunseo-ri 297-5, Chiksan-eub,
Ch'eonan, Ch'ungnam

? The Korean here - Byeonp'ae - has a first element (Byeon-) normally suggestive of "change”. It 1s not clear, however, what the second

element "-p‘ae” might denote.
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Saccharomyces-based medicine for intestinal disorders
Bioflor® 250 capsules
(Lyophilized Saccharomyces boulardii)

BOC 512
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Saccharomyces-based medicine for intestinal disorders [General]
Bioflor® 250 Cap.

M Name and content of Active Substance : in 1 capsule
Lyophilized Saccharomyces cerevisiae HansenCBS 5926
(Saccharomyces boulardii) (Synonym) .............. 282.5 mg
(5 x 10 as live microbes)

B Precautions — Side effects

o For further details, see the accompanying leaflet

{Logo as in the original}
Technical support and raw-material supply from
Laboratoires BIOCODEX

{Logo as in the original}

Manufactured & Distributed by

KUHNIL CHEYAK (Co., Ltd.)

Gunseo-ri 297-5, Chiksan-eub, Ch'eonan, Ch'ungnam
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Saccharomyces-based medicine for intestinal disorders
Bioflor-S capsules
(Saccharomyces boulardii)

120 Cap.

Saccharomyces-based medicine for intestinal disorders
Bioflor-S Cap.

(Saccharomyces boulardii)

{Logo as in the original}
Under licence for Korea from
Laboratoires BIOCODEX
FRANCE

{Logo as in the original}
Manufactured & Distributed by
KUHNIL PHARM. CO., LTD.
Chonan, Korea

{Circled numbers with vertical bars as in the original}
[General Medical Product]

B Name and content of Active Substance : in 1 capsule
Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces boulardii)
(Food and Drugs Bureau Declaration) .............. 113 mg
B Form: Capsules, which are white on top and bottom, containing a faintly yellow powder.

M Posology and Method of Administration |

r See accompanying documentation
B Efficacy & Effects J
B Precautions — Side effects

{Bar code as in the original}
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Bioflor-S [Capsules] | General medicine |
(Saccharomyces cerevisiae HansenCBS 5926) [ Classification No. 237 |

BIOFLOR-S Capsule

Bioflor is a product which was developed by the French company BIOCODEX and which
is used around the world for various intestinal disorders; the principal component of this
preparation being Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces
boulardii). In the digestive system of the healthy human body, a large number of
microorganisms are in an equilibrium exhibiting their own specific actions — such as
immunological (protective) and metabolic actions — but, if the balance of intestinal flora is
disrupted due to factors such as food poisoning, treatment with antibiotics or with drugs
or due to surgery, then various signs and symptoms can appear such as diarrhoea, a
feeling of abdominal distension and colic. Bioflor is highly effective against various
intestinal disorders and in restoring imbalanced intestinal flora back to normal, which it
does by suppressing the growth of pathogenic intestinal organisms, reducing toxins from
pathogenic organisms and by secreting enzymes which break down carbohydrates and
immunological substances.

® Name and content of Active Substance
in 1 capsule
Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces boulardii) (Food and
Drugs Bureau Declaration) .............. 113 mg

® Form: Capsules, white on top and bottom, containing a faintly yellow powder

® Action and Characteristics

1) Bioflor contains live Saccharomyces cerevisiae Hansen CBS 5926 (Saccharomyces

boulardii).

In order to preserve the live S. boulardii in Bioflor for a long time, the S. boulardii is
Lyophilized (freeze dried) and, since Saccharomyces can survive regardless of whether
oxygen is present or not, it can be reactivated and exhibit its action in the intestines
where there is no oxygen.

2) Unlike Lactobacillus-based preparations, Bioflor is stable against gastric juices and
intestinal juices and it reaches the colon in a stable and live state.

3) Bioflor suppresses the growth of various pathogenic microorganisms within the
digestive organs and it eliminates substances which cause disease, for example by
neutralising toxins secreted by bacteria.

4) Bioflor promotes the secretion of substances which act on the immune system (e.g.
secretory IgA) and so boosts the protective action of the immune system.

5) Bioflor is a Saccharomyces boulardii preparation which contains a wealth of amino
acids, B group vitamins, and various enzymes (particularly sucrase), and it supplies
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nutrients to the intestinal flora and promotes the break down and absorption of nutrient
elements which are not absorbed*.

6) Bioflor is resistant to antibiotics and thus it remains live and still exhibits its
characteristic functions even when it is administered in conjunction-with antibiotics for
conditions where antibiotics are needed.

7) Bioflor has no side effects, is safe and tastes good. It is particularly good for infants
and children as well as adults.

@ Efficacy & Effects

1. Can be used for the following conditions.
Alleviation of various symptoms due to abnormal intestinal flora (e.g. due to
administration of antibiotics and chemical therapeutic agents): regularising the
intestines, constipation, watery stools, feelings of abdominal distension, abnormal
fermentation in the intestines

® Posology and Method of Administration
Adults and children/infants: To be taken orally 3 times a day, on an empty stomach or
15 minutes before meals, at a dose of 113 mg at a time as Lyophilized Saccharomyces
cerevisiae Hansen CBS 5926 (2.26 x 10° as live microbes). If symptoms are severe,
the dose can be increased to 226 mg at a time. Increase or decrease the dose as
appropriate in accordance with the patient's age and symptoms.

. Adults and e Infants

children
@ @; Do not mix with

liquids above 50°C
or with drinks
D % containing alcohol.
Take simply with a Can also be taken Can also be taken
small amount of diluted in water and mixed with milk or
water. soft drinks. baby food.

® Precautions in Use
1. Administer with caution to the following patients.
Patients undergoing treatment from a doctor
2. General precautions '
1) Keep to the prescribed administration method and dose.
2) When administering to children, do so under the guidance and supervision of a
guardian.

4 Translator’s note: The English reflects the Korean in the phrase "1t . . promotes the break down and absorption of
nutrient elements which are not absorbed". Possibly a slightly different phrase may have been intended, such as "if ..
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3) If the symptoms do not improve after administering for about 1 month, stop

administration and consult a pharmacist or doctor.
3. Administration in children

When administering to babies under 3 months old, please consult a pharmacist or

doctor.
4. Precautions in storage
1) Keep out of reach of children.

2) Store away from direct sunlight, hermetically sealed in a cool place with as little

humidity as possible.

3) In order to avoid misuse and to maintain product quality, please do not transfer to a

different container.

@ Storage method
Keep in an airtight container at room temperature (1

to 30°C)

® Packaging Units
120 and 600 capsules

This medicine is one which requires strict quality
control. If, at the time of purchase, the product has
been denatured, {unclear}5 or soiled, we will be
pleased to exchange it through the pharmacy or other
such place from which you purchased it

For further details, please contact the following.
Developments Dept. (02) 714-0091. Quality Control Dept. (041) 583-7701

Date of compilation: 14.06.1999

Date of revision: 28.08.2001

Technical support and raw-material supply from {Logo as in the original}
Laboratoires BIOCODEX Manufactured & Distributed by
FRANCE KUHNIL CHEYAK (Co., Ltd.)
Gunseo-ri 297-5, Chiksan-eub, Ch'eonan,
Ch'ungnam
BOCP 301-01

promotes the .. absorption of nutrient elements which would not otherwise be absorbed".
> The Korean here - Byeonp'ae - has a first element (Byeon-) normally suggestive of "change". It is not clear, however,

what the second element "-p'ae" might denote.
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Saccharomyces-based medicine for intestinal disorders
Bioflor-S capsules
(Saccharomyces boulardii)

{Logo as in the original}

Technical support and raw-material supply from
Laboratoires BIOCODEX

FRANCE

{Logo as in the original}

Manufactured & Distributed by

KUHNIL CHEYAK (Co., Ltd.)

Gunseo-1i 297-5, Chiksan-eub, Ch'eonan, Ch'ungnam

{Symbol the original}
This box can be reused.

m Storage method: Keep in an airtight container at room temperature (1 to 30°C)

m For further details, see the accompanying documentation.

® Home page: www.kuhnil.com

Production number: 069
9.1.06
Expiry date:
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New dimension in Saccharomyces-based medicines for intestinal disorders [General]
Bioflor-S Cap.

B Name and content of Active Substance : in 1 capsule

Saccharomyces cerevisiae HansenCBS 5926 (Food and Drugs Bureau Declaration) .........
113 mg

e For further details, see the accompanying leaflet

{Logo as in the original}

Technical support and raw-material supply from
Laboratoires BIOCODEX

FRANCE

{Logo as in the original}

Manufactured & Distributed by

KUHNIL CHEYAK (Co., Ltd.)

Gunseo-ri 297-5, Chiksan-eub, Ch'eonan, Ch'ungnam



S. boulardii TEA
Laboratoires BIOCODEX Page 110

Saccharomyces-based medicine for intestinal disorders
Bioflor-S Capsules
(Lyophilized Saccharomyces boulardii)



