. .\ IDEAL FOR INFANTS
@») AND CHILDREN

Product in
accordance
with Reg.
MDR

- Dyspepsia - Pain and cramps
- Meteorism « Microflora restoration
- Colic - Intestinal dysbiosis
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DESCRIPTION

COMIL K is a System constituted by the medical device
Comil Oral Drops and the food supplement
BoulardiiPRO.

It is useful in case of dyspeptic disorders, gastrointestinal
swelling, aerophagia and gaseous colic caused by
intestinal dysbiosis and for which it is necessary to
associate a medical device, useful to decrease the
surface tension of the enteric lumen, and a probiotic,
useful to restore the intestinal flora.

Single dose:

20 drops
(9 =
s g'; Infants: 1 dose 1-2 times/day );LO mg
o S Children:1dose 1-3 times/day of Simefhicone 7

THERAPEUTIC INDICATIONS

- Dyspeptic disorders

- Gastroenteric meteorism
- Aerophagia

- Gaseous colic

- Diarrheic dysbiosis

PRESENTATION

Comil K instant suspension is a product consisting of:
. 20 ml bottle with a pump dropper containing an
emulsion of Simethicone in aqueous solution (40
mg in 20 drops).
2g sachet containing Saccharomyces Boulardii
(20 MLD/bst) to be dispersed in the simethicone
emulsion at first use.

INGREDIENTS

Bottle: simethicone in aqueous solution with
Sodium benzoate, Potassium sorbate, Sodium
Saccharin, Cellulose gum, Citric acid, Silicium
and Aroma.

Sachet: Saccharomyces Boulardii, maltodextrin.

REGULATORY STATUS

« Classllb
. MDR CE certified
. 1SO 13485 certificate
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Saccharomyces Simethicone
Boulardi 40 mg/dose Saccharomyces Boulardii
b g L Simethicone 40 mg/dose )
SACCHAROMICES
SIMETHICONE =~ =}= BOULARDII

Helps remove gases and
decrease pressure
gastrointestinal tract.

Helps restore and
develop the natural
intestinal flora (Eubiosis)
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* Rubber teat dropper easy administration. Q@%j/_\
[

— Ty

* Probiotics are stored in a sachet ensured
vitality of Saccharomyces boulardii.

CLINICAL TEST

« CYTOTOXICITY for DIRECT CONTACT - according to UNI EN ISO
10993-5:2009

- ACUTE ORAL TOXICITY EVALUATION - according to OECD
420:2011

- ORAL MUCOSA IRRITATION TEST - according to UNI EN ISO
10993-10:2010

- DELAYED HYPERENSIVITY TEST (GPMT) - according to UNI EN
ISO 10993-10:2010




