[FegmerE [ BEolE |

B Yo7 |= 2| o R X2

- ®
Oj A DO| M mapy
HESNEEANRINBHE
OjADIM MEPHR 30H Aot $E7IUES & UOJ|= 871X BIEY MIF @FF137HX] Strain)E
JIAXCR Kalisie] Y2 SHAAXE sieol2t Ba120| SR UsULCE O|ADIH MEIENE
Olxe] KIS RO| 80%7t EESIT Y= HoIoIoin MAIHHE Ust5i0, 1371K] TR 587|107
StrainOil THEH A 557120 BIE4R ZAE ZAAF|=| 0FF S2HQI ASQLCt ol

__schumii

Treatment and Prevention of Chronic Upper and
Lower Respiratory Tract Infections

smigen’

Polyvalent mechanical bacterial lysate (PMBL)

Ismigen® sublingual tablet contains Lyophilized Bacterial Lysate obtained by mechanical lysis of 13
inactivated strains of bacteria among the most commonly responsible for upper and lower respiratory
infections. Thanks to its unique mechanical lysis process, it allows the preservation of the bacterial
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= Composition : 1 tablet contains,

Polyvalent Mechanical Bacterial Lysate (PMBL) - S0mg
= Appearance : Whitish tablets, brownish spots,
characteristic odour,

* Therapeutic indication : Relapsing infections of the
upper respiratory tract and of the bronchopulmonary
tract, especially chronic respiratory tract diseases
(bronchitis, sinusitis, etc.).

« Posology and Method of administration : Adults - 1
tablet of 50 mg per day before eating, to dissolve
under the tongue, for 10 consecutive days per month,
for a total period of 3 consecutive months.

* Precaution for Use
1. Contraindications
1) H; itivity to the active
of the excipients,
2) Acute gastroenteritis.
2. Undesirable effects
1) Digestive system : Uncommon: mild
intestinal disorders (diarrhoea, abdominal
pain, vomiting).
2) Skin : Rare - allergic disorders (itching, cutaneous
disorders etc.).
3) Respiratory system : Cough, dyspnea and asthma
may oceur,

ortoany

4) Others : Rare - after the start of the treatment,
slig PRSI vy .

ht of resp
mild fever, fatigue and allergic reactionmay occur.
3. Interaction with other medicinal products and other
forms of interaction
1) Do not use 2 weeks before or after the administration
of oral vaccine
2) Immunosuppressive therapy may affect the effectiveness
of this medication.
4.Pregnancy and lactation
‘Though no toxic effects were observed in animals
and there is no control study in pregnant woman, it
is advisable to avoid the use of Ismigen’ during the
first three months of ascertained or presumed
nancy.
5. Special precautions for storage
1) Keep out of reach of children.

2) Storein the origi in order to maintain quality
* Storage conditions : Keep in sealed container at room
temperature (1~30°C).
» Shelf-Life : 36 months from the manufacturing date.
» Packaging : 30 tablets/box

% Date of revision of the text: May 2017

KFDA's website (http://ezdrug.mfds.gokr).

% If you don't know how to take medicine or have any questions, please consult your doctor or pharmacist.

% This medicine is passed by strict quality control according to cGMP, EUGMP. I a drug when purchased is
expired or changed/corrupted in quality, it could be replaced with a new one in purchased place.

% For more detailed drug-information or if there is any amendment of drug-information after the revised
date of this leaflet, you can see it in our website (www.schumitt.com) o the drug information section of

* Developed by * Import Seller
Lallemand Pharma AG i Health Korea LLC
Head Office: 4/F, 59 Gaun-ro 2-gil, Namyangju-si,
* Manufacturer
B:anuhﬂ;‘nl SRL Gyeonggido, South Korea

Via lsonzo 6-16147 Genova, Italy

= Co-promotion : GS Pharma Inc




