
Pentasao Enemas 1g
Note: Other use or other dosages than stated below can be prescribed by
your physician. In such cases the physician's prescription should be lol-
lowed,

Pharmaceutical form:
Enema

Declaration of content:
1 enema contains 10 mesalazine as the active inqredient.
Disodium edetate dihydrate,.sodium metabisulpliite, sodium acetate trihydrate,
hydrochloric acid and lruritied water are added as excipients.

Mode ol action:
Pcntasa@ enemas are effective in the treatment of chronic inflammatory bowel
0rsease.

Manulacturer:
Ferrino A/S
Indertdften
DK-2720 Vanlose

Uses:
Chronic inflammatory bowel disease located to the colon and rectum (ulcerative
pr0cr0srgm0r0ms).

Conditions where Pentasa@ enemas must not be used:
Pentasa@ enemas must not be used in case of hvpersensitivitv to salicvlates or
any other component ol the product, and in casb'of severe liver or kidney dis-
ease.

The preparation is not recommended in children underthe age ol 2 years.

Interactions with other druos:
None known.

Preqnancv and lactation:
Limiled ex[erience. Pentasa@ enemas should not be use during pregnancy and
lactation eicept on doctor's advice.

Effects on abilitv to drive and use machines:
None.

Dosaqe:
Adults: 1g (1 enema) at bedtime.

Treatment of 0verdose:
Lack of experience. Your physician should be contacled if an overdose is sus-
p9.9Fq
Adverse reactions:
Pentasa@ enemas are oenerallv well tolerated.. ln 1-3% of the oatients diar
rhoea, nausea, abdomin-al pain, headache, Vomiting and rash, e.g. urticaria and
eczema nave Deen 0Dserveo.
Hypersensitivity reactions may occasronally occur.

Following administration of Pentasa@ enemas, minor irritation such as itching,' discomforl and the urge to defecate may occur,

\ p.in in the muscles and joints, temporary hair loss, shortness of breath, affec-
i tion of the liver and kidneV function, inflarimation ofthe cardiac muscle and the
I pancreas as well as chanbes in the blood comoonents are very rarelv seen.
j Several ol these adverse ieactions can also be attributed to th'e diseAse itself.
f In case of any adverse reactions your physician should be contacted.

/ -Storaqe:\/ Store Et room temperature in unopened original package.

Expirv date:
Seb d'ate stamp on the packaqe.
Must not be used after the exdirv date.

Date of latest revision ol the package insert:
Julv 1998

lnstructions for use:
Pentasa@ enemas are protected by a foil bag which is removed immediately be-
T0re use.

1. A visit to the toilet is recommended before administration of lhe enema.
2. Remove the foil baq.
3, Shake the olastic container well before use (fioure 1 ).
4. Twist the sinall too section of the container all-the wav around {fioure 2)
5. Put vour hand in enclosed plastic baq and clutch the bontainer (fiqure 3+4)
6. Assume a position which is suitablelor inserting the enema, e.g. on yourle{t

side as shown in the drawino {fioure 5)
7. Carefully insert the applicatoi iip-into the rectum and gently press out the liq-

ut0, oIesslnq severat Itmes. I necessary.
B. Withdraw thd applicator tip while the coritainer is still compressed.
9. Remain in the same position for 5-10 minutes or until the urge to defecate

has disaooeared (fioure 6).
1 0, Roll the'bag ovei the conlainer before discarding it (ligure 7).

NB. tt is recommended that Vou protect your bedline and undenilear aqainst
spillage as the enemas may discolor the fabric. if by accident you spill o-n the
fdbriiout it to soak immedialelv.
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Thia is a medicine

- Medicine is a product which affects your health and its consumption contrary
to instruct ions is dangerous For you,

- Strictly Follow the docto/s prescription, the method of use and the instructions
of pharmadst who sold the medicine.

-  The doctor and the pharmaciat are gxperts in mediclne, i ts benef i ts and r isks.
- Do not by yourself lnterrupt the priod treatment prescribed to you.
- Dont ropeat the same prescription without consulting your docior.
-  Ke€p the medicine oui of  reach of chi ldren.

ciallV durinq the initial phase of treatment.
Seribus chinqes in the blood components and inflammation of the cardiac mus-
cle and pancr-eas (mvo-and pericaiditis) are seen in rare cases. 0n suspicion of
these adverse reabtibns voL.ir phvsiciari should be contacted and treatment dis-
qgntinued. Symptoms can be bleeding, bruises, sore throat and fever or, incase
6-f inflammation of the cardiac muscle- and pancreas, fever and chest riain ac-
companied by shortness of breath


