
Minir in@
Tablets 0,'1 and 0,2 mg

Declaration
Iablets 0,1 m9. Each tablot contains desmopressin acetate 0,1 mg and excipionts q.s.
Tablets 0,2 ng. each\ablei conlains desmopressin acotate 0,2 mg and excipients q.s.

Prop€rties
MlNlRlN contains desmopressin, a structural analogue ol the natural homone arginine vasopressin. Two
chemical changes have been made to the natural homon6, namely dosamination ot 1-cysteine and substitution
of 8-L-arginine by 8-D-arginine. The€e structural changes result in a oompound wilh significantly increased
anlidiuretic polency, very little activity on smooth muscle, hence the avoidance ot und€sirable pressor side
etfects. Oral adminjstration of 0,1-0,2 mg desmopressin provides an anlidjuretic etfect lasting in mosi pationts

tor 8-12 hours. Relative to inlranasal administration the bioavailabiliw is aboul 5 oer cont,

lndications
- Central diabetes insipidus. The use ol N4lNlRlN in palients with an established diagnosis will result in a
reduction in urinary output with concomitant incr6as6 in udn6 osmolality and decrease in plasma osmolality,This
will r€sult in decreassd urinary frequency and d4reas€d aocturia.
- Primary nocturnal enuresis in children aged 5 years or more.

Contralndlcatlons
MlNlRlN musl NOT be used in cases ofl

- habitual and psycogenic polydipsia
. cardiac insliliciency and other conditions requiring treatment with diuretic agenls

Speclal precautions lor use
Precautions to preventfluid ovedoad must be taken in:
- ihe very young and €ld€rly patienls
- condrtons characteilzed by tluid and/or olecirolyte 'mbaEnce
- pationts at risk tor increased intracranial prgssure.

Pregnancy
Reproduclion studles Derlormed in rais and rabbits with doses more than 100 times lhe human dose have
revealed no evidence ol a hamful aciion of dosmopressin on the foetus. One investigalor has aepod€d 3 cases
ol mallormations in children to molhers suflering from diabetes insipidus and receiving desmopressin during
pregnancy. However, several other published reporls comprimising mor€ lhan 120 cas$ show that women
lreated with desmopressin during pr€qnancy have given birth to normal childr€n, Furlh€rmore a review of a v€ry
large dala set id€ntlting 29 children who have been exposed to desmopressin during the full pregnancy shows
no incroase in th6 maltormation €te in the children born.

Lactatlon
Rosulis trom analyses of milk trom nursing mothers receiving high dose desmopfessin (300 pg intranasally),
indicale that the amounts of desmopressin that may be translered lo lhe child are considerably les than the
amounts required to influence diuresis.

Undesirable Etfects
A lew percenl of lrealed palisnts can be expecled to €xpeilence side ett€cls such as h€adache, nausea and
stomach pain.

Comnon Gen€falHeadache
(>1/100) Gl Stomach pain, nausea,

Upper t$piatoty. Epislaxis

Treatment withoul concomitant restiction of water intake may lead to waler relenlion with accompanylng signs
and symptoms (reduced serum sodium, weighl gain, and, in serious casos, convolsions).

lnteractlons
Indomelhacin may augment the magnitude bul not the duElion o, the rgsponse to desmopressin.

Dosage and administration
Optimal dose ot MlNlRlN tablets is individually adjusted.
Centtal diabetes insipidue A suitable initial dose lor children and adults is 0,1 mg three limes daily. The dose is

then adiusted according{o the response ol the patient, According to clinical expederce gained so far, lhe daily

dose varies between 0,2 mg and 1,2 mg. For most patienls, 0,1'0,2 ng thfee times daily is the opiimal dog€
regimen.
Ptinary n@tunal enw6sis: a suitable inilial dose ls 0,2 mg al bedtime. The dosa fray be increased up to 0,4
mg il the lower dose is not suf,icienUy eflective. The n€sd for continued treatment should be reass€ssod after 3
months by m€an€ ot a period of at least 1 week without MlNlRlN treatm€nt. A rostrict€d wat6r inlake must be

obseryed, see also under Special wamings,

Overdose
Ov€rdosage increases the risk'of fluid retention and hyponatremia. Although the treahent ol hyponatremia
should be individualized, the following general recommendalions can be given.

Asymptomatic hyponatiemia is trealed with discontinualion ol desmopressin treatment and fluid lestilction.

Infusion ot isolonic or hypertonic aodium chloride may be added In cas€s with symptoms. When the tluid

retenlion is severe (convulsions and unconsciousness) treatment wth lurosemide should baadded.

Special warnings
In case ot treaiment ol €nuresis the fluid intake must be limited to a minimum and only to salisly lhirsl lrom 1
hour beJore until I hours att6r administation
Substances whjch ar€ known to relede antidiuretic hormons, e.g. ticyclic antidepressants, chlorpromdine and
carbamazepine, may cause an additive antidiuretic etfst and incroase the ilsk of water reiention.

Nole
Laboratory t€sls lor monjtoring lhe patient include urin€ volum€ and osmolality. In some cases plasma

osmolality may be requifed.

Stability and storage
f.llNlBlN lablets should be stored at room lemperalure (maximum 25'C ) and in a dry place (maximum 60 %

relaliv€ humidity),
ln areas where humidity and i€mperature is higher than the on€s suggested, the bottles should be stofed in a

refrigerator. The top cap ol the bonle should b€ firmly closed and.the dessicator should bo kepl insid€ the botlle.

Legal category
Presciolion onlv medicine.

Package quantlties
0.1 mg:30 lablets
0,Amg: 30 tablets
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THIS IS A MEDICINE
. A MEDICINE IS A PRODUCT WHICH AFFECTS YOUR HEALTH. ANO ITS CONSUI,IPTION CONTRARY TO

INSTRUCTIONS IS DANGEROUS FOR YOU.
- STFICTLY FOLLOWTHE DOCTORIS PBESCRIPTION, THE I\4ETHOO OF USE AND THE INSTFUCTIONS OF THE

PHARIVACIST WHO SOLD THE MEDICINE,
- THE DOCTOF ANO THE PHARMACISTAFE EXPEBTS IN MEOICINE, ITS BENEFITS AND RISKS.
- DO NOT BY YOUFSELF INTEHRUPT THE PENIOD OR TBEAT]VENT PRESCRIBED FOR YOU.
- DO NOT REPEATTHE SAME PRESCFIPTION WITHOUT CONSULTING YOUF OOCTOB,

-
-
-


