
Minirin" 
Nasal spray 10  rnicrogldose 

Declaration 
Each mi of soiutlon contans desmopresstn acetate 0 1 mg, constttuents and purifted water to 1 mi 

Presentation 
MlNlRlN nasal spray is supplied in bottles provided with precornpression spray pumps designed to deliver 10 micrograms per actuation 

Properties 
MlNiRtN contains desrnopressm, a structurai analogue of the natural hormone argin~ne vasopressin. Two chemical changes have been made to the natural hormone, 
namely desarninat~on of 1-cysteine and substitution of 8-L-arginine by 8-D-arginine.These structural changes result in  a compound with.signific.antiy 
increased antidiuretic potency, very little activity on smooth muscle, hence the avoidance of undesirable pressor side effects, intranasal administration bf.10-20pg 
desmopressin provides an antidiuretic effect, lasting in most patientsfor 8-12 hours: ' ' 

tndicatlons ... ...~ 
Cenlmld~abeles insipidus 
The use of MlNlRlN in patients with an established diagnosis will result in a reduction in urinary wtput  with concomitant increase in urine osmolality and 
decrease in plasma osmolality. This will result in decreased urinary frequency and decreased nocturia. 
Renal concentrating capacity test 
MlNiRiN can be used to test the capacity of the kidneys to concentrate urine; as a diagnostic aid in the examination of the kidney function. Tbis is especially useful 
in the dilferential diagnosis between levels of urlnary trad infections. Cystitis will oppositeto pyelonephr~tlsnot causea subnormal ability to concentrate urine. 

Contralndlcatlons 
MlNlRlN must NOT be used in cases of: - habitual and psychogenic poydipsia - cardiac insufic~ency and other conditions requiring treatment with diuretic agents 
- syndrome of inappropriate ADH secretion (SiADH) 
-known hv~onatmemia 
- noaerate'to severe rena mpa rmant (cr?at.n i e  clearance less tnan 50 mllm n) 
- ntpersens tlvtty to aesrnopress n or to ar y of tne exclp.ents 

Special precautions for use 
Precautions to prevent fluid overload must be taken in: 
-the very young and elderly patlents 
- conditions characterized by fiuid andior electrolyte imbalance 
- patlents at risk for increased intracranial pressure 
Addltionai precaution for using the renal concentrating capacity test: 
- Renal concentrating capacity testing in children below the age of 1 year should only be performed under carefully supervised conditions in hospital. 

Pregnancy 
Reproduction studies performed on rats and rabbits with doses more than 100 times the human dose have revealed no evidence ofa harmful action of desmopressin 
on h e  foetus. One investigator has reported 3 cases of malformations in chlldren to mothers suffering from diabetes insipldus and receiving desmopressin during 
pregnancy. However, several other published reports mmpromising more than 120 cases show that women treated with desmopressin durlng pregnancy have given 
birth to normal children. Furthermore a review of a very large data set identifying 29 children who have been exposed to desmopressin during the full pregnancy 
shows no increasein the malformation rate in the children born. 

. . 
Lactation 
Rr.,ots from analyses of m IK from n-rsrng molners recelv ng k gn aose aesmop'essn (300 .g ~ntranaM.ly), nalcate Inat me amhnts of oesmopressn Inat nay be 
lransferrea to tne cnrla are consnoeraoty less tnan tne amoLnts req-treo to nf,.ence a.uresls 

Undesirable enects 
Afew percent of treated patients can be expected to experience side effects such as headache, nausea and stomach pain. 

Common General Headache 
(> 11100) GI Stomach paln, nausea 

UDoer resoiratorv: Nasal conoestionlrhinilis. e~istaxis . , 

Less common Skln Allergtc reactions to the preservative 
I i  1inn.i Iinnnr 

Treatment without concomitant restriction of water intake may lead towater retention with accompanylng signs and symptoms-(reduced serum sodium, weight,gain. 
and, in serlous cases, convulsions). 

Interactions 
Substances that are known to ~nduce disturbed ADH secretion, e.g. tr~cyclic antidepressants, SSRls, chioropromazine and cartiamazepine may cause an additive 
antidluretic effect wlth an increased risk of fluid retention, 
NSAID preparations can induce water retentionlhypmatraemia. 

Dosage and admlnlstratlon 
Central diabetes insipidus: Dosage is determined on an individual basis anertestlng. Thenormai dose in adults is 10-20 pg 1-2 times daily, and in children 5-10 (19 1-2 
times daily. 
If signs of water retentionlhyponatraem~a develop, treatment shouid be temporarily discontinued and Ihe dose adjusted. 
Fluid intake should be restricted. If signs of water retention andlor hyponatraemia develop (headache, nauseahorniting, weight gain and in serious cases conwlsims). 
treatment should be discontinued until the patient has recovered. Fluid mtake should be strictly limited when ueatment is reinstated. 
Renal concentrating capaclty test: Normal adult dose is 40 pg. for children over 12 months the dose is 10-20 pg. for children under12 mmths the dose is 10 pg. after 
administration of MlNlRlN possible urine within 1 hour is discarded. During the next 8 hours 2 porlims of urine are collected for measurement cf urine osmolality. A 
restricted water Intake must be observed, see also under special warnings. She reference level for normal urine osmblaliiy afier MlNlRlN administrationls 800 m0smIkg 
for most patlents. With values under this level, the test should be repeated. A similar low result indicates an impaired ab~lity toconcentrate urine and the patient should be 
referred for further examination into the underlying cause ofthe malfunction. 

Overdose 
Overdosage increases the risk of fluid retention and hyponatremia, Although the treatment of hyponatremia should be individualized, the f o l l ~ i n g  general 
recommendations can be given. 
Asymptomatic hyponatremia is treated with discontinuation of desmopressin treatment and fluid restriction. Infusion of isotonic or hypertonic sodium chloride may be 
added in cases wfih symptoms. W e n  the fiuid retention is severe (convulsions and unconsciousness) treatment with furosemide should be added. 

Sneclal warnlnus - r - - -  .. s- 
W e n  ,sea lor a ignostc p-rpose tne ftda Inta<e must be m~tec ana not erceeo 0 SL from 1 noLr cefore unt 6 nod5 aner som nlstrarlol 
SUDSI~~CCS wn cn are ta uwrl to reease ant a,u,etc hormone eg Tr cyc IC ant depressants cnlorpronazlne an0 caroamaze3.ne mav ra 



. .---.. ---. 
-administration to children should be su~ewised by an adult to ensure the correct dose is given 
It there 1s no slmu 1aneo.s rea-ctlon .n flu.d intake, treatment can leaa to water relent on andlor hbponasaem a (heaaache, na,seaNomltlng, welgnt ga n ano I? 
ser ous cases convu s~ons) Elaerly patlents, patents w th lour plasma sodlum evels and pat.ents w th hlgh 24-nour ur ne volumes (aoove 2 8 to 3 Ires) have an 
increased risk of developing hyponatraemia. . . - .  
Minlrin 0.1 mglml nasal spray may cause bronchospasm due to the presence of benzalkonium chloride in mis product. 
In patlents with urgencylurge incontinence, organic causes for increased micturition frequency or nocturia (e.g. benign prostatic hyperplasia, urinary tract infection, 
bladder stonesllumoun), polydipsia or poorly controlled diabetes meliitus, the specific cause of the symptoms shwld be dealt with primarily. 
Treatment with desmopressin should be carefully adjusted during acute illness charaaerised by fluid andlor electrolyte imbalance such as systemic infections, fever 
and gastroenteritls. 
There is some evidence from post-marketing data for the occurrence of severe hyponatraemia in association with the nasal spray formulation of desmopressin, when 
it IS used in the treatmentof cranial diabetes insipidus 

Note 
For intranasal use only. 
Laboratory tests for monitoring the patients include urine volume and osmolality. In some cases plasma osmolality may be requ~red. 
MlNlRlN nasal spray should be stored in room temperature (max 25'C). 

Legal category 
Prescription only medicine. 
Package quantities: 
1 x 2.5mi 
1 x 5ml 

Marketing Authorization Holder: 
Ferring SA 
St. Prex, Switzerland 

Manufacturer: 
Ferring.GmbH :., . . . . . - Kiel. Germany 
January 2007 

.. . 

., . ,:. . . ,  . = - Read this Information before you use MlNlRlN nasal spray. - Note! Before you use MlNiRlN nasal spray the flrst time. You should prime the pump by pressing it downwards 4 times, or until an wen  spray is - . . - obtained. If you have not used MlNlRlN nasal spray during the last week, it is necessary to prime it again by pressing it downwards once, or untll . . 
an even spray appears. IMPORTANT! The end of the tube inside the bottle must always be submerged in the liquid when you use the spray 
(see figure A). 

Instruction for use: 
- Rernwe the protective cap from the applicator. 
-Hold the bottle accordina to the fioure. 
-1i l l  yo-r heaa oackwara; sl.ghtly insert tne nasal applcator nlo one nostr,l accclralng to fg.re 3 nola yo-r breatn as you aam nlster the aose 
- 11 more than 1 dose .s prescrloed oy yo,r physc~an, repeat tne adm~ns[ratlon n Ine other nostril ,se alternar ve noslr s isr eacn aaa.ltonal aose 
- Replace the protective cap. Always store the bottle upright. 

THIS IS A MEDICINE 

KEEPTHE MEOlClNE OUT OF REACH OF CHILDREN 


	Minirin Spray - 2007 - en 1
	Minirin Spray - 2007 - en 2

