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Dlozepom Desitin 5 mg rectal solution
Dlazepal‘n Desitin 'IO mg rectal solution

Diazepam

The name of your med|crn}e is Diazepam Desitin rectal sdutlon which will be referred ta as ‘Diazepam’ or ‘Diazepam
solution” throughout this lgaflet.

Read all of this leaflet carefully before

you start using this me{ilclne because it contains mportant information for yol

 Keep this leaflet. You may need to read it again.

e If you have any further euestlons ask your doctor, phagmacist or nurse.

 This medicine has been'prescribed for you only. Do nohpass it on to others. It may harm them, even if their signs of
illness are the same as }/ours

* |f you get any side effecys, talk to your doctor, pharmaclst or nurse. This includes any dossrb\e side effects not listed
in this leaflet. See section 4.

What is in this leaflet :

1. What Diazepam is and what it is used for

2. What you need to knowibefore you use Diazepam

3. How to use Diazepam !

4. Possiblesideeffects™ 4 = = - - =T - - - -
5. How to store Diazepam, !
6. Contents of the pack and other information :
1. What Diazepam is anh what it is used for | |

Diazepam belongs to a group of medicines known as benz¢drazep|nes which are used as #edatives and anticonvulsants
(to control fits), or to relax tense muscles. i
Diazepam is used: ! 1
* fo control epileptic or febrlle convulsions (fits) !
 for sedation before miner surgical or dental procedure$ :
 for muscle spasms in tetanus |
 for severe, disabling, or'extremely distressing anxiety or agitation 1
Diazepam solution may be. used as above when an injectibn is not practical or not wame'd.
Diazepam solution may beruseful for the immediate treatrhent of convulsions in chlldren
2. What you need to kqow before you use Dlazepam solution

Do not use Diazepam solution

if you are allergic to d|azepam or any of the other ngredlems of this medicine (hated in section 6). An allergic
reaction may include ragh nchrng difficulty of breathing or swelling of the face, lips, throat or tongue.

if you have myasthenia gravis (very weak muscles). !

if you suffer from sleep apnoe (temporary stopping {)f breathing during sleep).
if you have a severe liver disorder.

if you have a severe bl'eathmg disorder.
Diazepam should not be used for premature babies.

Warnings and precautidns
Talk to your doctor before IJsrng Diazepam solution

_ < ityouhave a kidney of liver disorder._ _ _ _ _ _
e if you have a breathing disorder.
« if you have a poor blood supply to the brain or any brain damage.
« if you have a history df alcohol or drug abuse. 1
o if you are suffering frgm mental illness (such as depressron phobia or obsessmn)
Patients in shock may be treated with Diazepam only if rneasures are concurrently undenaken to correct the volume
deficiency. ! | |
Diazepam solution should hot be taken at the same time &s alcohol and/or medicines with a depressant effect on the
central nervous system. If taken at the same time, the effect of Diazepam can be enhanced and may lead to
unconsciousness and depnesswn of the cardiovascular fupction and/or breathing, requlrlpg emergency treatment.
If you received Diazepam Yfor €.g. minor surgical or den(al procedures, you should omy go home accompanied by
someone else. |
Development of tolerance !
Following repeated use of Diazepam solution over a few weeks, there may be a Iossrof effectiveness (due to the
development of tolerance fo the hypnotic effect of benzodrazeprnes)
Development of dependence
Diazepam solution is an adtictive medicine (primary dependence potential). Diazepam soll.mon may cause dependence,
even at therapeutic dosages. The risk of dependence increases with dose and duration of treatment; it is also greater
in patients with a history of alcohol or drug abuse. Therefbre, you should use Diazepam $olution for as short period of
time as possible. | ! :

1
Discontinuation of therapy/withdrawal symptoms 1
Once physical dependenée has developed, abrupt termination of treatment will be accompanled by withdrawal

symptoms. These may consist of increased dreaming, swating, trembling, headaches, rhusele pain, extreme anxiety,

mood swings, tension, resilessness, confusion and |rntabt\|ty

In severe cases, the following symptoms may occur: impaired self-perception or perceptron of one’s surroundings

(derealization, depersonalitation), confusional state, hyperisensitivity to light, noise (hyperacu5|s) and physical contact,

"~ numbneSs and Tingling of'the éxtremities; Hallicinations of epilepfic Selzures. = = ~ ~

The symptoms that led to treatment with Diazepam solutroh may recur in an enhanced forr‘n on withdrawal of treatment.

Since the risk of withdrawtl phenomena is greater after abrupt discontinuation of treatmem it is recommended that

the dosage is decreased g'radua\ly 1

Memory disorder | . '

Diazepam may cause short-term memory loss (anterograde amnesia) using therapeutiq dosages. For example, this

means that you may no \ohger be able to recall actions you carried out after using Diazepam solution. The condition

occurs often several hours after administration of the medicinal product. This risk increases with the dosage level and

can be reduced by a suﬁrqrenﬂy long, uninterrupted duraﬂon of sleep (7-8 hours). :

Psychological and “paradokical” reactions

Reverse effects such as restlessness, agitation, nmabmty,raggressrve behaviour, nrghtmares hallucinations, delusions,

rages, inappropriate behayiour and other behavioural disorders or abnormal condition ef the mind (psychosis), may

occur when using benzodigzepines, especially in elderly datrents or children (see sectron‘ 4). In such cases, treatment

with Diazepam solution shnu\d be discontinued.

Psychoses

Diazepam is not recommehded for the primary treatmentlof mental and psychiatric drsorders (psychotic illness).

Depression 1

Diazepam should not be ubed alone to treat depression or states of anxiety that occur m. association with depression.

In some circumstances, th%} clinical symptoms of depression may be aggravated (risk of suicide).

The application without medical advice by a doctor will rt{duce the opportunity that this |‘ned|C|ne will help you. At the

latest after four weeks of use, your doctor will decide whgther your treatment should be i:ontrnued Do not increase in

any case your prescribed dose even if the effect ceases.iThe aimed treatment is complreated by arbitrary increase of

dosage. 1

Do not use benzodlazeprnes because they help others so Igood
1
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1
Children and adolescentsr 1
Diazepam should only be grven to children and adolescents |f'a doctor thinks this is necessary and any treatment should
be kept to a minimum.

Elderly patients

Elderly should be given a reduced dose (see section 3). Cadtron is advised in elderly patrents due to the risk of falling
and consequently fractures, particularly when getting up af night (see section 4). Falling |nay occur because of the
muscle relaxing effect of diazepam. , '

Specific patient groups ! ! !

A lower dose is recommerlded for patients with chronic' respiratory insufficiency due 'to the risk of respiratory
depression. It is also recommended that debilitated patierts and those with hepatic ang renal impairment should
receive a reduced dose and,special caution is advisable (see section 3). Benzodiazepines are not indicated to treat
patients with severely impaired liver function as they may pnecrprtate brain disorder (encephalopathy)

High-risk patients

Benzodiazepines should be qsed with extreme caution in pairents with a history of alcohol pr drug abuse.

Other and Di i ! !

Tell your doctor or pharmacrsl'r if you are using, have recenﬂy’used or might use any other njedrcrnes This is especially
mportant for the following medicines as they may interact Wllh Diazepam solution:
antipsychotics (treatments for mental iliness) 1

anxiolytics (treatments forianxiety) 1

sedatives or hypnotics (e.d. sleeping pills) !

antidepressants (treatmen s for depression, such as fluvdxamme fluoxetine)
narcotic analgesics (strong painkillers)
anaesthetics

antiepileptics (treatments ior epilepsy, e.g. phenytoin, pnenobarbltal)
sedative antifisfamines (tfeafmerits Tor allergies That méke'yﬁu'sle'ep'y) """" r
pain killers, e.g. buprenorphine !
azole antimycotics, used tg) treat fungal infections (nraeonazole ketoconazole, fluconazole voriconazole)
HIV protease inhibitors which are used to treat HIV infectipn |

isoniazid (for tuberculosis + TB) 1
disulfiram (for treatment of alcoholism)

cimetidine, omeprazole (dfugs for heartburn and ulcers)
oral contraceptives (e.g. ‘The Pill’)

muscle relaxants |

rifampicin (an antibiotic) 1

theophylline (tablets for asthma)

levodopa (for Parkinson’s tisease)

sodium oxybate (used to tfeat narcolepsy)

St. John's wort (used to treat depression) 1

Concomitant use of Diazepam solution and opioids (strong 'pain killers, medicines for substrtuuon therapy and some
cough medicines) increases the risk of drowsiness, difficulti¢s in breathing (respiratory deptession), coma and may be
life- thbrleatening Because of this, concomitant use should qnly be considered when other,treatmem options are not
possible |

However, if your doctor does'prescribe Diazepam solution tdgether with opioids the dose ahd duration of concomitant
treatment should be limited @y your doctor.

Please tell your doctor about all opioid medicines you are takng and follow your doctor's dose recommendation closely.
It could be helpful to informifriends or relatives to be aware of the signs and symptoms stated above. Contact your
doctor when experiencing subh symptoms. I

Nicotine (e.g. smoking) may reduce the efficacy (eﬁ‘ectrveness) of Diazepam solution. |

It may still be all right for yod 1o be given Diazepam and yodr doctor will be able to decide what is suitable for you.

Mazepmolutlunwrtlralcohul
Do not drink alcohol while you are using Diazepam. Alcohol lmay increase the sedative effel:ts of Diazepam and make
you very sleepy. '

Pregnancy and breast- feadmg

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a baby, ask your doctor for
advice before taking this medrcrne

Pregnancy

You should not use this medrerne if you are pregnant unless your doctor tells you to use it. Teil your doctor straight away
if you think you may be pregnant.

There may be a slight increabe in abnormalities, pamcu\arly'hare lip, in babies born to momers given benzodiazepines
during pregnancy. Babies exl)osed to overdoses of benzodi%lzepines during pregnancy ma& be slow developers, may
have eye movement disorders (nystagmus) or congenital abpormalities. If you use Diazepagn during pregnancy over a
longer period or in high dosgs, your newborn may suffer from withdrawal symptoms. If you have received Diazepam
towards the end of pregnancy or dunng labour, the babyimay be affected, with feelrngl cold, floppiness, difficulty
breathing and poor suckling (so -called "floppy infant syndrome ).

Breast-feeding

Do not use Diazepam dunng lactation because it enters lhe breast milk. For this reasan if Diazepam therapy is
essential, breast-feeding shou\d be terminated in order to av0|d side effects in the breast- fed infant.

Driving and using machlnps
You must not drive or use machines until 24 hours after 1he last dose. After 24 hours, if y@u still feel sleepy or find it
hard to concentrate, if you hotice muscle weakness or eprsodes of memory loss you should not drive or operate
machines and tell your doctdr.

This medicine can affect your ability to drive as it may make you sleepy or dizzy.
* Do not drive while using this medicine until you know how it affects you.

|t is an offence to drive if this medlcrne affects your abllrty to drive.

— the medicine has been prescribed to treat a medical o
—you have taken it according to the instructions given

Y dental problem and
by the prescriber or in the qurmatron provided with the
medicine and 1 |

— it was not affecting your ability to drive safely. l 1
Talk to your doctor or pharm%rcrst if you are not sure whethe:r it is safe for you to drive WhilE-) using this medicine.
Diazepam solution contains propylene 1
glycol, benzyl alcohol, benzoic acid and sodium benZoate '
This medicine contains 37.5 mg benzyl alcohol in each regtal tube which is equivalent to, 15 mg/ml. Benzyl alcohol
may cause allergic reactions 1 1
This medicine contains 2.5 rhg benzoic acid (E210) and 122.5 mg sodium benzoate (E211) in each rectal tube which
is equivalent to 1 mg benzorr{ acid per ml and 49 mg sodlurd benzoate per ml. Benzoic acid,and sodium benzoate may
cause local irritation. |
This medicine contains 1 mgd propylene glycol in each rectal tube which is equivalent to 400 mg/ml. Propylene glycol
may cause skin irritation. I I
3. How to use Diazepam solution 1 1
Always use this medicine exz{ctly as your doctor has told yor.{ Check with your doctor or phaﬁmacist if you are not sure.
Dosage
The usual dose is 0.25 - 0. 5lmg/kg (body weight). The doss also depends on the patient's age and health. Diazepam
is for use in adults and chrIdPen (weighing more than 10 kgl
The recommended dose i |s
« for children between 1 andl 3 years (10-15kg): one 5 mgltube
« for children over 3 years (hore than 15 kg): one 10 mg thbe
e for adults: two 10 mg tubgs

1
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Your doctor will decide thq' appropriate dose and for how: long you need to take this mq'd\cine The usual duration of :
treatment is not longer than 4 weeks. If needed, your dooior might increase the duration;of treatment. 1
Method and duration of administration ! !
Diazepam solution is for use in emergency cases. \ is not intended for long-term Ijse If it becomes necessary,
the dose may be repeated,every 12 hours. If convulsions (fits) are still not controlled the doctor should be contacted.
The tubes containing Diazepam solution are for rectal (into the anus) and single use only. Treatment should
be as short as possible. The lowest dose that can controf the symptoms should be used. If used continuously for too
long, there is a risk of becpming dependent on diazepam,or of having problems when stppping it.

If no effect is seen aﬂer 10 minutes, the dose can be repeated in children or an addmonal 10 mg tube given to
adults.

Elderly and debilitated qatlenIs or those with liver o; kidney dy or chroplc
need a reduced dose. | | |

How to use Diazepam splution ! !

g disorder may

1 1
1. Ihpossible, turn patient on side, or front for a child.
2. T}ear open the foil back. :

3. Qpen the tube by twisting off the cap.
1 1

Note In chl\dren under 15 kg msert:the nozzle only half way.

5. Bmpty the tube by pressing ﬂrmly between the thumb and 1

\r\dex finger. '
1
1
1

1 1 1 1
‘eep the tube completely pres“sed together until you have :
awn it out of the rectum. \ '

Note?A small amount of the solution is intended to be left in the 1

'tube after the dose has been %lven '

e the palient’s posttionand fold the buttocks Together for ™ .

- 1 afew minutes to prevent Ieakage. 1
1 1

I
1
T 1
I
If you use more Dlazepam solution than you should
If you have used more Diarepam solution than you should, talk to a doctor immediately. l !
Symptoms of overdose |ﬁclude drowsiness, sleep\ness, mental confusion, lethargy (a drowsy dullness), speech :
disorders and involuntary eye movements (nystagmus).
If such signs of illness appear, a doctor must be told \mmedlately, who will decide on thalr severity and any measures |
that may be required. !
In serious cases, symptom's include low blood pressure, Idss of reflexes, shallow breathn g (respiratory and circulatory '
insufficiency, turning blue (cyanosis), loss of consciousne#s progressing to the development of respiratory and cardiac :
arrest), co-ordination probjems (ataxia), floppiness, coma, (rare) and death (very rare). I the phase of subsidence of ,
intoxication, severe states of restlessness, insomnia and possibly major convulsions maysoccur. 1
The symptoms of overdosa are increased under the mﬂuence of alcohol and other central\y depressant drugs. 1

If you stop using Dlazepam solution |
Once physical dependenae has developed, abrupt termlnatlon of treatment will be accompamed by withdrawal 1
symptoms. Since the riskiof withdrawal phenomena/rebound phenomena is greater after abrupt discontinuation of
treatment, it is recommended that the dosage is decreaséd gradually.

Withdrawal symptoms mclude headaches, muscle pain, ex.treme anxiety, tension, restlessness confusion and irritability. .
In severe cases, the following symptoms may occur: derealization (the world feels unreal), depersonalization (feeling 1
detached from your body), hyperacusis (sensitivity to sound), numbness and tingling, 'sensitivity to light, voices or 1
physical contact, hallucinations epileptic fits, mood chan es anxiety or sleep disturbancbs and restlessness.

1

1

4. Possible side effects :
Like all medicines, this madmne can cause side effects, a\though not everybody gets them 1
All medicines can cause allergic reactions, although ser\ods allergic reactions are very raré. Tell your doctor straight '
away if you get any suhden difficulty in breathlng, swelling of the eyelids, fat:e or lips, rash or itching :
(especially affecting yoyr whole body). | | |
The following side effects have been reported: ! ! !
Common: may affect up t 1 in 10 people . : :
sedation, drowsiness, hgadaches, dizziness (with risk o{ falls in the elderly), unsteadine,ss‘ speech disorders such as |
slurred speech, trembling hands 1 1
tiredness, hangover efféct ! !
seeing double ! : :
I 1

1

muscle weakness
muscle cramps |
reduced alertness, numbed emotions, confusion and shon term memory disturbances (anterograde amnesia) which 1
can be associated with Inappropriate behaviour (see sdction 2) 1
paradoxical reactions - hstead of feeling sleepy, some patients (particularly children or'the elderly) may feel agitated '
with a change in their qersonamy Other symptoms are restlessness, anxiety, changlrfg mood, suicidal tendencies,
aggressiveness, rage, |ritability, tension, irrational ideas (delusions), mghtmares sleeplessness, hallucinations |
(sensing things that are. not real), hostility or \nappropnate behavior. If you exper\ence.any of these effects, contact 1
your doctor.

1
| ® increased salivation |

| effects. In some patients, depression may occur.

1 the safety of this medicine. 1

! Weg beim Jéger 214

1 Kingdom (Northern Ireland) under the following names:

202610
UZO1U 1 )
Uncommon: may affect up td1in 100 people !
* impaired concentration | :
Rare: may affect up to 1 in 1 000 people |
low blood pressure ! 1
slow pulse heart failure, mcludmg cardiac arrest !
chest pain :

blood cell changes, \nc\udmg reduced number of p\atelets |

eye changes including b\u'rred vision and involuntary eye'movemems (nystagmus) 1

dry mouth 1
nausea (feeling sick), v0m|t|ng (being sick), epigastric pam (heartburn/indigestion), obsnplation (severe constipation),

1

1

1

diarrhoea | |
jaundice (yellow skin) 1 |
problems in passing watet or involuntary urination !
increase or loss of sexual 'desire, problems with menstrudl periods 1

spasm of the airway, difficulty with breathing, temporary stopping of breathing (apnoga), cessation of breathing
(respiratory arrest). The regpiratory-depressant effect may be more marked in cases of éxisting shortness of breath
caused by constricted airways (respiratory tract obstruction) and in patients with brain damage. This should be borne
in mind particularly if used at the same time as other central\y active medicines (see seqtlon 2).

increased appetite

hangover effects in the mprnmg after evening admmlstréuon which may lead to dlsturbance of concentration and
tiredness and may impair yeaction capacity

e changes of liver blood tests (increased transaminases and alkaline phosphatase)
Very rare: may affect up to 1' in 10 000 people :
® skin rashes |nclud\ng nch;ng and hives

ulties| (angioedema)

* risk of falls (see section 2. "Elderly patients") 1
Diazepam solution may caude dependence, even at therapbutlc dosages. Stopping treatment may cause withdrawal

I
Reporting of side effects | '
If you get any side effects, talk to your doctor, pharmacist onnurse This includes any possﬂ;le side effects not listed in

this leaflet.

' You can also report side eﬁepts directly via the Yellow Card Scheme at: www.mhra.gov. uk/yel\owcard or search MHRA

Yellow Card in the Google Plgy or Apple App Store. By reporjing side effects you can help ptovwde more information on
1

5. How to store Dlazepam: solution : 1

Keep this medicine out of the sight and reach of children. '

Do not use this medicine aftér the expiry date which is statéd on the package. The expiry dete refers to the last day of

| that month,

This medicine does not requve any special storage condmons '
Do not throw away any medicines via wastewater. Ask yout pharmacist how to throw away medicines you no longer

| Use. These measures will heIp protect the environment. , 1

6. Contents of the pack and other information 1
What Diazepam solution éomains :

 The active substance is diazepam
* The other ingredients are: benzyl alcohol, ethanol 96%, pmpy\ene glycol, benzoic acid, sogium benzoate and purified
water |

~What Diazepam Solufion ff)o‘ks like and contents of f|'1'e pack™ """ """ 7~ FoTTTT T T T

Diazepam solution is a clear,icolourless or slightly yellowishisolution in a white polyethylem tube.

h Pack of 5 rectal tubes. Each I‘lube contains 2.5 ml solution (}f diazepam 5 mg or 10 mg. 1

Marketing Authorisation Holder and Manufacturer
Desitin Arzneimittel GmbH

D-22335 Hamburg
Germany 1

E-mail: medinfo@desitin.co. uk
This medicine is authorlsed in the Member States pf the European Economic

'Area and in the United

The Netherlands !

Diazepam Allgen Rektiole 5 mg oplossing voor rectaal gebrplk 5mg/2,5ml
Diazepam Allgen Rektiole 10. mg, oplossing voor rectaal gefruik 10 mg/2,5 ml
Sweden

Diazepam Desitin 5 mg rekt: \Iosnmg
Diazepam Desitin 10 mg rekfalldsning

This leaflet was last rewyed in 01/2025.
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