MP®40 MP®500

Powder for injection
Methylprednisoloné sodium succinate

Rend all of this leaflet carefully before you start taking this medicine.
this leaflet_You may need to read it again.
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s been prescribed fo you Do not pass o o fher. T may harm them, even i ther symptos arethe seme a5 yours.
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In this leaflet :
‘What MP is and what it is used for
Before you take MP
ow you tzke
Possible side effects
How to store MP
Further information
1. What MP is and whnl lt is used for?
Pharmacotheraj
Mb contains Mathylpreanisolone Sodium Succinate Methylpred.\usclone belongs o group of medicines called cortcosteroids
steroids). Corticosteroids are produced naturally are important for many body funct
erapeutic indications:
Boostung your body vth exta corticosteroid such as m can help fllowing surgery (e g. organ |mnsplm|ts)
flare-ups of the symptoms of multipe sclergeisor offer stressfl conditio
These include inflanmatory or allergic conditions affecting
+ Brain caused by a tumour or meningitis
- Bowel and gut e.g. ‘Crohn’s disease” and ‘ulcerative colitis’
 Lunes caused by asthma, severe allergy or
%) Stevens-Johnson Syn
‘may be prescribed to treat conditions other than those listed above.
N Reter o e wmcsss iy you have batn grvet it medieine.
2. Before you take MP:
a-Do not take MP if:
« You think you have ever suffered an allergic reaction, or any other type of reaction after being given MP or any other medicine,
containing a corticosteroid or any of the ingredients in this medicine (Section 6 of this leaflet confains a list of ingredients)
Apallergic reaction may cause a skin ash or reddenin, swollen face of ps orshortness of brea
* Youhave any fungal infection (Such as thrush) whic i not bewng tr
* You have recently had, or are @ any vaccination.
+ You are suffering froni, of receiving, m‘mem Tor, mal
You are suffering from a head iury or
e Your doctor ummediaiely i any o fhe above applies to you
‘ake special care with
You must ell your doctor before you ake this medicine i you have any of the folowing conditins
Your doctor may have to momtor your treatment more closely, alter your dse oF @ive you another medicine
- Chickenpor. theasles, . Shngles o a hetpes eye infestion I you thutk yo
contact with Someone it ckenpox Treastes or shingles and you have not already had these illnesses or if you are unsure

orm infestation (e (2.2, threadwom)
. SEV ere depress gmsslon (bipolar disorder). This includes having had depression before while
ang sterord medicines fike M. or having a family history of these ilinesses
. Dla etes (or if there 1s a family history of diabete: X
. Ggalepsy, 1its or serzures
icreased pressure inthe eve) orif there is a faunily history of laucorma.
* You have xecenﬂy suffered a heart atta
Heart probleuns includu henn fmzllure or infections.
Hypergns ressure
mdlsm% under active thyroid)
S ek o
+ Kaposi’s sarcoma (a type of skin cancer)
ey or liver disease
* Muscl problems (i or wealness) have happened while {aking steroid medicines inthe past.
+ Myasthena gravis (a condition causing tired and weak muscles).
: Qsteopoross (britle bones)
+ Skin abscess
* Stomach lcer, diverticulits iuflaymation of the bowel wall o other serious stomach o intestiual problerus
« Thrombophlebitis - vein prob to thrombosis (clots 1 the veins) resulting in phlebitis (red, swollen and tender veins)
" Tubercuifosis (TB) or if you have suffeted tuberculosts in the past
« Unusual stress.
ing's disease (condition caused by an excess of cortisol hormone in your body).
 Acute pancreatis (nflanumation of the paner
You must tell your doctor before you e B e i if you have auy of the conditons isted above
oth

EYTTSere

vomit or stomach contents

or breathing in

¢ Taklug otier medicines, herbal o dietary supplen
You should ell your doctor ifyou ae aking a3y of the following medicines which can affect the way MP or the other medicine works
. to treat glaucoma and epileps
. o treating cancer
. - used to“thin’ the blood such as acenocoumarol, phenindione and warfarin
. +used to treat myasthenia ravas (a wuscle condition) such as ditignune and neosigmine
« Antibiotics (such as
. — medicines used to ‘treat high blood o sugar
. sed 0 lower blood pressue
Aprepitant and Fosapre naut \ed {0 prevent nauces and vomiti

spirin and non-steroidal anti-inflammat medlunes (also called ﬁSA]Ds) such—as ibuprofen used to treat mild to moderate pain

lenytoin snd
benaclin e TR v o b and st digecton
 Gelosponn - used o treat condiions such s severeheunatoid artht,severe poriasis ot following anorgan o bone marrow transplant
igoin - used for heart alure andlo an megular heart beat
Diltazen or mibeftadil—used for heart problems or hlgh blood pressure

ndmsvlr and lenavlr used to treat H[\/ mfechcns
azid - used to treat bacterial infections
Ketoconazole o traconazole ~used fo treat fungal infections
- oler medicinescalled neuromuscular blocking agents

hich are used in some surgical proced

otassium deplefing agents - such as diuretics (sometimes called water tablets) amphotericin B, xanthenes or beta?
onists (e.g. medicines used to treat asf

ampici and nfabutin  antibiotics sed o ret uberculosis
actolimus used followingan organ transplant o prevent ejecion of the organ
* Vaceines - ell your doctor i you fave recentr my Vaccination.
Yot Shonid ot ave-le vaccines Wil seint s edieime.Other vaceine) ‘may be less effective.
Please tell your doctor, health care provider or pharmacist if you are taking or have recently taken any oher medicines, including
medicines obained without a pescrpton
If you are taking long term Icn
I You ate beng freated for diabetes. hig
the dose of the medicines used to tréat these conditions.
Before you have any operation el your Goctor, dentist or anesthetis that you are taking M

o ot esbto be e 0k by yout Aocior f i hospiia i 5 orint that e el the doctor thatyou are faking MP
This medicie can affect the resu.l[s of some tes
d- Pregn: and breast-feedin
You mus%);e yourdoctor if you e pregnant, think you might be pregnant or are trying to become pregnant as this medicine could
ow
e oY o e ttrved  nfnts bom fo mothers s udergoinglon. e restment withcoricoseridsduring reguancy
Tell your doctor if you are breast-feeding as small corficosteroid medicines may get into breast mil
Ask your doctor, héalth care provider or pharmacist for advice before taking any medicine.
& Driving and ising ‘machines

Undesirable effects, Such as dizziness, vertigo, visual disturbances and fatigue are possible after treatment with corticosteroids
Hyouate aftected do not drive or operate machin
£ Important information about some of the mg%’mms
Sugar intolerance — the 40mg vial of MP contains a sugar calledl
[fynu e bech 11 by you dector ot ot v s i eiincs 10 somhe sgats, tell your doctor before tking tis medicine

e

(blood ressure or water retention (oedema) tell your doctor as he/she may need to adjust

3. How you take MP
Always fake MP exactly as your doctor or health care  provider s told you
You should check with your doctor, health care provider or pharmacist if you are not sure
If you are admitted to hospital for any reason always tell your doctor that you are taking MP
Dasage informatios
Your doctor will decide on the site of injection, how much of the medicine and how many injections you will receive depending on
the condition being treated and its severity. Your doctor will inject you with the lowest dose for the relief of your symptoms.
Adults

MP will be or into a muscle

iven as an injection by your doctor, either into a vein
se is given into a vein, especially in an emery

Howlbe g be rven slowy over at east 5 mlnmfes For Iarger doses this may take 30 minutes or more. Large doses should

normally be used for oaly two to

e edicin e ot Gestived i Sterie Waler for Injections. If the medicine is to be given by infusion (using a pump or drip) it is

then mixed with another suitable fluid.

No oter medicines should be mixed wi it

Treatment will normaly be the same as for  younger adults. However your doctor ay wast o see you more fegulry regulrly to
check how you are getting on with this me
Children
Corticosteroids can affct growh i children so your docto willpescribe the owest dose that will be efectve for your hild
Do not drink grapefruit juice while being treate
= f you take more MP than you should
Iy think you have been given (oo many injectons of MP please spesk to your doctor imimediately.
b-Tf you stop/reduce t MP
Your doctor will decide when it is time to stop your treatment.
You will need to come off this treatment slowly if you.
* ave ad repeated doses ofcortcosterords fof mote than 3
 have been e high doses of M. over 32 mg daily, even if s only for 3 weeks or less;
- have already had a course of corticosteroid tabets or injections in the last year; already had problems with your adrenal glands
{adrenocortical 1 msufciency) before you stated his trestment
You will need to come off this medicine slowly to avoid withdrawal s
These symptoms may include itchy skin, fever, muscle and joint pains mnny nose, sticky eyes, sweating and weij m loss
tyour symptoms et 0 retum o get worse 4 your dose of thismedicine 5 reduced tell yout doctor immediate]
[ental problems while taking MP
Mcntal v proeiems dan b while aking steroids like MP (sce also section 4 Possible Side Effects).
< These ligessescan be serious
- Usually they start a few days or weeks of starting the medicine.
* They are more fikely to happen at b sigh doses
Mot o these problems go away ifthe dose i lowered o the medicine i sopped.
However if the problems do happen they might need treatment.
Talk to a doctor if you (or someone usiag this medicine) mowmgns of mental problem:
‘This is particularly important if you are depressed, or might be about suicide. In a few cases mental
blems have lappened when doses are being lowered o stopped
f you have any further questions on the use of this product, ask your doctor, health care provider or pharmacist.
4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them.
Your doctorwillhave v you his medicine for & condiion which i ot treated propery could become serious
In certain medical conditions medicines like MP (steroids) should not be stopped abruptly.
I you suffr fom any ofth {olowing symptoms seck IMEDIATE medical atenton. Your doctor will
then decide whether you should continue taking your medicin
+ Alergi reactions,5uch asskin ash, swellng Ofthe face or ‘Wheezing and diffculty breathing. This type of side effect s are,
ut can be serious.

tothe nfecion, sothat hey arehard to diggnose at an ely stage
Symptoms might include a raised temperature and feeling unwell. Symptoms of a flare up of a previous TB infection
could be coughing blood or pain in the chest. Symptoms of a previous malaria infection could involve chills and fever.
MP may also make you more likely to develop a severe infection.

« Pulmonary embolus (blood clots in the lung), symptoms include sudden sharp chest pain, breathlessness and coughing
coughing up blood

+ Raised pressure within the skull of children (pseudotumour cerebri) symptoms of which are headaches with vomiting,
lack of energy and drowsiness. This side-effect usually occurs after treatment is stopped.

 Thrombophebits blood clots ortromboss ina I vei),symptoms of which nchude painful swollen, red and tender

I you experience any of the following side effects, o nofice any other umisual effects not mentioned in this leaflet,
tell your doctor straight away.

The side effects may occur with certain frequencies, which are defined as follows

« common: affects I to 10 users in 100

« not known: frequency cannot be estimated from the available data.

Blood, heart and circulation

- High blood pressur, symptoms of which are headaches,or geeraly feeling unwel
not know:
" Broblems with the pumping of your heart (heart falure) symptoms of which are swollen ankles, diffculty in breathing
and palpitations swareness ofeart beat)or ntgular beating ofthe heat imegula o very fast or slow pulse
Low blood pressre symptouss may uclude dizzines, untig, ihtheadednes, blurrd vision, a upid, o regular

heartbeat (palpiations) goneral weakness.

- Increased numbers of white blood cells (leucocytosis).
Body water and salts

Common

+ Swelling and high blood pressure, caused by increased levels of water and salt content
Not known

+ Cramps and spasms, due to the loss of potassium from your body. In rare cases this can lead to congestive heart failure
(when the heart cannot pump properly).

Digestive system

Common

« Uleers.

Not know

*Nausea (feling sick) or vomiing (being sick)

« Diarrhoea

Thrzlsh in the gullet @iscomfort on swallowing)

* Inc

 Blosed somach

« Abdominal pain.

« Hiccups.

« A feeling of dizziness or spinning (vertigo)
Eyes

Common
« Cataracts (indicated by failing eyesight)
Not known
- Glaucoma (cised pressur within the eye, causng paia n the eyesand headaches)
« Swollen optic nerve (papilloedema, indicated by sight disturbance).
- Thinning of the clear part at the front of the eye (cornea) or of the white part of the eye (sclera)
* Worsening of viral or fungal eye infections.
g of the eyeballs (exophthalmos).
General disorders

mmon
1 Joor wound hesling

Not know

Fecling fred or umwell

« Skin reactions at the site cfmjechon

Hormones and metabolic systes

Common

« Slowing of normal growth in infants, children and adolescents which may be permanent

+ Round o moon shaped face (Cushingoid facies).

Not

“Dxegulr or no periods in women

« Increased appetite and weight gain

« Diabetes or worsening of existing diabetes.

« Prolonged therapy can lead to lower levels of some hormones which in tum can cause low blood pressure and
dizziness. This effect may persist for months.

« The amount of certain chemicals (enzymes) called alanine transaminase, aspartate transaminase and alkaline
phosphatase that help the body digest drugs and ofher substances in your body may be raised after treatment with
a corticosteroid. The change is usually small and the enzyme levels return to normal after your medicine

has cleared naturally from your system. You will not nofice any symptoms if this happens, but it will show up if you
have a blood fest.

Immune system

Common

« Increased susceptibility to infections.

not known

- Suppression ofreactionsto sk ests, such as tht fortuberealosi
Muscles and

Common

« Brittle bones (bones that break easily).

« Muscle weakness

not known

* Muscle wasting.

« Broken bones or fractures.

« Breakdown of bone due to poor circulation of blood, this causes pain in the hip.
« Tomn muscle tendons causing pain and/or swelling

« Muscle cramps or spasms

Nerves and mood issues

on
Steroids including methylprednisolone can cause serious mental health problems
These are common in both adults and children. They can affect about 5 in every 100 people taking medicines like
methylprednisolone.
« Feeling depressed, including thinking about suicide.
« Feeling high (mania) or moods that go up and down.
* Fecling ansious, having problems slecping, difculty in thinking or being confused and losing your memory.

Feeling, sceing o héaring things which do not exist. Having strsnge and fighiening houghts Changing how you act or
having felings o being alone
Skil

 Thinaing of skin (skin atrophy)
not known
« Stretch marks (skin striae)

- Small purple/red patches on the skin

« Pale or darker patches on oo skin, or raised patches which are an unusual color.

« Excessive growth of bodily and facial hair.

« Rash, itching, hives

« Increased sweats

1 amy of the side effects gts serious, o if you nofice any side effects not listed in this leafet, please ell your doctor,
health care provider or pharmacist

5. How to store MP
Keep out of the reach and sight of children
This medicine must be stored below 25°C.
Do not use this medicine after the expiry date which is stated on the label and carton after EXP.
The expiry date refers to the last day of that month.
Once the medicine has been mixed with Sterile Water for Injections the solution should be used straight away.
Any unused liquid should be disposed of safely
Do not use MP if you notice that the solution is discoloured or contains particles.
Medicinesshould notbe disposed of via wastewater or household waste. Ak your phamacistow to dispose of
‘medicines no longer required. These measures will help to protect the environment
Shelf life: 24 moriths
6. Further information
a- What MP contains:
The active ingredient of MP 40 is Methylprednisolone sodium succinate. One vial contains 50.69 mg Methylpredaisolone
Sodium Succinate, (equivalent to 40 mg Methylpredaisolone)
The other ingredients of MP40 are: monosodium  phosptte, disodium phosphate,lactose monohydrate
The active ingredient of MP 500 is Methylprednisolone sodmm succinate. One vial contains 633.6 mg Methylprednisolone
Sodium Succinate, (eqmvalentm 500mg Methylprednisolone).
The other mgred:ent re monoscdmm phosphate, disodium phosphate, sodium hydroxide.
b ‘th VIP Jooks like and co (entﬁ of "’m‘

er for mjection 15 a white c compact mass.
Mp o, powder fof mjection s presented i  type I glass vial Unit pack containing 1 vial + 1 ampoule of solvent of 2 mi.
MP 500, powder for injection is presented in a type I glass vial. Unit pack containing 1 vial + 2 ampoules of solvent of Sml.
MP 500, powder for mjechcn is presemfed in a type I glass vial Unit pack containing 10 vials.
Not all pack sizes may be markef
- Marketing Authorization Hnlder and Manufacturer:
LES LABORATOIRES MEDIS- S.A.
Route de Tunis- KM 7- BP 206 - 8000 Nabeul - Tunisie
Tel (216) 7223 50 06 / Fax: (216) 72 23 51 06
1 marketing ventes@medis com tn

a- Thls leaflet was last revised in “May 2015”; version number “ 00”
b- To report any side effect(s):

- Please contact the relevant competent authority.

c- Council of Arab Health Ministers

This is a Medicament
Medicament i product whichafect your heathad s onsumpion coniry o sictons i dapgerousforyou
e Boctor' prescripton, e method o e phatmmacst who sod T mecitont

“ollo i o
k- dﬁy i the ot e H}mﬁgnme lismegts andnsks
" Donot by youselt ntermpt the perod o
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« Pancreatitis, stomach pain spreading to your back, possibly accompanied by vomiting, shock and loss of
+ Burst or bleeding ulcers, symptoms of which are stomach pain (especially if it seems fo spread to your back), bleeding from the
back passage, black or bloodstained stools andlor vomiting blood

+ Infections. This medicine can hide or change the signs and sympmms of some infections, or reduce your resistance

Council of Arab Health Ministers
‘Union of Arab Pharmacists
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