Diapride-M

Glimepiride/
Metformin Hydrochloride

Rmd il of this leaflet carefully before you start taking Diapride-M’
- Keep this leaflet. You could need to read it again.

- If you have further questions, ask your doctor, health care provider or pharmacist.

- This medicine has been prescnbed for you personally. You should not pass it on
to others. It may harm them, even if their symptems are the same as yours.

- If any of the side effects gets seious, or if you notice ary side effects not listed in
this leaflet, please tell your doctor, heaith cane provider or pharmadist,

In this leaflet:
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T.WHAT DlAPRIDE M* ]S AND WHAT [T IS USED FOR.
Dlapride-M" is an orsl anti-disbetiz madic
1t is recommended a3 an adjunct to dis!
<nsulln dependent dizbetes m:
-In case the monat!
glycemic control.

- In repiacement of the fre

2.BEFORE YOU TAKE DIAPRIDE-M®

@) Do not t2ke Diapride-M*

- If you suffer from insulin-dependent dlabetes (type 1 diabetes requinng insulin therapy),

- If you have diabetic ketoacidosls,

- If you are hypersensitive (allergic) to glimepirie or metformin rydrochionide, or any
«of the cther ingredients cf Diapride-MY Lo suighoramides end other sulfonylureas

and biguarides,

wermise for the treatment of non
W Goes oot result in adequate

B2 Comibinanion ther de and metformin.

< er dosis,
or renat dysfunction,

- ,f fac 2 hesrt attack o have severe crzu2tory

- 1f you have & lver disease,

- If you drink a'cohol excessively,

1f you have a severe infection or are dehydrated,

If you are going to have a certaln type of X-ray with lodinated contrast materials
administered intravenously. You will need to stop taking Diapride-M" &t the time
of and for a few days after the procedure,

- If you are not eating sufficiently, if you are debilitated or suffering from s tuitary or
adrenal insufficiency.

b) Take special care vith Diapride-M®*

Piease follow closely the instructions for dosage, monitoring (bleod and urinz test), dlet

and physical activity ( physical work and exercise) as discussed with your doctor.

Warnings
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This also applies wheneve: liness occurs Cunng thempy of ¥
The symptoms of hypoglycaemia may be milder or abs°nt i these situat
hypoglyczemia devefops gradually, in the elderty, and in patients with 2 certain typ- of
nervous msease (autonomic reuropathy) or those receiving concurrent treatrhent with
or other L
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may cccur pimarily 10 diabetic patients «ifering from significant renal faifu
The risk of lactic acidosis increases with the degree of renal dysfunction and the patiert's
age. The risk of lactic acidosis may, therefore,be significantly decreased by recular
menitoring of renal function, This drug should generally be avoided In patients with
hepatic disease. Patients should be cautioned against excessive akcohol intake, either
acute uf chronic, when taking this drug, since aicahol potentiates the effect of metformin.
In addition, this drug should be temporarily Gacantm.ed price to any intravascular
Study and for sy f lactic amnsas are:

i you upenﬂnm some of these symptoms, stop t2king Diapride-M* and
mriult your doctor immediatety.

wa {0 vear In patients with serum creatinine levels at the

imit of normai and in eiderly subjects,

f_‘_ reasac renal function in elderly subjects is frequent and asymptomatic.

Speca caution snould be exercised In situations where renal function may become
impaired, for example when initiating antihypertensive therapy or diuretic therapy and
when starting therapy with non-steroidal ant-inflammatory drugs.

Precautions for Use
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¢) Taking other medicines, herba) or dietary supplernents
You should not take any medicine of your own iniiative.
Please tell your doctor or pharmacist if you are taking or have recenty e
medicines, even those not prescribed.

Some assoclations of medicinal products should be avoided as they car
modify your blood glucose level.
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You should not use Dispricie-M" If you arz prer

Ask your doctor or your pherTacst for a S

) Driving and using mach

Your vision, alefness and reachons during driving or machine opemuun ‘may be impalred
when treatment for diabetes is not property balanced r in the event of hypoglycaemia.

2% information about some of the ingredients of Diapride-M

Drapﬂde M‘ fiim costed tablets contain lactose, if you have been to

that you have ntodsrance 9 some $ugars, contact your doctor before Ul

product.

3. HOW TO TAKE DIAPRIDE-M*

piree M2y ke to efther potentiabion or

s with dishetes melitus, this may kead

by your doctor

Always take Diapride-M® =ty 25 your doctor has instructed you. You shouid check
with your doctor or pharmacist € you are unsure.

The dose of Diapride-M* den=nds on your condition, For the corect use of this medidine,
you must undergo reguias Tiood T2t wiilch will enable your doctor to monitor changes
in your blcod glucoss ¥ & Thus adjust your treatment accordingly. It is recommended
to Initiate the treatment win iowest efective dose and your doctor might increase the
dose depending on your Slood
When switching fram ths comoination therapy of glimeplride plus metformin as separate
fablets, DIapﬂde—M’ 2 administered on the basis of dosage currently being taken.
Methed and frequency o stration

Diapride-M"shoulkd be acmeistered
the meais. The tabis 0410 De 7we

#) 1F vou take more Diapride-M than you should
If an =xcessve dose s taken, this may lead to severe and sometimes life-threating
hypoglycaemia and may require hespitafization even as a precautionary measure.
Because this medicine contains metformin, this may lead also to lactic acidosis.
Please consult your doctor or pharmacist immediately.
(b) If you forget 1o take Diapride-M®
Take your t=blets with your next meal. Do not take a doubie dose to make up for the
forgonten individual dose.

4, PQSSIBLE SIDE EFFECT
Like 3! med Diapride-Mcan have side effecs
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As a resuit of the blood-sugar-iowering action of Dispride-M ° ncosoems —ay
may aiss be prelonged.

Possible syrmptoms of hypoglycasria incude Peadarne e
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abdominal pain, and diarrhea.
In rare cases, liver enzyme e
functicn (e.g. with cholestasls and fzundize) and hepatitis may develop,
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o usually resolve spontaneously. Ccczess
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pressure, somebimes progressing to shock. If urticara ecors
immediately.
In isolated cases, a decrease in serum sodium, infiamm d vesse's (allergic vasculitis)
and hypersensitivity of the skin to light may occur. = some sliverse effects (e.g. severe
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5. HOW TO STORE DIAPRIDE-M®.

Keep out of the reach and sight of children.

Store baiow 30° C.

Do not e afier the expiry date printed o0 the Sister and the carton.

6. FURTHER INFORMATION

a- What Diapride-M® contzins

Diapride-M® film coated tabiets are provided in packs of 30 tablets each tablet containg
500 mg Metformin Hydrochionde and 2 mg Glimepiride. It also contains povidone, factose,
sodium starch glycelate, micruaystaliine celiulose, crospovidone, magnesium stearate,
nypromellose, titanium diecds, macrogel.

b- What Diapride-M® (oo « and contents of the pack.
Diapride-M* film co2t2c 12225 are available in packs of 30.

¢ Marketing authorz=tor foder and manufacturer
Dar Al Dawa, Na'ur- Jories
Tel. (+962 6) 57 27 132

(+9626) 5T T 7%
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