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1. NAME OF HE MEDICINAL PRODUCT

SUMMARY OF PRODUCT CHARACTERISTICS

MON.I\4DI' 10.0 mg lyophilizecl powder for I.V. injection in a vial

2. QUALI',TA VE AND QUANTITATIVE COMFOSIIION

Active ingred
Methylenedi honic acid (MDP): 10 mg.

Excipients:
0.9% Sodium loride (sufficient quantity for 1 mL)

Sodium hyd ide (sufficient quantil;y for pH:5.5)

There is no r oisotope substance in the formulation gf MON.MDP KIT'

See section 6.1 for a full list of exciPients.

3. PHARMA EUTICAL FORM

Sterile, non-p ogenic, lyophilized powder

4. CLTNIC PARTICULARS

tic Indications4.1 The
MON.MD]P is only for diagnc,stic use. UPon labellihg with Tc-99m, it is used as an

imagirLg agent n examination of the bone diseases'

MON MDP is used as a bone imaging agent in recognition o,
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4.2 Po

Posology

Recommended

20 mCi).

Administratio
It shouLld be

imaging time i

Methoril of ad

MON.I/IDP
intravenously

Immediately
differerrt

Additional in

Renal/hepatic
There is no

kidney functio

Paediatric po

Efficiency and

Gerial;ric pop

There is no

elderly.

4.3 ,Contrai

It is contraindi

any of the exc

4.4 Special

RADITOPEI

MEDICINE P

Use of the

anaphylacl.oid

disffesls,

Therefore, ad

duriner admini ration.

2l12

avail:lble

and method of administration

rse for adults is 310-740 MBq Tc-991n aqtivity for a patient o f 70 kg (10-

frequency and time

lministered slowly for 30 seconds rivith intravenous injection' Optimum

t hour to 4 hours following the injection'

nistration
' is sterile, non-pyrogenic and lyophilized powder. It is aclminister:ed

in-vitro radioactive labelling with tc-99tn.

fore the administration, it is useful to rfieasure the patient dose witlL a

ivity calibration system.

rmation on special PoPulations

irment
cial condition for usie.

disorder or obesity.

However, the imagp

ulation
afety of the drug for the paediatric patients

lation
ial condition for

ications
for those who

use. However, the ima$e quality may be affected in the

are hypersensitive to the technetium Tc-99m rnLedronate or

quality may be affected bY the

are not determined Yet'

CLEAR

aaticl

irafory
mptoms.

arnings and precaul.ions for use

V{ACEUTICALS SHTOULD BE ADMIIIIFTERE9

ients.

SICIANS IN NUCLEAR MEDICINE C

technetium Tc-99m medronate may lead

reactions showing shock, hypotension, loss

ization, stertQrous respiration, generalized eru

nced life support equipment and trained pe
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avoid contact with the baby rluring this 12 hoursperiod. ln addition,

n from radiation.

MDP on fertility is not knowp.

ability to drive and use machines

rf Tc-99m-MDP has no negatirfe effect

Ie effects

on ability to drive and use machines.
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Biotransformatron:

50%o of each dose injected is involved in the bones, and the remaining

ted by urine within 24 hours. Minimum involvement has been observed in

ion with the first 3-6 hours.

Inv vement i the bones arises as a function of the bone activity at extraction of the
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ft tissue particularly the liver.
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background radiation*
Average Energy (keV)

*Koc , David "Radioactive Decay Data Tables"
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a
.:) 07 8 10 0.3 6

4 0.6 1 I2 0.2s1
* Cal

In tk
The

orga

to at

Tab

rration hout

: oalculati

bllowing
is upon in

adult (70

e-4: Absc

s, the effective half life is considered as th

ble gives the radial.ion doses anticippted

Lvenously administration of maximum 74(

g) patient.

bed Radiation Doser*:
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MON.MDP KIT is not rarjioictive bJfore addition of the Tc-99m sodium

lution. Upon additiorr of Tc-99m, the vial nlust be kept in an appropriate leac1

temperature below 25" C.

ction between the kit content pnd Tc-99rn radionuclide is depending on fhe

-r2-valency stannous ion in the kit. Therefore, no sodium perlechnetate

ing any oxidizing agent must pe used jn th9 marking opreration.

I may not be direotly admiriistered to thp patient be:flore markerd with the

99m sodium pertechnetate.

radioactive products, appropfiate safety Plecautions ntust be taken in orrler

essary exposure of the clinic staff and othe4 persons to the radiation.

ee-Tc-MDP:
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;ap of the vial and mop the rubper stopper r'fith the alcohol swabs included in

, and then, place the vial in the protective lepd shield.
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rite the solution, and name of thr:

PrPt'arer on he solution label on the lead shield.

Kfep the ee c-MDP solution at a room femperature below 25 "(: and dispose of thr:

aration date and lime, volume, activity of the

ining p which is not used after 8 hours.

BQfore use, take a measurement in the doze calibratoi and determine the radioactivity

ount.

The kit vial c tains nitrogen in order to prpvent oxidation. It should be taken care not

to sive air in t vial while drawing the administration doses.

of radiochemical purity:
Warrling: The should be carried out undqr the raliattOn safety working condition!

L inati of the parity of Tc'-99m in tfte colloif,alfurtn:
Silica-gel impregnated TLC plate (Itn C-SG)

ium acetate solution (136 gll)
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