
kit for radiopharmaceutical preparation
MAG-3 | NEPHROMAG | MERTIOSCAN

for the evaluation of nephrological
and urological disorders

YOUR BENEFITS

_no heating neccessary

_can be used for children

_shelf life after labelling: 8 hrs

_labelling up to 4 GBq 

labelling volume 8 ml

lowest labelling activity 320 MBq / 8 ml

highest labelling activity 4 GBq / 8 ml

incubation time 15 min. without heating

shelf life after labelling 8 hrs

shelf life after production 15 months

package content 5 labelling preparations
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MAG-3

Labelling instruction
The package consists of 5 vials of each:
vial (1) with the active substance: 0.2 mg mertiatide
vial (2) with 2.5 mL sterile phosphate buffer solution

The radiopharmaceutical is prepared according to the following labelling
instructions immediately before use:
The radiolabelling procedure has to be carried out under aseptic conditions.

1.  Place vial (1) into an adequate lead shielding. Swab the rubber septum with an appropriate 
 disinfectant and let it dry.

2.  Labelling: Inject 8 mL of sodium pertechnetate (99mTc) solution with max. 4 GBq (40 - 500 MBq/ ml)  
 into vial (1) using a syringe (see Fig. 1). Then withdraw the same volume of nitrogen from the vial with  
 the same syringe for pressure compensation.

3.  Shake the vial carefully in order to moisten. The complete content of the vial is for complete 
 dissolution of any powder.

4.  Buffer addition: After 15 minutes reaction time transfer a volume of 2 mL buffer solution from vial (2)  
 into vial (1) using a new syringe. Then withdraw the same volume of nitrogen from the vial with the  
 same syringe for pressure compensation. (see Fig. 2)

    Shake carefully for good mixing. Determine the total radioactivity and calculate the volume to be injected.

Store the radiolabelled preparation below 25 °C and use within 8 hours.

Preparation and storage of radiopharmaceuticals should be in accordance with national regulations on 
radioactive material.

For complete information please see the Summary of Product Characteristics.
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Instructions for quality control of MAG-3
The radiochemical purity of the technetium-(99mTc) mertiatide solution for injection must be determined before administration 
to the patient by means of a chromatographic method described in the SmPC.

Brief instructions for thin layer chromatography - which can be carried out with the ROTOP QC DC System - can be found below. 

Determination of technetium (99mTc) pertechnetate
(impurity A)

ROTOP QC-DC M

Determination of colloidal technetium (99mTc)
(impurity B)

ROTOP QC-DC W

Eluent: methyl ethyl ketone (MEK)

                                                        Procedure

1. Label the small vial with "M" or "W" and insert the vial into the cavities of the socket.  
 Load with 1 mL of the eluent.

2.  Label the strip with "M" or "W" above the target line using a smooth pencil. Carefully  
 mark the appropriate cut line at the edge of strip.

3.  Put a sample of radiolabelled kit (approx. 1-2 µl) centrally on the base line, resulting 
 in a spot of 5 mm maximum. An accurately calibrated syringe should be used.

4.  Put the strip into the small vial and cover it with one of the cylindrical glasses.

5.  Immediately take out the strip, when front line of the eluent reaches the coloured target  
 line at the top of strip, with a pair of tweezers and let the strip dry.

6. Evaluate the test.

Eluent: water for injection (WFI)

Evaluation Impurity A

Technetium (99mTc) pertechnetate migrates 
with the solvent front (R

f
 = 0.8 to 1.0). 

If you do not have a scanner, you cut the strip 5 cm 
from the bottom. 

Measure separately the radioactivity of both parts. 
Put the activity of the upper part in relation to 

the total activity.

Evaluation Impurity B

Colloidal technetium [99mTc] (hydrolyzed reduced 
technetium [99mTc]) remains at the starting point (R

f
 = 0.0 to 0.1). 

If you do not have a scanner, you cut the strip 1.5 cm 
from the bottom. 

Measure separately the radioactivity of both parts. 
Put the activity of the lower part in relation to 

the total activity.

Technetium [99mTc] 
pertechnetate [%] x 100 %=

Activity upper part [MBq]

Total activity [MBq]
x 100 %=

Colloidal technetium (99mTc) 
[%]

Activity lower part [MBq]

Total activity [MBq]

Impurity  A ≤ 5 % Impurity B ≤ 2 %

Radiochemical purity: 
100 % – (A % + B %)

The radiochemical purity must be at least 94 %.
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Composition: The kit contains two different vials: vial(1) and vial(2). Vial(1) contains as active substance: 0.20 mg of the mertiatide (mercaptoacetylt-

riglycine). Vial(2) contains 2.5 ml phosphate buffer solution. Excipients vial (1): Stannous chloride dihydrate, Disodium (R,R) -tartrate dihydrate, Sodium 

hydroxide, Hydrochloric acid Excipients vial (2): Sodium monohydrogenphosphate dihydrate, Sodium dihydrogenphosphate dihydrate, Hydrochloric 

acid, Water for injections Indications: After radiolabelling with sodium pertechnetate(99mTc) solution, the solution of technetium-(99mTc) mertiatide is 

used for the evaluation of nephrological and urological disorders in particular for the study of function, morphology and perfusion of the kidneys and 

characterisation of urinary outflow. Contraindications: Hypersensitivity to the active substance, to any of the excipients or to any of the components of 

the labelled radiopharmaceutical. Undesirable effects: Very rare mild anaphylactoid reactions have been reported (< 0.01 %), characterised by uritica-

rial rash, swelling of eyelids and coughing. Occasionally vasovagal reactions of a mild nature have been reported. A cerebral convulsion in a sedated 

fifteen days old child has been reported, but causative relation with the administration of the radiopharmaceutical was not proven. Exposure to ionisation 

radiation is linked with cancer induction and a potential for development of hereditary defects. For diagnostic nuclear medicine investigations current 

evidence suggests that these adverse effects might only occur with low frequency because of the low radiation doses incurred. Marketing Authorization 

Holder: ROTOP Pharmaka GmbH, Bautzner Landstraße 400, 01328 Dresden, Germany Marketing Authorization Number: 55268.00.00 (Germany), 

see country specific MA number Available on medical prescription only.

Last revision of the text: January 2017

ROTOP Pharmaka GmbH
Bautzner Landstraße 400
01328 Dresden, Germany
Telefon +49 351 26 310 210
Telefax  +49 351 26 310 313
service@rotop-pharmaka.de
www.rotop-pharmaka.de
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MAG-3 is registered in the following countries:

Austria Mertioscan 0,2 mg
MA No.: 435112

Belgium NephroMAG, 0,2 mg
MA No.: BE291566

Bulgaria ИЕЛМАГ 3 0,2 mg [IELMAG3]
MA No.: 20130298

Finland NephroMAG, 0.2 mg
MA No.: 21804

France NephroMAG 0,2 mg
MA No.: 566 896-1

Germany MAG-3 Kit 0,2 mg
MA No.: 55268.00.00

Greece NephroMAG, 0,2 mg
MA No.: 36894/06/19-1-2007

Hongkong Nephromag 0.2 mg
MA No.: HK-59086

Hungary NephroMAG 0,2 mg
MA No.: OGYI-T-8530/01

Italy MAG3 ROTOP, 0,2 mg
MA No.: 037633017

Luxembourg NephroMAG 0,2 mg
MA No.: 0443223

The Netherlands NephroMAG 0,2 mg
MA No.: RVG 33401

Norway Nephromag 0.2 mg
MA No.: 05-3857

Portugal Mertioscan 0,2 mg
MA No.: 5886585

Spain NephroMAG 200 microgramos
MA No.: 69466

Sweden NephroMAG, 0,2 mg
MA No.: 23197

Switzerland ROTOP-MAG-3 Kit
MA No.: 57‘645 Swissmedic

Marketing Authorization Holder:
SAM NORDIC, SE:

Denmark Nephromag
MA No.: 56213

Marketing Authorization Holder: 
IEL - Imaging Equipment Ltd., UK:

Ireland IELMAG3 0.2 mg
MA No.: PA1803/001/001

United Kingdom IELMAG3 0.2 mg
MA No.: PL 35903/0001


