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CERTIFICATE OF ANALYSES
MAKRO-ALBUMON
Kit for the preparation of

Technetium-99m Human Serum Albumin  Macroaggregated injection

Batch No.: 
MA-0506-01        




Control No.: QC-T-FP-054
Expiry date: 
07. September 2006
Description:
Sterile, nonpyrogenic, non-toxic and biodegradable radiopharmaceutical

MAKRO-ALBUMON( is prepared from: Albumine I.V. 20% m/V 100 ml
Manufactured: 
Biotest Pharma GmbH, Landsteinerstrasse 5. 

D-63303 Dreieich, Germany



Batch No..: 134343


Expiry date: 30/06/2006



ATC code: BO5AA01


Registration No.: 70132




Accepted by Hungarian authority: 
OEK,Oe/9268-3/1998
[image: image1.jpg]MAKRO-ALBUMON( is prepared from human serum albumin which is in compliance with the approved specifications laid down in the relevant European Pharmacopoeia monographs and is in accordance with the ISO/IEC 17025 standard. All the constituent plasma pools have been tested by the OMCL for virological markers. (Detailed batch certificate is available on request.)
	
	REQUIREMENTS
	TEST RESULTS
	QUALIFICATION



	Sterility

Pyrogenicity

Radiolabelling

Radiochemical purity 

Particle size

Particle number

Biological test


	According to current Ph.Eur.

According to current Ph.Eur.

According to instruction for use

Activity up to:

Volume:

pH 

Appearance:

According to current USP 

(as free 99mTc-pertecnetate)

20 minutes:

8 hours:

According to current USP

measured by optical microscope

haemocytometer

According to current USP

in rat, at 5-10 min.

injected dose % in

Lungs:

Liver:
	Sterile

not more than 175/V Endotoxin Unit/ml

max. 2.2 GBq 

2-5 ml

3.8-8.0 

white suspension

not more than 10%

not more than 10%

10-90 m: not less than 90%,

no particles above

150 m

3 000 000±10%

not less than 80%

not more than 5.0%
	Sterile

<0.3 U/ml

0.3 GBq

2.0 ml

6.2
white suspension

0.2 %

0.1 %

99 %

1.0 %

2 900 000

97.95 %

0.2 %
	accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (


Issued at Budapest on 07. September 2005
..................................................

Signature of Head, Quality Assurance
CERTIFICATE OF ANALYSES
CARDIO-SPECTTM
Kit for use in the preparation of 

Technetium Tc-99m (Tetra-(2-methoxy-isobuthyle-isonitrile)-Cu(I)-tetrafluoroborate

(MIBI) Injection

Batch No.: 
MB-0504-01





Control No.:QC-T-FP-061
Expiry date: 
07. October 2006
Description:
Sterile, nonpyrogenic, non-toxic radiopharmaceutical

	
	REQUIREMENTS
	TEST RESULTS
	QUALIFICATION



	Sterility

Pyrogenicity

Radiolabelling

Radiochemical purity 

Biological test


	According to current Ph.Eur.

According to current 

Ph. Eur.

According to instruction for use

Activity up to:

Volume:

pH:

Appearance:

According to current USP

 99mTc-MIBI %

20 min*:

6 hours:

8 hours*:

According to Quality Requirements 

in rat, 5 min.

injected dose % in

Heart:


	Sterile

not more than 175/V Endotoxin Unit/ml

max. 14 GBq 

2-3 ml

5.0-6.0 

clear solution

not less than 90%

not less than 90%

not less than 90%

not less than 1.3 %


	Sterile

<1.2 U/ml 

9.55 GBq

3.0 ml

5.9
clear solution

99.11 %

99.54 %

99.00 %

2.06 %
	accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (


* additional to USP

Issued at Budapest on 14. October 2005

..................................................

Signature of Head, Quality Assurance
CERTIFICATE OF ANALYSES

SENTI-SCINTTM
Kit for the preparation of Technetium-99m labelled nano-sized

Human Serum Albumin Colloid injection

Batch No.: 
SC-0502-01        



Control No.:QC-T-FP-044
Expiry date: 
04. July, 2006
Description:
Sterile, nonpyrogenic, non-toxic and biodegradable radiopharmaceutical


SENTI-SCINT( is prepared from: Albumine I.V. 20% m/V 100 ml
Manufactured: 
Biotest Pharma GmbH, Landsteinerstrasse 5. D-63303 Dreieich, Germany



Batch No..: 134343
Expiry date: 30/06/2006



ATC code: BO5AA01
Registration No.: 70132





Accepted by Hungarian authority: OEK,Oe/9268-3/1998

SENTI-SCINT is prepared from human serum albumin which is in compliance with the approved specifications laid down in the relevant European Pharmacopoeia monographs and is in accordance with the ISO/IEC 17025 standard. All the constituent plasma pools have been tested by the OMCL for virological markers. (Detailed batch certificate is available on request.)
	
	REQUIREMENTS
	TEST RESULTS
	QUALIFICATION



	Sterility

Pyrogenicity

Radiolabelling

Radiochemical purity 

Particle size distribution


	According to current Ph.Eur.

According to  current Ph.Eur.

According to instruction for use

Activity up to:

Volume:

pH 

Appearance:
According to  current USP

(as free 99mTc-pertechnetate)

20 minutes:

6 hours:

According to Quality Requirements by dynamic light scattering
	Sterile

Not more than 175/V Endotoxin Unit/ml

max. 2.2 GBq 

1-3 ml

6.0-8.5 

clear solution

not more than 10 %

not more than 10 %

100-600 nm: 

more than 80%
	Sterile

<4.8 U/ml

1.6 GBq

3.0 ml

7.2

clear solution

3.97 %

3.79 %

93 %
	accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (
accepted (


Issued at Budapest on 05. July, 2005

..................................................
Signature of Head, Quality Assurance

MQC-REC-CE-02

