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Results of Analysis 

Sample: #02776 

Parameter 

PH 
1 ,~1.$~.. , 

Turbidity Point 

Molecular Weight 

Sodium Chloride 

Additional Parameter: 

Tolerance for Venofer (iron 
sucrose for injection) Resul.ts . 

’ 10.8-‘li.0 10.1 
;* 

j 4.7-5.3 4.7 
Mw = 34’OOd l- 54’000 Da 535 Da 
* M‘n 2 24:OOO Da 495 Da 

P’.,“3.7 1.1 
Kav = 0.35 - 0.55 1 2.02 

4 - 8 mmoWl 147 mmol/l 

Comment 1 

- 

Kinetics of 
Degradation (T75) 8.0 - 14.0 min 10.1 min 

Dses not comply, 
curve shape is 

different to Venofer. 

Conclusion: 
The tested product is comflletely differeizt from iron sucrose for injection Venofer*. 

Vifor (International) Inc. 
St. Gallen, ..lanuary 20,2005 

Dr. g Huhn 
Executive Vice President 

Philipp Bachmann 
Head of Quality Control 

Vifor (International) Inc. - Pharmazeutische Spezialiaten 
Postfach . Rechenstrasse 37 Cl-i-9001 St. Gallen 
Teiefon + 41 (0)71-272 84 84. Fax + 41 (0)71-272 84 85 
www.vlfor corn 



Results of Analysis 

Sample #02850 

Parameter Tolerance for Venofer 
(iron sucrose injection) 

dark brown, non 

Result 
#?I2850 

Comment 

Characteristics 

and iron(lll) 
Sodium Chloride ] 4 - 8 mmol/l 5.6 mmoVl 

pli (20°C) 10.5 - 11.0 10.7 Does not comply. 

T&able alkalinity 0.5 - 0.8 ml 0.4 ml Does not comply. 

Turbidity point 4.4 - 5.3 6.0 Doss not comply. 

Abnormal Toxicity 2 200 Fe/kg mg , complies 

Additional Parameter. 
Kinetics of 
degradation, T75 

8.0 - 14.0 min 315min Does not comply. 

Test solution containing 2%(mn/) iron was prepared for comparison with Venofer drug produc 

Conclusion: 
The tested product is completely different from iron sucrose for injection Venofe?. 

Vifor (l@ernationai) inc. 
St. G 

Dr. Wolfgang Huhn 
Executive Vice President 

Philipp Bachmann 
Head of Quality Control 

Vifor {International) Inc. - Pharmazeutische SpezialiWen 
Postfach . Rechenstrasse 37 CH-9001 St. Gallen 
Teiefon + 41 (0)71-272 84 84 Fax + 41 (0)71-272 84 85 
www.vifor.com 
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Results of Analysis 

Sample #IO2851 

Characteristics 

Turbidity point 4.4 - 5.3 6.0 Does not comply. 

Abnormal Toxicity 2 200 mg Fe/kg complies 

I Additional Parameter: 7 
Kinetics of 
degradation, T75 

8.0 - 14.0 min 30.9 min Does not comply. 

Test solution containing Z%(mNJ iron was prepared for comparison with Venofer drug product. 

Conclusion: 
The tested product is completely different from iron sucrose for injection Venofer@‘. 

January IQ,2004 

Executive Vice President Head of Quality Control 

Vffor (International) Inc. - Pharmazeutiache Spezialltfiten 
Poslfach Rechenstrasse 37 CH-9001 St. Gailen 
Teiefon + 41 (0)71-272 84 84 ’ Fax + 41 (0)71-272 84 85 
wwvf.vifor.com 



Results of Analysis 

Sample: #02878 

Parameter 
Tolerance for 

Venofer (iron sucrose 
for injection) 

Characteristics 
Dark brown, not 

transparent aqueous 
solution 

PH , 10.8 - 11.0 

Titrable Alcaiini& 0.5 - 6.8 ml 

turbidity Point ._ 4.7 - 53 

Mw = 34’000 L 54’000 Da 

Molecular Weight 
Mn z 24’000 Da 

PSI.7 

Kav = 0.35 - 0.55 

Iron content 5 0.4% (m/V) 

Additional Parameter: 

Results 

complies 

10.3 ~- .’ I, 
0.3ml I’ 

9.0 . 

250’000,66300 Da 

2102)00,54300 Da 

< 0.05 % (m/V) 

Comments 

Solution is less viscous 
than Venofer. 

Does not comply. ,- 
Does not bompiy. 

Does not comply. 

Solution is,. already 
turbid before addition of 
acid. . . 

Does not co&ply. 

Bimodale di$tribution ‘I 

Kinetics of 8.0 - ~14.0 min 30 I Does not com,ply, 
Degradation (T75) precipitation is formed. 

IJ Molecular weig ht distribution includes very high molecular weigh& (60iYUOO - 8Oo’UOO Da 
compared to Pullulan Standards). 

Conclusion: 
The tested product is different from iron sucrose for injection Vehofer@. 

Vifor (international) Inc. 
en, January 20,2005 

Executive Vice President Head.of Quality Control 



Results of Analysis 

Sample: #02898 

Jarameter 

rurbidity Point 
added. 

Mw = 3fooo - 54000 Da , - .? 
Mp r 24’600 Da 

Molecular Weight ‘7 .1 
P11.7 

Kav = 0.35 - 0.55 

Iron(H) Content I 0.4% (mAI) 

Additional Parameter: 

Kineticsof ’ *O-,4*min 
Degradation, T75 I 

45’200 Da 

32’200 Da 

1.4 - 

0.41 

0.2 % (m/V) - 

8.1 min - 

Conclusion: 
The tested product is different from iron sucrose for injection Venofer*. 

Vifor (International) Inc. 
St. Gallen, .january 21,2005 

Dr. Wolfga& Huhn 
Executive Vice President 

Philpp Bachmann 
i-lead of Quality Control 



Results of Analysis 

Sample #RX2906 

Parameter 
Tolerance for Venofer 

(irkq Wcrose injection) RsSufts 

Character&s 

J& . <, :: - 

Titra$le.Alcalinity 

Dark‘:brown, not 
trarisp&eni aqueous ’ complies- 

solution 

10,8~~11.0 ‘ z- i io.7 

0.5 LO.8 ml II It (.’ -. 0.4 ml 
, + : 

I I 

Turbrdtty Point 4.7 - 5.3 

Molecular Weight 

Mw = 34’000 - 54 000 Da 49’000 Da 

_ Mn ~24’000 Da , +34’900 Da 
PSI.7 .. 1.4 

Kav = 0.35 - 0.55 0.39 

tron(ll) Content I I 0.4% (m/v) I < 0.05 % (mnl) 

Additional parameter: 
aneti.-i of ‘.” 

Degradation, T75 

C:omments 

__\, . .: 
._,. . ./_ . . 

Does not comply. 

Does not comply. 

Does not comply. 

r ‘ I 

8.0 - 14.0 min 17.7 min Does not comply. 

Conclusion: The tested product is different from Venofe? iron sucrose for injection. 

Vifor (International) Inc. 
St. Gallen, January 21,2005 

Dr. Wolfgang Huhn 
Executive Vice President Head of Quality Control 


