
 

 
 

Macron Fine 
Chemicals™

0770 Citric Acid Monohydrate, Multicompendial R

Macron Fine 
Chemicals™ 

0771 Citric Acid Monohydrate, IP RL 

Macron Fine 
Chemicals™ 

0772 Citric Acid Monohydrate, IP RL 

Macron Fine 
Chemicals™ 

0773 Citric Acid Monohydrate USP R 

Macron Fine 
Chemicals™ 

0774 Citric acid, Monohydrate, CP, Multicompendial R 

Macron Fine 
Chemicals™ 

0780 Citric acid Monohydrate Multicompendial R 

Macron Fine 
Chemicals™ 

0790 Citric Acid Monohydrate BP/EP/JP/USP R 

http://www.avantorsciences.com/


 

 

 
 

 

http://www.askavantor.com/
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-regarding-food-allergens-edition-4
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-questions-and-answers-regarding-food-allergens-edition-4
https://www.fsai.ie/uploadedFiles/Allergens_FIC.pdf
https://www.tga.gov.au/community-qa/allergies-and-medicines
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https://www.ecfr.gov/cgi-bin/text-idx?SID=cf0d78fa1f8d0689c555dcd7253aa3b3&mc=true&tpl=/ecfrbrowse/Title21/21cfrv3_02.tpl#0
https://www.ecfr.gov/cgi-bin/text-idx?SID=cf0d78fa1f8d0689c555dcd7253aa3b3&mc=true&tpl=/ecfrbrowse/Title21/21cfrv3_02.tpl#0
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Material Name: Citric acid monohydrate                                                                                 Date: 29/11/18 

Product Code: 0790, 0772, 0774 

Source/Type of Excipient: ☐ Mineral; ☐Mineral Derived; ☐ Plant; ☐Plant Derived; ☒Synthetic; ☐Fermentation Derived;    

Other (explain): 

Elemental Impurity Class Likely to be present If known, please identify 

the Expected 

concentration/unit (or 

range) 

Analytical Method used 

(Limit of Quantification 

if available) 

Comments regarding source of 

information (i.e; number of lots tested, 

frequency of testing; process 

understanding etc.) 

Arsenic  As 1 Yes ☒ No ☐ Unknown ☐ <1 ppm IP/BP/USP Method Product is analyzed for each batch 

Cadmium Cd 1 Yes ☐ No ☒ Unknown ☐ < 0.2 ppm ICP (0.2 ppm) Avg. of 3 batches 

Mercury Hg 1 Yes ☐ No ☒ Unknown ☐ < 0.5 ppm ICP (0.5 ppm) Avg. of 3 batches 

Lead Pb 1 Yes ☒ No ☐ Unknown ☐ < 5 ppm IP/BP/USP Method Product is analyzed for each batch 

Cobalt Co 2A Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (1 ppm) Avg. of 3 batches 

Nickel Ni 2A Yes ☐ No ☒ Unknown ☐ < 1 ppm ICP (0.5 ppm) Avg. of 3 batches 



 

 

 
 

 

Vanadium V 2A Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (1 ppm) Avg. of 3 batches 

Silver Ag 2B Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (1 ppm) Avg. of 3 batches 

Gold  Au 2B Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (1 ppm) Avg. of 3 batches 

Iridium Ir 2B Yes ☐ No ☒ Unknown ☐ <5 ppm ICP (5 ppm) Avg. of 3 batches 

 Osmium Os 2B Yes ☐ No ☒ Unknown ☐ <2 ppm ICP (2 ppm) Avg. of 3 batches 

Palladium Pd 2B Yes ☐ No ☒ Unknown ☐ <5 ppm ICP (5 ppm) Avg. of 3 batches 

Elemental Impurity Class Likely to be present If known, please identify 

the Expected 

concentration/ unit (or 

range) 

Analytical Method used 

(Limit of Quantification 

if available) 

Comments regarding source of 

information (i.e; number of lots tested, 

frequency of testing; process 

understanding etc.) 

Platinum Pt 2B Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (1 ppm) Avg. of 3 batches 

Rhodium Rh 2B Yes ☐ No ☒ Unknown ☐ < 5 ppm ICP (5 ppm) Avg. of 3 batches 

Ruthenium Ru 2B Yes ☐ No ☒ Unknown ☐ < 5 ppm ICP (5 ppm) Avg. of 3 batches 

Selenium Se 2B Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (0.5 ppm) Avg. of 3 batches 

Thallium Tl 2B Yes ☐ No ☒ Unknown ☐ < 5 ppm ICP (5 ppm) Avg. of 3 batches 

Chromium Cr 3 Yes ☐ No ☒ Unknown ☐  <1 ppm ICP (0.5 ppm) Avg. of 3 batches 



 

 

 
 

 

Copper Cu 3 Yes ☐ No ☒ Unknown ☐ < 2 ppm ICP (0.5 ppm) Avg. of 3 batches 

Lithium Li 3 Yes ☐ No ☒ Unknown ☐  <5 ppm ICP (1 ppm) Avg. of 3 batches 

Molybdenum Mo 3 Yes ☐ No ☒ Unknown ☐ < 2 ppm ICP (2 ppm) Avg. of 3 batches 

Antimony Sb 3 Yes ☐ No ☒ Unknown ☐ < 2 ppm ICP (2 ppm) Avg. of 3 batches 

Tin Sn 3 Yes ☐ No ☒ Unknown ☐ <1 ppm ICP (0.5 ppm) Avg. of 3 batches 

Barium Ba 3 Yes ☐ No ☒ Unknown ☐ Complies USP/EP/BP Method Avg. of 3 batches 

 

Reference: ICH Q3D Guideline for Elemental impurities, step 4 version, 2014 

Authorized Signatory   

 

Avantor Performance Materials India Limited. 

 

 

 



 

 

 
 

 

Material Name: Citric Acid Monohydrate                                                                                   

Product Code: 0770,0771 

Source/Type of Excipient: ☐ Mineral; ☐Mineral Derived; ☐ Plant; ☐Plant Derived; ☒Synthetic; ☐Fermentation Derived;    

          Other (explain): 

Elemental Impurity Class Likely to be present If known, please 

identify the 

Expected 

concentration/unit 

(or range) 

Analytical Method used 

(Limit of Quantification if 

available) 

Comments regarding source of 

information (i.e; number of lots 

tested, frequency of testing; process 

understanding etc.) 

Arsenic  As 1 Yes ☐ No ☒ Unknown ☐ 1.069 ppm ICPOES (0.02 ppm) Avg. of 3 batches 

Cadmium Cd 1 Yes ☐ No ☒ Unknown ☐ <0.0005 ppm ICPOES (0.0005 ppm) Avg. of 3 batches 

Mercury Hg 1 Yes ☐ No ☒ Unknown ☐ 0.059 ppm ICPOES (0.006 ppm) Avg. of 3 batches 

Lead Pb 1 Yes ☐ No ☒ Unknown ☐ 0.100 ppm ICPOES (0.01 ppm) Avg. of 3 batches 

Cobalt Co 2A Yes ☐ No ☒ Unknown ☐ <0.004 ppm ICPOES (0.004 ppm) Avg. of 3 batches 

Nickel Ni 2A Yes ☐ No ☒ Unknown ☐ <0.006 ppm ICPOES (0.006 ppm) Avg. of 3 batches 

Vanadium V 2A Yes ☐ No ☒ Unknown ☐ <0.002 ppm ICPOES (0.002 ppm) Avg. of 3 batches 



 

 

 
 

 

Silver Ag 2B Yes ☐ No ☒ Unknown ☐ <0.0009 ppm ICPOES (0.0009 ppm) Avg. of 3 batches 

Gold  Au 2B Yes ☐ No ☒ Unknown ☐ <0.002 ppm ICPOES (0.002 ppm) Avg. of 3 batches 

Iridium Ir 2B Yes ☐ No ☒ Unknown ☐ <0.004 ppm ICPOES (0.004 ppm) Avg. of 3 batches 

Osmium Os 2B Yes ☐ No ☒ Unknown ☐ <0.002 ppm ICPOES (0.002 ppm) Avg. of 3 batches 

Palladium Pd 2B Yes ☐ No ☒ Unknown ☐ 0.011 ppm ICPOES (0.003 ppm) Avg. of 3 batches 

Platinum Pt 2B Yes ☐ No ☒ Unknown ☐ <0.02 ppm ICPOES (0.02 ppm) Avg. of 3 batches 

Elemental Impurity Class Likely to be present If known, please 

identify the 

Expected 

concentration/ unit 

(or range) 

Analytical Method used 

(Limit of Quantification if 

available) 

Comments regarding source of 

information (i.e; number of lots 

tested, frequency of testing; process 

understanding etc.) 

Rhodium Rh 2B Yes ☐ No ☒ Unknown ☐ <0.008 ppm ICPOES (0.008 ppm) Avg. of 3 batches 

Ruthenium Ru 2B Yes ☐ No ☒ Unknown ☐ 0.013 ppm ICPOES (0.006 ppm) Avg. of 3 batches 

Selenium Se 2B Yes ☐ No ☒ Unknown ☐ 1.602 ppm ICPOES (0.03 ppm) Avg. of 3 batches 

Thallium Tl 2B Yes ☐ No ☒ Unknown ☐ <0.01 ppm ICPOES (0.01 ppm) Avg. of 3 batches 

Barium Ba 3 Yes ☐ No ☒ Unknown ☐ 0.068 ppm ICPOES (0.0001 ppm) Avg. of 3 batches 



 

 

 
 

 

Chromium Cr 3 Yes ☐ No ☒ Unknown ☐ <0.0009 ppm ICPOES (0.0009 ppm) Avg. of 3 batches 

Copper Cu 3 Yes ☐ No ☒ Unknown ☐ 0.301 ppm ICPOES (0.002 ppm) Avg. of 3 batches 

Lithium Li 3 Yes ☐ No ☒ Unknown ☐ <0.00001 ppm ICPOES (0.00001 ppm) Avg. of 3 batches 

Molybdenum Mo 3 Yes ☐ No ☒ Unknown ☐ <0.003 ppm ICPOES (0.003 ppm) Avg. of 3 batches 

Antimony Sb 3 Yes ☐ No ☒ Unknown ☐ 0.086 ppm ICPOES (0.03 ppm) Avg. of 3 batches 

Tin Sn 3 Yes ☐ No ☒ Unknown ☐ 0.592 ppm ICPOES (0.02 ppm) Avg. of 3 batches 

 

Reference: ICH Q3D Guideline for Elemental impurities, step 4 version, 2014 

Authorized Signatory   

 

Avantor Performance Materials India Limited. 


