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CERTIFICATE OF ANALYSIS 

Product: Calanus® Oil capsules 500 mg FG 

Product description: Soft gelatin capsule with Calanus® Oil 

Article nr.: 1044 

Batch: 30022738 

Date of manufacture: 04/2021 

Expiry date: 04/2024 

PARAMETER SPECIFICATION RESULT METHOD1) 

CAPSULE PROPERTIES 

Capsule size 10 oval Complies QK AM 0005 

Appearance Ruby, slightly viscous oil Complies Visual 

Average fill mass Calanus® Oil 462.5-537.5 mg/capsule Complies QK AM 0005 

Peroxide value 10 meq/kg 0.5 meq/kg Ph.Eur. 2.5.5 

MICROBIAL ANALYSIS2 

Aerobic plate count NMT 1000 cfu/g <100 cfu/g NMKL 86 

Yeast & mold NMT 100 cfu/g <100 cfu/g Based on NMKL 98 

Escherichia coli NMT 10 cfu/g <10 cfu/g NMKL 125 

Coagulase pos. staphylococci NMT 100 cfu/g <100 cfu/g NMKL 66 

Salmonella spp. Negative/25 g Negative/25 g AFNOR 

Listeria monocytogenes Negative/25 g Negative/25 g PCR 

FATTY ACIDS, FATTY ALCOHOLS AND ASTAXANTHIN2, 3 

Total fatty acids NLT 460 mg/g  524 mg/g GF-FID 

Eicosapentaenoic acid (EPA) NLT 30 mg/g  65 mg/g 

Docosahexaenoic acid (DHA) NLT 40 mg/g  47 mg/g 

Stearidonic acid (SDA) TYP 70 mg/g  70 mg/g 

Total fatty alcohols NLT 280 mg/g 348 mg/g 

Of which are policosanols  
(sum C22:1 n-11, C20:1 n-9) 

NLT 210 mg/g 259 mg/g 

Astaxanthin esters NLT 600 mg/kg 900 mg/kg Roche 1994 Publ. No 
50631 

1) Alternative methods may be used, methods reported relevant for above batch analysis

2) Results from Calanus® Oil analyzed prior to encapsulation

3) Results at release. There may be a 10 % reduction during shelf life

Date: 16.07.2021 

Åse Kristine Mikalsen, Quality Manager, Calanus AS 

24/09/2021
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Valid from: 
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Certificate of analysis Global 
Calanus® Oil 

CERTIFICATE OF ANALYSIS 

Product: Calanus® Oil from the marine crustacean Calanus finmarchicus, a MarinTrust compliant material 

Batch: 400210201 

Date of manufacture: 04/21

Expiry/Retest date: 04/24 (3 years from manufacturing)

Allergen: Crustaceans 

PARAMETER SPECIFICATION METHOD1) 

PHYSICAL PROPERTIES 

Appearance Ruby, slight viscous oil Complies Visual 

Odor Light shellfish odor Complies Olfactory 

Water As analyzed g/100g 0,14 g/100g ISO 8534:2017 

LIPID CLASSES2) 

Wax esters NLT 850 mg/g >850 mg/g AM-266/HPLC-ELSD 

FATTY ACIDS 

Total fatty acids NLT 460 mg/g 524 mg/g 

GC-FID 

Polyunsaturated fatty acids NLT 200 mg/g 234 mg/g 

n-3 fatty acids NLT 185 mg/g 208 mg/g 

Eicosapentanoic acid (EPA) NLT 30 mg/g 65 mg/g 

Docosahexanoic acid (DHA) NLT 40 mg/g 47 mg/g 

Stearidonic acid (SDA) NLT 40 mg/g 70 mg/g 

n-6 fatty acids NMT 30 mg/g 15 mg/g 

FATTY ALCOHOLS 

Total fatty alcohols NLT 280 mg/g 348 mg/g 

GC-FID Of which are policosanols (sum 
C22:1 n-11, C20:1 n-9) 

NLT 210 mg/g 259 mg/g 

ASTAXANTHIN 

Esterified astaxanthin NLT 600 mg/kg 900 mg/kg Roche 1994 Publ. No 
50631 

STABILITY INDEXES 

Peroxide value NMT 5 meq/kg 2.7 meq/kg AOCS CD 8b-90:2017, mod 

HEAVY METALS 

Inorganic Arsenic NMT 0.1 mg/kg <0.1 mg/kg ASU L 25.06-1 (2008-12), 
mod. [DE Food] 

Cadmium NMT 1.0 mg/kg 0.39 mg/kg DIN EN ISO 15763 (2010) 

Lead NMT 0.1 mg/kg <0.05 mg/kg DIN EN ISO 15763 (2010) 

Mercury NMT 0.1 mg/kg <0.005 mg/kg DIN EN ISO 15763 (2010) 

MICROBIAL ANALYSIS 

Aerobic plate count NMT 1000 cfu/g 100 cfu/g NMKL 86 

Yeast & mold NMT 100 cfu/g <10 cfu/g Based on NMKL 98 

Escherichia coli NMT 10 cfu/g <10 cfu/g NMKL 125 

Coagulase positive staphylococci NMT 100 cfu/g <100 cfu/g NMKL 66 

Salmonella spp. Negative/25 g Negative/25 g AFNOR UNI 03/08-11/13 

Listeria monocytogenes Negative/25 g Negative/25 g AFNOR UNI 03/07-11/13 
1) Alternative methods may be used, methods reported relevant for above batch analysis 2) Min. one batch per year analyzed.
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Testparameter Inspection Method Specification Result

Colour QK AM 0005 complies
natural

complies

Size/ Shape QK AM 0005 complies
10 oval

complies

Capsule length QK AM 0005 15,2 - 16,2 mm 15,7 mm
15,3 - 16,0 mm

Capsule width QK AM 0005 8,7 - 9,7 mm 9,4 mm
9,1 - 9,6 mm

Average capsule mass QK AM 0005 646,5 - 763,5 mg 704,1 mg

Average fill mass QK AM 0005 462,5 - 537,5 mg 492,8 mg

Uniformity of fill mass Ph.Eur. 2.9.5 complies complies
447,0 - 504,0 mg

Peroxide value Ph.Eur. 2.5.5 max. 5,0 0,5

Date of manufacturing 26.06.2021

Note:  This is a preservative free product.
The batch was manufactured according to food guidelines with HACCP concept.

The batch is released for further manufacturing.

Please note: we take liability for the storage in the bulk packaging at 15 - 25 °C, 40 - 50 % r.h.
for a period of 3 months only, starting with the delivery day. Thus, we recommend
packaging the product in the final packaging as soon as possible.

This document was electronically signed by:

01.07.2021

Certificate of Analysis
Bulk Material

Product Name Calanus oil 500 mg FG 

Product Code 5009173

Customer Item No.

Lot No. 30022738



Weight Protocol Calanus oil 500 mg FG

Item No. Lot No. Prod. Order No.

5009173 30022738 1000074659
3007876 FM Calanus Oil 500 mg FG

Item No. Description
Quantity 

actual Lot No. External Lot No. Created By Creation Date

Expected Difference

Tolerance

6001042 Calanus Oil 357.500 G 10041077 400210201 DANIELH 26.06.2021

Total 357.500 G 357.500  = 0,00%

0,50% (355.712,5 - 359.287,5)

Total Prod. Order Line 357.500 G 357.500  = 0,00%

Comment
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