
Certificate of Analysis 

QUALITY CONTROL LABORATORY ANALYTICAL REPORT 

Date: Jul. 10, 2023 Product: Nice No.2 Enteric Coated Capsules
Product Code: 52208121 Lot No.: 52305888 Manufacture Date: May. 22, 2023 

Active Ingredients     *Base on Input per unit Result 

Psyllium Seed Husk Extract 175.00 mg * 

Prune Powder 150.00 mg * 

Fenugreek Extract 50.00 mg * 

Apple Pectin Powder 25.00 mg * 

Inulin 25.00 mg * 

Bifidobacterium Lactis 1.00 mg * 

Lactobacillus Acidophilus 1.00 mg * 

Lactobacillus Casei 1.00 mg * 

Excipients: Tapioca Starch, Maltodextrin, Magnesium Stearate 

Chemical /Physical Analysis 

ITEM SPECIFICATION RESULT METHODS 

Appearance White/white #0 enteric coated 

capsules containing light greyish 

brown powder 

Conforms Visual 

Average Fill Weight 600.000 mg ± 10% 591.300 mg USP <2091> 

Weight Variation Meets USP requirements Conforms USP <2091> 

Disintegration Gastric fluid: no unit disintegrates 

within 60 minutes 

Intestinal fluid: all units disintegrates 

in NMT 60 minutes 

Conforms 

47 min 09 sec 

USP <2040> 

USP <2040> 

Heavy Metals* 

Arsenic 

Cadmium 

Lead 

Mercury 

NMT 0.14 mcg/kg b.w./day 

NMT 0.09 mcg/kg b.w./day 

NMT 0.14 mcg/kg b.w./day 

NMT 0.29 mcg/kg b.w./day 

Conforms 

Conforms 

Conforms 

Conforms 

ICP 

Microbiological Analysis 

ITEM SPECIFICATION RESULT METHODS 

Total Aerobic Count < 10000 cfu/g Conforms USP <2021> 

Total Combined Mold and 

Yeasts Count 

< 1000 cfu/g Conforms USP <2021> 

E. coli Negative Negative USP <2022> 

Salmonella spp. Negative Negative USP <2022> 

Staphylococcus aureus Negative Negative USP <2022> 

Pseudomonas aeruginosa Negative Negative USP <62> 

_______________________          ______________ 

Quality Control Date 

 
07/10/2023 



 

Certificate of Analysis 

QUALITY CONTROL LABORATORY ANALYTICAL REPORT 
 

Date: August 18, 2020  Product: Nice No.2 Enteric Coated Capsules 

Product Code: 500547  Lot No.: 52006329  Manufacture Date: June 15, 2020 
 

Active Ingredients  Per Unit Result 

Psyllium Seed Husk Extract 175.00 mg * 

Prune Powder 150.00 mg * 

Fenugreek Extract 50.00 mg * 

Apple Pectin Powder 25.00 mg * 

Inulin  25.00 mg * 

Bifidobacterium Lactis 1.00 mg * 

Lactobacillus Acidophilus 1.00 mg * 

Lactobacillus Casei 1.00 mg * 

* Excipients: Tapioca Starch, Maltodextrin, Magnesium Stearate  
 

Chemical Analysis 
ITEM SPECIFICATION RESULT METHODS 

Appearance Size 0 enteric coated white/white 

capsule containing light greyish 

brown powder 

Conforms 

Visual 

Average Filling Weight 600.000 mg ± 10% 591.300 mg USP <2091> 

Weight Variation  Meet USP Requirements Conforms USP <2091> 

Disintegration Gastric fluid: no unit disintegrates 

within 60 minutes 

Intestinal fluid: all units 

disintegrates in NMT 60 minutes 

Conforms 

 

47 min 09 sec 
USP <2040> 

Heavy Metals* 

Arsenic 

Cadmium 

Lead  

Mercury 

 

NMT 0.14 mcg/kg b.w./day 

NMT 0.14 mcg/kg b.w./day 

NMT 0.14 mcg/kg b.w./day 

NMT 0.14 mcg/kg b.w./day 

 

 

Conforms ICP 

 

Microbiological Analysis 
ITEM SPECIFICATION RESULT METHODS 

Total Aerobic Count < 10,000 cfu/g Conforms USP<2021> 

Total Combined Mold and 

Yeasts Count 

< 1,000 cfu/g Conforms 
USP<2021> 

E. coli Negative Negative USP<2022> 

Salmonella spp. Negative Negative USP<2022> 

Staphylococcus aureus Negative Negative USP<2022> 

Pseudomonas aeruginosa Negative Negative USP<62> 

 

 

      

_______________________          ______________ 

Quality Control                                   Date 

 08/18/2020 

 



 

Certificate of Analysis 

QUALITY CONTROL LABORATORY ANALYTICAL REPORT 
 

Date: March 30, 2020  Product: Nice No.2 Enteric Coated Capsules 

Product Code: 500537  Lot No.: 52001431  Manufacture Date: January 28, 2020 

 

Active Ingredients     *Base on Input per unit Result 

Psyllium Seed Husk Extract  175.00 mg * 

Prune Powder 150.00 mg * 

Fenugreek Extract  50.00 mg * 

Apple Pectin Powder 25.00 mg * 

Inulin 25.00 mg * 

Bifidobacterium Lactis  1.00 mg * 

Lactobacillus Acidophilus 1.00 mg * 

Lactobacillus Casei 1.00 mg * 

Excipients: Tapioca Starch, Maltodextrin, Magnesium Stearate 

 

Chemical /Physical Analysis 
ITEM SPECIFICATION RESULT METHODS 

Appearance White/white #0 enteric coated 

capsules containing light greyish 

brown powder 

Conforms Visual 

Average Fill Weight 600.000 mg ± 10% 582.000 mg USP <2091> 

Weight Variation  Meets USP requirements Conforms USP <2091> 

Disintegration Gastric fluid: no unit disintegrates 

within 60 minutes 

 

Intestinal fluid: all units 

disintegrates in NMT 60 minutes 

Conforms 

 

 

Conforms 

USP <2040> 

 

 

USP <2040> 

Heavy Metals* 

Arsenic 

Cadmium 

Lead 

Mercury 

 

NMT 0.14 mcg/kg b.w./day 

NMT 0.09 mcg/kg b.w./day 

NMT 0.14 mcg/kg b.w./day 

NMT 0.29 mcg/kg b.w./day 

 

Conforms 

Conforms 

Conforms 

Conforms 

ICP 

 

Microbiological Analysis 
ITEM SPECIFICATION RESULT METHODS 

Total Aerobic Count < 10000 cfu/g Conforms USP <2021> 

Total Combined Mold and 

Yeasts Count 

< 1000 cfu/g Conforms USP <2021> 

E. coli Negative Negative USP <2022> 

Salmonella spp. Negative Negative USP <2022> 

Staphylococcus aureus Negative Negative USP <2022> 



 

Pseudomonas aeruginosa Negative Negative USP <62> 

 

 

 

 

 
         

_______________________          ______________ 

Quality Control                                   Date 

 03/30/2020 


