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[bookmark: _Hlk52367918]PRODUCT SPECIFICATION

Product name:	Basics II -Bulk Powder						
Article Number:  0409324

Description: Dietary supplement in powder form with vitamin C, vitamin E, provitamin A, the trace element selenium and fiber. With sugar and sweetener. Flavor: orange	

Storage and shelf-life:  If stored cool and dry (5°C - 25°C), the product has a shelf life of 15 months.
Packaging:  Aluminum bag (polyethylene sealing layer in the layer that has contact with the product) of 20 Kg, in a corrugated box.  

SENSORY CHARACTERISTICS

Property			Method					Target
Appearance (Powder)		organoleptic				Powder
Color (Powder)			organoleptic				Beige/ light orange 
Smell (Powder) 	              		organoleptic                                                  Fruity- Orange
Color (Solution)			organoleptic				Orange
Smell (Solution)                             organoleptic                                                  Orange
Taste (Solution)			organoleptic				Orange 

PHYSIC-CHEMICAL CHARACTERISTICS

Property	Target		                                             Laboratory Method	          Reference		 		
aW		0.16-0.25		                                Water Activity Meter          	
                                                                                                        (Capacitance Sensor)	                                                                                                                   
                                                                                                        
Lead               4.16 mcg/100g (0.5mcg/day, NSRL) 		    ICP-MS		     AOAC 985.01 modified	  
Arsenic	<83.33 mcg/100g  (10mcg/day, MADL)            ICP-MS	                    AOAC 985.01 modified
Mercury         <2.5 mcg/100g (0.3mcg/day)	                  ICP-MS	                    AOAC 985.01 modified	
Cadmium       <34.16 mcg/100g  (4.1mcg/day, MADL)           ICP-MS	                    AOAC 985.01 modified				






MICROBIOLOGICAL CHARACTERISTICS

Test				Units		Target         
Yeasts and molds		cfu/g		<100           
E. coli				/10 g		Negative          
Enterobacteriaceae		MPN/g		<100               
Staphylococcus aureus		/10g		negative                        
Salmonella species		/25g		negative     
Bacillus cereus			cfu/g		<100         
Listeria monocytogenes		/25g		negative      
Clostridium perfringens		/1g		negative       
[bookmark: _Hlk52347765]Lactobacillus acidophilus	cfu/g	              >8,4 x 107  
Lactobacillus reuteri                      cfu/g	              >8,4 x 107  
(Lactobacillus count and Total Probiotic enumeration)

Method References:
· Bacillus cereus Plate Count on BACARA agar (BCERPC_BAC) 
Tallent, S. M., Rhodehamel, E. J., Harmon, S. M., and Bennett, R. W., “Chapter 14 - Bacillus cereus,” Bacteriological Analytical Manual, Eighth Ed., Revision A, U. S. Food and Drug Administration: Silver Spring, MD (1998), Revised Feb 2012.

· Clostridium species (USPCLO2022) 
USP Current revision, Chapter 2022.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, conditions stipulated are adequate for detecting the presence of the specified microorganism.

· E. coli (USPE2022) 
USP Current revision, Chapter 2022.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, conditions stipulated are adequate for detecting the presence of the specified microorganism.

· Enterobacteriaceae (Bile-Tolerant Gram-Negative Bacteria) (USPN2021) 
USP Current revision, Chapter 2021.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, the detection limit stipulated is adequate for the enumeration of the specified microorganisms.


· Lactobacillus Count (LACTOSPP) 
Enumeration of Lactobacilli (sp) in Foods and Nutraceutical Preparations. Developed internally. 2010- Food Integ. Innovation-Madison NE

· Listeria monocytogenes detection by FDA cultural method (LMONBAM) 
FDA BAM Ch. 10

· Salmonella USP (USPS2022) Food 
USP Current revision, Chapter 2022.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, conditions stipulated are adequate for detecting the presence of the specified microorganism.

· Staphylococcus (USPA2022) 
USP Current revision, Chapter 2022.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, conditions stipulated are adequate for detecting the presence of the specified microorganism.

· Total Probiotic Enumeration (TPRO) 
Compendium of Methods for the Microbiological Examination of Foods (Probiotics) 5th Edition, Chapter 20, American Public Health Association: Washington, D.C., (2015). Modified.

· Yeast and Mold Count (USPM2021) 
USP Current revision, Chapter 2021.
To satisfy the requirements of the USP, the Preparatory Test must be completed on each matrix.
**Based on the results of the preparatory test, the detection limit stipulated is adequate for the enumeration of the specified microorganisms.


INGREDIENTS:								

Proprietary blend (Lactobacillus acidophilus, Lactobacillus reteri, Acerola Extract Powder [Malpighia glabra L. {fruit}], Green tea extract [ Camelia sinensis{leaves}], Curcuma extract [Curcuma longa L. {root}], Grape seed extract [ Vitis vinifera L]), Vitamin C, Sodium, Vitamin E, Vitamin A, Selenium

Other Ingredients: Fructose, Acacia Gum, Oat Fiber (hull), Pea Fiber (fruit), Guar gum, Natural Flavor, Citric acid, Maltodextrin, Pectin, Apple fiber (fruit), Inulin, Rice fiber(bran),Steviol glycosides, γ-cyclodextrin, Broccoli (head), White Cabbage(leaves), Carrot(root), Pepper(fruit),Spinach(leaves), Tomato(fruit)



NUTRITIONAL DATA:

	[bookmark: _Hlk63254065]Parameters
	Limit in %
	Unit
	US Label              (per 12 g)
	per 100 g

	
	
	
	
	Spec in US
	LCL US
	UCL US

	Calories
	< 120 
	kcal
	35
	284
	227
	341

	Fat
	< 120
	g
	_
	0.8
	0
	0.96

	Sat fat
	< 120
	g
	_
	0.5
	0
	0.6

	Cholesterol
	<120
	mg
	_
	0
	0
	1

	Sodium
	< 120
	mg
	15
	180
	0
	216

	Total Carbohydrate
	> 80
	g
	10
	87
	69.6
	104

	Dietary Fiber
	>100
	g
	5
	42
	42
	50

	Sugars
	<120
	g
	5
	42
	33.6
	50

	Protein
	>100
	g
	_
	1,2
	1.2
	2

	Vitamin A
	>100
	mcg RAE
	799
	6660
	6660
	12488

	Vitamin C
	>100
	mg
	60
	500
	500
	750

	Vitamin E
	>100
	mg α-TE
	10
	83
	83
	125

	Selenium
	>100
	mcg
	30
	250
	250
	375

	Proprietary Blend      (Lactobacillus acidophilus, Lactobacillus reteri, Acerola Extract Powder [Malpighia glabra L. {fruit}], Green tea extract [ Camelia sinensis{leaves}], Curcuma extract [Curcuma longa L. {root}], Grape seed extract [ Vitis vinifera L])
	>100
	mg
	75.4
	628
	628
	942



  Method References: 	
· Ash (ASHM_S) 
Official Methods of Analysis of AOAC INTERNATIONAL, 18th Ed., Method 923.03, AOAC
INTERNATIONAL, Gaithersburg, MD, USA, (2005). (Modified)	


· Caloric Calculations (CALC_S) 
United States Department of Agriculture, “Energy Value of Foods,” Agriculture Handbook No. 74, pp 2-11 (1973).

· Calories (CALC)
Code of Federal Regulations, Title 21, Part 101.9, pp. 24-25.

· Calories from Fat (CFAT)
Code of Federal Regulations, Title 21, Part 101.9, pp. 24-25.

· Carbohydrates (CHO)
United States Department of Agriculture, "Energy Value of Foods", Agriculture Handbook No. 74, pp. 2-11, (1973)

· Carotenes (CAR1_S) 
Official Methods of Analysis, Method 2005.07, AOAC INTERNATIONAL, (modified).
Quackenbush, F. W., “Reverse Phase HPLC Separation of cis- and trans-Carotenoids and Its Application to Beta Carotenes in Food
Materials,” Journal of Liquid Chromatography,
10: 643-653 (1987) (modified).

· Cholesterol (CHOK_S)
Official Methods of Analysis of AOAC INTERNATIONAL 18th Ed., AOAC INTERNATIONAL, Gaithersburg, MD, USA,(2005), Official Method 994.10. (Modified)

· Elements by ICP Emission Spectrometry (ICP-OES) (ICP_S)
Official Methods of Analysis of AOAC INTERNATIONAL, Method 984.27, 985.01, and 2011.14, AOAC INTERNATIONAL, Gaithersburg, MD, USA. (Modified)

· Elements by ICP Mass Spectrometry (SEMSPLUS_S) 
Official Methods of Analysis, Method 2011.19, AOAC INTERNATIONAL, (Modified)

· Fat by Acid Hydrolysis (FAT_AH_S)
Food Products that are not Dairy, Egg or Cheese Products
Official Methods of Analysis of AOAC INTERNATIONAL (2005) 18TH Ed., AOAC, INTERNATIONAL, Gaithersburg, MD, USA,
Official Methods 922.06 and 954.02. (Modified)

Cheese and Cheese Products
Official Methods of Analysis of AOAC INTERNATIONAL (2005) 18th Ed., AOAC
INTERNATIONAL, Gaithersburg, MD, USA, Official Method 933.05. (Modified)

Egg, Egg Products, and Mayonnaise
Official Methods of Analysis of AOAC INTERNATIONAL (2005) 18th Ed., AOAC INTERNATIONAL, Gaithersburg, MD, USA,
Official Method 925.32. (Modified)

· Fatty Acids Calculated as Triglycerides (FALT_S)
Official Method No. 996.06, Official Methods of Analysis of the AOAC INTERNATIONAL (modified), 19th Ed., AOAC INTERNATIONAL: Gaithersburg, Maryland (2012). 

Official Methods and Recommended Practices of the AOCS, Official methods Ce 2b-11 (2011), Ce 1h-05 (2009), Ce 1j-07 (2013), Ce 2-66 (2009),The American Oil Chemists' Society, Champaign, IL (modified).

· Moisture by M100_T100 (M100T100_S)
Official Methods of Analysis of AOAC INTERNATIONAL, 18th Ed., Methods 925.09 and 926.08, AOAC INTERNATIONAL, Gaithersburg, MD, USA,(2005). (Modified).

· Proprietary Blend (Lactobacillus acidophilus, Lactobacillus reteri, Acerola Extract Powder [Malpighia glabra L. {fruit}], Green tea extract [ Camelia sinensis{leaves}], Curcuma extract [Curcuma longa L. {root}], Grape seed extract [ Vitis vinifera L])

Analysis by Input 
Evaluation of information provided in the Batch Production Record

· Protein (N x 6.38) Dumas Method (DGEN_S)
Official Methods of Analysis of AOAC INTERNATIONAL, 18th Ed., Methods 968.06 and 992.15, AOAC INTERNATIONAL, Gaithersburg, MD, USA, (2005). (Modified)

· Sugar Profile (SUGN_S)
Brobst, K. M., "Gas-Liquid Chromatography of Trimethylsilyl Derivatives",
Methods in Carbohydrate Chemistry, Volume 6, Academic Press: New York,New York, (1972).

Mason, B. S., and Slover, H. T., "A Gas Chromatographic Method for the
Determination of Sugars in Foods", Journal of Agricultural and Food Chemistry,
19(3):551-554, (1971).

· Total Dietary Fiber (TDFL_S)
Official Methods of Analysis of AOAC INTERNATIONAL 18th Ed., Method 991.43, AOAC INTERNATIONAL, Gaithersburg, MD, USA, (2005). (Modified)

· Vitamin A as Retinol (VALC_S) 
Official Methods of Analysis of AOAC International, Methods 992.04, 992.06, and 2001.13, AOAC
INTERNATIONAL, Gaithersburg, MD, USA (modified).

· Vitamin A from Carotenes (BCAV_S) 
Calculation on request.

· Vitamin C (VCF_S) 
Official Methods of Analysis of AOAC INTERNATIONAL, 18th Ed., Method 967.22,
AOAC INTERNATIONAL, Gaithersburg, MD, USA, (2005). (Modified)

· Vitamin E (LCE1_S)
Speek, A.J., Schijver, J., and Schreurs, W.H.P., “Vitamin E Composition of Some Seed Oils as Determined by High-
Performance Liquid Chromatography with Fluorometric Detection”, Journal of Food Science, 50(1):121-124 (1985). (Modified).

Cort, W.M., Vincente, T.S., Waysek, E.H., and Williams, B.D., Vitamin E Content of Feedstuffs Determined by High-Performance Liquid Chromatographic Fluorescence”, Journal of Agricultural and Food Chemistry, 31:1330-1333 (1983). (Modified).

McMurray, C.H., Blanchflower, W.J., and Rice, D.A., “Influence of Extraction Techniques on Determination of α-Tocopherol in Animal Feedstuffs”, Journal of the Association of Official Analytical Chemists, 63(6): 1258-1261 (1980). (Modified).
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