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BioFit Manufactured And Formulated

In the European Union

	            


SPECIFICATION OF MACA (Lepidium meyenii)
PRODUCT:  BIO FIT  MACA


I
DESCRIPTION


Power with Characteristic flavor .
II
CHEMICAL REQUIREMENTS






Per

Test

Method





100 grams
Frequency
AOAC 14 ed.
Protein


0 g


per lot

AOAC 2.057

Carbohydrates

0 g


audit

by calculation
Fat



0,0  g


audit

AOAC 16.219
Moisture 


0,92 g


audit

AOAC 16.21

Ash



0,08 g


audit

AOAC 16.216
Energy


252 KJ/60 kcal g

audit

AOAC 67.6

III
INGREDIENTS











Per 






100 grams
Maca root powder





100,00 %
IV 
VITAMIN/MINERAL REQUIREMENTS





Minimum

Test


Method






Per 100 g

Frequency





Vitamin B6


None


Audit


AOAC 43.188


Vitamin C


None


Per Lot


AOAC 43.056


Vitamin B1


None


Per Lot


AOAC 43.024


Vitamin B2


None


Per Lot


AOAC 43.039


Vitamin B3


None


Per Lot


AOAC 43.044


Vitamin D


None


Audit


AOAC 43.068


Vitamin E


None


Audit


AOAC 43.087


Folic Acid


None


Audit


AOAC 43.142


Vitamin B12


None


Audit


AOAC 43.134


Biotin



None


Audit


HPLC



Pantothenic Acid


None


Audit


AOAC 43.159


Iron



None


Per Lot


AOAC 36.058


Phosphorus 


None


Audit


AOAC 49.001


Iodine



None


Audit


AOAC 47.003


Magnesium


None


Audit


AOAC 49.001


V 
MICROBIOLOGICAL REQUIREMENTS





Maximum

Test


Method





Microbes/G.

Frequency





Total Bacteria


Max 10,000/G

Per Lot


AOAC 41.008

Staphlococci


Negative 1/G

Per Lot


AOAC 41.018

Bacilli



Negative/G

Per Lot


AOAC 41.024

E. Coli



Negative/0.1g

Per Lot


AOAC 41.016

Endo Spore Forming Anaerobes
Negative/0.1g

Per Lot


AOAC 41.027

Clostridium Perfringes

Negative/0.1g

Per Lot


AOAC 41.019

Bacillus Cereus


Negative/1.0g

Per Lot


AOAC 41.016

Yeast & Mold


Max 100/G

Per Lot


AOAC 40.086

Alphatoxins B1


Negative/1g

Per Lot


AOAC 26.011

Alphatoxins B2


Negative/1g

Per Lot


AOAC 26.011

Alphatoxins G1


Negative/1g

Per Lot


AOAC 26.011

Alphatoxins G2


Negative/1g

Per Lot


AOAC 26.011

Alphatoxins M1


Negative/1g

Per Lot


AOAC 26.011

Salmonella


Negative

Per Lot


USP 23


VI
TOXICITY (Heavy Metals) Requirements



Maximum

Test


Method




Mg./100G

Frequency






Cadmium

0.05


Per Lot


AOAC 968.08

Mercury


0.03


Per Lot


AOAC 971.21

Lead


0.09


Per Lot


AOAC 968.08

Arsenic


0.05


Per Lot


AOAC 952.13

Copper


0.08


Per Lot


AOAC 960.40

Tin


0.11


Per Lot


AOAC 980.19

Zinc


0.05


Per Lot


AOAC 969.32

VII
FOOD ADDITIVES REQUIREMENTS







Test


Method








Frequency





Artificial Color


None


Per Lot


AOAC 34.016


Preservatives


None


Per Lot


AOAC 16.122


Artificial Sweeteners

None


Per Lot


AOAC 20.132


Antioxidizers


None


Per Lot


AOAC 20.012


Emulsifiers


None


Per Lot


AOAC 20.113


Gluten



None


Per Lot


AOAC 39.150


VIII
STABILITY REPORT

Item

Specification

Initial

1 Yr

2 Yrs

3 Yrs

Appearance



Same

Same

Same

Same

Color

Passes


Passes

Passes

Passes

Passes Weight Variation

Or Fill Weight/ 

Disintegration




Disintegrates In



1-2 Minutes

Passes

Passes

Passes

Passes

Nutritional

Information
See Attached

(Typical)
Assay


100.0

+/- 1%

+/- 1%

+/- 1%

MPN

<10


Passes

Passes

Passes

Passes

Staph

Negative

Passes

Passes

Passes

Passes

E. Coli

Negative

Passes

Passes

Passes

Passes

Mold & Yeast
Negative

Passes

Passes

Passes

Passes

IX
EXPIRATION

The Bio Fit product called Maca  has a shelf life of 4 years from date of manufacture.

X
PESTICIDES REQUIREMENTS








Test 






G/675 G

Frequency

Method


DDT (Sum of All


Isomers + DDE + DDD)


None

Per Lot


AOAC 29.001

Endrin




None

Per Lot


AOAC 29.001

Hoptachiorapozid



None

Per Lot


AOAC 29.001

Benzene Hexachloride 


None

Per Lot


AOAC 29.001

Lindane




None

Per Lot


AOAC 29.001

HCH (Sum Of Isomers)


None

Per Lot


AOAC 29.001

Estars Of Phosphoric Acid


None

Per Lot


AOAC 29.001

Dithocarbamate



None

Per Lot


AOAC 29.001

Deildrin ( Aldrin + Deildrin )

None

Per Lot


AOAC 29.001

XI
STORAGE REQUIREMENTS


Store in a cool dry warehouse.

XII
PACKAGING REQUIREMENTS

The packaging of all Bio Fit Europe products is done within our manufacturing facilities no outside contractors are utilized.  The products are packaged either in white plastic bottle with plastic caps and an inner and outer safety seal or in metalized fiber can with a metal bottom and top with a plastic. Bio Fit  feels that these types of packaging insure that our consumers receive a fresh and safe product.  The entire packaging process is monitored by our quality control department and meets the standards of packaging requirements set forth by all local, state and federal agencies.
XIII
LABELING REQUIREMENTS


Labels to be checked against master file and to contain:

1. Product name

2. Nutritional Information

3. Ingredients

4. Name and Address of manufacturer or distributor

5. Net weight/serving size

6. Production batch code

7. Directions if applicable

8. UPC code if applicable

9. Caution statements if applicable
XIV
CERTIFICATE OF ORIGIN

All of the below listed products are wholly made in the EU

100 % MACA (Lepidium Mayenii) Powder

Made in EU

