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Product Regulatory Information – Botanical ingredients 

 
This document is intended to be a template or example for how dietary ingredient suppliers might 

consider organizing the regulatory information on their product.  This form is not intended to be binding 

or required, and has intentionally been developed in Word format to allow it to be modified by users, if 

they so choose, to a format or organization that best meets their needs.  In addition, users are not 

expected to confine their product regulatory information to the space provided in this document.  

However, users are encouraged to follow the same basic flow of information, regardless of the specific 

format used. 
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PRODUCT REGULATORY INFORMATION DATASHEET 

Botanical Dietary Ingredients 
 

Section 1. BOTANICAL PRODUCT INFORMATION 

PRODUCT NAME & CODE:  New-Gar® nutraceutical organic garlic: NG2000PO, NG2000GO, 

NG8000PO, NG8000GO , NG10000PO, NG10000GO 

 

COMMON OR USUAL NAME OF PRODUCT:  

Organic Garlic powder & granules 

SCOPE OF DOCUMENT:  

Full 
GENERAL PRODUCT INFORMATION:  

Standardized & deodorized garlic to Allicin markers 
 

Section 2. BOTANICAL MANUFACTURING INFORMATION 

NAME AND ADDRESS OF MANUFACTURING 

SITE: 
Zhengzhou Harmoni, Henan, China   

MODE OF MANUFACTURING: Dehydration & Standardization 



Section 4. LABELING INFORMATION                   

REQUIRED FINISHED PRODUCT LABEL 

STATEMENTS 
         100% garlic        

RECOMMENDED RESTRICTIONS OF USE: none 

AGRICULTURAL PROCESS*: China 

MANUFACTURING PROCESS: Dehydration & standardazation 

GMP COMPLIANCE: yes 

STERILIZATION OR FUMIGATION METHOD(S):  Steam Sterilization 

KNOWN OR POTENTIAL SOURCES OF 

IMPURITIES AND/OR CONTAMINANTS (including 

solvents) : 

N/A 

* Include method(s) of cultivation (Ex: sustainably-wildcrafted, or cultivation method), identification, harvest, handling, & post-harvest processing. 
 

Section 3. PHYSICAL/CHEMICAL PROPERTIES 

INGREDIENT LIST (include excipients and non-botanical ingredients*): 

 

COMMON or USUAL NAME 

(per current Herbs of Commerce): 

 

 

LATIN BINOMIAL: 

PLANT 

 PART 

 USED: 

 

 

ORIGIN*: 

HARVEST 

AGE/ 

SEASON: 

 

 

CAS #: 

 

WEIGHT 

PERCENT: 

garlic Allium Sativum bulb China yearly 539-86-6 100% 

       

       

       

       

       

       

       
NON-BOTANICAL INGREDIENTS: 

COMMON or USUAL NAME ORIGIN* 

      

  

  

CURRENT PRODUCT SPECIFICATION SHEET ATTACHED: Listed on 

website:www.nature4science.com 

BIOASSAY METHOD: AOAC/USP 
*For botanicals specify country-of-origin; for excipients and non-botanical ingredients specify source information (synthetic, animal, vegetable, 

mineral, fermentation, etc.). 

 

 

 

 

 

 

 

 

Section 4.  LABELING INFORMATION 

REQUIRED FINISHED PRODUCT 

LABEL STATEMENTS:  

100% garlic – Allicin claim varies per product used 

RECOMMENDED RESTRICTIONS of 

USE: 

Garlic can act as a  blood thinner- not recommended before surgery- always consult 

physician before usage- see disclaimer listed on website. 

NUTRITION/SUPPLEMENT FACTS 

LABELING (including nutritional profile): 

Listed on website www.nature4science.com under nutritional labeling. 

OTHER (usage, cautionary, safety, or 

warning statements):  

None 
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NUTRITIONAL/SUPPLEMENT FACTS LABELING Listed on website 
OTHER: none 

 

Section 5. REGULATORY INFORMATION 

PATENT COVERAGE: New-Gar® registered name 

COMPENDIAL GRADE: European Pharmacopea 

REGULATORY STATUS AND 

SUPPORTING DOCUMENTS: 

N/A 

PRODUCT MASTER FILE(S): N/A 

BSE/ TSE INFORMATION: N/A  veg. source 

VEGAN OR VEGETARIAN  

STATUS: 

yes 

ALLERGENS/ 

HYPERSENSITIVITES: 

none 

PRESERVATIVES (or   

PROCESSING AIDS): 

none 

KOSHER/ HALAL/ORGANIC 

STATUS*: 

Kosher/Organic 

GM STATUS (for each dietary 

ingredient): 

Non-GMO listed on website 

TARIFF CODE for 

IMPORT/EXPORT:  
712.90.40.40 

* Include certifying agency/authority 

 

Section 6. MISCELLANEOUS PRODUCT INFORMATION 

BATCH/ LOT NUMBERING 

SYSTEM: 

By day of production  i.e. garlic produced on  Jan 1, 2015 with an expiration date of 2017, 

will read 01011517 

BATCH DEFINITION: Per 4 hr shift production 

EXPIRATION DATING: 2 yrs 

RECOMMENDED STORAGE 

CONDITIONS: 
Normal:  Store in a cool, dry place, do not freeze 

OTHER OPTIONAL INFORMATION: 

PACKAGE SIZE(S): 25 kg 

RECYCLED PACKAGING 

MATERIALS: 

yes  

SUGGESTED PRODUCT 

CLAIMS, SUPPORTING 

DOCUMENTATION INCLUDED: 

Allicin level-  

Check website 

MSDS ATTACHED: Listed on website 

OTHER PRODUCT SAFETY 

INFORMATION: 

none 

 

Section 7. REVISIONS 

REVISION DATE: 06/22/2015 REVISION LEVEL: Management 

 

Section 8. CONTACT INFORMATION  

COMPANY NAME: Nature*4*Science, Inc 

CONTACT NAME: Mary Hasrouni Abifadel TITLE: President/CEO 

CONTACT PHONE: 714-2230647 EMAIL: Mary@nature4science.com 


