GRAS Notice (GRN) No. 887, Menaquinone-7
https://lwww.fda.gov/food/generally-recognized-safe-gras/gras-notice-inventory

(CIN - 1124230MH2004PTC145390)
1503, Universal Majestic, P. L. Lokhande Marg,
wnatkonar - manknurd Link Road. Govandi, Mumbai - 400 043, INDIA
+91 22 6266 9600 nfo@synergialifesciences.com

Al
October 8, 2019

Food and Drug Administration

Center for Food Safety and Applied Nutrition

Office of Food Additive Safety (HFS-200)

5100 Campus Drive

College Park, MD 20740 ¥

Subject: GRAS Notification for the intended use of Menaquinone-7 (MK-7) in oral nutritional
supplements

Dear Sir/Madam:

In accordance with 21 CFR part 170, subpart E, Synergia Life Sciences Pvt. Ltd.,
(Synergia), Mumbai, INDIA, hereby submits the enclosed notice of a claim that the food
ingredient Vitamin K2-7 (Menaquinone-7), derived from Bacillus licheniformis preparation for
use in Foods for Special Dietary Use (21 CFR 105.3) in oral nutritional supplements such as
PediaSure® for children (1 to 13 years of age) as described in the enclosed notification document
is exempt from the premarket approval requirement of the Federal Food, Drug, and Cosmetic Act
because it has been determined to be Generally Recognized As Safe (GRAS), based on scientific
procedures. ‘

As required, please find enclosed three copies of the notification. If you have any
questions or require additional information, please feel free to contact me by phone at +91 22
62669600 or by email at = ~ v~ ~==~-ma .com and ~--plashit@hotmail.com.

Sincerely,

Director

Enclosure: Three copies of GRAS notification

12, Jogani industrial Complex, V. N. Purav Marg, Chunabhatti (E), Mumbai - 400 022, INDIA
Gut No./S. No. 65, H. No. 2 Paiki, At Village - Gatesh Budruk, Talathi - Saja Kone,
Taluka - Wada, Dist. Palghar - 421 303. Maharashtra, India.
(All Correspondence at Corporate Office only)
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