GRAS Notice (GRN) No. 742
https://www.fda.gov/Food/IngredientsPackagingLabeling/ GRAS/Noticelnventory/default.htm

Parabel’s LC and DGLC GRAS Notification
November 6, 2017

Appendix A3: Fatty Acid Profile of LENTEIN™ Complete
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Appendix A4: Secondary Metabolites Data from 2 composite batches of LENTEIN™
Complete
Dioxins, PCBs, Nucleotides, Biogenic Amines, Pesticides, ANF, and Mycotoxins
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Parabel’s LENTEIN Complete Mycotoxin
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Appendix A5: LENTEIN™ Complete Fiber Composition
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Raw material: fresh harvested raw Wolffia sp.

212

000213



Parabel’s LC and DGLC GRAS Notification
November 6, 2017

Raw material: fresh harvested raw Lemna sp.

(b) (6)
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Appendix A6: LENTEIN™ Complete PDCAAS
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Appendix A7: Degreened LENTEIN™ Complete PDCAAS
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Appendix B: Parabel’s LENTEIN™ Complete Microcystin Data (Cyanobacteria)
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Appendix C: Water Quality Standards used for cultivating and processing LENTEIN™ Complete

1) This document is designed to provide requirements of Water Quality necessary for the Parabel Commercial Process.
Determination of Water Treatment required will be based off minimum requirements and limits prescribed herein.

Physical Properties Units Process Water

Maximum Water Temperature ¢ Var%es

°F Varies

pH value (@ 25°C) pH6-pHS8

Conductance uQ / cm < 2,400

Total Hardness ppm (CaCO3) <200

Total Alkanity (as of CaCO3) Limit mg /L ppm <600
Dissolved Oxygen Content mg /L ppm > 5.0

Dissolved Solids Content mg /L ppm < 1,500 max
Suspended Solids Content mg /L ppm <40
Ozone mg /L ppm <0.5
COD mg /L ppm <20
BOD mg /L ppm <5
0Oil Content mg /L ppm <10
Bacteriological Quality Units Process Water

Bacteriological Quality (Fecal Coliform Bacteria) # /100 mL Zero
Cryptosporidium mg /L Zero
Giardia lamblia mg /L Zero
Legionella mg /L Z€ero
Viruses (enteric mg /L Zero
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Metals Units Process Water
Manganese Limit mg /L ppm <0.05
Copper mg /L ppm <500
Iron Limit mg /L ppm <1.0
Calcium (as CaCO3) Limit mg /L ppm
Silica (SiO2) Limit mg /L ppm 150.0
Magnesium mg /L ppm <125
Heavy Metals (ie: Mercury, Chromium, Lead, Arsenic, etc.) mg /L ppm Shopt;l;isrelg: be
Nickel pug /L ppb <100
Zinc pug /L ppb <1,000
Non-Metallic Ions / Molecules Units Process Water
Not Specified; but
, . 10 ppm is common
-2
Sulfite SO3-2 Concentration mg /L ppm a5 a limit for
reporting
Phosphate PO4-3 Concentration mg /L ppm <0.1
Chlorides (as CI-) Limit mg /L ppm <400
Chlorides mg /L m < 10% of
& PP background
Sulfate (SO04-2) mg /L ppm <250
Nitrates Limit mg /L ppm <1
Nitrites Limit mg /L ppm <1
Ammonia (un-ionized) mg / L (as NH3) <0.02
Ammonium (NH4*) --- ---- Not Specified
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Bromates mg /L ppm <0.10
Bromine (Free Molecular) mg /L ppm <0.1
Fluorides mg /L ppm <10.0
Phosphorous mg /L ppm <0.1
Hydrogen Sulphide mg /L ppm <0.05
Boron mg /L ppm <0.75
Volatile and Semi-Volatile Organic Compounds (VOCs & Units Process Water
SVOCs)
BTEX Compounds (Benzene, Toluene, Ethylbenzene,
Xylenes
(Comment: Xylene Total Count should be <1, but can};xteng hg /L ppb <10
to 10 ppb with Parabel approval)
Total THMs mg /L ppm <0.08
Cyanide pug /L ppb <5.0
Other VOCs
(Identification of any VOCs detected should be evaluated by pug /L ppb <10.0
Parabel for approval; but minimum VOCs should be present)
Herbicide and Semi-VOCs
(Identification of any SVOCs detected should be evaluated by
Parabel for approval; but minimum SVOCs should be mg / L ppm <0.01
present)
Other Units Process Water
Tritium mg /L ppm <20,000
Strontium mg /L ppm <8
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Radioactive Substances Picocuries / L <5

|
References
(1): National Primary Drinking Water Regulations. United States Environmental Protection Agency. EPA 816-
F-09-004. May 2009
(2): Drinking Water Contaminants. United States Environmental Protection Agency.
http://water.epa.gov/drink/contaminants/index.cfm
(3): Occurrence of Unregulated Contaminants in Public Water Systems. EPA - OGWDW
(4): EPA Document: 602-302.530, Criteria for Surface Water Quality Classifications.
(5): List of Constituents to be Analyzed with EPA Testing Methods and Permit Limits
(6): Potential Contaminants: California Water Service Company: Water Quality.
https://www.calwater.com/wq/contaminants.php
(7): Quotation from Henan Taiguo Boiler Manufacture Co., Ltd. (Provided Feb 2nd, 2012) for WNS6-1.23-
Y9Q) (company based in China)
(8): Characteristics of boiler feed water. Lenntech.
http://www.lenntech.com/applications/process/boiler/boiler-feedwater-characteristics.htm
(9): NC 8400 steel cooling tower: Installation - Operation - Maintenance Manul. Marley (subsidiary of SPX)
(10): Marley Class W400 Cooling Tower User Manual 92-1312D. Marley (Subsidiary of SPX)
(*): Sources of Information can also include other quotes received, individual state requirements, and/or
various surface water characteristics /quality

Indian River County Department of Health requires that Parabel tests the well water for coliforms, lead and nitrates. No other
analysis are required. Results for this testing as follows:
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Appendix D: LENTEIN™ Complete Packaging Specification

Part Number: 30VF4C36
SIZE: 30" x 36"

PAKVF4C

5.0mil Food Grade/USP

PHYSICAL PROPERTIES (48GaPET/ PE /.00035 FOIL / LLDPE)

Total Thickness (mils) 4.3 mil

WATERVAPOR TRANSMISSION RATE (ASTM F-1249) < 0.0005 gr./100in 2 24 hrs.
02 TRANSMISSION RATE (MOCON) 0.001/cc/m2 /24 hrs.
TENSILE STRENGTH (INSTRON TAPPI T404) 25 psi

BREAKING STRENGTH (GRAB - FED 191) 70 Ib.

PUNCTURE STRENGTH (FTMS 101-C; 2065.1) >18 psi

MULLEN BURSTING STRENGTH (TAPPI T403) 69 psi

RECOMMENDED HEAT SEAL CONDITIONS 400 °F/40 PSI/1 sec.

Foil Thickness .00035 MINIMUM

NOTE: Also, FDA approved sealant layer.
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Appendix E

Parabel’s commercial facility’ Food Permit from the Florida Department of
Agriculture

(b) (6)
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SQF Contract

EAGLE Food Registrations Inc.
40 N. Main Street, Suite 1880 » Dayton, OH 45423 937.293.2000 » 800.795.3641 = 937.293.0220 FAX

EAGLE FOOD - REGISTRATION APPLICATION/CONTRACT

Registered Company Name (name on certificate)

Parabel USA Inc.

Company’s Legal Name (if different) Legal Status
Parabel USA Inc.
Address City State | Country Zip Code
7898 Headwaters Commerce St Fellsmere FL USA 32948
Contact Name, Title and Contact Info (if different) Email Address :
Carolyn Lindsell, Quality Manager clindsell@parabel.com
Practitioner’s Name and Contact Info - SQF only (if different) | Emall Address
Carolyn Lindsell, Quality Manager clindsell@parabel.com
_Company Phone Number | Company Fax Number | Company Website Address
1.321.473.9520 nia www.parabel.com
_ #ofP“"’b’nl’ii - g Ra—
(Em es =FT - #of Shi
_+ Temp/Contracted) | e v ok | G DO R Y x
22 in manufacturing 18— 7:00-3:30 13,500 English English
ng* ..-(15 in growth (excluded 2 — 3:00-11:30
‘.% J Mail To Address (if different) : Bill To Address (if different)
in aml, NA, 5
av‘M Additional sites that will be in sluded in the certification audit? {if more than three, attach list)

#of Shifts! |

Times Sq. Footage

Company Name | Address, City, State, Zip Code #of
%“7 (if different) fand Country Employees|  SCopefActivities
1
E ﬁ'. U nia

Scope of Certification (Describe the official scope and complexity of the management system. Include description of products
made, service perfurmad physical boundaries of the site, and list any pmcesses activities, programs spadrlcatrans systems,
areas, or facilities that will not be audited because of security, confi identiality, or other restrictions.). i

Scope includes the manufacture of LENTEIN Complete and Lemna Protein. Lentein complete is a fine
green powder typically containing 45% crude protein and is manufactured from non-GMO water lentils

(Lemnaceae). The Lemnaceae are grown on site in closed aquaculture systems. The aquaculture

department (Growth) is being exciuded from the scope of the audit at this tlme The it will include the
manufacturing facility only. 'fu 7. ol w

List any processes that are outsourced that t producpconform ity to ”eq wrernent;\
Milling of product to pre-determined particle size.
Food sector categories and modules
Category 19 - Food Ingredient Manufacture Modules 2 and 11
Do you have any special customer requirements?
y = A O ves No
If Yes, please explain:

Standard(s) Required (check all that apply)

ﬁn\’@lﬂ' ;Ef?m:f IFOI‘:‘?R‘ES"""W e,
Form 43 — EAGLE Food - Registration Application/Contract — Version 34 — 03/22/2017 — Page 1 —

CONFIDENTIAL
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(b) (6)
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Appendix F: Accelerated Stability Study

Stability Protocol for LENTEIN™ Complete:

Page 1 of 3

This template, when signed and approved, becomes a

<% eurofins Stability Protocol

Page 2 of 3

Study Number(s): 1281-1284

Study Number(s):1281-1284|

Stability Protocol

Company Name: Parabel USA

Product Name: LENTEIN COMFLETE

Lot or Batch Number(s): ¢SPBWL-170207, CSPBWL-170308, CSPBWL-170213, CSPBWL-170310

This template, when signed and approved, becomes a

Package/Sample Size(s): 650g bags
Quote Number(s): V85R2017-0044-03

Number of Containers to Pull at each Interval
Number of Containers to Pull at each Interval

Test Intervals: [ ] Days [ ] Weeks [ ] Months
Test Intervals: [ ] Days [ ] Weeks [ ] Months

i

2

]

g

Q

i=1

bl

E

5

g

B

£

£

8

)

Start Date: March 2017 Expected Completion Date: May 2018 g

<]

TESTING & LIMITS §

Requested Analyte Test Code Method Reference Exp. Levels Reporting Units ,E é g

APC UM7MY USP Chap 61 cfu/g s 3 - 2

Yeast/Mold UMSRL USP Chap 61 cfu/g = g = g g

Moisture — VO QD148 AOAC 925.09 % ol B -~ [ E

Peroxide Value QDO7G | AOCSCd8s3 | meq/kg F "§ 2 g _=9

Amino Acid Profile PQQO8 AQAC % 3 M R b =

Protein QD252 AOAC 990.03; % B ol = o= 5 g

AOAC 992.15 o< oo &

Fatty Acids QD089 AOCS Ce 2-66 Y £ P 2 e 2

AOCS Ce 1-62 R O R B - S - ks

Rancidity QAL Internal method mg/kg a |$ O |z g

Yisual Appearance ODOOT Internal method = # ] i S §

Water Activity 00167 AOAC 978.18 : g 1w g Y g

pH QDIT2 AOAC 981.12 - g &[T 7 7 T(ls |3 3

= é = § z

SAMPLE STORAGE & PREPARATION (please detail if special conditions apply) E - R . E '§

No special sample preparation is required. m 2

-

. . - < g

Samples will be stored in accelerated conditions of 40°C/75%RH. = e ¥ T::
=

© | s| = [i% N -

= - 2 |5kl & & & z |E &

= 3 A e .9,9.39 ER #

-] @ o O b S =

V] S 3g S 2

W Nl R E

| 3 S E

"] ¥
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Page 3 of 3

This template, when signed and approved, becomes a

<% eurofins Stability Protocol

Study Number(s): 1281-1284

Protocol Approval

STUDY DESIGN

The purpose of these studies is to obtain data to help assert the shelf life for Parabel’s powder supplement.
Samples will be stored in accelerated conditions of 40°C/75%RH. One bag will be used at each pull with
pulls being performed at months 0, 1, 3, and 12 for studies #1281-1282 For studies 1283-1284, pulls will be
performed at 0, 1, 3, & 6 months. The testing outlined in the Testing and Limits section will be performed at
every pull interval.

For internal purpose, Eurofins will identify these as Study #1281-#1284,

Parabel may cancel or end the stability study at any time with written email confirmation. Parabel will
assume responsibility for charges on any testing that has been started and/or completed prior to cancellation.

(b) (6)
B/10/2017
Client Signature Date
ENAC Signature Date
Protocol Accepted and Approved to begin:
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Summary of Stability Results for 4 LENTEIN Complete commercial batches:
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Baseline Results (Time 0) for 4 LENTEIN Complete batches:
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Accelerated Month 1 Results (Time 1) for 4 LENTEIN Complete batches:
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