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OVERVIEW of FSVP PLAN

Title 21 of the Code of Federal Regulations requires that “ .. for each food you import; you must develop, maintain, and
follow an FSVP [Foreign Supplier Verification Program] that provides adequate assurances that your foreign supplier is
producing the food in compliance with processes and procedures that provide at least the same level of public health
protection as those required under section 418 (regarding hazard analysis and risk-based preventive controls for certain
foods) or 419 (regarding standards for produce safety), if either is applicable, and the implementing regulations, and is
producing the food in compliance with sections 402 (regarding adulteration) and 403(w) (if applicable) (regarding
misbranding with respect to labeling for the presence of major food allergens) of the Federal Food, Drug, and Cosmetic Act.
..” for each product (and each foreign supplier of each product) that our client imports, United Safety Agents (USA) has
been engaged to undertake and successfully complete all requisite actions on our client’s behalf; to analyze, verify,

build and maintain this FSVP plan, that our client will now use to keep in compliance with FSVP regulations.

INSTRUCTIONS

Please review this FSVP plan in its entirety and sign where indicated. 21 C.F.R., §1.510 requires that this FSVP plan
be kept on file for a minimum of two years after its use is discontinued. All records must be legible and stored to
prevent deterioration or loss. If requested in writing by FDA, you must send records to the Agency electronically, or
through another means that delivers the records promptly. Off-site storage of records, including records maintained
by other entities in accordance with §1.504, §1.505, or §1.506, is permitted if such records can be retrieved and
provided on-site within 24 hours of FDA’s request for review. Electronic records are considered to be on-site if they
are accessible from an on-site location. Records obtained by FDA in accordance with this subpart are subject to the
disclosure requirements under part 20 of this chapter. Please contact United Safety Agents immediately to report
a change in a foreign supplier’s process or status, in the case of an FDA inspection, or with any questions that you

may have by email: info@unitedsafetyagents.com, by fax: +1 (888) 557-2649, or by telephone: +1 (888) 551-7403.

TERMS & DEFINITIONS

FSVP Importer (Importer): The importer, is the U.S. owner or consignee of an article of food that is being offered for
import into the United States. U.S. owner or consignee means the person in the United States who, at the time
of U.S. entry, either owns the food, has purchased the food, or has agreed in writing to purchase the food.

Foreign Supplier (Supplier): The foreign supplier or supplier is the establishment that manufactures/processes the

food, raises the animal, or grows the food that is exported to the United States.
Qualified Individual (QI): Qualified individual means a person who has the education, training, or experience (or a
combination thereof) necessary to perform an activity required under this subpart.

Verified &/or Approved: Verified & approved means only that actions were taken to fulfill regulatory obligations.

It does NOT mean that the subject product of this FSVP plan is ready for consumption in its current state.

RULES of USE

This document is considered privileged, proprietary, and confidential. It may not be reproduced in whole, or part, nor
may it be shared with any third party — including a customer — without the prior written consent of United Safety
Agents. All FSVP plans and are bound under the terms of the Agreement which has been made between your company

and United Safety Agents. Please see https://www.unitedsafetyvagents.com/rulesofuse for more information.
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FOREIGN SUPPLIER VERIFICATION PROCEDURES

21 C.F.R., §1.506 (a), (a)(2), (b), and (c) require that written procedures are established and followed to ensure that
food is imported from approved suppliers only and that these procedures provide adequate assurance that the
hazards requiring a control in the imported food have been significantly minimized or prevented. 21 C.F.R., §1.506
(d) requires that “ .. Except as provided in paragraphs (d)(2) and (3) of this section, before importing a food from a foreign
supplier, [an FSVP Importer] must determine and document which verification activity or activities listed in paragraphs
(d)(1)(ii)(A) through (D) of this section, as well as the frequency with which the activity or activities must be conducted, are
needed to provide adequate assurances that the food [an FSVP Importer] obtain[s] from the foreign supplier is produced in
accordance with paragraph (c) of this section. Verification activities must address the entity or entities that are signifi-
cantly minimizing or preventing the hazards or verifying that the hazards have been significantly minimized or prevented
(e.g., when an entity other than the grower of produce subject to part 112 of this chapter harvests or packs the produce and
significantly minimizes or prevents the hazard or verifies that the hazard has been significantly minimized or prevented,
or when the foreign supplier's raw material supplier significantly minimizes or prevents a hazard). The determination of
appropriate supplier verification activities must be based on the evaluation of the food and foreign supplier conducted
under 81.505.” As an FSVP Agent or Qualified Individual, USA’s FDA-mandated goal is to verify that a product’s innate
physical, chemical and biological hazards are being controlled in a manner that is at least equivalent to the FDA’s
domestic standards. in order to accomplish this goal, documentation of a foreign supplier’s processes, procedures and
control methods will be required. Understanding that all foods may not share identical hazards - their control(s) also
not being identical - USA utilizes a variety of foreign supplier verification activities to verify that a food’s hazards
have been significantly minimized or prevented. USA’s determination of appropriate supplier verification activities
is based on an evaluation of a specific food, its relevant hazards, and its corresponding foreign supplier. The follow-

ing activities may be used to satisfy the requirements of 21 C.F.R., §1.506 (a), (a)(2), (b), (), and (d):

notation will be recorded on the enclosed FSVP Document Checklist and a reviewed and approved copy of

= A foreign supplier’s Hazard Analysis and Critical Control Point (HACCP) plan may be required. If required,

= | the foreign supplier’s HACCP plan will be included within this FSVP plan.

An onsite audit of a foreign supplier’s facility may be required. If required, notation will be recorded on the

enclosed FSVP Document Checklist and a reviewed and approved copy of the foreign supplier’s onsite audit

report will be included within this FSVP plan.

Sampling and testing of a food may be required. If required, notation will be recorded on the enclosed FSVP

Document Checklist and a reviewed and approved copy of the foreign supplier’s reviewed sampling and

testing results will be included within this FSVP plan.

A foreign supplier's relevant food safety record(s) may be required. If required, notation will be recorded

on the enclosed FSVP Document Checklist and a reviewed and approved copy of the foreign supplier’s

relevant food safety record(s) will be included within this FSVP plan.

Continued onto next page.
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FOREIGN SUPPLIER VERIFICATION PROCEDURES

Continued from previous page.

Certifying documents for a foreign supplier's Qualified Individual(s) may be required. If required, notation
will be recorded on the enclosed FSVP Document Checklist and a reviewed and approved copy of the certi-

fying documents for a foreign supplier's Qualified Individual(s) will be included within this FSVP plan.

A food’s nutritional label(ing) may be required. If required, notation will be recorded on the enclosed FSVP
Document Checklist and a reviewed and approved copy of the food’s nutritional label(ing) will be included

within this FSVP plan.

Completion of the FSVP Importer’s Supplier Assessment Questionnaire and/or the FSVP Importer’s Aller-
gen and Intolerance Questionnaire may be required. If required, notation will be recorded on the enclosed
FSVP Document Checklist and a reviewed and approved copy of the completed Questionnaire(s) will be

included within this FSVP plan.

Documentation that a foreign supplier is in, and under the regulatory oversight of, a country whose food
safety system FDA has officially recognized as comparable or determined to be equivalent to that of the
United States, and that the food is within the scope of that official recognition or equivalency determina-
tion, and that the foreign supplier of the food is in good compliance standing with the food safety authority
of the country in which the foreign supplier is located may be required. If required, notation will be record-
ed on the enclosed FSVP Document Checklist and a reviewed and approved copy of all substantiating docu-

ments will be included within this FSVP plan.

Documentation that a foreign supplier meets the definition of a qualified facility (as defined by §117.3 or
§507.3) may be required. If required, notation will be recorded on the enclosed FSVP Document Checklist

and a reviewed and approved copy of all substantiating documents will be included within this FSVP plan.

The FSVP Importer may rely upon performance of activities by other entities. If the FSVP Importer relies
upon supplier verification activities conducted by another entity, the FSVP Importer will review and assess
the results of these activities. Notation and documentation of the FSVP Importer’s review and assessment
will be recorded in this FSVP plan, including documenting that the determination of appropriate verifica-

tion activities was made by a Qualified Individual.

When the FSVP Importer determines that a hazard in a food will be controlled by the foreign supplier and
is one for which there is a reasonable probability that exposure to the hazard will result in serious adverse
health consequences or death to humans or animals, the FSVP Importer will require a copy of the foreign
supplier’s annual on-site audit results. If required, notation will be recorded on the enclosed FSVP Docu-
ment Checklist and a reviewed and approved copy of the foreign supplier’s annual on-site audit results will
be included within this FSVP plan. After initial verification, the FSVP Importer will require that the foreign
supplier provide copies of their annual on-site results at least annually thereafter.

Continued onto next page.
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FOREIGN SUPPLIER VERIFICATION PROCEDURES

Continued from previous page.

- It may be required that the FSVP Importer conduct or obtain documentation of other (not previously
= mentioned) appropriate supplier verification activity(s) based on the foreign supplier’s performance and
- the risk associated with the food. If required, notation will be recorded on the enclosed FSVP Document
Checklist and a reviewed and approved copy of the supplier verification activity(s) will be included within

this FSVP plan.

FREQUENCY of VERIFICATION PROCEDURES

All above noted foreign supplier verification procedures and activities will be conducted and/or re-conducted at a
frequency appropriate to the relevant procedure/activity and the corresponding hazard profile for the relevant food.
Please refer to document-specific notes found on pg. 11, Ongoing Document Requirements found on pg. 12, Addition-
al Recommendations found on pg. 21, and Verification Timeline found on pg. 23 for information about the frequency

of verification procedures.

USE of APPROVED SUPPLIERS ONLY

Food and/or food-related products should only be imported from foreign suppliers that have been verified to the
standards of FSVP. Prior to importation, all steps necessary to successful verify that a foreign supplier’s food safety
processes and procedures meet the requirements of FSVP (and other applicable regulations), must be undertaken. Once
complete, the product specific FSVP plan - created by United Safety Agents — will denote a supplier’s status on the
Title Page of each plan. Importation may occur if the following three parameters are met: 1) the FSVP plan’s status
does not read “Denied” or other wording denoting that product is not currently approved for import; 2) the date of
importation will fall within one calendar year (365 days) from the plan’s noted “Review End” date, and 3) there are no

outstanding issues or changes in the supplier’s processes and/or procedures since the noted “Review End” date.

CORRECTIVE ACTIONS

The FSVP Importer will take prompt corrective actions if it determines that a foreign supplier does not produce food
consistent with the written assurance, and in compliance with applicable processes and procedures that provide same
level of protection as FDA requirements. If the FSVP Importer determines by means other than verification activities
that a foreign supplier does not produce food in compliance with applicable processes and procedures that provide
the same level of protection as FDA requirements, it will conduct an investigation to determine whether the FSVP
should be modified accordingly. Such corrective actions are dependent upon the specific circumstances of the devia-
tion but could include: the complete discontinued use of the foreign supplier, or the discontinued use of the foreign

supplier until the cause or causes of noncompliance, adulteration, or misbranding have been adequately addressed.

IDENTIFICATION of FSVP IMPORTER

The FSVP Importer will ensure that, for each line entry, the following information is provided to U.S. Customs and
Border Protection: 01) FSVP Importer’s Business Name; 02) FSVP Importer’s Electronic Mail Address; and 03) The
FSVP Importer’s FDA acceptable UFI (Unique Facility Identifier) such as a DUNS number.

UNITED SAFETY AGENTS LLC©
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Supplier: Fleur De Sel, S.A. De C.V.

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC)

Product: Colima Sea Salt | 100% Natural | Not Colored

Review Start: July 01, 2021  Review End: Sept. 18, 2021

UNITED STATES CODE of FEDERAL REGULATIONS

The following are or may be applicable to this product/supplier, FSVP Importer should confirm & comply independently.

[ 101.

0 106.

O110.

O111.

O112.

O 113.

O114.

(117,

0O 120.

0O 121.

0O 123.
0O 129.
0O 131.
0O 133.
O 135.

O 136.

§101.1-101.108. Food Labeling.

§106.1-106.160. Infant Formula Requirements
Pertaining to Current Good Manufacturing
Practice, Quality Control Procedures, Quality
Factors, Records and Reports, & Notifications.

§110.3-110.110. Current Good Manufacturing
Practice in Manufacturing, Packing, or Holding
Human Food.

§111.1-111.610. Current Good Manufacturing
Practice in Manufacturing, Packaging, Labeling,
or Holding Operations for Dietary Supplements.

§112.1-112.213. Standards for the Growing,
Harvesting, Packing, and Holding of Produce for
Human Consumption.

§113.3-113.100. Thermally Processed Low-Acid
Foods Pkged in Hermetically Sealed Containers.

§114.3-114.100. Acidified Foods.

§117.1-117.475. Current Good Manufacturing
Practice, Hazard Analysis, and Risk-Based
Preventive Controls for Human Food.

§120.1-120.25. Hazard Analysis and Critical
Control Point (HACCP) Systems.

§121.1-121.401. Mitigation Strategies to Protect
Food Against Intentional Adulteration.

§123.3-123.28. Fish and Fishery Products.

§129.1-129.80. Processing/Bottle Drinking Water.

§131.3-131.206. Milk and Cream.

§133.3-133.196. Cheeses & Related Products.

§135.3-135.160.

Frozen Desserts.

§136.3-136.180. Bakery Products.

0O 137.
0 139.
O 145.
O 146.
O 150.

0O 152.
O 155.
O 156.
O 158.
O 160.
O1e1.
O 163.
O 164.
0O 165.
O 166.
O 168.
O 169.
[1170.

0179.

0 190.
O 501.
O 507.

O 570.
0 579.

§137.105-137.350. Cereal Flours.
§139.110-139.180. Macaroni & Noodle Products.
§145.3-145.190. Canned Fruits.
8146.3-146.187. Canned Fruit Juices.
§150.110-150.160. Fruit Butters, Jellies,
Preserves, and Related Products.
§152.126. Fruit Pies.
§155.3-155.201. Canned Vegetables.
§156.3-156.145. Vegetable Juices.
§158.3-158.170. Frozen Vegetables.
§160.100-160.190. Eggs and Egg Products.
§161.30-161.190. Fish and Shellfish.
§163.5-163.155. Cacao Products.
§164.110-164.150. Tree Nut and Peanut Products.
§165.3-165.110. Beverages.
8166.40-166.110. Margarine.
§168.110-168.180. Sweeteners and Table Sirups.
§169.3-169.182. Food Dressings and Flavorings.
§170.3-170.285. Food Additives.
§179.21-179.45. Irradiation in the Production,
Processing and Handling of Food.
§190.6. Dietary Supplements.
§501.1-501.110. Animal Food Labeling.
§507.1-507.215. Current Good Manufacturing
Practice, Hazard Analysis, and Risk-Based
Preventive Controls for Food for Animals.
§570.3-570.280. Food Additives.
§579.12-579.40. Irradiation in the Production,

Processing, & Handling of Animal & Pet Food.

Note: List is not exhaustive. Other regulations may be applicable.
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Product: Colima Sea Salt | 100% Natural | Not Colored

Supplier: Fleur De Sel, S.A. De C.V.

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

21 C.F.R. §1.500-81.514

The following section(s) of the FSVP regulation is/are or may be particularly relevant to this product/supplier.

] §1.500. What Definitions Apply to This Subpart?

[ §1.501.To What Foods Do the Requirements in This
Subpart Apply?

[J 81.502. What Foreign Supplier Verification Program
(FSVP) Must I Have?

[ 81.503.Who Must Develop My FSVP and Perform FSVP
Activities?

[] §1.504.What Hazard Analysis Must I Conduct?

[ §1.505.What Evaluation for F. Supplier Approval &
Verification Must I Conduct?

[ 81.506.What Foreign Supplier Verification and Related
Activities Must I Conduct?

[J 81.507.What Requirements Apply When I Import Food
That Cannot Be Consumed Without the
Hazards Being Controlled or for Which the

Hazards Are Controlled After Importation?

[£] §1.508. What Corrective Actions Must I Take Under My
Foreign Supplier Verification Program?

] §1.509. How Must the Importer Be Identified at Entry?

] §1.510. How Must I Maintain Records of My FSVP?

[0 §1.511. What FSVP Must I Have If I Am Importing A
Food Subject to Certain Requirements in the
Dietary Supplement Current Good Manufac
turing Practice Regulation?

[ §1.512. What FSVP May [ Have If I Am A Very Small
Importer or I Am Importing Certain Food
from Certain Small Foreign Suppliers?

[0 §1.513. What FSVP May I Have If I'm Importing Certain
Food from A Country with An Officially
Recognized Food Safety System?

[ §1.514. What Are Some Consequences of Failing to

Comply with the Requirements of FSVP?

NOTES & COMMENTS

FSVP 21 CFR §1.500-81.514

This product falls — at least in part — under the jurisdiction of the United States Food and Drug Administration (FDA), and doe:
qualify for an exemption in Title 21, Code of Federal Regulations, Chapter I, Sub-chapter A, Part 1, Subpart L, 81.501. As the
Importer's Qualified Individual (as the term is defined in §1.503) United Safety Agents — through the actions of this FSVP Plar
identified "Agent(s)" — has performed all actions required by FSVP and has presented this FSVP Plan for the review of this pr
FSVP Importer. Please refer to final pages of FSVP for substantiation of the FSVP Ql's / PCQI's qualifications and certificatio
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

ATTESTATION of REVIEW & ASSESSMENT

21 C.F.R., §1.506, (d)(3) provides that “You may rely on a determination of appropriate foreign supplier verification activities .
.. made by an entity other than the foreign supplier if you review and assess whether the entity's determination regarding appro-
priate activities. ... You must document your review and assessment, including documenting that the determination of appropri-
ate verification activities was made by a qualified individual.” Please review this FSVP plan in its entirety and document

your review below.

I, certify that I reviewed this FSVP plan on and found

its contents to be acceptable.

Reviewer’s Name:

Reviewer’s Signature:

Reviewer’s Title:

UNITED SAFETY AGENTS LLC©
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

DESIGNATION of ROLES & SUMMARY of REVIEW

FOREIGN SUPPLIER VERIFICATION PROGRAM IMPORTER

Company Name: Ava Jane's Kitchen, LLC FDA FEI: 13836148690
Physical Address: 1809 W Frankford Road, No. 160 DUNS No.: 08-031-2669
City: Carrollton State: Texas, 75007-4645 Country: United States

Mailing Address: P.O. Box 297

City: Bend State: Oregon, 97709 Country: United States

Phone Number: +1-206-331-4524 Email Address: michele@avajaneskitchen.com

Name of Representative(s): Ms. Michele Sayko Title: Commercial Rep.

FOREIGN SUPPLIER &/OR MANUFACTURER as defined by §1.500

Company Name: Fleur De Sel, S.A. De C.V. (Previously: Solysal DE Colima S.P.R. De R.L.) FDA FFR: 16441296972

Manufacturing Address: Adolfo Lépez Mateos No. 40 FDA FEI: 3014274322

City: El Toreo, Cuauhtémoc, 28500 Province/Territory: Colima Country: Mexico

Office Address: Adolfo Lépez Mateos No. 40

City: El Toreo, Cuauhtémoc, 28500  Province/Territory: Colima Country: Mexico

Phone Number: +52 1 312 155 2763 Email Address: patysolysal0l@sgmail.com

Name of Representative(s): Ms. Patricia Solis Montero Title: Owner
QUALIFIED INDIVIDUAL(s) & AGENT(s) 7/ é’:
Agent/QI Name: Claudio Innocenti Signature: M C—&t«é
Title: Partner & Preventive Controls Qualified Individual. Date: Seué&zé

|
Agent/QI Name: William J. Barber Signature: m 'ﬂd 34"&"
Title: Preventive Controls Qualified Individual. Date: Sept. 18, 2021

SUMMARY of REVIEW

Is foreign supplier expected to implement controls for

Details of Product(s) Comments
Sea Salt JYes [ONo EYes [ONo ElYes [ONo -
Undetermined Undetermined Undetermined Verified & Approved.
Natural | Not Colored
O FSVP Importer O FSVP Importer O FSVP Importer
O Disclosure [ Disclosure O Disclosure See Addendum.
O Customer [0 Customer O Customer
Preventive Control or Disclosure Rqd.: Per §117, §507, §111 and/or §1.507, Notice is required when FSVP Importer or FSVP Importer’s customer will be responsible for controlling hazards. See “Hazard Analysis
& Determination” section(s) and “Addendum” section for additional information. W Required Recommended M Confirm efficacy of previously applied control(s)

UNITED SAFETY AGENTS LLC© | FSVPDO010130



Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

REGISTER of SUBSTANTIATING DOCUMENTS

@ HAZARD ANALYSIS [) Requested [ Required [:] Received [:] Reviewed

NOTES Fleur De Sel's HACCP Plan received.
Dated: Not Dated.
Contains: Organization Chart; Training And Functions Of The HACCP Team; Product Descripi
— General Flow Of The Process For Sea Salt; Hazard Analysis And Preventive Measures;
Determination Of Critical Control Points; Establishment Of The HACCP Control Table;
Verification Procedure; Consumer Complaint Procedure; and Recall Procedure Of
Non-Conforming Product.
Fleur De Sel's Recall Plan received.

ON-SITE AUDIT [] Requested [J Required [0 Received [ Reviewed
NOTES Note: No substantiating information provided by the supplier.

‘A' SAMPLING OR TESTING RESULTS [ Requested [ Required [ Received -] Reviewed

| NOTES Certificate of Analysis received from supplier.
- Dated: November 10, 2020. Tested for: Purity and Humidity.
= Laboratory: Desu Operadora SA De CV.
o Certificate of Analysis received from supplier.
Dated: November 10, 2020.  Tested for: Heavy Metals.
Laboratory: Desu Operadora SA De CV.
Note: We respectfully request that recent certificate(s) of analysis be provided for testing conduct
determine that product has been effectively processed to control for all FDA identified bi
and chemical hazards (preferably by an ISO 17025-accredited laboratory).

OTHER FOOD SAFETY RECORDS [] Requested [ Required [:] Received [:] Reviewed

NOTES Completed Foreign Supplier FSVP Questionnaire received.

Dated: July 15, 2021.

Completed by: Paulina Eileen Nava Solis.

Note: Supplier was slow in responding to all requests, including the request for their completio
Questionnaire.

Corporate Name Change Attestation received.
Dated: July 15, 2021.
Note: Fleur De Sel, S.A. De C.V.'s previous business name "Solysal DE Colima"

PRODUCT LABELING [ Requested [ Required 5] Received 5] Reviewed

NOTES Product Label received. Label clearly identifies no present allergens. Labeling is in compliance wi
403(w) of the Federal Food, Drug, and Cosmetic Act in so far as it is not misbranded with resp
the presence of food allergens. See Analysis & Determination of Allergenic Hazard(s) for detai

Note: USA's assessment of product(s) labeling is restricted to a label(s)' allergen disclosure statel
should not be interpreted to meant that the label(s) meets all requirements of the Federal Fooc
and Cosmetic Act (FD&C Act), the Food Allergen Labeling and Consumer Protection Act (FAL
or any other applicable section of 21 CFR Part 101.. USA recommends that FSVP Importer
independently confirm that product label(s) is in compliance with all regulations prior to import.

UNITED SAFETY AGENTS LLC©
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

VERIFICATION FREQUENCY for UPDATED DOCUMENTS

21 C.F.R., 81.505, §1.506, and §1.510 require that all FSVP records be updated and maintained. Depending on USA’s review

and determination of the supplier’s compliance history and food safety program, receipt of the following food safety docu-

ments are recomended accord to their individually-marked time interval.

— "\ —
=
=
—_—

i

g

CERTIFICATE
REVGIST_I}‘{\TION

FACILITY FOOD SAFETY PLAN
[:1if a change or update occurs

[ annual basis

HACCP PLAN / HARPC PLAN
[:]if a change or update occurs

[J annual basis

ON-SITE AUDIT RESULTS
[ if a change or update occurs

[J annual basis

LABORATORY TESTING RESULTS
[ if positive results are returned
[:]if recall or import refusal occurs
[ if inspection occurs

[ on an annual basis

[ on a per-batch/shipment basis

[ Chemical [[1Biological

FDA REGISTRATION
[:1if a change or update occurs

[ bi-annual basis

FACILITY LICENSE
O if a change or update occurs

[J annual basis

RECALL PLAN
[ if a change or update occurs

[J annual basis

PRODUCT LABEL
[ if a change or update occurs

[J annual basis

QUALIFICATIONS
[:1if a change or update occurs

[J annual basis

IMPLEMENTATION RECORDS

[2 if recall or import refusal occurs
[1] if inspection occurs

O on an annual basis

[J on a per-batch/shipment basis

FSVP QUESTIONNAIRE
[ if a change or update occurs

[ annual basis

NOTES

All documents used for FSVP verification and
approval must be re-acquired at least one every
years or sooner, per above.

unitedsafetyagents.com/documents
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https://www.unitedsafetyagents.com/documents

Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

FDA COMPLIANCE ACTIONS & REGULATORY HISTORY

21 CFR part 1, subpart L, §1.505(a)(1)(iii)(A)(C), and elsewhere requires that a foreign supplier’s compliance history be
evaluated, including whether the foreign supplier is the subject of an FDA Warning Letter(s), Import Alert(s), or other FDA

compliance action(s) related to food safety. The following constitutes the results of this evaluation.

RESULTS of EVALUATION

Date of Action Description of Action
NOTE: Search was conducted using Fleur De Sel, S.A. De C.V.'s previous business name "Solysal DE Colima"
Note Applicable FDA Data Dashboard search results indicate that supplier's compliance history does not include FDA We

Letters, Import Alerts, or other applicable compliance actions.

Covers: Fleur De Sel, S.A. De C.V. FEI: 3014274322 Date: Sept. 18, 2021

Note: Results may not be exhaustive. FSVP Importer should conduct independent inquiry.

UNITED SAFETY AGENTS LLC©
CONFIDENTIAL | FSVPD010130



Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

REVISION LOG for FSVP PLAN

Version No. Date of Change Description of Revision
No. 01 July 23, 2018 Product and supplier underwent initial FSVP verification.
Note: No chance reported until re-verifi
No. 02 Sept. 18, 2021 Foreign Supplier and product underwent annual verification. Additional and/or updated

safety documents were requested, received, and added to FSVP. FSVP content and fo
updated to reflect recent FDA Guidance document(s) and/or regulatory statues that bec
applicable since initial verification, or previous reverification.

UNITED SAFETY AGENTS LLC©
CONFIDENTIAL | FSVPD010130



Supplier: Fleur De Sel, S.A. De C.V.

Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC)

Review Start: July 01, 2021  Review End: Sept. 18, 2021

ANALYSIS & DETERMINATION of BIOLOGICAL HAZARDS

FDA Identified Hazard(s)

Control Measure(s)

Hazard(s) Controlled

[ Bacillus cereus

[ Clostridium botulinum
O C. perfringens

O Brucella spp.

[ Campylobacter spp.
[0 Pathogenic E. coli
[0 Salmonella spp.

[ S. aureus

[ L. monocytogenes
O Trichinella spiralis
[ Giardia lamblia

[ Shigella spp.

[ Other

Biological hazards can be effectively controlled throug
the utilization of a number of different control measure
including — but not limited to — the application of a hee
and/or chemical kill-step, implementing and following
raw material supplier approval procedures, subjecting
material(s) and/or finished product(s) to laboratory
testing, and/or through the utilization of a number of ¢
appropriate control measures.

——  SUPPLIER CONTROL MEASURES ——

NOTE

01. There are no FDA-identified biological hazards in
reference to sea salt. Extremely low microbiologi
hazards due to the fact that Sea Salt is approxim
99.9% Sodium Chloride.

02. Supplier utilizes laboratory testing of finished proc
to verify that biological contaminates have been
effectively controlled through low aW.

Details: Certificate of Analysis received.
Dated: November 10, 2020.
Tested for: Purity and Humidity.
Laboratory: Desu Operadora SA De CV.

03. All staff undergoes formal food hygiene training.

04. All staff issued protective clothing.

05. All production operatives are required to cover
head/facial hair within the processing/manufacturi
area.

06. Adequate toilet and hand washing facilities provid

07. Product is positively released.

08 Supplier reports to utilize fumigation with "natural
pyrethrins" every three months to help control for

presence of biological hazards.
Note: No substantiation receive

Based upon the information
and documentation provided
USA before the above noted
Review End date, this suppli
has implemented sulfficient
measures — or certified that
sufficient measures are in
place — to effectively control
FDA identified biological
hazards.

USA recommends that FSVF
Importer conduct independer
laboratory testing on product
samples (preferably by an IS
17025-accredited laboratory)
on a regular basis to confirm
that supplier has effectively
controlled (and continues to
control) all FDA identified
biological hazards.

----- HAZARD PROFILE -----
------------ {0] U] o imm—

Appendix 1 (Hazards Tables

Legend for Hazard Analysis & Determination Source

M&B: Micro & Biological. Hazards may include bacteria, viruses, parasites, and environmental pathogens.

C: Chemical. Hazards may include radiological hazards, food allergens, substances such as pesticides and drug residues, natural toxins,
decomposition, and unapproved food or color additives.

P: Physical. Hazards may include potentially harmful extraneous matter that may cause choking, injury or other adverse health effects.

Probability (P.): Assesses the probability that the hazard will occur in the absence of controls. (§1.503, (c))

Office of Food Safety in the Center for Food Safety and Applied

Nutrition at the U.S. Food and Drug Administration's Hazard

Analysis and Risk-Based Preventive Controls for Human Food: Draft

Severity (S.): Assesses the severity of the illness or injury if the hazard were to occur. (§1.503, (c))

P. & S. Assessment Scale: 1 - Low, 2 - Moderate, 3 - High, S - Serious adverse health consequences or death.

Hazard(s) Controlled: Are the supplier’s method(s) adequate to ensure that the relevant hazard(s) are controlled.

Guidance for Industry. Appendix 1: Potential Hazards for Foods and

Processes. (Hazards Tables)

UNITED SAFETY AGENTS LLC©
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Supplier: Fleur De Sel, S.A. De C.V.

Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC)

Review Start: July 01, 2021  Review End: Sept. 18, 2021

ANALYSIS & DETERMINATION of CHEMICAL HAZARDS

FDA Identified Hazard(s)

Control Measure(s)

Hazard(s) Controlled

[ Drug residues

[] Heavy metals

[ Industrial chemicals
[ Pesticides

[0 Mycotoxins/Toxins
[J Radiological

[0 Unapproved colors
& additives

[0 Chemical hazards due
to mis-formulation

O Other

>1

Chemical hazards can be effectively controlled throuc
the utilization of a number of different control measure
including — but not limited to — implementing and
following appropriate raw material supplier approval
procedures, and/or subjecting raw material(s) and/or
finished product(s) to laboratory testing.

SUPPLIER CONTROL MEASURES ——

01.

02.

03.

Supplier utilizes raw material inspection and apprt
procedures to control for hazards posed by chemi
agents prior to production/release.

Details: Certificate of Analysis received.
Dated: November 10, 2020.
Tested for: Heavy Metals.
Laboratory: Desu Operadora SA De CV.

Supplier utilizes laboratory testing to verify that
product is free from chemical hazards prior to rele

Supplier utilizes special water selection procedure

minimize the risk of chemical hazards at intake.

Details: To avoid chemical contamination of the s:
careful water extraction process is used t
form the salt. Generally, the wells to extra
water are 2 meters long, while we make v
that are at least 10 meters deep. As ment
above, tests are done every semester to (
the purity of the salt and rule out the pres:
of microplastics, lead, and ferrous particle

NOTE

USA recommends that FSVP Importer conduct

independent laboratory testing on product sample
(preferably by an ISO 17025-accredited laborator
on a regular basis to confirm that supplier has
effectively controlled (and continues to control) al
FDA identified chemical hazards — specifically,
microplastics.

Based upon the information
and documentation provided
USA before the above noted
Review End date, this suppli
has implemented sufficient
measures — or certified that
sufficient measures are in
place — to effectively control
FDA identified chemical
hazards.

USA recommends that FSVF
Importer conduct independer
laboratory testing on product
samples (preferably by an IS
17025-accredited laboratory)
on a regular basis to confirm
that supplier has effectively
controlled (and continues to
control) all FDA identified
chemical hazards.

----- HAZARD PROFILE -----
------------ SOURCE ----nnenem-

Appendix 1 (Hazards Tables

Source
Office of Food Safety in the Center for Food Safety and Applied

Legend for Hazard Analysis & Determination
M&B: Micro & Biological. Hazards may include bacteria, viruses, parasites, and environmental pathogens.
C: Chemical. Hazards may include radiological hazards, food allergens, substances such as pesticides and drug residues, natural toxins, Nutrition at the U.S. Food and Drug Administration's Hazard
decomposition, and unapproved food or color additives. Analysis and Risk-Based Preventive Controls for Human Food: Draft
P: Physical. Hazards may include potentially harmful extraneous matter that may cause choking, injury or other adverse health effects. Guidance for Industry. Appendix 1: Potential Hazards for Foods and
Probability (P.): Assesses the probability that the hazard will occur in the absence of controls. (§1.503, (c)) Processes. (Hazards Tables)
Severity (S.): Assesses the severity of the illness or injury if the hazard were to occur. (§1.503, (c))
P. & S. Assessment Scale: 1 - Low, 2 - Moderate, 3 - High, S - Serious adverse health consequences or death.
Hazard(s) Controlled: Are the supplier’s method(s) adequate to ensure that the relevant hazard(s) are controlled.
UNITED SAFETY AGENTS LLC©
CONFIDENTIAL | FSVPD010130



Supplier: Fleur De Sel, S.A. De C.V.

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC)

Product: Colima Sea Salt | 100% Natural | Not Colored

Review Start: July 01, 2021  Review End: Sept. 18, 2021

ANALYSIS & DETERMINATION of ALLERGENIC HAZARDS

FDA Identified Hazard(s)

Control Measure(s)

Hazard(s) Controlled

[ Undeclared allergens -
Incorrect label

[0 Undeclared allergens -
Cross-contact
ALLERGENS
O Milk
[ Eggs
[ Fish
O Shellfish (Crustacean)

O Tree nuts

O Peanuts Food, Drug, and Cosmetic A
C) a dedicated process line and a documented cl¢| (FD&C Act), the Food
0 Wheat procedure are in place to prevent contaminati( Allergen Labeling and
Consumer Protection Act
O Soybeans D) all employees undergo allergen training and (FALCPA), or any other
processes have been put in place to reduce tt| applicable section of 21 CFR
[0 Sesame* likelihood of cross contact or unintentional Part 101. USA recommends
introduction of allergens into processing area. | that FSVP Importer
independently confirm that
product label(s) is in
compliance with all applicabl
NOTE regulations prior to import.
-------------------- Labeling Requirements ------------------
- Food Allergen Labeling and Consumer Protection A
- Nutritional information (not appliance to bulk).
- Name and place of business of the manufacturer,
packer, or distributor (21 CFR 101.5).
- Quantity of contents (21 CFR 101.7). |- HAZARD PROFILE -----
- Statement of identity (21 CFR 101.3). |- SOV R B
- Presence of artificial flavoring, artificial coloring, or
chemical preservative ( 21 CFR 101.22). Appendix 1 (Hazards Tables
- Ingredient statement if the product has two or more
ingredients (21 CFR 101.4).
- Presence of major food allergens (21 U.S.C. 343(w
- Percent juice (21 CFR 101.30), when applicable.
Legend for Hazard Analysis & Determination Source

M&B: Micro & Biological. Hazards may include bacteria, viruses, parasites, and environmental pathogens.

C: Chemical. Hazards may include radiological hazards, food allergens, substances such as pesticides and drug residues, natural toxins,
decomposition, and unapproved food or color additives.

P: Physical. Hazards may include potentially harmful extraneous matter that may cause choking, injury or other adverse health effects.

Probability (P.): Assesses the probability that the hazard will occur in the absence of controls. (§1.503, (c))

Severity (S.): Assesses the severity of the illness or injury if the hazard were to occur. (§1.503, (c))

P. & S. Assessment Scale: 1 - Low, 2 - Moderate, 3 - High, S - Serious adverse health consequences or death.

Hazard(s) Controlled: Are the supplier’s method(s) adequate to ensure that the relevant hazard(s) are controlled.

Allergens themselves can not be directly controlled.
However, the presence of allergens — or a given allert
can be controlled. The presence of allergenic hazards
be effectively controlled through the utilization of a
number of control measures, including — but not limite
— staff training for common food allergens, avoiding
cross-contact, and proper food labeling. These may b
effective methods to ensure that allergens are not ing
by a person who will be experience a negative reactic

SUPPLIER CONTROL MEASURES ——

01. Supplier certifies that:
A) there are NO allergens handled on site.

B) a documented allergen control program is in us

Based upon the information
and documentation provided
USA before the above noted
Review End date, this suppli
has implemented sulfficient
measures — or certified that
sufficient measures are in
place — to effectively control
the hazard posed by allerger
adulteration.

Note: USA's assessment of
product(s) labeling is restrictt
to a label(s)' allergen
disclosure statement and
should not be interpreted to
meant that the label(s) meet:
all requirements of the Feder

Office of Food Safety in the Center for Food Safety and Applied

Nutrition at the U.S. Food and Drug Administration's Hazard

Analysis and Risk-Based Preventive Controls for Human Food: Draft

Guidance for Industry. Appendix 1: Potential Hazards for Foods and
Processes. (Hazards Tables)

*Per Food Allergy Safety, Treatment, Education and Research Act,
food packages will need to reflect allergen labeling for sesame

beginning on January 1, 2023.

UNITED SAFETY AGENTS LLC©
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Supplier: Fleur De Sel, S.A. De C.V.

Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC)

Review Start: July 01, 2021  Review End: Sept. 18, 2021

ANALYSIS & DETERMINATION of ENVIRONMENTAL HAZARDS

FDA Identified Hazard(s)

Control Measure(s)

Hazard(s) Controlled

[J Recontamination with
environmental pathogens.

[ Bacterial pathogen survival
of a lethal treatment.

[ Bacterial growth and/or
toxin formation due to lack
of time / temperature
control.

[0 Recontamination due to
lack of container integrity.

O Bacterial growth and/or
toxin formation due to
poor formulation control.

[ Bacterial growth and/or
toxin formation due to

reduced oxygen packaging.

[ Other

Hazards posed by ineffective processes or environme
pathways can be controlled by the utilization of Currel
Good Manufacturing Practices, positively releasing
finished product, avoiding cross-contamination, careft
monitoring production process, subjecting raw materii
and/or finished product(s) to laboratory testing, and/ol
through the utilization of a number of other appropriat
control measures.

SUPPLIER CONTROL MEASURES ——

NOTE
01. There are no FDA-identified biological hazards in
reference to sea salt. Extremely low microbiologi
hazards due to the fact that Sea Salt is approxim
99.9% Sodium Chloride.

02. Supplier utilizes laboratory testing of finished proc
to verify that biological contaminates have been
effectively controlled through low aW.

Details: Certificate of Analysis received.
Dated: November 10, 2020.
Tested for: Purity and Humidity.
Laboratory: Desu Operadora SA De CV.

03. Hazard posed by recontamination with environme
pathogens is controlled through Current Good
Manufacturing Practices.

04. Supplier has implemented a cleaning program an
environmental monitoring for microbiological and
biological hazards.

05. All product is positively released and hermetically
sealed within plastic.

Based upon the information
and documentation provided
USA before the above noted
Review End date, this supplit
has implemented sufficient
measures — or certified that
sufficient measures are in
place — to effectively control
FDA identified environmenta
hazards.

----- HAZARD PROFILE -----
------------ {0] U] {0 imm—

Appendix 1 (Hazards Tables

Legend for Hazard Analysis & Determination Source

M&B: Micro & Biological. Hazards may include bacteria, viruses, parasites, and environmental pathogens.

C: Chemical. Hazards may include radiological hazards, food allergens, substances such as pesticides and drug residues, natural toxins,
decomposition, and unapproved food or color additives.

P: Physical. Hazards may include potentially harmful extraneous matter that may cause choking, injury or other adverse health effects.

Probability (P.): Assesses the probability that the hazard will occur in the absence of controls. (§1.503, (c))

Office of Food Safety in the Center for Food Safety and Applied

Nutrition at the U.S. Food and Drug Administration's Hazard

Analysis and Risk-Based Preventive Controls for Human Food: Draft

Severity (S.): Assesses the severity of the illness or injury if the hazard were to occur. (§1.503, (c))

P. & S. Assessment Scale: 1 - Low, 2 - Moderate, 3 - High, S - Serious adverse health consequences or death.

Hazard(s) Controlled: Are the supplier’s method(s) adequate to ensure that the relevant hazard(s) are controlled.

Guidance for Industry. Appendix 1: Potential Hazards for Foods and

Processes. (Hazards Tables)
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

ANALYSIS & DETERMINATION of PHYSICAL HAZARDS

FDA Identified Hazard(s) P. | S. Control Measure(s) Hazard(s) Controlled
[0 Metal
1 | 2 |Physical hazards can be effectively controlled througt| Based upon the information
[ Glass utilization of a number of different control measures, | and documentation provided
including — but not limited to — the utilization of an USA before the above noted
[0 Extraneous Matter operational and calibrated metal detector during and/( Review End date, this supplir
after the production process, sieving raw material anc| has implemented sufficient
[2] Plastics finished product, optical sorting machinery, visual measures — or certified that
inspection, appropriate and consistent raw material | sufficient measures are in
[J Stones supplier approval methods, and/or through the utilizat| place — to effectively control

of a number of other appropriate control measures. | physical hazards.
O Wood

—  SUPPLIER CONTROL MEASURES ——

[0 Natural Component

of Food
01. Supplier utilizes laboratory testing of finished proc

[0 Other to verify that physical contaminates have been
effectively controlled.
Details: Certificate of Analysis received.
Dated: November 10, 2020.
Tested for: Purity and Humidity.
Laboratory: Desu Operadora SA De CV.

02. Supplier utilizes special water selection procedure
minimize the risk of microplastics at intake.
Details: To avoid chemical contamination of the s:

careful water extraction process is used t
form the salt. Generally, the wells to extra
water are 2 meters long, while we make v
that are at least 10 meters deep. As ment
above, tests are done every semester to ¢
the purity of the salt and rule out the pres:
of microplastics, lead, and ferrous particle

NOTE

USA recommends that FSVP Importer conduct
independent laboratory testing on product sample| ----- HAZARD PROFILE -----
(preferably by an ISO 17025-accredited laborator| ------------ SOURCE ------------
on a regular basis to confirm that supplier has
effectively controlled (and continues to control) al| Appendix 1 (Hazards Tables
FDA identified chemical hazards — specifically,
microplastics.

Legend for Hazard Analysis & Determination Source

M&B: Micro & Biological. Hazards may include bacteria, viruses, parasites, and environmental pathogens. Office of Food Safety in the Center for Food Safety and Applied

C: Chemical. Hazards may include radiological hazards, food allergens, substances such as pesticides and drug residues, natural toxins, Nutrition at the U.S. Food and Drug Administration's Hazard
decomposition, and unapproved food or color additives. Analysis and Risk-Based Preventive Controls for Human Food: Draft

P: Physical. Hazards may include potentially harmful extraneous matter that may cause choking, injury or other adverse health effects. Guidance for Industry. Appendix 1: Potential Hazards for Foods and

Probability (P.): Assesses the probability that the hazard will occur in the absence of controls. (§1.503, (c)) Processes. (Hazards Tables)

Severity (S.): Assesses the severity of the illness or injury if the hazard were to occur. (§1.503, (c))

P. & S. Assessment Scale: 1 - Low, 2 - Moderate, 3 - High, S - Serious adverse health consequences or death.
Hazard(s) Controlled: Are the supplier’s method(s) adequate to ensure that the relevant hazard(s) are controlled.
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

ASSESSMENT of FOREIGN SUPPLIER

1.0 FOREIGN SUPPLIER INFORMATION

1.1. Supplier name: Fleur De Sel, S.A. De C.V.

1.2. Supplier address: Adolfo Lopez Mateos 40el Toreo, Cuauhtemoc, Colima Me, MX

1.3.  Products manufactured/supplied: Sea Salt.

1.4. Is the supplier certified to a food safety standard and audited regularly? [Yes [ENo [IN/A

GFSI Standard:

1.5. Is the standard GFSI benchmarked/recognized? OYes [ENo [OOther (see Addendum)

1.6. Has the supplier provided specifications? [Yes [No

1.7. Has the supplier completed a Supplier Assessment and an Allergen Questionnaire? EYes [ONo
1.8. Have the supplier’s specifications and/or completed questionnaires been evaluated by USA’s PCQI(s)?
ElYes [ONo PCQI(s):_C. Innocenti (PCQI. Member, USA LLC)

2.0 SUPPLIER PROCEDURES, PROCESSES & PRACTICES
2.1. Does supplier follow current GMPs? [JYes [INo
2.2. Does the supplier have SOP in place for each procedure in the production & release of product? [HYes [No [IN/A

2.3. Does the supplier have allergen controls in place to prevent cross-contamination? [HYes [ONo [IN/A

3.0 SUPPLIER PERFORMANCE HISTORY
3.1. Does the supplier have a HACCP/PC plan for each product manufactured for the importer? [Yes [ONo [ N/A
3.2. Has the supplier’s HACCP/PC plan been reviewed and approved by USA’s PCQI(s)? Yes [No

PCQI(s): C. Innocenti (PCQI. Member, USA LLC)

3.3. To the best of USA’s knowledge, has the supplier been the subject of a public FDA Alert/Warning Letter?

OYes [EINo [CON/A Description: No, Import Alert & Warning Letter search-resuli

which were conducted on — or about — the Review End date, have been attached to this FSVP Plan.

3.4. Has the supplier supplied a product that needed to be recalled for a food safety reason? [Yes [ENo [IN/A

Description: No, as of this FSVP Plan's Review End date, USA has no know

of any recall undertaken by supplier.

Continued onto next page.
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

ASSESSMENT of FOREIGN SUPPLIER

3.0

3.5.

3.6.

3.7.

3.8.

4.0

4.1

4.2.

4.3

SUPPLIER PERFORMANCE HISTORY (Continued)
Has the supplier supplied out of specification product excluding quality issues? [Yes [EINo CON/A
Has importer conducted microbiological testing for all lots imported from the supplier? [JYes [ONo EIN/A

Has any lot tested positive for chemical, physical or biological hazards? [Yes [ENo CON/A

Description of the incident and the corrective actions taken by the supplier: No, as of this FSVP Plan's Review End da

USA has no knowledge of any lot/batch testing positive for any FDA-identified hazard(s).

Has the supplier provided timely and adequate responses to all requests and issues related to food safety?

COYes [INo Description: Supplier has been less then forthcoming regarding our requests

SUPPLIER APPROVAL
Have USA’s PCQI(s) identified and evaluated the known and reasonably foreseeable hazards for each product

imported from the supplier and are there preventive controls in place to adequately control the hazards?

[Yes [ONo PCQI(s): C. Innocenti (PCQIl. Member, USA LLC)

After reviewing all hazards and the supplier’s performance, have USA’s PCQI(s) determined appropriate
verification activities that will be conducted and documented on an ongoing basis to verify the preventive

controls are effectively controlling the hazard(s)? [Yes [INo

PCQI(s): C. Innocenti (PCQI. Member, USA LLC)

Is the foreign supplier approved for import into the United States under this FSVP plan? [lYes [INo

Comments: _Supplier has been verified and their products have been approved for importation.

Additional Recommendations:

USA recommends that FSVP Importer conduct independent laboratory testing on product samples (preferably by an IS
17025-accredited laboratory) on a regular basis to confirm that supplier has effectively controlled (and continues to con
FDA identified hazards.
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

REVIEW of GENERAL FOOD SAFETY PROGRAM

Claims Made Against Product

No claims have been made against the raw materiel / product type.

Overview of Foreign Supplier’s Commercial Operation

Small Mexican producer of Colima Sea Salt | 100% Natural | Not Colored.

Testing Program & Accreditation

Supplier appears to use a third party testing facility.

Certificate of Analysis received from supplier.

Dated: November 10, 2020. Tested for: Purity and Humidity.  Laboratory: Desu Operadora SA De CV.
Certificate of Analysis received from supplier.

Dated: November 10, 2020. Tested for: Heavy Metals.  Laboratory: Desu Operadora SA De CV.

Note: We respectfully request that recent certificate(s) of analysis be provided for testing conducted to determine that product hi
effectively processed to control for all FDA identified biological and chemical hazards (preferably by an ISO 17025-accredited la

Supplier & Product Allergen Information

Supplier certifies that: A) there are NO allergens handled on site, B) a documented allergen control program is in use, C) a dedi
process line and a documented cleaning procedure are in place to prevent contamination, D) all employees undergo allergen tr:
processes have been put in place to reduce the likelihood of cross contact or unintentional introduction of allergens into process

Note: USA's assessment of product(s) labeling is restricted to a label(s)' allergen disclosure statement and should not be interpi
meant that the label(s) meets all requirements of the Federal Food, Drug, and Cosmetic Act (FD&C Act), tthe Food Allergen Lat
Consumer Protection Act (FALCPA), or any other applicable section of 21 CFR Part 101. USA recommends that FSVP Importe
independently confirm that product label(s) is in compliance with all applicable regulations prior to import.

Packaging Type & Shipping / Handling Requirements

Supplier certifies that packaging is accredited for food use. Ambient shipping and handling requirements.

Product should be stored in a dry, covered area with controlled humidity under 75%.
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Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021  Review End: Sept. 18, 2021

REVIEW of GENERAL FOOD SAFETY PROGRAM

Supplier GFSI Status & Historical Performance

Supplier appears to be following CGMPs and utilizes an established food safety program. Products supplied by this supplier ha
verified and are approved for import.

Close Supplier Monitoring

No. Supplier/product will be re-assessed and re-verified to the standards of the Foreign Supplier Verification Program on an anr
or sooner if necessary.

General Comments & Verification Timeline

Fleur De Sel, S.A. De C.V. has not been responsive to our requests for information and documents. Upon review, Fleur De Sel,
C.V.'s processes, procedures, and certifications provide the minimum adequate assurance that appropriate controls have been
for all FDA-identified hazards.

Products supplied by this supplier have been approved for import, under close monitoring procedures by FSVP Importer.

All documents used for FSVP verification and approval must be re-acquired at least one every three years or sooner, per above

NOTE

We respectfully request that recent certificate(s) of analysis be provided for testing conducted to determine that product has be
effectively processed to control for all FDA identified biological, chemical, and environmental hazards (preferably by an ISO
17025-accredited laboratory).

USA recommends that FSVP Importer conduct independent laboratory testing on product samples (preferably by an ISO 17025
laboratory) on a regular basis to confirm that supplier has effectively controlled (and continues to control) all FDA identified , che
and environmental hazards
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ADDENDUM

NOTE
Labeling Requirements
The Food Allergen Labeling and Consumer Protection Act (FALCPA) of 2004 requires food manufacturers to label food product
contain an ingredient that is or contains protein from a major food allergen in one of two ways.

The first option for food manufacturers is to include the name of the food source in parenthesis following the common or usual r
major food allergen in the list of ingredients in instances when the name of the food source of the major allergen does not appe
in the ingredient statement. For example: Vanilla Waffers Ingredients: Enriched flour (wheat flour, malted barley, niacin, reduce:
thiamin mononitrate, riboflavin, folic acid), sugar, partially hydrogenated soybean oil, and/or cottonseed oil, high fructose corn s
whey (milk), eggs, vanilla, natural and artificial flavoring) salt, leavening (sodium acid pyrophosphate, monocalcium phosphate)
(soy), mono-and diglycerides (emulsifier)

The second option is to place the word "Contains" followed by the name of the food source from which the major food allergen i
immediately after or adjacent to the list of ingredients, in type size that is no smaller than the type size used for the list of ingred
example: Contains Wheat, Milk, Egg, and Soy

Food Allergen Labeling and Consumer Protection Act

- Nutritional information (not appliance to bulk).

- Name and place of business of the manufacturer, packer, or distributor (21 CFR 101.5).

- Quantity of contents (21 CFR 101.7).

- Statement of identity (21 CFR 101.3).

- Presence of artificial flavoring, artificial coloring, or chemical preservative ( 21 CFR 101.22).
- Ingredient statement if the product has two or more ingredients (21 CFR 101.4).

- Presence of major food allergens (21 U.S.C. 343(w)).

- Percent juice ( 21 CFR 101.30), when applicable.
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ADDENDUM

Guidance for Industry: Colored Sea Salt

U.S. Department of Health and Human Services Food and Drug Administration
Center for Food Safety and Applied Nutrition September 2015

Under section 201(t) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C. 321(t)), a color additive is a dye, pign
other substance made by a process of synthesis or similar artifice, or extracted, isolated, or otherwise derived, with or without ir
or final change of identity, from a vegetable, animal, mineral, or other source, and when added or applied to a food, drug, or cos
the human body or any part thereof, is capable (alone or through reaction to another substance) of imparting color thereto.2 Wt
substances such as charcoal and red clay are added to sea salt, these substances meet the statutory definition of a color additi
FD&C Act because these substances impart color to the salt.

Section 721(a) of the FD&C Act (21 U.S.C. 379¢e(a)) defines conditions under which a color additive is deemed unsafe. A color
used in or on a food will be deemed unsafe unless: (1) there is a regulation listing such color additive; (2) the regulation allows 1
particular use; and (3) the color additive and its use conform to the regulation. Neither charcoal nor red clay is listed for safe ust
under section 721(a) of the FD&C Act. In addition, charcoal and red clay are not otherwise exempt from such listing. Furthermo
charcoal nor red clay is listed in FDA'’s regulations for use in coloring food, including sea salt (see section 721(b) of the FD&C £
U.S.C. 379e(b)).3 Therefore, any food that contains these color additives is adulterated under section 402(c) of the FD&C Act (.
342(c)). The introduction or delivery for introduction into interstate commerce of any food that is adulterated is a prohibited act.£
take enforcement action against an adulterated food product, consistent with our priorities and resources.

Manufacturers of sea salt that intend to add color additives that are not currently approved for food use to their products, such &
or red clay, must first obtain approval for the use of these substances through the color additive petition process. Color additive
must be submitted to FDA's Office of Food Additive Safety, HFS-200, 5001 Campus Drive, College Park, MD 20740. The inforr
required for color additive petitions is outlined in 21 CFR 71.1. There are guidance documents available on our website that adc
administrative, chemistry, toxicological, and environmental information that should be included in support of a color additive pet

NOTE: Product is natural and not colored.
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FSPCA

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

is awarded to

Claudio Innocenti

in recognition for having successfully completed

delivered by Lead Instructor

Bob Bauer
completed on

05/13/2021

Rty Bioski- Wt ool

v
5ubert Brackett, VP and Director Gerald Wo;tﬁl-‘-{. Executive Director
Institute for Food Safety and Health International Food Protection Training Institute

OIFSH ifpti

rificate #31d8ad94

CERTIFICATE OF TRAINING

the Food Safety Preventive Controls Alliance course:

Foreign Supplier Verification Programs

Stevg’Mandernach, Executive Director
ation of Food and Drug Officials

AFDO

FSPCA

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

is awarded to

Claudio Innocenti

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

delivered by Lead Instructor

Charles Nolan
completed on

07/09/2020

ppasnt T piglol ')

L
Gerald Wojta IaVExecutwe Director
Intemational Feod Protection Training Institute

Roh Buoskid~

Robert Brackett, VP and Director
Institute for Food Safety and Health

bIFSHA

Certificate # 223faall

A\

CERTIFICATE OF TRAINING

FSPCA Preventive Controls for Animal Food

Sucan B Wos

Susan M. Hays, Executive Direclor
Assogiation of American Feed Control Officials

aarco

Asiociaton of A Fesd Cosrel Ofics

s
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

.

F

in recognition
the Food Safety

Foreign SupPI

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

CERTIFICATE OF TRAINING
CLAUDIO INNOCENT!

livered by Lead Instructor

Kpo Boskit- A

N

SPCA

is awarded to

for having successfully completed
Preventive Controls Alliance course:

ier Verification Programs

Bob Bauer
completed on

09/14/2018

\

/

(o

Robert Brackett, VP and Director
Institute tor Food Safety and Health

©IFSH

-
Gerald Wojtal¥, Executive Diractor
International Foad Protection Training Institute

f'Jmeq‘h Corby, Executj¥e Director
Assacpition of Foad and Jrug Officals

,
./ S

ifpti &

# d2e9c287

PSAG

Preduce Safety

Certificate of Training

A LLIANTCE

ASSOCIATION OF FOOD
& DRUG OFFICIALS
SINCE 1898

is awarded to

Claudio Innocent

in recognition for having successfully completed
the Produce Safety Alliance course:

rower Training Course

Delivered by PSA Lead Trainers and/or PSA Trainers
Cara Fraver, Laura McDermott, Yolanda Gonzalez,

Lindsey Pashow

Class Number
NY-180712-GR

Grower ID Number

Joseph Corby /
xetutive Directdr, AFDO

50447
4 M Cj’l/ %W Training Date and Location
7/12/2018-7112/2018

Elizabeth A. Bihn, Ph.D.

Produce Safety Alliance Director Veorheesville, NY
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

o

Ry Biacki™ G Tpopplel

A

FSPC A

FOOD SAFETY PREVENTIVE CONTROLS ALLIANCE

CERTIFICATE OF TRAINING

is awarded to

CLAUDIO INNOCENTI

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

Foreign Supplier Verification Programs

delivered by Lead Instructor

Bob Bauer
completed on

05/31/2018

+ =
Robert Brackett, VP and Director Gerald Wojtalé’.Execuwe Director JJoseph Corby, Executi#e Director
Institute for Food Safety and Health International Faad Protection Training Institute Assacjation of Food and Prug Officials

OIFSHI:

Certificate # d2€9¢287

Rof Broshit Oppase T ptoplel ) \WA CJ«/

FSP@ A

FOQOD SAFETY PREVENTIVE CONTROLS ALUANCE

CERTIFICATE OF TRAINING

is awarded to

CLAUDIO INNOCENTI

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

Foreign Supplier Verification Programs

delivered by Lead Instructor

Bob Bauer
completed on

09/14/2017

+
Robert Brscken VP and Dirt ecmr Gerald WD,ta\gExecutwe Director Jose IJ" Corby, Executiye D' 0‘ tor
Institute for Food Safety and Healt International Food Protection Training Institute ~5~-\ hition of Food an u rug Officials

&»IFSH |fpt|

\
\.

AFDRO
# d2e9c287

UNITED SAFETY AGENTS LLC ©
CONFIDENTIAL | FSVPD010130



Supplier: Fleur De Sel, S.A. De C.V. Product: Colima Sea Salt | 100% Natural | Not Colored

Agent(s): Claudio Innocenti (PCQI. Member, USA LLC) Review Start: July 01, 2021 Review End: Sept. 18, 2021

CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

FSP@ A

FOOD SAFETY PREVENTIVE CONTROLS ALUANCE

CERTIFICATE OF TRAINING

is awarded to

CLAUDIO INNOCENTI

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

FSPCA PREVENTIVE CONTROLS FOR HUMAN FOOD

Amanda Evans

completed on

07/25/2017
Lot Buosket @pun7; A,
\V & u“)’ e / WD/’/) / i"'rA’\ ke
Robert Brac kett, VP and Director Gerald \,-,-Dita\gg,(;(u;ive Director ijoaedh Corby, Executipe Director
institute for Food Safety and Heaith International Food Protection Training institute | Assechtion of Food and firug Officials
« . . i
sIFSH fpt
I I AFDRO
2d697331
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

FSP@ A

FOOD SAFETY PREVENTIVE CONTROLS ALLANCE

CERTIFICATE OF TRAINING

is awarded to

WILLIAM BARBER

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

FSPCA Preventive Controls for Human Food
delivered by Lead Instructor

Mirasol Mohal
completed on

06/05/2019

Rofr Beastic™ L ey

v |
houorl Brackett, VP and Director Gerald Wm[aly(:'x(‘(ullvc Director StevyMandernach, Executive Director)
insttute for Food Satety and Heath International Food Pratection Training Institute Asgation of Food and Drug Officials

OIFSH ifpti 5

certificate # @d6f0b58

\

FSPC A

FOROD SAFETY PREVENTIVE CONTROLS ALLIANCE

CERTIFICATE OF TRAINING

is awarded to

William Barber

in recognition for having successfully completed
the Food Safety Preventive Controls Alliance course:

Foreign Supplier Verification Programs
delivered by Lead Instructor
tina coil
completed on

06/13/2017

Lo Bt~ Gpawippis N\t (o

Robert Brackett, VP and Director Gerald Woijtal, Executive Director @ Corky, Exeﬂ;pé Director

Institute for Foad Safety and Health International Fead Protection Training lnstitute Assoction of Food and Frug Officials

e ifpti

Certificate # 91700241
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

VERNER

WHEELOCK

This is to certify that
William Barber

Has been awarded the

Level 4 Award in HACCP Management for
Food Manufacturing
500/6523/3

i_

ity

ot Ury
*,
Htry i

| anes
[

RSPH

ROYAL SOCIETY FOR PUBLIC HEALTH
VISION, VOICE AND PRACTICE

Date of Award
10 November 2016

101116 1107147

Richard Burton
Head of Qualifications
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

The Stewart Partnership

This is fo Ger/:'fy that

William James Barber

cSucces.sﬁx[_@ compﬁzfeof a
Dasic %fbcz)c)ﬁzs o/ HACCPand
Ynternal guo@frhjr

GO urse.

held at Elgar Foods Ltd,
Tenbury Wells,
from 17 - 18 Februar

Partner.

Pariners: Patrick S, Stewart, BSe, THD, FRA and & ?.)efyse Stesart BA
e Sdemert Flartnershan, 72 J:L'U\P_L' Tood Road South, Pesconsfreld Bocks,
Fhose -#4(0) 1494 670290

CERTIFICATE NUMBER 00/003
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

City&g
Guilds

NATIONAL VOCATIONAL QUALIFICATION

LEVEL 3 NVQ IN FOOD AND DRINK MANUFACTURING OPERATIONS
(Q1054402)

1S AWARDED TO
WILLIAM BARBER

THE HOLDER HAS A NUMBER OF FORMAL UNIT
CREDITS BY WHICH THIS AWARD WAS ACHIEVED

AWARDED SEPTEMBER 2007 070%9/024307 A1 24203/PXC4025/1/13/03/64 Q

: QCA
MIM &w&b\ Cu Qualifications and

Curriculum Authority
M Howell € Humphries
Chairman Director-General
The City and Guilds of Londen Institute The City and Guilds of London Institute
The City amd Cuilds of 1e7e by Royal Charter 1900

The Cty & Gaslos Group romprses Oy L Geslcls. ILM. Dty § Gasics NPTC and Oty & Gosids HAB.
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CERTIFICATIONS & QUALIFICATIONS of FSVP AGENT

Cityés
Guilds

CERTIFICATE OF UNIT CREDIT TOWARDS

NATIONAL VOCATIONAL QUALIFICATION
LEVEL 3 NVQ IN FOOD AND DRINK MANUFACTURING OPERATIONS

IS AWARDED TO
WILLIAM BARBER

WHO ATTENDED PERSHORE GROUP OF COLLEGES

AND WAS SUCCESSFUL IN THE
FOLLOWING TEN UNITS

CONTROL AND MAINTAIN QUALITY WITHIN MULTI-STAGE

MANUFACTURING OPERATIONS 1024734
RESOLVE PROBLEMS IN MULTI-STAGE MANUFACTURING
OPERATIONS U1024735
MAINTAIN AND IMPROVE HEALTH AND SAFETY WITHIN THE
WORKPLACE U1024736
MAINTAIN AND IMPROVE HYGIENE AND PRODUCT SAFETY
WITHIN THE WORKPLACE U1024737
CONTRIBUTE TO THE ACHIEVEMENT OF ORGANISATIONAL
AND PERSONAL GOALS U1028661
PROVIDE INFORMATION TO SUPPORT DECISION MAKING U1026144
MONITOR AND MAINTAIN THE HANDLING AND STORAGE OF :
MATERIALS u1024742
IMPLEMENT QUALITY ASSURANCE SYSTEMS U1027820
DEVELOF A FOOD AND DRINK PRODUCT u1050274
CONTINUED
AWARDED SEPTEMBER 2007 0709/024307A/124203/PXC4025/1/13/03/64
Midad Cpeai
M Howell C Humphries
g Chairman Director-General
The City and Guilds of London Institute The City and Guilds of London Institute
s
= D= 5 The City and Guilds of London institute founded 1878 and Incorporated by Royal Charter 1900,

e - The City & Gasiics Group comprises City & Guilds, ILM, City & Guilds NPTC and City & Guilds HAB_
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SUBSTANTIATING DOCUMENTS

N\
F= M=

— =
— —
= |- —x -

1

REGISTRATION

O 54— © %
1)
B

This FSVP plan is based - at least in part - on the following foreign supplier-pro-

o -
-1\

vided food safety documents. All substantiating documents have been reviewed and

assessed by United Safety Agents LLC.

Note All foreign supplier-provided documents are considered to be the property of that
foreign supplier and may contain information which is privileged, confidential, and
protected. Any reproduction, distribution or other use of these documents without the
express written consent of the foreign supplier is prohibited. Enclosed documents are
meant for review purposes only and are subject to change without notice. Documents may

contain non-binding recommendations and are uncontrolled.
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CHANGE of CORPORATE NAME

Per Title 21 of the United States Code of Federal Regulations, Chapter I, Subchapter A, Part 1, Subpart L,

§1.500-81.514; SOLYSAL DE COLIMA, S.P.R. DER.L. , which maintains an office or manu-
facturing facility at ADOLFO LOPEZ MATEQOS 40, COL. EL TOREO, 28500, CUAUHTEMO; has, or soon will,

change or otherwise alter its corporate name or designation. This change will take effect on07/15/2021 ,

and will result inSOLYSAL DE COLIMA, S.P.R. DE R.L. ’s corporate name being changed to
the following:FLEUR DE SEL, S.A. DE C.V.

This change will not affect or otherwise alter the address of the company’s office or manufacturing facility.
Additionally, this change will not affect or otherwise alter the company’s current processes and procedures that
provide at least the same level of public health protection as those required under section 418 or 419 of the Federal
Food, Drug, and Cosmetic Act, if either is applicable, and the implementing regulations, nor its ability to produce

product in compliance with sections 402 and 403(w) (if applicable) of the Federal Food, Drug, and Cosmetic Act.

FURTHERMORE, IPAULINA EILEEN NAVA SOLIS , hereby certify that this information is

true, accurate, and complete to the best of my knowledge and understand that any false statements or deliberate
omissions may be grounds for disqualification from successful Foreign Supplier Verification Program (FSVP) approv-
al or, if discovered after FSVP approval takes place, can result in the revocation or termination of United Safety Agent

LCC’s FSVP Agent coverage of previously approved products, and may result in a product or shipment being rejected

Signed W@

Name PAULINA EILEEN NAVASOLIS

from entry into the United States.

Title LEGAL REPRESENTATIVA

Date 07/15/2021

CONFIDENTIAL TREATMENT REQUESTED
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I.  INTRODUCTION

The HACCP system, which is scientifically based and systematic in nature, makes it possible to
identify specific hazards and measures for their control in order to guarantee food safety.

It is a tool for assessing hazards and establishing control systems that focus on
prevention rather than relying primarily on end-product testing. Every HACCP system is
susceptible to changes that may result from advances in equipment design,
manufacturing procedures, or the technology sector.

The HACCP system, developed in the 60s by the Pillsbury company in conjunction with NASA

and the laboratories of the US Navy, turns out to be a tool that allows not only to identify and
assess hazards, but also to establish systems control systems focused on prevention, instead
of relying on inspection and testing of final products.

HACCP SYSTEM PREREQUISITES

Before applying the HACCP System, the company must have the following prerequisites
in place:

The application of Good Manufacturing Practices and Standardized Sanitation
Operating Procedures

Knowledge and commitment to the application of the HACCP System by the
management and staff of the company.

Constant training at all levels.

An adequate information flow system and a product recall management system.

For an adequate implementation of the HACCP system, commitment and work on the part of the
organization is essential, as well as a systemic and multidisciplinary approach. The HACCP system and its
implementation is compatible with integrated management systems, quality management systems,
such as the ISO 9000, 22000 series, among others.

DEFINITIONS

HACCP
It is the system that allows to identify, evaluate and control hazards that are significant
for food safety.

HACCP plan

It is the document built according to the principles of HACCP, to ensure the control of
hazards that are significant for food safety, in the considered segment of the agri-food
chain.

Dangers
Biological, chemical or physical agents present in a food or the condition in which it is
found, which can cause an adverse effect on health.

DOCUMENT REVIEWED AND ASSESSED BY CLAUDIO INNOCENTI (PARTNER & PCQI) ON OR ABOUT FSVP PLAN’S NOTED REVIEW START/END DATES 2 cby/»f_\
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Hazard identification

Process of collecting and evaluating information on the hazards and the conditions that lead to
their appearance, in order to decide which of them are significant for food safety, and which
should be addressed in the HACCP plan.

Risk Analysis
It is the analysis of the probability of occurrence, the severity or severity and the detectability of
the identified hazards.

Control

Take the necessary actions (laboratory analysis, measurement, inspection, etc. of certain
characteristics of the product) to ensure and maintain compliance with the rules and criteria
established in the HACCP system.

Critical Control Point (CCP)
Stage of the process where the application of a control measure is essential to prevent, eliminate,
or reduce, within acceptable limits, a hazard.

Critical Limit (CL)

It turns out to be the criterion that determines the acceptance or rejection of something. They are minimum
and / or maximum values of microbiological, chemical or physical parameters, that is, of hazards, that must
be controlled in a CCP.

Preventive action
Action taken to prevent or eliminate hazards that put food safety at risk.

Deviation
It is the withdrawal of the LC, which translates into the loss of control of the corresponding PCC and
an inadequate execution of preventive measures.

Corrective action

Action to take when CCP monitoring results indicate loss of process control. In other
words, it is carried out when a PCC exceeds the LC, in order to return it to the preset
parameters.

Monitoring
Planned sequence of observations or parameter control measurements, to ensure that
the CCP is under control.

Validation
Verification that the elements of the HACCP plan are effective.

check
Application of methods, procedures, tests and other evaluations, in addition to
surveillance, to verify compliance with the HACCP plan.
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Flowchart
Representation of the sequence of stages and operations of the product elaboration process.

Schematic plan of the establishment
Graphic representation of the establishment that reflects the distribution of the different environments, the flow of
the product, the process and the personnel.

Record
Document that provides objective evidence of actions carried out or results achieved.

Food recall from the market

Measure to manage a risk detected by the manufacturer, complaints from different
sectors of the community, actions initiated by the health authorities or an adverse result
of an official sample collected in routine inspection, with the aim of immobilizing the food
involved to prevent it from reach the consumer and effectively and efficiently recover the
full amount of the risk product from the market, including those that are in the
possession of consumers, if deemed necessary.

HACCP APPLICATION SEQUENCE

Following are the stages that must be contemplated for the application of the HACCP System,
according to FAO, which involve the previous stages and the 7 principles of HACCP.

The HACCP Plan must be signed and dated by the person in charge of the HACCP team and the highest
manager of the company. The signature will mean that the HACCP Plan has been approved by the company
for its implementation.

Logical sequence for the implementation of the HACCP System

. Training of the HACCP team

. Product description

. Determination of use

. Elaboration of the flow diagram

. On-site verification of flow chart

. Identification of potential hazards and analysis of risks associated with each stage of the
process, and determination of control measures (Principle 1)

7. Determination of CCPs (Principle 2)

8. Establishment of LCs for each CCP (Principle 3)

9. Establishment of a monitoring system for each CCP (Principle 4)

10. Establishment of corrective actions (Principle 5)

11. Establish verification procedures (Principle 6)

12. Establishment of a documentation and records system (Principle 7)

ok, wWwN -
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PREVIOUS STAGES OF THE HACCP SYSTEM
To carry out the implementation of the principles of the HACCP system, one must:
1. Training of the HACCP team

The organization must build and consolidate a multidisciplinary team that possesses the
appropriate competencies, which can be made up of both company personnel and
external personnel. It would be advisable for said team to be made up of people from
different areas and competencies such as those related to quality assurance, production
and maintenance, cleaning, laboratory, marketing, administration and finances, among
others; since the team must determine priorities, collect and evaluate data and build
information, as well as identify and analyze hazards to determine the Critical Control
Points (CCP). For this, it is also important that team members receive adequate training
to facilitate the implementation and maintenance of the system.

2. Product description

The product must be described in detail. Therefore, said description must consider aspects
such as intrinsic characteristics such as its physical / chemical structure, composition,
treatments / processes such as cooking, pasteurization, sterilization, smoking, brining, among
others.), As well as its packaging, useful life, storage conditions and distribution and
marketing system.

3. Determination of feed use

It is evident that in every society, there are vulnerable groups in the population, which is why
the use, in the conditions and quantities, that said groups (users or final consumers) will give
to that food, must be taken into account, in a way that to rationalize the actions of the
organization.

4. Elaboration of the flow diagram

The preparation of the flow chart that includes all the stages of the process, should be carried out
with awareness, detail and knowledge, which is why it must be carried out by the large HACCP
team.

This construction will allow an effective identification of the potentialities of contamination, on
the basis of which, the actions regarding the control methods to be implemented and even
the potential, if there are any, process modifications can be visualized. Likewise, a schematic
plan of the establishment must be drawn up.

5. On-site verification of flow chart
This previous stage of the HACCP plan must be approached by the HACCP team, which must

compare the "real" flow diagram "made" with the process itself during all its stages, as well as the
current scheme of the plant.
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This pertinent verification has the value of confirming that stages of the particular process of that
organization have been considered and which are the movements of the employees, of the raw
materials and intermediate and final products and to study if they are correct.

Subsequently, and following the logical framework of the HACCP system, its 7 (Seven) principles are applied.

6. Identification of potential hazards and analysis of risks associated with each stage of the
process, and determination of control measures (Principle 1)

This activity must be carried out by the HACCP team, which must list all the hazards that can be
anticipated in each of all the stages of the scope / scope foreseen for HACCP. That is, if HACCP will
be implemented from the reception of raw material, yes or yes, an evaluation of suppliers should
be carried out (over time, if necessary as on several occasions, a development of suppliers should
be carried out to make them compatible with HACCP), then it will go through the elaboration and
distribution until the final use of the product.

In the identification of the hazard, in its evaluation and in the subsequent operations of
design and application of the HACCP System, the ingredients, the food manufacturing
practices, the role of the manufacturing processes in the control of the hazards must be taken
into account. , the likely end use of the product, the consumer groups for which the product is
intended, and epidemiological data related to food safety.

It is important to note that the hazard analysis must be carried out on each new product (of
course bearing in mind information from the previous one), therefore, when there are
changes in raw materials, inputs, etc., proportion in the formulation, methods of preparation,
process, packaging, distribution and / or use of food. Likewise, the control measures that can
be applied in relation to each identified hazard must be analyzed.

7. Determination of Critical Control Points -PCC- (Principle 2)

To comply with this principle, it is essential to use a decision tree to determine it or the
CCPs in that HACCP system. Here is an example of a decision tree, which may not be
applicable to all situations, so eventually other approaches may be used. To apply it
properly, it is essential that staff are trained in the application of the decision tree.

In the case of identifying a hazard at a stage in which control is essential to maintain
safety and there is no control measure that can be adopted in that part of the process or
in any other, the process or product, in that stage / operation It must be modified, or at
any earlier or later stage, to include a control measure.
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Answer the questions in successive order

P1 Are there preventive control measures? <
I ‘
v v
G “ Modify the phase of the process or product

Is control in this phase necessary to
ensure safety?

I—V

Has the phase been specifically condensed to eliminate
or will it reduce an acceptable level the possibility of
a danger?**

Could contamination occur with identified
hazards at levels higher than acceptable or could
Will these increase to unacceptable levels? **

Will the identified hazards be eliminated or will the probability of
occurrence at a stage be reduced to an acceptable level?
later?**

é
NOT A CCP —»

* Proceed to the next danger ** Acceptable levels need to be defined
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8. Establishment of LC Critical Limits for each CCP (Principle 3)

It is necessary for each CCP to define the Critical Limits (CL), that is, the "sender" where the CCP must
"transit". Therefore, the LC must be specified and validated for each CCP, and state whether the criteria
are acceptable or not and determine whether or not an operation is generating safe products.

Eventually, although rare, more than one LC must be established for any particular stage. In
general, the criteria used are quantifications of time, temperature, humidity, pH, aw, free chlorine,
and sensory parameters such as taste, smell, texture, color, among others. If these parameters are
kept within the established boundaries, it is possible to confirm the safety of the food.

9. Establishment of a monitoring system for each CCP (Principle 4)

The monitoring, that is, the monitoring of the set of measurements of a PCC, is related to its LC
and even operating limit (limit narrower than the LC itself). Now, monitoring must have the ability
to generate information with enough time to carry out the necessary adjustment actions and thus
keep the process under control, preventing the evaluated parameter (s) from not exceeding the LC.

Likewise, it is evident that the adjustments to the process must be made before the occurrence of
the deviation, therefore, the data obtained from the monitoring / surveillance system must be
evaluated by a competent person, designated for said function (such responsibility must be
specified in HACCP manual). It is also worth mentioning that if the monitoring is not continuous,
the measurement frequency must be sufficient to guarantee that the CCP is controlled.

These monitoring systems are fast since the determinations are from online processes and
therefore, usually, long times are not available for long analyzes. In general, although not
always, physicochemical rather than microbiological analysis is chosen because the speed of
the determination and even with some, the microbial load of the food or surfaces, etc. can be
inferred.

All records and documentation associated with the monitoring of CCP surveillance must be signed by
the person /s who carry out said controls and by the person in charge / supervisor of the area.

10. Establishment of corrective actions (Principle 5)

Depending on the deviations that may occur, specific corrective measures must be
formulated for each of the CCPs in the system, in order to ensure that it is controlled
again.

The predetermined or adopted measures (due to unforeseen eventuality), must contemplate
an adequate system for eliminating the compromised product, as well as the procedures for
deviations and elimination of the products, must be documented in the HACCP records.
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11. Establish verification procedures (Principle 6)

These procedures are intended to determine if the HACCP system is working properly.
Verification methods, procedures and tests may be used, in particular by random
sampling and the corresponding analysis (s).

This principle of verification must be carried out by personnel other than those in charge of
monitoring and corrective measures. In the event that some of the verification activities cannot be
carried out in the company, they may be carried out by external experts or qualified third parties
as appropriate, always recording everything concerning said action.

12. Establishment of a documentation and records system (Principle 7)

For any implementation, if not non-existent, it is essential to have an effective
documentation and records system, a requirement that of course also applies to the
entire HACCP system.

For example, it should be documented:
* Hazard analysis.
* Deviations and the corresponding corrective measures.
* Determination of Critical Control Points (CCP).
» Determination of Critical Limits (CL).
* Modifications made to the HACCP system.

All the records and data collected must be kept by the manufacturer, at least for a minimum
period, equal to the useful life of the product, although longer periods are suggested.

II.  OBJECTIVE

This document is intended to identify hazards related to the safety of the vehicle.
consumer to ensure safety and contribute to the quality of sea salt.

The HACCP plan has the following benefits:
* Fosters a preventive culture
« It is compatible with the application of quality and environmental management systems, among others.
* Allows all collaborators to participate in the production of safe products.

+ It allows demonstrating that food safety is managed effectively, also facilitating
inspection by regulatory bodies.
* Promotes international trade by increasing confidence in food safety.

+ Offers the means to solve problems related to safety, avoiding their repetition.

* Meets the regulatory requirements of most countries.

* Applicable to the entire food chain. In addition, it adapts to the size and type of company,
due to its flexibility.

* Eliminate unnecessary controls.
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III. ORGANIZATION CHART

Below is the organization chart of the company:

GENERAL MANAGEMENT

DIRECTION OF
QUALITY

CUSTOMER SUPPORT

INSPECTION AND

ADMINISTRATION PACKING

ot 8

LOGISTICS J

FUNCTION LIST
Some of the functions of each area are listed below:
GENERAL MANAGEMENT:

- Manage the activities of the organization establishing tasks, objectives and priorities. Develop,

- implement, coordinate, review, evaluate and improve the procedures and policies of the
company.

- Monitor and supervise the progress of projects, objectives, costs and time frames.

- Collaborate with the Sales and Accounting departments to discuss strategies and achieve
financial objectives.

- Supervise the performance of the members of each department.

- Cultivate labor relations with employees and third parties.

- Solve conflicts to ensure the proper functioning of the organization.

10
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QUALITY MANAGEMENT

- Plan and establish the procedures, standards and quality specifications of the
company.

- Review customer requirements and ensure they are met.

- Work with the purchasing department to establish the quality requirements of
external suppliers.

- Establish quality standards, as well as health and safety.

- Ensure that manufacturing or production processes comply with international and
national standards.

- Define quality procedures in conjunction with operational personnel.

- Establish and maintain controls and documentation procedures.

ADMINISTRATION AND FINANCE:
HR

- Recruitment and staff selection.
- Hiring.

- Payroll.

- Payment of worker-employer

- fees. Internal regulations.

- Benefits.

ACCOUNTING

- Monthly and annual statements.
- Income statements.
- Balance sheets.

- Procedures before SAT.
ADMINISTRATION

- Billing.

- Receipt of payments.

- Payment to suppliers.

- Formats (sales, purchases, assistance, etc.)

- Databases (customers, suppliers, shipments, etc.)
- Digital inventory.

- Creation of document, trades, etc.

eleven
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OPERATIONS AND PACKAGING
SHOPPING

- Request for quotes from suppliers and potential suppliers.
- Input purchases.

- Relationship and negotiation with suppliers.

- Credit applications with suppliers.

- Verification of compliance with specifications in the purchase.

WAREHOUSES

- Reception of raw materials.

- Receipt of supplies.

- Warehouse of purchases received.

- Registration of inputs and outputs of raw materials and supplies.

- Management and organization of supplies.

- Quality verification of raw materials and inputs received.

INSPECTION AND PACKAGING

- Saltinspection

- Salt packaging

- Weighing and sealing packages with sea salt
- Labeling of packaging and packaging

- material. Cleaning of work areas.

- Daily logs

COMMERCIALIZATION
CUSTOMER SUPPORT

- Receiving Calls.
- Reply to emails. Quotes.

- Relationship with distributors.
- Search for customers and sales
- channels. Direct customer service.

MARKETING

- Digital advertising.

- Management of social networks.

- Creation, maintenance and updating of web page.
- Digital document designs.

- Photography and product image design.

12
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SALES

- Setgoals

- Develop strategies

- Promote the company

- Follow up with clients

- Instruct logistics about the shipping conditions.

LOGISTICS
- Quote with parcel services. Order

- shipping schedule. Distribution of
- orders.

IV. TRAINING AND FUNCTIONS OF THE HACCP TEAM

The HACCP team is made up of personnel involved with the elaboration of the product,
an interdisciplinary group which will meet to elaborate, implement, review after each
audit and annually, the plan to establish improvement proposals in it.

DIRECTION OF
QUALITY

MANAGING DIRECTOR

He is in charge of establishing and disseminating the safety / quality policy in the company, in addition
to assigning the necessary resources to prepare, implement and improve the plan. In addition to
reviewing the HACCP plan annually with the other team members.

QUALITY MANAGEMENT

He is the one who directs the HACCP plan, supervising the critical control points, records, corrective

actions to guarantee the correct operation of the HACCP Plan. It is also the one that communicates to
the General Director of the operation of the plan.

13
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He is the one who represents before the management the compliance of the system, develops and carries out
the increase of competencies of the plant personnel, which may include theoretical training, practices, skills
and attitudes, among others.

INSPECTION AND PACKAGING

He is in charge of directing the product process and planning daily tasks. Collaborate with the
Quiality Director as the relationship between the two is important to obtain safe products.
Also, as a member of the HACCP team, you should review the plan annually with the other
members.

SHOPPING

It is responsible for making purchases and selecting suppliers, eventually part of these
decisions can be made based on the information provided by the heads of other areas, in
pursuit of obtaining a better product, reducing costs, adapting to regulations, etc. He also
participates in the annual review of the HACCP plan with the other members.

WAREHOUSES

Supervise and coordinate the inspection, reception, batch identification and storage of
supplies, raw materials, packaging material, products in process, finished products, as
well as their supply to the Production Area.

V. PRODUCT DESCRIPTION

USE OF THE END PRODUCT | Seasoning / additive
(sheceee  BUEE
[ PRESENTATION ~ EXGNCED
| CONSUMEREXHIBITION LT EIVRGL
Rl 1 CIERRIN Pgeneral public

AGENT LIMIT REF. ANALYTICS

Total coliforms <3.0 CCAYAC-M-004/11

Mushrooms <1 0 NOM-1 1 1 -SSA1 -1 994

Yeasts <10 NOM-111-SSA1-1994
MFII(EZII:;::IT)ELZGICAL Salmonella Absent in 25 gr. NOM-114-SSA1-1994

S. aureus <100 NOM-115-SSA1-1994

E. coli 13.0 CCAYAC-M-004/11

Listeria monocytogenes Absent in 25 gr. Intern:al IS

real time

<10 CFU / g = Not detectable
<3.0 MPN / g = Not detectable
<100 CFU / g = Not detectable
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SAW. GENERAL FLOW OF THE PROCESS FOR SEA SALT

SALT RECEPTION

COMPLIES

COMPLIES

START OF PROCESS

COMPLIES

PACKING HEAVY

v

SEALED

v

LABELLED

PACKAGING

WAREHOUSE
PRODUCT
FINISHED

SHIPPING
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DESCRIPTION OF THE STAGES establish the limits of control temperature black points
1. SALT RECEPTION

The truck arrives at the facilities, places it at the entrance of raw materials and supplies and unloads the
salt in 50-kilo sacks of raffia. The purchasing department receives, opens the bags and checks that they
meet the specifications. Once the delivery is authorized and registered, it tells the warehouse to be in
charge of emptying the bags in the corresponding area. If the salt does not meet the specifications, then
it does not enter the facility.

2. WAREHOUSE

The warehouse department receives the salt that meets the purchasing specifications and deposits it
within the warehouse. Once the salt has been placed in its respective area, the batch is registered and
the laboratory sample is taken and the microbiological, instrumental, heavy metals and foreign matter
analyzes are carried out. If the laboratory results are out of range, the salt is removed from the store
and discarded, the store must be thoroughly cleaned.

3. INSPECTION

If the laboratory results are favorable, the batch can be released for the next stage. Here the
inspection process begins, at this stage an inspection of the salt is carried out in groups of 40
kg each and all impurities are removed by means of a manual process. Later it is stored in
plastic boxes of 40 to 45 kg. and is stored in another area within the warehouse to avoid
contamination.

In order for the salt to pass to the next stage of the process, it must be ensured that it does not exceed the limit of 7
points for each pound.

* Point - grains of different coloration

4. PACKAGING

Packaging will only receive the salt that is inside the boxes stored for inspection. Once the box
is selected, it is entered into the packaging area and placed next to the work table. The filling
of the bags is done manually, by two operators, with a measured container. Once filled, they
go to the weighing stage.

5. HEAVvY
Two people receive the bags and place them one by one on the scales to check the weight.

According to the initial weight of each bag, they manually adjust by removing or adding grams of
salt until reaching 227 gr. (80z.) The weight must be exact to pass the product to the sealing area.

16
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6. SEALING

Once the bags are weighed, the sealing personnel are in charge of closing and sealing
them, cleaning any grain of salt that may be in the closure of the bag or outside of it.
Sealing is by band heat sealer.

7. LABELING

Labeling personnel must ensure that the bag is completely clean, with no residue that
could affect the placement of the label. As a security seal, the label with the brand and
characteristics of the product is placed on the heat seal. Subsequently, the bag is sealed
with batch and expiration date with a heat batch coding machine.

8. PACKAGING

Only sealed and labeled bags are packed in double corrugated cardboard boxes. The content
of each box must be 75 bags each. The box is sealed and placed on the pallet. Each pallet
carries 40 boxes. The cardboard box is labeled with 3 labels: one with the sender's data,
another with the receiver's data and the third with the product code.

9. FINISHED PRODUCT WAREHOUSE
Complete pallets are placed in the finished product warehouse area and entered into
inventory. This area is free of pollutants and close to the loading area, since they will not
last long while waiting for collection by the parcel or logistics team.

10. SHIPPING
Once the purchase order is completed, the collection is coordinated with customs and a

truck from a national parcel is hired. Certified pallets are purchased one week in advance.

On the day of shipment, the pallets are reassembled on top of the truck with the new certified
pallet, corner and plastic wrap to protect the boxes, sheets are placed with the pallet number
and the content.

The necessary documentation is carried out: invoice, parking list, boarding certificate. The driver is
given one set of documents, one for filing, and they are mailed to customs.

17
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VII. HAZARD ANALYSIS AND PREVENTIVE MEASURES

1. Criteria applied to determine the effect of the hazard

Value Scope Criterion
Low SECURITY No disease
Half SECURITY Mild sickness
High SECURITY Il!nes.s'W|thout permanent
disability
Very high SECURITY :?fermanent disability or loss of

2. Ratings for probability of occurrence of the hazard

Value Probability Meaning
4 Frequent More than twice a year
3 Probable No more than 1 to 2 times every 2 or 3 years No
2 Occasional more than 1 or 2 times every 5 years
1 Remote Very unlikely, but it can happen sometime

3. Criteria for determining a significant hazard Is it a significant hazard?

PROBABILITY
EFFECT 4 3 2 1
___Frequent | Probable | Occasional | Remote |
Very high YES YES YES YES

High YES YES NO NO
Half NO NO NO NO

Low NO NO NO NO

18
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HAZARD ANALYSIS AND PREVENTIVE MEASURES

STAGE OF DANGERS PROBABILITY DANGER JUSTIFY YOUR DECISION PREVENTIVE AND CONTROL MEASURES
PROCESS POTENTIALS AND RISK SIGNIFICANT DANGERS
Probability: The salt that arrives at the facilities with
PHYSICAL: Remote NO The change in the color of the salt characteristics different from those established in
Receiving Coloration Risk: can mean natural contamination. the eligibility criteria is rejected and does not enter
raw material Low the warehouse.
(Salt)
CHEMICAL: No
BIOLOGICAL: No
PHYSICAL:
Probability: Depending on the water used in the
CHEMICAL: Remote VES process, the grain of salt could have a Laboratory analysis to rule out heavy metals
. . * )
Heavy metals Risk: high concentration of lead. (*Lead is not upon receipt of each batch of salt.
. found as an object, it is a proper component of
Very high
salt)
Stock BIOLOGICAL: . o
L. Monocvtoaenes Laboratory analysis to rule out microbiological
’ y 9 ) Probability: hazards upon receipt of each batch of salt.
Pathogenic E. coli
salmonella s Remote Because the salt comes from an outdoor
S aUreus PP- Risk: YES process with natural equipment. To go to the next stage, the laboratory
’ ) Very high results must be favorable (Do not exceed the
Pathogens L
) limits)
environmental
Inspection is carried out to remove the grains
Natural / environmental objects: Salt has p' . . .
of different coloration and any foreign
- natural components of another color (black .
Probability: YES . objects.
. grains).
Inspection PHYSICAL: Probable . . Operators must wear gloves, face masks
. . Unnatural objects: Operator objects that L
Strange objects Risk: . . and a cap. In addition, if an operator has
. could get mixed up with the .
High o . symptoms of illness, he cannot enter the
product. (sequin, diamond, earring etc) facilities
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Packing

Packaging
Warehouse

product
finished

Shipment

CHEMICAL: No

BIOLOGICAL: No

Flows de (Sel

PHYSICAL: No

CHEMICAL: No

BIOLOGICAL:
Contamination by
illness of a
operator

Probability:

Remote
Risk:
Low

NO

A disease could be transmitted
through the product or packaging

Operators must wear gloves, face masks and a
cap. Before entering your area, they follow the
hygiene regulations. In addition, if an operator
presents symptoms of illness, he cannot enter
the

installations.

PHYSICAL: No
CHEMICAL: No
BIOLOGICAL: No

PHYSICAL: No
CHEMICAL: No
BIOLOGICAL: No
PHYSICAL: No
CHEMICAL: No
BIOLOGICAL: No
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VIII. DETERMINATION OF CRITICAL CONTROL POINTS

PROCESS STAGE IDENTIFIED HAZARD P1 P2 Q3 Q4 PCC
Reception of Raw Material PHYSICAL YES NO YES YES NO
Stock PHYSICAL, CHEMICAL AND BIOLOGICAL YES YES - - YES
Inspection PHYSICAL YES YES - - YES
Packing BIOLOGICAL YES NO NO - NO
Packaging
Product warehouse
finished
Shipment

DECISION TREE TO IDENTIFY CCP

Answer the questions in successive order

P1

° o Modify the process or product phase

Is control in this phase necessary for
- 5
ensure safety?

°—> NOT A CCP mmmm——  HIGH*
P2 ——>°

I—*

Q3

° °—> NOT A CCP g HIGH*

|—+

Q4

L A,
Y

° ° Critical Control Point (CCP)
NOT A CCP EEmmmm—  HIGH*

* Proceed to next danger ** Acceptable levels need to be defined

The identification of critical control points was carried out with the decision tree,
determining two critical control points (CCP)

1. WAREHOUSE 2. INSPECTION
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IX. ESTABLISHING THE HACCP CONTROL CHART

After establishing the critical control points, the HACCP control table was prepared, where the critical limits for each stage are established.
monitoring, corrective actions and records to be used in each CCP.

CRITICAL POINT OF
CONTROL

Stock

DANGERS
SIGNIFICANT

Heavy metals

Dangers
microbiological

CRITICAL LIMITS

<2

Absent in 25 gr
<3.0
Absent in 25 gr
<100

THAT

Lead

L. monocytogenes
Pathogenic E. coli

Salmonella spp.
S.aureus.

EXCUSE ME

Realizar analysis
from laboratory

FREQUENCY

Test each
lot (2 lots
by year)

Address
Quality and
Stock

ACTIONS
CORRECTIVE

If the product
exceeds
limits must
backing out
totally of
warehouse and
clean any
residue.

RECORDS

File and
analysis logs
microbiological

Register of
return to
vendors

CHECK

Analysis of
laboratory

Assessment
supplier

CRITICAL POINT
OF CONTROL

DANGERS
SIGNIFICANT

CRITICAL LIMITS

EXCUSE ME

FREQUENCY

ACTIONS
CORRECTIVE

RECORDS

Inspection

Pollution
by objects
strangers

The product must be
totally free of
strange objects

Grains of different
coloring, others
objects.

Remove

carefully the
strange object of
product following
the rules
mandatory of
safety and hygiene

Every time
start the

process of
inspection

Address
quality e
Inspection

For objects
natural:

If the presence
ofa

Strange object
must retire
directly.

For objects no
natural:

You must withdraw from the
process all

‘come out I know

find 15 cm around
the area

contaminated.

Register of
operators in the
process

Object registration
strangers and protocol
extraction

Claim record
consumer

Daily review
from
compliance
of regulations

Audits
internal and

drills

Review by
HACCP team
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X.  VERIFICATION PROCEDURE

Verification procedures have been established to ensure that the HACCP System works
properly and is effective. The following are listed as verification activities:

VERIFICATION ACTIVITIES FREQUENCY RESPONSIBLE
1. Review the HACCP plan Annual HACCP team
2. Verification of Al HACCP team

Flowchart
3. Validation of the CCPs Annual HACCP team
4. Evaluation of .

. Annual Quality

supplier
5. Review of

compliance Daily Quality

regulations
6. Security drills Monthly Management
7. Internal Audit Annual Management
S ction records. Monthly Qualiy
S R:I";i‘fn""s "rfezg:;?smer Monthly Quality
10. Microbiological tests Every time a batch arrives Accredited laboratory

RECORDS:

HACCP Record 01: Microbiological analysis records

HACCP Record 02: Return to suppliers record

HACCP Record 03: Record of operators in process

HACCP Record 04: Foreign Object Record and Extraction Protocol
HACCP Record 05: Customer Complaints

HACCP Record 06: Corrective Actions HACCP

Record 07: HACCP Team Meeting Minutes

XI. CONSUMER COMPLAINT PROCEDURE

1. All consumer complaints will be directed to the Customer Service Department and the latter will communicate the
complaint to the Quality Director.

2. The Quality Director will record the complaints in the HACCP 05 Record.

3. The Quality Director will investigate the causes of the complaint and whether it is legitimate.

4. The Quality Director will inform the General Director in writing of the complaint and its cause.

5. The Director General will be in charge of determining whether the complaint has been legitimate or not and the action to be taken.

6. All consumer complaint records are on file in the Quality Director's office.

REGISTRATION
HACCP Record 05: Customer Complaints

CONFIDENTIAL TREATMENT REQUESTED
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XII. RECALL D PROCEDURE E PRODUCT NON-CONFORMING

The company receives a notification

)

Determine the veracity of NO
——— @D —
the information provided

Infor

Notify the Recall team

REGISTRATION
HACCP Record 08: Traceability
HACCP Registration 09: Withdrawal of non-compliant product

24
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XIII. RECORDS

The HACCP plan records shown below will be kept on file in the Quality Director's
office for two years, then discarded.

HACCP Record 01: Records of Microbiological Analysis and Heavy Metals for Salt

Limits
AGENT LIMIT
Total coliforms <3.0
Mushrooms <10
Yeasts <10
Salmonella Absentin 25 gr.
S. aureus <100
E. coli 13.0
Listeria monocytogenes Absent in 25 gr.
Lead <2
DATE LOT SUPPLIER :;':EYZIFS LABORATORY RESULTS OBSERVATIONS

HACCP Record 02: Record of Return to Suppliers

REASONS FOR DATE NAME OF WHO

DATE DETECTION LoT SUPPLIER IR RETURN e

HACCP Register 03: Register of operators in process

AREA / PROCESS:

DATE NAME HOUR FINAL HOUR FIRM
INITIAL

HACCP Record 04: Foreign Object Record and Extraction Protocol

Foreign Object Limits: The finished and packaged product ready for human consumption must not
contain foreign matter.

25
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KIND OF AMOUNT " OPERATOR DESCRIPTION OF THE PROTOCOL OF Q¥ FROM
DATE LOT/BOX FROM THAT PRODUCT

OBJECT  OBjEcTs  REPORT EXTRACTION DISPOSED

HACCP Record 05: Customer Complaints

DATE CUSTOMER PRODUCT INSTEAD OF REASON FOR RESOLUTION
PURCHASE CLAIM
HACCP Record 06: Corrective Actions
DATE HOUR STAGE DEVIATION CORRECTIVE ACTION OBERVATIONS
PROCESS

HACCP record 07: Minutes of the HACCP team meeting

DATE
HOUR

RECORD NUMBER

In the meeting held by the HACCP Team of the company Fleur de Sel SA de CV, the following points
were concluded:

General management Quality Manager

HACCP Record 08: Traceability

DATE STARTFIT:I“A"f AND PRODUCT AMOUNT CODE OBERVATIONS

26
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. INTRODUCTION

Sanitary measures in international markets have led the food industry to have technical
alarms during its marketing processes; one of the strategies used by some states to
regulate alarms is Recall.

This process, which consists of the withdrawal of products from the market, prevents negative impacts
on the health of the population and on the reputation of the food sector industry since it guarantees the
safety and quality of the food that reaches the consumer.

The action of this strategy requires a traceability program, which implies the ability to know
the history of a product, its distribution channel and its target market; To achieve this
purpose, the support and collaboration of the consumer and other institutional and
commercial actors such as large supermarkets is required.

This document seeks to contextualize the procedures and routes of action of the Recall.
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II.

RECALL FLOW CHART
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The Schematic below from “The Food Recall Manual” from the University of Florida will
give you a quick overview of the flow that takes place during a recall. Each of the links

contained in the diagram will be reviewed on the following pages.

THE
TROUBLE

Authorities believe

that the product is
causing a
disease

The media report
about a possible
problem with a

food

QA
internal or claims of
consumers give
indications of a
trouble

The Department of
quality believes that the
product is
causing the
trouble

Gather team
Recall and analyze if the
Recall is
recommendable

Gather team
Recall and analyze if the
Recall is
recommendable

Gather team
Recall and analyze if the
Recall is
recommendable

Gather team
Recall and analyze if the
Recall is
recommendable

ACTION PLAN RECALL
- Assign roles to apply action log

- Gather evidence

- Analyze evidence and contact the health authority

- Notify the recall
- Monitor recall

- Disposal of the withdrawn product

- End of recall

«——

Analyze the situation and
decide if it is done
Recall. How and

When to withdraw.

v

- Gather recall team and do a post evaluation
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I1I. WHO IS THE MANUAL AIMED AT?

The content of this manual is focused on the entire company, which includes from production,
reception, warehouse, inspection, packaging, packaging, storage and distribution to the sale of
products, in order to protect the health and nutrition of the company. population and guarantee
the supply of healthy and safe products.

IV. WHAT IS A RECALL?

A Recall is a procedure carried out by a company, which consists of withdrawing a product
from the market, when it is suspected or certain that it violates current food laws or that the
quality standards established by the company for said product are violated. market.

Its objective is to protect the health and nutrition of the population and guarantee the supply of healthy
and safe products. Not every product recall is a recall itself, there are other alternatives to recall, here is
the difference between its alternatives and recall:

Recall: It consists of withdrawing a product from the market, because it is not innocuous, because it
is adulterated, contaminated or badly labeled, or that the health authority considers as an offender of
the law.

Product or market recovery: It is about the removal of the product once it is being
distributed when it violates a law at a lower technical level (does not pose a health
risk), or if it does not meet the technical specifications or quality standards of the
producer. It does not include products that have been contaminated or adulterated.
Stock recovery: Removal of the product from potential distribution before it leaves
the direct control of the producer, that is, even when it is in their warehouse or that of
the distributor, but has not been released for sale to the consumer.

4
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V. RECALL IN THE COMPANY

A. THE RECALL TEAM

The Recall team is presented below, being a small company, there are people who fulfill
various roles in the team, but are familiar with all aspects of the production process, its
suppliers and customers. There are external experts who are helpful in specific areas for
which there are no internal competencies.

v v
DIRECTOR DIRECTOR
QUALITY GENERAL
ATTENTION TO MARKETING AND SALES AND FINANCE
CUSTOMERS ADMINISTRATION LOGISTICS
TECHNICAL ADVISOR ADVISER LEGAL ADVISOR
SCIENTIFIC

THE RECALL TEAM HAS THE FOLLOWING RESPONSIBILITIES:

Develop the procedures that are necessary to operate a good recall program. This
includes a written Recall Plan.

Review existing operational procedures and recommend changes to minimize the
likelihood of recall or make it easier if necessary.

Generate a list of potential quality and / or safety problems that could affect your
products.

Establish response and action guidelines for all potential problems that could
generate a crisis.

Respond to any product quality problem that may require its removal, including
handling all information related to the issue, whether internal or external.
Manage communication with health authorities, senior management of the company
and the media.

Direct the actions of recall and / or crisis management when it occurs and until the situation is
resolved.

Evaluate the effectiveness of the plan and propose improvement actions in order to
prevent similar incidents or improve its effectiveness if it is repeated.

5
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B. IDENTIFY AREAS WITH POTENTIAL PROBLEMS

The process flow was reviewed from the entry of raw materials until the product is
shipped in order to detect areas in which a threat may occur according to the points
established by the Recall Team.

SALT RECEPTION

START OF PROCESS

INLSIBRCEZIOTON

PACKING HEAVY

v

SEALED

v

LABELLED

WAREHOUSE
PRODUCT
FINISHED

SHIPPING

CONFIDENTIAL TREATMENT REQUESTED
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POINT TO EVALUATE

1. Unauthorized persons have easy access to the
facilities, through keyless doors, accesses,
vehicles, etc.?

2. Do employees have unnecessary access to a critical
part of the process?

3. Can a person enter, store or move unauthorized
material within your facilities?

4. Is there an adequate inspection of access
control for vendors and suppliers?

5.1s there an inspection process for incoming raw
materials and inputs?

6. Are the received batches encoded?

8. Is there a warehouse rotation system?
9. Is the batch code visible to the customer?

10. Does the label comply with the country’s legislation?

11.Is there a record for each stage of the process?

12. Are the records duly filled out and kept to avoid
their later alteration?

13. Does the computer system have antivirus?

14. Is the information in records regularly backed
up?

15. Are laboratory analyzes carried out with certified
companies?

16. Are there responsible for monitoring the safety of the
process?

17. Are the legal and psychological backgrounds of all
employees checked?

18. Each employee has a company identification?

19. Is there a record of who accesses confidential
documents?

20. Is there a process for employees to report
unusual activities?
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OBSERVATIONS

The facilities do not allow the entry of cars or unauthorized personnel, at all times the
Doors are closed and there is a regulation to receive visitors

Each employee knows the activities they must carry out without interfering with the activities of their
other colleagues, even though some must carry out more than one activity, they know the protocols and
regulations to follow to avoid cross contamination.

There is only one entry to the facilities for materials, the warehouse of everything that is not raw material, is
carried out at the end of the process / activities of the day.
There is a single entrance for merchandise from suppliers, operators do not enter the facilities, everything

is received and accommodated by company personnel. For sellers there is a delivery access to one side of
warehouses, there they receive the products without entering the facilities.

It is checked that it complies with the requested specifications, in case of not complying, the product is
not received or stored in the warehouse, it is immediately returned to the supplier. The same is true if
the initial inspection passes but the lab results are not favorable.

The traceability process begins when each batch is received, so that each product can be
easily identified.

The FIFO system is used, even when the product has a long expiration date, it is necessary for
the traceability system to be this way.

According to the type of client, the label has the necessary information to comply with the

legislation of each country.

Each record is important for the quality standards and traceability of the product, the person in charge of
each area is responsible for each record.

The records are kept in the office of the General Directorate, which is locked and can only be
entered by the Director and Administration.

Every month a backup of the records is made for each process, this activity is carried out by
Administration

The HACCP team is responsible for these activities

They are reviewed by Human Resources before approving an employee's entry

Being a small company, the employees know each other and are aware of the activities that
each one can carry out.
At the moment General Management and Administration are the only people with authorization to
access these documents.

Any employee can report a suspicious or unusual activity directly to the General
Directorate, this in order that the information is not distorted from one person to another.

7
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SAW. DECISIONS TREE

v

The company receives a notification

v

Gather information

Determine the veracity of
the information provided

Danger
g as a complaint

YESl

Inform the Management General of

li the y
Notify the Recall team
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1. RECEIPT OF NOTIFICATION

Notification that the product is causing damage or has a defect may be made by one of the
following parties:

Sanitary Authority

If the information comes from the health authority, you should pay attention to the
statements. The information from it could be generated in a routine inspection, by a
consumer complaint or as a result of the permanent surveillance program on the final
product.

The maximum background information on the process or findings that linked the product to a
particular problem or disease must be requested.

Clients and / or consumers

If the information comes from a customer and / or consumer who has called or written to
make a claim, as much information as possible should be collected. This should be
documented initially as a complaint or grievance. To follow up, a complaint sheet will be given
to the client / consumer.

Media

Customers or consumers, in some cases, turn to the media to make complaints, this in
order to discredit the company or make the largest number of people find out and react
quickly.

For this type of notification, the media must be contacted to request the data of the person or
persons who made the claim, in such a way that as much information as possible can be obtained.

Quality internal team

During the process or routine inspections, the quality team can detect a defect either in
the product or in the process, which generates a health hazard. If so, you must
immediately report the situation to the General Directorate to avoid intermediaries in the
communication.
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2. GATHER INFORMATION

This is one of the most important parts to determine the danger of a situation, that is why the
R1 Format was designed to collect information. This format is used when the information
it is external to the company.

FORMAT R1 - Information Record

DATE: HOUR: ATTENDS:
REPORTING PERSON

FULL NAME

TELEPHONE MOBILE
ADDRESS

KIND OF PRODUCT DUE DATE
DESCRIPTION OF CONTAINED CODE

PACKAGING (GR, KG)
PROBLEM DETECTED

UNPLEASANT TASTE DESCRIPTION
UNPLEASANT SMELL DESCRIPTION
ALLERGIC REACTION DESCRIPTION
STRANGE OBJECT DESCRIPTION
DEFECT IN THE PACKAGING DESCRIPTION
OTHER DESCRIPTION

PURCHASE
DATE OF PURCHASE SHOP PLACE
HOW WAS THE PRODUCT STORED?
HOW WAS IT PREPARED OR USED?
DATE CONSUMED AMOUNT PLACE WHERE IT WAS CONSUMED
CONSUMED
AFFECTED PERSON

NUMBER OF PEOPLE AFFECTED
NAMES OF AFFECTED PERSONS

1 AGE TUTOR
2 AGE TUTOR
3 AGE TUTOR
ADDRESS AND CONTACT OF THE AFFECTED PERSONS
1 TELEPHONE
2 TELEPHONE
3 TELEPHONE
ILLNESS ALLERGIES OF AFFECTED PEOPLE
1
2
3
SYMPTOMS PRESENTED
1 DATE HOUR
2 DATE HOUR
3 DATE HOUR
TYPES OF FOODS EARNED PREVIOUSLY
1
2
3
HAVE YOU CONSULTED A DOCTOR ABOUT THIS PROBLEM?

NAME DATE DIAGNOSIS
NAME DATE DIAGNOSIS
NAME DATE DIAGNOSIS
HAVE THE PRODUCT BEEN INGESTED BEFORE? 1 HAVE YOU TOLD SOMEONE ELSE ABOUT THIS SITUATION? DO YOU STILL KEEP ANY PRODUCT?
2
3
DO YOU HAVE THE ORIGINAL PACKAGING? CAN WE SEND SOMEONE TO COLLECT THE PRODUCT AND ANALYZE IT?

ADDRESS

ADDRESS

ADDRESS

IS THERE SPECIFICALLY SOMETHING YOU REQUEST THAT WE CONSIDER DOING?

10
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3. DETERMINE THE TRUTH OF THE INFORMATION
PROVIDED

External Information

This information is provided by people or companies, organizations outside the company
such as customers, consumers, wholesalers or retailers.

In this case, the information received must be evaluated and determine if the information
provided corresponds to the type of product, that is, if there is such a presentation, if it is
marketed or distributed in that way, that similar reports are found in the history. All to validate the
information and ensure that you do not participate in a deception or act of discredit.

Internal information

This information is provided by the company's own team. In this case, the information,
being direct, is considered true and automatically goes to the health hazard evaluation.

4. DANGER

At this point, the risk assessment is carried out, if the information provided indicates that there is a
potential or current danger to the health of those who handle or consume the product.

5. TREAT THE SITUATION AS A COMPLAINT

If when analyzing the information there is no health hazard, then the information will be treated as a
complaint and will be resolved as outlined in the complaint procedure in the HACCP plan.

Consumer complaint procedure

1. All consumer complaints will be directed to the Customer Service Department and the latter will communicate the
complaint to the Quality Director.

2. The Quality Director will record the complaints in the HACCP 05 Record.

3. The Quality Director will investigate the causes of the complaint and whether it is legitimate.

4. The Quality Director will inform the General Director in writing of the complaint and its cause.

5. The Director General will be in charge of determining whether the complaint has been legitimate or not and the action to be taken.

6. All consumer complaint records are on file in the Quality Director's office.

HACCP REGISTER 05

eleven
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6. INFORM THE GENERAL MANAGEMENT OF THE COMPANY

If when analyzing the information there is a real danger to health, then the General Directorate must be
notified immediately since it will be the one that directs the actions from this point.

7. NOTIFY THE RECALL TEAM

The General Directorate must immediately summon the Recall team, preferably and given the
characteristics of the company, the ideal is for it to be physically.

8. NOTIFY THE REGULATORY AGENCY

The General Directorate must notify its agent of what is happening so that, in the event of a
recall, the due processes are initiated. At this point, the details of the danger have not yet
been officially passed since there is still no decision to recall or not.

9. CALL ADVISORS

Depending on the type of danger, its origin and the capacity to respond to it, the advisors will
be called to make the recall decision.

10. ASSESS POTENTIAL HEALTH RISK

At this point, the entire Recall team must review the information, audits, processes, records and
logs that are related to the product that has generated the risk situation. In this way, it will be
determined whether the risk can be reduced or eradicated with other control actions or the recall
should be carried out immediately.

eleven. RECALL

Here you must answer the question Should a recall be done as a first step?

12. DOCUMENT AND RELEASE THE PRODUCT

If the Recall team decides to proceed with another control measure, then the situation should
only be documented for internal records and release the product from preventive observation
(monitoring).

Likewise, the Regulatory Agency must be notified of the decision taken and the reasons
for it.

12
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13. FILLING OUT THE FORMAT FOR THE REGULATORY AGENCY

If the team decides to start a recall, they begin a series of activities simultaneously. One of
them is to gather the following information and send it officially to the Regulatory Agency
notifying Recall's decision.

INFORMATION NEEDED FOR THE SECRETARIAT OF HEALTH

The identity of the product including original label and expiration or expiration date,
the container size (s)

Product data sheet, product form, codes, batch numbers and any other information that
identifies it.

The reason for the recall, the date, and the circumstances under which the problem was
discovered.

An assessment of the risk associated with the problem.

Period during which the product was produced and the quantity that was produced.

The total amount of product (by package size and box size) that is estimated to be
found in the distribution channels.

Distribution information such as number of direct accounts (retail and wholesale). In some
cases, you will be asked for names, addresses, and phone numbers.

A copy of any communication that has been or will be sent in connection with the
recall.

The proposed strategy for performing the recall, including measures to correct the problem and what is
intended to be done with the recalled product.

The name and telephone number of a person from the company who will make contact between it and
the health authority.

Written, in which it is stated that the plan itself is not an admission of any kind of fault or
negligence.

14. STOP PRODUCTION AND DISTRIBUTION

Once the recall has been detected, it is necessary to stop production and carry out an
inspection of all control points by the HACCP team. Sales should be responsible for calling
all distributors to stop the logistics system until the existing risk is controlled.

13
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ffteen. START ACTION LOG

You should start with the log of actions to control the recall process and ensure that it is
comply 100%.

INFORMATION COLLECTION ACTIONS
ON IDONT KNOW

ACTIONS MARCH FINISHED oERFORMED

Identify the product
Establish its ingredients
Suppliers of ingredients
Container size

Product Codes

Product on market

Product in the cellar

Product in transfer

ACTIONS TO DECIDE WHETHER A RECALL IS MADE

THE DECISION TO MAKE A RECALL Finished

ON 1DONT KNOW
MARCH PERFORMED

Notify the recall team of the problem

Communicate the problem to managers of each

department Check if any rule is violated

The managers send their records

Make a decision to: Perform a stock recall Perform a

market recall

Make a recall

Inform the health authority if the decision is internal Prepare
public statement.

IMMEDIATE ACTIONS
ON .. 1oonT koW
ACTIONS MARCH ke PERFORMED

An internal investigation is initiated to detect source and

cause Stop product production
The product in the warehouse is safe

Inform all departments that have contact with clients of the
information that must be provided

CLASSIFICATION AND DEPTH OF RECALL

1DONT KNOW

ACTIONS ON GOING FINISHED

PERFORMED
Recall classification

Recall number assigned by the health
authority Recall depth

Update the team the classification and depth of the recall

14
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NOTICE TO EXTERNAL GROUPS
ACTIONS (o]\\[c{o) (\\[c] FINISHED

IDONT KNOW
PERFORMED

Notify distributors

Notify retailers

Notify institutions Notify
end consumer Send press

release

Instruct sales and logistics representatives about the recall

Information for Sales Representatives to Give to Retailers

PRODUCT DISPOSAL

ACTIONS ON GOING FINISHED e
PERFORMED

The health authority and the company agree on the collection and disposal of

the product

Decisions are made regarding refund or product exchange

policies

Inform wholesalers of product disposition

Inform retailers of product disposition

Sales representatives help customers comply with recall

Customer service is instructed on refund policy. Warehouse

ready to receive the product

Isolation or disposal of the product

EFFECTIVENESS CHECK

IDONT KNOW

ACTIONS ON GOING FINISHED

PERFORMED
Effectiveness check levels are established
Effectiveness checks begin
The end date is set Review the

effectiveness checks Prepare a
summary

CLOSING THE RECALL

ACTIONS ON GOING FINISHED
PERFORMED

The team takes over the recall review

The recall officially concludes

Notify the health authority that the recall has been completed

The team receives written confirmation from the health

authority of the end of the recall

Announce (and thank you if necessary) to customers of the successful completion of the

recall
Update the website, notify the media if necessary

fifteen
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16. DETERMINE THE CLASS OF THE RECALL

Depending on the risk, incidence or effect that a certain contaminated, adulterated, or
mislabeled product entails on the health of the population, the recall can be divided into
different classes.

This is a health hazard situation where there is a reasonable probability
CLASS 1 that use of the product will cause serious adverse health consequences
or death.

This is a situation that presents a health hazard where there is a remote
CLASS 2 probability that the use of the product will cause adverse health
consequences.

This is a situation where the use of the product will not cause adverse health
consequences

CLASS 3

17. ASSESS SCOPE AND DEPTH

The second big question, in relation to the recall, refers exactly to the scope of the affected
products. According to the information provided, the traceability of the product or products with
risk should be monitored and decide if the recall will be carried out to:

Lots in particular.

Products made between certain production dates.
Products that contain a certain ingredient.
Products with labeling or packaging error.

Once the size is established, the exact location of the product to be removed must be found.

Can we find them locally, nationally or internationally?
Are they in the warehouse of a wholesaler / distributor?
On supermarket / retail shelves?

Is it being used for direct consumption (restaurants / schools)?

By answering the following questions we can then specify the depth of the recall:

Wholesaler Level
Institutional level
Retail Level

Consumer level

16
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18. DEFINE AUDIENCE AND MEANS OF COMMUNICATION

Depending on the type and depth of the recall, the audience to which the recall will be communicated
will be chosen first, in addition to the health authority (regulatory agency) and subsequently
the means by which the information will be delivered to them.

HEARING AND THE MEDIA

Kind of Mark MEDIA

Audience Newspaper | Telephone Facebook Instagram Twitter | WhatsApp

Workers

Consumers

Providers

Wholesalers

Dealers

Retailers

Industries

19. NOTIFICATIONS

Once the audience and the means of communication have been defined, the notification of the recall
must be initiated in writing, mainly to 2 parties:

1. Involved in the distribution chain
2. Media

Before making the notifications, finances and the general management must decide whether the cost of the product
will be returned to the person who returns it or it will be exchanged for a new product. This decision will depend on
what those involved in the chain consider.

RECALL NOTIFICATION LETTER FORITEM 1
Date
Company name Company
contact Contact telephone
number
E-mail
Web address

SUBJECT: PRODUCT RECALL
Addressee:

The purpose of this letter is to confirm our conversation that (Company Name) is

recalling product , due to (Specify Reason for Recall). (Describe the product,
including name, brand, code, size and type of packaging, number of the establishment,
etc.)

17
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We ask that you review your inventory records, separate and retain the product listed
above. If you have dispatched part of this product, please contact your customers and
request that they retrieve the product and return it to you. Once you have recalled all of
the product, please contact us. We will arrange for the product to be removed and
transported to our facilities. We kindly ask you not to destroy the product. We will credit
your account for the returned products.

Your immediate action will be of great help to (Company Name) in this operation. If you have
any questions, please do not hesitate to contact Customer Service at (Company Name) at
(Telephone Number) and (Email). Thanks for your cooperation.

Sincerely
Name
and Position of the Company Official

PRESS RELEASE FOR ITEM 2

[City], [Company] recalls [Product] that may contain

[City], [Date], [Company], is voluntarily recalling approximately [number of kilos] of
[product] because the product may contain . Consumption can cause

(Specific information on how to identify the product. For example, type of container [plastic /
metal / glass], size or appearance of the product, brand of the product, establishment
number and location on the packaging, flavors, codes and expiration date, etc.).

The product was distributed to [List of places where the product was distributed and how it
reached the consumer. For example, through retailers, mail order, direct delivery].

[Brief explanation of what is known about the problem, such as how it was revealed and what is known
about the source].

Due to the potential danger, [company name] we encourage consumers who have purchased
these products not to eat them but to return them to where they were purchased.

[Information on what consumers should do with the product and where they can obtain
additional information].

Consumers with recall inquiries can contact [company name and title or division], [phone

number], or the customer service hotline [toll free number].

Media with inquiries can contact [name and title] at [phone number].

18
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wenty. INVOLVE IN THE RECALL

In some cases, as stated in the Recall notification letter, the entire chain will have to be involved in
order to achieve a successful recall. This in order to recover most or all of the product. In some
cases, the direct customer is a Wholesaler, the notification will be made to him, but he will be the
one who notifies as many retailers as possible and these to their customers.

In the same way, to support this activity, the notification will be made through the media.

twenty-one. CA L L LO G

The customer service area will open a toll-free hotline for anyone who provides or
requests information about the recall. Marketing should also be aware of social networks.

Before making the notifications and publications, these two areas must agree on the information and
instructions that will be provided to those who communicate.

22. START OF PRODUCT WITHDRAWAL

Once the location of the product has been identified and focused on a point according to the depth
of the recall, it is up to the Logistics team to organize and execute the recall.

In extreme cases, in which for some reason, the company's logistics team cannot reach the
withdrawal points, an official statement will be sent to those involved, detailing the data and
contacts of the collection company that will recall at that location.

At the same time, the Recall team together with the health authority will evaluate, according to the
characteristics of the hazard (Class) what will be done with the recalled product.

Donation
If the problem is related to the labeling and the product does not present any type of health
risk, the company may choose to donate the recovered products to non-profit organizations,

accredited and authorized to receive them.

In this case, it must be ensured that the non-profit group provides written documentation that indicates
that it understands the terms of the recall and that it accepts the product anyway.

Reconditioning
Although most of the time the health authority decides by the destruction of the product,
there is the possibility that the defect in the product does not cause a health risk. If the

company carries out a reconditioning, it must ensure that it complies with the quality, safety
and legality standards established by the health authority.

19
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Destruction

If the product represents an actual or potential health hazard, it should ideally be stored
in one place to be destroyed. The destruction method must comply with all requlations
regarding the disposal of toxic material and / or landfill. The recall team is in charge of
compiling a list of landfills and disposal services.

The entire destruction process must be documented through a log and photographic or video
evidence. In the same way, a receipt with address, date and method used must be requested
from the sanitary landfill or any company / site in charge of the disposal. An official of the
health authority must also supervise this process

If the product is located in several different locations, with the approval of the health
authority, a third party can be hired to carry out and document the destruction.

The aforementioned disposal measures are for cases in which the product cannot be thrown
directly into the company's landfill. However, if the product does not have toxic implications and
throwing it away does not pose a health hazard, it can be disposed of like any other type of waste,
in the company's garbage cans. Everything must be recorded.

2.3. EFFECTIVENESS CHECK

The effectiveness checks verify that the consignees have received the recall notification
and that they have taken the corresponding actions. Customer service must carry out this
activity through telephone calls.

EFFECTIVENESS CHECK

First, make sure you are talking to the right person, someone who can handle the recall
or, failing that, has the authority to designate someone to take care of it.

Date Company
name Company contact
Telephone

E-mail

Good morning / Good afternoon: My name is (name of the person), I am calling you on
behalf of (company that makes the recall) in relation to the recall of (date) of our product
(brand, type, product code, code of the date). The reason for my call is to conduct a brief
Recall Effectiveness Check with your company to ensure that we are doing everything
possible to comply with FDA regulations.

I'm going to have to ask you several questions:

1. Has your company received notification from (recall company) that the above-
mentioned product was being recalled?

twenty
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BUT

2. Has your company received a shipment with the product that is the object of the recall? (if the answer is
NO, then "Thank you very much for your time, we are done")

3.
BUT

4. Do you have any recall items in your current inventory?
5.
BUT

6. If your answer to question N°3 is YES, do you plan to return the recall product to
(recall company) as requested?

YES Please indicate quantities and the estimated return date.
NO

Please explain your intentions.

7. Have you received reports of illness related to the product being recall?

YES Please include details.

NO

8. Did you ship the recall product to other distributors, retailers, or consignees?

BUT

9. If your answer to question N°6 was YES, did you send your consignee a recall
notice?

BUT

10. If your answer to question N°7 was YES, did your consignee have any product subject to recall in
their possession?

11. YES NO No question

Thanks for your cooperation

Signature and title of the person responsible for the check

twenty-one
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24.  SUPERVISION

Logistics, quality, administration and general direction will be in charge of supervising the recall,
with the advice of the health authority.

25. RECALL STATUS REPORT

To report the status of the recall to any department, media, health authority, involved in
the chain, etc. the following format must be filled out. The administration area will be in
charge of gathering the information.

RECALL STATUS REPORT

Date Product
brand Product code Health authority
contact Telephone

E-mail address

Estimated

Next, (company name) presents the following Recall Status Report in relation to the
product indicated above.

1. Notification

to. Total number of consignees identified
b. Number of notified consignees
c. Means of notification:

2. Consignee response

to. Total number of consignees who responded
b. Total number of consignees who did not respond
c. Total quantity of products in recall available
. Number / quantity of returned products
. Consignee 1
. Consignee 2
. Consignee 3
. Consignee 4
. Consignee 5

U WN-=0O

3. Effectiveness checks
to. Total number required
b. Total number completed
c. End date

4. Estimated end date for the end of the recall

22
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Please let us know if you require additional information.

Sincerely
Signature

and title

26. RECALL CLOSURE REPORT

The health authority will terminate a recall when it determines that all reasonable efforts have
been made and the product has been recalled in accordance with the recall strategy. At that
time everyone involved will be notified / thanked.

Each member of the recall team must deliver a complete report of their activities to the
General Management, so that through marketing, an official publication is issued in all the
company's media.

27. EVALUATION

After the recall, it is important to hold a meeting with the entire team to evaluate the
decisions made, correct and, where appropriate, modify the recall plan, so that better
tools are available for the prompt resolution of these situations. The main evaluation tool
is the action log.

2.3
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RESULTS REPORT

>
Laboratorio
SOLYSAL DE COLIMA SPR DE RL G CIA]

ADOLFO LOPEZ MATEOS N-40 THE
BULLFIGHTING

28500 CUAUHTEMOC COLIMA

FROMSOR ORPANDRTODORRTO SA FROM CV

Report Preparation Date: 02/12/2021
Sample Receipt Date: 02/02/2021
Date of analysis: 02/02/2021
Sample Number 01330/21
Lot Number: 122020
Report Number: 01330
Presentation: POLYETHYLENE BAG

Sample Identification:
SEA SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL
MICROBIOLOGIC ANALYSIS

ANALYSIS RESULTS | UNITS U+ LIMITS REF. ANALYTICS
Aerobic mesophilic bacteria 80 CFU/g 0.33% - NOM-092-5SA1-1994 A
Total Coliforms <3.0 MPN /g - - CCAYAC-M-004/11 A
Mushrooms <10 CFU/g - - NOM-111-SSA1-1994 A
_Y_eagfs <10 CFU/g - S NOM-111-SSA1-1994 A
Salmonella Absent in 25g Does not apply - = NOM-114-SSA1-1994 A
S. aureus <100 CFU/g - 5 NOM-115-S5A1-1994 A
E. coli <3.0 MPN /g - - CCAYAC-M-004/11 A
OBSERVATIONS:
4 Accredited trial + Contracted trial U =% relative uncertainty considering a confidence level of 95% and a coverage factor of K = 2

Aerobic mesophilic bacteria incubated at 35:-C for 48h in Agar standard account
Honqos v yeasts incubated at 25-C for 5 days in Aqar potato dextrose acidified
+ Estimated value

<10 CFU / q = Not detectable

<3.0 MPN / g = Not detectable

<100 CFU / q = Not detectable

THIS DOCUMENT ONLY ENDORSES THE ANALYZED SAMPLE
IT MAY NOT BE PHOTOCOPYED IN PARTIAL OR COMPLETELY WITHOUT THE WRITTEN AUTHORIZATION OF THE CHIEF TEST LABORATORY
IT MUST NOT CONTAIN ERASES OR AMENDMENTS.

. Q. Roxana Sandoval Aguirre
Head of Area
Authorized signatory

DESUO |
- Av. Washi ) Col Moderna
CP 44190 al _iolisco

atencionaiciiente@iborateriociaj
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RESULTS REPORTC).S

icFAJi) SU

DESU OPERADORA SA DE CV

SOLYSAL DE COLIMA SPR DE RL

ADOLFO LOPEZ MATEOS N-40
THE TOREO

28500 CUAUHTEMOC COLIMA

Report Preparation Date: 02/11/2021
Sample Receipt Date: 02/02/2021
Date of analysis: 02/02/2021
Sample Number 01330/21
Lot Number: 122020
Report Number: 01330

Presentation:

POLYETHYLENE BAG

Sample Identification:
SEA SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL
PCR

UNITS | Us LIMITS

REF. ANALYTICS

Internal method Real Time PCR

RESULTS
Absent in 25g

L ANALYSIS ;
| Listeria monocytogenes

OBSERVATIONS:
* Accredited trial

+ Contracted trial U =% relative uncertainty considering a confidence level of 95% and a coverage factor of K = 2

THIS DOCUMENT VALIDATES ONLY THE ANALYZED SAMPLE
IT MAY NOT BE PHOTOCOPYED IN PART OR COMPLETELY WITHOUT THE WRITTEN AUTHORIZATION OF THE CHIEF TEST LABORATORY
IT SHOULD NOT CONTAIN ERASES OR AMENDMENTS.

'F\,..

tommeen DC[" Roxana Sandoval Aguirre
11 Head qf area
Sigrratario Au

e e i 7
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RESULTS REPORT

SOYSAL DE COLIMA SPR DE RL

ADOLFO LOPEZ MATEOS N-40
ELTOREO 3
28500 QUAHTEMOCCOLIMA

Report Preparation Date: 05/27/2020
Sample receipt date: 05/20/2020
Date of analysis 05/22/2020
Sample Number: 06827/20

Lot Number: SYS-001-A /2020
Report Number: 06827
Presentation: POLYETHYLENE BAG

Sample Identification:
SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL
PHYSICOCHEMICAL ANALYSIS

ANALYSIS RESULTS REF. ANALYTICS

Absence of ferrous, non-ferrous and stainless steel particles, as well as

absence of plastic material and micro plastics in 50g MRG58

Foreign matter

OBSERVATIONS:
1,,. Accredited trial + Outsourced testing

THIS DOCUMENT ONLY ENDORSES THE ANALYZED SAMPLE
IT MAY NOT BE PHOTOCOPYED IN PART OR COMPLETELY WITHOUT THE WRITTEN AUTHORIZATION OF THE HEAD OF THE TEST LABORATORY
SHOULD NOT CONTAIN ERASES OR AMENDMENTS

Q.F.B. Clara A. Suarez Rincon

Signatario-Autorizado

Pagina 1-de 1
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SOLYSALDE COLIMA SPR DE RL

ADOLFO LOPEZ MATEOS N-40
THE TOREO

28500 CUAUHTEMOCCOLIMA

Report Preparation Date:
Sample Receipt Date:
Date of analysis:

Sample Number

Lot Number:

Report Number:
Presentation:

Sample Identification:

ANALYSIS

®

e
Ltobortotorrio
C
e

limandnticia from

RESULTS REPORT

Chamber of the Indust

05/27/2020
05/20/2020

05/26/2020
06827/20

SYS-001-A /2020
06827

POLYETHYLENE BAG
SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL
PHYSICOCHEMICAL ANALYSIS

I RESULTS | UNITS | Uz | LIMITS REF. ANALYTICS

iSodium chloride

OBSERVATIONS: .
t. Accredited trial « Contracted trial

* Determination carried out on a dry basis

IT MAY NOT BE PHOTOCOPYED IN PARTIAL OR COMPLETELY WITHOUT THE WRITTEN

de
DOCUMENT REVIEWED AND ASSESSED BY CLAUDIO INNOCENTI (PARTNER & PCQI) ON OR ABOUT FSVP PLAN’S NOTED REVIEW START/END DATES

| 90.75 * | % [ - | 3 NOM-040-SSA1-1993

U =% relative uncertainty considering a confidence level of 95% and a coverage factor of K =2

THIS DOCUMENT ONLY ENDORSES THE ANALYZED SAMPLE
THORIZATION OF THE CHIEF TEST LABORATORY

ASED OR AMENDED.|

IT SHOULD NOT

Q.F.B. Clara A SuareZ Rincon
Directora

Signatario Autorizado

ONFIDENTIAL TREATMENT REQUESTED




SOLYSAL DE COLIMA SPR DE RL

ADOLFO LOPEZ MATEO $ N-40
THE TOREO

28500 CUAUHTEMOC COLIMA

Report Preparation Date:
Sample Receipt Date:
Date of analysis:

Sample Number

Lot Number:

Report Number:
Presentation:

Sample Identification:

®

o)
@
RESULTS REPORT
L abo. ratory
QO
[

ACmtorto dthe A Industri o theimandnticia of Jt

05/27/2020
05/20/2020

05/26/2020
06827/20

SYS-001-A /2020
06827
POLYETHYLENE BAG

SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL

INSTRUMENTAL ANALYSIS
ANALYSIS RESULTS | UNITS | U+ | LIMITS | REF.ANALYTICS
Lead <0.5 [ mg/ kg [ = | <2 NOM-117-55A1-1994
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Report Preparation Date: Sample 11/10/2020
Receipt Date: 11/03/2020
Date of analysis: 11/04/2020
Sample Number 16386/20
Lot Number: S/L
Report Number: 16386

Presentation: POLYETHYLENE BAG
Sample Identification:

SEA SALT
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SAMPLE TAKEN BY THE INTERESTED PARTY FORYOUR  CONTROL
PHYSICOCHEMICAL ANALYSIS
ANALYSIS RESULTS UNITS L Ut | LmrTs REF. ANALYTICS
Sodium chloride 91.16 * % - - NOM-040-SSA1-1993
Humidity 10.71 g/1009 | 0.14% = NOM-116-SSA1-1994 ..
Potassium iodate 0.00 mg / kg | = - NOM-040-SSA1-1993
OBSERVATIONS:

+ Accredited trial + Contracted trial
+ Determination carried out on a dry basis

THIS DOCUMENT ONLY ENDORSES THE ANALYZED SAMPLE

U =% relative uncertainty considering a confidence level of 95% and a coverage factor of K = 2
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SOLYSAL DE COLIMA SPR DE RL

ADOLFO LOPEZ MATEOS N-40
THE TOREO

28500 CUAUHTEMOC COLIMA

Report Preparation Date:
Sample Receipt Date:
Date of analysis:

Sample Number

Lot Number:

Report Number:
Presentation:

Sample Identification:

RESULTS REPORT

Camera of Ito Industry TOli nticia of Jtolisco

11/10/2020
11/03/2020

11/04/2020
16386/20

S/L
16386
POLYETHYLENE BAG

SEA SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL

INSTRUMENTAL ANALYSIS
ANALYSIS RESULTS | UNITS R LIMITS REF. ANALYTICS
Calcium 2939.59 mg/100g = = AOAC Official Methods 985.35
Potassium 441.06 mg /1009 - 3 AOAC Official Methods 985.35
Magnesium 1114.40 mg /1009 - - AOAC Official Methods 985.35
Iron 0.69 mg / 100g = = NOM-117-55A1-1994
Sodium 31,472.57 mg/ 100g 1.84% = Atomic absorption (flame) ..,
VACriandoRdN
TOND&ORI ac  wwesor  * CONtracted trial U =% relative uncertainty considering a confidence level of 95% and a coverage factor of K =2

ASodium: Internal method MP-AA-01 determination of sodium in food by atomic absorption (flame)
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RESULTS REPORT o A
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SOLYSAL DE COLIMA SPR DE RL
ADOLFO LO6PEZ MATEOS N-40

ELTOREO

28500 CUAHTEMOC COLIMA

Report Preparation Date: 11/10/2020
Sample receipt date: 11/03/2020
Date of analysis 11/10/2020
Sample Number: Lot 16386/20
Number: S/L
Report Number: 16386/20
Presentation: POLYETHYLENE BAG

Sample Identification:
SEA SALT

SAMPLE TAKEN BY THE INTERESTED PARTY FOR THEIR CONTROL
PHYSICOCHEMICAL ANALYSIS

ANALYSIS RESULTS REF. ANALYTICS

Absence of ferrous, non-ferrous and stainless steel particles, as well as
absence of plastic material, micro plastics. Presence of particles of

OESERMETIONS: black color (impurities) visible on the stereoscope in an SX field. HOASIRED
Free of insect fragments, hairs and rodent excreta in 50g.

OBSERVATIONS:

A Accredited trial + Outsourced testing

THIS DOCUMENT ONLY ENDORSES THE ANALYZED SAMPLE
IT MAY NOT BE PHOTOCOPYED IN PART OR COMPLETELY WITHOUT THE WRITTEN AUTHORIZATION OF THE HEAD OF THE TEST LABORATORY
SHOULD NOT CONTAIN ERASES OR AMENDMENTS

Q.F.B. Clara A. Suarez Rincon
Directora 7
Signatario Autorizado
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REQUIRED 21 CFR, §1.503 requires that all documents be written in a language understandable to the FSVP QI. The original document(s) were
written in a language other than English but have since been translated in an effort to meet FDA requirements. An individual that is fluent in both
English and the document’s original language must confirm that the translation has been accurately performed.

Translated text accurately reflects original message
[=] Agree [JDisagree
[ Agree — with suggested edits

Name Paulina Eileen Nava Solis

Date 09/06/2021
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OVERVIEW of REGULATIONS
The Foreign Supplier Verification Program (FSVP) was published by the FDA on November 27, 2015. FSVP is funda-
mentally concerned with food safety. As a validly designated and qualified United States (U.S.) representative, United
Safety Agents LLC’s (USA) FDA-mandated goal is to verify that a product’s innate physical, chemical and biological
hazards are being controlled prior to public consumption, and in a manner that provides at least the same level of
public health protection as the FDA’s domestic standards (Preventive Controls Rule, Produce Safety Rule, etc.).

To accomplish this goal, insight into each product’s production process and control methods will be required.

INSTRUCTIONS
We respectfully request that every entity/facility that controls any food safety hazard complete this Questionnaire.

All sections are required, unless explicitly noted otherwise. Complete via computer, do not print.

Upon completion: Please return this questionnaire and accompanying documents via:
Method One: e-mail completed questionnaire to info@unitedsafetyagents.com

Method Two: upload completed questionnaire to USA’s ShareFile

CONFIDENTIALITY
All information shared will remain strictly privileged & confidential and will ONLY be used during FSVP certification
activities. An accurate and truthful response is required to successfully complete your company’s FSVP certification.
This document contains information which is privileged, confidential, and protected. Any disclosure, copying, distri-
bution, or use of the contents of this message is prohibited. Document may contain Non-binding recommendations.

United Safety Agents provides FSVP compliance services to businesses and has no direct affiliation with the FDA.

CONTACT
If you have any questions or require additional information, please contact United Safety Agents LLC directly via
Email: info@unitedsafetyagents.com; Phone: +1 (888) 551-7403; Fax: +1 (888) 557-2649; UnitedSafetyAgents.com,

or by Mail: 715 West Park Avenue, No. 222, Oakhurst, New Jersey 07755, United States of America.

CONFIDENTIAL TREATMENT REQUESTED

= Q1 . CH - =
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GENERAL INFORMATION

Company Name:FLEUR DE SEL, S.A. DE C.V. Today’s Date:07/1 5/2021
Factory Address:LOPEZ MATEOS 40

City:CUAUHTEMOC Province: COLIMA Country;MEXICO

Office Address: LOPEZ MATEOS 40

City: CUAUHTEMOC Province: COLIMA Country:MEXICO

FDA Registration No.: 16441296972 DUNS No.: FSE180612H80
FDA Establishment Id.: Phone No.:

QC/QA’s Name: E-mail: PATYSOLYSALO1@GMAIL.COM

SUPPLIER CLASS

Please select all actions/roles that apply to your facility/operation.

[2] Manufacturer (Raw Material) [JProcessor [2] Packer [JRe-Packer
[=] Manufacturer (Finished Product) O Distributor [ Shipper [0 Warehouse
[=l Importer (US-based) =l Exporter (Non US-based) [ Broker [ Other

RESPONSIBILIE for HAZARD CONTROLS

Please select the appropriate response for each hazard type that your facility/operation controls.

Is your factory/facility responsible for controlling Biological Hazards? [ Yes [ No
Is your factory/facility responsible for controlling Chemical Hazards? [ Yes [No
Is your factory/facility responsible for controlling Physical Hazards? [ Yes [No
Is/Are product(s) in Ready-to-Eat form when exiting your factory/facility? [ Yes [No

PRODUCTS SUPPLIED

Please list the name (and variation) of each product that your facility/operation supplies.

No. 01, Product Name: Sea Salt Product Code:
No. 02, Product Name: Product Code:
No. 03, Product Name: Product Code:
No. 04, Product Name: Product Code:
No. 05, Product Name: Product Code:
No. 06, Product Name: Product Code:

. FDA Product Codes and Product Code Builder

- Confidential -
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FDA-IDENTIFIED BIOLOGICAL HAZARDS

FDA-identified Biological Hazards associated with the product(s) that your company supplies.

[J Bacillus cereus [ Clostridium botulinum [ C. perfringens [0 Brucella spp.
[J Campylobacter spp. [J Pathogenic E. coli [J Salmonella spp. [0 S. aureus
[J L. monocytogenes [0 Trichinella spiralis [ Giardia lamblia [0 Shigella spp.

CRITICAL CONTROLS for BIOLOGICAL HAZARDS

Please select and describe the method by which Biological Hazard(s) are controlled. Please be as detailed as possible.

Appendix 1 ®_§ Description of Hazard |mj| Bad Bug Book

Include time/temperature, chemical names, or any other information.

[JHeat DESCRIPTION of CRITICAL CONTROLS

To control biological hazards, sea salt is prevented from having contact with pests or pollutants
[ Chemical that can prevent bacteria from the salt. For this, fumigations are carried out every three months
0 CGMPs with organic products, using natural pyrethrins. Physical controls such as rodent bait traps and

mosquito netting are also used in sales.
[ Testing Every semester, chemical analyzes are carried out in the CIAJ laboratory (Chamber of the Food

Industry of Jalisco) where bacteriological, microplastic, lead and ferrous particles are analyzed on
0 Other a salt sample.

FREQUENCY of VALIDATION
Every three months and every six months.

U.S. FDA HAZARD PROFILE

Category Name:
Category Number:
Subcategory Name:
Storage Type:

U.S. FDA Product Category Hazard Profiles — Appendix 1

- Confide igl -
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FDA-IDENTIFIED CHEMICAL HAZARDS

FDA-identified Chemical Hazards associated with the product(s) that your company supplies.

[0 Drug residues [2] Heavy metals O Industrial chemicals [=] Pesticides

[0 Mycotoxins/Toxins [J Radiological [J Unapproved colors & additives [JOther

Appendix 1 ®== Description of Hazard ﬂ05| Bad Bug Book
CRITICAL CONTROLS for CHEMICAL HAZARDS

Select and describe the method(s) by which Chemical Hazard(s) are controlled. Please be as detailed as possible.

[0 CGMPs DESCRIPTION of CRITICAL CONTROLS

) To avoid chemical contamination of the salt, a careful water extraction process is used to form the
(I Testing salt. Generally, the wells to extract water are 2 meters long, while we make wells that are at least
O Other 10 meters deep.

As mentioned above, tests are done every semester to control the purity of the salt and rule out the
presence of microplastics, lead, and ferrous particles.

FREQUENCY of VALIDATION

Every six months.

U.S. FDA HAZARD PROFILE

Category Name:
Category Number:
Subcategory Name:
Storage Type:

U.S. FDA Product Category Hazard Profiles — Appendix 1

- Confide igl -
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FDA-IDENTIFIED ENVIROMENTAL/PROCESS HAZARDS

FDA-identified Environmental Hazards associated with the product(s) that your company supplies.

[2] Recontamination with environmental pathogens. [J Bacterial pathogen survival of a lethal treatment.

[J Bacterial growth and/or toxin formation due to [2] Recontamination due to lack of container integrity.

lack of time / temperature control. [J Bacterial growth and/or toxin formation due to poor

[J Bacterial growth and/or toxin formation due to formulation control.

reduced oxygen packaging.

Appendix 1 ®== Description of Hazard ﬂ0;| Bad Bug Book
CRITICAL CONTROLS for ENVIROMENTAL HAZARDS

Select and describe the method(s) by which Environmental Hazard(s) are controlled. Be as detailed as possible.

[IHeat DESCRIPTION of CRITICAL CONTROLS

To avoid contamination by environmental factors, salt is always stored in greenhouses that do not
O Chemical allow contact with external physical agents. We also take care of the hygiene of our workers with
O0CGMPs cleaning and protection measures: cap, gloves, face mask, clothing protector and shoe covers. We

do not allow the use of accessories inside the facilities or cellular devices or other electronic
[ Testing equipment as they represent a source of contamination.

The packaging area, as well as the materials used, are sanitized every day, before and after the
[ Other working day.

FREQUENCY of VALIDATION

Ever day.

U.S. FDA HAZARD PROFILE

Category Name:
Category Number:
Subcategory Name:
Storage Type:

U.S. FDA Product Category Hazard Profiles — Appendix 1
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FDA-IDENTIFIED PHYSICAL HAZARDS

FDA-identified Physical Hazards associated with the product(s) that your company supplies.

[0 Metal

[J Stones

Resources

[JGlass [J Extraneous Matter O

OWood [0 Natural Component of Food O

. ) L 1=
Appendix 1 Description of Hazard |°\ u

Plastics

Other

Bad Bug Book

CRITICAL CONTROLS for PHYSICAL HAZARDS

Select and describe the method(s) by which Physical Hazard(s) are controlled. Please be as detailed as possible.

DESCRIPTION of CRITICAL CONTROLS

Our product is not associated with any of the above elements.

[0 CGMPs
[OTesting

[JRaw Material
Inspection

O Filter
[JScreen

[JMetal Detector

[JMagnet
[OX-Ray
[JRadar

[JOther

FREQUENCY of VALIDATION

U.S. FDA HAZARD PROFILE

Category Name:
Category Number:
Subcategory Name:
Storage Type:

Metal detection standards Ferrous:
Non-Ferrous:

Stainless Steel:

U den

‘ Resource .
mm

U.S. FDA

Hazard Profile — Appendix 1

mm

mm
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ALLERGEN & CROSS-CONTAMINATION CONTROLS

Component or Present in Present on Present in

Ingredient product? same equipment? same facility?
Peanuts [OYes [ONo [JYes [0 No [0 Yes [0 No
Tree Nuts [OYes [ONo [JYes [0 No [0 Yes [0 No
Milk or Milk Derivatives [OYes [ONo [JYes [0 No [0 Yes [0 No
Egg or Egg Products [JYes O No [JYes O No ] Yes [0 No
Fish [OYes [ONo [JYes [0 No [0 Yes [0 No
Shellfish [OYes [ONo [JYes [0 No [0 Yes [0 No
Soy [JYes [ONo [JYes O No ] Yes [0 No
Gluten [OYes [ONo [JYes [0 No [0 Yes [0 No
Wheat [OYes [ONo [JYes [0 No [0 Yes [0 No
Sesame [OYes [ONo [0 Yes OO No [0 Yes [0 No
Celery Yes OO No [JYes O No [0 Yes [0 No
Mustard [OYes [ONo [0 Yes [0 No [0 Yes [0 No
Sulfates [OYes [ONo O Yes [0 No [0 Yes [0 No
Monosodium Glutamate OYes CONo O Yes O No O Yes O No
Colorings O Yes [ No [ Yes [ No [0 Yes [ No
Aflatoxins OYes O No OYes O No O Yes O No
ALL ALLERGENS =1 Absent =1 Absent =1 Absent

DESCRIPTION of ALLERGENIC CONTROLS

CONFIDENTIAL TREATMENT REQUESTED
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ONSITE AUDITING INFORMATION

Does the manufacturing/processing site have a recognized GFSI certification ? [OYes [ONo
If Yes; Please provide a copy of the full audit report

What standard is the GFSI certification?

If No; 1. Does the site have a documented quality manual? [2Yes [INo

2. Does the site undergo internal hygiene audits? [E'Yes [ONo

3. Does the site undergo quality system audits? [EYes [OINo

4. Does the site undergo process audits? [2'Yes [ONo

Does the site have documented hygiene procedures in place? [E'Yes [ONo
Does the site have a designated hygiene team? [Z1'Yes [ONo
Are all cleaning staff formally trained? [OYes [ONo
Do the cleaning schedules include: Chemicals used? [OYes [ONo
Concentration levels? [OYes [ONo

Dilution method? [OYes [ONo

Please list the chemical type(s) used on all food contact lines and surfaces:

Organic cleaners and detergents.

STAFF HYGIENE INFORMATION

Have all staff undergone formal food hygiene training? [OYes [ONo

In-house hygiene training? OYes [ONo

Accredited hygiene training? OYes [CONo
Are staff issued protective clothing? [s'Yes [ONo
Are operatives required to cover head/facial hair within the processing/manufacturing area? [EYes [OINo
Are adequate toilet and hand washing facilities provided? [E'Yes [ONo
Are hand washing/swabbing validation checks carried out? [E'Yes [ONo

What is the total number of staff employed on site?6

= O n 1 gell 1 d -
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PEST CONTROL

Is a pest control contractor employed? [E'Yes [INo

If yes, please provide: Name of contractor used: Fumigaciones gallo

4

Number of yearly visits:

If no, by what means is pest prevention carried out?

HACCP & TACCP & VACCP

Does a fully documented and audited HACCP system exist for the site? OYes [ONo
Has a hazard analysis study been completed for each site operation? [EYes [ONo
Does the business have a trained & certified in-house HACCP team? OYes [ONo
Does the business outsource the HACCP management to a certificated consultant? COYes [No
Are records maintained for all CCPs? [ZYes [ONo
Does the HACCP system include the following: Sieving of ingredients? OYes [CONo
Sieving of finished products? OYes [CONo
Glass & hard plastic breakage procedure? OYes [CONo
Metal detection of final product? OYes ONo
Magnets within the mixing & filling stages? OYes CNo
Do you use blue metal detectable plasters in the manufacturing/processing areas? OYes [ONo
Has a full threat assessment of your supply chain been conducted & tested? OYes [ONo
Has a full product vulnerability assessment within the supply chain been conducted & tested? [OYes [ONo

TRACEABILITY

Does full traceability exist for all products supplied to your customer base? OYes [ONo

If yes, please give details of traceability codes on the final packaging:

= O n i dge { d -
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RAW MATERIAL

Are materials used by your company sourced from approved suppliers? [Z'Yes [OINo
Are certificates of conformance/analysis received for all raw ingredients? OYes [CONo
Are raw materials positively released before use? [EYes [ONo

Please describe your supplier approval system:

When the raw material is received, the person in charge of warehouse control is responsible for verifying that all the
product is in good condition. If the product does not meet the physical and hygienic characteristics, it is rejected and
returned to the supplier.

FINISHED / PACKED PRODUCT

Are finished / packed products positively released? [Z'Yes [ONo
Are reference samples from finished / packed products retained? [EYes [INo
Are finished products submitted to an 17025:2005 accredited laboratory for validation purposes? [s'Yes [ONo

If yes, please give details of the testing routines conducted:

There is a person responsible for monitoring the quality of the product, he constantly reviews the final product for
evaluation. Each bag that is packaged has an identification color on the bottom to detect who packaged it. In addition,
every semester salt analyzes are made.

CUSTOMER COMPLAINTS

Does a formal customer complaint procedure exist? [s'Yes [ONo

Please describe your customer complaint procedure.

At the workplace, we have a complaint box, where customers can write suggestions or comments. In the same way, in
social networks and on the website you can contact us to answer your comments.

RECALL /IMPORT ALERT /FOOD SAFETY ISSUE

Has your company ever experienced a recall or other food safety related issue of any kind? OYes [ONo

If yes, please describe fully.

- Confidential -
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CERTIFICATION

I certify that the information I provided on and in connection with this form is true, accurate and complete. I also
understand that any false statements or deliberate omissions on this document or any other document I file with
United Safety Agents, LLC may be grounds for disqualification from successful Foreign Supplier Verification Program
(FESVP) approval or, if discovered after FSVP approval takes place, could result in my company’s FSVP approval status
being revoked or terminated, and may result in my shipments being rejected from entry into the United States. I
confirm that all products that my company trades are in compliance with the Food Safety Modernization Act and all

other U.S. & FDA Food Safety legislation.

CONFIRMATION - REQUIRED

Representative’s Name:Paulina Eileen Nava Solis
Title:Legal representative

Today’s Date:07/15/2021

CONFIDENTIAL TREATMENT REQUESTED
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COLIMA

SEA SALT

100% NATURAL UNREFINED SEA SALT

8 OZ (227G)




D SE A
i

100% ALL-NATURAL SEA SALT FROM COLIMA MEXICO

Ava Jane’s Colima Sea Salt is harvested from La Laguna de Cuyutlan in Colima, Mexico, the same
place the Aztecs traded for their salt over 500 years ago. This salt is unique in that it does not come
from sea water. Rainwater soaks through the dry lagoon bed, earth’s natural filter, dissolving
essential minerals as it goes. It is then drawn fo the surface into shallow ponds by Salineros
(traditional salt farmers) then allowed to evaporate in the hot Mexican sun. This process protects the
environment and local wildlife. With your purchase, you are supporting this “small salt economy” of
Salineros, their families and their way of salt harvesting. Please enjoy every last, delightful crystal in

this bag. And when you're nearly done, we hope to send you another one.

The Salt Ritual: Pour some salt into a salt cellar

Nutrition Facts

or ramekin, take a pinch between your thumb
227 servings per container

and fingers, grind between your fingers while

Serving size 1/4 tsp (19)

L AT =, holding your hand about one foot above the

Amount per serving food to be salted, enjoy the explosion of flavors

Calories o from each crunchy bite. Repeat with every meal.
% DV* Dry in the oven first if you prefer o use a grinder.

Total Fat 0 0%

Sodium 310mg 13% D Miw Dom Mo Dom. Dome om. Mo

Total Carbohydrate Og 0%

Protein Og

Not a significant source of cholesterol, dietary fiber,
total sugars, added sugars, vitamin D, calcium, iron,
and potassium

* %DV = %Daily Value

info@avajaneskitchen.com
844-Ava-Jane
avajaneskitchen.com

Ingredient: Unrefined Sea Salt

Manufactured for:

Ava Jane’s Kitchen, LLC

1809 W. Frankford Rd. #160
Carrollton, TX 75007

Made by hand in Mexico
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0 -\ g- Q'\L":'\‘?(':Lo'-o ‘5‘- {ADVERTENCIA! Al autorizar el presente Disefio, se d4 por entendido que el Cliente ha
m ZIPPER 6. 6. revisado minuciosamente: disefo, colores (aproximados), textos y todos los detalles 2-
0 I 7 7. iz integrantes de esta impresién. Lamitec no se hace responsable de omisiones o errores _
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Cliente AVA JANE’S KITCHEN LLC FOTOCELDA » 10 X6 » | | REVERSO los derechos de autor de las imagenes y marcas contenidas en el disefo. P v o 020 A Nombre v Firma de Vo.B:
ombre y Firma de Vo.Bo.

"Los colores que aparecen en la presente imagen NO deben considerarse como prueba de color, debido a las diferentes condiciones del monitor de donde se genera y donde se observa.
Su uso se limita para observar textos y demas elementos integrantes de Disefo con colores aproximados."
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Contains Nonbinding Recommendations

Guidance for Industry: Colored Sea Salt

Additional copies are available from:
Office of Food Additive Safety, HFS-200
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5001 Campus Drive
College Park, MD 20740
(Tel) 240-402-1200

http://www.fda.gov/Forindustry/ColorAdditives/GuidanceComplianceRegulatorylnformation/ucm153033.htm

You may submit written comments regarding this guidance at any time. Submit written
comments on the guidance to the Division of Dockets Management (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. All comments should be
identified with the title of the guidance document.

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Food Safety and Applied Nutrition
September2015
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Contains Nonbinding Recommendations

Table of Contents

. Introduction

Il. Discussion

CONFIDENTIAL TREATMENT REQUESTED
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Contains Nonbinding Recommendations

Guidance for Industry: Colored Sea Salt

This guidance represents the current thinking of the Food and Drug Administration (FDA or
we) on this topic. It does not establish any rights for any person and is not binding on FDA or
the public. You can use an alternative approach if it satisfies the requirements of the
applicable statutes and regulations. To discuss an alternative approach, contact the FDA staff
responsible for this guidance as listed on the title page.

. Introduction

This guidance document is intended for manufacturers of colored sea salt products. This
document describes the regulatory requirements for the use of color additives to color sea salt.

FDA’s guidance documents, including this guidance, do not establish legally enforceable
responsibilities. Instead, guidances describe our current thinking on a topic and should be
viewed only as recommendations, unless specific regulatory or statutory requirements are cited.
The use of the word should in FDA guidances means that something is suggested or
recommended, but not required.

1. Discussion

Colored sea salt products containing added charcoal or red clay are sometimes referred to as
“Hawaiian Sea Salt.” These colored sea salt products are being marketed to consumers and
industry for food use in the United States.

Under section 201(t) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 U.S.C.
321(t)), a color additive is a dye, pigment, or other substance made by a process of synthesis or
similar artifice, or extracted, isolated, or otherwise derived, with or without intermediate or final
change of identity, from a vegetable, animal, mineral, or other source, and when added or applied
to a food, drug, or cosmetic, or to the human body or any part thereof, is capable (alone or
through reaction to another substance) of imparting color thereto.? When substances such as
charcoal and red clay are added to sea salt, these substances meet the statutory definition of a
color additive under the FD&C Act because these substances impart color to the salt.

! This guidance has been prepared by the Office of Food Additive Safety, Division of Petition Review in the Center
for Food Safety and Applied Nutrition at the U.S. Food and Drug Administration.

? See also 21 CFR 70.3(f).
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Contains Nonbinding Recommendations

Section 721(a) of the FD&C Act (21 U.S.C. 379¢e(a)) defines conditions under which a color
additive is deemed unsafe. A color additive used in or on a food will be deemed unsafe unless:
(1) there is a regulation listing such color additive; (2) the regulation allows that particular use;
and (3) the color additive and its use conform to the regulation. Neither charcoal nor red clay is
listed for safe use by FDA under section 721(a) of the FD&C Act. In addition, charcoal and red
clay are not otherwise exempt from such listing. Furthermore, neither charcoal nor red clay is
listed in FDA’s regulations for use in coloring food, including sea salt (see section 721(b) of the
FD&C Act (21 U.S.C. 379¢(b)).® Therefore, any food that contains these color additives is
adulterated under section 402(c) of the FD&C Act (21 U.S.C. 342(c)). The introduction or
delivery for introduction into interstate commerce of any food that is adulterated is a prohibited
act. FDA can take enforcement action against an adulterated food product, consistent with our
priorities and resources.

Manufacturers of sea salt that intend to add color additives that are not currently approved for
food use to their products, such as charcoal or red clay, must first obtain approval for the use of
these substances through the color additive petition process. Color additive petitions must be
submitted to FDA’s Office of Food Additive Safety, HFS-200, 5001 Campus Drive, College
Park, MD 20740. The information required for color additive petitions is outlined in 21 CFR
71.1. There are guidance documents available on our website that address the administrative,
chemistry, toxicological, and environmental information that should be included in support of a
color additive petition.’

% Charcoal was provisionally listed as a color additive for use in food in 1960, but because no evidence was
submitted that scientific investigations were under way to establish safety, the provisional listing was terminated by
FDA in 1964 (see 29 FR 17089; December 15, 1964).

* Section 301(a) of the FD&C Act (21 U.S.C. 331(a)).

® http://www.fda.gov/Food/IngredientsPackagingLabeling/FoodAdditivesingredients/default.htm.
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EMPRESA REGISTRADA
NMX-CC-9001-IMNC-2008/1SO 9001:2008

T CERTIFICADO DE
T REGISTRO DE EMPRESA

La Sociedad Internacional de Gestion y Evaluacion, 5.C.(SIGE),
Organismo Acreditado con el No. 85/12 por la Entidad Mexicana de Acreditacion (EMA)
: certifica que el Sistema de Gestion de la Calidad de
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COMISION ESTATAL PARA LA PROTECCION CONTRA mﬁscgg gﬁﬂl“
SUBCOMISION DE EVIDENCIA Y mAulsElgguEsﬂlE
GERENCIA DE EVIDENCIA DE R C.P. 28040
; AV. AYUNTAMIENTO £5Q. ARNOLDO VOGEL, COL. BUROCRATAS MUNICIPALES. e
s -01062-XV agoslo de
SERVICIOS DE SALUD -S9O 1L ARND Golima, Cal, viemes, 06 de ag

DEL ESTADO DE COLIMA
Al Propietano, Responsable, Repressntante Legal, Encargade u Ocupanie de

FLEUR DE SELS A . DEC.V. e
Ubicado en' AV. LOPEZ MATEOS N° 40; COL. EL TOREO CUAUHTEMOGC ; CUAUHTEMOC; COLIMA; .;

Entre las calles vede
. e los medlos de que P
Considerando que |a salud debe ser prolegida ya que funto con la vida es e blen mas valiosa que posee el sef humana; q-:ﬁ;:—,nig.gendas y gspemﬂﬂaﬂongs
valerse fa auloncad sandaria para llevar a cabo la comprobacién de que se estd ohservando y cumplimentando k_’s ?guéemcédas al proceso de alimantos,
contenidas en fa normativa sanitana, es la visila de verificacian y toda vez que la regulacién de los eslﬁb'”“"’”"’f “h 4° parrafo cuarto, 14 y 16 de 1a
bebidas o suplementos alimenbicios es competencia de esta Unidad Administrativa, con fundamento en los a|rl A :esl Vi y VI, 17 bis y 18, 132, 194,
consttucion Politica de los Estados Unidos Mexicanos: 19, 3° fraccian XXIV, 4° fracciones 1l y IV, 13 aparlado B) lraccio ‘ alud: 1%, 2 apariado c.

483, 3594, 385, 196 fraccion |, 397, 394, 399, 400, 401, 401 bis, 402. 403, 404, 411, 412, 414, 431, 436 y 437 de la Ley ?"g:.:ﬁ:l SSaﬂHan'o da Produclos ¥
fracoon X, 36, 37 y 38 del Reglameanta Interlor de |a Secretaria de Salud: 1°, 253, 254, 255, 256 y 260 del Reglamenio t" ublicado en el Diarlo Oficial de
Servicios, Cladsulas Sexta y Oclava del Acuerdo de Coordinacion para la Descentralizacion integral de los Servicios de Sa udFD nio Sanitarios, celebran la
ls Federacion en julio 04 de 2001, Acuerdo de coordinacidn que para el Ejercicio de Facullades en materia de Coniral y %mﬁma. 1*. 2* fraccion V de la
Secrelaria de Salud. con la participacion de la Comision Federal para la Proteccién contra Riesgos Sanitarios, y el Estado dﬂ" o o Publica del Estado de
Constiturion Politica de| Estado Libre y Soberano de Colima; 32 fracclones VIll, X1 y XVII de la Ley Organica de la ‘”“L’:‘I'” ?;(m:?g 180 y 183 de la Ley de
5%, 6% 7%, 8", 9%, 21 fraccion II, 63, 64, 161, 163, 164, 165, 166, 167, 166, 169, 170, 174, 176 fracciones ciso @, 103 numeral 1 fracciones

Colima: 1%, 2%, 4%, 5°. 6

5t : - i 1l
Salud del Estado ce Colima; 3, 4,6, 9 numeral 1 fracciones 1,0,V y XV, 26 numeral 1 fraccién XIN, 27 numeral 1 fracqan : | Estado de
LTIV VWL VI XV, XVE XV XIX, XX y XXXIX del Reglamento Interior del Organismo Piblico Descentralizado Servicios de Salud de

Colima, publicada en ol Peniddico Oficial del Estado de Cofima el 20 de marzo de 2021 y demas ardenamientos sanilarios aplicables.

i I{los
== expide la presente ORDEN DE VISITA DE VERIFICACION SANITARIA DE TIPO ORDINARIA para ser practicada en ese establecimiento por el(los)

veriflcadaries)

L

ﬁ‘f

v

IOA. ALEJANDRO QFB. ARNOLDO
MORENO GUTIERREZ HINDJOSA PUGA
habililados que actuaran en conjunto e indistintamente. La visila tendra el sigulanle
OBJETO ¥ ALCANCE :

OBJETO: EFECTUAR VISITA DE VERIFICACION GENERAL Y CONSTATAR REQUISITOS DE ETIQUETADO SANITARIO.

ALCANCE:REALIZAR VISITA DE VERIFICACION GENERAL DEL ESTABLECIMIENTO PARA CONSTATAR LAS CONDICIONES FISICO-SANITARIAS DE
CONSTATAR QUE CUENTE CON LA IDENTIFICACION DEL LOTE,

LAS INSTALACIONES Y LOS CONTROLES DE SUS PROCESQS, ASI MISMO,
DENOMINACION Y DOMICILIO DEL FABRICANTE DE ACUERDO CON EL AVISO DE FUNCIONAMIENTO, EN CASO DE NO SER ASl, ANEXAR
MUESTRA DE ETIQUETA Y EFECTUAR SU ASEGURAMIENTO, LO ANTERIOR CON FUNDAMENTO EN LOS ARTICULOS 393, 395, 397, 402, 403, 404
FRACCION X Y 414 DE LA LEY GENERAL DE SALUD Y 260 DEL REGLAMENTO DE CONTROL SANITARIO DE PRODUCTOS Y SERVICIOS. ASENTAR
EN EL ACTA LA CANTIDAD TOTAL DE PRODUCTOS Y ETIQUETAS ASEGURADO, APLICAR CUESTIONARIO ANEXO AL ACTA DE VERIFICACION
SANITARIA APLICADA A ESTABLECIMIENTOS QUE PRODUCEN Y/O ENVASAN SAL PARA CONSUMO HUMANO. REALIZAR LA ENTREGA DE LA
CARTA DE DERECHOS DE LOS VISITADOS EN VERIFICACIONES SANITARIAS. PARA EL DESARROLLO DE LAS ACTIVIDADES, EL PERSONAL DE
VERIFICACION DESIGNADO PODRA REALIZAR LA TOMA FOTOGRAFICA DEL ESTABLECIMIENTO, DE LOS PRODUCTOS ¥ DE LAS ACCIONES
ONTRAR IRREGULARIDADES QUE PONGAN EN RIESGO LA

QUE SE REALICEN EN CUMPLIMIENTO A LA PRESENTE ORDEN. EN CASO DE ENG
SALUD DE LA POBLACION, PROCEDER A EJECUTAR LAS MEDIDAS DE SEGURIDAD PREVIA ANUENCIA DE LA AUTORIDAD SANITARIA
COMPETENTE, DE CONFORMIDAD CON LOS ARTICULOS 402, 403, 404 FRACCIONES VIl Y X, 411,412 ¥ 414 DE LA LEY GENERAL DE SALUD.

Da conformidad con el arliculo 400 de la Ley General de Salud, deberd darle(s) lodo género de facilidades & informes al {los) verificador(es) designado(s)
refacionado(s) con la verificacion y su objeto y permitir el acceso a las instalaciones de la empresa. Solo podra negarse el acceso cuando el verlficador no se
identifique con la carta credencial, esta orden, o la carta credencial no ostente Ja firma auldgrala de la Autoridad respansable o por presenlarse personal no

mencionado en esle documento,
Si el {los) verificadories) sanitario(s) advierte(n) violaciones a las disposiciones legales que pongan en peligro inminente fa salud de las personas, quedal(n)
facultado(s) previa autorizacién de la Autoridad Sanilaria competente para ejecutar las medidas de segundad previstas en los articulos 411, 414 v 431 de la

Ley General de Salud.
Para cualquier orlentacion respecto de la autenticidad de la orden de visita de verificacion, de los datos contenidos en la misma, de la identidad de

cl{los) verificador{es) encargado(s) de realizarla y/o presentacién de quejas o inconformidades llamar al 01 800 REGULAS (01 800 734 85 27) 0 al 31
625 70.

ATENTAMENTE o
COMISIONADO ESTATAL PARA LA-RROTECCION CONTRA RIESGOS SANITARIOS
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FSTE DOCUMENTO ES DE CARACTER INDIVIDUAL £ INTRANSFERIBLE. NO SERA VALIDD 1 PRESERTA B0RRAOURAS 0 ENMENDADURAS.
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07/14/2021 15:54:25
Section 1: Type of Registration

Created Date
2021-07-14 15:49:08.0

Registration Expiration Date Facility Location : Foreign Registration
2022-12-31
UPDATE OF REGISTRATION INFORMATION:  Regisiration Number: 16441296972 Pin No aGé72xb2 Modify
Last Updated Pin
2021-07-14

Are you the new owner of a previously registered facility?
Hegistration Status
VALID Yes No

Registration Status Reason Previous Owner's Title:
FEﬁIﬂI‘lg UFI Confirmationpravious Owner's Name -

szé
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Sistema Integral de Informacion de Proteccion Contra Riesgos Sanitarios

COMISION FEDERAL PARA LA

Pigina 1 de |

@ -FRio PROTECCION CONTRA RIESGOS
s SANITARIOS
SA LU D CENTRO INTEGRAL DE SERVICIOS
Comprobante de Tramite
—— — 11 — B e —————
USO EXCLUSIVO COFEPRIS FORMATO DE COFEPRIS-05 ll
lipo de o4 g I

Tramite

1210601518X0372 ||| " ,i

COFEPRIS-05-018-X

del Tramife
] AVISO DE FUNCIONAMIENTO DEL ESTABLECIMIEN
10/08/2021 Sublipo: pROPUCTOS Y SERVICIOS T DE
| 09:59 hrs. Modalidad: NO APLICA
RFC OCURP FSE 180612HS80
'NOMBRE O RAZON SOCIAL FLEURDESELSADECYV

DOMICILIO

'REPRESENTANTE LEGAL O
RESPONSABLE SANITARIO :

NUMERQ DE INGRESO DE
REFERENCIA

| HOJAS ORIG.: 7 HOJAS COPIA: 35 OTROS: FORMATO,
ANEXOS: ICOPIA SIMPLE DE RFC, IFE REPRESENTANTE LEGAL Y
PERSONA AUTORIZADA, Y ESCRITURA 1127 Y 43953

LLAVE DE PAGO
REGISTRO SANITARIO:

L‘MDDD DE INGRESO Y ENTREGA!|| CENTRO INTEGRAL DE SERVICIOS VENTANILLA

IMFORTANTE: Con la finalidad de atender su peticién con apego a la prerro i
. _ | gativa contenida en el articulo 8°
" Politica de los Estados Unidos Mexicanos, su tramite se sometera a una primera revisién de conformidad cnnun? "::ule!rdc ) nstitu.::lﬁn
se dan a conocer los tramites y servicios, asi como los formatos que aplica la Secretaria de Salud, a través de la C Jﬂf or el que
para la Frnrec-:.‘d.-_w contra Riesgos Sanitarios, inscritos en el Registro Federal de Trédmites y Eervfcius de la Enmis?ﬂ; SHagjs::gf :.::

||Lo anterior, respetando en todo momento su dere me
. _ tho de poder presentar nuev
requerida, en cumplimiento de los requisitos formales para el }ngprﬂu de su tra rr::tu alllstt:l:;:ﬁmm“:nc:lnn:g::l? :ldm:. Tnnt:ll SO
nado Acuerdo,

Para oblener informacion sobre la disponibilidad de sus tramite :
s usled podra consultarnos en nuestra pa
a pagina “www.guh.m:.r:nfnpri:u“ en

Ligas de Interés haga click en Centro Integral de Servicios vy seleccione ™
Centro de Atencion Telefénica al nimero: 800 033 5050, Y SGSENG“Lonames de Masolucionss Disponibles” o bien Camunicarse al
|

Si la resolucién de su tramite se encuentra disponible :
podra recogerla conlra enfrega de est
& comprobante de tramite original
en el Centro

Integral de Servicios, donde permaneceran disponibles duran i solo se
_ _ te 30 dias naturales
sanitano o personas autorizadas nolificadas ante ésta Comisién Federal previa preain[alg.{m :Ii ?;é;ﬂh%ﬂa.?[ refées'}"tame legal, responsable
cién oficial,
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

IQNet and SIGE
hereby cerify that the organization

COMISION ESTATAL PARA LA PROTECCION
CONTRA RIESGOS SANITARIOS - COESPRIS

Av. Ayuntamiento SN, esq. Amoldo Vogel Carrillo, Col. Burdcratas Municipales , C_P 28040, Colima, Cobma, México

for the following field of activities
Proceedings and Services. Authorization. Administrative Decision. Sanitary Verification. Sanitary Dictate

has implemented and maintains a

Management System
which fulfils the requirements of the following standard

1ISO 9001:2008

Issued on: 2014-05-09 Validity date: 2017-05-08
Registration Number : MX-2014CRE-319

- TNet — oy @/‘8 @

Michael Drechsel Pedro CANO CALDERON
President of IQNet Operations Manager of SIGE

IQNet Partners*:
AENOR Spain AFNOR Certification France AIB-Vingotte International Belgium ANCE-SIGE Mexico APCER CcCC
CISQ Raly CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH w:-mmy S
FCAV Hﬁg}ﬁ. FONDONORMA Venesuela ICONTEC Colombia IMNC Mexico Inspecta Certification Finland IRAM Argentina
Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Nonva NSAI freland Poland
Quality Austria Austria RR Russia Sl Israel - ik

SIQ Slovenia SIRIM International Mala
SQS Switzerland SRAC Romania TEST St Petersburg Russia TEQESTu q DS Serd

/ /
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FDA

(../index.htm)

Data Dashboard Home(../index.htm) Compliance Dashboards > (../cd/index.htm)

FSMA Data Search > (index.htm) Resources >

Home(../index.htm) > FSMA Data(index.htm) » Firm/Supplier Evaluation Resources

Firm/Supplier Evaluation Resources

The FDA firm and supplier database available on this site includes data associated with inspections
classification, inspections citations, compliance actions, recalls, and imports.

Search by Firm Name or FEI Number 9 Help

3014274322

No data found

Three FDA FSMA rules (Foreign Supplier Verification Programs (FSVP) for Importers of Food for Hu-

mans and Animals

(https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-
programs-fsvp-importers-food-humans-and-animals)

; Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Hu-
man Food

(https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-preventive-controls-human-
food)

; and Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for

Food for Animals

(https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-preventive-controls-animal-
food)

) require that importers and facilities perform certain risk-based activities to verify that their
suppliers are meeting applicable U.S. food safety standards. Under these rules, you must evaluate,
among other things, the applicable FDA food safety regulations and information relevant to the
supplier's compliance with those regulations, including whether the supplier is the subject of an FDA
warning letter, import alert, or other FDA compliance action related to food safety, and document
the evaluation.
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https://datadashboard.fda.gov/ora/index.htm
https://datadashboard.fda.gov/ora/index.htm
https://datadashboard.fda.gov/ora/fd/index.htm
https://datadashboard.fda.gov/ora/index.htm
https://datadashboard.fda.gov/ora/cd/index.htm
https://datadashboard.fda.gov/ora/fd/index.htm
https://datadashboard.fda.gov/ora/fd/fser.htm#
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-foreign-supplier-verification-programs-fsvp-importers-food-humans-and-animals
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-preventive-controls-human-food
https://www.fda.gov/food/food-safety-modernization-act-fsma/fsma-final-rule-preventive-controls-animal-food

Below is a list of publicly available resources that can be used to meet the requirement set out in
these regulations as well as information on their use:

v Warning Letters
v Import Alerts
v Recalls
v Import Refusals
v Inspection Classifications
v Other Compliance Resources
Contact Dashboard
Home
Questions and (../index.htm)

comments pertaining
to the FDA Data
Dashboard and
source data may be
directed by email to:
FDADataDashboard@fda.hhs.gov
(mailto:FDADataDashbodrd @fda.hhs.gov)
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Collapse All | Expand All

Compliance FSMA Resources
Dashboards Data
(./cdlindex.htm) ~ Search How to

(indexhtm) ~ Hsethe
Inspections Dashboard
(../cd/inspections.htm)Firm/Supplier  (../howto.htm)

Evaluation
Compliance Resources Glossary
fsorimy  /dlossaryhim)
(../cd/complianceactions.htm)

Approved 2
Recalls VQIP (../api/findex.htm)
(../cd/recalls.htm) .'.f.'.?.l?_.’.?[.t.?f?: Notifications
imports (R notiations.him
Summary TPP
(../cd/impsummary.htnﬁéﬁisiggmﬁ S:ntact
Import (tpp:htm) '(t':'/"contact. htm)
Refusals
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https://datadashboard.fda.gov/ora/fd/fser.htm#
https://datadashboard.fda.gov/ora/fd/fser.htm#
mailto:FDADataDashboard@fda.hhs.gov
https://datadashboard.fda.gov/ora/index.htm
https://datadashboard.fda.gov/ora/cd/index.htm
https://datadashboard.fda.gov/ora/cd/inspections.htm
https://datadashboard.fda.gov/ora/cd/complianceactions.htm
https://datadashboard.fda.gov/ora/cd/recalls.htm
https://datadashboard.fda.gov/ora/cd/impsummary.htm
https://datadashboard.fda.gov/ora/cd/imprefusals.htm
https://datadashboard.fda.gov/ora/fd/index.htm
https://datadashboard.fda.gov/ora/fd/fser.htm
https://datadashboard.fda.gov/ora/fd/vqip.htm
https://datadashboard.fda.gov/ora/fd/tpp.htm
https://datadashboard.fda.gov/ora/howto.htm
https://datadashboard.fda.gov/ora/glossary.htm
https://datadashboard.fda.gov/ora/api/index.htm
https://datadashboard.fda.gov/ora/notifications.htm
https://datadashboard.fda.gov/ora/contact.htm

(../cd/imprefusals.htm)

Imports

(../cd/impentry.htm)

Language Assistance Available: Espafiol
(https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish) | ZEE2HX
(https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese) | Tiéng Viét
(https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese) | er=0
(https://iwww.fda.gov/about-fda/about-website/language-assistance-services#korean) | Tagalog
(https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog) | Pycckuin
(https://www.fda.gov/about-fda/about-website/language-assistance-services#russian) | <z
(https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic) | Kreyol Ayisyen
(https://www.fda.gov/about-fda/about-website/language-assistance-services#creole) | Francais
(https://www.fda.gov/about-fda/about-website/language-assistance-services#french) | Polski
(https://www.fda.gov/about-fda/about-website/language-assistance-services#polish) | Portugués
(https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese) | Italiano
(https://www.fda.gov/about-fda/about-website/language-assistance-services#italian) | Deutsch
(https://www.fda.gov/about-fda/about-website/language-assistance-services#german) | H A58
(https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese) | 4
(https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi) | English
(https://www.fda.gov/about-fda/about-website/language-assistance-services#english)

Accessibility No FEAR Act
(https://www.fda.gov/about-fda/about- (https://www.fda.gov/about-fda/jobs-and-
website/internet-accessibility) training-fda/no-fear-act)
Careers Nondiscrimination
(https://www.fda.gov/about-fda/jobs-and- (https://www.fda.gov/about-fda/about-
training-fda) website/fda-nondiscrimination-notice)
FDA Basics Website Policies
(https://www.fda.gov/about- (https://www.fda.gov/about-fda/about-
fda/transparency/fda-basics) website/website-policies)
FOIA

(https://www.fda.gov/regulatory-
information/freedom-information)
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https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://datadashboard.fda.gov/ora/cd/imprefusals.htm
https://datadashboard.fda.gov/ora/cd/impentry.htm
https://www.fda.gov/about-fda/about-website/internet-accessibility
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies

Search Results

FEI Firm Name Physical Address Mailing Address
Number
SOLYSAL DE Adolfo Lopez Mateos 40el
3014274322 |COLIMA S.P.R DE  |Toreo, Cuauhtemoc, Colima Me, |d0!f0 Lopez Mateos 40el Toreo,
RL MX Cuauhtemoc, Colima Me, MX
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	ANÁLISIS SM_JUN20.es.en
	Separator_Page
	SM_NOV2020.es.en
	Separator_Page

	Sal Cuauhtémoc planta 01 
	FSVP_Supplier_Questionnaire
	colima_sea_salt_dieline_May_2021
	May 26 2021Colima Sea Salt dieline dummy
	Guidance-fo-Industry--Colored-Sea-Salt-PDF
	Guidance for Industry: Colored Sea Salt

	registro coespris salubridad
	AUDITORIA IN SITU
	REGISTRO FDA
	REGISTRO COFEPRIS FLEUR DE SEL
	riesgos sanitarios coespris
	FDA Dashboards - Firm:Supplier Evaluation Resources
	index.cfm




