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BE ‘APPROVED" - BE QUALIFIED
SESSION IV FOR THE EUROPEAN AND U5SA MARKETS

COMPLIANCE ASSESSMENT —
FOOD SAFETY STANDARDS APPLICATION
AND VERIFICATION

Ms Angeliki Katsapi, Managing Director
Swiss Approval Technische Bewertung
Certification and Technical Inspections’ Body




SWITZERLAND (Headquarters)

Via G. Corti 5, POLUS KOMPLEX, CH-6828 Balerna /
Ticino

Tel.: +41 (0)91 682 0540 / (0)91 682 92 92
www.swissapproval.ch

e-mail: info@swissapproval.ch

UNITED KINGDOM

483 Green Lanes, Suite 50, London, N13 4BS
Tel.: +44 330 330 9047
www.swissapproval.ch

e-mail: uk@swissapproval.ch

SOUTH EASTERN MEDITERRANEAN SEA (SEMS)
Arch. Makariou 2-4, Capital Center, Nicosia
Tel.: +357 22680004

www.swissapproval.ch

e-mail: cyprus@swissapproval.ch

GREECE

Trapezountos & D. Akrita, 192 00 Elefsina, GR
Tel.: +30 2105562130

www.swissapproval.ch - www.swissapproval.gr
e-mail: greece@swissapproval.ch

UNITED ARAB EMIRATES

QOasis Center, Office No.59, 3rd Floor,Dubai, UAE

Tel: +971 4 3193001 - P.0.Box: 120685,
www.swissapproval.ch - e-mail: uae@swissapproval.ch

e-mail:uae.academy@swissapproval.com

PHILIPPINES- ASEAN REGION

Kalayaan Avenue cor. Salamabca st. Bgy. Poblacion
Makati City. Philippines, Tel: +639 08 888 7880
www.swissapproval.ch e-

mail: philippines@swissapproval.ch

ITALY

MILANO AREA: Via Canova 8, 21052, Busto Arsizio (VA)
ROMA AREA: Via Ancona 21, 00198, Roma

Tel: +39 0331 63 66 01 - 338 9755 249 -
www.swissapproval.ch

e-mail: italy@swissapproval.ch

ALBANIA

Rruga Sami Frasheri, Nd. 19, H.8, 1019 Tirana
Tel.: +355 44 30 9515, +355 69 707 3002
www.swissapproval.ch

e-mail: albania@swissapproval.ch

SERBIA

Bulevar Vojvode Stepe 59, 21000 Novi Sad, Serbia

Tel.: +381 216447947

www.swissapproval.rs & www.swissapproval.ch

e-mail: info@swissapproval.rs & serbia@swissapproval.ch

KINGDOM OF JORDAN

1803 Amman, 11947, Jordan
Tel: +962795474668
WWWw.swissapproval.ch

e-mail: jordan@swissapproval.ch

PEOPLE'S REPUBLIC OF CHINA [PRC]

R 709, North Tower of Fortune 108 Plaza, No. 1839 Qixin RD,
Shanghai 201101, China. Tel: +86 021 609135 98
www.swisapproval.ch

e-mail: prc@swissapproval.ch

Contact Us

-

EGYPT

43 Masaken El Saudia st., El Sawah, Cairo,
Tel: +20 02 24 50 94 64
www.swissapproval.ch

e-mail: egypt@swissapproval.ch

KUWAIT

Ahmadi Indusltrial Area, Plots 63 & 84,
P.0.Box 24081, Safat, 13101, Kuwait
www.swissapproval.ch

e-mail: g8 @swissapproval.ch

PAKISTAN

310, 3RD Floor, Jilani Tower,

M. A. Jinnah Road, Karachi, 74000,
Tel: +92 321 22 86 582
www.swissapproval.ch

e-mail: pakistan@swissapproval.ch

KOSOVA

Rr. Garibaldi, H-1, 10000, Pristina
www.swissapproval.ch
e-mail:kosova@swissapproval.ch

USA

CHICAGO, 150 N. Michigan Av., Ste 2800,
IL60601Tel: +1 (312)291.4625
www.swissapproval.ch

e-mail: usa@swissapproval.ch
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- Industrial Third Party Inspections
- Notified Body (NoBo) Services — No 2221
- Management Systems Certification: ISO 17021 accredited
- Product Safety - ISO 17025 accredited
Laboratories Affiliated Network
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CERTIFICATION PROGRAMS FOR FOOD SAFETY
I1SO 22000 HACCP - COMPLIANCE AUDITS FOR FDA STANDARDS



Acidified Food categories

 Foods are classified as acid, low-acid or
acidified based on the natural acidity of the

product.
* Acid foods have a pH at or below 4.6.

* Low- acid foods have a pH above 4.6. Acidified
foods contain low-acid ingredients that have
food-grade acids or other acidic foods added
to them to lower the final equilibrium pH to
4.6 or below.



 What are the responsibilities of the processing
authority? First a processing authority must
establish thermal processes (21 CFR 113.83)

“...Without a properly established process, process control at the processor is useless. Establishing processes
requires among other things; 1) considerable knowledge about product characteristics and the effect of each
processor's equipment and procedures on those characteristics of importance to heat penetration; 2)
experience in conducting heat penetration, temperature distribution, thermal death time studies and other
scientific methods; and 3) the ability to determine through evaluation of data generated by these studies and
tests, that sufficient testing has been accomplished to identify all possible factors that could affect the heating
characteristics of the product and the safety of the final product...”

“.....A processing authority is responsible for the evaluation of processing deviations (21 CFR 113.89); to

determine whether a specific lot is, or is not, a potential danger to health. The decision is usually based only on
the review of processing and production records, which are presumed to be accurate...”

www.fda.gov



http://www.fda.gov

Documents Versus Real Quality




SWISS Swiss Approval
Process Authority service PLUS Field/

Onsite verification of Compliance

Audit Scope

provide evidence that a particular product within the Category of
Acidified Foods and /or Thermally Processed Low Acid Foods
complies with

* USA / Code of Federal Regulations:
i. CFR21114: Acidified Foods

ii. CFR 21 113: Thermally Processed Low- Acid Foods packaged in
Hermetically sealed Containers

e [SO22000 Food Safety Management standards
 GREEK-EU Laws/Directives for Food Safety
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Audit Check list

* Product & Process Characteristics check list

21 CFR 114/ 113 Check List

* Key Facts of Conformity according to FSMS (1ISO 22000:2005)
Check list

e —

\
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SWISS The Audit process

Stage 1 Audit:

Initial Assessment of the Food Producing Establishment based on its
ability to produce Safe Food

(IN ACCORDANCE with Ref. Requirements)

The Audit is performed using an extensive check list (Swiss Approval —
Process Authority control list)

e Positive findings, Areas of improvement, Non-Conformities /
Deviations are handed to the Customer via an Audit Report

* The Audit Outcome reflects the ability - or not- of a Food Canning
Establishment to produce safe products
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The Audit process

Stage 2 Audit:
Conducted on the production Lot that will be shipped to US.

 The Audit is performed using an extensive check list (Swiss
Approval-Registrar Approved)

* Findings and/or Non Conformities of Stage 1 Audit are assessed

 The Audit Outcome (Positive findings, Non-Conformities, etc)
and All needed information (check list) is handed to the
customer via an Audit Report

 The Audit Outcome reflects the ability - or not- of a specific
Product to be shipped to the US
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Audit Outcome

No. Unit/Department Positive findings
Site
1 Certification Firm is certified with BRC Global Standard: Food ver. 7 and IFS ver. 6 from TUV Nord
2 Sanitary condition Firm implements the appropriate sanitary conditions for this product category
3 Knowledge Firm has the appropriate knowledge and experience in the production of acidified foods
e Microbiological tests at the end of shelf life are available for a number of products that verifies suitability of
4 Verification

process conditions.

5 Production Visual instructions for operators observed at the shop floor

APPROVAL

NTERNATIONAL
Group of Companies
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Audit Outcome

No. Unit/Department Opportunities for improvement Rating
Site

To review the procedure of calibrating the pH meters following manufacturer’s
1 Production instructions and requirements of 21 CFR 114. Write simple instructions and make 1
them visible on the shop floor

2 Production To review document for writing down the calibration data (13A) 1
) An improvement in testing and documentation for water chlorination should be 2
3 Production implemented
. In code marking and in case of PL products, the manufacturer should be included.
4 Production 2

Consider using a code incorporated in LOT printing.

For work in progress products stored in the warehouse a “STOP” sign is used to
5 Production avoid improper handling. Consider adding some more information to the “STOP” 2
sign, like LOT and the reason to be held in the warehouse, for better handling

At production record No 8, critical limits (min and max values) as per scheduled
6 Production processes should be noted. Also include the recording of pasteurization belt 2
speed to provide a relevant recording of process time.

Integrate process source documents for xxx and ddd products with more
7 Production information on the target heat treatment offered to the product, not only at the 2
reference temperature (Fo).

Accelerated incubation tests are available for various products. Consider doing

8 QBT one for product to be shipped to US.

In process flow diagrams incorporate the places where pH measurement is
performed.

9 Quality Assurance
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Prerequmtes and Standards- Acquaintance

of Expertlse and Knowledge (In-house)

e Establishment of Continuous Internal Quality controls- Minimizing
risks of food safety

e Sustainable food process management — ensuring ALWAYS final
product quality

Achieving competence for Food Exports to the USA
Market — Trust to the Customer — Sales Effectiveness




Ms Angeliki Katsapi, Managing Director

Tel.: +30 6932339017
e-mail: katsapi@swissapproval.ch

SWISS APPROVAL TECHNISCHE BEWERTUNG
Trapezountos & D. Akrita, 192 00 Elefsina, GR

Tel.: +30 2105562130
www.swissapproval.ch -
WWW.swissapproval.gr

e-mail: info@swissapproval.ch
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