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1. General

PSPl

YA o= a Hd

HiZUC

mojg

Information

~

) Checklist for Foreign Establishment

=0|7] ?folf HAet

o2 B

Catogory

Factory name
Business registration (filing) no.
Business registration (filing)
@ date
General | Owner
information Address
Factory Tel No.
Fax No.
Website
[ ] Industrial complex
Location [] Agricultural and fishing
villages
[ ] Urban city [ ] Others
@ No. of years years
Facility Site area m*
information | Total building area m
Working area m*
Warehouse (storage) area m
Lab area m*
Building ownership [] owned [] rent
Total persons
Office personnel persons
® Analysis persons
Personnel | QC
information Management persons
Production Full-time persons
Temporary persons

02 oHRIMIZR&A
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-

O]

Name
Sanitation Tel No.
control
manager | E-mail
No. of products
Annual Production
production (kg, liter)
(for the
previous year) ~Amount $
® ] Major
Production countries
information

Export

To Korea ($)

To Korea (kg)

OEM sales volume

)

PB/PL sales volume

®)

2. Checklist for individual business types

A. Foods (foods, food additives, health functional foods)/fishery product
manufacturing businesses

Importer

Foreign

Name: Owner: (seal)
Address:

Tel. No.: e-mail

Name:

Owner: (seal) | Responsible manager: (seal)

Facility

Address:

Tel. No.:

e-mail




~

Evaluation Item m General m

External environment

1. Buildings and water sources such as underground water
shall be located at a place distant from contaminant-
generating facilities so that food products are not adversely
affected by livestock waste, sewage, chemicals and other
contaminants.

* This may not apply when buildings that are in an enclosed
system have air-handling systems or when measures
against potential contamination are provided.

2. Access to buildings where food products are handled shall
be restricted from unauthorized access.

3. Facilities to treat wastes or wastewater shall be located
separately from those for processing of food products.

Control of working areas

4. Working areas shall be located in an independent building
or shall be separated in a different room by walls or on
a different floor (hereinafter referred to as ‘separated’)
from facilities for purposes other than food manufacturing
or process areas (such as offices).

5. Working areas include raw material processing rooms,
manufacturing/processing rooms, packaging rooms,
storage rooms and other rooms needed for manufacturing
/processing food products and each of the areas shall be
separated or segregated by partitions, curtains or other
appropriate means (hereinafter referred to as ‘segregated’).
* This may not apply when it is deemed unnecessary to

separate or segregate owing to the automation of
production processes or others.

6. Entry door to working area shall be equipped with facilities
for cleaning, drying and disinfecting for personal hygiene

7. Floors in working areas shall have a water-resistant system
such as concrete flooring to facilitate drainage and prevent
cracks or stagnant water.

* This may not apply to the area where drainage is not
necessary owing to the special nature of facilities or
products.

8. Working area's internal structures, walls, ceilings, floors,
entry doors, windows and other related facilities shall be
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durable, corrosion-resistant and easy to be cleaned and
disinfected and shall be managed to prevent mold or
contaminants.

9. Standards for material flows and personnel flows shall be
established from the receipt of raw materials and
ingredients to distribution of products and the standards
shall be followed.

10. Lighting fixtures and windows in working areas shall have
protection devices to prevent potential contamination of
materials and products by falling materials or potential
dispersion of fragments, when they are broken.

11. The light intensity of each room in working areas (raw
material storage rooms, manufacturing/processing
rooms, packaging rooms, storage rooms and other
relevant places) shall not be less than 220 lux. For the
working areas where sorting and examination are
conducted, light intensity shall not be less than 540 lux.
* This may not apply to the automated facilities or any

facilities where food products are not handled.

12. A ventilation system shall be provided in order to remove
malodors, exhaust gases, vapors and other hazardous
gases generated in the working areas.

13. Working area’s interior side doors, windows, walls,
ceilings and others shall have no leakage and shall be
equipped with enclosed structures to protect against
extraneous contaminants, rainwater, pests, rodents or
other hazards.

14. Working area's entry doors, windows, drainage and other
relevant facilities shall have an appropriate pest control
system to prevent the invasion of insects and rodents.

15. Movement of pests and rodents in working areas and
storage rooms for raw materials and ingredients and
products shall be regularly monitored, and a corrective
action shall be taken when any deviation from the
relevant criteria is found.

16. Cleaning agents, disinfectants and other chemicals used
in working areas shall be handled and used only for
intended purposes.
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17.

Cleaning agents, disinfectants and other chemicals used
in working areas shall be stored and controlled in a
separated place from those for handling food products.

Facilities or equipment in contact with food, etc.

18.

Working areas shall have facilities or equipment to ensure
sufficient cleaning or disinfection of equipment,
machines, utensils, containers and other tools.

19.

Food-handling facilities, including equipment and utensils
used in the manufacturing/processing food products,
shall be maintained and controlled in a sanitary manner
at all times.

20.

Surfaces coming into direct contact with food products
shall be harmless to human health and made of sanitary,
water-resistant materials (such as stainless steel,
aluminum, FRP, and Teflon) that can be easily cleaned,
disinfected or pasteurized.

21.

Compressed air or other gases (such as nitrogen or carbon
dioxide) in direct contact with food shall be clean and free
from food safety hazards.

22.

Equipment and facilities in the working areas shall be
maintained without damage, malfunction, etc. to be
suitable for production.

23.

Freezing/refrigeration facilities shall maintain appropriate
temperature conditions (for refrigeration, 10C or below;
for freezing, =18C or below).

24.

Thermometers and temperature measurement instruments
shall be periodically calibrated and maintained.

Control of raw materials

25.

Quality of raw materials and ingredients (such as other
ingredients and packaging materials) used in the
manufacturing/processing food products shall be verified
through either a certificate for analysis or in—house
standards for in—housing materials. Periodic testing of the
materials shall be conducted and such records shall be
kept and maintained.

26.

Raw materials and ingredients (such as other ingredients
and packaging materials) used in the manufacturing/
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processing of food products shall be used according to
the principle of "First=In, First-Out". Records of incoming
and outgoing materials shall be documented and such
records shall be maintained.

27. Raw materials used to manufacture food products shall
be harmless to human health and suitable for human
consumption.

Control of the process of manufacturing/ processing food, etc.

28. Food-handling rooms (raw material storage rooms,
manufacturing/ processing, packaging rooms and others)
shall be maintained and controlled in a clean manner at
all times.

29. When using fragile materials (glass containers, plastics,
etc.), the materials shall be managed to prevent mixture
of foreign substances resulting from breakage.

30. Wooden tools, staplers, clips, tapes, etc. shall not be used

in areas where products or raw materials are exposed in
order to prevent mixture of foreign substances.

31. While manufacturing or processing food, etc., cross-—
contamination from pathogenic microorganisms caused
by workers, working tools, equipment and facilities shall
be prevented and controlled.

32. If processes required to prevent contamination by patho—
genic microorganisms (heat treatment, pasteurization/
sterilization, disinfection, etc.) are conducted in the
course of manufacturing/processing, the specified tem—
perature level, disinfectant concentration level and other
required conditions shall be applied.

33. Water, a mixture of water and alcohol, or carbon dioxide
shall be used for extraction in the manufacture of food
products.

* If any alternative standards are specified in the Korea
Food Additives Codes, such standards may be followed.

34. Frozen raw materials shall be thawed at a separate clean
area (place) in a sanitary manner.

35. After using gloves, aprons and other sanitary tools in
working areas, they shall be cleaned or pasteurized and
stored/maintained in a sanitary manner to prevent
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potential contamination of products.

36. All operations ranging from use of raw materials to
production of finished products shall be recorded and
such records shall be maintained in a manner where
production date, production volume, buyer information,
sales volume, and others for each product unit (such as
lot) are traceable.

Control of storage for products, etc.

37. Finished products and WIP (work-in—progress) products
shall be stored and maintained at a place separated by
line or other relevant means (hereinafter referred to as
‘separate’) from those for storage of raw materials and
other materials.

38. Raw materials and ingredients, finished products and WIP
products shall be stored off the floor or wall and
maintained/controlled in a sanitary manner to avoid
potential contamination.

39. If specific storage conditions are established for certain
products, they shall be stored at such established storage
conditions.

40. To prevent cross—contamination by allergens, raw
materials and products that contain allergens shall be
stored separately, and tools and equipment shall be used
only for designated purposes.

Water supply system

41. Water used in food manufacture/processing, food-
handling facilities, food-contact surfaces, utensils,
containers or washing hands shall be suitable for human
consumption.

42. If underground water is used in the manufacture of food
products, a pasteurization (disinfection) system shall be
provided to ensure sanitary treatment.

43. If underground water is used in manufacturing food
products, water quality shall be periodically examined at
least once a vyear and relevant records shall be
maintained.

44. \Water pipes shall be clearly abeled/identified so as to
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distinguish non—-potable water pipes from potable water
pipes and they shall not cross or be joined the pipes with
one another .

45. Water storage tanks used in the manufacture of food
products shall be designed to protect against extraneous
contaminants and the tanks shall have an appropriate
locking system.

46. Water storage tanks used for food production shall be
easy for cleaning and inspection and shall be made of
materials harmless to human health. The tanks shall be
periodically cleaned/disinfected and relevant records
shall be documented and maintained.

Product examination

47. Products (including WIP products) shall be examined by
either in—house laboratory or an external laboratory
accredited by the exporting country's government. (If the
manufacturing facility conducts in—house examinations of
products, there shall be a laboratory with human
resources, equipment, apparatus, reagents and so on)

48. Products (including WIP products) shall be examined
based on in-house specifications (When examinations
are outsourced to an external laboratory, a certificate for
analysis shall be kept and maintained). In such cases, the
in—house specifications shall satisfy regulatory speci—
fications.

49, If any risk information on products is found, an inspection
shall be performed and its results shall be recorded and
maintained.

50. Training on examinations shall be provided to laboratory
operators on a regular basis and relevant records shall
be maintained.

51. Analytical equipment and apparatus shall be periodically
calibrated. If such calibration is conducted by the
manufacturer, relevant results shall be documented and
maintained. If calibration is outsourced to an external
laboratory, relevant results shall be obtained and retained.

52. Any materials found as non-conformity resulting from
examination shall be clearly identified and follow—-up
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measures such as disposal of such materials shall be
taken and the results shall be documented and
maintained.

Personal hygiene and sanitation

53. Personnel engaged in handling food products shall wear
sanitary working garments, head covering and shoes
while working and maintain them in a sanitary manner.

b4. Personnel engaged in the manufacturing/processing of
food products shall not wear any earrings, watches,
necklets, rings, hairpins or other accessories.

55. Before operation, resuming operation, or returning to
operation, employees shall wash their hands with water
and change their clothing into sanitary clothing or
equipment to start their work.

56. When working areas are classified for respective purposes
(into such as general area, clean area), employees
assigned to each area shall work within their designated
area and cross—working between different areas shall not
be allowed. If employees move to another area, sanitation
measures such as changing sanitation equipment (e.g.,
sanitary clothes) shall be taken.

57. The standards for disease control such as medical
check-up shall be established and implemented for all
employees engaged in handling food products.

58. Any person suspected of having transmissible diseases
or infectious diseases, such as diarrhea, and who has
injuries or lesions on arms or any open body parts shall
not be allowed to perform operations.

59. Business operators shall establish a periodic sanitation
training plan, provide the training to employees and
maintain relevant training records.

Other facilities

60. Flush—type toilets with a sewage treatment tank shall be
provided in locations not affecting the working areas.

* This may not apply, if there are any toilets nearby which
can be conveniently used.

61. Toilets shall be treated with concrete or other appropriate
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materials to ensure water-resistance and their floors and
walls (to the extent of 1.5 meter from the floor) shall be
finished with tiles or water-resistant paints.

62. Toilets shall have a hand-washing facility to ensure
sanitation control.

63. Toilets shall have separate ventilation systems to ensure
that the air is expelled to the outside.

ETC

64. Locker rooms shall be separately placed near the working
areas.

65. Locker rooms shall have a ventilation system which
enables air circulation.

66. Locker rooms shall provide containers for separate
storage of clothes, shoes and other personal equipment
for individual workers and shall be designed to keep the
street clothes (including shoes) separated from sanitary
clothes (including shoes) in order to avoid cross—
contamination.

67. A program describing methods/procedures for the
withdrawal of non-conforming products or returned
products shall be established and followed. Related
actions and results shall be recorded and the records shall
be maintained.

68. In order to assure appropriate product recall, records
describing the production site/date, production line and
other relevant information shall be kept and maintained
to facilitate identification or verification of causes of
non—conformity.

69. Appropriate methods, such as code identification or lot
system, shall be employed to assure trace information
on non- conforming products.

70. Any non-conforming products (finished products, WIP
products and raw materials and ingredients) and returned
products shall be clearly identified as such and
stored/handled in isolated areas.

71. Records on customer complaints relating to any
distributed or sold products shall be maintained.
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72. Containers for waste disposal shall be designed to be fully
enclosed in order to prevent leakage and odors.

73. Wastes shall be disposed of in compliance a waste control
plan and relevant records shall be maintained.

74. While shipping, food products and livestock products shall
be distinguished from non-food/livestock products so as
to avoid potential cross—contamination, and equipment
and other tools used for shipping shall be kept clean.

75. Vehicles used to ship food products shall have a system
to maintain appropriate storage conditions (freezing or
refrigerating conditions) of the products.

Final result {Description of violations and

Overall ., corrective actions required)
Percentage %o

evaluation

No. of “failed(X)” major items

[0 Date of inspection

O Inspectors

Organization Position (Title) Name (seal)
Organization Position (Title) Name (seal)
Organization Position (Title) Name (seal)

(How to determine Final Result)

@ Converting items into a percentage: The percentage of "Compliant (O)" items is
calculated; a) "Compliant”, when the percentage is greater than or equal to 85%,
b) "Corrective action required”, when it is less than 85% and greater than or equal
to 70%, and c¢) "Non-compliant’, when it is less than 70%.

@ No. of "failed" major items: Items highlighted in bold correspond to major ones. If
even a single major item is identified as "X (Non-compliant)”, the final result shall
be "Non-compliant".

® Final result: If "Non-compliant” is concluded in either of @M or @, then the final result
shall be "Non-compliant”.
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