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Ministerial Ordinances etc. on Manufacturing

Management Standards and Information Sharing—1

General Hygiene Management
Targeted to all manufacturers of utensils or containers and packaging (UCP)

Provisional translation

Ordinance for Enforcement of the Food Sanitation Act (Ministry of Health and Welfare Ordinance No. 23 of
1948)

Article 66-5
(1) The standards specified in the MHLW Ordinance as provided by Article 50-3, paragraph (1) of the Act, concerning
matters indicated in Article 50-3, paragraph (1), item (i), shall be as follows:

(i) Necessary employees shall be placed, each work shall be set, and facilities and equipment shall be maintained
so that UCP are manufactured properly.

(i) Concerning maintenance of cleanness and health condition of the employees who are engaged in
manufacturing UCP (hereinafter referred to as “workers”), necessary management shall be conducted. In
addition, the workers shall be made to understand work procedures and matters required for hygiene
management and shall be made to conduct the work according to those procedures.

(iif) As necessary, facilities and working areas shall be of such structure that can prevent contamination by dust, dirt,
etc., taking into account intended uses of UCP, and shall be kept clean.

(iv) To keep working environment clean, cleaning and maintenance of facilities and equipment, and disposal of
wastes shall be conducted appropriately.

(v) Education and trainings shall be conducted for the persons who manage the manufacturing of UCP and
workers. Information and actions required to prevent the occurrence of food hygiene hazards shall be shared
between the persons involved.

(vi) Work procedures shall be prepared and matters required for hygiene management shall be specified. The
results of such actions shall be recorded and shall be retained in a manner that is promptly verifiable when
necessary.

(vii) Records on the purchase, use, and disposal of raw materials of UCP; and on manufacturing, storing, shipping,
and disposal of UCP shall be prepared. The records shall be retained taking into account the periods during
which the UCP are used or the period until foods or food additives contained or wrapped in the UCP are
consumed.
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Ministerial Ordinances etc. on Manufacturing

Management Standards and Information Sharing—2

Good Manufacturing Practice
Targeted to manufacturers of utensils or containers and packaging (UCP) subject to the Positive List
Provisional translation

Ordinance for Enforcement of the Food Sanitation Act (Ministry of Health and Welfare Ordinance No. 23 of
1948)

Article 66-5
(2) The standards specified in the MHLW Ordinance as provided by Article 50-3, paragraph (1) of the Act, concerning
matters indicated in Article 50-3, paragraph (1), item (ii) shall be as follows:

(i) Raw materials of the material categories specified in Article 1 of the Ordinance (hereinafter referred to as “raw
materials” in this and next articles) shall conform to the provisions of Article 18, paragraph (3) of the Act.

(i) In products designing of UCP, the products designed shall be confirmed to conform to the provisions of Article
18, paragraph (3) and their manufacturing process shall be confirmed to conform to specifications or standards
as provided by Article 18, paragraph (1).

(iif) As necessary, measures to prevent the occurrence of food hygiene hazards or the risks of occurring food
hygiene hazards shall be analyzed and factors to be controlled shall be identified.

(iv) For the factors to be controlled in the preceding item, manufacturing and control levels as well as control
methods required to prevent the occurrence of food hygiene hazards (hereinafter referred to as “control levels™)
shall be established and such factors shall be controlled appropriately.

(v) Raw materials and UCP shall be confirmed to meet the appropriate control levels.

(vi) For the raw materials or the UCP not meeting the appropriate control levels, the UCP collected before or after
shipment, and the UCP having risks to harm human health, the measures to be taken shall be prepared in
advance.

(vii) The raw materials or the UCP not meeting the appropriate control levels, the UCP collected before or after
shipment, and the UCP having risks to harm human health shall be handled with the methods as provided by
the preceding item.

(viii) As necessary, parts of raw materials used and the finished UCP shall be stored by the manufacturers.
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Ministerial Ordinances etc. on Manufacturing

Management Standards and Information Sharing—3

Provisional translation

Enforcement Notice (Namasyoku No. 1107-1, November 7, 2019)

Il. Matters on manufacturing management (Related to Article 66-5 of the Ordinance for Enforcement of the Food
Sanitation Act)

(1) The purport and the contents of the ministerial ordinances

|

1

1

|

|

1

1

|

|

i. The standards for manufacturing management of utensils or containers and packaging (UCP) specified in Article 66- :
5 have been established in accordance with the Guideline for Safety Assurance in the Manufacture etc. of Food :
Utensils, Containers, and Packaging (Namasyoku No. 0710-14, dated July 10, 2017). I

ii. The business operators who manufacture UCP shall manage manufacturing depending on the products handled :
and their intended uses. I

iii. The business operators subject to the said standards are those who manufacture utensils (including the parts) as :
well as those who manufacture containers and packaging as finished products directly delivered to the business I
the standards as well as the consignee.

iv. The business operators who manufacture UCP made from synthetic resin and the business operators who
manufacture UCP of other materials whose food- or food additive-contact surfaces are formed by a synthetic resin
layer are subject to Article 50-3, paragraph (1), item(1) of the Act (General Hygiene Management) and item (2)
(Good Manufacturing Practice). The business operators who manufacture UCP other than above are subject to only
item (1) (General Hygiene Management).

i. Handbooks prepared by the trade associations based on the Guideline, which are available at the MHLW'’s website,
are recommended as a reference.

ii. It is desirable that the measures for the UCP that were collected before or after shipment, specified in Article 66-5
paragraph (2), item(6) of the Ordinance for Enforcement, contain reporting the collection to public health centers. It
is also desirable that the business operators subject to only General Hygiene Management take such measures.

1
1
|
|
1
1
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|
1
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(2) Notes for the operation of manufacturing management :
1
1
|
|
1
1
|
|
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Ministerial Ordinances etc. on Manufacturing

Management Standards and Information Sharing—4
Information sharing on food utensils or containers and packaging (UCP)

Provisional translation

Ordinance for Enforcement of the Food Sanitation Act (Ministry of Health and Welfare Ordinance No. 23 of 1948)
Article 66-6

(1) A person who sells UCP made from the raw materials of the material categories specified in Article 1 of the Order for Enforcement
of the Food Sanitation Act or a person who manufactures or imports such UCP for the purpose of marketing shall, as provided by
Article 53, paragraph (1) of the Act, explain as specified in the following items to the other party who purchases such UCP:

(i) Information that is able to identify the UCP subject to the explanation and able to confirm that the UCP fall under Article 53,
paragraph (1), item (i) or (ii) of the Act* shall be conveyed.

(i) A system to convey information specified in the preceding item shall be developed. If the information specified in the preceding
item is changed, the revised information shall be conveyed immediately.

(2) A person who sells raw materials of UCP that are of the material categories specified in Article 1 of the Order for Enforcement of
the Food Sanitation Act and a person who manufactures or imports such raw materials for the purpose of marketing shall, as
provided by Article 53, paragraph (2) of the Act, endeavor to explain as specified in the following items:

(i) Information that is able to identify the raw material subject to the explanation and able to confirm that the UCP made from the
raw material fall under Article 53, paragraph (1), item (1) or (2) of the Act* shall be conveyed.

(i) A system to convey information specified in the preceding item shall be developed. If information specified in the preceding item
is changed, the revised information shall be conveyed immediately.

*Article 53 (Newly added) of the Act

(1) A person who sells UCP made from the raw materials of the material categories specified in the Cabinet Order as provided by
Article 18, paragraph (3) or a person who manufactures or imports such UCP for the purpose of marketing shall, specified in
the Ordinance of the Ministry of Health, Labour and Welfare, explain to the other party who purchases the UCP that such UCP
fall under either of the following items:

(i) For UCP made from raw materials of the material categories specified in the Cabinet Order as prescribed in Article 18,
paragraph (3), all the raw materials used conform to the standards established as provided by the same Article, paragraph
1); or

(i) The UCP have been processed in the manner as provided by the proviso of Article 18, paragraph (3).

Note: Article 53 comes into effect as Article 50-4 on the date specified in the Cabinet Order and the number of the Article will be changed to
53 on June 1, 2021.



Sk GEAAE B CIEHRIEEICET 244506

EITEA (SHTEIIA7E £A%1107FE18)

LN BHRIGIEICEAT S IE (TR AIEFE 6655 D 6B R)

L ESOBERUVAES

! | REXEI. BENIIBBREAEDY TSAFI—FBLIEERIGENVDETHAZELZIEEL.,

| ITNETNDREMITRUOFRBZZH L CGEYLERIGEFZTOICE,

: i BEXEROBRIGEEEELI-LDTHSZE,

L il BETARBIE. ROCTAITURMDEEHEDFERICETAHERTHOT. LT LLERYE
: DEHRTRENVETIILGNIE,

LV EBREEETSAEIFEREDLGVN, BEEXBICETLHFHROEHERITIEREFFICEY . FRMIC
| T LHFEREERTIDENHLL,

| vi B2 EROZNBERICE T2EHEEEZE. AWBEORERIIESE. R RKOMERIIRRE. £
! DI EFI18EEIIEDHRENESHFLEINIT AEEFDETHLARETHAIEEZALND L,

L Vil BEITHRAIE665D6IZHRET AERIEENDTRIE. SHAIEHDOBE N IBBAERVHOD

: MEOREXIBREAETHH>-TCERIIIHNYEMEICESRBIIEDBIA SN TS E
: NIFBRB[/AEZFHFT, EXFHATAIEEENRGEOMEFEAICHLTITOERIGETH DL L,



Ministerial Ordinances etc. on Manufacturing

Management Standards and Information Sharing-5

Provisional translation

Enforcement Notice (Namasyoku No. 1107-1, November 7, 2019)

[ll. Matters on information sharing (Related to Article 66-6 of the Ordinance for Enforcement of the Food Sanitation Act)
The purport and the contents of the ministerial ordinances

i. Each business operator should understand the necessity of information sharing through supply chains of utensils or
containers and packaging (UCP) and convey appropriate information with awareness of each position and role.

ii. The information sharing system specified in the ministerial ordinances has been established considering the
communication between business operators.

iv. The way to convey information has not been specifically stipulated. However, it is necessary to secure a means to
confirm it at a later date, for example, by business operators’ recording and storage of the information.

vi. Information usable to convey includes specifications upon executing a contract between business operators, quality
assurance certificates upon delivery, confirmation certificates issued by a trade association, and documents
supporting conformity to provisions of Article 18, paragraph (3).

vii. Information sharing specified in Article 66-6 of the Ordinance for Enforcement of the Food Sanitation Act is
communication carried out to the other party who purchases the finished products by the business operators who
market, manufacture, and import UCP made from synthetic resin or UCP made from other materials whose food- or

|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
: iii. The information is required just to confirm conformity to the PL and not required to disclose individual substances.
|
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I food additive-contact surfaces are formed as a synthetic resin layer.

|

10



