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1. Chemical regulations in Vietnam

Vietnam Chemical Agency (Vinachemia) - Ministry of Industry and Trade
(MOIT) is the main competent authority in chemical management

Authorities

Main roles

Ministry of Industry

and Trade (MOIT)-
Vietnam Chemical Agency
(Vinachemia)

An organization plays central role in chemical regulations, including the
Law on Chemicals and its subordinate legislations, responsible for
production, import, export, trading; management of chemical accidents,
existing chemical lists and new chemical substances.

Ministry of Natural
Resources & Environment
(MONRE)

An organization plays central role in measures for environmental problems.

Relating to chemicals, MONRE is in charge of environmental accidents,
environmental pollution, Stockholm Convention, and currently preparing

a draft regulation for PRTR.

Ministry of Public Health
(MOH)

An organization manages pharmaceuticals and food safety. Relating to
chemicals, MOH is in charge of management of insecticidal and
disinfectant chemicals and preparations for household and medical use;
and responsible for regulations on chemical exposure at workplace.

Ministry of Labor, Invalids
and Social Affairs
(MOLISA)

An organization manages all labor-related field, including labor,
occupational safety and health. Relating to chemicals, MOLISA is currently
preparing technical standards on labor, occupational safety and health
in using of hazardous substances.
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1. Chemical regulations in Vietnam

Chemical

A substance (an element / a compound) or a mixture which is exploited or created by humans from
natural or artificial raw materials.

Chemical production

An act of producing chemicals through chemical reactions or biochemical or physiochemical
processes such as extraction, concentration, dilution and mixture and other physiochemical processes

Chemical trade

Sale, export and import of chemicals to provide chemicals on the market for profitable purposes.

New chemical

A chemical not yet listed in the National Chemical Inventory (NCI) or foreign chemical inventories
recognized by Vietnamese competent state agencies

Chemical regulations in Vietnam target on substances and mixtures, not much on chemical products ‘

Source: Law on Chemicals 06/2007/QH12
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1. Chemical regulations in Vietnam

. The most basic law on chemical management, regulates
Law on Chemicals 06/2007/QH12 on production/trading/use, chemical safety, chemical
information and responsibilities of competent authorities

Detailed regulations for various chemical lists
Decree 113/2017/ND-CP on licenses, classification, plans/measures for

On guidelines for implementation of certain articles chemical incident, safety training, declaration, etc.

of the Law on chemicals
= Under amendment

Forms and guidelines of labeling,
Circular 32/2017/TT-BCT MSDS, declaration, reports, license
On guidelines for implementation of certain articles of application, plans/measures, etc.
the Law on chemicals and Decree 113/2017/ND-CP

= Under amendment
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1. Chemical regulations in Vietham \

) ChemicalList | ____ || Reference ________ | Requirements  _____________________| 3
| | Conditional industrial Decree 113/2017/ND-CP | « Certificates for production and trading of conditiN i
| | chemicals Appendix | industrial chemicals .
| | Restricted industrial chemicals | Decree 113/2017/ND-CP | « Licenses for production and trading of restricted i
! Appendix Il industrial chemicals H
! » Management of invoices related to sale and purchase | !
1 3 g 2 3 !
i of restricted industrial chemicals !
N e e e e e et e e W e N e e e o e e e Y ] o o e e e Y e N e e e N e e Y e e N e N e e N -

Prohibited chemicals Decree 113/2017/ND-CP | « Licenses from Prime Minister for some special

Appendix Il purpose (authorized to minister of MOIT)
Hazardous chemicals requiring | Decree 113/2017/ND-CP | « Licenses for Plan from MOIT
incident prevention and Appendix [V * Self-approved Measure by company
responseplan | ________________ | _____________________________ _

1
! Declared chemicals Decree 113/2017/ND-CP | « Declaration on National Single Window before E
I Appendix V custom clearance 1
Lo o e e e o e e e e e e e e e e e e e e e e -l

Hazardous chemicals Law on chemicals *» Material data sheet (SDS)

Article 4

Toxic chemicals Law on chemicals * Purchasing control paper
N R X Article4 |\ ] -
1
) Industrial Precursors Decree 73/2018/ND-CP * License for import / export from Minister of MOIT..._ i )
I Appendix | * Logbook for recording the industrial precursor g¥ s ' | ) {
' chemical production K% A ": N1




1. Chemical regulations in Vietnam

Minor

Hazardous chemicals

a/ Explosive;

b/ Strongly oxidative;
¢/ Strongly corrosive;
d/ Flammable;

dd/ Acutely toxic;

e/ Chronically toxic;

g/ Causing irritation to humans;

h/ Causin
th/reats ofgc

i/ Causing genetic mutation;

cancer or posing
ausing cancer;

k/ Reproductively toxic;
I/ Bio-accumulative;

rganically polluting and
hargtg decay; yP &

n/ Environmentally toxic.

Major
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1. Chemical regulations in Vietham
Vietnam National Chemical
Inventory (N' _ Outsides are regarded
-~ as New chemicals
|I-Restricted
chemicals
(217)
Toxic
chemicals
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2. Amendment of Decree 113/2017/ND-CP

Amended and Supplemented Points = (-------ceeoeooomoocooooocooAco-

| ! Weapon Convention will be added to the lis

of prohibited chemicals

A.|Supp|ementation of prohibited chemicals L

B. |Supp|ementation of restricted chemicals |—>u' _________________________________
1 The following 6 substances subject to

C.|Chem|cals requiring special control at importation |_ j sieelduel ComyEmin tl be ek i iz
1 list of restricted chemicals

D. Exemption types of product not covered by Decree 113 * Hexabromocyclododecane

e Chlordecone

E. Exemption cases of concentration limit value « Pentachlorobenzene (PeCB)

T

1
1
1
1
1
1
1
1
1
. . . I« Polychlorinated naphthalene (PCN
Determination of expiration for licenses - 4 . (b
1
1
1
1
1
1
{

F.
» Decabromodiphenyl ether (DBDE) Persistant Organic
G. Extension of deadline for annual chemical report * Perfluorooctanoic acid (PFOA) and  pollutants (POPs)
its salts .
1
H. Revision of GHS classification categories oo errorTor T T s ’

__________________________________

* Nitrous oxide (N,O)
» Cyanide (CN-)

.
1

Pratical exercises of chemical accident prevention and —>i
response measures/plans !
1

2. Amendment of Decree 113/2017/ND-CP

D. Exemption types of chemical product not covered by Decree 113
(Amended at Decree 17/2020/ND-CP)

= Pharmaceuticals; germicidal and insecticidal preparations; cosmetics;

= Feeds; veterinary drugs; agrochemicals; organic fertilizers, biofertilizers,
chemical fertilizers that are mixed fertilizers, organic mineral fertilizers, bio-
mineral fertilizers; products used for preservation and processing of
agricultural products, forestry products, fishery products and foods;

= Radioactive substances; building materials; paints, printing ink;
= Household adhesives and cleaning products;

= Gasoline, oil; condensate and naphta used for gasoline and oil processing.

= Not requiring certificates/licenses of production and trading for
conditional/restricted chemicals; or import declaration

e
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2. Amendment of Decree 113/2017/ND-CP

E. Exemption cases of concentration limit value

Hazardous chemical mixtures include component substances with the

content below than 0.1% in the following list:

- Appendix I: List of conditional chemicals; or
- Appendix lI: List of restricted chemicals; or

- Appendix V: List of declared chemicals

= Not requiring certificates/licenses of production and trading for

conditional/restricted chemicals; or import declaration

L
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2. Amendment of Decree 113/2017/ND-CP

Other amendment points

Amended Points Contents
F. Application of expiration for Licenses for production and trading of
licenses restricted industrial chemicals

No expiration = Expiration of 5 years
G. Extension of deadline for annual | January 15t = February 15t

chemical report (report on National Chemical Database:
chemicaldata.gov.vn)

H. Revision of GHS classification Table of main categories are mixed by

categories GHS from Rev. 2 (2007) to Rev. 7 (2017)
= Main categories of GHS Rev. 2 (2007)

|. Pratical exercises of chemical Organize practical exercises annually with

accident prevention and response attendance of specialized authorities
measures/plan

L
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3. New regulations on POP substances

Decree 08/2022/ND-CP (Article 38-41)

1. Hexabromodiphenyl ether (HBDE)

2. Tetrabromodiphenyl ether,
pentabromodiphanyl ether (PBDE)

3. Perfluorooctan Ifoni@acid
(PFOS), Perfluorooctanésulfonyl
fluoride (PFOSF)

4. Hexabromocyclododecane
(HBC

5. Polychlorinated naphthalene (PCN)

6. Béﬁbrotrﬂ'nated diphenyl ether

o' E)

7. Shaert chain chlorinated paraffins
(SCCP)

8. Perfluorooctanoic acid (PFOA), and
PFOA related compounds

Production, Use, Import
Apply for exemption registration to MONRE

Exemption registration for use of POPs required the following
information:
» Name, CAS RN, HS code of POPs
* Planned use amount per year
* Use purpose and method
* Environmental protection requirements (storage warehouse,
fire prevention, waste treatment, etc.)

For import of POPs: The approval notice of exemption registration
by the authority must be presented during customs clearance.
Additionally, the quantity and name of POPs per Lot must be
reported to MONRE and General Department of Vietnam Customs.

Producers and Importers of POPs are required

to conduct conformity assessment of POPs

Labeling

Comply with Environmental Technical Standard for permissible
amount of POPs in raw materials, fuels, products and equipment.

New National technical standard (QCVN) is

under development
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3. New regulations on POP substances

Draft of National Technical Standard (QCVN) Draft of Decree amending and supplementing
Regulatory name | for permissible concentration of POPs in raw Decree 113/2017/ND-CP  on  guidelines  for

materials, fuels, products and equipments.

* Hexabromodiphenyl ether (HBDE)

* Tetrabromodiphenyl ether,
Pentabromodiphenyl! ether (PBDE)

* Perfluorooctanesulfonic acid (PFOS),
Regulated Perfluorooctanesulfony! fluoride (PFOSF)

substances * Hexabromocyclododecane (HBCDD)
* Decabrominated diphenyl ether (DBDE)
* Short chain chlorinated paraffins (SCCP)

* Perfluorooctanoic acid (PFOA), and PFOA
related compounds

Concentration Concentration limits are specifically applied to The substance which content in the mixture is equal to

limit each substance

Businesses that import, produce, trade or use The above 6 substances are designated as
Requirements raw materials, fuels, products, equipment  "Restricted Chemicals" and required a license for
containing POPs are required to apply MONRE. | production/trading approved by MOIT. eﬂ

implementation of Law on chemicals

The following substances are added to the list of
restricted chemicals.
* Hexabromocyclododecane

* Chlordecone

* Pentachlorobenzene (PeCB)

* Polychlorinated naphthalene (PCN)

+ Decabrominated diphenyl ether (DBDE)

« Perfluorooctanoic acid (PFOA) and its salts

XHBCDD, PBDE, PFOS, SCCP are already in the list of
restricted chemicals.

or more than 0.1% will be subject to this regulation.

14
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4. Updates on National Chemical Inventory

® Overall list of existing chemical substances in Vietnam

® In 2012, Prime minister approved Decision 768/QD-TTg on plan for compilation of national
chemical inventory (NCI) and national chemical database (NCDBS)

{7}  HE THONG CO SO DU LIEU HOA CHAT QUOC GIA

e nowa crmen, samessesreT Documents need for nomination in NCI
A B Ll Q
e — Chemical name (IUPAQC)
CAS number

A ok NG T 0wt
e miog

Safety Data Sheet (SDS)

Documents approved that the chemicals
are being used in Vietnam (purchase
contract, import invoices, etc.)

-

4. Updates on National Chemical Inventory

The system has been opened 5 times since 2016 Sep

1st Draft : Dec, 2015 >3,000 substances
2nd Draft : Dec, 2016 >5,000 substances
' Dec, 2018: Official
3rd Draft : Mar, 2017 >30,000 substances announcement of NCDBS

. Not all of substances in the Draft are
4th Draft : June, 2020 >41,000 substances "approved”

v 3 status of applied substances

> Lack of evidence;

| s"orart:apri 2021 >52,000 substances | 4 |[FES IR L

(5th Opening of the NCI system: Oct 16th, 2020 ~ Apr 15th, 2021)
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4. Updates on National Chemical Inventory
Status of Vietham NCI (Present)

— Chua cb bing chirng DA co bling chimg = Du tho NCI

L] 10000 20000 30000 40000
Sé liéu hién tai
Total 41 ) 873 su bsta nces Téng: 41673, Trong 6: [Jf] chua cb bing ohing: 25761 [ G bing onirng: 3722 [ 0w thio not: 12350
(updated June 20, 2022)

B Lack of evidences [ ] Under examination [I] Approved in draft NCI
(25,761) (3,722) (12,399)

50000

e
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4. Updates on National Chemical Inventory

Draft regulations on management of new chemicals

“New chemical substance”

A chemical substance not yet listed in the national chemical inventory (NCI) or foreign
chemical inventories recognized by Vietnamese competent state agencies

“Foreign chemical substance”

A chemical substance not yet listed in the nation chemical inventory (NCI) but already listed in
foreign chemical inventories recognized by Vietnamese competent state agencies

Basic regulations

Before distribution (including import) and use of new chemical substances in Vietnam, it is
essential to obtain "New Chemical Substance Registration Approval Form" issued by the
competent authority through a management procedure.

e
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4. Updates on National Chemical Inventory

Draft of Decree on management of new chemicals

New chemical i Controlled

T — Application Examination Approval — > — ! 3
Evaluation report i B VRS : Addltlon
for new chemical Vi dard LAB ! Y 1 into NCl
e ietnam-standar ! !

OECD-approved LAB ' !
: i | Evaluation OR
; ; i : Prohibition

Fansle 0 dnsnnil —> Application —> Examination —> Approval —+——» Controlled "

substance ' substance |
Evaluation report 0 | @

H 2 years I .
of other country (" At least from lists of | ' Collection
2 other countries . L _and
---------------- disposal

Import, production, trading, storage,
use of controlled substances must

be complied with current regulations.
Annual report is also required. *
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4. Updates on National Chemical Inventory

Exemption cases for registration of new chemical substances

+ For national purpose (security, national defense, response to disasters or
emergencies, etc.)

What is the acceptable
* Volume per one-time import is small quantity/volume?

* Production volume is small

+ Ingredients extracted from natural products /jOnly impurities ?
 Impurities in the mixture is less than 1% What about intentional additives ?

+ Chemical materials for production of medicines, pesticides, insecticides, etc. that are
permitted for distribution in Vietnam

* Polymers
The exemption rules for polymers are
based on the EU regulations?

e
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5. Future development of chemical compliance

Problems of current requlations

Lack of clear definitions of “chemical substances” and
“product”.

Limitation in chemical management in various lists of
chemical substance. There are lists are excess or
deficient, many lists overlap to each other.

Functions of various authorities are duplicated,
difficult to clarify responsibilities, particularly on
management of dual-use chemicals.

No emphasis on chemical security related to
management of dual-use chemicals for the ban on the
production of chemical weapons.

No guidance on safety of production, trading, use,
storage transportation and distance of chemicals.

Definition

l “
<

Dual-use chemicals

CHEMICAL
STORAGE
AREA

Chemical safety

e
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5. Future development of chemical compliance

Amendment of Law on Chemicals

O Completion of the National Chemical Inventory (NCI)

a
a

a

Life cycle management of chemical substances

Chemical safety
o To enact technical standards for chemical safety

Application of evaluation of chemical risk

Management of chemical substances in products
o To regulate the content of chemicals in products
o To ban specific chemical substances

o To apply evaluation of chemical risk for products

Development of chemical industry

Management of dual-use chemical substances

e
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Contact us for global regulatory services

@ in M .

https://gpcgateway.com/ Global Product Compliance (GPC) compliance@gpcregulatory.com +46 46 2114615

IDEON, Beta 5, Scheelevagen 17, 22363
LUND, SWEDEN
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