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To: The Cosmetic Management Division,

Drug Administration Department,

Ministry of Health of the Socialist Republic of Viet Nam
N

\\/
Th@\Embassy of the United Kingdom of Great Britain and Northern Ireland presents its
‘&)mpllments to the Cosmetic Management Division, Drug Administration Department, Ministry of

Health of the Socialist Republic of Viet Nam.

In response to Note No. 3886 /QDL-MP concerning Viet Nam's position on the requirements for
a Certificate of Free Sale (CFS) for cosmetics produced abroad within the Draft Decree on
Cosmetics Management, and the exemptions listed under paragraph 11.2, the United Kingdom
would like to thank colleagues within the Drug Administration of Viet Nam for your continued
engagement on the draft Decree on Cosmetics Management (WTO notification code
G/TBT/N/VNM/349).

The UK remains concerned that the conditions for an exemption from the requirement to provide
a CFS remain in conflict with paragraphs 18 and 19 of Annex 8-D (Cosmetics) of the CPTPP TBT
chapter.

The UK reiterates its concerns regarding the application of the exemptions listed in paragraph
11.2 of the Decree on Cosmetics Management that have been raised in previous correspondence.
Our position remains that both a CFS and the alternative documentation noted in 11.2 of the Draft
Decree fulfil the same purpose and impose a similar administrative burden on exporters. As a
result of this, despite CPTPP membership, the administrative burden placed on UK cosmetics
companies looking to export to Viet Nam has not been meaningfully reduced by the provisions of
CPTPP Annex 8-D. In particular, the UK'’s position is that Viet Nam’s documentation requirements
are incompatible with its CPTPP obligations. The UK takes this position for reasons that include
the following:

1. Viet Nam is not permitted by paragraph 18 of Annex 8-D to demand a Certificate of
Free Sale;
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2. The alternative forms of documentation permitted by Viet Nam in place of a Certificate
of Free Sale are not substantively different to a CFS, and thus is contrary to paragraph
19 of Annex 8-D.

S

As per Note No. 3886 IQDL‘-MP Viet Nam applies the principles of paragraph 18 of Annex 8-D
CPTPP by requiring Ie._gﬁi’sed proof of circulation from CPTPP countries, instead of requiring a
CFS. In particular, V%t Nam in its letter affirms that it is entitled to demand documentation
because’ paragragh 18 of Annex 8-D: Allows Parties (such as Viet Nam) to accept prior marketing
authorisation issued by another Party’s regulatory authority as evidence that a cosmetic product

meets the |mport|ng Party’s requirements”.

The texgiﬁf paragraph 18 indeed confirms that it “does not prohibit a Party from accepting a prior
marl@&ihg authorisation issued by another regulatory authority as evidence that a product may
megﬁ its own requirements”. The UK considers this to mean that a Party has the option of
"Qcceptmg such authorisation: it does not allow CPTPP parties to demand such authorisation of
others. We therefore consider that Viet Nam has conflated a power to accept with a right to
demand. As such, Viet Nam’s requirement that an exporting CPTPP member submit legal
documents to Viet Nam proving the product is allowed to circulate in the exporting country, has
no textual basis. The UK remains of the view that Viet Nam is in breach of its CPTPP obligations

as a result of this requirement.

Additionally, Note No. 3886 /QDL-MP states that Viet Nam’s draft and current regulations comply
with the obligations within paragraph 19 of Annex 8-D by not making CFS a prerequisite for market

access.

While the Decree on Cosmetics Management stipulates that a CFS will not be required if the
exemptions provided by paragraph 11.2 can be met, the UK considers that the requirement to
submit legal documents proving the product is allowed to circulate in the exporting country is not
distinct from a requirement to provide a CFS. While different in name, the requirements are
fundamentally identical and fulfi the same purpose. The requirement for alternative
documentation therefore conflicts with the principles of paragraph 19 of Annex 8-D because Viet
Nam still requires CPTPP members to provide documentation akin to a CFS as a condition of

market access.

Finally, paragraphs 11.1 and 11.2 of the Draft Decree draw a distinction between whether a
cosmetic product is ‘produced’ in a member country, or ‘exported’ by a member country. This
indicates that Viet Nam is content to apply concessions based on whether the goods are exported
from, or manufactured in, a CPTPP member. The UK would therefore be grateful if Viet Nam
could explain in further detail its rationale for applying a full exemption only to cosmetic goods

produced in CPTPP member countries.
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Consequently, the NK Government's preferred resolution remains that cosmetics exports should

not be subject tQ\CFS requirements, irrespective of their country of manufacture or origin. This
position is fujd aligned with the CPTPP's provisions.

We remgm appreciative of your cooperation on this issue to date, and ask for Viet Nam’s
contmued engagement with the UK to find a solution that is consistent with the requirements of
An@éx 8-D, while protecting the rights of Vietnamese consumers.

§

"E‘Iease contact Ms Nguyen Lan Nhi (mobile: 098 384 1907, email: Nguyen.lannhi@fcdo.gov.uk)

who will be the primary contact if you have any query about the above notification.

The Embassy of the United Kingdom of Great Britain and Northern Ireland avails itself of this
opportunity to renew to the Cosmetic Management Division, Drug Administration Department,
Ministry of Health the assurances of its highest consideration.

BRITISH EMBASSY HANOl

12 February 2026
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th@’Embassy of the United States of America in Vietnam presents its
complime\[ﬁs to the Ministry of Health of the Socialist Republic of Vietnam and
takes té, -opportunity to express appreciation for our collaboration on important

regional and bilateral priorities, including trade and investment.
0\.0\

&

In the spirit of our Comprehensive Strategic Partnership (CSP), the
Embassy of the United States of America brings to the attention of Minister Dao
Hdng Lan, the enclosed letter delivered by the Personal Care Products Council
(PCPC) on February 13, 2026, describing observations and comments on selected
provisions of the Draft Decree onthe Management of Cosmetics. The Embassy of

the United States of America respectfully asks for your due consideration of this

letter and its contents.

The points of contact at the Embassy are Mr. Justin Pena, Commercial
Officer, and Ms. Thly Nguy&n, Commercial Assistant, mobile: 0328-941-331,

email: Thuy.Nguyen@trade.gov.

The Embassy of the United States of America in Vietnam avails itself
of this opportunity to renew to the Ministry of Health of the Socialist Republic of

Vietnam the assurances of its highest consideration.

DIPLOMATIC NOTE




Embassy of the United St@,tes of America,
&

Hanoi, Februamﬁ%, 2026
(\/

& 5 ’&§>Q>
e Mr. Vﬁ@é’n Cudng, Director General, Drug Administration of Vietnam,
Minjgr\if of Health
° Mg}béng Quang Tén, Director General, Department of International
@operation, Ministry of Health
\b/Mr. Lé Chi Diling, Director General, Americas Department, Ministry of

Q@' Foreign Affairs
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nude Cgﬁg hoa xd hdi chll nghia Viét Nam va nhan co hdi nay bay to sy danh gid
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ca‘o@l quan hé hop tac gilra hai nuwdc ching ta nham thidc day céac sdng kién quan
X _ .
(t@'ng trong khu vire cling nhu song phuong, bao gom ¢a linh vyc thuong mai va

S
Ydau tu.

Trén tinh thén cla méi quan hé Bai tac Chién luge Toan dién, Dai st quan
Hop ching quéc Hoa Ky kinh mong B6 trudng Dao Hong Lan lwu tdm- téi bire thu
dinh kém cta Hai dong San phidm Chim séc C4 nhan (PCPC) d& ngay 13 thang 2
nim 2026, néu lén cac quan sat va nhan xét v& mét sé didu clia Dy thao Nghi dinh
quy dinh vé quén ly my phdm. Dai st quan Hoa Ky tran trong dé nghi Ba B trudng

xem xét va cdn nhdc ki ludng ndi dung clia 1 thu nay.

Dau mai lién hé cla Dai s& quén Hoa Ky 13 Ong Justin Pena, Tuy vién Thuong
mai, va Ba Thay Nguyén, Tro ly Thuong mai, SOT: 0328-941-331, email:

Thuy. N.guv'en@trade.gov

Nhén dip nay, Dai st quan Hop chiing qudc Hoa Ky tran trong gdi 101 ¢cdm on

va déanh.gi cao sy hd tro clia BO Y té& nwac Cong hoa x& héi chli nghia Viét Nam.
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Personal Care
Products Council

&

Friday, February 13, 2952%

0‘2‘)
Minister Pao Hc‘")ng\-fpgn
Ministry of Heal&‘-ﬁocialist Republic of Vietnam
No 138A Gian&, o St - Ba Dinh Dist - Ha Noi City

& 5
Dear Minister Bao Hong Lan:

The Perspnal Care Products Council (PCPC) represents more than 600 companies, including
global and U.S.-based manufacturers and distributors of finished products, as well as suppliers of
in @ients, raw materials, packaging, and related services used in the production and marketing
ofipersonal care products. PCPC advises and represents its members on legal, regulatory,

sscientific, and international trade issues affecting the industry worldwide. We work closely with
members to develop technical guidance and best practices and to build consensus on key policy
issues.

PCPC appreciates the Government of Vietnam’s continued engagement with stakeholders and its
efforts to strengthen the regulatory framework for cosmetic products in support of consumer
safety and public health. We respectfully submit the following high-level observations on
selected provisions of the Draft Decree. These comments are intended to support Vietnam’s
regulatory objectives while advancing alignment with ASEAN and international best practices,
improving regulatory efficiency, and ensuring continued consumer access to safe and innovative
cosmetic products.

Product Information File and Group 2 Products (Article 32)

The requirement to submit partial or expanded Product Information File (PIF) dossiers for
Group 2 products introduces a de facto pre-market review that exceeds the framework
established under the ASEAN Cosmetic Directive.

Global cosmetic regulatory best practice is clear: the Product Information File is maintained at
the company level and made available to authorities upon request, particularly in cases involving
a serious adverse event or compliance concern.

Mandating submission at the time of registration shifts cosmetics toward a pre-approval model,

risks overburdening regulatory authorities, delays market access, and unnecessarily exposes
confidential business information, all without demonstrable added benefit to consumer safety.

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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Fragrance Composmﬁw Disclosure (Article 9)
The draft requireme disclose fragrance composition in a manner that is not aligned with

ASEAN or global p?%ctace raises serious concerns. Fragrance formulations are complex and
propnetary, and r@gulatory systems worldwide allow fragrances to be listed as “fragrance” or

“parfum,” withdllergen labeling where appropriate. A Vietnam-specific disclosure obligation
would be unigue globally, weaken intellectual property protection, and create a barrier to market
entry witlg\hf'improving safety outcomes.

Requi Aent to Include CAS Numbers (Article 9(2)(b))
PCPg pecommends removing the requirement to include CAS numbers for identified ingredients
in {l% cosmetic notification dossier. This requirement is not consistent with the ASEAN
smetic Directive, which relies on INCI names as the globally recognized standard for
4cosmetic ingredient identification. INCI nomenclature is specifically designed for cosmetic
ingredients and is widely used by regulators to support safety assessments, compliance
monitoring, and international alignment.

CAS numbers are not applicable to many cosmetic ingredients, particularly complex substances,
botanical extracts, natural mixtures, and ingredients with variable composition. In many cases, a
single CAS number does not exist or does not accurately reflect the ingredient used in a cosmetic
formulation. As a result, requiring CAS numbers does not enhance consumer safety or regulatory
oversight and may instead lead to incomplete or misleading information in notification dossiers.
Mandating CAS numbers would create unnecessary administrative burdens, introduce practical
implementation challenges for industry, and move Vietnam away from ASEAN-aligned practice
without delivering additional regulatory value. Maintaining INCI names as the primary
ingredient identifier is sufficient to meet regulatory objectives and supports continued regional
harmonization and efficient market access.

GMP Certificate and Certificate of Free Sale at Notification (Article 5)

Requiring submission of GMP certificates and Certificates of Free Sale at the time of product
notification duplicates existing ASEAN-aligned controls and places unnecessary administrative
burdens on both regulators and industry. Requiring GMP certificates at notification does not add
meaningful oversight or safety benefits beyond existing compliance frameworks.

The requirement to submit Certificates of Free Sale should be reconsidered and ultimately
eliminated. Certificates of Free Sale do not demonstrate product safety or quality. They simply
confirm that a product is marketed in another country, which is not a scientific or safety-based
criterion. These certificates are increasingly viewed internationally as outdated trade documents
and risk diverting regulatory resources away from higher-value post-market activities.

Limited Scope of Certificate of Free Sale Exemptions (Article 11)

While PCPC welcomes the inclusion of Certificate of Free Sale exemptions, their narrow scope
limits their effectiveness. Restricting exemptions to specific agreements or jurisdictions
continues to disadvantage compliant products from well-regulated markets and undermines

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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regulatory parity. A brgg_é’&)er, risk-based exemption framework would better support Vietnam’s
trade commitments q.@;}) ASEAN harmonization goals.

S
Labelling Requirements (Article 27)
Several labelling’provisions remain misaligned with ASEAN and international best practice,
making it difgéult to use harmonized, multi-market packaging. Highly prescriptive, country-
specific requirements increase compliance costs, delay product launches, and fragment regional
supply c@%m without providing meaningful consumer safety benefits. Labelling requirements
shouldi@nain focused on essential information related to safety, proper use, and traceability,
cons\gt nt with the ASEAN Cosmetic Directive.
SN

K@ new requirement to explicitly label animal-derived ingredients, including identification of
4povine or porcine origin, is not aligned with ASEAN or global cosmetic regulatory frameworks.
While transparency is important, INCI ingredient naming already provides a globally recognized
and science-based system for ingredient disclosure. Additional species-specific labelling is
unlikely to improve consumer understanding and instead risks confusion, increased packaging
complexity, and differentiation unrelated to product safety.

PCPC also recommends removing the requirement to list the name and address of the
manufacturing facility and importer information on labels for imported cosmetic products. Public
disclosure of manufacturing site details is not considered global best practice and raises
confidentiality and intellectual property concerns. Regulatory authorities can access this
information through notification dossiers and inspection systems rather than on-pack labelling.
Importer information may change without affecting product quality or safety, and requiring
relabeling each time an importer changes creates unnecessary cost and reduces flexibility for
businesses.

For consumers, the most useful contact information is that of the entity responsible for placing
the product on the Vietnamese market, including the registrant or, for imported products, the
responsible agent established in Vietnam. This approach aligns with ASEAN labelling
requirements and international regulatory norms.

PCPC further recommends clarifying Article 27 to limit mandatory Vietnamese labelling to
essential safety, use, and traceability information. Requiring translation of all information on
global packaging into Vietnamese goes beyond ASEAN norms and creates implementation
challenges, particularly where standardized Vietnamese translations do not exist, such as for
INCI ingredient names. This approach risks creating unnecessary trade barriers without added
consumer benefit. PCPC urges Vietnam to clearly specify which information must appear in
Vietnamese and to allow non-critical information, including product names, INCI ingredient
names, and global marketing text, to remain in English. Allowing optional electronic labelling
and voluntary supplementary information would further reduce compliance costs, support
modernization, preserve multi-market packaging, and facilitate trade while maintaining strong
consumer protection.

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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PCPC also respectﬁgﬁL’?ﬁ'ecommends reinstating the small-size product exemption removed in
Version 10. For produicts with limited label space, allowing certain mandatory information to be
provided through é;\companying documents or electronic means is essential for practical
implementatio&{éf his approach is consistent with international practice, supports innovation and
diverse product formats, and ensures consumers can still access required information without
disproportignate labelling burdens.

Mand @ry Certificate of Analysis at Customs (Article 23-1)

Requg%g a Certificate of Analysis at the time of customs clearance for certain cosmetic products
rep\@sents a shift toward routine pre-market testing. This approach is inconsistent with the low-
rigk profile of cosmetics and diverges from ASEAN and global regulatory models, which rely on

ASMP compliance, safety assessment, and post-market enforcement. The requirement may lead to
border delays, higher costs, and strain on laboratory capacity without proportional safety
benefits.

Product Suspension and Serious Undesirable Effects (Articles 45 to 48)

PCPC supports strong monitoring of Serious Undesirable Effects. However, the current approach
to suspension and recall lacks proportionality and clear thresholds that link regulatory action to
confirmed risk. Automatic suspension based on incomplete information may disrupt supply
chains and reduce consumer access even when no causal safety issue has been established.
International practice emphasizes investigation, risk assessment, and targeted corrective actions
before broader market measures are taken.

Additional Mandatory Product Testing (Article 45(4))

PCPC respectfully recommends deleting Article 45(4). Cosmetic products are already subject to
comprehensive quality and safety controls through compliance with Cosmetic Good
Manufacturing Practices at the manufacturing site, including validated processes and finished-
product controls. Requiring additional testing at GLP or ISO/IEC 17025 accredited laboratories
would be duplicative and unnecessary. It would increase costs and delay market access without
providing additional consumer safety benefits. This requirement is not consistent with ASEAN
practices or international norms and would create unnecessary technical barriers to trade.

Implementation Timeline and Transition Period

The Draft Decree provides limited clarity on publication, effective dates, and transition
arrangements. Given the significant compliance impacts of the proposed requirements, PCPC
recommends establishing a clear and reasonable implementation timeline. This should include at
least 12 months from publication before entry into force and a minimum two-year transition
period. Adequate transition time is essential to allow orderly compliance, avoid market
disruption, and ensure continued access to safe cosmetic products for Vietnamese consumers.

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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Conclusion &
PCPC respectfully engourages the Ministry of Health to reconsider these provisions using a risk-
based and science-d¥iven approach that supports consumer safety while maintaining regulatory
efficiency, protecg‘ﬁg confidential business information, and preserving ASEAN harmonization.
Regulatory measures should be proportionate to actual risk and aligned with international best
practices, rathér than creating unnecessary administrative burdens with limited safety benefits.
PCPC remains committed to constructive dialogue and technical collaboration with the
Governm@t of Vietnam to support the development of a modern, efficient, and internationally
aligne @smetics regulatory framework that protects public health while enabling innovation,

trade, and consumer access to safe products.
X
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%ﬁcerely,
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Natalie Obermann
Vice President, Global Strategies

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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$6:524 /TPC-HTQT Ha N6i, ngay 25 thang 02 nam 2026

VIV gop ¥ ctia Han Qudc dbi voi thong
bao G/TBT/NA/NM/357
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<" Kinh gtri: Cuc Khoa hoc cong nghé va Dao tao, BO Y té

Uy ban Tiéu chuan Po luong Chat lugng Qudc gia nhan dugc gop v cia
HaniQudbc ddi véi du thao Nghi dinh Quy dinh vé quan 1y my pham (Dy thao
Nghi dinh), da duoc thong bdo cho WTO theo ma thong bao G/TBT/N/VNM/357.
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Trén co s& nd1 dung gop v cia Han Quoc, Uy ban tong hop cac van dé
chinh nhu sau:

1. Quan ngai lién quan dén viéc bao vé thong tin bi mat thuong mai: Han
Quéc cho rang viéc yéu cau ndp toan bd Ho so Thong tin San pham (PIF), bao
gdm ca thanh phan chi tiét nhu huong liéu, ¢6 thé vuot qua pham vi can thiét phuc
vu hau kiém. Theo d6, Han Qudc cho rang quy dinh ndy c6 thé 1am 16 bi mat
thuong mai va anh hudng dén quyén so hiru tri tué, dong thoi dé nghi xem xét
gidi han pham vi tai liéu phai cung cdp & mirc can thiét.

2. Quan ngai vé murc d6 hai hoa vai thong 18 qudc té va co ché quan 1y dya
trén rai ro: Han Quéc vién din ASEAN Cosmetics Directive (ACD), theo d6 viée
quan 1y my pham dugc thyc hién chii yéu trén co sd hau kiém va bao dam chat
luong thong qua tudn thu GMP. Han Quéc cho rang viéc yéu cau bo sung bao cao
thir nghiém cho mot s6 san pham sau khi luu hanh c6 thé gy triung 1ap va chua
pht hop véi co ché quan 1y dya trén rui ro. Do d6, Han Quédc dé nghi xem xét lai
C4C YU cau tai liéu bo sung nay.

3. Bé nghi lam 1& quy dinh vé ghi nhan san pham: Han Quéc cho rang yéu
cau ghi dong thoi ngdy san xuét va han st dung, ciing nhu tiéu chuan chét luong
san phrflm trén nhan tai Dy thao Nghi dinh 1a chua phu hop thong 1€ quéc té va co
thé gay nham 1an, tang chi phi tuan thi cho doanh nghiép. Theo d6, Han Qudc dé
nghi chi yéu cau mét trong hai méc thdi gian va ban hanh huéng dan rd rang hon

ve ndi dung ghi nhan.

(GOp Y chi tiét cuia Han Qudc ¢ tai cac Tai lidu kém theo Cong vian nay)



Uy ban Tiéu chuan Po ludng Chat lugng Quéc gia kinh dé nghi Cuc Khoa
hoc cong ngh¢ va Dao tao diéu ph01 voi don vi lién quan nghién ctru, xem xét cac
ndi dung gép y néu I;gen va cung cap thong tin tra 10i trude ngay 02/03/2026 dé
Uy ban tong hop @han hédi cho Han Qudc.

Tran tro;i/g cam on su hgp tac cua Quy Cuc./. .
“5
L § -
Noi nhgn;%‘;‘- KT. CHU TICH
- Nhu trény A 1
- Chu tjch Nguyén Nam Hai (dé b/c); PHO CHU TICH
- PhQ\Chu tich Tran Hau Ngoc;
Cl& Quan 1y Dugc (dé biét va p/h);
- &uu: VT, HTQT.
&
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Tran Hau Ngoc



< Comments from the Republic of Korea with respect to “Draft Decree
on the Management of ‘Cosmetics” of Viet Nam (G/TBT/N/VNM/357) >
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The Korean governm.jqﬁ't"'would like to express its appreciation for the opportunity to submit
its comments to the Yiétnamese government regarding the “Draft Decree on the Management
of Cosmetics” which$was notified to the WTO TBT on 4 September 2025 by G/TBT/N/VNM/357.

In relation m this draft regulation, the comments from Korea are as follows:

Ny
&
A
S
S

1. Concerns regarding the Disclosure of Confidential Information

The Draft Decree requires the submission of documents, including Product Information File
(PIF)* and Specification in Articles 34 and 5, respectively, for the notification of products.

* PIF: (qualitative and quantitative) composition, specifications of raw materials and finished products,
manufacturing process in compliance with GMP, safety evaluation, human health risk assessment data,
supporting evidence for efficacy claims, etc.

Requiring PIF and other detailed information, including fragrance composition, is considered
disproportionate to the purpose of the post-market surveillance for cosmetics. In this context,
the Korean industry raises concerns about the potential disclosure of trade secrets and
infringement of intellectual property rights. Therefore, we would appreciate it if the
documentation requirements could be confined to the necessary scope of the PIF, rather than
the entire PIF, to ensure an appropriate balance between post-market surveillance and the
protection of intellectual property rights.

2. Request for the Alignment with the International Regulatory Harmonization

We understand that the ASEAN Cosmetics Directive (ACD) is an internationally recognized
framework that the safety and quality of cosmetics are managed through a risk-based post-
marketing surveillance system. Moreover, under the ACD, the quality and safety of cosmetics
exported to Viet Nam are ensured throughout the manufacturing process in compliance with
GMP.



However, Articles 14 and 35 of the Draft Decree mandates, for certain product categories, the
submission of test reports issued by testing institutions that obtained GLP or ISO/IEC 17022
accreditation, within 30 days.after they are placed on the market. This additional requirement
may lead to duplicative tgéfing for products whose safety and quality have already been
ensured under the GMI_?fffémework, and may not be fully aligned with the risk-based post-
marketing surveillaneé system of the ACD. In this regard, we respectfully request
reconsideration of the additional documentation requirements for products placed on the
market after prior.fiotification.

3. Requestffor Regulatory Clarification

Unlikg the ASEAN cosmetic labelling requirements, Article 28 of the Draft Decree requires
the ifidication of both the use-by date and the manufacturing date, as well as the product quality
standards and the authorization number that is granted upon product notification.

Requiring the indication of both the use-by date and the manufacturing date is not aligned with
international standards. In addition, as specific content or level of the product quality standards
are not clear, there are concerns that this may cause confusion in the industry and impose
administrative burdens. Therefore, in line with international practices, we kindly request that
either the use-by date or the manufacturing date be indicated and that clear guidelines be
developed on labeling requirements including mandatory product quality standards, with a
view to minimizing potential economic losses and confusion of the industry.

In light of the foregoing, Korea respectfully requests that you give due consideration to the
aforementioned proposal. We are kindly looking forward to your reply.
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ca06m6| quan hé hop tac gitta hai nudc ching ta nhdm thdc ddy céc sang kién quan

ggﬁng trong khu vuc cling nhu song phuong, bao gém ca linh virc thwong mai va

dau tu.

Trén tinh than cla mé&i quan hé Da&i tac Chién luge Toan dién, Dai st quén

Hop ching qudc Hoa Ky kinh mong Bd truéng Dao Hong Lan lwu tdm téi bire thu

dinh kém cGa Hoi ddng San phdm Chdm séc Ca nhan (PCPC) dé ngay 13 théng 2

———

nam 2026, néu |én cic quan sat va nhan xét vé mét s diéu cla Dy thao Nghi dinh

quy dinh v& quan ly m§ phadm. Dai st quan Hoa Ky tran trong dé nghi Ba B6 trudng

——

xem xét va can nhac ky ludng ndi dung cla 1a thu nay.

D3u mdi lién hé clia Dai st quan Hoa Ky 1a Ong Justin Pena, Tly vién Thuong
mai, vd Ba Thay Nguyén, Trg ly Thuwong mai, SDT: 0328-941-331, email:

Thuy.Nguyen@trade.gov

Nhan dip nay, Dai st quéan Hop ching quéc Hoa Ky tran trong glri 107 cam on

va dénh gid cao su hd tro clia BO Y t&€ nudc Cong hoa xa hdi chi nghia Viét Nam.
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Dai sir quan Hop ggnfmg qudc Hoa Ky,
Ha Noi, Nga@(“zS thang 2 nam 2026
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}Q@o Ngai Vi Tudn Cudng, Cuc trwdng Cuc Quan ly Duoc, B Y té
e Ngai Ddng Quang Tan, Vy trudng Vu Hop tac Qudc té, BO Y té

e Ngai Lé Chi Dling, Vu trwdng Vu Chau MY, B6 Ngoai giao
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T};@émbassy of the United States of America in Vietnam presents its
oy

£
S
>.

complimen;t?fo the Ministry of Health of the Socialist Republic of Vietnam and

& . I : .
takes this opportunity to express appreciation for our collaboration on important
s

regi@‘ﬁ‘él and bilateral priorities, including trade and investment.

N

In the spirit of our Comprehensive Strategic Partnership (CSP), the
Embassy of the United States of America brings to the attention of Minister Pao
Hoéng Lan, the enclosed letter delivered by the Personal Care Products Council
(PCPC) on February 13, 2026, describing observations and comments on selected
provisions of the Draft Decree on the Management of Cosmetics. The Embassy of
the United States of America respectfully asks for your due consideration of this

letter and its contents.

The points of contact at the Embassy are Mr. Justin Pena, Commercial
Officer, and Ms. Thiy Nguyén, Commercial Assistant, mobile: 0328-941-331,

email: Thuy.Nguyen@trade.gov.

The Embassy of the United States of America in Vietnam avails itself
of this opportunity to renew to the Ministry of Health of the Socialist Republic of

Vietnam the assurances of its highest consideration.

DIPLOMATIC NOTE



Embassy of the United States of America,

Hanoi, February 2@, 2026
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e Mr. Vi Tl{Lafn Cuong, Director General, Drug Administration of Vietnam,
M|n|st(§of Health

. Mr@Bang Quang Tan, Director General, Department of International
%@perahon, Ministry of Health

O&@Mr. Lé Chi Diing, Director General, Americas Department, Ministry of
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Personal Care

Favd
Friday, February 13.,: 5})56
O
Minister Dao Homg Lan
Ministry of Health Socialist Republic of Vietnam
No 138A Gianig Vo St - Ba Dinh Dist - Ha Noi City

Dear M\!‘;’;@:ﬁer Dao Hong Lan:
The Péréonal Care Products Council (PCPC) represents more than 600 companies, including
gloga and U.S.-based manufacturers and distributors of finished products, as well as suppliers of
ingredients, raw materials, packaging, and related services used in the production and marketing
of personal care products. PCPC advises and represents its members on legal, regulatory,
scientific, and international trade issues affecting the industry worldwide. We work closely with
members to develop technical guidance and best practices and to build consensus on key policy

issues.

PCPC appreciates the Government of Vietnam’s continued engagement with stakeholders and its
efforts to strengthen the regulatory framework for cosmetic products in support of consumer
safety and public health. We respectfully submit the following high-level observations on
selected provisions of the Draft Decree. These comments are intended to support Vietnam’s
regulatory objectives while advancing alignment with ASEAN and international best practices,
improving regulatory efficiency, and ensuring continued consumer access to safe and innovative
cosmetic products.

Product Information File and Group 2 Products (Article 32)

The requirement to submit partial or expanded Product Information File (PIF) dossiers for
Group 2 products introduces a de facto pre-market review that exceeds the framework
established under the ASEAN Cosmetic Directive.

Global cosmetic regulatory best practice is clear: the Product Information File is maintained at
the company level and made available to authorities upon request, particularly in cases involving
a serious adverse event or compliance concern.

Mandating submission at the time of registration shifts cosmetics toward a pre-approval model,

risks overburdening regulatory authorities, delays market access, and unnecessarily exposes
confidential business information, all without demonstrable added benefit to consumer safety.

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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Fragrance Composizt;lf/n Disclosure (Article 9) _ - . |
The draft requiremﬁﬁt to disclose fragrance composition in a manner that is not aligned with
ASEAN or globalcpractice raises serious concerns. Fragrance formulations are complex and
proprietary, andﬁgu]atory systems worldwide allow fragrances to bc'i liSt&?d as “fragrar-xce”_ or
“parfum,” with’allergen labeling where appropriate. A Vietnam-specific disclosure qbllgatlon
would be unique globally, weaken intellectual property protection, and create a barrier to market
entry wi.Q ut improving safety outcomes.

&
Requirement to Include CAS Numbers (Article 9(2)(b))
PCRE recommends removing the requirement to include CAS numbers for identified ingredients
indthe cosmetic notification dossier. This requirement is not consistent with the ASEAN
Cosmetic Directive, which relies on INCI names as the globally recognized standard for
cosmetic ingredient identification. INCI nomenclature is specifically designed for cosmetic
ingredients and is widely used by regulators to support safety assessments, compliance
monitoring, and international alignment.

CAS numbers are not applicable to many cosmetic ingredients, particularly complex substances,
botanical extracts, natural mixtures, and ingredients with variable composition. In many cases, a
single CAS number does not exist or does not accurately reflect the ingredient used in a cosmetic
formulation. As a result, requiring CAS numbers does not enhance consumer safety or regulatory
oversight and may instead lead to incomplete or misleading information in notification dossiers.
Mandating CAS numbers would create unnecessary administrative burdens, introduce practical
implementation challenges for industry, and move Vietnam away from ASEAN-aligned practice
without delivering additional regulatory value. Maintaining INCI names as the primary
ingredient identifier is sufficient to meet regulatory objectives and supports continued regional
harmonization and efficient market access.

GMP Certificate and Certificate of Free Sale at Notification (Article 5)

Requiring submission of GMP certificates and Certificates of Free Sale at the time of product
notification duplicates existing ASEAN-aligned controls and places unnecessary administrative
burdens on both regulators and industry. Requiring GMP certificates at notification does not add
meaningful oversight or safety benefits beyond existing compliance frameworks.

The requirement to submit Certificates of Free Sale should be reconsidered and ultimately
eliminated. Certificates of Free Sale do not demonstrate product safety or quality. They simply
confirm that a product is marketed in another country, which is not a scientific or safety-based
criterion. These certificates are increasingly viewed internationally as outdated trade documents
and risk diverting regulatory resources away from higher-value post-market activities.

Limited Scope of Certificate of Free Sale Exemptions (Article 11)

While PCPC welcomes the inclusion of Certificate of Free Sale exemptions, their narrow scope
limits their effectiveness. Restricting exemptions to specific agreements or jurisdictions
continues to disadvantage compliant products from well-regulated markets and undermines

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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regulatory parity. A h@gder, risk-based exemption framework would better support Vietnam’s
trade commitments;g\lid ASEAN harmonization goals.

&/
Labelling Requirements (Article 27) |
Several labelling provisions remain misaligned with ASEAN and intemationa}l bpst practice,
making it difficult to use harmonized, multi-market packaging. Highly prescriptive, country-
specific p@ﬁirements increase compliance costs, delay product launches, and _fragmen't regional
supply ehains without providing meaningful consumer safety benefits. Labelling requirements
should-rémain focused on essential information related to safety, proper use, and traceability,
CO%\ tent with the ASEAN Cosmetic Directive.
S
T:BQe new requirement to explicitly label animal-derived ingredients, including identification of
bovine or porcine origin, is not aligned with ASEAN or global cosmetic regulatory frameworks.
While transparency is important, INCI ingredient naming already provides a globally recognized
and science-based system for ingredient disclosure. Additional species-specific labelling is
unlikely to improve consumer understanding and instead risks confusion, increased packaging
complexity, and differentiation unrelated to product safety.

PCPC also recommends removing the requirement to list the name and address of the
manufacturing facility and importer information on labels for imported cosmetic products. Public
disclosure of manufacturing site details is not considered global best practice and raises
confidentiality and intellectual property concerns. Regulatory authorities can access this
information through notification dossiers and inspection systems rather than on-pack labelling.
Importer information may change without affecting product quality or safety, and requiring
relabeling each time an importer changes creates unnecessary cost and reduces flexibility for
businesses.

For consumers, the most useful contact information is that of the entity responsible for placing
the product on the Vietnamese market, including the registrant or, for imported products, the
responsible agent established in Vietnam. This approach aligns with ASEAN labelling
requirements and international regulatory norms.

PCPC further recommends clarifying Article 27 to limit mandatory Vietnamese labelling to
essential safety, use, and traceability information. Requiring translation of all information on
global packaging into Vietnamese goes beyond ASEAN norms and creates implementation
challenges, particularly where standardized Vietnamese translations do not exist, such as for
INCT ingredient names. This approach risks creating unnecessary trade barriers without added
consumer benefit. PCPC urges Vietnam to clearly specify which information must appear in
Vietnamese and to allow non-critical information, including product names, INCI ingredient
names, and global marketing text, to remain in English. Allowing optional electronic labelling
and voluntary supplementary information would further reduce compliance costs, support
modernization, preserve multi-market packaging, and facilitate trade while maintaining strong
consumer protection.
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PCPC also respectﬁ{dfl(; recommends reinstating the small-size prpduct exemption remo'ved in
Version 10. For products with limited label space, allowing certain manda.ltory 1nfomat10n to be
provided througlﬁlccompanying documents or electronic means is e:ssentlal for pFactlcal ‘
implementatiol’ This approach is consistent with international practice, supports innovation and
diverse product formats, and ensures consumers can still access required information without
dlspmpoﬂlg,S’nate labelling burdens.

&
Mandatory Certificate of Analysis at Customs (Article 23-1) .
Requifing a Certificate of Analysis at the time of customs clearance for certain cosmetic products
reésents a shift toward routine pre-market testing. This approach is inconsistent with the low-
risk profile of cosmetics and diverges from ASEAN and global regulatory models, which rely on
GMP compliance, safety assessment, and post-market enforcement. The requirement may lead to
border delays, higher costs, and strain on laboratory capacity without proportional safety
benefits.

Product Suspension and Serious Undesirable Effects (Articles 45 to 48)

PCPC supports strong monitoring of Serious Undesirable Effects. However, the current approach
to suspension and recall lacks proportionality and clear thresholds that link regulatory action to
confirmed risk. Automatic suspension based on incomplete information may disrupt supply
chains and reduce consumer access even when no causal safety issue has been established.
International practice emphasizes investigation, risk assessment, and targeted corrective actions
before broader market measures are taken.

Additional Mandatory Product Testing (Article 45(4))

PCPC respectfully recommends deleting Article 45(4). Cosmetic products are already subject to
comprehensive quality and safety controls through compliance with Cosmetic Good
Manufacturing Practices at the manufacturing site, including validated processes and finished-
product controls. Requiring additional testing at GLP or ISO/IEC 17025 accredited laboratories
would be duplicative and unnecessary. It would increase costs and delay market access without
providing additional consumer safety benefits. This requirement is not consistent with ASEAN
practices or international norms and would create unnecessary technical barriers to trade.

Implementation Timeline and Transition Period

The Draft Decree provides limited clarity on publication, effective dates, and transition
arrangements. Given the significant compliance impacts of the proposed requirements, PCPC
recommends establishing a clear and reasonable implementation timeline. This should include at
least 12 months from publication before entry into force and a minimum two-year transition
period. Adequate transition time is essential to allow orderly compliance, avoid market
disruption, and ensure continued access to safe cosmetic products for Vietnamese consumers.

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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Conclusion \n
PCPC respectfullycencourages the Ministry of Health to reconsider these provisions using a risk-
based and sciencé-driven approach that supports consumer safety while maintaining regulatory
efficiency, prote ting confidential business information, and preserving ASEAN harmonization.
Regulatory ng%asures should be proportionate to actual risk and aligned with international best
practices, Séfher than creating unnecessary administrative burdens with limited safety benefits.
PCPC remains committed to constructive dialogue and technical collaboration with the
Government of Vietnam to support the development of a modern, efficient, and internationally
alig%&‘l' cosmetics regulatory framework that protects public health while enabling innovation,
trJ\agé, and consumer access to safe products.

S
§inccrely,

/; ) W%% L

Natalie Obermann
Vice President, Global Strategies

555 13th Street NW, Suite 300 West, Washington, DC 20004 | Phone: 202.331.1770 | personalcarecouncil.org
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Pierre Fabre

S6: 2702/2026/DAWPFV}§11'6RVI Tp H6 Chi Minh, ngay 27 thang 02 nim 2026
& 1 iNLY
& CUC QUAN LY DUGC
Kinh giri: Phong'quan Iy My phém - Cuc Quan Iy duoc LT S
V)

1384 Giang Vo, Ba Dinh, Ha Noi.
s

Viv: Gop ydu' thao Nghi dinh Quy dinh vé quan Iy my pham
O

SN -
Congty TNHH Pierre Fabre Viét Nam xin guri 11 chao trdn trong dén Cuc Quan 1y Dugc, B
Yité.
S

5 g X . . .
& Ching t6i cam on Quy Cuc di giri va cong bo dur thao quy dinh vé quan Iy my pham dé cac to
chire, c4 nhan lién quan c¢6 co hdi nghién ciru va dong gop v kién. Sau khi xem xét ndi dung

du thao, ching téi da tong hop mot sé y kién, dé xuét va kién nghi nhdm gép phan hoan thién

quy dinh, dam bao tinh kha thi khi ap dung trong thuc tién.
Ching t6i xin giri kém theo cong van nay tong hop cac ndi dung gop y cuia cong ty.

Kinh mong Quy Cuc xem xét va ghi nhan cac y kién cta chiling t6i trong qua trinh hoan thién

véan ban.

TRAN TUAN F

Téng Giam déc



Bénggéb ¥ kién cho dy thio nghi dinh my phim — ngay 02/02/2026
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Y kién

Khuyén nghij

Diéu 9. Yéu cau doiwm Phiéu cong b
san pham my m

Diém a khoﬁ'n 2:

a) Th}.in‘h phén ¢ trong cong thire san
ﬁhﬁm phai dugc ghi day du theo thur t

am luong giam dan. Nhimg thanh phan
vGi ham lugng nho hon 1% c6 thé liét ké
theo bat ky thir tu nao sau cac thanh phan
¢6 ham lugng 16m hon 1%. Cac chit mau
¢6 thé dugc ghi theo bat ctr thir i nao sau
cac thanh phan khac theo chi din mau (&)
hodc theo tén nhu trong Phu luc cac chat
mau duoc sir dung trong san pham my
pham cua Hiép dinh my phdm ASEAN.
Céc thanh phan nudc hoa, chit tao hwong
va céc nguyén ligu cia ching c6 thé viét
dudi dang “huong ligu” (perfume,
fragrance, flavour, aroma), trur trLr(mg hop
¢6 thanh phan thudc danh muc chat cam
hodc chét c6 gidi han ndng do, ham lugng
theo quy dinh tai cac Phu luc (Annexes)
ctia Hiép dinh my pham ASEAN theo
phién ban cap nhat mai nhét ctia Hoi dong
my pham ASEAN.

Viéc yéu cau khai bao nong do cua tat ca céc
thanh phan trong cong thic huong liéu la
khong phu hop, do khong mang lai thém loi
ich vé an toan cho nguoi tiéu dung. Nguge
lai, yéu cau nay c6 thé dé dang xam pham bi
maét thuong mai, von bao gdbm céc cong thic
nudéce hoa va céc thanh phan tao huong ctia
céc cong ty my pham. Céc thong tin nhay
cam vé mat thuong mai (vi du: dir li¢u dinh
lugng cua cong thirc) do nha cung cap huong
liéu cung cap phai duoc cong ty my phim
quan Iy theo cach tén trong quyén s& hiru tri
tué clia nha cung cap. Vé nguyén tic, cac
cong ty my pham khong dugc phép tu y
chuyén giao cac thong tin mang tinh bi mat
nay cho bat ky bén nao khac.

DPé nghi stra nhu sau:

a) Thanh phan c6 trong cong thirc san pham
phai dugc ghi day du theo thir tu ham luong
giam dan. Nhimg thanh phén véi ham lugng
nho hon 1% c6 thé liét ké theo bét ky thir ty nao
sau cac thanh phan c6 ham lugng 16n hon 1%.
Céc chat mau c6 thé duge ghi theo bét cir thir tur
nao sau cac thanh phan khéc theo chi dan mau
(CI) hogc theo tén nhu trong Phu luc céc chat
mau dugc sir dung trong san phdm my pham
ctia Hiép dinh my pham ASEAN. Céc thanh
phén nudce hoa, chat tao huong va céc nguyén
ligu cia ching c6 thé viét dudi dang “huong
li¢u” (perfume, fragrance, flavour, aroma).

Diéu 11. Yéu cau doi véi Gidy chimg
nhin luu hanh ty do (Certificate of Free
Sale - CFS) ddi véi my pham san xuit tai
nudc ngoai

Piém ¢, khoin 1

¢) Truémg hop san pham my pham c6 su

Quy dinh nay khong phu hop véi thong 1€
qudc té vé Gidy chimg nhan luu hanh tu do
(CFS). O pham vi quoc té, CFS xac nhan
rang san pham duoc luu hanh hop phap tai
quoc gia xuét xir. CFS khong ¢ chirc niang
chtmg nhan thong tin vé co s san xuét. Vi

Dé nghi bo diéu khoan nay
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tham gia san xuat boi nhleu c@so san xuat
khéc nhau thi CFS phai. ghi ro tén, dia chi,
vai tro cla timg co s,

3O

vay, co quan cap CFS cua cac nudc thuong
khong liét ké hodc khong liét ké tit ca co sd
san xuat trén CFS. Viéc yéu cau liét ké tat ca
cAc co s san xuat va dong goi, bao gbm ca
cac don vi gia cong bén thir ba, s€ lam gia
tang dang ké ganh ning hanh chinh, can trg
tiép can thi truong, anh huong den cac cong
ty van hanh theo mé hinh san xuét da co so.
Vi vdy, dinh dang cia CFS khong nén yéu
cau liét ké thong tin vé cdc co sé san xuit
hoidc déng goi. CFS chi nén xac dinh
Responsible Person chiu trach nhiém dua
san pham ra thi truong.

Du thao nghi dinh thay thé Nghi dinh
69/2018/ND-CP hudng dan luét ngoai
thuong ciing da bo yéu cau liét ké thong tin
co s san xuat trén CFS cho thy quan diém
quan ly cua chinh phu Viét Nam dang tién
t&i hoa hop véi cac thong 1é qudc té.

Dleu 13. Yéu ciu doi véi Phiéu két qua
kiém nghiém cia 16 sin phim my pham

1. Phiéu két qua kiém nghiém san pham
gf‘)m gidi han kim loai nang, vi sinh vét, tap
chit dang vét trong san phAm m§ pham
quy dinh tai Phu luc s6 01 ban hanh kém
theo Nghi dinh nay va cdc chi tiéu khac co
trong tiéu chuim chét lugng cuia san pham
va dugc cap trong thoi han 12 thang tinh
dén ngay nop ho so.................

Chung téi hoan nghénh viée néng cao chat
lugng my phém vi véy, chiing t6i ddng tinh
vai viée bo sung cac chi tiéu vi sinh, kim loai
nang, tap chit dang vét vao tiéu chuan cua
M§ pham.

Phiéu kiém nghiém phan anh cac phép thur
dugce tirng cong ty thuc hién theo chién luge
kiém soat chat lugng noi bg cua minh, von
duoc xdy dung trén co s khoa hoc va tiép
can dua trén danh gia rai ro. Ban chét va tan
sudt thir nghiém dugc m51 cong ty xac dinh
dua trén quy trinh san Xuét ciing nhu hé
thong tham dinh va danh gia nha cung cap.

Chiing toi kién nghi nén dua ra yeu cau ve
tiéu chuan chit lwgng ciia sin pham de lay
tiéu chuin d6 lam ciin cir cho viée Kkiém tra
san phiam trén thi treomg thay vi yéu ciu dbi
v6i phiéu kiém nghiém.

Dé xuét tach diéu 13 thanh 2 ndi dung:
- Yéu cau d@oi vai tiéu chudn ciia my pham: Tiéu
chuan san pham can bao gdm gom gidi han kim
loai nang, vi sinh vt, tap chat dang vét trong
san phAm my pham quy dinh tai Phu luc s6 01
ban hanh kém theo Nghi dinh nay va céc chi
tiéu khac do co so tu xdy dung.

- Yéu cau doi voi phiéu kiém nghiém cua lo san
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va duogc kiém sodt, thanh tra tai thi truong
luu hanh. Theo Hiép dinh My pham
ASEAN, CoA dugc yéu ciu luu gitr trong
Hb so thong tin san pham (Product
Information File — PIF) dé phuc vu cong téc
thanh tra, chir khong phai la diéu kién bat
bugc cho thu tuc thong quan.

Quy dinh nay chic chin s& din dén tinh
trang chdm tré dang ké tai ctra khau, lam gia
tang chi phi logistics va gdy ap luc lén nang

Stt Tham chiéu < Y kién Khuyén nghj
Prosie Mot s6 phép thir nhat dinh, chang han nhu phdm my phdm: Phiéu kiém nghiém phai duoc
\.-.t{;,\ > thu kim loai nang, khong duoc thuce hién trén cap boi phong kiém nghiém cua co so san Xuét
X moi 16 san pham trong truong hop nguyén my pham dat Thyc hanh tot phong thi nghiém
o ° liéu da duge kiém soat théng qua tham dinh | (Good Laboratory Practice - GLP) theo quy
trong giai doan phat trién va hoat dong danh | dinh cua phap luat vé duoc hoac ISO/IEC
& gia nha cung cap. 17025 hodc dat GMP hoéc dugc clp boi co 5o
;'.\}“ Do d6, CoA do co sé san xuit phit hanh ki}ém nghiérp d?C Igp dat ,G kP theohquy di_p h .
N phan anh hé théng dam bao chat luong da ;ua ph’z?p‘lnuat }\:e;du]c_r . l}(;éccd]u%czcong ke e
(\(\0" dugc thiét 1ap cua cong ty va nén duge co PR arRmEC) -
® quan quén Iy chip nhin trén co so dé.
Piéu 22. San pham m§ pham nhip khau | Yéu cau ndp Gidy chimg nhan phan tich Chiing t6i kién nghi bai bo yéu cau bat buje
Piém c, khoin 1 (CoA) tai thosi diém thong quan ddi voi cac | ndp Gidy chimg nhan phan tich (CoA) tai khau
. . . san phdm quy dinh tai Diéu 33.2 chuyén tir théng quan. Thay vao do, CoA nén dugc luu
¢) Boi véi san pham my pham quy dinh tai | mé hinh giam sat sau luu hanh (Post-Market | giir trong Hd so théng tin san pham (PIF) dé
khoan 2 Diéu 33 Nghi dinh nay,khi thuc Surveillance — PMS) sang co ché kiém tra phuc vu cong tac thanh tra, kiém tra khi cin
hién thu tuc théng quan phai ¢6 Phicu kiém | tién luu hanh theo timg 16 hang. Yéu cdu nay | thiét.
nghiém dap tmg quy dinh tai Diéu 13 Nghi | khong phu hop véi cac nguyén tic cbt 16i cua
dinh nay. Hiép dinh My pham ASEAN, vn ap dung
co ché thong bao, trong dé chat luong san
pham dugc bao dam thong qua viéc nha san
4. xudt tuan tha Thyc hanh san xudt tbt (GMP)
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xuat trong nudc; Tén va dia chi cua co so
cong b, tén va dia chi clia co sé nhap khau
(ghi diy du bang tiéng Viét theo Gidy
chung nhédn dang ky doanh nghiép hoac
Gidy chimng nhan dang ky hé kinh doanh),
tén va dia chi ctia co s& san xudt ddi vai
m§ phdm nhap khau;

trong hé so théng bao va Ho so thong tin san
pham (Product Information File — PIF) nham
phuc vu truy xudt nguén gdc trong quan Iy
nha nudc.

Viéc bit budc thé hién théng tin nay trén
nhan lam giam tinh linh hoat trong logistics,
do nha nhap khau va/hodc co s& san xuét cu
thé c6 thé thay doi, tir d6 budc phai thuc hién

Stt Tham chiéu ~O Y kién Khuyén nghi
__.LQSJ" luc cua cac phong thir nghiém duge cong
SV nhén, tir d6 tr& thanh mét rao can k¥ thuat
iy » doi vai thuong mai ma khong mang lai loi
x O ich an toan tuong ximg so v6i cac bién phap
5 kiém soat hién hanh da hai hoa theo ASEAN.
?’1\ \
Pl%ll 26. Quy dinh vé nhin sin pham my | Du thao yéu cau ghi ngay san xuét va han Chiing toi dé xuat sira doi noi dung phu hop
QS ‘phim dung cua san pham trén nhan, diéu nay véi quy dinh cia nghi dinh m§ phim Asean:
N khong phu hop véi quy dinh ghi nhan cia
‘ \)00 Diém g, khoin 1 diéu 26 ep P QU g g) Ngay san xudt hodc ngay hét han cua san
ASEAN. Theo do, quy dinh cua ASEAN chi
o SO K o phdm. Vi nhitng san pham ¢6 do on dinh dudi
5. | g) Ngdy san xuat va ngay hét han ciasan | yéu cau ghi ngay san xuit hogc han ding cta
g = 30 thang, bdt budc phai ghi ngay hét han;
pham; san phdm mét cach rd rang (vi du:
thang/nam); viéc ghi han dung la bt budc
dbi vai céc san pham m§ phdm c6 thoi han
sir dung t6i thiéu dudi 30 thang.
Biéu 26. Quy dinh vé nhin sin phﬁm my | Viéc yéu cau ghi day du tén va dia chi cua ca | Dé xuit sira d6i ngi dung phit hop véi quy
pham 0o 6 san xuat va nha nhap khau trén nhan 1a | dinh ciia nghi dinh m§ pham Asean:
Dibm 2, ko motthaydmdangkesovm Phuluc]lcua Tén va dia chi ci s cone bd (ohi dév di
R e Hiép dinh My pham ASEAN (ACD) vé yéu ol Thn ot Glmehi-chtreemieang DR (EH0 Ayt
& g g ew - 5 g bang tieng Viét theo Gidy chung nhdn dang ky
a) Tén va dia chi ctia co s¢ cong bo, tén va | ciu ghi nhin my pham. Theo tiéu chuin cua doanh nghiép hode Gidy chimg nidn &ing by
dia chi cla co'so san xuat (ghi ddy du bang | ASEAN, chi bat bude ghi tén va dia chi cua 1o kinh 50& }‘:}1 i ' S &
tieng Viét theo Giay chimg nhan dang ky “td chirc hodc c4 nhin chiu trich nhiém )
doanh nghi¢p hoac Giay ching nhan dang | dua sén pham ra thi truomg”. Thong tin
6. | ky hd kinh doanh) doi v6i my pham san chi tiét vé co s¢ san xuat da duge cung cap

Page 4 of 5
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Tham chiéu

Y kién

Khuyén nghij

viéc tai ghi nhan riéng cho thi truong Viét
Nam vai chi phi dang ké.

Tir goe d6 bao vé ngudi tidu dung, té chirc
hodc c4 nhan chju trach nhiém dua san pham
ra thi truomg méi la dau méi lién hé quan
trong nhét. Cac chudn muc hién hanh cta
ASEAN di du dé bao dam trach nhiém va
kha nang truy xuét.
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\
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S aa
<" my pham
Cin cr Du thao Nghi dinh ngay 02/02/2026 — Nghi dinh Quy dinh vé quan Iy my
pham

Can ct tinh hinh thuc té cia Cong ty
Cong ty C6 phan Dugc pham DTP xin gép ¥ mot s6 ndi dung c6 khé khin, vudng

mac va céac de xuat, kien nghi lién quan nhu sau:
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Piéu khoin,

« R
diéem

N§i dung dw thiao/kho6 khin, vuong mic
'J”'A

Gop ¥, dé xuit sira doi, bo sung

Piéu 3. Yéu
cau vé an
toan,  chéty
.‘.’\
lugng ¢ha
u\
5 & ~
san pham my
w5
.pham
!
Khoéan 3

o :
3. Th(z‘t&h’:blhén cong thic my phém‘phéi dap Fmg C’E'IC fr’hu
luc 1 va 11T (Annexes I va I1I) vé thanh phén chat cam,

thanh phan c6 quy dinh vé gi6i han nong do, ham luong va

diéu kién sir dung trong cong thirc san phim my pham;
chit mau, chat bao quan, chét loc tia tir ngoai phai dugc
liét ké va déap (mg vé gi6i han ndng do, ham luong va diéu
kién sir dung quy dinh tai cac Phu luc IV, VI va VII
(Annexes IV, VI va VII) cua Hiép dinh my pham ASEAN
theo phién ban cdp nhat méi nhét cia Hoi dong my pham
ASEAN.

Trudng hop két qua kiém nghiém san pham my phdm co
chira néng do, ham luong rat thép cuia cac chat duoc liét ké
trong Phu luc II (Annex II) Hiép dinh my phém ASEAN,
tuy nhién, qua trinh san xuat khong sir dung cac chat nay
va khong thé loai bé khoi san pham m§ pham vi ly do k§
thuét thi duoc chip nhan vai diéu kién viéc san xuét dép
g cac nguyén tic, tiéu chuan CGMP va san phim my
pham dugc danh gi4 dap (g yéu cau vé an toan theo quy
dinh tai khoan 2 Piéu nay.

Viebng mdc:

1. Trong thuc té san xuit my pham, co thé phat hién sy
hién dién & muc ndng do rat thip cia mot sd chit bao
quén, chét bi giéi han ham lugng, chit mau hodc chat loc
tia tir ngoai do cac chét nay c6 thé ton tai tir nguyén liéu
dau vao (dung mdi, chat mang, hé bao quan clia nguyén
lidu). Céc trudng hop nay co dic diém:

Kién nghi:

Ap dung nguyén tic quan ly dya trén rii ro, chiing
t6i dé xuét stra d6i khoan 3 d6 nhu sau:

Thanh phan cong thirc m§ pham phai dap g cac
Phu luc 11 va III (Annexes 11 va IIT) vé thanh phan
chat cAm, thanh phan c6 quy dinh vé giéi han nong
d6, ham luong va diéu kién sir dung trong cong
thirc san phdm my phdm; chat mau, chét bao quan,
chét loc tia tir ngoai duoc sir dung c6 chu dich trong
cong thire phai duoc liét ké va dap Gng vé gidi han
ndng d6, ham lugng va diéu kién sir dung quy dinh
tai cac Phu luc IV, VI va VII (Annexes 1V, VI va
VII) ciia Hiép dinh my pham ASEAN theo phién
ban cap nhdt m&i nhat cua Hoi dong my pham
ASEAN.

Trudng hop két qua kiém nghiém san phim my
phim c6 chira ndng do rat thap cia cac chat dugc
liét ké trong cac Phu luc (II, III, TV, VI, VII)
(Annexes 11, 111, IV, VI, VII) Hiép dinh my pham
ASEAN, tuy nhién, qua trinh san xudt khong sir
dung cic chéit nay va khong thé loai bo khoi san
phidm m¥ pham vi ly do k¥ thuat thi dugc chép nhan
v6i diéu kién viée san xudt dap img céc nguyén tic,
tiéu chudn CGMP va san phim my phim dugc danh
gia dap Gmg yéu cau vé an toan theo quy dinh tai
khoan 2 Diéu nay.
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- Khong phai do ¢o's¢ san xuat thanh pham thém vao cong
thirc san Xué"lt_i;,'.-.;"'.

- Chi 3si’tai véi ham luong rét thip (do xult phat ur
nguvy\é'ﬁ'liéu ban dau)

+=°C6 thé hodc khong dugc nha san xudt nguyén lidu cong

b6 trong céc tai liéu chat lugng (COA, SDS...)

- Khong gay anh huong téi sire khoe nguoi tiéu dung

2. Theo Phu luc 111, 1V, VI, VII (Annex III, VI) cua Hiép
dinh my phém ASEAN, danh muc céc chét bi han ché sur
dung va chat bao quan duoc quy dinh gidi han ham lugng
theo tirng nhom chét, voi sb lugng rat 16n cac hoat chat
thudc dién kiém soat (hon 300 cht bi giGi han ham luong,
hon 200 chat mau, khoang 60 chit bao quan, khoang30
chét loc tia tir ngoai).

Hién tai, co ché quan 1y bang viéc quét hang loat chat bao
quan trong san phim m¥ phdm ma khéng c6 trong cong bd,
khién doanh nghiép gap kho khan rat nhiéu trong kiém soat
vé nguyén liéu dau vao va chat luong thanh phidm vi kha
nang xuat hién & ndng do rat thip do c6 trong nguyén liu
dau vao, chi noi riéng véi nhom chét bao quan sé gay phat
sinh nhiéu kho khan trong thue tién, bao gdm:

- V& nguyén tic quan Iy rui ro: Viéc yéu cau ra soat, dinh
lwong va ké khai toan bd céc chat bi gidi han c6 kha ning
ton tai dang nong do rat thap trong nguyén liéu la hoan
toan khong kha thi, vi:

+ S lwong céc chat thude Annex 111, IV, VI, VII rét 16n;

+ Khéng phai moi su hién dién déu c6 y nghia vé mat an
toan, dic biét khi né chi ton tai dudi dang nong do rat thap




+ Mirc nong do ['fit thap khong mang y nghia chirc niang va
khong lam thay Jd6i ban chét san pham.

- Vé tlQh R4 thi trong thuc tién: V&i co ché quan Iy my
pham hhu hién tai, doanh nghiép s& phai ra soat toan bo
N\ﬁguyen liéu sir dung va kiém soét kha ning c6 mit dang
néng do rat thép cuia cac chéat bi gidi han, diéu nay:

+ Vuot qua kha nang kiém nghiém, xdy dung phuong
phap, chi phi va thoi gian phan tich;

+ Khéng kha thi khi nha cung cdp nguyén liéu khac nhau
c6 hé dung mai, chét mang, hé bao quan khac nhau;

+ Truomg hop nha cung cép khong chu dong khai bao day
du trén MSDS, co s san xuat thanh pham gan nhu khong
c6 kha nang kiém soét toan dién.

3. Hon nira, quy dinh yéu cau cong b hét tat ca cac thanh
phan ké ca & dang nong do rét thap 1a chua tuong thich véi
ASEAN Cosmetic Directive ma Viét Nam dang ap dung.
ACD khong yéu cau cong b tap chit & mirc ndng do rat
thdp hodc chét nhidm tu nhién, ma chi yéu cdu san pham
tuan thu gidi han quy dinh va bao dam an toan cho nguoi
sir dung. Pdng thoi, theo Co quan Dugc phim chau Au
(EMA), trong truong hop khong thé tranh hoan toan, cac
chat phat sinh khong chii ¥ duoc phép ton tai & mirc chép
nhéan dugc va phai duoc kiém soét theo gidi han an toan.
Viéc co quan quan ly hién chi tdp trung quét mdt nhom

bi gigi han ham lugng nhu quy dinh hién tai rd rang chi
mang tinh chét hinh thire. Néu hién tai daonh nghiép tap
trung kiém soat ham lugng chit bao quan sau d6 chu

chat bao quan de kiém soat chat lugng so vai tong so chat
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truong lai bo sungs thém nhiéu chét khac ma khong c¢é chu
truong quan ly ‘chat lugng tir ddu dan t&i rdi loan hoat dong
kinh dognﬁ?/cung nhu uy tin ciia doanh nghiép.

Dong thm doanh nghiép s€ cha dong quan ly dua trén
n%uyen tic rai ro tir viéc danh gia chat lugng nguyén liéu
dau vao, danh gid vé sur c6 mat cua cac thanh phan dac biét
nay dwa vao tai lidu cua nguyén liéu do nha cung cép
nguyén liéu cung cép dé lwa chon nguyén liéu dam bao an
toan trong qua trinh san xuét san pham my pham

Diéu 2. Giai
thich tir ngir
Khoan 4

4. Thanh phan cong thic 14 cac chat hodc hdn hop cac chat
dugc str dung trong qua trinh san xudt my pham, trir tap
chét ¢6 trong nguyén liéu, nguyén lidu dugc sir dung trong
san xudt nhung khong con trong thanh phim my pham,
dung méi hodc chit mang cin thiét cho thanh phan tao
mui.

Vieong mdc:

Trong thuc té, nhidu nguyén lidu chiét xuat c6 thé sir dung
dung moi, chat bao quan hodc cac chat hd tro k¥ thuat
trong qua trinh san xuét nguyén lidu. Cac chét nay khong
duge chu dich bd sung vao cong thirc thanh phim véi vai
tro chirc nang, va co thé khong con hoac chi ton tai & muc
ndng dé rit thap trong san phiam cudi ciing.

Kién nghi:

B6 sung lam rd thém tai Khoan 4 viéc loai trir khoi
pham vi “thanh phan cong thic” d6i v6i dung moi,
chét bao quan hoic cac chét hd tro k¥ thuat duoc st
dung trong qué trinh san xuit nguyén liéu (bao gdm
nguyén liéu chiét xuét), nhung khong con hodc chi
ton tai & dang ndng do rat thp trong thanh pham
m§ pham.

Piéu 7. Quy
dinh vé thay
do6i thong tin
san phim my
pham da
duoc

P6i véi san pham m§ pham da duge cong bo con hiéu luc,
trong vong 15 ngay ké tir ngay c6 thay doi thong tin khong
thudc quy dinh tai didm b khoan 2 Diéu 4 Nghi dinh nay,
co s& cong bd giri vin ban thong béo theo mau quy dinh tai
Phu luc s6 18 ban hanh kém theo Nghi dinh nay kém theo
tai liéu c6 lién quan dén ndi dung thay déi dén co quan tiép

Kién nghi: 1am rd truong hop thay dbi nha cung cap
nguyén liéu nhung khong lam thay déi bin chat,
muc dich str dung va tinh ning cta san pham thi
khéng duoc coi 1a thay dbi cong thirc phai thyc hién
cong bé lai. Quy dinh theo hudng bat budc cong bd
lai trong moi trudng hop thay ddi thanh phan chi
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cong bd nhan (co quan tiép nhan da ban hanh sé tiép nhan Phiéu | tiét s& lam phat sinh thu tuc hanh chinh khéng can
cong bd san phﬁm my phédm dé) hodc cap nhat ndi dung | thiét

thay dO{ \?ﬁ' tai liéu chu’ng minh théng tin thay déi trén Co
SO dir heu théng tin vé my pham

| #hoan 2 didu 4:

| 2. Co s& cong bd xac dinh san pham 1a my pham theo quy
\.‘\“1 . dinh tai khoan 1 Diéu 2, dap tmg 'céc quy dinh tai Diéu 3
S Nghi dinh nay va thuc hién cong bo trong

trudng hop sau:

b) San phim my phim da dugc cong bd nhung c6 thay doi
vé: tén nhan hang; tén san phdm; dang san phiam; muc dich
sir dung; cong thirc; ma sb doanh nghiép cua co sd cong
bd; co s san xuat hodc co sd dong géi; nude xuat khau
(d6i v6i trudng hop thay dbi thanh phin hd so cong bd quy
dinh tai Diéu 5 Nghi dinh nay).

Viebng mac:

Trong thuc té, mot sé thanh phan chi ton tai trong nguyén
liéu & dang ndng do rat the"ip nhu chit bao quan c¢6 thé hién
dién trong nguyén liéu tir nha cung cip nay nhung khong
¢6 & nha cung cdp khac. Theo cac truong hop duge phép
nop thay d6i ma ko phai cong bd lai trong du thao thi viéc
thay déi nha cung cép nguyén liéu c6 thé dan dén su thay
d6i cac thanh phan bi gi¢i han theo Annex di duoc ghi chu
trong cong bd, didu nay dugc tinh vao 1a thay doi thanh
phén cong thirc m§ phim va doanh nghiép s& phai cong bd
lai dan dén:

+ Phai cong bd lai trén hd so cong bd (do néu thay doi nha

cung cip dan dén thay doi cic thanh phan dang nong do rat
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JHiéu qua trong qua trinh quan 1y cia ca doanh nghiép lan

thap c6 trong nguyén liéu da cong bo trude do)

+ Phai thu hdi:hodc hiy tdn kho phy ligu

S& gé)\{‘\.-éﬂl? huong 16n dén hoat dong san xudt — kinh
doanh; gia tang chi phi, dit gay chudi cung tng, khong

co quan quan ly, trong khi ban chat san pham van dam bao
an toan cho nguoi su dung.

S

biéu 5. Ho
so cong bo
san pham my

Tiéu chuan chat lugng cta san phAm m§ phiam (ap dung
trong truomg hop 13 tiéu chudn co sé va chua cong bd trén
Co so dir liéu qudc gia vé tiéu chudn, do luong, chit lugng)

Kién nghi: lam r6 khai niém “Co so dir liéu quoc
gia veé tiéu chuan, do luong, chat lugng” bao gom
nhitng dir liéu cu thé nao

Truong hop thuc hién truc tuyén, co s¢ cong bd phai luu
ban gidy ddi voi cac tai lidu quy dinh tai Diéu 5 va khoan 1
Diéu 8 Nghi dinh nay, trir Phiéu cong bd san phim my
phdm c6 s6 tiép nhan cua co quan nha nudc cd thim
quyén.

Kién nghi: Dé nghi xem xét bo quy dinh yéu cau co
s& cong bd phai luu hd so ban gidy trong trudng
hop da thuc hién thu tuc truc tuyén. Viéc tiép tuc
duy tri song song hd so gidy va hd so dién tir khong
con phi hop v6i muc tiéu chuyén déi s, lam phat
sinh thém chi phi luu trir, nhan lyc va thu tuc hanh
chinh cho doanh nghiép, trong khi cac tai liéu da
dugc doanh nghiép luu ban scan ciing nhu di dugc
ndp, quan ly va tra ctru day du trén Hé thong dién tir
cua co quan quan ly nha nudc.

phim

Diém b
khoan 1,2
Picu 30. Luu
trit hd so
thuc hién
truc tuyén
Khoan 1
Diéu 35. Thu
héi san phdm
m§ pham
Khoan 1

1. Thu hdi 16 san phdm my pham trong truong hop sau day:
d) Chira thanh phin ma trén nhén tuyén b6 khong cé;
Vieong mdc:

Quy dinh nay hién cé thé dugc hiéu theo hai cach khac

Kién nghi:

Lam ro pham vi ap dung cua quy dinh nay, dac biét
phan biét gitra hanh vi ghi nhan sai léch c¢6 chu dich
va truong hop ton tai dang nong do rét thap khong
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diém d nhau, can duorc lam rd dé bao dam thong nhat trong ap | c6 vai trd chirc nang trong san pham, nhim bao

dung: g dam cach hiéu va xtr ly phii hop trong thuc tién.
- Truo‘n\g ﬂﬂp san pham c6 tuyén bd trén nhin theo hudng
“khohg chira [tén thanh phan cu thé]” (vi du: khong chira
' p%raben) nhung két qua kiém nghiém phét hién c6 su hién

"'| dién cua thanh phan dé;
\'Q:";"\ - Tmc‘mg‘ hop thanh phan khong duogc liét ké trong bf’mg
R D thémt} phzr’m trén ‘nhz”m, nhung dugc ph&’l‘t hién & mac nong
(\(\(\0‘ do rat thap do ton tai tir nguyén liéu dau vao, khong phai
© do chu dich b sung vao cong thirc thanh pham.

8 | Picu 36. Thu | 1. Thu hoi s6 tiép nhan Phiéu cong bd san pham my pham | Kién nghi: xem xét 1am rd va bd sung quy dinh dbi
hoi s6 tiép | trong cac truong hop sau day: v6i truong hop thu hdi Phiéu cong bd san phim my
nhan  Phiéu | d) Co s& cong bd c6 van ban dé nghi thu hdi tw nguyén. phdm theo hinh thirc tw nguyén do co s& cong bd
cong bd san | 2. Trong thoi han 07 ngay ké tir thoi diém co quan nha | khong con nhu cdu kinh doanh. Theo dd, trong
phim  my | nudc c6 tham quyén két luan Phiéu cong bd san phdm my | trudng hop viée thu hdi khéng xuét phat tir vi pham
pham pham bi thu hdi theo quy dinh tai khoan 1 Diéu nay: quy dinh phap luat hodc nguy co mat an toan doi

¢) Uy ban nhan dédn cép tinh noi co sé cong bd dat tru so | véi ngudi tidu ding, dé nghi cho phép cac 16 san
chinh kiém tra viéc chap hanh cac quy dinh vé quan Iy my | phdm da dua ra thi trudng va con han sir dung duge
pham dbi véi co sé cong bd, thu hdi san pham my pham | tiép tuc luu hanh dén hét han, dong thoi khong ap
theo quy dinh tai khoan 2 Diéu 38 Nghi dinh nay va xir ly | dung bién phép kiém tra, thu hdi san pham nhu déi
vi pham theo quy dinh.. véi céc trudng hop thu héi do vi pham.

9 | Diéu 16. | Diéu 16. Nghi dinh: Uy ban nhédn dan cip tinh c6 tham | Kién nghi: lam rd thim quyén cua cac co quan chirc
Nghi  dinh | quyén cép, cép lai diéu chinh, thu hdi Gidy ching nhan du | nang trong qua trinh thim dinh, danh gia thuc hanh
Quy dinh vé | diéu kién san xudt my phdm véi co so san xuét trén dia | tot san xudt my phidm va cép Gidy chimg nhan du
quan ly my | ban. diéu kién san xuat my pham.
phim. Piéu 8 Thong tu: S& Y té cap gidy chimg nhan du diéu
Va Diéu 8 |kién san xuit my phidm - hodc trinh By Y té cip gidy
Thong tu | chimg nhan du diéu kién san xudt m§ pham
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EUROCHAM

European Chamber of Commerce in Vietnam

S6 020 0sSC & Thanh phé Ho Chi Minh, ngay 02 thang 03 nam 2026
f\c‘)“
Cuc Quén Iy Dwoc

‘Eo Yité
3§A Giang V5, Ba Pinh, Ha Ngi

.....
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\
Hiép hoi Ipanh nghlep chau Au tai Viét Nam (“EuroCham”) ciing v6i Tiéu ban My pham xin dugc giri 16i chao
va 101 chde sirc khoe dén Quy ddng nghiép tai Cuc Quéan ly Duge va Bo Y té.

Chung t6i dd nhan duge Cong van s6 955/BYT-QLD ngay 12/2/2026 cta Cuc Quan ly Dugc léy y kién gop cho
Du thao Nghi dinh Quy dinh vé Quén ly My phém (“Dur thiao Nghi dinh™), ban du thao sé 11 ngay 2 thang 2 nim
2026. Thay mit cac doanh nghiép thanh vién, chiing t6i xin chia sé véi Quy Bo va Quy Cuc mét sé y kién déng
g06p, hoan thién Du thdo. Xin tham khao ph?‘m gop v chi tiét duoc ching t6i dinh kém trong Phu luc.

Ching t6i xin chén thanh cdm on B§ Y té va Cuc Quén ly Dugc Viét Nam dé tao diéu kién cho ching t6i ¢6 co
hoi déng gop y kién. Chiing t6i kinh mong Quy Bd va Quy Cuc xem xét, ghi nhan va hd trg cac d& xuét cia ching
t6i dbi véi nhitng van dé da néu trén.

Hiép hoi Doanh nghiép chau Au tai Viét Nam va Tiéu ban My phdm ciing c4c doanh nghiép thanh vién cam két
tiép tuc ddng hanh va phat trién cling v6i nén kinh té Viét Nam. Chiing t6i dang khong ngimg phét huy hiéu qua
ctia Hiép dinh Thuwong mai Tu do giita Viét Nam va Lién minh chau Au nhim thiic ddy thuong mai va dau tu, qua
d6 mang lai nhitng loi ich song phuong thiét thuc. Ching t5i kinh mong nhén dugc sy can nhic va phan hdi tich
cuc tir Quy Co quan dbi véi nhitng quan ngai va kién nghi da néu.

Trén trong,

Thay mit va dai dién Thay mét va dai dién

4i Doanh nghiép chau Au Tiéu ban My phim

kL thugc EuroCham
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, Bouflet Nguyén Ngoc Tuyét Trinh
irfich phu trach Chinh sach Ddng Chi tich

Dé biét thém cdc thong tin chi tiét, vui long lién Ba Nguyén Cam Vin, Truéng vin phong Ha Nji kiém Quan hé
DPéi ngoai qua email: van.nguyen@eurochamvn.org hodc di dong: (84) 902 233 126.

HO CHI MINH CITY info-hcm@eurochamvn.org HANOI info-hn@eurochamvn.org
Room 5.05.02, 5" Floor, Deutches Haus HCMC Room 08, Floor 3B, Horison Tower

33 Le Duan, Saigon Ward, Ho Chi Minh City 40 Cat Linh, O Cho Dua Ward, Hanoi

Tel: (84-28) 3827 2715 Fax: (84-28) 3827 2743 Tel: (84-24) 3715 2228 Fax: (84-24) 3715 2218
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Y European Chamber of Commerce in Vietnam
$6 0203/2026/DAV-MOH/CosSC " Thanh phé Ho Chi Minh, ngay 02 thang 03 ndm 2026
(\(/)- >
Kinh guei: Cuc Qg.}’m ly Duge
= ' 0 Y té

bunu..

5138A Giang V&, Ba Dinh, Ha N6i

E NgaYCSI.O\SZ)'Q..»Ba Y té
N oot 138 A Gidng V3, Ba Dinh, Ha Noi
CRRIYE s wosiaint i,

&i Tiéu ban My phdm tiép tuc dong gop ¥ kién cho Du thao Nehi dinh Quy dinh vé Quan Iy

My phdm. = :
Hiép hoi ]%&inh nghiép chau Au tai Viét Nam (“EuroCham”) cing vé6i Tiéu ban My phdm xin dwoc g 161 chao
va 101 chii¢ stre khoe dén Quy ddng nghiép tai Cuc Quan 1y Dugc va Bo Y té.

Chiing t6i d4 nhan dugc Cong vin s6 955/BYT-QLD ngay 12/2/2026 ctia Cuc Quan Iy Dugc ldy v kién g6p cho
Dy thao Nghi dinh Quy dinh v& Quan Iy My phim (“Dw thio Nghi dinh™), ban dy thao sb 11 ngay 2 thang 2 ndm
2026. Thay mit cac doanh nghiép thanh vién, chung t6i Xin chia sé véi Quy Bé va Quy Cuc mét s6 v kién déng
g6p, hoan thién Du thao. Xin tham khao phan gép ¥ chi tiét dugce chiing t6i dinh kém trong Phu luc.

Ching t6i xin chén thanh cdm on BO Y té va Cuc Quan ly Dugc Viét Nam d4 tao didu kién cho chiing t6i ¢6 co
héi déng gop ¥ kién. Chung t6i kinh mong Quy B va Quy Cuc xem xét, ghi nhan va hd trg cc dé xuét clia ching
t61 dbi v6i nhitng van dé da néu trén.

Hiép hoi Doanh nghiép chau Au tai Viét Nam va Tiéu ban My pham ciing c4c doanh nghiép thanh vién cam két
tiép tuc ddng hanh va phat trién cling v6i nén kinh té Viét Nam. Ching t6i dang khdng nging phét huy hiéu qua
ctia Hiép dinh Thuong mai Ty do giita Viét Nam va Lién minh chau Au nhim thiic déy thuong mai va déu tu, qua
d6 mang lai nhimg loi ich song phuong thiét thyc. Ching ti kinh mong nhan dugc su can nhéc va phan hdi tich
cuc tir Quy Co quan dbi véi nhirng quan ngai va kién nghi da néu.

Tréan trong,

Thay miit va dai dién Thay mit va dai dién
3i Doanh nghiép chiu Au Tiéu ban My phim
thugc EuroCham

2N

T f i
- 111) L -
| / A ! LS o

{ E L -

euies Bouflet Nguyén Ngoc Tuyét Trinh
irtich phu trach Chinh sach Pdng Chu tich

Dé biét thém cdc théng tin chi tiét, vui long lién Ba Nguyén Cém Vin, Truéng vin phong Ha Nji kiém Quan hé
Déi ngogi qua email: van.nguyen@eurochamvn.org hodc di dong: (84) 902 233 126.

HO CHI MINH CITY info-hcm@eurochamvn.org HANOI info-hn@eurochamvn.org
Room 5.05.02, 5" Floor, Deutches Haus HCMC Room 08, Floor 3B, Horison Tower

33 Le Duan, Saigon Ward, Ho Chi Minh City 40 Cat Linh, O Cho Dua Ward, Hanoi

Tel: (84-28) 3827 2715 Fax: (84-28) 3827 2743 Tel: (84-24) 3715 2228 Fax: (84-24) 3715 2218

www.eurochamvn.org
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UROCHAM

Euragean Chamber of Cummerce in Vietnam

Stt Tham chiéu Y kién N_:_%m__ nghi
Piu 5. Hé so cong bb san pham m§ pham Dy Thao yéu cau nop thém trong Ho so cong b6 so v6i Hiép | EuroCham khuyén nghi:
dinh My pham ASEAN 309 - O.ﬁ giam céac yéu cdu khong can

Qs

- Tiéu chuén chét lugng: theo Luét Tiéu chuén &
Quy chuén k¥ thuat, doanh nghiép bét budc phai
théng bao Smo cong b6 tiéu chuan co s& 1én Co s&
dit ligu s:on gia vé tiéu chudn. Nhur vy, ké ca thai
diém ndp Ho so cong b6, doanh nghiép chua thyc
hién viéc thong bao thi sau d6 van phai thuc hién dé
tuan thi Luat. HO so cong bb my urmﬁ cling wo:
cAu ndp Tiéu chuin chét lugng thi chic chéin chdng
chéo vai Luat
- CFSvéiyéu cAu vé& thong tin, vai trd cla timg co s&
wmz x:R
- Gidy chirg nhén Thyc hanh tét san xuit my pham
A:nnz:v:v hoiic Gidy chimg nhén _mo 22716: Yéu
cAu bd sung so véi hién nay. Nhiéu n:cn gia 4p
dung GMP/ ISO 22716 nhung khong bét bude
doanh nghiép phai xin Gidy o_Edm nhén. Yéu ciu
nay s& khién doanh nghiép phai thuc hién thém thu
tuc cép Gidly chimg nhan tai nudc san xuét.
Céc yéu cau ndy dang tao thém céac ganh ning hanh chinh
d6i v&i nhitng san EEB vén da tuan tha diy di ACD, 1am
m_m B:m. dang ké thoi gian, chi phi tuéin thi cho doanh
ghiép. San n_::.: d tuan thia ACD nén dugc phép luu hanh
8_ cac O:oo gia Thanh vién ma khong can ap dt thém cac
wo: cAu bd sung trong nudc.

thiét nhu nop Tiéu chuén chit
luong va Phiéu két qua kiém
nghi¢ém

- G& bo yéu ciu CFS cho m§
phédm nhap _ch dic biét cho
m¥ EEB tir khéi EU nham pht
hgp v6i cam két a.o:m EVFTA

- Trong trudng hop van cin co

CFS, ching toi d& nghi bo yéu
cAu ké khai chi tiét théng tin, vai
trd cua timg co s& san xuét, chip

nhan mau CFS cia nude xudt
Kkhéu.

Co quan chirc néng tap trung :mco: lye
cho cdng tac kiém tra cic san EEB dang
luu hanh trén thi truong, thay vi tiép tuc
tang yéu cAu gidy tor tién kiém.

Diéu 6. Thii tue anm bb sin pham m§ phim

3. ﬂwc:% thoi han toi %& 03.ngay lam viéc ké
tir ngay :mﬁ nhén di hé so ¢bng bé ciia co s6,
co quan tiép nhan ho so ding Bm\em\zmh nhdn

péi véi Cong théng tin mdt cira acoo gia hodc He Eo:m giai
quyét thi tuc hanh chinh cia B9 Y té thi daing tai S6 tiép
::m: Phiéu cong bb, tuy nhién d6i véi Co so dit liéu thong
tin vé my phém thi lai Céng khai hd so cong bb.

EuroCham khuyén nghi:

- D2 nghi sira Diéu 6, khoan 3 nhur sau:
“3. Trong thoi han t6i da 03 ngay lam
viéc ké tir z%@ tiép nhdn du ho so cong
bé ciia co s6, co quan tiép nhan ho so
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EBurepoan Chember of Comemerce in Vistnem
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Tham chiéu

Y kién

Khuyén nghi

Phiéu cong bé san pham my pham trén Cong
théng tin mét cira quéc gia doi voi san phiam
my phdm nhdp khéu va trén Hé .,_:m‘:m gidi
quyét thit tuc hanh chinh cua Bo Y té ddi véi
san pham my 7 phdm san xudt trong nude hodc
ma:.n khai hé so cong bo sin ~i=== my phim

trén Co sé div liu théng tin vé my pham.”

Viéc cong khai toan bd hd so cong bo gdy rii ro rat 16n vé
tinh bao mat ciia thdng tin san pham, nha san xuét, don vi
nhép khau.

dang tai so :.m.n nhdn Phiéu cong bé san
ESS my p pham trén Cong théng tin mot
cira quoc gia déi véi san hxai my ESE
nhép khdu va trén Hé thong giai Q&ﬁ
thii tuc hanh chinh ciia Bg Y té doi véi
san phdam my h&m.E san xudt ?Qﬁ nuoc
hodc ddng tai 56 :@ nhin Phiéu cong
bo sin phim my phim trén Co sé div
li¢u thong tin vé mp phim ”

Didu 9. Yéu ciu dbi véi Phiéu cong bo san
ﬂrm:— my _._.m_:
Diém a khoiin 2:

“a) Thanh phan c6 trong cong thirc san phdm
phai duoc ghi day di theo thir tw ham luong
giam dan. Nhiing thanh phan véi ham leong
nho hon 1% c6 thé liét ké theo bat ky thir tu
nao sau cde thanh phan c¢é ham lwgng 1ém hon
1%. Cdc chdt mau c6 thé dwoe ghi theo bat ci
thir tir ndo sau cdc thanh phén khdc theo chi
ddn mau (CI) hodc theo tén nhw trong Phu luc
cde chdt mau duoc sir dung trong san phdm my
pham ciia  Hiép dinh my EES ASEAN. Cac
n«mn:w phan nude hoa, chdt tao huong va cdc
nguyén li¢u cia chiing cé thé viét dudi dang
“huongiiéu” (perfume, fragrance, \quzw
aroma), \m&\.\.__.z ong hop cé thanh phin thugc
danh myc ch dtgdm hogic chit cé gidi han
:Sﬁ do, ham ~5§.ﬁ§§ quy dinh tai cdc
Phu luc (Annexes) 23\&%& dinh my E:::
ASEAN theo phién bin &Gpnhdt mdi nhit
ciia Hpi dong my phim \.%MDQ\

m\ 0}

Viéc yéu cau khai bao ndng do cua tit ca cac thanh phan
trong cong thirc huong liéu 14 khong pht hgp, do khéng
mang lai thém lgi ich vé& an toan cho ngudi tiéu ding.

Nguoc lai, u\oc cdu nay co thé dé dang xam pham bi mét
thuong mai, von bao gom cac cong thirc nuée hoa va cic
thanh phén tao huong cia cac cong ty my pham. Céc théng
tin nhay cam vé& mit thuong mai (vi dy: dit liéu dinh lugng
clia cong thirc) do nha cung cip hwong liéu cung cdp phai
dugc cong ty m§ phidm quén Iy theo cach ton trong quyén s
hitu tri tué ciia nha cung cép. V& nguyén tic, cac cong ty my
EEB khéng dugce phép tur ¥ chuyén giao cac théng tin mang
tinh bi mét nay cho bét ky bén nao khac.

EuroCham dé nghi chinh sira nhu sau:
“a) Thanh phdn c6 trong cong thirc san
phdm phai dugc ghi ddy dii theo thir tw
ham lieong giam dén. Nhitng thanh phan
véi ham lugng nho hon 1% c6 thé liét ké
theo bdt ky thir tu nao sau cdc thanh
ES: c6 ham lugng Ién hon 1%. Cdc
chdt mau cé thé dwoc ghi theo bat cir thie
tw nao sau cdc thanh phan khdc theo chi
dan mau (CI) hodc theo tén nhu trong
Phu luc cdc chat mau dwoe sir dung
trong san phdam my phdam ciia Hiép dinh
my ﬁwa& ASEAN. Céc thanh phén nuéc
hoa, chdt tao hwong va cdc nguyén liéu
ctia chiing c6 thé viét duGi dang “hwong
ligu” ?mmxzim .\mﬁmxa:qm \E.,Szﬂ
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Tham chiéu

Y kién

Khuyén nghi

Piéu 11. Yéu cau ddi véi Gidy chirg nhin
Iru hanh tw do (Certificate of Free Sale -
CFS) déi voi my urm:_ sén xudt tai nuwée
ngoai

Pi¢m c, khoan 1

c) mx:dsm hop san hras my hrms 0 sy tham
gia san xudt béi nhiéu co sé san xudt khdc
nhau thi CFS phai ghi rd tén, dia chi, vai tro
cua ting co so.

Qs

Quy dinh nay khong phi hep véi théng 18 quéc té vé Gidy
chitng nhén luu hanh tu do (CFS). G pham vi quéc té, CFS
xac nhan ring san phim duoc luu hanh hop phép tai quic
gia xuét xir. CFS khong c6 chirc néing chimg nhan théng tin
vé co s& san xudt. Vi vdy, co quan cip CFS cia cc nude
thudmng khong liét ké hoiic khong liét ké tit ca co sé san xuét
trén CFS. Vigc yéu céu ligt ké tit ca céc co s& san xult va
dong g6i, bao gdm ca cac don vi gia cong bén thi ba, s& lam
gia tang dang k& ganh nang hanh chinh, can tro tiép can thi
trudmg, anh hudng dén céc cong ty van hanh theo md hinh
san xuét da co sd.

Chiing t6i ting h@ viéc duy tri yéu ciu vé& CFS & giai doan
nay nhu mét giai phap thoa hiép mang tinh thyc tién. Tuy
nhién, dinh dang ctia CFS khdng nén yéu céu liét ké thong
tin vé& cac co s& san xuat hodc déng goi. CFS chi nén xac
dinh Responsible Person chju trach nhiém dwa san phim ra
thi trudong.

Du thao nghi dinh thay thé Nghj dinh 69/2018/ND-CP
hudng dan luat ngoai thuong ciing da bo yéu céu liét ké
thong tin co s san xuét trén CFS cho thiy quan diém quén
ly ctia chinh phti Viét Nam dang tién téi hoa hop véi céc
théng 1¢ qubc té.

EuroCham kién nghi bo didu khoan nay.

Diéu 13. Yéu ciu n%::i Phiéu _ﬁmg qua kiém
nghiém ciia 16 san ﬁ—_wi ,Ew E_u.:
1. Phiéu két qua kiém :@5«5 &@W}QS mos
gidi han kim logi nang, vi sinh va chat

Chiing t6i hoan nghénh viéc nang cao chat lugng m§ pham
vi vy, chung t6i dong tinh v6i vige bo sung céc chi tiéu vi
sinh, kim loai nging, tap chat dang vét vao tiéu chuén ctia My
pham.

Chuing t5i kién nghi nén dua ra yéu cau
v& tiéu chuén chat lugng cta san phdm
dé 14y tiéu chuin do lam cin cir cho viée
kiém tra san phim trén :._m trudng thay vi
yéu cu ddi véi phiéu kiém nghiém.
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Stt

Tham chiéu

Y kién

Khuyén nghij

dang vét trong san pham my pham quy dinh tai
Phu luc 56 01 ban hanh kém theo Nghj dinh
nay va cdc chi tiéu khdc c6 trong tiéu chuan
chat leong cia san phdm va duge cdp trong
thoi han 12 théang tinh dén ngay nép hé so.

Phiéu kiém nghiém phan anh cac phép thir dugce timg cong
ty thuc hién theo chién lugc kiém soat chit Iugng ndi b cua
minh, vén dugc xay dung trén co sé khoa hoc va ﬂmv can
duya trén dénh gi4 rii ro. Ban chét va tin suét thir nghiém
dugc mdi cong ty xac dinh dwa trén quy trinh san xuét ciing
nhu h¢ théng thim dinh va danh gia nha cung cép. Mét s6
phép thir nhat dinh, ching han nhu thir kim loai ning, khéng
dugce thyc hign trén moi 16 san phim trong trudng hgp
nguyén lidu da dugc kiém soét théng qua thAm dinh trong
giai doan phét trién va hoat déng danh gia nha cung cap.

Do d6, CoA do co s san xuét phéat hanh phan 4anh hé théng
dam bao chét lugng da dugc thiét 1ap cua cong ty va nén
dugc co quan quan Iy chip nhan trén co s& do.

Dé xuét tach diéu 13 thanh 2 néi dung:

- Yéu ciu ddi véi tiéu chudn cua m§
phém: Tiéu chuén san phim cin bao
gbm gdm giGi han kim loai niing, vi sinh
vat, tap chét dang vét trong san phim m¥
phim quy dinh tai Phu luc s6 01 ban
hanh kém theo Nghij dinh nay va céc chi
tiéu khéc do co sé ty xay dung.

- Yéu cdu ddi véi phiéu kiém nghiém cia
16 san phAm m§ pham: Phiéu kiém
nghiém phai dugc cp boi phong kiém
nghiém ciia co s& san xudt my phim dat
Thye hanh tét phong thi nghiém (Good
Laboratory Practice - GLP) theo quy
dinh ctia phép luat vé dugc hoic
ISO/IEC 17025 hoic dat GMP hoic
duoc cAp bai co s¢ kiém nghiém doc lap
dat GLP theo quy dinh ciia phap luat vé
dugc hodc dugce cong nhan phi hop vai
tiéu chuén ISO/IEC 17025.

Diéu 14. Yéu cau doi véi gidy to phap Iy do

co quan, to chire ¢6 thAm quyén nuée ngoai
A

cap

@ :
“1:Gidy CFS, Gidy ching nhan CGMP hodc

ISO'22 716 cia co s¢ san xudt va cdc w&v,n%
quy dinh tgj diém b va diém c khoan 2 Diéu 11
Nghi dinh nay ﬁ\wmm ddp umg cdc quy dinh sau:

a) La ban chinh xo‘mﬁ@m: sao theo quy dinh tai
Nghi dinh s6 23/2015/NB'CP ngay 16 thdang 02
ndm 2015 cuia Chinh phi' vé ¢dp ban sao tit 6

géc, chimg thiee ban sao tir ban .@Nwzm. chitng
%ﬁ%m@&%%ﬁ?&%&@%&

Yéu cau chimg thyc, hgp phap hoa lanh su ddi véi céc tai
li¢u nhu CFS hay CGMP ciing chua thyc sy phi hop véi
tinh thin don gian héa thi tuc hanh chinh va loai bé rao can
thuong mai trong cac cam két qudc té cia Viét Nam, dic
biét 1a Hiép dinh EVFTA. Theo Diéu 2.18.3 cia Hiép dinh
EVFTA, sau ba nim ké tir khi Hiép dinh c6 hiéu luc, mot
Bén khong dugc yéu cau chimg nhén lanh sy ddi véi viéc
nhép khiu hang héa thugc pham vi diéu chinh cua Hiép
dinh.

EuroCham khuyén nghi:

- D& nghi bo yéu cu chimg thyc,
hop phap héa lanh sy cho CFS,
CGMP v.v.
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Tham chiéu

Y kién

_m_:.wm: nghi

dich.

b) Phai duge hop phdp héa lanh su theo quy
dinh ciia phdp ludt vé hop phdp héa lanh su,
trix cdc trucng hop dwge mién theo quy dinh
cua phdp ludt;

Diéu 22. San phim m§ phdm nhép khiu

1. San pham my phdm nhdp khdu phai dap iing
cdac quy dinh nhu sau:

a) Dugc cong bé théng tin trén Céng Théng tin
mot cira quéc gia hodge Co s dir liéu thong tin
vé mj pham,

b) .w.m. tiép nhdn Phiéu céng bé san pham my
phdm con hiéu lyc;

¢) Doi véi san phiam my phdam quy dinh tai
khoan 2 Diéu 33 Nghi dinh nay, khi thuc hi¢n
thii tuc théng quan phdi cé Phiéu kiém :w\a.ms
ddp tmg quy dinh tai Diéu 13 Nghi dinh nay.

Diéu 23 khoan 1 lai b6 sung thém wmc cau Phiéu kiém
:mEmE khi nhép khau, Phiéu kiém nghiém phai tuan tha
Diéu 13.

Theo EuroCham, Phiéu k _m_: nghiém cho san pham nhém 2
da co trong PIF, khong cAn thiét yéu ciu ndp thém & ca bude
nhép khau (pre-market).

Khé khin tiém tang: Phiéu kiém nghiém ndp cho co quan
hai quan, khong phai co quan quan ly chuyén nganh my
phidm. Theo quan m_n_.: clia co quan hai quan, ¢ thé s& yéu
ciu phai c6 phiéu kiém nghiém cho timg 16 va cho tit ca cac
chi tiéu. Trong khi dé, trén thuc té c¢6 nhimng chi tiéu doanh
nghiép thuong | kiém ngh iém theo chu ky, khong can thiét
kiém nghiém tat ca céac 16 néu khéng c6 nguy co va san xuét
trong day chuyén khép kin dat CGMP. Co quan hai quan
khong phai co quan quan ly o::%n: nganh my v:ms._ c6 thé
khong dong ¥ véi thong 18 ndy. Quy dinh nay chéc chén s&
dan dén tinh trang cham tré dang ké tai cira khéu, 1am gia
ting chi phi logistics va giy ép luc 1én ndng luc cia cic
phong thir nghiém dugc cong nhén, tir d6 tré thanh mét rao
can k§ thuat ddi véi thuong mai ma khéng mang lai lgi ich
an toan tuong xing so véi cac bién phép kiém soét hién
hanh da hai hoa theo ASEAN.

EuroCham dé nghi:

- D& nghi bo yéu ciu ndp Phiéu
kiém nghiém tai khau thong
quan.

Dicu 25. Quy dinh vé HO so théng tin san
phim U,

2

Thoi han cung cap hod so PIF 30 ngay 1a qua ngén.

EuroCham dé nghi cho phép thi gian
cung cap 1a 60 ngay nhu quy dinh hién
tai.

5
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Eurapean Chamber of Commerce In Vietnam

Stt Tham chiéu Y kién Khuyén nghi
wa: 26. Quy dinh vé nhan san _.__m.s my Du thao yéu cau phai ghi ca Ngay san xuat va Ngay hét han | Dé nghi bo sung ghi 16 nhu ACD, cho
phim ctlia san phim. Day 12 yéu cAu bd sung so véi quy dinh ghi phép khong bét bude ghi han ding dbi
% 5 : nhén ASEAN vi ASEAN cho phép khéng bt bugc ghi han | véi san pham c6 d¢ én dinh trén 30
e e b ) diing déi véi san phdm c6 dd 6n dinh trén 30 thang. ¢ thang.
9. | g Ngay san xudt va ngay hét han ciia san EuroCham kién nghi chinh stra nhu sau:

phém; g) Ngay san xudt hodc ngay hét han ciia
san pham. Vi nhitng san phim cé dg
on dinh dwdi 30 thdng, bit bupc phdai
ghi ngay hét han;

Diéu 26. Quy dinh vé nhin sian phim my Dy théo bd sung nhiéu thong tin ghi nhan so véi ACD: EuroCham khuyén nghj:

phim - ACD chi yéu ciu ghi tén va dia chi ctia co s& cong - D& nghi bo yéu ciu ghi nhdn Tén

2; 2%@9_ cdc quy dinh vé ghi nhan tai khoan 1 bd (co s& chiu trach nhiém dua san phém trén thi va dia chi clia co s& san xuét;

Piéu nay, nhan san ﬁbni my pham phai c6 cdc truong) Tén va dia chi cia co s nhép

:.S.:w, tin ﬁin i Sm,,x rw sau. Q ﬂmq E Ala . - Du thao yéu ciu thém ca Tén va dia chi cua co so Khda.,

chicila cosét cling ba, (o vi Blachiclla coss san xuét; Tén va dia chi cia co s¢ nhép khiu

san xudt (ghi ddy du bang tiéng Viét theo Giay T R i

chimg nhan ding ky doanh nghiép hodc Gidy | Dic biét v6i m§ phadm nhép khiu, bd sung thém ca 2 trudng

chitng nhén dcing ky hé kinh doanh) déi véi my | thong tin rét dai nay gy anh hudng khong nho dén thiét ké

10. | phdm san xudt trong nude; Tén va dia chicia | bao bi san pham. Dong thoi ciing giam tinh linh hoat trong

co 56 cong bé, tén va dia «chi cua co so nhap
khdu (ghi ddy di bang tiéng Viét theo Gidy
chirng nhdn dang ky doanh nghiép hodc 9&\
Vnmrx.:m nhdn maz.m ky hé kinh doanh), tén va dia
vnza co s¢ san xudt doi véi my pham nhdp
khéti)

/-~
(o2 0
I'e
Qs
{

@,

logistics, do nha nhép khéu va/hodc co s& san xuét cu thé cé
thé thay dbi, tir d6 budc phai thyc hién viéc tai ghi nhan
riéng cho E_ truong Viét Nam vdi chi phi dang ké.

Trong khi d6, co s& cong b6 méi 1a don vi chiu trach nhiém
V€ san _urma trén thi trudng. Nhan theo ACD d4 c6 théng tin
nudc san xudt, Tén & Dia chi ¢0 sd chiu trach nhi¢m dé
ngudi tiéu diing c6 thong tin xuét x& va co s& chiu trich
:Ema Con co quan quan ly da c6 mmw du thong tin nha san
xuét, nhap khiu trong Hd so cong bb.

Diéu 26. Quy dinh vé =_mm= sdn u_::: m¥
phim 7 /
\ON\O}

Dy théo bo diéu khoan vé ngdn ngir ghi nhén so véi Dy théo
trudc. Diéu nay din dén nguy co vuéng Ewn khi ap dung la
tat ca ndi dung ghi nhan sé ' phai ghi bing :mzm Viét awn biét
céc ndi dung & khoan 2 Piéu 26, khéng ndm trong ndi dung

Dé nghi thém khoan 3 trong Diéu 26 vé
ngodn ngir ghi nhén dé 1am 3 1a chi 3
théng tin bat budc bang tieng Viét, con
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Stt

Tham chiéu

Y kién

_A—Eu‘m: nghi

ghi nhan bit budc ACD nén chua rd ngdn ngit tudn theo quy
dinh nao).

Hién nay (theo diing ACD), thong tin canh bao, hudng din
sir dung, tén & dia chi cong ty chiu trach nhigm thi bt bugc
g:m tiéng Viét. Tuy nhién céc thong tin khéc (tén san
ESS nudce san x:mﬁ thanh phdn...) dugc lva chon ghi bang
tiéng Anh hoic tiéng Viét. Cac nudc ASEAN dang 4p dung
chung quy dinh nay, nén nhiéu nuéc cé thé ding chung
nhén tiéng Anh, chi thém 3 thong tin bat budc bang tiéng dia
phuong, gitip doanh nghiép linh hoat khi san xuét nhan
chung cho nhiéu thi truomg. Thong 1¢ nay ciing phu hop vé
tinh o:mﬁ m§ phdm 14 tén san phdm c6 nhiéu tir ngit kho a_or
sang tiéng Viét twong tmg, thanh phan thi ghi theo danh
phap qudc té dong b chir khong dich ra.

lai c6 thé linh hoat tiéng Viét hoic tiéng
Anh.

_u_dm:. my _urmE

Dic¢u 31. Kiém tra ho so sau céng bd sin

Vé ban chét, co ché nay khéng con don thudn 12 hoat dong
héu kiém ngau nhién trén thj trudng, ma da trg thanh mét
thi tuc hanh chinh mdéi trong hau kiém.

- Theo ACD, PIF dugc luu giir tai doanh nghiép va
xuét trinh tai tru s& doanh nghiép khi co quan quéan
1y tién hanh thanh tra, kiém tra.

- PIF 12 bd hd so rat dd sd, co thé 1én t6i hang trim
hodc hang nghin trang, va chira nhiéu théng tin nhay
cam, bao gdm ca bi mat thuong mai va cac két qua
nghién ctru phét trién san phdm. Trong béi canh
thim quyén tiép nhan hd so cong bd dang duge
phan cip v& céc S¢ Y té, ching t6i cho rang can cin
nhéc hét strc than trong tinh kha thi dé vira c6 thé ra
soat PIF hiéu qua, vira bao dam thyc hién hi¢u qua
cong tac thanh tra, kiém tra thuc té trén thi truong.

- Chung t6i hoan toan ton trong va ung ho quyén
kiém tra, giam sat clia co quan quén ly nha nuéc,

bé nghj bo thi tyuc hanh chinh ra soat
PIF sau cong bd, d& nghi co quan quan ly
tap trung ngudn lyc vao hoat dong kiém
tra thyc té, ldy mAu nglu nhién trén thi
trudng va xir ly nghiém cac trudng hop
vi pham.

Trong trudng hop vin yéu ciu nop PIF,
d& nghi chi yéu cau PIF Phén 1, con lai
co quan quan ly kiém tra thuc té, ngau
nhién. Ngoai ra, dé nghi khong ap dung

bién v:mn tam dirng luu .&o:m lién quan
dén gidy to thi tuc hoic tai ligu k¥ thuat
nhung khéng anh huéng dén an toan
ngudi tiéu diing ma cho phép doanh
nghiép giai trinh, néu khong dat thi mé
ap dung.
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European Chamiser of Camemverce In Vistnam

Stt Tham chiéu Y kién Khuyén nghij

tuy nhién kinh dé nghi co quan chirc nang khong
yéu ciu tam dimg lru thong khi doanh nghiép con
dang giai trinh. Bién phap nay chi nén 4p dung nay
khi 6 két ludn rd rang v& Ho so vi pham, ¢6 anh
huédng dén sire khoe ngudi tidu dung. Déi véi cac
truong hop chwa dép tmg yéu cdu mang tinh thu tuc
hoic ky thuat nhung khong anh huéng dén an toan
ngudi tiéu ding, ching t6i kinh dé nghi khéng tam
ding luu thong khi doanh nghiép dang giai trinh.
Trén thuc té, cach hiéu va danh gia chuyén mon
giira cic chuyén vién c6 thé khong thong nhat, dic
biét dbi voi céc tai lidu k§ thudt. Hién nay viéc
quan diém chuyén vién khong théng nhét trong cling
1 S6'Y té hoic gita cdc S& Y té khi phé duyét hd so
quang cdo di xay ra thuong xuyén, nhu vy hoan
toan tiép tuc dién ra khi phé duyét hé so PIF véi
khdi lugng 16n hon rit nhidu.

Dieu 37. 2m==m tiép nhan hd so cdng bo san Thai gian ngung tiép nhan ho so cong b 12 thang 1a quéa ha | EuroCham khuyén nghi:

_u—_m_s ny _.__m-.._ e, - Phén loai vi pham hanh chinh

QW»T\ Ngung tiép nhdn hé so cong bé san pham Ngoai ra, khong tiép nhgn :.qu cong b san vrmﬁ my phim giam xur phat con 6 thang, con
miphdm 12 thang ké tir ngay ban hanh van d6i véi co s cong bd san xudt, kinh doanh san pham m§ cac vi pham lién quan dén an
ban Saa.m. bdo hanh vi vi EES cua co quan phém c6 thanh phén chit cAm sir dung trong m§ pham theo toan ngudi ding hay cb tinh vi
13. | nha nudc & Sa_s quyén doi véi co sé cong bo | quy dinh tai cac Phu luc (Annexes) cua Higp dinh my pham pham thi ap dung 12 thang. Cac
thudc mot ?o:m\hzn truong hop sau: ASEAN 14 qua ha khic vi nguyén nhén c6 thé dén tir yéu to cong ty nude ngodi tudn thi cao,
o). Kt doomesdn mw&: m§ phém chica duuge khéch quan nhur khong cdp nhét thong tin kip thoi. “MM Mm bi ran de thi s€ khong tai
M.oxm bé trén ch..m %cxw\ tin.mdt cia @éon gia - EuroCham kién nghi chinh sita
6i v&i san ,cmns my p pham vihdp khdu va trén nhur sau:

H¢ thing gidi quyét thii tuc xazxxm&@xb cua Bj

(@7
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Stt

Tham chiéu

Y kién

Khuyén nghi

Y 18 déi véi san pham mp phdm san xudt trong

nude hodc trén Co so dir liéu thong tin vé my
pham hodc chua 6 56 tiép nhdn

Phiéu cong bo san pham my phdm cua co quan
nha nude co tham quyén;

b) Khéng thuc hién thu héi san phdm my phdam
vi pham theo théng bdo cua

co quan nha nudc co tham quyén;

¢) San xudt, kinh doanh san .cr&: my .ESE tai
o sG san xudt khong ddap tmg diéu kién san
xudt my pham,

d) San xudt, kinh doanh san pham myp ,cxas co
thanh EB: vugt qud gidi han cho phép doi voi
cde chdt c6 quy dinh gidi han nong do, ham
lwong sir dung theo quy dinh tai cdc Phu luc
(Annexes) ctia Hiép dinh my phdm ASEAN.

“Ngirng 1iép nhdn hé so cong bo
san pham my phéam 12 thang aoi
v&i vi pham anh huong dén sirc

khée nguoi tiéu dung va 6 thang
déi véi cdc vi pham hanh chinh”

.. ‘....””,_.,P.

[\

Nhin xét chung

Néu phan quyén vé cac tinh thanh thi can :msm cao ning luc,
vi hién nay cac S¢' Y té chi quen thuge v6i Ho so cdng bd
m§ pham trong nudc, cac hé so nhép khiu véi gidy to tir
nude ngoai cAn nhiéu kién thirc chuyén mén hon. Cén dao
tao ddng bd d& dam bao cac S& ra quyét dinh nhét quan.
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\ European Chamber of Commerce in Vietnam
No. 0203/2026fDAv-MOLUCossg{'T\‘" Ho Chi Minh City, 02 March 2026
Respectfully to: \_g'{»l)rug Administration of Vietnam

<’ Ministry of Health

o\“' 138A Giang Vo, Ba Dinh, Hanoi

In copy to: S Ministry of Health
N 138A Giang Vo, Ba Dinh, Hanoi

&
<

Regarding: Euqbt'ham and its Cosmetics Sector Committee continues to provide feedback on the Draft Decree on

Cosmetics Management.

N

The Eurq§§ém Chamber of Commerce in Vietnam (“EuroCham™) and its Cosmetics Sector Committee would like
to extend our greetings and wishes of health to the Leadership and esteemed colleagues at the Ministry of Health
and the Drug Administration of Vietnam.

We have received Official Letter No. 955/BYT-QLD dated 12 February 2026, from the Drug Administration of
Vietnam calls for comments on the Draft Decree on Cosmetics Management version dated 02 February 2026 (the
“Draft”). On behalf of our members, we would like to share with you the comments and recommendations to
contribute to the completion of the Draft. Please find the detailed comments attached in the Annex.

We would like to express our sincere gratitude to the Ministry of Health and the Drug Administration Vietnam for
providing us with the opportunity to contribute. We hope that the Ministry and the Department will carefully
consider, acknowledge, and support our proposals regarding the issues outlined above.

The European Chamber of Commerce in Vietnam and its Cosmetics Sector Committee, along with our member
businesses, are committed to continuing to support and develop alongside the Vietnamese economy. We are
constantly working to maximise the effectiveness of the Free Trade Agreement between Vietnam and the European
Union to promote trade and investment, thereby bringing tangible bilateral benefits. We respectfully request your
consideration and positive feedback on the concerns and recommendations raised.

Respectfully Yours,

For and On behalf of For and On behalf of
Cosmetics Committee
under EuroCham

F.d i . l‘
g4 ‘
l’( A { /G : = <l
Nguyen Ngoc Tuyet Trinh
fi charge of Advocacy Co-Chair

For further details , please contact Ms. Nguyen Cam Van, Head of Hanoi Office and External Relations via
email: van.nguyen@eurochamvn.org or mobile: (84) 902 233 126.

HO CHI MINH CITY info-hcm@eurochamvn.org HANOI info-hn@eurochamvn.org
Room 5.05.02, 5 Floor, Deutches Haus HCMC Room 08, Floor 3B, Horison Tower

33 Le Duan, Saigon Ward, Ho Chi Minh City 40 Cat Linh, O Cho Dua Ward, Hanoi

Tel: (84-28) 3827 2715 Fax: (84-28) 3827 2743 Tel: (84-24) 3715 2228 Fax: (84-24) 3715 2218

www.eurochamvn.org

L
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Gurapean Chamie of Cumasesin in Vheinem

Comments on the Draft Decree on Cosmetic Management — Draft 11"

Anony
mous

References

Opinion

Recommendations

Article 5. Cosmetic product notification

dossier

The Draft requires additional documents in the Product
Notification Dossier compared to ASEAN Cosmetics
Directive (ACD):

Quality standards: Under the Law on Standards
and Technical Regulations, enterprises are required
to notify the publication of their internal standards
(TCCS) to the National Database on Standards.
Accordingly, even if, at the time of submitting the
product notification dossier, the enterprise has not
yet made such notification, it must subsequently
complete this step to ensure compliance with the
Law. Meanwhile, the cosmetic product notification
dossier also requires the submission of quality
standards, which would inevitably overlap with the
requirements under the Law.

CFS with requirements for information and roles of
each production facility;

Good Cosmetic Manufacturing Practice Certificate
("CGMP") or 1SO 22716 Certificate: Additional
requirements compared to the current one. Many
countries apply GMP/ ISO 22716 but it is not
mandatory for businesses to apply for a Certificate.
This requirement will cause enterprises to carry out
additional procedures for issuing certificates in the
country of manufacture.

These requirements are creating additional administrative
burdens for products that are already fully compliant with
ACD, significantly increasing compliance time and costs for
businesses. Products that have complied with the ACD
should be allowed to be circulated in Member States without
imposing additional requirements in the country.

EuroCham recommends:

Remove unnecessary
requirements such as submitting
Quality Standards and
Certificate of Analysis (COA)
Removing the CFS requirement
for imported cosmetics,
especially for cosmetics from the
EU to be in line with the
commitments in the EVFTA

In case CFS is still needed, we
propose to remove the
requirement to declare detailed
information and the role of each
production facility, and accept
CFS template of the exporting

country.

The authorities focus resources on the
inspection of products circulating on the
market, instead of continuing to increase
the requirement for pre-inspection
documents.
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Anony
mous

References

Opinion

Recommendations

Article 6. Procedures for notification of
cosmetic products

"3. Within 03 working days from the date of
receipt of a complete notification dossier from
the establishment, the dossier-receiving agency
shall post the receipt number of the cosmetic
product notification slip on the National Single
Window Portal for imported cosmetic products
and on the Ministry of Health’s Administrative
Procedures Resolution System for domestically
produced cosmetics products or publicize
cosmetic product notification dossiers on the
Cosmetic Information Database."

With respect to the National Single Window Portal or the
Ministry of Health’s Administrative Procedures Resolution
System, only the Receipt Number of the Cosmetic Product
Notification is published. However, for the Cosmetics
Information Database, the entire product notification dossier
is made publicly available.

The disclosure of the full notification dossier poses
significant risks to the confidentiality of product
information, manufacturers, and importers.

EuroCham recommends:

- Amend Article 6, Clause 3 as follows:
"3 Within 03 working days from the date
of receipt of a complete notification
dossier from the establishment, the
dossier-receiving agency shall post the
receipt number of the cosmetic product
notification slip on the National Single
Window Portal for imported cosmetic
products and on the Ministry of Health's
Administrative Procedures Resolution
System for domestically produced
cosmetics products or post the receipt
number of the cosmetic product
notification on the cosmetics
information database.”

Article 9. Requirements for Cosmetic
Product Notification Form

Point a, Clause 2:

"a) The ingredients contained in the product
formulation must be fully stated in descending

rv%imw of content. Ingredients with a content of

less than 1% can be listed in any order after

_.zm%m&wma with a content greater than 1%.

Pigments ¢gn be listed in any order after other

ingredients nwn&..&zw to the color indication
(CI) or by name as in the Annex to Pigments
Used in Cosmetic 3«&.&%.& of the ASEAN
Cosmetics Directive. w&%&@ ingredients,

fragrances and their ingrediénis may be
written in the form of "perfume, gnxnm,

flavor, aroma", except for the case Where

It is inappropriate to require the concentration of all
ingredients in flavor formulations to be declared, as it does
not provide additional safety benefits to consumers.
Conversely, this requirement can easily infringe on trade
secrets, which include the fragrance formulations and
fragrance ingredients of cosmetic companies. Commercially
sensitive information (e.g., quantitative data of
formulations) provided by the fragrance supplier must be
managed by the cosmetic company in a manner that respects
the supplier's intellectual property rights. In principle,
cosmetic companies are not allowed to arbitrarily transfer
this confidential information to any other party.

EuroCham proposes to revise as follows:
"a) The ingredients contained in the
product formulation must be fully stated
in descending order of content.
Ingredients with a content of less than
1% can be listed in any order afier
ingredients with a content greater than
1%. Pigments can be listed in any order
after other ingredients according to the
color indication (CI) or by name as in
the Annex to Pigments Used in Cosmetic
Products of the ASEAN Cosmetics
Agreement. Perfume ingredients,
flavoring agents and their ingredients
can be written in the form of "perfume,
fragrance, flavor, aroma", exeeptfor-the
; . ! " .
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Anony
mous

References

Opinion

Recommendations

there are ingredients on the list of prohibited
substances or substances with concentration
and content limits as prescribed in the
Annexes of the ASEAN Cosmetics Directive
according to the latest updated version of the
ASEAN Cosmetics Council."

Article 11. Requirements for a Certificate of
Free Sale (CFS) for cosmetics manufactured
abroad

Point ¢, Clause 1

¢) In case the cosmetic product is produced by
many different manufacturing establishments,
the CFS must clearly state the name, address
and role of each establishment.

This regulation is not in line with international practice on
CFS. At the international level, a Certificate of Free Sale
(CFS) confirms that a product is legally marketed in the
country of origin. A CFS is not intended to certify
information relating to manufacturing sites. Therefore, the
authorities issuing CFSs in many countries usually do not
list, or do not list all, manufacturing sites on the CFS.

Requiring the listing of all manufacturing and packaging
sites, including third-party subcontractors, would
significantly increase administrative burden, hinder market
access, and adversely affect companies operating multi-site
manufacturing models.

We support maintaining the CFS requirement at this stage as
a pragmatic compromise. However, the format of the CFS
should not require the listing of manufacturing or packaging
site information. The CFS should identify only the
Responsible Person placing the product on the market.

The draft decree to replace Decree 69/2018/ND-CP guiding

the foreign trade law also removed the requirement to list
production facility information on the CFS, indicating that

EuroCham proposes to remove this
clause.
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Recommendations

the Vietnamese government's management perspective is
moving towards harmony with international practices.

Article 13. Requirements for the Certificate
of Analysis (COA) of a Cosmetic Product
Batch

The Certificate of Analysis of a product batch
must include the limits for heavy metals,
microbiological parameters, and trace
impurities in cosmetic products as prescribed
in Appendix 1 issued together with this Decree,
as well as other specifications set out in the
product’s quality standards. The Certificate
must be issued within 12 months prior lo the
date of dossier submission.

We welcome the initiative to enhance the quality of
cosmetic products and therefore agree with the inclusion of
microbiological parameters, heavy metals, and trace
impurities in cosmetic product standards.

The Certificate of Analysis reflects the tests performed by
each company in accordance with its internal quality control
strategy, which is established on a scientific and risk-based
approach. The nature and frequency of testing are
determined by each company in consideration of its
manufacturing processes as well as its supplier qualification
and evaluation systems. Certain analyses, such as heavy
metals testing, are not performed on every batch where raw
materials are controlled through development-stage
validation and ongoing supplier audits.

Accordingly, the Certificate of Analysis issued by the
manufacturing site reflects the company’s established
quality assurance system and should therefore be accepted
as such by the authorities.

We recommend introducing
requirements on the product quality
standards themselves, using such
standards as the basis for post-market
inspection and control, rather than
imposing requirements directly on the
Certificate of Analysis.

We propose that Article 13 be divided
into two separate provisions as follows:

- Requirements for cosmetic
product standards: The product
standards must include limits for
heavy metals, microbiological
parameters, and trace impurities
in cosmetic products as
prescribed in Appendix I issued
together with this Decree, as
well as other specifications
established by the entity.

- Requirements for the Certificate
of Analysis of a cosmetic
product batch: The Certificate of
Analysis must be issued by the
testing laboratory of a cosmetic
manufacturing facility that
complies with Good Laboratory
Practice (GLP) in accordance
with pharmaceutical laws, or
ISO/IEC 17025, or that meets
Good Manufacturing Practice

e
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Amony References Opinion Recommendations
mous
(GMP) standards; alternatively,
it may be issued by an
independent testing laboratory
that complies with GLP under
pharmaceutical regulations or is
accredited in accordance with
ISO/IEC 17025.
Article 14. Requirements for legal papers The requirements for consular legalisation of documents EuroCham recommends:
mmm.hnn. by .?_,nmms competent agencies and mmnr as n.u_um or ﬂmm_(:v are not in line with Hr.o m._o:.:. of - Remove the requirement for
organizations simplifying administrative procedures and eliminating trade sittlsation: carsular
1. The Certificate of Free Sale (CFS), the barriers in Vietnam's international commitments, especially legalisation for CFS, CGMP, efc.
! . the EVFTA Agreement. According to Article 2.18.3 of the
CGMP Certificate or ISO 22716 Certificate of ;
’ ir EVFTA Agreement, after three years from the entry into
the manufacturing facility, and the documents .
; : . force of the Agreement, a Party may not require consular
specified at Points b and c, Clause 2, Article o 5
11 ] : . legalisation for the import of goods covered by the
of this Decree must satisfy the following
; Agreement.
requirements::
6 a) They must be originals or certified true
" | copies in accordance with Decree No.
23/2015/ND-CP dated 16 February 2015 of the
g Government on issuance of copies from master
| registers, certification of copies from originals,
Yceertification of signatures, and certification of
n...oam.mna and transactions.
b) They wx&vw_‘ be consularly legalized in
accordance with the laws on consular
legalization, mxwm& for cases exempted under
applicable laws. @y
07
G
QO\.V
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Anony i :
ous References Opinion Recommendations
Article 22. Imported Cosmetic Products Article 23(1) further introduces an additional requirement to EuroCham recommends:
1. Imported cosmetic products must comply mc_o_ﬂ: - Om_uz_m.mwﬂwﬂw s_'mw_w sis upon importation, which - Remove the requirement to
with the following requirements: IR ROTERL W SIS submit COA at the customs
" . . clearance stage.
a) Hrm? E..m&. mation must be notified on the According to EuroCham, the Certificate of Analysis for 2
National Single EE.&S: Portal or the Group 2 products is already included in the Product
Cosmetics Information Database; Information File (PIF); therefore, it is unnecessary to require
b) The Receipt Number of the Cosmetic its submission again at the import (pre-market) stage.
Product Notification must remain valid;
. - Potential challenges:
¢) For cosmetic products specified in Clause 2,
M“MM.NMWW@&M this Uw.n i .MH mwx%.nn.qm of - The Certificate of Analysis would be submitted to
Vsis that compries witl the rEqirenten s the customs authority, rather than to the specialized
set out in Article 13 of this Decree must be : : :
submitted cust I cosmetics regulatory authority. From the perspective
UpOR CUSIOMS GLERTARES. of customs authorities, there may be a requirement
7 to provide a Certificate of Analysis for each batch

and covering all parameters. However, in practice,
certain parameters are tested periodically based on
risk assessment, and it is not necessary to test every
. batch for all specifications where there is no
Lo identified risk and where products are manufactured
in a closed production line compliant with CGMP.
- As customs authorities are not the specialized

regulator for cosmetics, they may not accept this
5 industry practice. This requirement would likely
7 result in significant delays at border checkpoints,
L5 increase logistics costs, and place additional
My, pressure on the capacity of accredited laboratories.
Consequently, it may constitute a technical barrier
to trade without delivering commensurate safety
) U benefits compared to the existing ASEAN-

%, harmonized control measures.
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A
_..._H._—..M References Opinion Recommendations
Article 25, Regulations on Product The 30-day PIF filing deadline is too short. EuroCham proposes to allow a supply
8. | Information Dossier period of 60 days as currently stipulated.
Article 26. Regulations on cosmetic product | The Draft requires that both the Manufacturing Date and the | EuroCham suggests clarifying the
labels Expiry Date be indicated on the product label. This provision in line with the ACD, allowing
: ; constitutes an additional requirement compared to the the expiry date not to be mandatory for
Falut g Clanse L Ariicle20 ASEAN labeling regulations, under which the expiry date is | products with a minimum durability of
g) Date of manufacture and expiration date of | not mandatory for products with a minimum durability of more than 30 months.
9 the product; more than 30 months. EuroCham proposes the following

amendment:

g) The manufacturing date or the expiry
date of the product. For products with a
minimum durability of less than 30
months, the expiry date must be
indicated.

Article 26. Regulations on cosmetic product
labels

2. In addition to the labeling requirements set
out in Clause 1 of this Article, cosmelic
product labels must also include the following
specific information: a) For domestically
manufactured cosmetics: the name and address
v%\...%m product notification entity, and the name
and address of the manufacturing
establishment (fully stated in Vietnamese in
accordancgwith the Enterprise Registration
Certificate 9..»@@5%&& Business Registration
Certificate). F ox.wibc\nlm& cosmetics: the name
and address of the product notification entity,
the name and address of ‘the importer (fully
stated in Vietnamese in accordance with the
Enterprise Registration leﬁn%m@%@.
Household Business Registration Ceftificate),

The Draft introduces additional labeling requirements
compared to the ASEAN Cosmetic Directive (ACD):

- The ACD only requires the name and address of the
product notification entity (i.e., the Responsible
Person placing the product on the market).

- The Draft further requires the name and address of
the manufacturing establishment, as well as the
name and address of the importer.

Particularly for imported cosmetics, the addition of these
two lengthy information fields would significantly affect
product packaging design. It would also reduce logistical
flexibility, as the specific importer and/or manufacturing
establishment may change, thereby necessitating relabeling
specifically for the Vietnamese market at considerable cost.

Meanwhile, the product notification entity (Responsible
Person) is the party legally responsible for the product on

EuroCham recommends:

- Request to remove the
requirement to label the name
and address of the manufacturing
facility; Name and address of the
importer.
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and the name and address of the
manufacturing establishment.

the market. In line with the ACD, the label already includes
the country of manufacture and the name and address of the
Responsible Person, which provide consumers with
adequate information regarding product origin and
accountability. Furthermore, the competent authorities
already have full details of the manufacturer and importer in
the product notification dossier.

Article 26. Regulations on cosmetic product
labels

Compared to the previous Draft, the current Draft removes
the provision on labeling language. This may create
implementation uncertainties, as it could be interpreted that
all labeling content must be in Vietnamese, particularly the
information specified in Clause 2, Article 26, which falls
outside the mandatory labeling requirements under the ACD
and therefore lacks clarity as to which language rules would

apply.

At present (in line with the ACD), warnings, instructions for
use, and the name and address of the Responsible Person
must be provided in Vietnamese. However, other
information (such as the product name, country of
manufacture, and ingredients) may be indicated in either
English or Vietnamese. ASEAN Member States are
currently applying this common approach, allowing many
countries to use a shared English label while adding only the
three mandatory items in the local language. This practice
enables businesses to maintain flexibility in producing
common labels for multiple markets.

Such an approach is also consistent with the nature of
cosmetic products, where product names often contain terms
that are difficult to translate meaningfully into Vietnamese,

EuroCham recommends:

- Add Clause 3 in Article 26 on
labeling language to clarify that
only 3 mandatory information is
in Vietnamese, the rest can be
optional in Vietnamese or
English.

Page 8of 11
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mous
and ingredient lists are presented using harmonized
international nomenclature rather than being translated.
Article 31. Post-Notification Dossier In essence, this mechanism is no longer merely a random EuroCham suggests:
Inspection of Cosmetic Products post-inspection activity in the market, but has become a new Remove the administrative
administrative procedure in post-inspection. T
procedures for reviewing PIF
. ) . after the notification, requesting
According to ACD, PIF is m.,oq_ma at the enterprise the management agency to focus
and presented at the enterprise's rmmanzwqoa when resources on physical inspection
the E.m:m.mo_soi agency conducts inspections and activities, random sampling in
nxma_amﬂ_onm. ) ) the market and strictly handle
A PIF is a very massive set of records, which can be cases.of Violafions:
up to :::a._.,.&m or Socmwsam .om pages, and contains a In case the PIF is still required, it
lot of sensitive information, including trade secrets is recommended to only request
and product ao«.o_%Ewa Rmom:w: _,mmz_ﬂ”o.. 5. the the PIF Part 1, the remaining
oozx.uz E& Em authority to receive publication regulatory agency does a fact,
dossiers is vmim ao_ommwoﬂ._ to the Um_umﬁ_:m:n.w of o TR
12. Health, we believe that it is necessary to consider addition, it is proposed not to

the feasibility very carefully in order to be able to
review PIF effectively and ensure the effective
implementation of inspection and examination in the
market. -

We fully respect and support the inspection and

supervisory authority of the competent state
agencies. However, we respectfully request that the
authorities refrain from requiring suspension of
product circulation while the enterprise is still in the
process of providing explanations. Such a measure
should only be applied where there is a clear
conclusion of non-compliance in the dossier that
poses a risk to consumer health. For cases involving

apply the measure of temporary
suspension of circulation related
to papers, procedures or
technical documents but does not
affect consumer safety, but
allows businesses to explain, if
they do not pass, then apply.

Page 9of 11




UROCHAM

Gurspean Cremiser of Gommara in Vietnem

Anony
mous

References

Opinion

Recommendations

procedural or technical deficiencies that do not
affect consumer safety, we respectfully propose that
product circulation should not be suspended while
the enterprise is responding or providing
clarification. In practice, differences in
interpretation and professional assessment among
officials may arise, particularly with respect to
technical documentation. At present, inconsistent
views among officers within the same Department
of Health, or between different Departments of
Health, frequently occur in the appraisal of
advertising dossiers. Similar inconsistencies could
reasonably be expected in the review of PIF
dossiers, which involve significantly larger volumes
and more complex technical documentation.

13;

Article 37. Suspension of Acceptance of
Cosmetic Product Notification Dossiers

1. Receipt of cosmetic product notification
dossiers shall be suspended for a period of 12
VnE..a:Sw Jfrom the date of issuance of the written
notice of violation by the competent state
authority.in respect of the notifying entity in
any of the following cases:

a) Trading in Q@awan products that have not
been notified on the National Single Window
Portal for imported maiwﬁn products, or on
the Ministry of Health’s Administrative
Procedure Processing System forldomestically
. Yy,
manufactured cosmetic products, or'on the

A 12-month suspension of acceptance of cosmetic product
notification dossiers is excessively severe.

Furthermore, the measure of refusing to accept cosmetic
product notification dossiers from notification entities that
manufacture or trade cosmetic products containing
ingredients prohibited under the Annexes of the ASEAN
Cosmetic Agreement is also unduly harsh. In some cases,
such violations may result from objective factors, such as
delays in timely updates of regulatory information.

EuroCham recommends:

The classification of
administrative violations is
reduced to 6 months, while
violations related to user safety
or deliberate violations are
applied for 12 months. Foreign
companies are highly compliant,
if they have been deterred, they
will not reoffend.

We recommend to revise the text
as follows:

“1. Receipt of cosmetic product
notification dossiers shall be
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Cosmetic Product Information Database; or
trading in cosmetic products that have not
been granted a Receipt Number of the
Cosmetic Product Notification issued by the
compeltent state authority,

b) Failure to implement a recall of non-
compliant cosmetic products as requested by
the competent state authority;

¢) Manufacturing or trading cosmetic products
at a manufacturing facility that does not meet
the conditions for cosmetic production;

d) Manufacturing or trading cosmetic products
containing ingredients exceeding the
permissible limits for substances subject to
concentration or usage restrictions as specified
in the Annexes to the ASEAN Cosmetic
Agreement.

suspended for a period of 12
months for violations related to
user safety and 6 months for
administrative violations from
the date of issuance of the
wrilten notice of violation by the
competent state authority in
respect of the notifying entity.”

General comments

If authority is decentralized to provincial and municipal
levels, it is essential to strengthen institutional capacity. At
present, Departments of Health are primarily familiar with
notification dossiers for domestically manufactured
cosmetics, whereas imported product dossiers involving
foreign-issued documents require a higher level of technical
and regulatory expertise.

Comprehensive and harmonized training should therefore be
provided to ensure that Departments of Health issue
consistent and uniform decisions across provinces and cities.

Page 11 of 11




A CONG HOA XA HOI CHU NGHIA VIET NAM
% THAI DUONd Pjc lap — Tw do — Hanh phic

CONG TV €6 PHAN SAO THAI DUONG

S6 .5.3../2026/STD<CV

V/v g6p ¥ du thao x@y dung Ha Ngi, ngay <¢ thdang Q.2 ndm 2026
Nghi Dinh quan ly My Pham

f\(/’K AIETR—; CUC QUAN LY DUGC
Y Kinh guri: dYTe .

\ gu D’ So:......... J.,J{ 43 .............
Cuc Quan Ly Dugc-Bo Y Tﬁ Ngay:...dF.).df-d0lb

§

A&

Cong ty ¢d phan Sao Thai Duong xin trin trong cam
soan th&o Nghi dinh da tham khao y kién ctia chiing t6i tromg suot qua trmh xdy dung Nghi
dmhhay

Qo Chiing t6i lubn tng hd chii trrong va dinh huéng ciia Ban soan thio, véi tinh thin
§xay du’ng mot Nghi dinh quan Iy my pham phu hop véi dinh huéng cua Chinh phi va Bo
Y Té trong giai doan phat trién méi, khoa hoc, hiéu qua, phit hop véi thuc tién va cac diéu

udce quoc té.

Mot s6 v kién gép ¥ cho dy thao Nghi dinh duoc trinh bay chi tiét trong bang dinh
keém theo cong van.

Kinh mong B Y Té xem xét y kién gbp y ctia chung toi.
Chung t6i xin tran trong cam on!

Noi nhén: CONG TY CO PHAN SAO THAI DUONG

- Nhu kinh giri
- Luu HC

70 \\‘ P o N
"41 DUO GIAM BOC PIEU HANH ‘

VL hs.8 Nguyiin i Haimg i



& Thanh phé Ho Chi Minh, ngay 27 thang 2 nam 2026

BO Y TE $6'138A Giang V6, Ba Pinh, Ha Noi
- \ Y
D S&.H2XK.......
E Ngay..04103/.26.. & Van phong Chinh phi
Y @\' 1 Hoang Hoa Tham, Ba Dinh, Ha Noi
= 1T . ]
Dong Kinh gt Cuc Quan ly Duge — Phong Quéan Iy My pham
& S6 138A Giang Va, Ba Dinh, Ha Nji
O
IS

VASY KIEN GOP ¥ DU THAO NGHI PINH QUY DINH VE QUAN LY MY PHAM

Thay mét Hiép hoi Thuong mai My tai Viét Nam (sau ddy goi tit 1a “AmCham”), ti xin gt 1oi chao
tran trong nhit dén Bo Y té, Cuc Quéan Iy Dugc, Phong Quén Iy My pham da kéu goi dong g6p ¥ kién
Du thao Nghi dinh quy dinh vé quan Iy m§ phim ngay 02/02/2026

Chiing t6i tran trong cam on Bj y té da tiép thu mot s6 ndi dung gbép ¥ cho Dy thao Nghi dinh m§
pham. Tuy nhién du thao vin con mét sé diém gdy anh huong dén hoat dong san xuét kinh doanh cua
doanh nghiép. Ching tdi tin tuéng rang nhimg kién nghi nay s& gép phan tao ra mot khung phap 1y
quan ly my phfirn hiéu qua hon, cén bang gitta su an toan cua ngudi tiéu ding voi thue € hoat dong
ma cc doanh nghiép trong linh virc m§ phim phai dbi mat.

Chung t6i d4nh gia cao co hgi déng gép ¥ kién cho du thao quan trong nay va mong dugc thao luan
thém.

doc Diéu hanh
AmCham Viét Nam

Dé biét thém thdng tin chi tiét, xin vui long lién hé:
Ba Lily Nguyén, Truéng phong Sw kién va Tiéu ban cia AmCham, qua email:
lily.nguyen@amchamvietnam.com hodc sé dién thoai: 0976 882 688

Vin phong AmCham Viét Nam:
Phong 323, khdch san New World, 76 Lé Lai, Phuong Bén Thanh, Thanh phé Hé Chi Minh




GOPY VE

DU THAO NGHI PINH QUY PINH VE QUAN LY MY PHAM

Tham chiéu

e e 0i dung Pé xuit . ,
Néu rd cic diém . e N A e Y kien d
STT. ( O CAe CIEML 1 (Sao chinh xde ndi dung hién tai ciia | (Ghi rd ngi dung dé xuit sira ddi véi Bé | remconggop
khoan, diéu cia du X = (Luan giai ly do can sira doi)
X du thdo) hodc Thém)
thao) )
1.| Pitu 7. Quy dinh vé | Ddi v6i san phdm my phdm da dugc | D& xudt thém thdi gian chuyén tiép dbi véi | Chua c6 quy dinh vé thai gian chuyén tuyén

thay d6i thong tin sin
phim my phim da
dwge cong bd

cong bd con hiéu lue, trong vong 15
ngay ké tir ngay c6 thay ddi thong tin
khéng thude quy dinh tai diém b khoan
2 Piéu 4 Nghi dinh nay, co s& cong bd
glri viin ban thong béo theo mdu quy
dinh tai Phu lyc sb 18 ban hanh kém
theo Nghi dinh nay kém theo tai liéu cé
lién quan dén nodi dung thay ddi dén co
quan tiép nh4n (co quan tiép nhan da
ban hanh s6 tiép nhan Phiéu cong bd
san phim my pham d6) hodc cip nhat
ndi dung thay doi va tai lidu chimg
minh thong tin thay doi trén Co sé dir
ligu thong tin vé my pham.

/-

céc thay doi sau cong bd ddi voi thong tin
ghi nhén (vi du: dia chi cong ty chiu trach
nhiém tai Viét Nam) nhu sau:

Cham nhét sau 24 thing k& tr ngay Co
quan tiép nhén ban hanh cong vin xdc nhin
thay d6i ngi dung lién quan dén nhan, phai
ap dung céc ndi dung thay dbi, bd sung méi
da duge dong y.

Trong thoi gian 24 thang ké tir ngay Co
quan tiép nh4n ban hanh céng vin x4c nhén
ndi dung thay dbi, viéc 4p dung ndi dung
thay d6i dugc thue hién nhu sau: my phdm
dwgc phép tiép tuc nhip khiu va lru
hanh dn hét han ding véi céc ndi dung cii
trude khi ndi dung thay d6i, bb sung duoc
phé duyét hodc cong b trong trudng hop
duge giao hang tai cang di clia nude xuét
khéu trude ngay phai 4p dung ndi dung thay
d6i, bd sung méi theo quy dinh;

viéc ap dung thay déi anh huong dén nhan
hang héa. Viée b sung thoi gian chuyén tiép
cho phép doanh nghiép c6 thoi gian chuyén
doi, tranh gy lang phi va ting chi phi.




Tham chiéu

(Néu ré cic diem Noi dung Dé xuit Y Kkién déng gob
STT. O e O (Sao chinh xde ndi dung hién tai ciia | (Ghi ro ndi dung dé xuit sira d3i véi Bé L JendonggOp
khoan, dieu cua du . . (Luén gidi ly do can sira doi)
. du thio) hodc Thém)
thio)
2.| Diéu 10. Yéu cdu ddi | 1. Gidy uy quyén phai c6 t6i thiéu céc | 1. Gidy uy quyén phai c6 téi thidu cac thong | Theo didu 5, khoan 1¢) Ban chinh hogc ban

v6i Gidy uy quyén

thong tin theo mau quy dinh tai Phu luc
s6 06 ban hanh kém theo Nghj dinh nay,
cu thé nhu sau:

a) Tén, dia chi ctia co so iy quyén .

b) Tén, dia chi clia co s& san xudt (néu
co s& san xudt c6 dia chi tru s chinh va
dia chi co s& san xudt khac nhau thi
phai ké khai ca hai dia chi);

¢) Tén, dia chi ctia co sé nhan Gy quyén
(co s& cong bd);

d) Pham vi ty quyén: ity quyén cho co
so thuc hién cong bd san phidm my
pham va dugc phép luu giir hd so théng
tin san phdm dé xuat trinh cho co quan
quan ly khi c6 yéu cau;

d) Tén san phdm duge ty quyén hoic

“Itén san pham va tén nhan hang duoc ty

@%W\ms\roma Hm:zrmsrwsmmqonow
quyén:

e) Thoi han .@ﬁﬁmﬂ \ .
g) Co s¢ uy quyenphai cam két co ho
so thong tin san nr%@ﬁ@mv va phai

tin theo mau quy dinh tai Phu luc s6 06 ban
hanh kém theo Nghi dinh nay, cu thé nhu
sau:

a) Tén, dia chi ctia co s Gy quyén 1a cha s&
hiru san pham.

sao ¢ ching thuc hodc ban sao kém xudt
trinh ban chinh dé déi chiéu Gidy iy quyén
clia chii s¢ hiru sian phim ¢6 Ho so thong
tin sin phim (PIF);

Theo diéu 5 khoan lc & trén, chung t6i hiéu
co s& iy quyén phai la chii s¢ hitu san phém,
va chii s& hitu san phdm 1a co s& ban hanh
PIF, do d6 chiing t6i xin dé xut thém chi tiét
vao diéu 10 khoan 1 d& tranh viéc bi sot
thong tin khi 1am gidy iy quyén.




STT.

Tham chiéu
(Néu rd cic diém,
khoan, diéu cia dw
thio)

N¢i dung
(Sao chinh xac ngi dung hién tai cia
du thao)

Deé xuit
(Ghi rd ndi dung dé xuit siva dbi véi Bé
hoac Thém)

cung cép day da PIF cho co s& nhén uy
quyén (co s cong bd):

h) Tén, chitc danh, chit ky truc tiép
hoac chir ky dién tir ctia nguoi dai dién
cho co s& uy quyén.

Piéu 13. Yéu ciu déi

voi Phiéu két qua
kiém nghiém ciia 16
sin phAm m§ phim

1. Phiéu két qua kiém nghiém san phim
mwB gidi han kim loai néng, vi sinh vat,
tap chit dang vét trong san phim m§
pham quy dinh tai Phyu Iyc s6 01 ban
hanh kém theo Nghi dinh nay va cic chi
tiéu khac c6 trong tiéu chuén chat lugng
clia san phim va dugc cp trong thoi
han 12 thang tinh dén ngay ndp hd so.
Phiéu kiém nghiém phai dugc cép boi
phong kiém nghiém cta co sé san xudt
m§ phdm dat Thuc hanh tét phong thi
nghiém (Good Laboratory Practice -

\@H\LE theo quy dinh cta phép luat vé

duge hodic ISO/IEC 17025 hoge dat
GMP romo\ duge cdp boi co s kiém
nghiém doc E..v dat GLP theo quy dinh
cua phap luat vé Qﬁbn hodc dugc cong
nhan phu hgp véi :m%@cm: ISO/IEC
17025.

1) Kién nghi thém vao ndi dung ”Phiéu
kiém nghiém c6 thé ghi theo tn suét kiém
nghiém cac chi tiéu trong Tiéu chudn chit
luong san phdm”.

2) Kién nghi thém ” ISO 22716 vao ndi
dung nay, cho phép phiéu kiém nghiém san
pham tir co s& san xudt my phdm dat GMP
hodc ISO 22716.

1) Viéc kiém tra cac chi tidu vi sinh, kim loai
ning, tap chét theo tan sudt, va khong thyc
hién trén timg 16, pht hgp véi GMP my
pham.

2) Dy thao nghj dinh tai didu 12, diéu 14 quy
dinh yéu cdu chimg nhan GMP hoic ISO
22716 dbi voi co s san xudt my pham. B
sung “ISO 22716” vao diéu 13 gitp hai hoa
voi cac didu khoan khic cia dy thao.




Tham chiéu

2 Noi dung Pé xuit o
Néu rd cic diem, . o P P Y kién dong g6
STT. ( m;: = an o_mE (Sao chinh xic ndi dung hién tai ciia | (Ghi ré ndi dung dé xuét siva dbi véi Bé . .2“ mcsm no_w 2.
khoan, diéu cua dw X o (Luan giai ly do can sira doi
) du thio) hodc Thém)
thao)

4.| Diéu 14. Yéu chu dbi | 2. Truong hop gidy t quy dinh tai | Kién nghi cho phép tra ciru tai licu tai khoan | Ngon ngir tiéng Anh tuy da tré nén phd bién
véi gidy to phap Iy khoan 1 Piéu nay 14 ban dién tir (chdp | 1 didu 14 khi trang thong tin dién tir hodc | nhung nhiéu qubc gia vAn chon sir dung

A -
do co quan, to chirc
- A A -
¢6 thim quyén nuéc
ve K
ngoai cap

nhan ban khong c¢6 chit ky, tén nguoi
ky hodc du ctia co quan c6 thAm quyén
cap gidy to phap ly) phai duoc hop
phap héa lanh sy theo quy dinh, trir cac
truong hop sau day:

a) DPuoc cung cép tryc tiép bing vin
ban hodc qua hom thu dién tir cua co
quan tiép nhan tir co quan c6 thdm
quyén ctia nude cép;

b) Pugc co quan c¢é thdm quyén cua
nudc cép hogc co quan c¢6 thdm quyén
cap khu vyuc vén hanh cong bd trén
trang thong tin di¢n tir hodic cong b
duéi dang co sé dir li¢u tiéng Anh. Co
s& cong bd ndp két qua ty tra ciru 6

. mo%m dAu xac nhén cia co s kém theo

<mm\\.wwm,o§m cép thong tin vé dudng
dan tra cfru, va phai chiu trach nhiém
toan di¢n ﬁmm.mmn.w phép luat vé tinh hop
phap, tinh chinh V&a.%m két qua tu tra
clru va cac thong tin mmoo@}mQ cung cip.

dang dir liéu c6 ngdn ngir quoc gia cia
nwéc cip, thong qua viée sir dung cong cy
dich thuft trang website (vi du: google
translate) dé dich truc tiép website gbc sang
tiéng Anh hoic tiéng Viét.

ngdn ngit clia ho khi thiét ké cac trang web
ctia co quan c6 thdm quyén. Vi sy phat trién
cia cong ngh¢, cac cong cu dich thuat
website (vi du: google translate) da dich
duoc nhidu ngdn ngit sang tiéng Anh hoic
sang tiéng Viét nhanh chéng va truc tiép trén
website gdc.

Hiép dinh hoa hop my phim ASEAN ciing
cho phép str dung ngdn ngit qubc gia hoiic
tiéng Anh. Viée yéu ciu website ctia co quan
c6 thim quyén cc nude phai sir dung tiéng
Anh thay cho ngén ngit qudc gia cua ho 1a
khong c6 co s theo Hiép dinh my phim
ASEAN va vuot ngoai tAm v6i ciia doanh
nghiép.




STT.

Tham chiéu
(Néu rd cdc diém,
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Noi dung
(Sao chinh xdc ngi dung hién tai cia
dw thio)

Pé xuit
(Ghi rd ndi dung dé xuit siva dbi voi Bé
hoac Thém)

Y kién n doéng gop
(Ludn giai Iy do cin sira dbi)

Piéu 22. Sin phim
my phim nhép khéu

1. San phidm m§ pham nhép khau phai
dap tg cac quy dinh nhu sau:

c) Bbi véi san pham m§ pham quy dinh
tai khoan 2 Diéu 33 Nghi dinh nay, khi
thye hién thu tuc thong quan phai c6
Phiéu kiém nghiém dap tmg quy dinh
tai Pidu 13 Nghi dinh nay.

Kién nghi b yéu cdu cung nmv Phiéu kiém
nghiém (COA) cho 16 my phim khi thuc
hién thii tuc théng quan my phdm.

Viée quy dinh mdi 16 m§ phim nhép khéu
phai ¢ phiéu kiém nghiém khi thyc hién
thong quan tao thém trach nhiém déi véi Hai
quan phai kiém tra COA. Hé qua s& kéo dai
thoi gian 1am thu tuc thong quan m§ phim,
lam giam hiéu sut cta nganh van chuyén va
quan ly cung tmg ctia Viét Nam.

Viéce tuan tha GMP/ISO 22716 giup dam bao
su dong déu vé chét luong ctia san phdm my
phém.

Piéu 31. Kiém tra hd
so' sau cong bd san
phim my phim

Qx
..‘\,

...bnw

RS

1. Déi véi san phdm m§ phim khong
thudc truong hop quy dinh tai khoan 2
Diéu 33 Nghi dinh nay (sau day goi la
Nhém 1), kiém tra hd so cong b cac
ndi dung sau ddy:

mv Tinh thong nhét ctia théng tin ké khai
:.u:\ wcwoc cong b san phdm my phdm
v6i cdc tai Jiéu trong hd so cong bb;

b) Gidy ty a&@: @m: c0) phai dap g
quy dinh tai Piéu 10 Nghi dinh nay;

¢) CFS (néu c6) phai m@_@@m quy dinh
tai Dicu 11 va Diéu 14 Nghi'dinh nay:

Kién nghi bai bo didu 31 — Kiém tra hd so
sau cong bé my phim.

Kién nghi hoan tat viéc kiém tra hd so cong
b ddi v6i san phdm Nhom 1 ngay khi tra
phiéu tiép nhan cong bb.

Viée kiém tra hd so sau cong bé tidém 4n rui
ro ddi véi ca doanh nghiép va déi voi co
quan tiép nhan khi kiém tra hd so sau cong
bd véi tong thoi gian kéo dai tir 3 théng
cho dén hon 6 thang.

- Rui ro trong quan 1y my pham: Khi kiém
tra sau cong bd néu phat hién sy khong pha
hop (vi dy, san phdm c6 thanh phin cdm), thi
san phim d6 di duoc luu hanh trén thi
trudng it nhit 3 thang. Trong truong hop nay,
viéc thu hdi san phim va thu hdi phiéu cong
bd s& khong giai quyét duoc nguy co dbi véi




STT.

Tham chiéu
(Néu rd cdc diém,
khoin, diéu cia dy
thao)

N¢i dung
(Sao chinh xdc ndi dung hién tai ctia
du :58

P xuit
(Ghi rd ndi dung dé xuit sira ddi voi Bé
hoic Thém)

d) Gidy ching nhdn CGMP hoic 1SO
22716 cia co s& san xudt phai dap tmg
quy dinh tai Didu 12 va Piéu 14 Nghi
dinh nay;
d) Thanh phén cong thirc m§y phim
E_mm dap vng quy dinh tai khodn 3
Di¢u 3 Nghi dinh nay;
¢) Tinh niing, cong dung (muc dich
st dung) cia sin phim m§y phim
phai dap vwng quy dinh tai khodn 4
Pi¢u 3 Nghi dinh nay.

4. Trong thoi han 03 thang ké tir ngay
cong bd thong tin vé san phidm my
phdm, co quan tiép nhdn phai hoan
thanh viée kiém tra hd so cong bd theo
quy dinh tai khoan 1 Piéu nay ddi véi
san phdm my pham thudc Nhom 1.

5 o@ﬁ:& tur xir Iy khi hd so céng bd san

phém amw. wwma thugc Nhom 1 khong
dap img quy Q@% tai khoan 1 Diéu nay:

g/ Vs

Yy
a) Trong thoi han QJQ@% am viéc ké
tir khi c6 két qua kiém a.m ¢o quan tiép

ngudi tiéu dung, dong thoi dat trach nhiém
16n 1én co quan tiép nhan.

- Rui ro d6i v6i doanh nghiép: Muc (e) vé
tinh nang va cong dung (muc dich sur dung)
¢6 thé khac biét trong nhan dinh vé su phu
hop v6i dinh nghia my pham giita doanh
nghiép va co quan tiép nhan. Trong khi d6,
cac thong tin nay da dugc in trén nhan va bao
bi ctia san pham dang luu hanh trén thi
truong. Néu phai thu hdi san phdm thi khong
chi gay lang phi ma con tiém 4n rdi ro cho
nhing san phim di duge luu thong ma
khong tudn thii quy dinh theo dénh gié ctia co
quan tiép nhan.




STT.

Tham chi¢u
(Néu rd cac diém,
khoin, diéu ciia du
thao)

oz
D>

i dung
(Sao chinh xac @ i dung hién tai cta
thao)

A A
bé xuat

(Ghi rd ndi dung dé xuit siva dbiv

hodc Thém)

i Bé

Y kién %_ﬁ gop

.o

(Luan gidi ly do cin sira QSV

nhan ban hanh vin ban yéu ciu co s&
cong b giai trinh, néu ré ndi dung
khong dap tmg quy dinh tai khoan 1
Diéu nay. Trudong hop khong dap tng
quy dinh tai diém & va diém e khoan 1
Diéu nay, co quan tiép nhan yéu cau co
s& cong bd giai trinh, cung cdp céc tai
liéu quy dinh tai khoan 2 Diéu nay dé
kiém tra;

b) Co s& cong bd giri van ban giai trinh
kém tai lidu trong thoi han 03 thang ké
tir ngay ban hanh vén ban. Trudng hop
khong dép g diém d, e khoan 1 Diéu
ndy, chim nhat sau 30 ngay ké tir ngay
vin ban ban hanh, co s cong bd phai
cung cip céc tai lidu tryc tuyén (uu
tién), true tiép hodc qua dich vu buu
chinh vé& co quan tiép nhan;

©) Trudng hop giai trinh dat quy dinh,

@
mm EQ_ han chdm nhét 05 ngay lam

viéc, co n&ms tiép nhén thuc hién thay
doi Eo:m tiri’sén ,ﬁme theo quy dinh
tai Pidu 7 mem dinh nay dbi voi vi
pham diém a khoan Hm?m: nay (néu ap

dung);




STT.

Tham chiéu
(Néu rd cdc diém,
khoin, diéu ciia dw
thio)

N¢i dung
(Sao chinh xic ngi dung hién tai ctia
du thio)

A A
De xuat
T A A A o As r s >
(Ghi rd ngi dung de xuat sira doi véi Bé
hodc Thém)

%Em: g:nm@c
(Luin gidi ly do cin sira dbi

d) Truong hop giai trinh khéng dat
hodc khong cung cép thanh phén tai
liéu quy dinh tai khoan 2 Diéu nay hoic
thanh phan tai liéu khong dap img quy
dinh tai khoan 2 DPiéu nay hodc truong
hop khéng dap ting quy dinh tai diém d
khoan 1 Piéu nay (dbi v6i san phim
m§ pham chira chit cAm, chét co gisi
han ndng d¢, ham lugng vuot qua quy
dinh khéng an toan theo quy dinh tai
Phu lyc II, III va VI cua Hiép dinh my
phim ASEAN) hoic khong dép tmg
quy dinh tai diém e khoan 1 Diéu nay
ddi voi san phAm my phim cong bé
tinh néng, cong dung nhu thudce thi 4p
dung bién phap thu hdi san phém, thu
hoi s tiép nhan Phiéu cong bd san
phdm my pham theo quy dinh tai Diéu

a3, Piéu 36 Nghi dinh nay va xur phat

Z,

5&5&.\. dinh phap luat vé xir phat vi
pham mmnr\mr?r.

Pi¢u 31. Kiém tra hd
so’ sau cong bd san
E.w:: my u:mi

K
2. Béi véi san nmmﬁm\aw pham thude
trudmg hop quy dinh tdizkhoan 2 Diéu
33 Nghi dinh ndy (sau ddy goi 1a Nhom

Kién nghi bai bo didu 31 — Kiém tra hd so
sau cong bd m§ phim.

Viéc kiém tra ho so sau cong bo tiém an rai
ro doi vadi ca doanh nghiép va doi vai co
quan tiép nhdn khi kiém tra hd so sau cong




STT.

Tham chiéu
(Néu rd cac diém,
khoin, diéu cia dy
thao)

Noi dung
(Sao chinh xdc ngi dung hién tai cia
du thio)

Pé xuit
(Ghi ré ndi dung dé xuit sira dbi véi Bé
hodic Thém)

45?.&:“ mg
(Luén gidi ly do cin sira d6i)

2), kiém tra ho so céng bo voi cac noi
dung quy dinh tai khoan 1 Diéu nay va
cac ndi dung sau:

a) Phiéu két qua kiém nghiém dap g
quy dinh tai Diéu 13 Nghij dinh nay;

b) Nhan, bao bi ctia san pham phai dép
tmg quy dinh tai Piéu 26 Nghi dinh
nay;

¢) Quy trinh san xudt va kiém so4t chét
lwong dap ang CGMP;

d) Bdo cdo danh giad an toan cta san
pham;

d) Bao cao tinh nang, cong dung cua
san pham;

¢) Bdo cdo va két qua nghién ciru d6 6n
dinh ctia san pham.

03, Thovi han hoan thanh kidm tra d5i véi

G

mws\ﬂrwwg m§ pham thude Nhom 2:

@ 3
a) Trong thoi/han 15 ngay ke tir ngay
cong bd thong tiryvé san phim my
phim, co quan tiép s_m.\w@m: hanh van

ban yéu cau co s¢ cdng bo cung cdp cac

Kién nghi hoan tit viéc kiém tra hd so cong
b dbi voi san phdm Nhom 2 ngay khi tra
phiéu tiép nhan cong bé.

Kién nghi kiém tra cdc tai liéu thude hd so
PIF khi kiém tra hdu mai.

bd voi tong thoi gian kéo dai tir 3 thing
cho dén hon 6 thang tvong tw nhu trinh bay
O trén cho nhom 1.

M3 hinh kiém tra sau cong bd dit nang tréch
nhiém 1én co quan amc nhén, mmnm thoi anh
huéng dén doanh nghiép va nén kinh té
chung khi viéc luu théng m§ phim bi chim
tré, 4ch tic.

Céc tai liéu ma doanh nghiép phai cung cip
tir muc a dén muc e khoan 2, didu 31 bao
gdm nhiéu ndi dung chi tiét va chuyén sau,
doi hoi sy trao ddi thdu d4o va kién thirc lién
quan dén danh gia an toan, nghién ctru do én
dinh va bdo cdo tinh nang, cong dung. Qua
trinh nay tiém 4n rai ro 16n dbi véi doanh
nghiép néu co quan tiép nhan khong ddng y
voi gidi trinh va tai liéu ctia doanh nghiép,
dan dén thu hdi san phdm va thu hdi cong bd
hang loat. Tinh trang nay c6 thé xay ra véi
hang loat doanh nghiép khi 100% san phdm
nhém 2 phai ndp céc tai liéu trén.




STT.

Tham chiéu

(Néu rd cac diém,

» oA -
khodn, dieu ciia dy

thao)

Noi dung
(Sao chinh x4c n¢i dung hién tai cia
du thao)

(Ghi rd ndi dung dé xuit sira ddi vé

A A
DPé xuat

hodc Thém)

i Bé

Y kién nosm gép
(Luén gidi ly do can sira doi

tai liéu quy dinh tai khoan 2 Diéu nay
dé kiém tra. Cham nhét sau 30 ngay ké
tlr ngdy vin ban ban hanh, co s cong
bd phai cung cip cac tai liéu truc tuyén
(uru tién), tryc tiép hodc qua dich vu buu
chinh v& co quan tiép nhan;

b) Truomg hop hd so cong bd dép tmg
quy dinh tai khoan 1 Piéu nay va thanh
phén tai liéu quy dinh tai khoan 2 Didu
ndy dép Gng quy dinh, co quan tiép
nhan phai hoan thanh viéc kiém tra hd
S0 va ¢6 vin béan théng bdo két qua
kiém tra dép tmg quy dinh gui co s&
cong bd trong thoi han chdm nhét 15
ngay ké tir ngay nhan duoc tai liéu.
tng quy dinh tai khoan 1 Piéu nay:

a) Trong thdi han 05 ngay lam viée ké
tir khi c6 w% qua kiém tra, co quan tiép
:_MWS yéu cdu co s& cong b giai trinh,
néu'td noi dung khong dép tng;

b) Co mQ eoam b giri vain ban giai trinh
kém tai liéu ?gm thoi han 03 thang ké
tir ngdy ban hanh «m: ban;

¢) Truong hop giai ngﬁ quy dinh,
trong thdi han chim nhat 05 ngay lam

Ngoai ra, khi co quan tiép nhén thiéu hut
nhan sy phai sir dung tri tu¢ nhin tao (Al)
dé kiém tra hd so cong bd va hd so PIF s& dit
doanh nghiép trudc nguy co bj chia sé va
rd ri qua cdc cong ty Al ddi véi cac thong
tin cin bio mét va Ia tdi sin tri tué clia
doanh nghiép.




STT.

Tham chiéu
(Néu rd cac diém,
khoan, diéu ciia dw
thio)

N§i dung
(Sao chinh xac ndi dung hién tai cia
du thao)

A A
Pe xuat

(Ghi rd ndi dung dé xuit sira ddi véi Bé

hodc Thém)

Y kién déng gop

(Luén gidi Iy do cAn sira d6i)

viée, co quan tiép nhén thuc hién thay
d6i thong tin san phdm theo quy dinh
tai Diéu 7 Nghi dinh nay déi véi vi
pham diém a khoan 1 Diéu nay (néu ap
dung);

d) Truong hop giai trinh khong dat
hodc khong cung cép thanh phdn tai
liéu quy dinh tai khoan 2 Piéu nay hoic
thanh phan tai liéu khong dép tmg quy
dinh tai khoan 2 Diéu nay thi 4p dung
bién phap thu hdi san phim, thu hdi sb
tiép nhan Phiéu cong bd san pham my
phdm theo quy dinh tai Piéu 35, Diéu
36 Nghi dinh nay va xtr phat theo quy
dinh phap luat vé xir phat vi pham hanh
chinh.
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. Chuyén:....... ﬂwﬂma.@(gh_l dinh quy dinh vé quén Iy my pham (sau day goi tat 1a Dy thao), Lién

doan Thitong mai va Cong nghiép Viét Nam (VCCI) tdng hop ¥ kién ciia doanh nghiép
nhu s}iﬁ:

\/

Q}* 1. Hb so cong bd san phadm m§ phidm
‘}0@ Piéu 5 Du thao quy dinh hd so cong bd san pham m§ pham, bd sung thém céc
loai gidy t& ching minh sin phim, ma theo phan 4nh ctia doanh nghiép, 14 chua phu
hop:

- Tiéu chuan chat lugng ciia san pham m§ pham: Dy thao chua c6 hudng dan
cu thé vé nhitng yéu cau cta tiéu chudn chat lwong san phim m§ phim, c6
thé khién doanh nghiép gap kho khan khi thuc hién.

- Ban chinh hodc ban sao co6 chiing thuc hodc ban sao kém xuét trinh ban chinh
dé dbi chiéu Gidy chimg nhén Thuc hanh tdt san xuit my phdm (CGMP) hoic
Gidy chung nhan ISO 22716 clia co s& san xudt hodc twong duong: C6 su
khong tuong thich trong quy dinh ctia Viét Nam va mét sé qudc gia vé cip va
x4c minh cac chimg nhan trén (dién hinh nhu quy trinh @& nghi cip CFS).
Viéc bit budc ndp cac loai gidy to nay s& gdy ra su cham tré va kho khin cho
doanh nghiép, tir 46 cham tré dua san phim ra thi truong.

Theo phan dnh cua doanh nghiép, hién tai cac nudce trong khu vuce noi cing tuian

theo Hiép dinh My phim ASEAN chi yéu cau ndp céc gidy to don gian nhu Gidy Uy
quyén, thanh phan cong thirc san phdm va cac thong tin lién quan dén san phim hoic

chi ndp mdt trong cac gidy tir nhu CFS, ISO 22716, CGMP.

Vi vdy, d€ nghi co quan soan thao can nhiac khong thém céc loai gidy t& vao ho

so cong bd san phdm my pham ma thuc hién ding theo tinh thin Hiép dinh My phim
ASEAN.

2. Ding tii cong khai thong tin

Piéu 6.3 Du thao quy dinh cong khai hd so cong bd san phdm m§ phidm trén Co

s& dit lidu thong tin vé my phdm. Quy dinh nay duoc suy doan nhim ting cudng cong



khai thong tin cho co quan nha nuée va ngudi tiéu dung. Viée nay 1a can thiét nhdm
tdng cudng su gidm sat cua xa hdi va nguoi tiéu dung véi hoat dong kinh doanh nay.
Tuy nhién, theo phan dnh cua doanh nghiép, viéc cong khai toan b hd so cong bd san
phim m§ pham la chua ho’p Iy. Cu thé, hd so cong bd san phim c6 chira nhiéu théng tin
thudc pham vi bi rrfﬁt kinh doanh (tiéu chuan chét luong, cong thirc...) khéng nén cong
khai. Bén canh 66 viéc cong khai toan bd hd so c6 thé tao diéu kién cho cac hoat dong
san xuat han% gla hang nhai do ddi tuwgng 1am gia c6 thé dé dang tai xubng céc tai liéu
nay dé 520 éhep chit ky, con ddu va thong tin nhay cidm ctia doanh nghiép va co quan

chic nang Do véy, d& nghi co quan soan thao sira dbi theo huéng chi cdng khai céc

thong\\tm co ban phuc vu nguoi tiéu dung (t€n san phim, sb cong bd, chu sé hiru).

</ 3. Dieu kién nhan su san xuat
K
N A . s A A A A 5 2 9 A ~ A
§ Dbiéu 15.2.a quy dinh diéu kién v€ nhan sy cla co s& sdn xuat my pham. Trong
>
d6, c6 yéu cdu ngudi phu trach san xuét c6 trinh do tir dai hoc tré 1én thudc mot trong

cac chuyén nganh sau: héa hoc, sinh hoc, dugce hoc.

Theo phan 4nh cta doanh nghiép, cach tiép can nay chwa thuc su phan anh day
du thue tién t6 chire san xudt my pham hién nay.

Nguoi phu trach san xuat déng vai tro gidam sat toan bo tir quy trinh, nhan su,
cong nghé va thiét bi, nén can kién thirc vé co dién tir, diéu khién va tu dong héa dé dam
bao van hanh hiéu qua. Cong thirc san phdm do R&D phat trién, bo phén san xuét chi
dam bao céac quy trinh, cong nghé va thiét bi thuc hién duoc theo cong thure va quy trinh
san xudt ma RD dua ra. Thue té cho théy, nhan su tét nghiép cac nganh co dién tir, dién
— dién tir, tr dong hoa, cong nghé thue phdm hoan toan di nang luc quan ly dy chuyén

san xuat my§ pham.

Vi vdy, dé nghi co quan soan thao cdn nhdac mo rong cac chuyén nganh nhu cong

nghé thuc phém, co dién tir, diéu khién va tu dong hoa...

4. Nhan san phdm m§y phim

Diéu 26 Dy thao huéng dan cac ndi dung trén nhan san phdm my phdm. Theo
phéan 4nh ctia doanh nghiép, quy dinh nay cdn xem xét & cac diém sau:

- Vé théng tin co sé san xudt: yéu cau nay la khong can thiét vi trach nhiém da
dugc giao toan bd cho co s¢ ding tén cong b6 va moi thong tin chi tiét vé co s& san xuat
da c6 trong ho so PIE.

- Vé ngay sdan xudt va hét han cia san pham: & nghi stra thanh ngay san xuét
hodic han sir dung ctia san phdm. V&i nhitng san phdm c¢6 d6 én dinh dudi 30 thang, bét

budc phai ghi ngay hét han; theo dting huéng dan ctia ACD.



- Vé tén dia chi co cé nhdp khdu doi véi san phdam nhdp khdu: Thong tin nha
nhap khiu khéng quan trong do nha nhap khiu c6 thé duge tiy quyén dé thuc hién viée
nhéap khau theo hop df‘)ng dbi véi co s cong bd nhung khong chiu trach nhiém vé san
phim dua ra thi truong

- D6i véi sa{;Jpham 6 chita thanh phan cé nguon géc tir déng vat: Viée ghi 1o
bang chir viét hoﬁc biéu tu'(mg trén nhan san phdm 1a khong hop 1y vé mit khoa hoc.
Day 1a mot trong nhitng yéu cdu riéng cia Viét nam. khong c6 trong tiéu chuan chung
ciia ASEAN: V& mat k¥ thuat, viéc xé4c dinh ngudn gbc dong vat trong thanh phin my
phdm da‘qua ché bién sau 1a mdt thach thirc ky thuat cuc kho (cAn xét nghiém DNA
chuyel} sau) Quy dinh nay mang tinh hanh chinh/tén gido nhiéu hon 14 khoa hoc chét
hrong Viéc bit budc ghl nhin nay sé& lam phtc tap héa qué trinh kiém soét chudi cung
gf{g nguyén liéu toan ciu ciia doanh nghiép ma khoéng mang ¥ nghia vé kiém soat an

§,°t0an hay chat luong.

Vi vay, d€ nghi co quan soan thdo xem xét, loai bo cac muc nay ra khéi Dy théo.

5. Kiém tra hd so sau cong b6 san phim m§ phaim

Piéu 31 Dy thao quy dinh v ra soat hd so cong bd cho hai nhém san phim dugc
quy dinh tai Diéu 33.

Diéu 33 Dy thao quy dinh dbi v&i nhém 2 cho cac san phdm my phédm lam tréng
da, phén rom, nhudm toc, ubn toc, dudi toc, ngéan ngua rung toc, khir mui, chéng néng,
chdng nhin, san phdm m§ phim diing cho rang, niém mac miéng, san phim m§ phim
giam mun, ngin ngira mun, san phdm my pham c6 tinh ning cong dung mai, san phim
m§ phdm ghi nhan dung cho tré em, phu ni ¢6 thai, san phdm m§ phim c6 chira thanh
phan da biét c6 anh hudng dén sinh 1y gy bién cb bét lgi nghiém trong trong trudng
hop sir dung khong dung hodc san phim my phim c6 yéu cdu giam sat vé liéu lugng,
muc dich str dung, cach dung)

V& viéc phan nhom: Thr nhét, viéc phan nhém dang dua trén cong dung chir
khong phai nguy co doc tinh. Rui do ctia my phiam ndm & thanh phan héa hoc (chét bao
quan, kim loai ning...) va murc d9 tiép xuc chir khong nim & céng dung san pham (tring
da, chéng nhin) din dén mot kem chéng nhén chira thanh phan lanh tinh nhu Glycerin
bi kiém soat chit hon sita tim chira huong liéu dé gdy di tmg. Tht hai, Dy thao khong
lam rd “cong dung maoi” 1a gi, so véi thi truong hay so vé mit khoa hoc. Thuc té, nhiéu
cdng dung "méi" chi 1a cach dién dat marketing cho céac hoat chat cii da duoc chimg
minh. Thir 3, Du thao chua tinh dén muc do tiép xtc/ phoi nhiém cua san phém vi du
san phdm ring miéng (thudc nhom rira trdi, thoi gian tiép xuc ngin) nhung lai vu tién

kiém tra hon nhém san phé.m luu lai trén da dién rong nhu sita dudng thé. Thur tu, Du



thao dua ra khai niém mét cach dinh tinh nhu cum tir "thanh phan cé anh huong dén
sinh 1y" vi d& gay ra su ty nghi trong thuc thi phép luat vi c6 thé din dén viéc coi bét
k¥ san pham chira hoat g‘_h’flt sinh hoc nao déu 1a déi tuong kiém tra. Cudi ciing, Du thao
phén nhom san phér‘nr{éé\{n giam sat liéu lwgng: My phim vé mit ban chét 1a san phdm
dung dé lam dep, Ia{ﬂthorm Mgy phdm an toan phai 4 san phim ngudi ding ty sir dung
duge ma kh(")ng{';éé’h gidm sat vé mat y té. Néu bat budc phai “giam sat lidu lugng” dé
tranh bien 06\0 nghiém trong, san pham do da tiém cén la Dwgee pham, khong nén quan
ly theo qu;iﬁ'(\:hé My pham.

Yigc kiém tra hd so sau cong bd: viéc kiém tra hd so sau cong bd dang phat sinh
thémg&iﬁ tuc hanh chinh (yéu cdu ndp thém hd so dén co quan nha nuée c6 thim quyén
ddi-voi san phdm my pham thudc trudng hop quy dinh tai khoan 2 Diéu 33 Nghi dinh

@‘n\;y gbm: Phiéu két qua kiém nghiém; Nhan, bao bi ctia sin pham; Quy trinh sin xuét
§\vz‘1 kiém soat chét lwong; Bdo cédo danh gia an toan ciia san pham; Béo céo tinh ning,
cong dung cia san phdm; Béo cdo va két qua nghién ctru do 6n dinh ctia san phim) dé
co quan nha nudc ¢o thAm quyén xem xét, quyét dinh san phim c6 tiép tuc dugc luu
thong trén thi truong hay dimg luu thong). Bién phap nay khong hoan toan la hiu kiém

va viéc kiém tra chi trén ho so.

Quy dinh nay s& phat sinh chi phi cho doanh nghiép va thoi gian, nhan luc cho
co quan quan 1y vi ddy 1a ho so chuyén sau vé k§ thuét, c6 thé 1én dén hang trim trang,
doi hoi cdn ¢ nhiéu thoi gian nhiéu hon 15 ngay dé ¢o thé ra soat.

Vi vy, dé nghi co quan soan thao x4y dung quy trinh ra soat hd so théng tin san

phdm (PIF) dua trén nhitng tiéu chi sau: giam céc thd tuc tién kiém; kiém tra trong diém
dwa trén mirc d6 rui ro tir nhiéu yéu té dua trén lich sir tuan thi ctia doanh nghiép (Thoi
gian hoat dong ti thiéu tai Viét Nam, S6 1an hd so PIF duoc kiém tra va dat yéu cau,
Ty 1¢ méu kiém nghiém chét luong dat, Khéng c6 quyét dinh xir phat hanh chinh vé my
phim), An toan ciia san phdm (Sé bao céo bién cb c6 hai nghiém trong (SUE) duoc xac
minh, S6 bién c¢é c6 hai théng thudng (UE) duge xac minh, Da thiét 14p hé thdng tiép
nhdn va xtr Iy phan anh ngudi tiéu dung, Khong c6 san phim chira thanh phin trong
danh muc cdm cia ASEAN), diéu kién san xudt (Nha may san xudt dat chirng nhén
CGMP-ASEAN hoac ISO 22716), quan tri va minh bach (Cé bd phdan Regulatory
Affairs chuyén trach, Thoi gian cung cép PIF phén I khi ¢6 yéu ciu ), cu thé co quan
tiép nhén phan loai co s& cong b6 thanh ba nhém kiém tra dua trén lich sir tudn thi, bao
gébm: Nhém Tin nhiém cao (Ludng Xanh), Nhém Chuin (Ludng Vang), va Nhom Kiém
so4t tang cuong (Ludng Do), tuong tmg véi d6 1a cac bién phéap kiém soat phit hop véi
rui ro tirng nhom.



8. Veé trach nhiém ciia co s& cong bd sin pham my pham

Diéu 44.4 Du thao quy dinh co sé cong bd phai giri miu san phim my phdm lam
trang da, phan rom, my, pham chéng ning, m§ phim c6 nhan hodc huéng dan st dung
cho phu nit ¢6 thai hoac tré em, trong thoi gian 30 ngay ké tlr ngdy san pham m§ phdm
dugc dua ra luu th@ng dén co sé kiém nghiém doc lap dat Thuc hanh tét phong thi
nghiém (Good Léboratory Practice - GLP) theo quy dinh ciia phap ludt vé& dwoc hoic
dugc cong nhan pht hop véi tiéu chudn ISO/IEC 17025 dé kiém tra chét lwong san pham
m§ phim, m‘i' truong hop phong kiém nghiém ciia co s& san xuat my pham kiém nghiém
day du cac chi tiéu chat luong ciia san phiam m§ pham va dat GLP theo quy dinh cia
phap luét vé duorc hodc ISO/IEC 17025 hodc dat GMP.

\\i Bleu 44, 9 quy dinh co s& céng bd phai thuc hién lvu mau san phdm my pham

@heo yéu ¢au bao quan ghi trén nhan san pham d6i voi tat ca cac 16 san pham my pham
& luu théng trén thi trudong dén hét han str dung ctia m§ pham.

Trong trudng hop co quan nha nude ¢ thim quyén yéu cau cung cdp mau luu
dé kiém tra chét lugng, trong thoi han 07 ngay, co s cong bd phai phdi hop véi co s&
san xuat cung cAp mau luwu ctia 16 san phdm c6 yéu cau kiém tra chit luong ciia co quan
quén 1y nha nude. $6 lwong mau cung cap phai bao dam thuc hién kiém nghiém duoc it
nhét 03 1an v6i ddy du chi tiéu chit lwong san phdm my phiam.

Nhiing quy dinh nay dang tao ra nhitng ganh néng khong can thiét khi gay:

- Kiém nghiém 2 lan: San phAm my phdm duogc san xudt trong quy trinh dat
¢GMP/ISO 22716 nghia la da duoc kiém nghiém trong qua trinh san xut. Viéc bét budc
kiém nghiém lai lan nira ngay tai phong Lab dat chuin “dugc phém” sau khi ban la mot
co ché “hau kiém mang tinh tién kiém” rit tén kém cho doanh nghiép. Néu két qua kiém
nghiém cham hodc ¢6 su sai léch vé phuong phép thir gitta phong Lab ctia cong ty va
phong Lab doc lap tai VN, doanh nghiép s¢€ roi vao tinh trang “da ban hang nhung khong
biét minh c6 bi thu hdi hay khong”.

- Gdnh ndng lwu mdu va kiém nghiém: Quy dinh vé luu mau san pham va cung
cép di mAu cho it nhit ba 1an kiém nghiém véi ddy du chi tiéu 1a khong hop Iy vi mau
da duge luu tai nha may céc nude khéac theo nguyén tic CGMP. Vé van dé vit ly, m§
phdm c6 kich thuée dong géi rat da dang. Véi cic san pham thé tich 16n (nhu dau goi
1000ml) hodic san phim cuc dét tién, viéc luu gitr 3-6 don vi mau cho mdi 16 san xuat la
mdt su 1ang phi tai nguyén va tao ra ganh ning vé quan ly méi truong khi tiéu hity mau
hét han. Vi vay, theo tiéu chuin qubc té, s luong mau luu chi cin du dé thuc hién 01
14n phén tich day du (dé ddi ching khi c6 tranh chap).



Vi véy, d& nghi co quan soan thédo xem xét, loai bé cac quy dinh nay, déng thoi,

xem xét loai bo twong tu véi cac didu khoan luu trit va 1dy méu cho co s san xuit my
pham & Diéu 44.9 Dy théo.

Trén day la mc’f;‘é’sc‘) v kién téng hop cta Lién doan Thuong mai va Cong nghiép
Viét Nam vé Dir ﬂﬂ%)o Nghi dinh quy dinh vé qudn Iy mj phdam. Rit mong co quan soan

thao can nhic dc chmh stra, hoan thién Du thao nay.

Trag.’ti'\ong cam on su hop téc cua Quy Co quan./. {
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