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According to the Decision on the Quality Control of Cosmetic Products No.
2580/MoH, dated November 12, 2003, the Food and Drug Department, Ministry of
Health has developed this guide to facilitate individuals, legal entities or any
organization that conducts business related to the production and import of cosmetic
products to easily understand of the documents submission for notification and the
provision of necessary documents to the Department of Food and Drug, Ministry of
Health for consideration, approval or rejection the notification of cosmetic products.
The details are following:
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1. What are cosmetic products?

Cosmetic products: means substances used for brushing, massaging, spraying, sprinkling,
with steam or any action aimed at any part of external human body for beauty or to enhance
beauty 2 which include materials used as ingredients specifically for cosmetic production or other
materials that have been classified by the Ministry of Health to be cosmetic products except the

jewelry.

2. lllustrative list by category of cosmetic products

There are 5 categories of cosmetic product

3.

Skin products

Hair care products

Product for care of the teeth and the mouth (Except for toothbrushes, toothpicks)
Product for nail care

Fragrance for external human body use

Conditions for business on cosmetic notification

The person or enterprise wish to do the cosmetic registration should registered
business as Import-Export company according to requirement of relevant authority
such as: it is official business and having business licensing which indicate on the
import export of cosmetic.

There are apropiate facilities for storage and transport of cosmetic products to ensure
product quality. it should have good warehouse, with good ventilation, security system
and envirement protection.

4. Requirements for cosmetic notification
Base on the risk categorization the required documents must attach while apply the
notification as details below:
4.1 High risk products:

Formulation

Authorization Letter

Certificate of Notification

Certificate of Analysis

GMP Certificate

Labels and Batch Coding System
Labels in Lao language or sticker
Claim Support Summary
Undesirable Health Effects Summary



- Safety Assessment Summary

4.2 Medium risk products:
- Formulation
- Authorization Letter
- Certificate of Analysis
- Labels and Batch Coding System
- Labels or sticker in Lao language
- Claim Support Summary
- Undesirable Health Effects Summary
- Safety Assessment Summary

Note: GMP certificate must be kept at the company

4.3 Low risk products
Formulation

- Authorization Letter

- Labels and Batch Coding System
- Labels or sticker in Lao Language
- Claim Support Summary

Note: These documents must be kept at the company:
- GMP Certificate
- Undesirable Health Effects Summary
- Safety Assessment Summary

5. The detail of documents
5.1 Application form

Application form can be downloaded from www.fdd.gov.la
fillLinformations in the blanks accurately and completely.
Enter the document number, Date, Signature and Stamp before submitting.
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5.2 The notification forms

The notification form can be downloaded from www.fdd.gov.la
Using by Microsoft Word version
Fill_informations in the blanks accurately and completely (English only)
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Example:
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|

ASEAN Cosmetic Directive FOR OFFICIAL USE
Diate recaived: | t

Produst Notification Mo

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

thelirm e Snmsdin
ATick where applicable

@ mrednTsreud D8nm e Sondiy
F'ﬁ-HTIC-ULﬂ.Vﬁvé OF PRODUCT
Nreriegspaiondiy
Mame of brand & product
S nneusnnetiy

11 Erand
Fill informations in the o
blanks accurately and » +
completely
12 Product Mame
fum3nreby

List of type of color: CI 12420 . e & o e

or type of perfum: Lavender, Rose @ °

or size of packing: 10ml, 200ml...
2 Product typ={s)

wherunes3noeliu
oyttt i

O Creams, emulsions, lations, gels and oils for skin (hands face, feet =)

fiu, dabudyt, fuabiags, rEe o o Hosdetie B0 IJ.I *_‘n 'u.l mae Erugl
. o Face rr\;;;kv;f;'mh the Emepllnn n of chemical peellng pmdums]
Tick (M) product type whare difmenmi (Inechmmnem e Mimenusia)

applicable ®—1—@U TITJEd bases [Ilq-uu:l_ﬁ paﬁbﬁ pm'n:lers]
ﬂﬁl‘u‘lﬂﬂﬁ'ﬁ:"%ﬁﬂbﬂ;ﬁ

o Make-up powdsers, afier-bath powdsar, hygienic powdars, sto.

g, mlipmio, ety ooe Sun
o Tuoilet s0aps. dg\qq,g@m;oaps.v;gg

merizg, meMufiume e S

Note 1: In Section 1.3, select one of the three cases below

Case 1: A range of product variants similar in composition for the same use but differs
in colours, flavours etc, such as: Nail polish or lipstick must notify colour
details as CI 12420, CI14700 ...

Case 2: A range of product variants similar in composition for the same use but differs
in flavours etc, such as: Parfumes, eau de tolet waters and eau de Cologne must
notify flavours details as Lavender, Rose...

Case 3: Single product must notify details of size, such as: 10ml, 20ml, 50ml, 100ml...



For others type please tick (M) here

Example: Sanitary
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Depilatories.

aednrdiurisingy

Deodorants and anti-perspirants

Fuflu e riv¥nafa
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wednnetivinteyduty

- hair tints and bleaches (including permansnt hair dyes)
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- setting produts,
wsdnnsdusng) @

- Wucts ({lotions, powders, shampoos),
[Py T iR TTE N (ﬁuﬂwm:,\j. Ty, eAey)

- Wlmiens, c:rea‘r:;, gi‘I’;fvw
wednnsdudaggeiuty {flurfsegy. gu. \‘;T\:‘\ﬂﬂ]

- hairdressing products {lotions, lacguers, brilliantines)
wednnedusoucig By {t.l.lfmmj, [GEHISED]

Shaving product {creams, foams, |§§§H§ﬁm.}

wedonedivenmon (fu, ve, fuddsgy oo Sum)

mfnrming—umd mmnuingmke—up from the face and the eyes

wednneludaSuingn woe Auw) ol dae 09

Products inhmnmmmmﬁs

grdassdy Sumzdn

Products for care of the teeth and the mouth

wednnHuEnaiedo ke Uan

Products for namm;éwmakeﬂp
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Sunhathin;’;‘:md ucis

iy Aaaiuniuasuenn

Products f;;ﬁianning without sun.

wednnedunsu8sa

mning products
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Ju 2
3 Intended use
: : : nuS R0 nauleis
Fill the detail for intended use PRSI
® )
Example: Apply to skin
4 Froduct presentation{s)
SUN R EESOn=EL
a Single product
asdnrediuciso
. ] A range of product variants similar in composition for the same use but differs
Select or Tick (M) one of the four / in colours. flavours ate.
: mzfx‘mzi‘iuﬁDa’c:a_l'_'xﬂsUﬁwLﬁ'ﬁu:ﬂsﬂﬁﬁumﬁm]i fhu.
prOdUCt presentatlon ] Falette{s) in a range of one product type T
dhuuanespeSonetivngofiv
(m] Combination products in a single kit
maﬁc‘maﬁumm.q‘iusﬁn::ﬁu
] Others (please specify)

wae Sug [nequsasyasuaEasn)

'PARTICULARS OF MANUFACTURER (SVASSEMELER(S)

[Flease aftach in & senarabe shee! B ihere ane mone 1han onde manufecisme assensbie]

:ﬂﬂlutﬂajﬂ‘ﬂlﬂn"ﬂ‘gﬁ
Fill name of manufacturer g Mt mnche Sogualnnng o1

5. Mame of manufacturer:
Erfameydumdn
s e

Example: Cosmetic Co.,Ltd —— @ T T T T T T T T T T T T T T T T T T T T 11111

Address of manufacturer {state country):

feigaydaedn | A:yyemnnday )

Fill the detail of address of |
manufacturer .|

Exal’nple: Slmual’lg Road, + A manufactursr is 8 COMESTY Which S SNESZT In ANy BrOCESS Caried aut in e COWSS GF maNing the cosmec Groauct. The
. . manutacturing process insludes &l af, of stantng . Uik infermeciates and products, fomoiation
Thadk I 140 V]Hage’ Slsattanak 2nd production [such as gritding, minng, encanswiation andior aeckaging), Quaily contod, releace, siorage sang gistnBLTon of

. . . . cesmedic producis and fie reiafed condrols.
Distric, Vientiane, Lao PDR

A onmary SSSEMEr IS & Comoany wiich IS engaged i & (VOCeSs of Snclosing the aroduct o & armaneiTmediale confamer
whick 15 labefed ar io be Rbeled DefGrs Me proaect is S0M OF SUBGH=T i &

A secoodsns aspempier i 8 COMEEny whICH /S Sngeged oniy 4T 8 ArOCESS Af (aneiling the prOOUCt Confanar whers Me pme
i5 aiready encicsed in s grimary container andfor packing the product which Is airesdy enciosed in s \ebalied primary
comtmines NfD @ saOn whish i lenaled oF fo be lmhaled hafore fe penguct (T S oF suspies

Note 2: In Section 4, select (M) one of the four cases below

Product presentation Example

Single product means a product with a single formula

- A

A range of product variants similar describes the products with the
same main composition and use for the same purpose but different
colours, Flavours etc (in different boxes)

Palette(s) in a range of one product type describes the same product

but with different colors or odors in the same box ol

Combination products in a single Kit describe a product that has
many different patterns and contain in the same box




Primary assembler refers to the
operations starting from the production
process to final product

Secondary assembler refers to the
factory that take the semi-finished
products to be packed, re-packaged or
change the packaging to the final
nroduct.

./

Indicate name of local company had
enterprise registered

Example: Lao Compay Limited

Appendix 1

Country [T T T T T I T T TTITITITITTITIT]
Tad f [T T T TT T T T P [TTTTTTTITTITTITT]
. Mame of assembler (Flease tick accordingly. May tick more than one box):

ﬁﬁaﬂ{nnquwuﬁmmﬁnﬁm. sarmersinigpundatiniay

Frimary assemblerd Zecondary sssembler
fysatedn dtumtiae)
LI T T TP PP PP T TTITTI

ddress of assembler (state country):
tizendfiug (Masyusmnaday)

IC o untry

Tet[ [TTTTTTTTTTTTT Fasee [ITTTITTITTITITTITT]

PARTICULARS OF LOCAL COMPANY RESPONSIELE FOR PLACING THE COSMETIC
PRODUCT IN THE MARKET
awasegnsa ddindEudngeuniuandiminesdomedudtianagn

T. Mame of company:
Eponiasn

Indicate local company address

Example: Simuang Road, Simuang
Village, Sisattanak Distric, Vientiane,
Lao PDR

.—

Address of company-

fomeytasn
e e s

—P

Tee[ [T [ TT T ITTTTTT T Fae [ TTTTITTTITTTTTT]

Business Registrafion Mumber /License to Operste Mumber (if applicable, submit a
copy of the Business Registration Certificate):
anmneuguretnTuaspsocsuRain (Enﬁn?uﬂjﬂuﬁﬂm:u:uqmﬁn]

k=]
3

Note 3: In Section 6 Please tick only one box



Provide the name of company’s
director or staff or person who can
be contacted

o———

Provide the name and address of
the company that has the right to
import

o
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PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY
:'eJ;l-a3n591qﬁuerJ:lﬂ'a:fﬁrmﬂ:rLiu&un'iajﬂu

8 .Nsme of person:

fyne
LT T T I T T T T T T T T T T I T T T T I TTT]

Tee [ TTTTTTTTTTTTTT [Emai:l

Designation in the company:
curmipreTudddn

Mote: If the applicant is & service provider authorised by the company, he is required to
provide a letter of authorsation or any sdditional particulars ss reguired by the regulatory

authority.
T 1’_-:.::119’-’;:1:'1:ciju."‘-;.::rJQjm:.lﬂﬁnwﬁ':ﬂ@uanummw‘ﬂﬁﬂr. moulotis2raudnmignam

wAntSEn f ;|'|uazajnﬁur*uwx@:nﬁajmjﬁwﬂwﬁm

PARTICULARS OF IMPORTER
e gneadiiuds
R

a9, ame of Importer:
i1l
"o

Address of importer:
sl
R

Tel [T T T TTTTT T IT T JPae[ TTTTITTITTITTITTTI

Note 4: In Section 9, In the case of

multiple import companies, the names and addresses

of all eligible import companies must be provided in full (Can be added to the form

by copy & paste).



The applicant must understand
and follow the rule at section

10 and then tick M two empty ¢——
boxes

Fill all ingredients of cosmetic

FRODUCT INGREDIENT LIST
. =
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L%

Flease check the following boxes

rquman:ﬂ]asjﬁja’uﬁ:

O | have exemined the latest revisions of the Annexes |l to VIl of the ASEAN
Cosmetic Ingredient Listing as published in the latest amendment of the ASEAN
Zosmetic Directive and confirmed that the product in this notification does not contain
any prohibited substances and is in compliance with the restrictions and conditions
stipulated in the Annexes.

Freciucinonns, funoufinansafiafaudtw, 2 m 7 sayfulEonkSnadeT

9'|a:un'|.u.'.ﬂ“:ﬁatr.,!q‘-‘.ur11.ijuq:q‘]wsgnasjr_iﬂ:ﬁajs'm]awaju e &fyPudmndnnetuditas
Sneyff witiueewdentuingn uae sennefivddiy wae davtefcindndluloday

tiawgiagm

m} | undertzke to respond to and cooperate fully with the regulatory authonty with
regard to any subsequent post-marketing activity initiated by the authority.
gaecilufedtn  ane  soulfiucoliiueameusunmnzofiuncacdunm

Anmipwsei sy damisy
PRk, - it

[To submit ingredient list with percentages of restricted ingredients as
required by member country]

[Tfiuensoud:S s udoudiciy sargaumknsufid@inTAitg 8o inetsann]

No
Halin

Full Ingrediznt name (use INCI or approved nomenclature in standard references)
fiflugasmoudenay (T INCI f §UinnerruefEadfiusug)

product with percentages required

10



Signature of person in section 8

Company stamp
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DECLARATION

1. | hereby declare on behalf of the company | represent that the product in the
notificefion meets sl the requirements of ASEAN Cosmelic Directive (ACD), its
Annexes and Appendices which have been transposed into the locsal legiskation.

2. lundartake to:

i. Ensure that the product’s tachnical and safety information is made readily
available to the regulatory suthority concerned (“the Authority”) and to keep
records of the distribution of the products for product recall purposes;

ii. Motify the Authority of fatal or life threatening serious adverse event® as
soon a5 possible by telephone, facsimile fransmission, email or in writing,
and in any case, no later than 7 calendar days after first knowledge;

iii. Complete the Adverse Cosmetic Event Report Form® within & calendar
days from the date of my notification to the Authority in pars 2ii. sbove, and
to provide any other information as may be reguested by the Authority;

. Report fo the Authority of all other serious adverse events that are not fatal
or lifz threstening as soon as possible, and in any case. no later than 15
calendar days after first knowladga. using the Adverse Cosmetic Event
Report Form;

w. Motify the Authority of any change in the particulars submittad in this

nofification;

Recall the product from the market. and discontinue selling or supplying

the product, as directed by the Authority.

Wi

3 | declare that the particulars given in this notification are true, zll dats. and
information of relevance in relation fo the notification have been supplied and that the
documents enclosed are authentic or true copies.

4 | understand that | shall be responsible for ensuring thet each consignment of
my product continues to meet all the legal requirements, and conforms to all the
standards and specifications of the product that | have declared fo the Authority.

5. | understand that | cannot place reliance on the acceptance of my product
nofification by the authority in any legal procesdings conceming my preduct. in the
event that my product has failed to conform to any of the standards or specifications
that | had previously declared to the Authority.

——®
[Mame and Signature of person representing the local company]
[yfunsstatdSod-min tudianti]

— ] [ ]

[Company stamp] NLlefy Date |Suf cfew O

“ As defined in the Guide Manual for the Industry on Adverse Event Reporting of Josmetics Froducts
? Set out in Appendix | o the Guide Manual for the Industry on Adwarss Event Regorting of Cosmetics
Products

®
Provide the date

11



53 Formulation form
The Information on ingredients must include:
- INCI name
- Function
- Percentage of restricted ingredient
- The ingredients of cosmetics must specify the amount from more to less

Example:

FORMULATION/gocias

Manufacture/Te331esan:
Product name/Smedonstiu:

% of Restricted
Mo i Ingredient [INCI Name) CAS Number _ Function Ingredient
Jafu | Eaaun D RdlugBieneriwany | efingiueal | rifiesscraeanuald | OEurudslSonaeasond

Total/aou 100

S sy

5.4 The Authorization Letter.

The manufacture or Brand owner must provide an official letter to certify the right
to import and distribute to the distributor in Lao PDR and/or the branch of the distributor
company.

12



Example:

[Company Letterhead]

Date
Subject:  Authorization Letter

Company Name..............

To whom it may concern:

This is to authorize (Name of authorized representative), (Designation)
as this company’s representative in notifying the cosmetic products we intend to
place in the local market. . We undertake to bear the responsibility in ensuring that
our products comply to the local regulations and the latest standards according to
the ASEAN Cosmetic Directive.

Signed,

(Name and signature of the director, owner, or general manager of the company)

[Company Stamp or Logo]

(Name and signature of the authorized representative)

55 Labels and Batch Coding System

Example of labels:

B

13



Example of batch coding system

Batch Coding System

a =
[ANa:mONIEza0

ﬁﬂn!h"Brand name:
ﬁm:ﬁnn:ﬁm’l’roduct name:
Asfinrunsdn/Bateh coding system:
tanasfic/Batch number: 30DDMMY Y
XX = tanazfin/Batch aumber
conOUU/DDMMY Y= SufeudusdnManufacturing date
Suoliae1/Expiry date:  2onnUUdd DDMMYYYY

fiotls/Example:
tanazfinBatch No: 010102016 = tana:fin'Batch No: 01
Sufisuusdn/MFD: 01 nuw 2016

01 February 2016

Supline1n/Expiry date: 01022018 = Surlaswy: 01 nuws 2018
Expiry date: 01 February 2018

EuEhPrmncheestsmm

Note 5: Content of labeling

The label of cosmetic products imported must contain the following local content:
1. Product name and trade name must be larger than other text;
2. The list of ingredients must be INCI name and match with the formula notified
3. Instructions for use, warnings, prohibitions.
4. Size of packaging;
5. Storage condition;
6. Name and address of the notification company;
7 . Name and address of the country of manufacture or only the country of
manufacture;
8. Date of manufacture and date of expiry or text with similar meaning;
9. Batch number;
10. Notification numbers (Not required)
11. Label should be in Lao language or sticker

In the case of the size of cosmetic products is small, only items 1, 3, 7 and 8 should
be in the label

14
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The claim in the label must use content that approve by FDD and are fair to users
by avoiding content that may cause harm to society, including content that refer to origin,
quality, quantity, characteristics, etc.

These following texts are the content that offensive to users:

The information is not true and over claim;

The information is lead to misunderstanding about the important information
of cosmetics, whether it is the use of references, scientific reports, statistics
and acts in any way that is not true or exaggerated;

Content on the treatment, relief and treatment of various diseases including
sexual stimulation;

Messages that are against the culture that can cause direct and indirect damage

5.6 Claim Support Summary
Refers to the active ingredients of the formula that refer to the properties of the

product.
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Example:
Black hair products must contain substances that can cover or dye the hair to black color

ABC COSMETICS CO.,LTD
Date: 10/08/2021
Claim Support Summary

Product Name: ABC Color Shampoo-Natural Black
The flowang 1s the claun for Color shampoo

Claim Active ingredient

P-Phenylenediamine

Hair colorants Resorcinol

M-Aminophenol

Signature
Name

Position

5.7 Undesirable Health Effects Summary

Means information about symptoms, effects and side effects of cosmetics
including the results of remedial actions in cases where the impact is not severe

ABC COSMETICS CO.,LTD
Date: 10/08/2021
Undesirable Health Effects Summary
Product Name ABC Color Shampoo-Natural Black
Country where Sold: Vietnam, China, Cambodia
Total number of undesirable health effects 10
First Launch: 2018
Case Number Date of Contact Country
6 June 2019 Vietnam
3 October 2020 China
1 January 2021 Cambodia
Signature
Name
Position

16



5.8 Safety Assessment Summary means the confirmation of safety of cosmetic
products from owner or manufacturer

Example:

ABC COSMETICS CO.,LTD

Date: 10/08/2021

Safetv Assessment

Category: Color Shampoo
Product Name: ABC Color Shampoo-Natural Black
Marufacturing Plant: ABC COSMETICS CO.,LTD

This product is formulated using the ingredients suitable for use in cosmetics Directive and
the formula meets the Annexes of the ASEAN Cosmetic Directive.

This product 1s a cosmetic according to Article 2.1 of ASEAN Cosmetic Directive. It 1s
assessed not to cause damage to account, the product presentation, its labeling, instructions for its
use and disposal as well as any other indication or mformation provided by the manufacturer. This
assessment considers the general toxicological profile of the ingredients, their chemical structure
and their level of exposure.

This assessment of human safety 1s carried out m accordance with ASEAN Guideline for

safety evaluation of cosmetic products.

signature
Name

Posttion

6 Payment of fees and services
Fee: 01 Product 200,000 kip Valid 2 years.
Service: 01 Product 50,000 kip

7 One sample of product

8 Time for notification approval
New notification: 14 Working days;
Renewal: 10 Working days.

17



9 RIisk categorization of cosmetic products

Item HS Code Product type Risk categorize
1 3808.94.90.00 | Hand sanitizers High risk
2 3304.10.00.00 | Products intended for application to the lips High risk
3 | 3304.20.00.00 | Eye make-up preparations High risk
4 3304.99.30.00 | Products for tanning without sun. High risk
5 3304.99.30.00 | Sunbathing products High risk
6 | 3304.99.30.00 | Skin whitening products High risk
7 | 3304.99.30.00 | Anti-wrinkle products High risk
8 3306.90.00.00 | Products for care of the teeth and the mouth (Tooth High risk

pastes, tooth powders, mouth washes, mouth sprays,
solid and liquid dental preparation)
9 3401.11.90.00 | Products for external intimate hygiene (exclude High risk
personal lubricant)
10 | 9619.00.12.00 | Sanitary tampons of paper, paper pulp, cellulose High risk
wadding or webs of cellulose fibres
11 3304.91.00.10 | After-bath powder, hygienic powders, etc. Medium risk
12 3304.91.00.90 | Products for making-up and removing make-up from Medium risk
the face
13 | 3304.99.20.00 | Anti-acne products Medium risk
14 3304.99.90.00 | Creams, emulsions, lotions, gels and oils for skin (hands Medium risk
face, feet, etc.)
15 | 3304.99.90.00 | Face masks Medium risk
16 3305.10.90.00 | Hair cleansing products (Lotions, powders, shampoos, Medium risk
liquid creams, solid creams or gels)
17 | 3305.10.90.00 | Hair tonics Medium risk
18 | 3305.10.90.00 | Anti-hair fall/Hair loss Medium risk
19 3305.20.00.00 | Products for waving, straightening and fixing Medium risk
20 3305.20.00.00 | Hair tints and bleaches (including permanent hair dyes) Medium risk
21 3307.20.00.00 | Deodorants and anti-perspirants Medium risk
22 | 3307.90.40.00 | Depilatories Medium risk
23 3401.11.40.00 | Medicated soap including disinfectant soap Medium risk
24 9619.00.11.00 | Sanitary towels with an absorbent core of wadding of Medium risk
textile materials
25 3303.00.00.00 | Perfumes, toilet waters and eau de Cologne Low risk
26 3304.30.00.00 | Products for hand and nail care (Nail lacquers-remover, Low risk
nail creams, cuticle softeners, nail bleaches, nail
whitening, etc.
27 | 3305.30.00.00 | Hair lacquers Low risk
28 | 3305.90.00.00 | Setting products Low risk
29 3305.90.00.00 | Conditioning products (lotions, creams, oils), Low risk
30 3305.90.00.00 | Hair dressing products (lotions, lacquers, brilliantines) Low risk
31 3307.10.00.10 | Shaving product (creams, foams, lotions, etc.) Low risk
32 3307.30.00.00 | Perfumed bath salts and other bath preparations Low risk
33 3401.11.50.00 | Bath or shower preparations (salts, foams, oils. gels, Low risk
etc.)
34 3401.30.00.00 | Soap and preparations for washing the skin, in the form Low risk
of liquid or cream and put up for retail sale, whether or
not containing soap
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