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Trong Théng tu nay cac tu ngt dusi day duoc hidu nhu sau: Ol #&0M ALB3t= &012| 552 Ciaat 2Lt

1. San phdm my phdm la mot chat hay ché phadm duoc su 1. 3}t =Zo|zr 2/ //_El(_E/ 28 = 25
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chinh mui co thé, bao vé co thé hoic git co thé trong diéu

kien tbt.
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ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS

Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.).
Face masks (with the exception of chemical peeling products).
Tinted bases (liquids, pastes, powders).
Make-up powders, after-bath powders, hygienic powders etc.
Toilet soaps, deodorant soaps, etc.
Perfumes, toilet waters and eau de Cologne.
Bath and shower preparations (salts, foams, oils, gels, etc.).
Depilatories.
Deodorants and anti-perspirants.
Hair care products.
hair tints and bleaches,
products for waving, straightening and fixing,
setting products,
cleansing products (lotions, powders, shampoos)
conditioning products (lotions, creams, oils),
o hairdressing products (lotions, lacquers, brilliantines).
Shaving products (creams, foams, lotions, etc.).
Products for making-up and removing make-up from the face and the eyes
Products intended for application to the lips.
Products for care of the teeth and the mouth.
Products for nail care and make-up.
Products for external intimate hygiene.
Sunbathing products.
Products for tanning without sun.
Skin-whitening products.
Anti-wrinkle products

o oooo

DR 92, YW 5)8 33, o™, 2M, WU oY
m o] A& OfA S (BFebHm| A F2 H Q)

M Z=H|0| A (YA, HO|AE, mpRL)

Ho|SALLH, 55 = A8dts TteH, fldner
=

SFgH|F, BFHIF S

g, 28+ 8 2H 8

S8 AR 8 MER (AR AEHA, 2
H =2
ezzeE 3

5| 0| EI EQF B MK
#lod, AEOIEY, HUE HF

& A HE 5

CHE I SUUH B (2N, THLT, AF)
HEg HEEY, ASHH, 2 5) rIMHB(EL, 8, 28)

0882 4Y, 27, e
27} 20| HO|TY HED HO|AY HAHME e

=0l H2E 8RO HE

X|of & 72 A oHIF

HY Ao X Ho|3HHF
g 214H

LFEMEH)E HE

MM FAZ N F

o 50/ &

FELXHE



1> 15H4) &

H| £ 5

) 2

>
v T

2 AL

X &S

ASEAN Cosmetic Documants
Appendix ill - ASEAN Cosmetic Clewms Guideines

Decision process to identify cosmetic products & claims

1.

Does the product contain only
ingredients permitted by the
ACD and no ingredients
banned by the ACD ?

Is the product intended for
contact with the various
external parts of the human
body {epidermis, hair system,
nails, lips and external genital
organs) or with the teeth and
the mucous membranes of the
oral cavity ?

w

Is the product intended
exclusively or mainly to clean,
perfume, change the
appearance andior correct
body odours andfor protect or
keep the defined parts of the
human body in good
condition ?

B~

Is the pmdu':t presented as

in human helngs ?

Does the product permanently
restore, correct or modify
physiological function by

ing a ©

or

action ?

Product
Proposition

1.
Composition ==

NO
YES I
2.
Target Site —=mp

NO
YES I

3.
Main Function =

NO
YES !

Non-Cosmetic
Presentation

NO I

5.
Non-Cosmetic ”

Function YES
NO

YES

Cosmetic
Product

Not
Cosmetic

Not
Cosmetic

Not
Cosmetic

Not
Cosmetic

Not
Cosmetic
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H6 So THONG TIN SAN PHAM M¥ PHAM

HN=8rad
biéu 11. Quy dinh chung vé Hb so thong tin san pham my
S ? 9 fin san pham my A 11 Z HEYLTY B Ue 7Y
M3i san pham mg pham khi dua ra luu théng trén thi truong phai AEo| MZS e MU0l Y= AMLE 7§01 OfA OF
c6 Hb so thong tin san pham(PIF - Product Information File) theo SIEE x/xI(ACD)O// mtaf E': M=o chst FZEE
huéng dan cua ASEAN luu gitr tai dia chi cua té chuc, ca nhan Hal2(PIF) S H Akt
chiu trach nhiém dua san pham ra thi truong. =
biéu 12. N&i dung caa Hé so théng tin san pham my pham H 12 =: HE ©3 I'% T8 e
1. H& so Thong tin san pham my pham gém c6 4 phan nhu sau: 1. M= *E“f = LhE2ol 47k RE2o =2 g &t
a) Phan 1: Tai liau hanh chinh va tém t&t vé san pham; 7t 1 B 22N Fet EE e
b) Phan 2: Chat luong cia nguyén liey; L} 2 & 29| =4l I:-||O|E1
c) Phan 3: Chat Iuong cua thanh pham; Ct 3 &: X M= | Z X! §|0| H
d) Phan 4: An toan va hieu qua. 2} 4 £: k™M ol ORM ol

No&i dung chi tiét caa H5 so Théng tin san phdm mgy pham quy
dinh tai Phu luc s 07-MP.
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Cosmetic Directive

ARTICLE 8  Product Information

1. The company or person responsible for placing the
cosmetic product in the market shall keep the following
information readily accessible to the regulatory authority of
the Member State concerned at the address specified on the
label in accordance with Article 6 of this Directive:

a) the qualitative and quantitative composition of the product;
in case of perfume compositions, the name and code number
of the composition and the identity of the supplier;

b) specifications of the raw materials and finished product;

c) the method of manufacture complying with the good
manufacturing practice as laid down in the ASEAN Guidelines
For Cosmetic Good Manufacturing Practice appearing as
Appendix VI;
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the person responsible for manufacture or importation into |
the market must possess adequate knowledge or experience _
in accordance with the legislation and practice of the Member =x
State which is the place of manufacture or importation; A

d) assessment of the safety for human health of the finished d) SHED M2 B1st LxQF =Z20|A OIH o0
product, its ingredients, its chemical structure and its level of B L
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e) existing data on undesirable effects on human health
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resulting from use of the cosmetic product; and 21t0f Ciet 7[E | ol E
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g) supporting data for claimed benefits of cosmetic products gE _:f oleto ° = e (e
should be made available; to justify the nature of its effect. gE=to7] A e)
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HE HE 82

2. The information referred to in paragraph 1 of this Article 2. HI8Zo| M1Eo|M QZE MEL= 3|AZo| g

must be available in the national language or languages of ___

the Member State concerned, or in a language readily stxtol g7 ofofg + 9I= 210/Z L= 28

understood by the regulatory authority. - N
S/&=9] 20 K= X=0[2 0/ 7}50l o}

3. A Member State may, for purposes of prompt and S}

appropriate medical treatment in the event of difficulties,

require that appropriate and adequate information on

substances used in cosmetic products be made available to 3. D2 M3t AL w21 MESE o|EN K| BE &}

the regulatory authority which shall ensure that this olx ol mo slxim P o iR

information is used only for the purposes of such treatment. ISHA, 2l¥=E S0 ALEE 2 EO| Chet HEst
YEE B2 20| 0|8 + Y= 2ME 4 Yr}
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A. Description of Cosmetic Product

| B.11 Formula, Water quality |

LB,l.Z Coa, MSDS (Raw rnalerial]J

|_B.1.3 CoA, MSDS (Product) |

| _B.1.4. Fragrance {Coa, MSDS, IFRA, DoC]J

B.1.5 Allergen report
B.2 Stability |

| B.31 Microbioclogy Limit |

B. Safety
Report

|_B.3.2 Microbiology Challenge |

B.4 Package

LC.] Manufacturing processJ

C. Manufacturing and GMP
[[€.2 GMP certificate (150 22716) |

D. Product Claims

E. Labeling
F. DAV

G. Miscellaneous

SteehAle A& (KTR)

MEZ0 et Y2 &
MEo| 20| =£3 &0 Qo™ Xt=2 K|
=20 Cigt COA(RA

20

M| =0 CHot COA(EM ST EA), MSDS(E2 &t EHXI=
Stz i3t COA(RMSEHA), MSDS(ERQIHE HXLR)
263 L2V & SEOf| cHst A" AN A
oI M Al - 25 7|7t
04 A - HEO OJ8E =3 68 AN
HEH AY - g 2|0F HiF XY 7|2t Qo] AF o8 (8 ET Al
TR AlE - Directive 94/62/EC 4L 534 & RIEE =t off

G S0 Chet A=

ISO 22716 1B M EE& MK 2 22| 3Y
HE =2 Y o] chst apst™o|n 7|28 Ql &

2t HEA| @ 740f Q= 2t
ME AR (EH, Ert”' =
HE S A2 (DAV) 4
o N|Z=THOHS A ( CFS 2 AZHLOA) - B35
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biéu 3. Quy dinh vé viéc cdng bé san pham my pham

1. Cac té chuc, cd nhan chiu trach nhiém dua san phdm m¢g pham
ra thi truong chi duoc phép dua mgy pham ra luu thong khi da
duoc co quan quan ly nha nusc cé thaAm quyén cép sé tiép nhan
Phiéu cong bb san phdm mg pham va phai hoan toan chiu trach
nhiém vé tinh an toan, hieu qua va chat luong san pham. Co quan
nha nuéc c6 tham quyén sé tién hanh kiém tra hau mai khi san
pham luu théng trén thi truong.

2. Lé phi cong bb san pham mg pham duoc thuc hién theo quy
dinh hién hanh.

3. T4 chuc, ca nhan chiu trach nhiem dua san pham ra luu thong
trén thi truong phai cé chiac nidng kinh doanh my pham tai Viét
Nam.

4. Viéc cong bé tinh ning cua san phdm mg pham (muc dich su
dung cua san pham) phai dap ang husng dan cua ASEAN vé cong
bb tinh nidng san pham m¢y phdm (Phu luc s 03-MP).

A

H 3 =3

1.AECE HES S0 Mol Y= A =2 742/
2 22 J[ACE2RE M IHSE B B2 & &
== B 2+ dlen MES oFHY Rl Y
=&of ffat Mo/ = 7=t}

gt 7|22 HECQ AT /S T Ol 25 LA EEE
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g Mn ME ME
biéu 4. H5 so cong bé san phdm my pham H 4= x
H& so cong bé san phdm my phdm bao gém céc tai lieu sau:
otg&E Ao €9 MR= Ciaar 2L
1. Phiéu cdng bb san phdm mg pham (02 ban) kém theo d ligu
céng bb 1. AEF Ha HEA
(Cosmetic Product Proclamation Report)
of 2= *

(Business Registration Certificate)
ENEI

(Letter of Attorney)
4. B = BHIY 2 B A+

3. Ban chinh ho&c ban sao cé chung thuc hop 1& Gidy uy quyén
cua nha san xuat hoic chu s& htu san pham uy quyén cho té

chic, ca nhan chiu trach nhiem dua san pham ra thi truong duoc (CFS, Certificate of free sale)
phan phéi san pham mg pham tai Viet Nam * 20184 112 A/ 2 Decree 155/2018/ND-CPE E3j
NE &/ of A 55/I/ L?:’L 0/5 =

4. Gidy chiung nhan luu hanh tu do (CFS) ~* 2071714 62 A2 Decree 75/2017/ND-CPE E8f

CPivP B AN S 0515 el A 50 e 2
o 29, HEEYZGAE AN FopE &
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HIE Y o|2kXH (DAV) http://www.dav.qov.vh/
HEY S} EE e-4l1 http://www.congbomypham.cgldvn.gov.vn
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USER MANUAL
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Types of change (HZ4 §¥)

Product Notification (HIZ 41 &)

Brand Name (EZH =) NEW (443)
Company change due to change of distribution rights (ZtOHX} ¥ Z) NEW (A1)
Product Types (8|2 EIY) NEW (21)

Product presentation (single product, palettes in a range, etc)
HE el (2 HE, ZYUE §)

Amendment ()

Intended Use (A8 8E) NEW (1)
Product Name (H|E3¥) NEW (443)
Formulation (X %) NEW (443)
Manufacturer and or assembler (name and/or address) NEW (A7)

MEYUR EE EYUXF (OIF 2| D/EE T

Name and/or address of company without change of distribution rights
HOAXE o Fo (FSHS HE2 81

Amendment ()

Person representing company (E|Al CHEX})

Amendment ()

Pack sizes, packaging materials, labels
(4 AfO|=, Z=FTY, 2t'E)

Amendment, but not applicable if the information need
not be submitted in Product Notification form
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Diéu 48. Trach nhiem caa té chic, ca nhan san xuat, buén ban, nhap
khdu mg pham dé luu théng trén thi truong Viet Nam

1. T8 chic, ca nhan chiu trach nhiém dwa san phdm mg pham ra thi
truong phai chiu hoan toan trach nhiém vé cac nsi dung ké khai trong
Phiéu cong bé san phdm my phadm, chiu hoan toan trach nhiem vé tinh
an toan, hiéu qua va chét lugng san pham, dam bao rang san pham dua
ra luu thong dap tng tat ca cac yéu cau caa Hiép dinh my phadm ASEAN
va cac Phu luc kém theo.

2. T6 chuc, cad nhan dua san phdm m¢ pham luu hanh trén thi truong cé
trach nhiém theo doi, phat hién va thu hdi ngay my phdm khong dat tiéu
chuan chét lugng, thuc hieén théng bédo thu héi caa co quan quan ly nha
nuéc ¢d tham quyén, bdo cdo vé viéc thu héi my pham gui co quan nha
nusc ¢d tham quyén; giai quyét kip thoi khiéu nai caa khach hang vé chat
luong my pham, béi thuong thiét hai cho khach hang theo quy dinh cua
phap luat. bdng thoi, phai hoan tra lai

tién cho ngusi mua hang va céac chi phi phat sinh trong qué trinh bao quan,
van chuyén, luu thong san pham.

Has = HEY A|EE SEE HES H=X, Hell L =
2Uots YMLE 7HRIC| 2| &

1T HES AT Moo U= AML 7ol HEFS oF
HE 2ed X FEHE 2o HELH LI &
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3. Truong hop phat hién nhiing tdc dung phu tram trong anh
hueng dén tinh mang nguai tiéu dung do chat luong san pham
m¢ pham, t& chuc va cd nhan dua san pham ra thi truong phai
bao cdo toi Cuc Quan ly duoc - Bs Y té trong vong 07 ngay ké tu
ngay nhan duoc thdng tin dau tién vé tac dung phu nay theo mau
tai Phu luc s 18-MP. Bao céo chi tiét vé tac dung phu tram trong
nay phai dugc gui vé Cuc Quan ly duoc - B6 Y té trong vong 08
ngay tiép theo.

4. Té chac, cad nhan chiu trdch nhiém dua san pham ra thi truong
phai luu gitt H5 so théng tin san pham (PIF) trong thoi gian ti
thiéu 03 nam ké tu khi 16 san xuat cudi cung duoc dua ra thi
truong va xuéat trinh khi co quan chac nang kiém tra, thanh tra yéu
cau.

5. Cac don vi san xuadt my pham phai trién khai ap dung va dap

ng cac nguyén tac, tieu chuan "Thuc hanh tét san xudt mg pham"

cua Hiép héi cac nuéc Dong Nam a (CGMP-ASEAN).

t2| X|E (Circular 06/2011/TT-BYT)
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6. T6 chuic, ca nhan kinh doanh my pham phai thuc hién cac
yéu cau cua co quan nha nusc ¢6 tham quyén trong viéc
kiém tra, thanh tra vé chat luong my pham, thu héi my
pham vi pham va duogc quyén khiéu nai vé két luan va hinh

thac xu ly vi pham theo quy dinh cua phap luat vé khiéu nai,

t6 céo.

7. T4 chac, cd nhan chiu trach nhiém dua san pham ra thi
truong phai tuan thua cac quy dinh va luat phap Viet Nam vé
s& htu tri tué. Khi c6 két luan caa co quan nha nuéc cod
tham quyén vé nhan hiéu, kiéu dang cong nghiép vi pham
quyén s& hau tri tug, té chuc, cd nhan phai ngung san xuét,
budn ban, nhap khau dé tién hanh thay déi nhan hiéu, kiéu
dang cong nghiép theo dung quy dinh va cé trach nhiém
bdi hoan va xu ly hau qua (néu cd).
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COSMETIC PRODUCT [CONFIDENTIAL] APPENDIX 2
Tor

Name & Address of the Regulatory Authaority FOR OFFICIAL
D i

Taiaphone no. USE ONLY
Faxno. Da!e received

Email address e e

REPORT FORM FOR ADVERSE COSMETIC EVENT

I. Company Particulars

Kame and address of

Company

Mame & designation of

person reporting

Tel No Fax Mo.: | Email

Il. Product Particulars

Product Name (as in product
notification)

Ingredient listing & pack size Please attach a separate list)

Product Type/ntended use

Mame of Manufacturer &
country of manufacture

Expiry or manufacturing date

Baich Mo.

. Details of Adverse Event

Mame/ Initials of person

Identification or Passport no

Age Sex
Ethnic group /

Mationality

Date of onset of adverse event

Description of adverse event (please use and attach a separate report if necessary)

Delay between last application of the product and onset of symptoms:
min(s) hour(s) day(s)
How was the product used:

Is the person hospitalised due to the adverse o Yes o No
reaction?

Diid person seek medical attention? o Yes = No
Outcome o Recowvered (Date: } = Death (Date: )

= Mot yet recovered o Unknown

Source of report o Healthcare professional o Consumer o Others (specify)

[Signature of person making report & date of repori]
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biéu 45. Dinh chi lwu hanh va thu héi mg pham

1. Mg pham bi dinh chi luu hanh va thu hai khi xay ra mot

trong cac truong hop sau:

a) My pham luu théng khi chua duoc co quan quan ly nha
nusoc ¢6 tham quyén cap sé tiép nhan Phiéu cong bb san

phdm my pham,;

b) My pham khong dat chat luong, khéng an toan cho nguai

su dung;

¢) My pham luu théng cé cdng thac khdng ding nhu hé so

da cong bd;
d) My phadm luu thong c6 chua thanh phan chat cAm su

dung trong my pham, cac chit c6 néng ds, ham luong vuot

qua giséi han cho phép;

e) My phdm luu théng cé nhan ghi cong dung khéng phu
hop v&i hd so cong b hodc khéng dap ang quy dinh vé ghi
nhan san phadm caa Théng tu nay, tuy muc dé vi pham cé

thé bi dinh chi lwu hanh va thu hai;
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Diéu 45. Dinh chi leu hanh va thu héi my pham H 45x: HEL| HOFSTH A 3+==X|
f) My pham luu théng duoc san xuét tai co s¢ khéng dap f) OFM O "Rt E M= H 52 22| 7[F(CGMP)” 5L Of
Gng nguyén tic, tieu chuén "Thuc hanh tét san xuit my Aot et dE o7t oldet 7| =0 O|EEl= S0 H=ct
pham" cua Hiep hai cadc nusc bong Nam & (CGMP-ASEAN) ME2 HOIHS 42 I8t F=of whef goj Stk 8 2l =
hosc tuong ISIPS =
duong duoc Hai ddng my phadm ASEAN thwta nhan, tuy muac _
ds vi pham cé thé bi dinh chi luu hanh va thu héj; g) M&2| A& 7|2to] X|H %
g) Mg phadm hét han s dung hosc qué thai han theo h) 51¢l, 28 F282 MS0[AHLt d2 X MK #AZt 2=
khuyén cdo cua nha san xuét; ot B2, ME EZ0| 2TSHX| Zot B2,
h) My pham gia, nhap lau, khédng ré ngudn géc, xuat xa, my i) EHOfOf CHo o[ A= FHLE 7el2 MBEL=E MES
pham khéng con nguyén ven bao bi; AEHO = ol

i) My pham do té chuac, cd nhan chiu trach nhiém dua san
phdm ra thi truong c6 van ban thu hditu nguyén.
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