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CONG HOA xA HOI CHU NGHiA VIET NAM. . .
DQc l~p - Tt}'do - H~nh phuc

Bin Tre, ngay ,Ff thdng 9 nam 2021

UY BANNHAN DAN
TiNH BEN TRE

QUYETDINH
V~ vi~c cong b&danh muc 01 thii tuc h~nh chinh dU'Q'csua d3i, b3 sung

trong linh vue my phAm thuQc thAm quyen giai quy~t
ciia SO-Y t~ tinh B~n Tre

CHU TICR uv BAN NIlAN DAN TiNR BEN TRE
Can cu Ludt T6 chtrc chinh quyen dia phuong ngay 19 thang 6 ndm 2015;

Can cu Ludt sua d6i, b6 sung mot s6 di~u cua Ludt T6 chuc Chinh phu va
Ludt T6 chuc chinh quyen dia phuong ngay 22 thang 11 ndm 2019;

Can cu Nghi dinh s6 63120101ND-CP ngay 08 thang 6 ndm 2010 cua
Chinh phu v~kiim soat thu tuc hanh chinh va Nghi dinh s6 92120171ND-CP ngay
07 thang 8 ndm 2017 cua Chinh phu sua d6i, b6 sung mot s6 di~u cua cac nghi
dinh lien quan din kiem soat thu tuc hanh chinh;

Can ctr Thong tu s6 02120171TT-VPCP ngay 31 thang 10 nam 2017 cua
Vanphong Chinh phu huang ddn v~ nghi¢p v¥ kidm saat thu tl:lChanh chinh;

Can Ctf Quyit dinh s6 3629IQD-BYT ngay 30 thang 7 nam 2021 cua B9 Y
d v~ vi¢c cong b6 thu tl:lChanh chinh dU(Jcsua d6i, b6 sung trang Imh VlfCmy
phdm thu9c ph(lm vi chuc nang qwin If; cua B9 Y d quy dtnh t(li Thong tu s6
29120201TT-BYT ngay 31 thang 12 nam 2020 cua B9 tru6ng B9 Y d;

Thea dJ nght cua Giam d6c Sa Y d t(li TrYtrinh s6 3434ITTr-SYT ngay 17
thang 9 nam 2021.

QUYETDINH:

Di~u 1. Cong b6 kern theo Quy~t diM nay Danh m\lc 01 thli t\!c hanh chinh
duQ'csua d6i, b6 sung trong lInh yVCmy' ph~m thuQc th~m quySn-:giai quy~t cua
Sa y t~ tinh B~n Tre (Danh ml:lCkern thea).

Di~u 2. Quy~t dinh liay co hi~u IlJc thi hanh kS til ngay kyo Bili b6 01 thu
t\lChanh chinh trong lInh VVCmy ph~m (thu tlJ s6 01) ban hanh kern theo Quy~t
dinh s6 779/QFJ-UBND ngay 24 thang 4 nam 2019 cua Chu tich Dy ban nhan dan
tinh vS vi~c cong b6 danh m\lc 03 thu t\lChanh chinh duQ'csua d6i, b6 sung trong
lInh V\ICmy ph~m thuQc th~m quySn giai quy~t cua Sa Y t~ tinh B~n Tre.

Di~u 3. Sa Y t~ ra soat sua d6i, b6 sung quy trinh nQibQtrong llnh VlJCmy
ph~m (quy trinh s6 37) ban hanh kern theo Quy~t dinh s6 27201QFJ-UBND ngay
09 thang 12 nam 2019 cua Chu tich Dy ban nhan dan tinh phe duy~t 108 quy trinh
nQibQtrong giai quy~t thu t\lc hanh chinh thuQcth~m quySn ti~p nh~ va giai quy~t
cua Sa Y t~.
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Di~u 4. Charm Van phong Uy ban nhan dan tinh, Giam d6c Sa Y tS va cac '
t6 chirc, ca nhan co lien quan chiu trach nhiemthi hanh Quyet dinh nay/.

Noi nhljn:
- Nhir DiSu 4;
- BoY t6;
- Cue Ki~m soat TTHC- VPCP; .
- Chu tich, cac PCT.UBND tinh;
- Cac PCVP.UBND tinh;
- Sa Y t6;
- Phong: KSTT, TTPVHCC, KGVX;
- Cong TtDT tinh;
- Ltru: VT, PVN.

Trio NgQcTam



~1iJj lGI\n:.tIl~rUlrl\..TUDUOC sirA DOl, BO SUNG
fiill:'lIV •.-I,...... .. ra- ... <)C THAM QUYEN GW QUYET CVA

~-- TiNH BEN TRE
(Kem thea Quyet dinli so IQD-UBND ngay 2f thang 9 ndm 2021

cua Uy ban nhdn dan tinh Bin Tre)

DANHMQC
TRONGLiNH

SIT
Ten van ban quy pham phap

Ten thu t1}C hanh chinh lu~t quy djnh nQidung sira d3i,
b3 sung thu tuc hanh chinh

SB h8 so
TTHC

Linh vue: My phAm
Thong tu so 29120201TT-BYT
ngay 31 thang 12 ndm 2020

Cap s6 tiSp nhan PhiSu cua B¢ truong B¢ Y ti sua d6i,
1.002600 cong b6 san pham my b6 sung va biii bo mot s6 van

pham san xu~t trong mroc ban quy pham phap ludt do B¢
truong B¢ Y ti ban hanh, lien
tich ban hanh.



N(H DUNG CV
THU

(Kern thea

u Inc II
. CHiNH DU(JC sirA DOl, BO SUNG
GIAI QUYET CVA Sa Y TE
VBND ngay 2J thimg 9 ndm 2021
dan tinh Bin Tre)

!t_.

LiNH VVC: MY PHAM
Tho tuc: C~p s&ti~p nh~n Phi~u cong b&san ph~m my ph~m san xu~t

trong nurrc

- Trinh tv thuc hi~n:

Butrc 1. T6 chirc, ca nhan chuan bi d~y du h&sa thea quy dinh.

Butrc 2. Truce khi scm xudt, t6 chuc, ca nhdn chiu trach nhiem dua scm
phdm my phdm ra thi truOng nop h6 sa trice tiip hoac qua duong buu dien hodc
true tuyen din Sa Y ti nai d¢t nha may scm xudt, thong qua Trung tam Phuc v¥
hanh chinh cong tinh Bin Tre, dia chi s6 126A Nguyin Thi Dinh, to U),Khu Ph62,
PhuOng Phu Tan, thanh ph6 Bin Tre, tinh Bin Tre (tdng G, toa nha 6 sa), trang
giG lam viec, sang tit 07 gio din 11 gio; chieu tit 13 giG din 17 gio; tit thte Hai
din thu' ss« hang tudn (trit ngay Ii, tit).

Chuyen vien ticp nhan h&sa kiem tra h&sa:

+NSu h&sa d~y du thi nh~n h&sa, ra bien nh~n, h~n tn1kSt qua;

+NSu h&sa chua d~y du thi tra h6 sa yeu c~u b6 sung.

BU'6'c3. Chuyin h6 sa din Phong nghi¢p v¥ Du9'c - Sa Y ti kiim tra tinh h9'P
I¢ cua h6 sa va giai quyit h6 sa cong b6 san phdm my phdm:

a) Trong yang 03 ngay lam vi~c kS tu ngay nh~n dugc h6 sa cong b6 hgp l~
va phi cong b6 theo quy dinh, S6 Y tS co trach nhi~m ban hanh s6 tiSp nh~n PhiSu
cong b6 san ph~m my ph~m.

b) TruOng hgp h6 sa cong. b6 chua dap ling thee)quy dinh thi trong yang 05
ngay lam vi~c kS tu ngay nh~n_dugc h&sa, S6 Y tS thong bao b~ng van bim di~n tu

, ,cho t6 chuc, ca nhan cong b6 biS~cac n9i dung chua dap Ung dS sua d6i, b6 sung
h6 sa (neu C\l thS cac n9i dung chua dap ling).

H6 sa b6 sung cua dan vi g6m:

- Van ban giai trinh vS vi~,csua d6i, b6 sung cua t6 chuc, ca nhan dUng ten
cong b6;

- PhiSu cong b6 san ph~m my phftm valho?c cac tai li~u khac dugc sua d6i,
b6 sung;

Trong yang 05 ngay lam vi~c kS tu ngay nh~n dugc h6 sa b6 sung dap ling
thea quy dinh, Sa Y tS co trach nhi~m ban hanh s6 tiSp nh~n PhiSu cong b6 san
ph&mmy phAm.
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Truong hop h6 sa sua d6i, b6 sung khong dap irng theo quy dinh thi trong
vong 05 ngay lam viec kS tir ngay ;nh~n du:qc h6 sa b6 sung, Sa Y tS thong bao
bang van ban dien tir khong d6ng y c~p s6, tiSp nhan PhiSu cong b6 san pham my
pham cho san pham nay. '.. .

c) Trong thai gian 03 thang kS tir ngay ban hanh van ban thong bao theo quy
dinh tai diem b neu tren, nSu Sa Y tS khong nhan duoc h6 sa b6 sung cua t6 chirc,
ca nhan dirng ten cong b6 thi h6 sa cong b6 khong con gia trio Trong tnrong hop
nay, neu t6 chirc, ca nhan muon tiSp tuc cong b6 thi phai nop h6 sa moi va nop
phi/le phi moi theo quy dinh,

Butrc 4. Din hen, t6 chuc, ca nhdn mang gi6y hen din Trung tam Phuc v~
hcmh chinh cong tinh Bin Tre nhgn kit qua haQcnhgn kit qua qua dich Vl:l buu
di¢n.

- Cach thrrc thU'c hien:. .
N(Jph6 sa thea 01 trang 03 cach thuc sau:
+N(Jptr1;fCtiip tgi B(Jphgn M(Jtcua;
+ Gui qua duang buu di¢n;
+ N(Jp trl;fc tuyin tren C6ng Dich Vl:l cang cua tinh thea dia chi

https:lldichvucang.bentre.gav.vnl
- Thanh ph~n h&sO':
+ PhiSu cong b6 san ph~m my ph~m (Ph\ll\lc s6 01-MP ban hanh kern theo

Thong tu s6 29/2020/TT-BYT ngay 31112/2020 cua BQ Y tS);
+ Ban chinh ho~c ban sao co chUng thl,Ichqp 1~giiy uy quySn cua nha sim

xuit ho~c chu sa hfru sim ph~m uy quySn cho t6 chuc, ca nhan chiu trach nhi~m
dua san ph§m ra thi truOng duqc phan ph6i san ph§m my ph~m t?i Vi~t Nam (ap
d\lng d6i vai my ph~m san xuit trong nuac rna t6 chuc, ca nhan chiu trach nhi~m
dua san ph§m ra thi truang khong phai la nha san xuit).

- sA hrgng h&sO':01 (bQ).

- Tho; h~n giai quy~t:
+ Trong vong 03 ngay lam vi~c kS tu ngay nh~n duqc h6 sa cong b6 hqp l~

va l~ phi cong b6 theo quy dinh, ca quan quan ly nha nuac co th~m quYSnco trach
nhi~m ban hanh s6 tiSp nh~n PhiSu cong b6 san ph§m my ph§m.

+ Trong vong 05 ngay lam vi~c kS tu ngay nh~n duqc h6 sa b6 sung dap Ung
theo quy dinh cua Thong tu nay, ca quan quan ly nha nuac co th~m quYSnco trach
nhi~m ban hanh s6 tiSp nh~n PhiSu cong b6 san ph§m my ph~m.· .

_ DAi tU'gng th,!c hi~n tho tl}c hanh chinh: T6 chuc, ca nhan chiu trach
nhi¢m dua sanphdm ra thi truang

_CO'quan thl}'Chi~n tho tl}c hanh chinh: Sa Y ts BSn Tre.
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- K~t qua th1!c hi~n tho t1}.Chanb;chinh: ,~6'.tiSpnhan PhiSu cong b6 san
pham my pham. '. .' ..;.::!

- L~ 'phi: 500.000d (Nam tram nghin'd6bg)~'" i,:"

- Ten m~udon,m~u tir khai: Mau Phziu cong b6 scmphdm my phdm (thea
Ph¥ luc s6 01-MP ban hanh kern thea Thong tu s6 29120201TT-BYT ngay

. 3111212020cuaBe) Yti};

- Yeu c~u, di~u ki~n thuc hi~n tho tuc hanh chinh:

+ T6. chirc, ca nhan chiu trach nhiem dtra san pham ra Iuu thong tren thi
tnrong phai co chirc nang kinh doanh my pham tai Viet Nam.

+Viec cong b6 tinh nang cua san pham my pham (muc dich str dung cua san
pham) phai dap irng hu6ng d~n cua ASEAN vS cong b6 tinh nang san pham my
pham.

+ Co sa san xuat my pham phai co Gi~y chirng nhan du diSu kien san xu~t
my pham do Sa Y tS noi d~t nha may san xu~t c~p.

- Can cli' phap Iy coa tho t1}.chanh chinh:

+ Thong tu s6 06/20111TT-BYT ngay 25/01/2011 cua BQ Y tS quy dinh vS
quan ly my ph&m;

+ Nghi dinh s6 93/20161ND-CP ngay 01/7/2016 cua Chinh phu quy dinh vS
diSu ki~n san xu~t my pham;

+ Thong tu s6 277/2016/TT-BTC ngay 14/1112016 cua BQTai chinh vS vi~c
quy dinh milc thu, chS dQthu, nQP,quan ly va su dt;mgphi trong lInh V\fC duQ'c,my
ph&m;

+ Nghi dinh s6 155/20181ND-CP ngay 12/1112018 cua Chinh phu sua d6i,
b6 sung mQt s6 quy dinh lien quan dSn diSu ki~n d~u tu, kinh doanh thuQcph?m vi
quan ly nha nuac cua BQY tS;

+ Thong tu s629120201TT-BYT ngay 3111212020cua Be}truirng Be}Y ttl sua
aJi, bJ sung va bai bd me}t s6 van bem quy phgm phap lugt do Be} trudjzg Be}Y ttl
ban hanh, lien tjch ban hanh, c6.hi?u lvc thi hanh ki tzrngay 1510212021,

Ghi chu: Ph6n chu in nghieng la ne}idung aU(Jcsua a6i, b6 sung



Phu luc III
NG no·SANpHAM MY PHAM
19IQD-UBNDngay 2;f thang g ndm 2021
ban nhdn dan tinh Bin Tre)

Phu luc s8 01 -MP. .
PHAN DANH CHO CO QUAN QUAN LY (FOR OFFICIAL USE)

Ngay cap s6 tiip nhdn (Date acknowledged):

s6 tiip nhdn Phi€u cong b6 (Product Notification No):

Phiiu cong b6 co gui tri 05 nam k€ tir ngay cdp.

PHIEU CONG BO SANPHAM MY PHAM
TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

o Danh d~uvao 6 thich hop (Tick where applicable)

THONG TIN SANpHAM
PARTICULARS OF PRODUCT

1.Ten.nhan hang va ten san pham (Name of brand& product):

1.1.Nhan hang (Brand)

I I I I II I I I I I I I I I I II I I I I I I I I I I I
1.2.Ten san ph~m(Product Name) .

I I I I I I I I I I I I I I I I II I I I I I I I I I I I
1.3.Danh sach cac dang hoac mau (List ofVariants or Shade). Ten (Names)
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2. Dang san pham (Product type(s))
o Kern, nhfi tirong, sua, gel hoac dau dung tren da (tay, mat, chan, .... )
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)
o M~t na (chi tnr san pham lam.bong da nguon g6c hoa h9C)
Face masks (with the exception of chemical peeling products)
o Ch~t phil mau (long, nhao, bot)
Tinted bases (liquids, pastes, powders)
o Ph~n trang diem, phan dung sau khi t~m, b9t v~ sinh, ..
Make-up powders, after-bath powder, hygienic powders, etc.
o Xa phong rna tay, xa phong khir mui, .....
Toilet soaps, deodorant soaps, etc
o Nuoc hoa, mroc thom dung v~ sinh, .. Perfumes, toilet waters and eau de

Cologne
o San pham dS tam (rnuoi, sua, xa phong, dau, gel, ..)
Bath or shower preparations (salts, lotions.foams, soaps, oils. gels, etc)
o San pham t~y long
Depilatories
o San pham khir rnui va chong mui (giam rnui m6 hoi)
Deodorants and anti-perspirants '
o San pham cham soc toe COS nghi danh d~u van dang san pham cu thS ben

duoi)
Hair care products (Please stick on specific product type below)
o Nhuom va t~y mau toe
Hair tints and bleaches
o U6n toe, du6i toe, gifr nep toe
Products for waving, straightening and fixing
o Cac san pham dinh dang toe
Setting products
o San pham lam sach (sua, bot, dau g<)i) Cleansing products (lotions,

powders, shampoos)
o San ph~m du6ng toc (sua, kern, dau) Conditioning products (lotions,

creams, oils) .,
o Cac san ph~m t~o kiSu toc (sua, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
o San ph~m dung cho c~o rau ho~c sau khi c~o rau (kern, xa phong, sua, ..)

Shaving product (creams, foams, lotions, etc)
o San ph~m trang diSm va t~y trang dung cho m~t va m~t
Products for making-up and removing make-up from the face and the eyes
o San ph~m dung cho moi
Products intended for application to the lips
o San ph~m cham soc rang va mi~ng
Products for care of the teeth and the mouth
o San ph~m dung dS cham soc va trang diSm cho mong tay, mong chan

Products for nail care and make-up
o San ph~m dung dS v~ sinh cO'quan sinh d\lc ngoai
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Products for external intimate hygiene
o San pham chong nang
Sunbathing products
o San pham him sam da rna khong d.n tam nang
Products for tanning without sun
o San pham lam trang da
Skin whitening products
o San pham chong nhan da
Anti-wrinkle products
o San pham khac (dS nghi ghi r5) Others (please specify)

3. Muc dich sir dung (Intended use)

4. Dang trinh bay (Product presentationfsj)
o Dang don le (Single product)
o MQt nhom cac mau (Arange of colours)
o Bang cac mau trong mot dang san pham (Palette( s) in a range of one

product type)
o Cac san pham phoi hop trong mot bQ san pham (Combination products in

a single kit)
o Cac dang khac (dS nghi ghi ro). Others (please specify)

THONG TIN vi: CONG TY SAN XUATIDONG GOIIXUAT KHAu
PARTICULARS OF ANUFACTURER(S)/ASSEMBLER(S)/EXPORTER

5. Ten cong ty san xu&t (Name of manufacturer) (Liet ke t&tca cac cong ty
san xu&t, trong tnrong hop nhieu cong ty tham gia vao qua trinh chS bien san
pham)

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I
Dia chi congty san xu&t (Niroc san xuat) (Address ofmanufacturer (state

country): .

\ I LUJ I \ \ \ \ \ \ \ 1\ \ \ \ \ \ \ \ \ \ \ \

I Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I
o.Ten cong ty dong goi (DS nghi danh d&uvao muc thich hop, Co thS danh

d&unhiSu hon 01 0) (Name of assembler (Please tick accordingly. May tick more
than one box):
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o Dong g6i chlnh

Primary assembler
o Dong g6i thir cfrp

Secondary assembler

II I1111111111111 I1111111 II
Dia chi cua cong ty dong g6i (Address of assembler (state country):

, , , I ' I ' I I I , I ' , , , I I I , , I /1 I I //LUry , , I , , I I , I I I j , I I I I , • , , I

I Tel: / / / /. / / / / / / / / / /./ / Fax: / / / / / / / / / / / / / / / / /

7. Ten mroc xufrt khfiu (DS nghi danh dfruvao muc thich hop. Chi ap dung
d6i voi san pham my pharn nhap khau) (Name of exporting country (Please tick
accordingly. Only apply to imported cosmetic products):

Country / I I I / I I I / / I I I I / I / I / I I / /
San pham my pham duoc hru hanh nr do tai (Cosmetic product(s) are free

sold in):

- Nurre xuat khau (Exporting country): 0

- Niroc san xuat (Manufacturing country): 0

THONG TIN vI!: TO CHUC, cA NHAN CHIU TRAcH NHI~M ntrA SAN
PHAM MY PHAM RA THJ TRUONG

PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR LACING
THE COSMETIC PRODUCT IN THE MARKET

8. Ten cong ty (Name of company):
,

I I I I I I I I I f I I I I I I I I I I I I I I II I II I
Dia chi cua cong ty dong goi ( Address of assembler (state country}: ..

, I I I I ' , , , , I I I ' II ' , , , , , , II I I I !

'country' III I , , , II , III/III ;, II I
[ Tel I r [ [ [ [ I [ [ I [ [ I I [ [Fax I I [ [ I I [ [ [ [ I[[[[[[

S6 gi~y phep kinh doanh!S6·gi~y phep hoat d9ng

Business Registration NumberlLicense to Operate Number

I I I I I I I I I I I I I I I I I I I / I
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THONG TIN vI!: NGUi)l DAI DIEN THEO PHAp LuAT CVA CONG TY. . .
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

9. HQva ten (Name of person):

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I
I Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I

Chirc vu 0 cong ty (Designation in the company):

I I I I I I I I I I I I I I I I I I I I I I I I I I I I

THONG TIN vt CONG TY NH~P KHAu
PARTICULARS OF IMPORTER

10. Ten cong ty nhap khfru (Name of importer):

I I I I I I I I I I I I I I I I I I I I I I I I I I I I I I

Dia chi cong ty nhap khfru (Address of importer):

\ . \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ \ IIII \ IIII \ I
I Tel: I I I I I I I I I I I I I I I I Fax: I I I I I I I I I I I I I I I I I

DANHSAcHTHANHPHAN
PRODUCT INGREDIENT LIST

11. US nghi kiSm tra 0 sau day (Please check the following boxes):

o Tci dfi kiSm tra ban sua .d6i tir Phu luc II dSn Phu luc VII cua danh muc
cac thanh phan my phfrm ASEAN nhir duoc cong b6 tren ban'sua d6i g~n day nh~t
cua Hiep dinh my pham ASEAN. Toi xin xac nhan rang san pham duoc dS c~p dSn
trong ban cong b6 nay khong chua b~t cir mot thanh phan bi cam nao va cling tuan
thu voi danh muc han chS va cac diSu kien quy dinh trong cac phu luc.

I have examined the latest revisions of the Annexes II to VII of the ASEAN
Cosmetic, Ingredient, Listing as published in the latest amendment of the ASEAN
Cosmetic 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.

o Toi dam nhan trach nhiem tra loi va hop tac toan dien voi co quan co tham
quyen vS b~t ky hoat dong kiSm soat sau khi ban hang khi co yeu c~u boi co quan
co thfrm quySn.
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I undertake to respond to and cooperate fully with the regulatory authority
with regard to any subsequent post-marketing activity initiated by the authority.

Danh sach thanh phin diy do (Product full ingredient list)

(Yeu c~u ghi d~y du danh sach t~t ca cac thanh phan va ti l~ % cua nhirng
ch~t co gioi han vS nong dQ, ham luong str dung trong my pham .,.To submit

-".ingredient list with percentages of restricted ingredients)
[fen day du thanh phan (ten danh phap quoc t~ Ti l~ % cua cac ch~t co gioi

No
IhO?cten khoa h9C chuan d§ diroc cong nhan) han v~ nong dQ,ham hrong

Ghi chufull Ingredient name (use' INCI or approvea (Percentage of restricted
nomenclature in standard references) ingredients)

1

2

3

4

5

6

7

8

9

...

CAM KET (DECLARATION)

1. Thay m~t cho cong ty, toi xin cam kSt san pham diroc dS C?P trong PhiSu
cong b6 nay dat diroc t~t ca cac yeu c~u cua Hiep dinh my pham ASEAN va cac
phu luc kern theo.

1 hereby declare on behalf of my company that the product III the
notification meets all' the requirements of the ASEAN Cosmetic' Directive, its
Annexes and Appendices.

2. Toi xin chiu trach nhiem tuan thu cac diSu khoan sau day (1undertake to
abide by the following conditions):

i. Dam bao cosan aScung'c~p cac thong tin ky thuat va tinh an toan khi co
quan co th~m quyen yeu 'c~u va co d~y au h6 sa vS cac san ph~m aff duqc phan
ph6i dS bao cao trong truCmg hgp san ph~m phai thu h6i. _

Ensure that the product's technical and safety information is made readily
available to the regulatory authority concerned ("the Authority") and to keep
records of the distribution of the products for product recall purposes;
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ii. Phai thong bao ngay cho co quan co tham quyen vS cac tac dung phu
nghiem trong' cua san pham gay chet nguoi hoac de doa tinh mang bang dien
thoai, fax, thu di~n nr hoac van ban trong thai han 07 ngay k@tir ngay biSt thong
tin.

Notify the Authority of fatal or life threatening serious adverse event] as
soon as possible by telephone, facsimile transmission, email or in writing, and in
any case, no later than 7 calendar days afterfirst knowledge;

iii. Phai hoan thanh bao cao tac dung phu cua san pham (theo m§.u quy
dinh)2 trong thai han 08 ngay lam viec kS tir ngay thong bao cho co quan co th~m
quyen vS nhirng tac dung phu nghiem trong nhu da neu trong muc 2 ii noi tren va
cung dlP b~t cir thong tin nao thea yeu c~u cua co quan co tham quyen.

Complete the Adverse Cosmetic Event Report Form2 within 8 calendar days
from the date of my notification to the Authority in para 2 ii. above, and to provide
any other information as may be requested by the Authority;

1 Nhu da diroc dinh nghla ra rang trong tai lieu huang d§.n eho cac cong ty
vS bao cao tac dung phu cua san pham my pham, As defined in the Guide Manual
for the Industry on Adverse Event Reporting of Cosmetics Products.

2Trinh bay trong phu luc I trong tai lieu hu6ng d§.ncho cae cong ty vS bao
cao tac dl,lngphl,lcua san ph:lm my ph:lm.

Set out in Appendix I to the Guide Manual for the Industry on Adverse Event
Reporting of Cosmetics Products.

iv. Thong bao ngay cho co quan co th:lm quySn vS cac tac dl,lngphl,lnghiem
tn,mg nhung khong gay chSt nguai ho~c de dQa dSn tinh m~ng cua san ph:lm va
trong b~t Clr truang hgp nao, vi~e bao cao (su dl,lngm§.ubao cao) vS tac dl,lngph\!
phai dugc tiSn hanh trong thai h~n 15 ngay kS tiI ngay biSt vS tac dl,lngphl,lnay .

.._," Report to. the Authority of all other serious adverse events that are not fatal
or life threatening as soon as possible, and in any case, no later than 15 calendar
days after first knowledge, using the Adverse Cosmetic Event Report Form;

v. Cong b6 v6'i co quan co th:lm quySn khi co b~t Clr Sl,l' thay d6i nao trong
ban cong b6 nay.

Notify the Authority of any change in the particulars submitted in this
notification;

3. Toj xin cam doan r&ng nhfrng thong tin duQ'cdua ra trong ban eong b6
nay la dung Sl,l' th~t. T~t ca cac tai li~u, cac thong tin lien quan dSn nQi dung cong
b6 se dugc cung c~p va cac tai li~u dinh kern la ban hgp phap ho~c sao y ban
ehinh.

I declare that the particulars given in this notification are true, all data, and
information of relevance in relation to the notification have been supplied and that
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the documents enclosed are authentic or true copies.

4. T6i hieu rang toi se co trach nhiem dS dam bao t~t ca cac 16san pham cua
chung toi dSu dap irng cac yeu c~u phap luat, va tuan thu t~t ca tieu chuan va chi
tieu san pham da duoc cong b6 voi co quan co tham quyen.

I understand that Ishall be responsible for ensuring that each consignment
of my product continues to meet all the legal requirements, and conforms to all the
standards and specifications of the product that I have declared to the Authority.

5. T6i hieu rang trong tnrong hop co tranh chap phap luat, toi khong duoc
quyen su dung ban cong b6 san pham my pham da diroc co quan co tham quyen
chap nhan nSu san pham cua chung toi khong dat duoc cac yeu c~u vS tieu chuan,
chi tieu rna chung toi da cong b6.

I understand that I cannot place reliance on the acceptance of my product
notification by the authority in any legal proceedings concerning my product, in
the .event that my product has failed to conform to any of the standards or
specifications that I had previously declared to the Authority.

Ten va chir ky cua ngiroi dai dien theo phap lu~t cua cong ty

[Name and Signature of person representing the local company)

D~u cua cong ty Ngay[DateJ
[Company stamp]

1 Sua tlc5i,bc5sung Ph1,l11,lcs601-MP (rndu Phdu cong b6 sim phdrn myphdrn) ban himh kern theo Thong tu
s6 0612011ITT-BYT thea quy tljnhtr;li Ph1,l1l,lc1ban hanh kern thea Thong tu 29120201TT-BYT ngay 3111212020 cua
B(J truOng B(J Y ti sua tl6i, b6 sung va blii b6 rn(Jts6 van bim quyphr;lrnphap lwjt da B(J truOng B(J Y ti ban hanh,
lien tjch ban hanh, co hi¢u b,fc thi himh ki tit ngay 15102/2021.




