Phu luc s6 01

YEU CAU CUA ASEAN VE GIOI HAN KIM LOAI NANG, VI SINH VAT
VA TAP CHAT DANG VET TRONG SAN PHAM MY PHAM

(Ban hanh kem theo Nghi dinh 50

/20 /ND-CP ngay thang nam 20 cua Chinh phi)

1. Gio¢i han kim loai nang

STT

Chi tieu

Gioi han

1 Thuy ngan (Hg)

Nong dé tbi da cho phép cé trong san pham m§
pham 13 1mg/1l hoic 1 mg/kg (1 ppm)

2 Asen (As)

Nong dé tbi da cho phép c6 trong san pham my
pham 13 5 mg/l hoic 5 mg/kg (5 ppm)

3 Chi (Pb)

Nong dé toi da cho phép co trong san pham m§
phim 13 20 mg/1 hoic 20 mg/kg (20 ppm)

4 Cadimi (Cd)

Nong d6 t6i da cho phép c6 trong san phim m§
pham 13 5 mg/l hodc 5 mg/kg (5 ppm)

2. Gi6i han vi sinh vat

Gio6i han

San pham danh cho tré em duéi

STT|  Chitié ) chot n
THEM 103 tudi, san phim tiép xtc v6i | San phim khac
vung mit hoac niém mac
T A A . N
OB SO VL | —2500 CFU/ 1g hodc 1ml miu | =<1000 CFU/ Ig

1 sinh vat dém
duoc

thir

hodc 1 ml mau thir

P. aeruginosa

Khong duoc co trong 0,1g hoac

Khoéng duoc co trong

. x 0,1g hoic 0,1ml ma
0,1ml mau thu =qg oac 0,1ml mau
thu
Khone d 5 tr
3 S. aureus Khong dugce co trong 0,1g hoac 0 l;nlfoé:%f 101(1)11 ;gﬁ

0,1ml mau thi

thir

4 C. albicans

Khong duoc co trong 0,1g hoac
0,1ml mau thtt

Khoéng duoc co trong
0,1g hodc 0,1ml mau
thr

3. Gi6i han tap chat dang vét

Chi tiéu

Gioi han

1,4-Dioxane

10mg/kg hodc 10mg/1 (10ppm)

Nong d6 t6i da cho phép c6 trong san phim m¥ phim 13




' Phu luc s6 02 )
PHIEU CONG BO SAN PHAM MY PHAM
(Ban hanh kém theo Nghi dinh so /20  /ND-CP ngay thang nam 20 cua Chinh phii)

I. Mau Phiéu céng bé san phim my pham thuc hién dén ngay 01 thing 01
nam 2028

PHAN DANH CHO CO QUAN QUAN LY (FOR OFFICIAL USE)

Ngay cdp s6 tiép nhdn (Date acknowledged):
S6 tiep nhan Phiéu cong bo (Product Notification No.):

Phiéu cong bo co gia tri 05 (ném) ndm ké tir ngay cap.

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

M Panh dau vao 6 thich hgp (Tick where applicable)

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Ténnhin hang va tén san phdm (Name of brand and product):*
1.1 Nhéan hang (Brand)

1.2 Tén san phim (Product Name)

1.3 Danh sach cac dang hoidc mau (List of Variants or Shade). Tén (Names)

2. Dang san pham (Product type(s))’ ‘
a Kem, nhii twong, sita, gel hodc dau dung trén da (tay, mét, chan, ...)
Creams, emulsions, lotions, gels and oils for S}ﬂ:?? (hands, face, feet, etc.)

O Mt na (chi trir sin pham [am bong da nguén gbc hod hoc)
Face masks (with the exception of chemical peeling products)
O Chat pht mau (16ng, nho, bot)
Tinted bases (liquids, pastes, powders)
O Phén trang diém, ph?m dung sau khi tam, bot vé sinh, ...

Make-up powders, after-bath powder, hygienic powders, etc.



O O o o o O

O O O o o0 o o o0 o o 0O

(8]

Xa phong tam, xa phong khtr mui, ...
Toilet soaps, deodorant soaps, etc.
Nude hoa, mrde thom diung vé sinh, ...
Perfumes, toilet waters and eau de Cologne
San pham diing dé tim hodc goi (mudi, xa phong, dau, gel, ...)
Bath or shower preparations (salts, foams, oils. gels, etc.)
San pham tay léng
Depilatories
San pham khir mui va chéng mui.
Deodorants and anti-perspirants
San pham cham séc toc
Hair care products
- Nhudm va ty mau téc
Hair tints and bleaches
- Uén toc, dudi toc, giit nép toc
Products for waving, straightening and fixing
- Céc san pham dinh dang toc
Setting produicts
- San pham lam sach (sita, bot, dau goi)
Cleansing products (lotions, povders, shampoos)
- San pham cung cap chat dinh dudng cho téc (sita, kem, dau)
Conditioning products (lotions, creams, oils)
- Cac san ph'fml tao kiéu toc (stra, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
San pham diing cao rau hoic sau khi cao rau (kem, xa phong, sita, ...)
Shaving product (creams, foams, lotions, etc.)
San pham trang diém va tdy trang diing cho mit va mat
Products for making-up and removing make-up from the face and the eyes
San pham ding cho méi
Products intended for application to the lips
San pham dé cham séc ring va miéng
Products for care of the teeth and the mouth
San pham diing dé cham soc va t6 diém cho méng tay, méng chan
Products for nail care and make-up
San pham diing dé vé sinh co quan sinh duc ngoai
Products for external intimate hygiene
San pham chéng nang
Sunbathing products
San pham lam sam da ma khéng can tam nang
Products for tanning without sun
San phim lam tring da
Skin whitening products
San pham chéng nhan da
Anti-wrinkle products
San pham khéc (d& nghi ghi rd)
Others (please specify)
Dang san pham khéc:

Muc dich st dung (Intended use)?

Dang trinh bay (Product presentation(s))*

O

Dang don 1é (Single product)



O Mot nhom cac mau (A range of colours)

0O  Bang cic mau trong mot dang san pham (Palette(s) in a range of one product type)

O Céc san pham phoi hop trong mot by san phadm (Combination products in a single kit)
O Céc dang khéac (dé nghi ghi rd) (Others (please specify))

Dang trinh bay khac:

THONG TIN VE CONG TY SAN XUAT / PONG GOI*/ XUAT KHAU
(Pé nghj dinh kém danh sach riéng néu nhu co nhif“?u hon mét co s& tham gia san xuat /
dong goi de tao ra mot san pham hoan chinh)

PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(SYEXPORTER
(Please attach in a separate sheet if there are more than one manufacturer /assembler)

Tén co so san xuat (Name of manufacturer):®

Pia chi co s& san xuat (Nuéc san xuat) (Address of manufacturer (state country):

Co untory
Tebl [ [ [T TTTTTTTTTT ] Fax [TTTTTTTITTTITTTT]

Tén co s& dong géi (dé nghi danh dau vao muc thich hop. C6 thé danh dau nhiéu hon 01 6
(Name of assembler (Please tick accordingly. May tick more than one box)):
O Dong goi chinh’? O Poéng goi thir cap®
Primary assembler Secondary assembler

Pia chi cua co so dong gbi (Address of assembler (state country)):

Countory

Tl [ [[TTTTTTTITIIT] Faxe [ITTTTTTTTTTTTT]]

Tén néc xudt khau® (D& nghi danh diu vao muc thich hop. Chi 4p dung dbi véi sin pham m§
pham nhap khau) (Name of exporting country (Please tick accordingly. Only apply to imported
cosmetic products)):

Conntry HNEEEEEEEEEEEEEEEEEEEN

San pham m¥ pham duge hru hanh tir do tai (Cosmetic product(s) ate free sold in):

- Nurde xuat khau (Exporting country): O

- Nurde san xuat (Manufacturing country): 0

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET
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Tén Cong ty (Name of company):

Pia chi Cong ty (Address of company):

Teb | | [ [[TTTTTIITI] Pacef JPJPPPPIPIITI]]]]

S6 gidy phép kinh doanh / Sé giay phép hoat dong®
Business Registration Number / License to Operate Number

HEEEEEEEEEEEEEEN

THONG TIN VE NGUOI DAI DIEN THEO PHAP LUAT CUA CONG TY!!
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

Ho va tén (Name of person):

AN EEEEE
Teb | | [ [ [[TJTTTTIT 1] Bmaitef [[[]]I]]T]{]]1]]

Chitc vu ¢ cong ty (Designation in the company):

Al EEEEEEEE .

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

Tén Céng ty nhap khau / Name of Importer:

Dia chi Céng ty nhap khau / Address of importer:

Teb | | [ [T [TTTTTTTIT] FPace] JIJTT]IITTTTT]]]

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

Pé nghi kiém tra 6 sau day (Please check the following boxes)

O Toéi da kiém tra ban sira d6i tir Phu luc II d¢én Phu lyc VII ctia danh muc céc thinh phin m§
phim ASEAN nhwr dugc cong b trén ban sita doi cdp nhit nhat ciia Hiép dinh my pham
ASEAN.

T6i xin xac nhan rang san phdm dugc dé cap dén trong Phiéu cong bd nay dép ing quy dinh tai
khoén 3 Piéu 3 Nghi dinh sb.../ND-CP ngay... thang... ndm... ctia Chinh phi quy dinh vé
quan Iy my pham.



1 have examined the latest revisions of the Annexes Il to VII of the ASEAN Cosmetic Ingredient
Listing as published in the latest amendment of the ASEAN Cosmetic Directive.

I hereby confirm that the product specified in this nofification comply with the provisions of
Clause 3, Article 3 of Decree No...../ND-CP dated... month... year... of the Government
regulating on the management of cosmetics.

O T6i dam nhan trach nhiém trd 16i va hop téc toan dién véi co quan c6 thim quyen vé bat ky
hoat déng kiém soat sau khi ban hang khi c6 yéu cau béi co quan c6 thim quyén.

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 sich thanh phin diy du (product full ingredient list) 2
(Yéu cau ghi day du danh séch tat ca cac thanh phan va ti 1¢ % cua nhitng chét c6 gioi han vé nong do,
ham hwgng st dung trong my pham - To submit ingredient list with percentages of restricted ingredients)

Ti 1é % cua nhitng chat
c6 gi6i han vé nong do,

Full Ingredient name (use INCI or approved b Iegmg

nomenclature in standard references)

CAM KET (DECLARATION)

1. Thay mat cho cong ty, to1 xin cam két san pham duoc dé cép tai Phiéu cong bb nay dap ing
tat ca cac yéu cau cua Hiép dinh m¥ phim ASEAN va céc Phu luc kém theo.
1 hereby declare on behalf of my company that the product in the notification meets all the
requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.
2. Téi xin chiu trach nhiém tuan thu cac diéu khoan sau day (I undertake to abide by the
foﬂmvfng conditions):

1i.

111.

. Bao dam co6 san de cung cap cac thong tin ky thuat va tinh an toan khi co quan ¢ tham
quyén yéu cau va c6 day du ho so vé cac san pham da duoc phin phéi dé bao céo trong
tredng hop san phdm phai thu hoi.

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;

Phai thong bao ngay cho co quan co thAm quyén vé cac tac dung phu nghiém trong’ ctia
san pham gay chét nguoi hodc de doa tinh mang bang dién thoai, fax, thu dién tir hoac
van ban trude 07 ngay ké tir ngay biét 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
07 calendar days aﬁerfrst knowledge;

Phai hoan thanh bao cao tac dung phu cua san pham (theo mau quy dinh)" trong thoi han
08 ngay ké tir ngay théng bao cho co quan ¢ thim quyén vé nhirng tac dung phu nghiém

' Nlnr dé dwgc dinh nghia rd rang trong tai lidu huéng din cho cac céng ty vé bao cdo tic dung phu clia san pham my pham.
s defined in the Guide Manual for the Indusiry on Adverse Event Reporting of Cosmetics Products.
* Trinh bay tai Phu luc I trong tai liéu huéng dan cho cac céng ty vé bao céo tic dung phu ciia san phAm m¥ pham.

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

Tén day du thanh phan (tén danh phap quoc té hodc sir ; Ghi chii
STT dung tén khoa hoc chuén da dwgc cong nhén)
No.




trong nhw da néu trong muc 2ii néu trén va cung cap bat ctr théng tin nao theo yéu cau
ctia co quan c¢6 thim quyén.
Complete the Adverse Cosmetic Event Report FormE™r Bookmark not defined. . ithin (08
calendar days from the date of my notification to the Authority in para 2ii. above, and to
provide any other information as may be requested by the Authority,
1v. Thong bao ngay cho co quan co tham quyeén vé cac phan tmg phu nghiém trong cua san
pharn nhung khong gay chét ngucu hodc de doa dén tinh mang va trong bat clr trrong hop
nao, viéc bao cao (st dung mau bao cdo) veé tac dung phu phai duoc tién hanh trede 15
ngay ké tir ngay biét vé tac dung phu nay.
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 bo voi co quan ¢6 tham quyén khi cé bat cir si thay doi nao tai Phiéu cong bd nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. Toixin cam doan ra.ng nhimg thong tin durge dua ra tai Phiéu cong bo nay la dung su that.
Tat ca céc tai liéu, cac thong tin lién quan dén néi dung cong bo s& duge cung cap va céc tai
li¢u dinh kem 1a ban hop phap hoac sao y ban chinh.

Ideclare 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 the documents enclosed
are authentic or true copies.

4. Téi hiéu réng t6i s& cd trach nhiém dé bao dam tat ca céc 16 san pham ctia chiing t6i deu dap
g céc yéu cau phap luat va tuan thu tat ca tiéu chuén, chi tidu san phim da duoc cong bd
v6i co quan c6 thaim quyeén.

I understand that I shall 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. Téi hiéu rang trong treong hop co6 tranh chap phép luat, toi khong duoc quyen st dung

Phiéu céng bo san phdm my pham da duge co quan co tham quyén chap nhan néu san pha:m
cta chung t6i khong dap tmg cac yéu cau vé tiéu chuan, chi tiéu ma ching téi da cong bo.
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.

Ho tén va chir ky cua nguwdi dai dién theo phap luat cua cong ty
[Name and Signature of person representing the local company]

Dau cua cong ty
[Company stamp] Ngay ... thang ... nam ... [Date]
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II. Mau Phiéu cong b6 san pham m§ pham thwe hién ké tir ngay 01 thang 01
nam 2028

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

M Panh du vio 6 thich hop (Zick where applicable)

THONG TIN VE CO SOG CONG BO SAN PHAM MY PHAM
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET

1. Tén co so cong bd (Name of company):

Dia chi cta co s& cong bd (Address of company):

Tel: | [ [ [T T[T P TTTT T} Pae [J T TTTTITTTLTIT]

M3 s6 doanh nghiép
Business Registration Number'®

LI T T T T T T T T T T TITTq]

THONG TIN VE NGUOI PAI DIEN THEO PHAP LUAT CUA CO SO CONG BO!!
PARTICULARS OF PERSON REPRESENTING THE LOCAL COMPANY

2. Ho va tén (Name of person):

Al EEEEEEEEEEEEEE
Tel: [ [T [T TT [T JI T Bmaite [[][T[T]TITILT]]

Chitc vu (Designation in the company):

Lttt P

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

3. Tén nh3n hang va tén san phiam (Name of brand and product):!
3.1. Nhan hang (Brand)

3.2. Tén san pham (Product Name)

3.3. Danh sach cac dang hoac mau (List of Variants or Shade). Tén (Names)



4. Phan loai, phan nhém san phim (Product type(s))’
(Cin air vao dang bao ché, vi tvi sit dung, muc dich sir dung, tinh ndng, cong dung, dang trinh bay ciia
sdan phdm, ghi ré logi san phdm my phdm).

5. Muc dich st dung (Intended use)?

6. Cachding, hwéng dan sit dung

7. Dang trinh bay (Product presentation(s))*

Dang don l¢ (Single product)

Mgt nhom cac mau (A range of colours)

Bang cac mau trong mot dang san phdm (Palette(s) in a range of one product type)

Céc san pham phéi hop trong mét bo san pham (Combination products in a single kit)

Cac dang khac (dé nghi ghi rd) (Others (please specify))

8. Dinh lwong cua san pham (thé hién béng khoi hrong tinh hodic thé tich thee, liét ké day dii tirong 1mg voi
méi dang déng géi, néu co)

'gOoooag

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

9. Dé nghi kiém tra 6 sau day (Please check the following boxes)
O Toéi da kiém tra ban stra d6i tir Phu luc IT dén Phu lyc VII cua danh muc céc thanh phin my phim
ASEAN nhu dwoc cong bé trén ban sira ddi cap nhat nhat cia Hiép dinh m§ phim ASEAN.
T6i xin x4c nhan ring san phim dugce dé cip dén trong Phiéu cong bd nay dap tmg quy dinh tai khoan 3
Piéu 3 Nghi dinh s6..../ND-CP ngay... thang... nam... ciia Chinh phi quy dinh vé quan Iy m§ pham.
I have examined the latest revisions of the Annexes IT to VII of the ASEAN Cosmetic Ingredient Listing
as published in the latest ainendment of the ASEAN Cosmetic Directive.
I hereby confirm that the product specified in this notification comply with the provisions of Clause 3,
Article 3 of Decree No...../ND-CP dated... month... year... of the Government regulating on the
management of cosmetics.

O Téi cam két chiu trach nhiém tra 1&i va hop tac toan dién v6i co quan co thdm quyén vé bat ki hoat
déng kiém soat sau khi ban hang khi c6 yéu cau béi co quan cé thaim quyén.

I undertake to respond to and cooperate filllv with the regulatory authority with regard to any
subseguent post-marketing activity initiated by the authority.

Danh séch thanh phin diy di (product full ingredient list)"

(Yéu cAu ghi day du danh s4ch tit ca c4c thanh phan. B6i véi cAc chat quy dinh tai Phu luc VI va VII
cia Hiép dinh my phAm ASEAN bat budc phai ghi ti 1é phan tram, trrdng hop c6 yéu cau kém theo mic
gi61 han ma chwa duege thé hién tai cac noi dung tr muc 1 dén muc 6 ctia Phiéu cong bo, phai ghi 13 néi
dung dép (g tai cot Ghi chii. Bbi v6i cac chat quy dinh tai Phu luc III va IV ctia Hiép dinh m§ pham
ASEAN c6 yéu cau gi6i han ndng do, phai ghi rd ti 1& phan trim va yéu cau kém theo mirc giéi han ma
chwa duoc thé hién tai cac noi dung tir muc 1 dén muc 6 cta Phiéu cong bb, phai ghi 16 néi dung dap
rng tai c6t Ghi chu.

To submit a complete list of all ingredients. For restricted substances listed in Annexes VI and VII of
the ASEAN Cosmetic Directive, the percentage concentration must be clearly indicated. In cases where
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there are additional limit requirements that are not reflected in items 1 to 6 above, such information must
be clearly stated in the Notes column. For substances listed in Annexes III and IV of the ASEAN
Cosmetic Directive that are subject to concentration limits, the percentage concentration must also be
clearly indicated. Furthermore, if there are specific limit requirements not already presented in ifems 1
to 6 above, these must also be clearly stated in the Notes column.)

Ma s6
Tén day du thanh phan (tén danh phap quéc té hoac su CAS S
STT dung tén khoa hoc chuan da dugc cong nhan) (Chemical (Percen. .fa;e of Ghi
No. Full lgredient name (use INCI or approved Abstracts ; ;O chn
. . ingredients)
nomenclature in standard references) Service
Niumber)
1
2
3

THONG TIN VE CO SO SAN XUAT / PONG GOI’
PARTICULARS OF MANUFACTURER(S) / ASSEMBLER(S)

10. Tén cong ty san xuat (Name of manufacturer) (Liét ké tat ca cac cong ty san xuat, trong treéng hop nhiéu
cong ty tham gia vao qua trinh ché bién san pham)®:

Dia chi co s¢ san xuat (Nudc san xuat) (Address of manufacturer (state country):

Counfry

Tel: Fax:

11. Tén co s& dong goi (d& nghi danh dau vao muc thich hop. C6 thé danh dau nhiéu hon 01 6 (Name of
assembler (Please tick accordingly. May tick more than one box)):
O Doéng gbichinh’ O DPoéng goi thir cap®
Primary assembler Secondary assembler

Pia chi ciia co s6 dong goi (Address of assembler (state country)):

Country

Tl [ [T TTTTTTTTTTT] PFaxe CITTTTTTTTTTTTTT]

THONG TIN VE NUGC XUAT KHAU
(Bé nghi danh déu vao muc thich hop. Chi ép dung d6i v4i san phidm m¥ pham nhép khau)
PARTICULARS OF EXPORTER COUNTRY
(Please tick accordingly. Only apply to imported cosmetic products)

12. Tén nuéc xuat khiu (Name of exporting country)®:



10

Comey [JITITTTTTTTTITTIITTITT]

San pham m¥ pham dwoc hru hanh tr do tai (Cosmetic product(s) are free sold in):

- Nude xuat khau (Exporting country): O

- Nude san xuit (Manufacturing country): O

CAM KET (DECLARATION)

/il Thay mat cho cong ty t6i xin cam két san pham dugc dé cap tai Phiéu cong b nay dap g
tat ca cac yéu cau cua Hiép dinh m§ pham ASEAN va cac Phu luc kém theo.
1 hereby declare on behalf of my company that the product in the notification meets all the
requirements of the ASEAN Cosmetic Directive, its Annexes and Appendices.

2. Tbi xin chiu trach nhiém tuan thu cac diéu khoan sau day (I undertake to abide by the
Jollowing conditions):

1v.

Vi.

1v.

V.

Bao dam co san dé cung cap cac thong tin ky thuat va tinh an toan khi co quan c6 tham
quyén yéu cau va cé day du ho so vé cac san phim da dwge phan phoi dé bao céo trong
trwong hop san pham phai thu hoi.

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;

. Phai thong bao ngay cho co quan co tham quyén veé cac tac dung phu nghiém trong' cua

san pham gdy chét nguwoi hodc de doa tinh mang bang dién thoai, fax, thr dién tir hodc
van ban tree 07 ngay ké tir ngay biét 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
07 calendar days after first knowledge;

Phai hoan thanh bao cao tac dung phu cua san pharn (theo mau quy dinh)* trong thoi han
08 ngay ké tir ngay thong bao cho co quan co tham quyen vé nhitng tac dung phu nghjem
trong nhu da néu trong muc 2ii néu trén va cung cap bat cir thong tin nao theo yéu cau
ctia co quan c6 thim quyén.

Complete the Adverse Cosmetic Event Report FormError! Bookmark not defined. yithin (8
calendar days from the date of my notification to the Authority in para 2ii. above, and to
provide any other information as may be requested by the Authority;

Thong bao ngay cho co quan c6 thim quyén vé cac phan ng phu nghiém trong cia san
pham nhung khong gay chét nguo1 hoac de doa dén tinh mang va trong bﬁt ctr trrong hop
nao, viéc bao céo (st dung mau bao cao) vé tac dung phu phai duoe tién hanh truede 15
ngay ké tir ngay biét vé tac dung phu nay.

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 knowfedge using the Adverse Cosmetic Event Report Form;

Cong bd véi co quan c6 tham quyén khi cé bat ctr sur thay doi nao tai Phiéu cong bo nay.
Norzﬁ/ the Authority of any change in the particulars submitted in this notgf cation;

3. Toi xin cam doan rang nhitng thong tin dwoc dua ra tai Phiéu cong b6 nay la dung sur that.
Tat ca cac tai liéu, cac thong tin lién quan dén néi dung cong bo s& dugc cung cap va céc tai
li¢u dinh kem la ban hop phéap hoac sao y ban chinh.

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 the documents enclosed
are aithentic or true copies.

! Nhwr d6 duoc dinh nghia rd rang trong tai liéu huéng dan cho cac cong ty v& béo cdo tac dung phu cia san pham my phém.
_As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
" Trinh bay tai Phu luc I trong tai lidu huéng dan cho cic cong ty vé bao cao tic dung phu ciia san phiam my pham.

Set out in Appendix I fo the Guide Manual for the Industry on Adverse Event Reporting of Cosmefics Products.
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4. Toi hiéu rang t6i sé c6 trach nhiém dé bao dam tat ca cac 16 san pham cua ching i deu dap
ng cac yéu cau phap luat va tuan thu tat ca tiéu chuan, chi tiéu san pham da duoc cong bo
v6i co quan c¢6 thim quyén.

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

5. T6i hiéu rang trong truong hop c6 tranh chap phap lut, toi khéng duoc quyen su dung Phiéu

cong bo san pham m§ pham da duogc co quan ¢6 tham quyén chap nhan néu san pham cua
ching t6i khong dap g cac yéu cau vé tiéu chuan, chi tiéu ma ching t6i da cong bo.
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.

Ho tén va chit ky cua ngudi dai dién theo phap luat cua cong ty
[Name and Signature of person representing the local company]

Dau cua cong ty
[Company stamp] Ngay ... thang ... nam ... [Date]

Ghi chi:

A. Ciac ndi dung tai mau Phiéu céng b sin phAm my phim

! Tén diy du cua san phim phai duwoc cung cép, theo trinh tu sau: tén nhan hang, dong san phim (néu co), tén san
pham. Néu la mét mau riéng 1¢ duoc cong bd thi ghi tén mau va s6 mau. Néu ¢ nhiéu mau thi tén va sb mau cia
1116i mau phai duge cong bo.

2 Cén ctr vao dang bao ché, vi tri sit dung, muc dich sit dung, tinh ning, cong dung, dang trinh bay cua san pham,
tham khéo danh muyc duéi day dé phan loai, ph4n nhém san phim m§ phdm céng bd (c6 thé két hop nhiéu phan
nhém cho mét san phim my phim cong bd):

(1). Kem, nhil titong, sita, gel hodc déu diing trén da (tay, mat, chan, ...)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc.)
(2). Mit na ding cho da mit (chi trir san pham lam bong da ngudn gée hoa hoc)
Face masks (with the exception of chemical peeling products)

(3). Chéit phti mau (léng, nhio, bot)

Tinted bases (liquids, pastes, powders)

(4). Phan trang diém, phan dung sau khi tdm, bot vé sinh, .

Make-up powders, after-bath powder, hygienic powders, etc.

(5). Xaphong tim, xa phong khr mui, ...

Toilet soaps, deodorant soaps, etc

(6). Nudc hoa, mréc thom dung vé sinh, ...

Perfumes, toilet waters and eau de Cologne

(7). Sanpham dung d tim hodc goi (mudi, xa phong, diu, gel, sira ...)
Bath or shower preparations (salts, foams, oils. gels, lotions etc.)

(8). Sanpham iy long

Depilatories

(9). San pham khir mii va chéng mui.

Deodorants and anti-perspirants

(10). San phim chim soc toc

Hair care products

- Nhuom va tdy mau toc

Hair tints and bleaches
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- Ubn toc, dudi toc, gitt nép toc

Products for waving, straightening and fixing

- Céc san pham dinh dang toc

Setting products

- San phim lam sach (stra, bot, dau goi)

Cleansing products (lotions, powders, shampoos)

- San phim dudng toc (sita, kem, dau)

Conditioning products (lotions, creams, oils)

- Cac san pham tao kiéu toc (sita. keo xit toc, sap)

Hairdressing products (lotions, lacquers, brilliantines)

(11). San pham dimg cao rau hodc sau khi cao rau (kem, xa phong, stra, ...)

Shaving product (creams, foams, lotions, etc.)

(12). San phAm trang diém va tay trang diing cho mit va mat

Products for making-up and removing make-up from the face and the eyes

(13). San phim ding cho méi

Products intended for application to the lips

(14). San phim @& cham séc ring va midng

Products for care of the teeth and the mouth

(15). San phim dung dé cham soc va t6 diém cho méng tay, méng chan

Products for nail care and make-up

(16). San phim dung dé vé sinh bén ngoai co quan sinh duc

Products for external intimate hygiene

(17). San pham chéng néng

Sunbathing products

(18). San pham lam sam da ma khong can tim néng

Products for tanning without sun

(19). San pham lam tring da

Skin whitening products

(20). San pham chéng nhan da

Anti-wrinkle products
Danh sach minh hoa la chwa déy du va co thé dé cap dén cac dang san pham khac khéng c6 trong danh sach bang
céch Iwa chon muc “céc dang khac™ va ghi ré dang san pham. C6 thé lra chon nhiéu hon mét dang san pham.
3 1a thong tin vé chitc ning hodc cong dung cua san pham.
* Chi Iya chon mét dang thich hop nhét trong 4 dang san phim:

- “Dang don 1€” duge trinh bay trong mét dang déng géi don le.

- “Mot nhém cdc mau™ 1a mot nhom cac san pham my pham co thanh phin trong tu nhau va duoc san xuit boi
cting mét co s& san Xuat, cé cing muc dich sit dung, nhing cé mau sic khac nhau nhung khéng phai 13 dang dong
g6i két hop cua cac dang san pham khéc nhau.
- “Bang cac mau trong mét dang san pham” 1 mét nhém cac san pham m§ phim duge déng trong mot loat cac
bang.
- “Cac san pham phéi hop trong mot bd san pham” 14 céc dang san pham giéng hoic khac nhau va dwoc ban trong
ciing mot bao goi. Khong thé ban riéng timg loai.
> C6 thé c6 trén mot cong ty san xudt hodc déng goi cho mét san pham (13 cac cong ty tham gia cac cong doan san
Xuit dé san xudt ra mot san pham hoan chinh). Phai néu 1o tén va dja chi diy du cua timg cong ty (treong hop dia
chi tru s chinh khéc dia chi co so san xuét thi phai khai bao ca hai).
¢ Cong ty san xuat I cong ty tham gia vao bat ky giai doan nao ciia qua trinh tao ra san phim my pham. Qua trinh
san xuat bao gém tat ca cac giai doan tir san xuat ban thanh phim va thanh pham, xay dung cong thirc va san xuét
(vi du nhw nghién, tron, goi va hodc déng goi), kiém tra chat hrong, xuit xuong va cic qua trinh kiém soat lién
quan.
7 Cong ty déng goi chinh 1a cong ty tham gia vao qué trinh dong géi san phiam vio bao bi déng géi chinly/ trire tiép,
bao bi nay duoc hoic s& dwoc dan nhin trede khi san phim dwoc ban hodc phan phbi.
* Céng ty déng goi thir cap 1a cong ty chi tham gia vao qua trinh dan nhan cho bao géi ma san phim di dwoc dong
Vo trong bao goi chinh, hodc dong bao goi chinh vao trong hdp carton, sau d6 dan nhan, triede khi ban hodc phin
phoi.
%14 nude xuat khau san phdm vao Viét Nam
197 4 s6 Gidy chimg nhén dang k¥ doanh nghiép hodc Gidy chimg nhin dang k¥ hé kinh doanh.
" Nguoi dai dién cho cong ty dé nop hé so cong bb phai co du trinh do va kinh nghiém theo quy dinh cua luat
phép va luat hanh nghé cia Viét Nam, 1a ngudi dai dién theo phap luat ctia céng ty néu trén Gidy chimg nhén ding
ky doanh nghiép hoic Gidy chimg nhan ding ky hé kinh doanh.
> Néng d6 cua céc thanh phin phai duoc cong bb néu nhw d6 14 cic thanh phin ndm trong danh muc han ché sir
dung duoc xéac dinh trong cac Phu luc cua Hiép dinh my phim ASEAN.
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Pbi véi cac chit co quy dinh gidi han ndng dé, ham hrong co thé duoc st dung véi muyc dich khac nhau theo quy
dinh tai cac Phu luc cia Hiép dinh my pham ASEAN, phai ké khai 1o vai tro ciia chét dé tai cot Ghi ch.

Pbi véi cic chit cé quy dinh gidi han hoic yéu ciu khac theo quy dinh tai cac Phu luc cita Hiép dinh m¥ pham
ASEAN, phai néu 16 ndi dung dap ttng theo quy dinh tai cac Phu luc ctia Hiép dinh my phim ASEAN tai cot Ghi
chi.

B. Céu triic ma s6 cong bd san phAm my phim

1. Céu tric ma sé cong bo san p]lfRIIll my phfxlm gf)m 02 chir cai “MP” va 12 chit s6, cu thé nhw sau:

Céng bo _ . . < | Ma tinh, thanh pho trwc thuéc | So thirtwcongbo | . . -

T Ma nwdéc san xuat A £ s Nam cong bo
my pham (03 chir si'i) Trung wong cong bo trong nim (02 chir sf'))
(viét tat) (02 chir s0) (05 chir s0)

MP Theo ma Quoc gia|Ma tinh, thanh pho trie thude Trung | 00001 - 99999 02 chit s6 cuoi
trén the gi6i tim xuat| uong theo quy dinh tai muc 2 Phy cua nim cap®™
xtt san pham theo | luc nay®
chuén GS1(”

) Clic ngi dung trong cot co thé phdt sinh theo quy dinh tai cdc vin ban guy pham phdp ludt cé lién quan hodc
nhu cdu quan Iy thire té.

Viduy:

- MP300011234526 c6 nghia 1a mi s6 cong bd san pham m§ pham xuat xit Phép (300) do S¢ Y té thanh phé Ha
N6i (ma s601) cong bd nam 2026 c6 sb thit tr 12345.

- MP893790012326 c6 nghia la mi sé cong bo san pham m¥ pham san xuat tai Viét Nam (893) do S¢ Y té Thanh
phé Hb Chi Minh (ma sb 79) cong bb nam 2026 ¢6 sé thir t 00123.

2. Ma tinh, thanh phé céng b6 sin phAim my phim:

STT Tén tinh, thanh pho Mi so STT Tén tinh, thanh pho Ma so
1 Ha Ngi 01 18 Ha Tinh 42
2 Cao Bing 04 19 Quang Trj 44
3 Tuyén Quang 08 20 Hué 46
4 Pién Bién 11 21 Pa Nang 48
5 Lai Chau 12 22 Quang Ngii 51
6 SonLa 14 23 Gia Lai 52
7 Lao Cai 15 24 Khanh Hoa 56
8 Thai Nguyén 19 25 Pak Lik 66
9 Lang Son 20 26 Lam Dong 68
10 Quang Ninh 22 27 DPéng Nai 75
11 Bic Ninh 24 28 Thanh phé Ho Chi Minh 79
12 Phi Tho 25 29 Tay Ninh 80
13 Hai Phong 31 30 DPong Thap 82
14 Hung Yén 33 31 Vinh Long 86
15 Ninh Binh 37 32 An Giang 91
16 Thanh Héa 38 33 Cin Tho 92
17 Nghé An 40 34 Ca Mau 96




~ Phulucs6 03
PHIEU TIEP NHAN HO SO
(Ban hanh kem theo Nghi dinh s6 /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

TEN CO QUAN CONG HOA XA HOI CHU NGHIA VIET NAM
TIEP NHAN HO SO Doc lap - Tu do - Hanh phic
S6.. M. (Dia danh), ngay ... thang ... nam ...

PHIEU TIEP NHAN

B 5 1051 4 1 e« PP

2. Pia chi don vi ndp hé so (treong hop nép ho so qua dich vu buu chinh):

3. Hinh thire nop: True tiép Dich vu buru chinh Truc myén

Nop lan dau Nép b sung lan .@)._..

4. S0, ngay thang ndm van ban ciia don vi (n€U €O): ..o.ovvnviivininnnn...

Khi nhan két qua, dé nghi mang theo Phiéu tiép nhan nay va xuat trinh Can cude
hodc céc gidy to twong dwong ctia ngudi nhan ©).

NGUOI NHAN HO SO
(Ky va ghi 16 ho tén)

Ghi chu:

(1) S6 tiép nhéan hé so.

(2) Tén thu tuc hanh chinh.

(3) Ghi lan bé sung ho so.

(4) Cac ta1 liéu teong tmg theo thu tuc hanh chinh duoc quy dinh tai Nghi dinh nay
(liét ke chi tiét hodc danh muc kém theo).

(5) Trueong hop ngudi nhan khong phai la nguedi dai dién theo phap luat cua co sd thi
yéu cau cé Giay uy quyen hodc Giay gidi thidu cia co so.



Phu luc s6 04 ' ‘
VAN BAN THONG BAO VE VIEC KHONG TIEP NHAN HO SO
(Ban hanh kem theo Nghi dinh s6 /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

TEN CO QUAN TIEP NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
HO SO Poc lap - Tw do - Hanh phuc
SOt ../ (Dia danh), ngay ... thang ... nam ...
Viv
Kinh gui: ..o )
(Tén co quan tiép nhan ho so) nhin duoc Vin ban sé..../Don hang sb.../...

cua co so dé nghi vé viéc...;

(Tén co quan tiep nhan ho so) co6 y kién nhu sau:

Khong dong ¥ dé nghi cua co s& vé viée ... tai Vin ban sé.../Don hang
sO.../... ,1y do:

Pé nghi co sé ndp hé so theo quy dinh™.

(Tén co quan tiép nhén ho so) thong bao dé co sé biét va thuc hién./.

Noi nhdn: THU TR['IJ()’NG CUA CO QUAN
- Nhur trén; TIEP NHAN HO SO
- Lwu: VT, ...

Ghi chu:

™ Ghi 15 tén, dia chi co s& dé nghi ‘
") Khong ap dung trong trueong hop khong dong .



Phu luc s6 05
PON PE NGHI
GIA HAN HIEU LUC PHIEU CONG BO SAN PHAM MY PHAM
(Ban hanh kém theo Nghi dinh sé /20 /ND-CP ngay thang nam 20 cua Chinh phi)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

(Dia danh), ngay ... thang ... nam ...

PON PE NGHI ” ”
GIA HAN HIEU LUC PHIEU CONG BO SAN PHAM MY PHAM

Kitih 8012 covinnnmnnnnnnanamss s

I. Thong tin vé san phim my phim

1. Co sé& cong bd:

1.1. Tén co s& cong bd:

1.2. Dia chi: Website (néu cé):

1.3. Pién thoai: Email:

2. Co sé san xuat:

2.1. Tén co s& san xuit:

2.2. Pia chi: Website (néu co):

3. Tén nhin hang va tén san phim:

4. M3 s6 cong bd cua san pham m§ pham

5. Ngay cong bo:

6. Ngay hét han:

7. San pham my pham duoc Iwu hanh tu do tai:

- Nudce xuat khau O

- Nuéc san xuét: [|

8. Tinh trang hiéu luc cta Gidy chu’ng nhan CGMP:

9. B4o co lrru hanh, an toan, chét luong cua san pham m¥ phim tai Viét Nam:
9.1. B4o cdo tinh hinh chit lrong san phAm m§ phim trong thoi gian lvu hanh:

S6 Quyet dinh S4 16 bi thu hdi SO luong san pham | Hinh thirc thu ho1

Bl i | i b B thuhbi| Bcmein/iit buges)

9.2. Tong hop va phan tich théng tin vé bién cb bat loi ciia san pham m§ pham
duogc ghi nhan trong qua trinh luu hanh trén thi truong Viét Nam

9.2.1. Tong hop thong tin:

ST MBO ta bién co | Sécagipphai | Két qua sau khixirtribiéncd |




9.2.2. Phén tich vé bién c6 bét loi (néu co):

10. Théng tin bién c¢b bat loi cia san phAm my phim tai cic qubc gia khic (néu
co)

11. Nhan dinh vé nguy co lién quan dén an toan, chat lvong cia san phim m§
pham, danh gia can biang loi ich - nguy co va bién phap giai quyét dé giam thiéu
nguy co.

12. Phu luc

Liét ké céc tai liéu vé theo ddi an toan, hiéu qua duoc ndp kém theo Béo céo nay
va co phan thuyet minh, giai trinh (néu o).

Co s& cong bd cam két chiu trach nhiém toan dién trudc phap luat vé tinh chinh
xac, hop phap, trung thue cua tit ca cac tai lidu trong hd so dé nghi gia han hiéu
Ire cong bo san pham m§ pham.

Ngay... thang... nam....
Dai dién hop phap cia co sé cong bo
(KY, ghi 16 ho tén, chitc danh, déng ddu)



~ Phulucsé 06
NL{&U GIAY UY QUYEN
(Ban hanh kem theo Nghi dinh so /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

GIAY UY QUYEN/ LETTER OF AUTHORIZATION
(Sin phdam my phdam/ Cosmetic Products)

1. BEN UY QUYEN / Authorizing Entity

S <y QT T U

~TIAERT ) KOATREEEE ......comninmmnsssinsinssmsisnniad sns sinssts sonasiinsbss

- Tw cach phap ly/Capacity:

O Chu s6 hitu (Product Owner )’ [0 Nha san xuit / (Manufacturer).
2. BEN PUQC UY QUYEN/ Authorized Entity

- Ten co SO/ NAME: .oeiiiiiiiie et
=~ DT/ AAIPEEEY e viminnrrsmiesine s oo s e S S S
= M3 56 thué/ Tax COACT ..o oveoeee oo
3. Pham vi iy quyén / Scope of Authorization

Bén iy quyén bang vin ban ndy 0y quyén cho Bén duoc iy quyén thay mit
chung t61 thuc hién cac cong viéc sau tai Viet Nam:

(By this Letter of Authorization, we hereby authorize the Authorized Entity to act on our

behalf to carry out the following activities in the Socialist Republic of Viet Nam)

- Thuec hién thi tuc Cong bd san phim m§ phim tai Co quan c6 thim quyén.
(To carry out the cosmetic product notification procedure with the competent
authority)

- Chiu trach nhiém dwa san phim ra thi truong va phan phéi tai thi trudng
Viét Nam.

(To be responsible for placing and distributing the products on the Vietnamese
market)

- Tinh déc quyén/ Exclusivity:

L1 Poc quyén (Exclusive) U Khong doc quyén (Non-exclusive)

4. Danh muc san phfim/ List of products:



(Tén san pham nhir trén nhén/ Name of products as shown on the label)

5. Cam két vé PIF (Tuan thi ACD)/ Commitment of PIF (Compliant
with ACD)

Bén uy quyén cam két cung cip Ho so thong tin san pham (PIF) cho Bén
duoc Gy quyén nhur sau:

(The Authorizing Entity commits to providing the Product Information File (PIF) to the
Authorized Entity as follows):

Phin I: HO so hanh chinh va Tém tit san phim: S& duoc cung cip dé
Iwru trit tai vian phong Bén duoc Uy quyén nhim xuit trinh ngay lap tirc
(trong vong 24 gi®) khi ¢6 yéu chu tir Co quan quan Iy Viét Nam.

(Part I. Administrative Documents and Product Summary: The documents shall be
provided for retention at the office of the Authorized Entity and shall be made
immediately available (within twenty-four (24) hours) upon request by the Vietnamese

competent authority)

Phan II: Dir liéu chit lwong cia nguyén liéu: S& dwoc cung cp trong
vong 15-30 ngay trong trudng hop cé diéu tra vé an toan hoic theo yéu cau
cua Co quan quan ly.

(Part II: Quality Data of Raw Materials: The documents shall be made available within

15 to 30 days in case of a safety investigation or upon request by the competent

authority)

Phan III: Dir liéu chat lwong cia thanh pham: S& duwoc cung cap trong
vong 15-30 ngay trong trudng hop cé diéu tra vé an toan hoic theo yéu cau
cua Co quan quan ly.

(Part III: Quality Data of Finished Product: The documents shall be made available
within 15 to 30 days in case of a safety investigation or upon request by the competent
authority)

Phin IV: Dir liéu vé an toan va hiéu qua: S& duoc cung cap trong vong
15-30 ngay trong truong hop cé didu tra vé an toan hodc theo yéu cau cua
Co quan quan ly.



(Part 1V: Safety and Efficacy Data: The documents shall be made available within 15

to 30 days in case of a safety investigation or upon request by the competent authority)
6. Thoi han ty quyén / Term of Authorization

Gidy Uy quyén ndy c6 gia tri tir ngay ... dén ngdy ... hoic cho dén khi c¢6
van ban huy bo chinh thirc dwgc hop phap hoa [anh su.

This Letter of Authorization shall take effect from [date] to [date], or until it is officially

revoked by a duly consularized revocation document

FOR THE AUTHORIZER / PAI DIEN BEN UY QUYEN
(Signature & Company Seal / Ky tén va Déng ddu)

Name /Ho tén: ...
Title / Chire vu: ...
Date/ NoRYE s rarasaman e,

Ghi chu:

* Trudng hop Bén iy quyén 14 Cha s& hitu (Product Owner) nhung thué nha may khéc
gia cong, phai c6 xdc nhan moéi quan hé v6i nha may san xuat dé thong nhat voi thong
tin trén Giay ching nhan hru hanh ty do (CFS).

(If the Authorizing Entity is the Product Owner but manufacturing is outsourced to
another manufacturing facility, an additional statement confirming the relationship

with the manufacturer should be attached to ensure consistency with the information

stated in the Certificate of Free Sale (CES)).



Phu luc so 07
PON PE NGHI
CAP GIAY CHUNG NHAN CO SO DU DIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém theo Nghi dinh sé /20 /ND-CP ngay thang nam 20 cua Chinh phi)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tu do - Hanh phic

(Dia danh), ngay ... thang ... nam

PON PE NGHI
CAP GIAY CHUNG NHAN CO SO DU PIEU KIEN SAN XUAT MY PHAM

KAnK B0E ccanmmimmississermsss
T CO SO e e e e
Dia ch1 truso chinh:. ...
Sé glay chimg nhén ding ky doanh nghiép: ...
NEAY CAPLsmun v s s Noi cap _________________________________________
Pién thoal” .onvmnnans Bl e

Cin cit Nghi dinh sé ... /ND-CP ngdy ... / ... / ... cia Chinh phu quy dinh vé
quan 1y m¥ pham, co sé dé nghi S6 Y té cap Giay chimg nhan du diéu kién san xuat
my pham:

- Day chuyén san xuat bao g0m®™: ......c..iiiiiiiiii e,

- Pia diém CO™SG SAN KUAL: . oeoo ettt

Dé nghi cap Gidy chimg nhan thuc hanh tdt san xuit m§ pham kém theo Gidy
chimg nhén du diéu kién san xuat my PhAM: ..o

Huéng dan dap tmg nguyén tic, tiéu chuan Thuc hanh tét san xuit my phim
YA 111 |

Chiing t6i xin cam két tuan thu diy du cac quy dinh cta phap luat ¢ lién quan,
chép hanh nghiém su chi dao ciia B6 Y t6/S¢ Y té.

NGUOI DAI DIEN THEO PHAP LUAT/
NGUOIPUQC UY QUYEN
(Ky, ghi ¥é ho tén, chikc danh va dong dau (néu co))

Ghi chii:

® Ghi ro day chuy;":n san xuat la: Day c}myén dong goi san pham: san xu:fit ban thanh pham dang khé: san
xuat ban thanh pham dang wdt; san xuat san pham dang kho hay san xuat san pham dang w6t hoac dang
khac.



Phu luc s6 08
PON PE NGHI CAP LAL PIEU CHINH GIAY CHUNG NHAN
CO SO DU DIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém theo Nghi dinh so /20 /ND-CP ngay thdang ndm 20 ciia Chinh phii)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

(Dia danh), ngay ... thang ... ndm

PON DE NGHI CAP LAI, PIEU CHINH GIAY CHUNG NHAN
CO SO DU PIEU KIEN SAN XUAT MY PHAM

Kinh gr: ..

TN CO SO e s
i ol 1 SOFERIINE oocovonmmmnmmmsmmsimemnsss s s s s o S s

S6 Gidy chimg nhén ding ky doanh nghiép: ...
NEAY CAP: oo NOT CAP: oo
Diénthoai: ........................... E-mail: ..o

~ DbiduocSoY té tinh..../thanh phé . cap Gidy chu‘ng nhin di diéu kién san
xuat my pham s6 ...../DKSXMP- ..., ngay .../ .../ ........:
- Dy chuyén san Xuat bao GOM: ............coeeeeeeeeieeeeeeeeeeeeane,
- Dia 1M CO SO SAN XUAL: v eerer e e e e,

Can ctir Nghi dinh s6 ... /ND-CP ngay .../ .../ ... cia Chinh phu quy dinh vé
quan ly my phim, co 8O . de nghi S¢ Y té tinh ... / thanh phé ... cip lai, diéu chinh
Giay chimg nhan da dicu klen san xuat my pham.

Ly do dé nghi cap lai, didu chinh: ..o )

COSO i cam két nhitng ndi dung néu trong Pon nay la ding
su that va hoan toan chiu trach nhiém vé nhiing néi dung da néu./.

NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi ré ho tén, chirc danh va dong déu (néu cd))

Ghi chii:
*) Ghi mot trong cac ndi dung ds nghi cﬁp lai, diéu chinh quy dinh tai khoan 3, khoan 4 Diéu 16
Nghi dinh nay.



Phu luc s6 09
VAN BAN THONG BAO CAC NOI DUNG CAN KHAC PHUC,
SUA CHUA PIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém theo Nghi dinh sé6 /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

TEN CO QUAN TIEP NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
HO SO Doc lap - Tw do - Hanh phuc
S6: .../ . (Dia danh), ngay ... thang ... nam ...
Viv
451512021 ) o RS ®)

Cin ctr Quyét dinh s6... ngay .....,

Cin ctr két qua danh gia du diéu kién vé nhén su, co s& vat chat, thiét bi va
hé thong quan 1y chat Ivong dap img nguyén tac, tiéu chuan Thuc hanh tot san
xuat my pham tai .......

(Tén co quan tiép nhin ho so) c6 ¥ kién nhr sau:

1. Chura ddng ¥ cip Gidy chimg nhén dt diéu kién san xuit m$ phdm cho
CO SO;

2. Yéu cau co so khac phuc, stra chita cac ton tai néu trong Bao cao danh
gid “Thuc hanh t6t san xuat my pham” va ndp bao cao khac phuc, stra chira.

Trong thdi han 06 thang ké tir ngay ky cong van nay, co s& dé nghi phai
b4o cdo vé viéc di hoan thanh viée khic phuc, stra chita kem theo ta1 liéu ching
minh. Sau thoi han trén, co s& khong ndp bao cdo khic phuc, sira chira dap tmg
theo yéu cau thi hd so dé nghi cap Gidy ching nhan d diéu kién san xuit m§
pham di ndp ciia co s& khong con gia tri.

(Tén co quan tiép nhén ho so) thong bao dé co sé biét va thuc hién./.

Noi nh:ﬁn: THU TR]}ff)’N G CUA ‘CG QUAN
- Nhur trén; TIEP NHAN HO SO
- Lwu: VT, ... *

Ghi chi:

™ Ghi 13 tén, dia chi co s& dé nghi



Phulucs610
VAN BAN THONG BAO SUA DOI, BO SUNG
(Ban hanh kem theo Nghi dinh s6 /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

TEN CG QUAN TIEP NHAN CONG HOA XA HOI CHU NGHIA VIET NAM
HO SO Doc lap - Tw do - Hanh phuc
S6: ..if . (Dia danh), ngay ... thang ... nam
Viv
Kinh gui: ..o )

Can ¢t Quyét dinh so... ngay ...,

Can cu Bao cdo danh gia viéc khic phuc stra chira ton tai cua co sf)' san
Xuat va két ludn vé tinh trang dap ung nguyén tic, tiéu chuin Thuc hanh tot san
xuit my phdm ctia Poan kiém tra;

(Tén co quan tiép nhin ho so) ¢6 ¥ kién nhu sau:

1. Chua ddng ¥ cip Giay chimg nhan du diéu kién san xuit m¥y pham cho
CO SO.

2. Yéu cau co s& khic phuc, stra chita ton tai néu trong Béo cdo danh gia
viéc khic phuc, stra chira ton tai ciia Poan danh gid.

Trong thdi han 06 thang ké tir ngay ky cong vin nay, co s& dé nghi phai
bédo cdo v& viéc da hoan thanh sira di, bo sung kém theo tai lidu chimg minh. Sau
thot han trén, co s¢ khong nop bao cao sira d6i, bd sung dap img theo yeu cau thi
hé so dé nghi cip Gidy ching nhan du diéu kién san xuit m§ pham di nop cia
co so khong con gia tri.

(Tén co quan tiép nhén ho so) thong bao dé co sé biét va thuc hién./.

Noi nhdn: THU TRU@NG CUA CO QUAN
- Nhu trén; TIEP NHAN HO SO
- Luu: VT, ..

Ghi chu:

™ Ghi 15 tén, dia chi co s& dé nghi



m _ Phu luc s 11 ] _
MAU GIAY CHUNG NHAN CO SO PU PIEU KIEN SAN XUAT MY PHAM
(Ban hanh kém theo Nghi dinh so6 /20 /ND-CP ngay thang nam 20 ciua Chinh phu)

1. Mau Giay ching nhan co s¢ da dieu kién san xuat my pham:

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

__ GIAY CHUNG NHAN
DU PIEU KIEN SAN XUAT MY PHAM
Sé:  /DKSXMP-...®

Uy ban nhan dén tinh/ thanh phé ....®). ... chirmg nhén:
T8N CO SO SAN KUAL: ~.o.oooeoeoe oo
Tru so chinh: oo
Dia chi san xuat: ............... ) e
Di diéu kién sin xuit my pham

Day chuyén san xuat bao gom: ....................... G e

Giéy chimg nhan c6 hiéu luc tir ngéy théng ... nam.... dugc cap theo Quyét
dinh sé:. . .. .. /QD-... ngay ... thang... - COA s

Thay thé cho Gidy chimg nhan du cﬁeu ]aen san xudt mypham S6..... ngay......thang
.HdM..... (néu la truong hop cdp lai, diéu chinh).

(Dia danh), ngciy...rhdng ...nam
CO QUAN CAP , )
(Ky, ghi ro ho tén, chirc danh va dong dau (néu co))

Ghi chii:

(1) Ghima k}’f hiéu s6 Gidy chimg nhan du diéu kién san xuat my pham theo quy dinh
tai muc 2 Phu luc nay.

(2) Ghi 13 hinh thire cap, lan cap trong truong hop cap lai, diéu chinh.

(3) Tén Uy ban nhan dan cap tinh noi dat co s& san xuat theo quy dinh tai Nghi dinh
nay.

(4) Tredng hop co so san xuat cé nhidu nha xudng, diy chuyén, ghi cu thé nha
xudng, day chuyén duge chu?ng nhan.

(5) Ghi ro day chuyen san xuat 1a: Day chuyén dong g01 san pham San xuat ban thanh
pha:m dang kho; San xuat ban thanh pham dang w6t; San xuat san pham dang kho hodc san xuat
san pham dang wét hoic dang khac.
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2. Ma ky hiéu don vi cip Gidy chimg nhan di diéu kién sin xuit my phim:

STT |Tén tinh, thanh pho | Masé | STT |Tén tinh, thanh phé | Ma s6
1 An Giang AG 18  |Khanh Hoa KH
2 |Bic Ninh BN 19 |Lai Chau LCH
3 |Cao Bing CB 20 [Lam Déng LD
4 |Ca Mau CM 21 |Lang Son LS
5  |Cin Tho CT 22 [Lao Cai LCA
6 [DaNing DNA 23 |Nghé An NA
7  |Pak Lik PL 24  [Ninh Binh NB
8  [Dién Bién bB 25  [Pht Tho PT
9  |Pong Nai DNAI 26 |Quang Ngai QNG
10 |Pong Thap bT 27  |Quang Ninh QNI
11 |GiaLa GL 28  |Quang Tri QT
12 [Ha Noi HNO 29 |SonLa SL
13 [Ha Tinh HT 30 |Tay Ninh TNI
14  |Hai Phong HP 31 |Thai Nguyén TNG
15 |TP. H6 Chi Minh HCM 32 |Thanh Ho4 TH
16 [Hué TTH 33 |Tuyén Quang TQ
17 |Hung Yén HY 34 |Vinh Long VL




Phu luc s6 12
PON HANG NHAP KHAU MY PHAM DUNG CHO
NGHIEN CU'U, KIEM NGHIEM
(Ban hanh kém theo Nghi dinh sé6 /20 /ND-CP ngay thang ndm 20 cua Chinh phu)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

So: ...

DON HANG
NHAP KHAU MY PHAM DUNG CHO NGHIEN CU'U, KIEM NGHIEM

Kinh giti: Uy ban nhan déan tinh/ thanh pho...® ...

(Tén co s6) ... @ nghi Uy ban nhan dan tinh/ thanh phé...©® .. xét duyét dé
don vi duoc nhap khau m§ pham dung cho nghién ctru, kiém nghiém sau:

Tén my pham, Dang | Thanh | Don Sé Tén cong ty Ghi
£ A . Y ) A 1
TT dang bao che, san phan Vi 2 | Sanxuat, .
, , . 2 . , , luong™ . , chu
quy cach dong goi | pham | cong thirc | tinh tén nudc
1
2
3
Uy ban nhén dén tinh/ thanh phé..." ... GIAM POC CO SO
Chap thuén don hang nhéap kbau gém ... trang ... khoan kém (Ky tén, dong ddu,
theo Cong van s6 ...... ngay ... thang ... nim ... ciia Uy ban ghi ré ho va tén nguoi ky)

nhan dan tinl/ thanh phé...® ...

Pon hang nhap khau my pham diing cho nghién ciru, kiém

nghiém chi c6 gia tri 01 lan./.

(Pia danh), ngay ... thang ... nam ...
THU TRUOGNG CO QUAN
(Ky tén, dong déu, ghi 16 ho va tén nguci ky)

Ghi chu:

M Tén ﬁy ban nhan dan cé‘ip tinh noi dat tru s& chinh cua co so.

@S hrong t6i da cho mdi san pham phai dap tmg quy dinh tai diém ¢ khoan 2 Pidu 25 Nghi
dinh nay.




Phu luc s6 13

THANH PHAN TAI LIEU TRONG HO SO THONG TIN SAN PHAM

(PRODUCT INFORMATION FILE - PIF)
(Ban hanh kém theo Nghi dinh sé6 /20 /ND-CP ngay thang ndam 20 cua Chinh phi)

Phan 1. Tai liéu hanh chinh va tom tit vé san phim

- Tai liéu hanh chinh:

+ Ban sao Phiéu cong bo san phidm my phim d3 duoc cap boéi co quan quan
Iy nha nwéce co6 tham quyén;

+ Gidy uy quyén ciia co s& san xuat hoac chu sé hitu san pham;

~ + Gidy chimg nhén luu hanh tw do - CFS (d6i v6i m§ phdm nuéc ngoai nhap
khau);

+ Céc tai liéu hanh chinh c6 lién quan khac (Gidy ching nhin ding ky doanh
nghiép hoac Giay chiimg nhan dang ky ho kinh doanh ctia co s¢ cong bo);

+ Céc thanh phan va ty 1& phin trim cla tit ca cac thanh phan trong cong
thirc.

- Nhin va thong tin san pham:

+ Nhan san phém;

+ To huéng dan str dung (néu co).

- Cong bd veé san xuat:

+ Gidy ching nhin Thuc hanh tét san xuat m§ pham (CGMP) hoac Gidy
chlrng nhan ISO 22716 cuia co s& san xuat hoic twong du’orng theo quyét dmh cua
Hoi dong m§ phadm ASEAN do co quan c6 thim quyén cta nuée sé tai cap doi
vo1 my pham nhap khau;

+ Giy chimg nhin co s& du didu kién san xuit m§ phim, Gidy chimg nhan
thuc hanh tot san xuat my pham (CGMP) hoac Giay chirng nhan CGMP-ASEAN
hodc twong duong dd duoc duyét boi Hoi dong my pham ASEAN (néu co) doi
vo1 my pham san xuat trong nudc.

+ Hé théng ghi s6 16 / mi san pham.

- Panh gia an toan san phim m§ pham: Cong bd an toan (véi ¥ kién két luan
co chir ky, tén va van bang chirng chi cua danh gia vién).

- Toém tit nhitng tac dung khéng mong mubn trén ngudi (néu cb).

- Tai liéu thuyet minh tinh ning, céng dung cua san pham my pham (tom

tit): Bao cdo vé danh gia tinh ning, cong dung cia san phim dwa theo thanh phan
va két qua thir nghiém.

Phan 2. Chat lwong cia nguyén liéu
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- Tiéu chuin chét luong va phwong phap klem nghiém cta nguyén liéu. Péi
voi thanh phin hlrong liéu, néu rd tén va ma sé huong lidu, tén va dia chi nha
cung cap, cam két phu hop véi huéng din cua Hiép hoi Huong liéu Qubc té
(IFRA).

- Dit liéu an toan cia nguyén liéu dwa trén thong tin tir nha cung cip, nhing
dit liéu da duoc cong bo hoac bao cao tir cac Uy ban khoa hoc (ACSB, SCCP,
CIR).

Phan 3. Chat lwong ciia thanh phim

- Céng thirc cua san pham: Ghi tén day di cac thanh phan theo danh phap
quoc té va ty 1€ phan tram cuia cac thanh phan trong cong thirc. Néu ré cong dung
cua tung thanh phan nguyén li€u;

- San xuat:

+ Théng tin chi tiét vé co s& san xuat: qudc gia, tén va dia chi co s& san
xuat, nha dong goi;

+ Tém tit quy trinh san xuat;

+ Cac thong tin chi tlet thém vé quy trinh san xuat, quan Iy chit lwong va cac
ho so lién quan vé san xuit, can dwoc chudn bi sin sang tuy theo yéu cau co quan
quan ly.

- Tiéu chuin chat lwong va cac phuong phap thir ciia thanh phim:

+ Chi tiéu va mttc gidi han kim loai nang, vi sinh vat, tap chat;

+ Cac phuong phép thir trong tng véi tiéu chuin chat lwong dé kiém tra
muc do dat;

- B4o c4o tom tit vé d6 6n dinh ciia san pham (cho san phim c6 tudi tho duéi
30 thang): Bao cao va dir liéu nghién ctru d0 6n dinh hodc danh gia d6 6n dinh dé
thuyét minh cho han st dung cua san pham.

Phan 4. An toan va hiéu qua

- Panh gi4 tinh an toan: Béo cao danh gia vé tinh an toan trén nguoi cia
thanh pham dua theo thanh phan trong cong thirc, cau tric hoa hoc cua thanh
phan va ngudng gay hai (c6 tén va chit ky cua danh gia vién);

- So yéu Iy lich cta danh gi4 vién vé tinh an toan cta san phim;

- B4o c4o moéi nhat vé tac dung phu hay tac dung khong mong mubn (néu
c0), dwoc cap nhat thuong xuyen,;

- Tai liéu thuyét minh tinh ning, cong dung cua san phim coéng bd trén bao
bi san pham: Bao cao day du vé Danh gia tinh ning, cong dung cua san pham dua
theo thanh phan hodc két qua thir nghi¢m (co tén va chir ky cua danh gia vién).



Phu luc so 14
BIEN BAN THU HOI SAN PHAM MY PHAM
(Ban hanh kem theo Nghi dinh so6 /20 /ND-CP ngay thang nam 20 ciua Chinh phiu)

TEN CO QUAN CHU QUAN  CONG HOA XA HOI CHU NGHIA VIET NAM
TEN CO SO Déc lap - Tw do - Hanh phic

, ngay ... thang ... nam
BIEN BAN THU HOI SAN PHAM MY PHAM

Chiing t61 gom (ghi 16 ho tén, chirc vu tirng thanh vién):

duoc giao nhiém vu thu hdi m§ pham, 1y do: neu r0 truong hop thu h01 tw
nguyen hay khong dat chat lwong theo cong van so: ... ngay ... thang ...
cla ...

D3 tién hanh thu hoi tai ..o s6 san phim m§ pham sau:
STT Tén san Izham Bion So Iuo}\n.g ?So 10;\ Co 56 san Gh}
my pham thu hoi san xuat xuat chu
Dai dién co so Cac thanh vién Truéng bé phan thu hoi
noi thu hoi my pham (Ky tén truc tiép, (K tén truc tiép,
(Ky tén truc tiep, ghi 16 ho tén) ghi 1o ho tén)

ghiro ho tén
va dong dau)




Phu luc s6 15
BAO CAO THU HOI SAN PHAM MY PHAM
(Ban hanh kém theo Nghi dinh s6 /20 /ND-CP ngay thdng ndm 20 cua Chinh phi)

TEN CC QUAN CHU QUAN CONG HOA XA HOI CHU NGHIA VIET NAM
TEN CO SO Poc lap - Tw do - Hanh phuc

(Pia danh) , ngay ... thang ... nam
BAO CAO THU HOI SAN PHAM MY PHAM

Kinh gui: ...

Thuc hién Van ban(l} s6 ... ngay .. . thang ... nam ... cta ... vé viéc thu hoi san
pham m¥ phim ..., m3 sb cong bd san pham my pham S(’) 16 san xuit ..., ngdy san
xuat ..., han ding ... do (tén co' s¢ san xudt) san xuat, (ren co' SO cong bo) chiu trach
nhlem du:a san pham ra thi trudng, (Tén co s& cong bo) xin bao cdo két qua thu hdi
san phim m¥ phim nhu sau:

1. Thong tin ve 16 san pham my pham bi thu hoi:

- Tén san phim m§ pham ma sO cong bb san phim my pham, s6 16 san
xuat, han dung, co sO sdn xult / co s& cong b6 / co s¢ nhap khau.

- Thot glan Xudt xu(mg / nhap khau.

2. Két qua thu héi san pham my pham

2.1. Két qua thu hdi san phdm m¥ phim tit c4c co s6 kinh doanh:

Tén co so kmh

grp | QOMEAEMEE b o S0 lugng (flslfallilolnugu S0 luong | Ghi
san pham my da mua hath thu ho1 chu
pham
1
2

Téng 50
2.2. Tong hop két qua thu hoi san phim m§ pham:
- S6 lwong san phim m¥y phim d3 sén xudt / nhap khau: ...
- S(f) lwong san phz:“lm my phé:im lru thong trén thi trudng: ...
- SO luong san pham my pham da thu hoi: ...

Noi nhin: NGUOI PAI DIEN THEO PHAP LUAT/
fi}:f trén; NGUOI PUCC UY QUYEN

(KY tén truc tiép, ghi 1o ho tén va déng dau)

Ghi chiui:
(1) Van ban cua B Y té trong trirdng hop thu hoi bat budc hodc van ban tir nguyén thu héi cua
CcO SO.



Phu luc s6 16
BAO CAO CONG TAC QUAN LY NHA NUOC VE MY PHAM
TAI PIA PHUONG
(Ban hanh kém theo Nghi dinh so /20 /ND-CP ngay thang nam 20 cua Chinh phu)

UY BAN NHAN DAN CONG HOA XA HOI CHU NGHIA VIET NAM
TINH / THANH PHO........ DPéc lap - Tw do - Hanh phiic
SH: ... (Dia danh), ngay ... thang ... nam

BAO CAO CONG TAC QUAN LY NHA NUGC VE MY PHAM
TREN PIA BAN TINH/ THANH PHO ...
Tir thang ... dén thang ... nam
Kinh giri: B6 Y té
Dia chi: S6 138A Giang V&, TP. Ha Noi

Uy ban nhan dan tinh / thanh pho ... bdo cao vé cong tac quan 1y nha nudc vé
my pham trén dia ban ... tir thang ... dén thang ... nam ... nhu sau:

L. Tmh hinh chung: (vé cong tac quan Iy my pham tai dia phwong trong thoi
gian qua, s luong co s& du diéu kién san xuit m§ pham, cong bé m§ phadm doéng trén
dia ban, ...)

IT. Két qua:

1. Cong tac tiép nhén va cong bd san pham m§ pham:

Co so san xuat

Tén Dang . a z (tén, dia chi co s6 san xudt, | S6 cong bd
. . Cosocongbo | . "2t . . x
STT san san (tén, dia chi) néu day du cac co so tham gia| san pham
pham | pham T cdc céng doan cia qud trinh | my pham
san xuat)
1
2
Téng )

2. Danh sach co s& san xuat dong trén dia ban:

STT | Ténco | Piachi| S6 Gidychimg | Day chuyén san xuét (d6ng | Tinh trang
sésan | cosé |nhan du diéu kién goi, dang wot, dang kho, dang | hoat dong

xuat san |san xuat my pham khac)
xut

Tong so




2

3. Cong tac thanh tra, kiém tra gidm sat hdu mai m§ pham:

a) Cong tac kiém tra sau cong b6 san pham m¥ pham va lay mau kiém tra chat
Iwong san pham m§ pham: (s6 liéu cu thé va phan tich)

b) Tinh hinh dinh chi lwu hanh va thu hdi san phdm m§ phim va g& bo théng
tin san pham my pham da duoc cong bo trén Cong thong tin dién tit cua Uy
ban nhan dan:

. Thu héi san |G& bo thong tin san
Tén |[SoO cong bo ; - £ % A e o
. . 2 Ngay | Co sécong bo |pham (ghi rd s6| pham my pham da
STT san | san pham Z sn 4 din ohi 16 sa P 4 il
Wi | 1% phism cap | (ténvadiachi) | 16 san xuat, | dugc cong bo (‘g. 1
p Iy do thu hdi) | 1 1y do thu hoi)
1
2
Tépg
sO
4. C4c ndi dung khéc (néu co): ...
I1L. bé xuét, kién nghi: ...
DAI DIEN DON VI

(Ky tén, ghi 16 ho tén va dong ddu)




Phu luc s6 17
BAO CAO TAC DUNG CO HAI CUA SAN PHAM MY PHAM
(Ban hanh kém theo Nghi dinh s6 /20 /ND-CP ngay thang nam 20 cua Chinh phi)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phuc

(Pia danh) , ngay ... thang ... nam ...

BAO CAO
BIEN CO BAT LOI NGHIEM TRONG CUA SAN PHAM MY PHAM

Kinh gii: Bo Y te
Dia chi: S6 138A Giang V&, TP. Ha Noi

1. Thong tin vé co sé
' Tén va dia chi clia co s¢
' Tén va chitc danh nguoi béo céo _
‘ So dién thoai: Fax: | Email:

II. Thong tin sin phim my phim
Tén san pham

Ma s6 cong bo

 Dang sin pham / muc dich sir dung
Tén co s& san Xuat / xudt xir

Ngay san xuat, han dung
S6 16

II1. Bio cio chi tiét bién ¢ bat loi nghiém trong

Tén nguo1 sut dung _

S6 can cuoc hoac ho c_hiéu | -

Tuoi _ Gibi tinh |

Tén giao/Quoc tich

Thoi gian xuat hién bién c6 bat loi | -
M5 ta tac dung bat loi (dinh kém ban mé ta bién cd bat loi néu can thiét)
Thoi gian giita lan ding san pham cudi cing va thoi diém xuat hién bién o bat loi:
_ phit g0 ngay

San pham da duoc sir dung nhr thé nao:

Nguai st dung co phai nhap vién vi bién ¢6 | # Co # Khong

bat loi khong? - B _

Ngudi st dung c6 phai didu tri y té khong? | # Co # Khong

Ké'tmqué #Dba ‘h'ér"i phuc (Ngay:___ ) # T vong (Ngay: )

# Van chura hoi phuc # Khong biét . ‘
Nguon cung cap bao  # Chuyeén gia y té (de nghi ghi ro) # Khach hang # Nguon khac (deé nghi
cao ghi o)

NGUGT DAI DIEN THEO PHAP LUAT/
NGUOIDUOQC UY QUYEN '
(Ky, ghi ré ho tén, chirc danh va dong dau (neu cd))



Phu luc s6 18
THONG BAO THAY POIL BO SUNG NOI DUNG TREN
PHIEU CONG BO SAN PHAM MY PHAM
(Ban hanh kém theo Nghi dinh sé6 /20 /NDP-CP ngay thang ndam 20 cua Chinh phi)

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc lap - Tw do - Hanh phic

Sb: ... (Dia danh), ngay ... thang ... nam

THONG BAO THAY POIL BO SUNG NOI DUNG TREN
PHIEU CONG BO SAN PHAM MY PHAM

Kinh gui: ...
Tén coso: ...
Pia chi: ...
S6 Giay chimg nhin dang ky doanh nghiép / hé kinh doanh, ngay cép,
noi cap: ...
Pién thoai: ... Fawr ... E-mail: ...

Cén cir Nghi dinh s6 ... /ND-CP ngay .../ .../ ... cha Chinh phii quy dinh vé
quan ly m§ pham, co s& ... thong bio vé nodi dung thay doi, bd sung sau khi cong
b6 san pham my pham ta1 Danh muc kem theo Théng bao nay.

1. Danh muc san phdm dé nghi thay d6i, b6 sung ndi dung sau khi cong b6
STT | Tén san pham m§ pham S6 cong bo Ngay cong bo

2. N6i dung di dwoc cong bb:
3. N6i dung thay dbi, bd sung sau khi cong bb:

4. Tai liéu chimg minh néi dung dé nghi thay doi, bé sung kém theo (néu
co): ...

Co s& ... cam két va chiu trach nhiém toan dién trudc phap luat veé tinh
chinh xac, hop phap, trung thuc cua cac thong tin néu trong Thong bao nay./.

NGUOI PAI DIEN THEO PHAP LUAT/
NGUOI PUQC UY QUYEN
(Ky, ghi ré ho tén, chirc danh va dong déu (néu co))



