BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
------------ Dgc lap - Tw do - Hanh phuc

S6: 06/2011/TT-BYT e
Ha Noi, ngay 25 thang 01 nam 2011

THONG TU 7
Quy dinh ve quan ly my pham

Can ct Nghi dinh s6 188/2007/NDB-CP ngay 27 thang 12 nam 2007 cua
Chiph phu quy dinh chirc nang, nhiém vu, quyén han va co cau to chirc cua Bo
Y té;

Can ct Nghi dinh s 132/2008/ND-CP ngay 31 thang 12 nam 2008 cua
Chjnh pha quy dinh chi tiét thi hanh mot so diéu caa Luat Chat lugng san
pham, hang ho;

Can cu Nghi dinh S,(A’) 24/2003/ND-CP ngay 13 thang 3 nam 2003 cua
Chinh phu quy dinh chi tiét thi hanh Phap Iénh Quang cao;

Can c Nghi dinh s6 89/2006/ND-CP ngay 30 thang 8 nim 2006 cua
Chinh phu quy dinh vé ghi nhéan hang hoa;

Can ctr Nghi dinh s6 12/2006/ND-CP ngay 23 thang 01 nam 2006 cua
Chinh phu Quy dinh chi tiét thi hanh Luat Thuong mai vé hoat dong mua béan
hang hoa quéc té va cac hoat dong dai Iy mua, ban, gia cong va qua canh hang
hoa vdi nudc ngoai;

Cin ctr Quyét dinh s6 10/2010/QD-TTg ngay 10 thdng 02 nam 2010 cua
Thu tuéng Chinh phu quy dinh Giay chtng nhén luu hanh ty do doi véi san
pham, hang hoéa xuat khau va nhap khau;

D¢ trien khai Hiép dinh hoa hop trong quan Iy my pham da dwoc céc nuéc
thanh vién Hiép hoi cac nudec Dong Nam A ky ngay 02 thang 9 ndm 2003 (goi
tat Ia Hiép dinh my pham ASEAN), BO Y té quy dinh vé quan ly my pham nhu
sau:



Chuong 1
QUY DINH CHUNG

biéu 1. Pham vi diéu chinh va ddi twong ap dung

1. Thong tu nay quy dinh viéc quan Iy cac san pham my pham san xuat
trong nuéc, my pham nhap khau dé luu thong trong pham vi 1&nh tho Viét
Nam, bao gom: c6ng bd san pham m§ pham; ho so thong tin san pham; yéu cau
vé an toan san pham; ghi nhdn my pham; quang c&o my pham; xuat khau, nhap
khau my pham; lay mau my pham dé kiém tra chat luong; kiém tra, thanh tra va
xu Iy vi pham; trach nhiém cua t6 chirc, ca nhan san xuat, buén ban, nhap khau
m§ pham va quyén cua ngudi tiéu ding.

2. Thong tu nay ap dung do6i Véi cac co quan quan 1y nha nudc vé my
pham, cac to6 chtc, ca nhan tién hanh cac hoat dong lién quan dén cong bo san
pham my pham, théng tin, quang cao, xuat khau, nhap khau, san xuat, buén ban
san pham my pham tai Viét Nam.

biéu 2. Giai thich thuat ngir
Trong Thong tu ndy cac tir ngir dudi ddy duoc hiéu nhu sau:

1. San pham my pham 1a mot chat hay ché pham duoc st dung dé tiép xdc
véi nhitng bo phan bén ngoai co thé con nguoi (da, hé thong 16ng tdc, méng
tay, mong chan, moéi va co quan sinh duc ngoai) hoac rang va niém mac miéng
véi muc dich chinh 1a dé 1am sach, 1lam thom, thay d6i dién mao, hinh thuc,
diéu chinh mui co thé, bao vé co thé hoic gitt co thé trong diéu kién tot.

2. Tén my pham 1a tén dugc dit cho mot san pham my pham, c6 thé 1 tén
méi tu dat cing véi thuong hiéu hoic tén cua nha san xuat. Céc ky tu cau thanh
tén san pham phai 1a cac ky tu c6 gbc chit cai Latin.

3. To chirc, c& nhan chiu trach nhiém dua san pham ra thi truong 13 to
chirc, c4 nhan dung tén trén ho so cong bo san pham my pham va chiu trach
nhiém vé san pham my pham d6 trén thi truong.

4. S6 tiép nhan Phiéu cong b san pham my pham 1a s6 do co quan quan ly
nha nudc co tham quyén cap khi tiép nhan ho so cong bé san pham my pham.
So tiép nhan Phiéu cong bd co gia tri chitng nhan san pham my pham da duoc
t6 chtic, c& nhan chiju trach nhiém dua san pham ra thi truong khai bao véi co
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quan quan ly nha nudce ¢ tham quyen ve viéc my pham s& duoc luu thong trén
thi truong ma khong co gia tri chang nhan san pham d6 dam bao tinh an toan,
hiéu qua, dap ang tat ca cac yéu cau cua Hiép dinh my pham ASEAN va cac
phu luc (Annexes) kem theo.

5. Chu s& hitu san pham my pham 1a t6 chuc, c& nhan so hitu céng thuc,
quy trinh san xuat, tiéu chuan chat Iuwong san pham.

6. Do 6n dinh cua san pham la kha ning on dinh cia san pham khi dugc
bao quan trong dleu kién thich hop van duy tri dugc nhimg tinh nang ban dau
ctia nd, dic biét 1a van phai dam bao dugc cac yéu cau vé tinh an toan.

7. Dinh lugng cua hang hoa la luvgng my pham dugc thé hién bang khéi
lugng tinh hoac thé tich thuc theo hé mét hoac ca hé mét va hé do luong Anh.

8. Nhdn my pham Ia ban viét, ban in, ban vé&, ban chup cua chit, hinh v,
hinh anh dugc dan, in, dinh, dac, cham, khac truc tiép trén hang hod, bao bi
thuong pham cua hang hod hoic trén cic chat liéu khac duoc gan trén hang
ho4, bao bi thuong pham cua hang héa.

9. Ghi nhan my pham la thé hién noi dung co ban, can thiet vé my pham
1én nhan dé nguoi ding nhan biét, 1am can ct lya chon va st dung dung; dé nha
san xuat, kinh doanh quang ba cho hang hoa ctia minh va 1am cin ctr dé cac co
guan chirc nang thuc hién viéc kiém tra, kiém soét.

10. Nhan goc 1a nhan thé hién lan dau duoc gan trén bao bi thwong pham
cuaa my pham.

11. Nhéan phy la nhdn thé hign nhitng noi dung bat buc dwoc dich tir nhan
goc cua my pham bang tiéng nudc ngoai ra tiéng Viét va bo sung nhiing noi
dung bat buoc bang tleng Viét theo quy dinh cua Thong tu ndy ma nhin goc
ctia my pham con thiéu.

12. Bao bi thwong pham cua my pham la bao bi chira dyng my pham va
luu thong cung vé1 my pham. Bao bi thuong pham cua my pham gom hai loai:
Bao bi truc tiep va bao bi ngoai.

a) Bao bi truc tiép la bao bi chira dung hang hod, tiép xdc tryuc tiep voi
hang hoag, tao ra hinh khoi hoac boc kin theo hinh khoi cua hang hoa.

b) Bao bi ngoai la bao bi dung dé bao g6i mot hoic mot sé6 don vi hang

hoa c6 bao bi truc tiép.
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13. Luu thong my pham la hoat dong trung bay, van Chuyén, luu gitt hang
hoa trong qua trinh mua ban hang hoa, trir truong hep van chuyén hang hoa cua
to chirc, ca nhan nhap khau hang hoéa tir cira khau vé kho luu git.

14. S6 16 san xuat my pham l1a ky hiéu bang s hoic bang chit, hoac két
hop ca s6 va chir nham nhan biét 16 san pham va cho phép truy xét toan bo lai
lich cia mot 16 san pham bao gom tat ca cac cong doan cua qué trinh san xuat,
kiém tra chat lugng va phan phéi 16 san pham dé.

15. Ngay san xuat my pham la méc thoi gian hoan thanh san xuat, ché
bieén, dong gb6i hoac cac hinh thirc khac d¢ hoan thién cong doan cuoi cung cua
|6 san pham.

16. Han ding cua my pham (han sir dung) 1a moc thoi gian duoc an dinh
cho mot 16 my pham ma sau thoi han nay my pham khong dugc phép luu
thong, str dung.

17. Str dung tét nhat truéc ngay 1a mdc thoi gian ma nha san xuat khuyén
dung khi chat lwong san pham dang dat muc toi wu.

18. Xuat xt hang hoa cua my pham 1a nuéc hoic vung lanh tho noi san
xuat ra toan bd my pham hoic noi thuc hién cong doan ché bién co ban cudi
cung d6i véi my pham trong truong hop ¢6 nhiéu nudc hoic vung ldnh tho
tham gia vao qué trinh san xuat my pham do.

19. Giay chang nhan luu hanh ty do (CFS - Certificate of Free Sale) la
giay chung nhan do co quan c6 tham quyén caa nudc xuat khau cap cho thuong
nhan xuat khau my pham ghi trong CFS dé chang nhan rang my pham d6 duoc
san xuat va duoc phép luu hanh tu do tai nuéce xuat khau.

20. Huéng dan sir dung 1a nhitng théng tin can thiét dé hudng dan cho
nguoi sir dung my pham an toan, hop ly. Huéng dan sir dung ¢ thé in trén bao
bi truc tiép hoic theo dang tai liéu di kém theo bao bi thuong pham cua my
pham trong d6 ghi huéng dan st dung va nhitng noi dung khac theo quy dinh.

21. Quang cao my pham I c&c hoat dong giéi thiéu, quang ba my pham
nham thac day qua trinh san xuat, ban, st dung my pham.

22. Hoi thao, su kién giagi thieu my pham la hoi nghi dé gioi thiéu hoic
thao luan chuyén dé v4i nguoi tiéu dung vé cac van dé chuyén sau lién quan
dén my pham.



23. Nguoi quang céo la té chac, cad nhan c6 nhu cau quang céo vé my
pham do minh san xuat, phan phoi.

24. Nguoi phéat hanh quang céo 1a to chire, ca nhan dwa san pham quang
cd0 my pham dén nguoi tiéu ding, bao gom co quan bao chi, truyén thanh,
truyén hinh, nha xuat ban, t6 chic quan Iy mang thdng tin may tinh, ngudi to
chtrc chwong trinh van hoa, thé thao, hoi cho, trién 1dm va té chirc, ca nhan sir
dung phuong tién quang céo khac.

25. Ho1 déng m§ pham ASEAN la co quan dai dién cho cac nuGce thér]h
vién ASEAN dé theo doi, quyéet dinh va giai quyet cac tranh chap lién quan dén
viéc thuc hién Hiép dinh my pham ASEAN.

A ~ Chuong II )
CONG BO SAN PHAM MY PHAM

Picu 3. Quy dinh vé viéc cong bé san pham my pham

1. C4c t6 chirc, ca nhan chiu trach nhiém dua san pham my pham ra thi
truong chi duoc phép dua my pham ra luu théng khi d3 duoc co quan quan 1y
nha nudc ¢ tham quyeén cap sb tiép nhan Phiéu cong bb san pham m§ pham va
phai hoan toan chiu trach nhiém vé tinh an toan, hiéu qua va chat lugng san
pham. Co quan nha nudc c6 tham quyén sé tién hanh kiém tra hau mai khi san
pham luu thong trén thi truong.

2. Lé phi céng bd san pham my pham duoc thuc hién theo quy dinh hién
hanh.

3. T6 chuc, c& nhan chiu trach nhi¢m dua san pham ra lvu thong trén thj
truong phai co chirc nang kinh doanh my pham tai Viét Nam.

4. Vigc cong bo tinh ning cua san pham my pham (muc dich st dung cua
san pham) phai dap img hudéng dan cua ASEAN vé cong b6 tinh nang san pham
my pham (Phu luc s6 03-MP).

Pieu 4. Ho so cong bo san pham my pham
Ho so cong bd san pham my pham bao gém cac tai liu sau:

1. Phiéu cong bo san pham my pham (02 ban) kém theo dir liéu cong bo
(ban mém cua Phieu cong bo);



2. Ban sao Gidy chiing nhan dang ky kinh doanh cua to chic, ¢4 nhan chiu
trach nhiém dua san pham ra thi truong (co chir ky va dong dau cua doanh
nghi¢p). Truong hop my pham san xuat trong nudc mMa to6 chirc, ca nhan chiju
trach nhiém dua san pham ra thi truong khong phai l1a nha san xuat thi phai cé
ban sao Gidy chtng nhan ding ky kinh doanh cua nha san xuat (c6 chang thuc
hop 18);

3. Ban chinh hoic ban sao ¢ chang thuc hop & Gidy uy quyén cua nha
san xuat hoic cha s hitu san pham ay quyén cho to chuac, ca nhan chiu trach
nhiém dua san pham ra thi truong duoc phan phdi san pham my pham tai Viét
Nam (4p dung d6i voi my pham nhap khau va my pham san xuat trong nudc
ma t6 chuc, ca nhan chiu trach nhiém dwa san pham ra thi truong khoéng phai 1a
nha san xuét) Déi véi san pham nhap khau thi Gidy uy quyén phai 1a ban c6
chang thuc chit ky va duoc hop phap hoa lanh sy theo quy dinh cua phap luét,
trir trudng hop dugc mién hop phap hoa lanh su theo cac diéu udce quéc té ma
Viét Nam 1a thanh vién. Giay uy quyén phai dap tng cic yéu cau quy dinh tai
Dicu 6 Thong tu nay.

4, Glay chung nhan luu hanh ty do (CFS): Chi ap dung dol Véi treong hop
cong b san pham my pham nhap khau va dap @ng cac yéu cau sau:

a) CFS do nuéc sé tai cap 1a ban chinh hoic ban sao ¢é chang thuq hop I¢,
con han. Truong hop CFS khong néu thoi han thi phai la ban duoc cap trong
vong 24 thang ké tir ngay cap.

b) CFS phai dugc hop phap hoa lanh su theo quy dinh cua phap luét, tri
trudng hop duoc mién hop phap hoa 1anh su theo cac diéu uéc quoc té ma Viét
Nam la thanh vién.

bieu 5. Cach 1ap Phiéu cong bé san pham my pham va dir liéu cong bo

1. Phiéu c6ng bd san pham my pham:

a) Phiéu cong bo san pham my pham duogc 1ap theo mau Phu luc s6 01-
MP. Phiéu cong bd phai duge nguoi dai dién theo phap luét ky, co dong dau
giap lai cua t6 churc, ca nhar) chiu trach nhiém giu’a san phqam ra thi truong. ~Cach
ghi cac n6i dung trong Phi€u cong bo san pham my pham theo huéng dan tai
Phu luc so 02-MP.

b) Mdi san pham my pham duoc céng bd trong mot Phiéu cong bo.



San pham my pham duoc san xuat hoan chinh tai mdi céng ty san xuat
khac nhau thi céng bé riéng. Truong hop c6 trén mot cong ty tham gia cac cong
doan san xuat dé san xuat ra mot san pham hoan chinh thi Iap chung trong mot
Phiéu céng bo va phai néu rd tén va dia chi day du cua tirng cong ty.

Cac san pham cliing mot cha sé hiru san pham thudc mét trong cac trudng
hop sau day duoc phép cong bo trong mét Phicu cong bo:

- Céc san pham duoc dong dudi tén chung va dugce ban dudi dang mot bo
san pham.

- Cac san pham cuing tén, cuing dong san pham co cong thire twong tw nhau
nhung c6 mau sac hoic mui khac nhau. Péi véi san pham nhudém toc, nuéc hoa
cong bo riéng cho tirng mau, muii.

- Céc dang khéc s& dugc Cuc Quan 1y dugc - B Y té quyét dinh dya vao
quyét dinh cua Hoi dong my pham ASEAN.

c) Cach ghi thanh phan cdng thtc o trong san pham my pham:

- Thanh phan c6 trong cong thtc san pham phai duge ghi day du theo thar
tu ham luong giam dan. Céc thanh phan nudc hoa, chat tao huwong va cac
nguyén liéu cta ching cé thé viét dudi dang “huong liéu” (perfume, fragrance,
flavour, aroma). Nhitng thanh phan véi ham lwong nho hon 1% c6 thé liét ké
theo bat ky thr tw ndo sau cac thanh phan co6 ham luwong 16n hon 1%. Cac chét
mau co thé dugc ghi theo bat cir thir tu ndo sau cac thanh phan khéc theo chi
dan mau (CI) hoic theo tén nhu trong Phu luc IV (Annex IV) ctia Hiép dinh my
pham ASEAN. Nhitng san pham my pham dung dé trang diém, dudi dang cac
mau khac nhau c6 thé liét ké tat ca cac chat mau trong muc “co thé chia” hoic
“ /-

- Néu day du ty 1é phan trim ctia cac thanh phan c6 quy dinh vé gigi han
nong do, ham luong tai cac Phu luc (Annexes) cua Hiép dinh my pham
ASEAN. Giita hang don vi va hang thap phan dugc danh dau bang dau phay
(7).

- Tén thanh phan phai duoc ghi bang danh phap quéc té (International
Nomenclature of Cosmetic Ingredients - INCI) quy dinh trong cac an pham moi
nhat: Tu dién thanh phan m§y pham quéc té (International Cosmetic Ingredient
Dictionary), Duoc dién Anh (British Pharmacopoeia), Duoc dién My (United
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States Pharmacopoeia), Dit liéu tom tit vé hod hoc (Chemical Abstract
Services), Tiéu chuan Nhat Ban veé thanh phan nguyén liéu m§ pham (Japanese
Standard Cosmetic Ingredient), An pham cua Nhat Ban vé thanh phan nguyén
licu my pham (Japanese Cosmetic Ingredients Codex). Tén thuc vat va dich
chiét tir thuc vat phai dugc viét bang tén khoa hoc bao gom chi, loai thuc vat
(tén chi thyc vat c6 thé rat ngan). Cac thanh phan c6 nguén goc tir dong vat can
néu chinh xac tén khoa hoc cua loai dong vat do.

Nhitng chat sau day khong dugc coi 1a thanh phan cia my pham:
- Tap chat trong nguyén liéu duogc si dung.

- Cac nguyeén liéu phy duoc s dung vi muc dich ky thuét nhung khong c6
mat trong san pham thanh pham.

- Nguyeén liéu dugc st dung véi s6 luong can thiét nhu dung moi hoic
chat mang cua cac thanh phan tao mui.

d) Ngon ngit trinh bay trong Phiéu cong bo 1a tiéng Viét hoic tiéng Anh.
Cac nodi dung ghi tai muc 3 (Muc dich sir dung), muc 7 (Théng tin vé to chic,
c& nhan chiu trach nhiém dua san pham ra thi truong), muc 8 (Thdng tin vé
ngudi dai di¢n theo phap luat cua Cong ty), muc 9 (Thong tin vé Cong ty nhéap
khau) trong Phiéu céng bd phai ghi bang tiéng Viét hoic tiéng Viét va tiéng
Anh.

~ 2. Dix liéu cdng bo (ban mém cua Phiéu cdng bo): Cac to chirc, ca nhan c6
the nop dix liéu cdng bo quy dinh tai khoan 1 Diéu 4 cta Thong tu nay theo mot
trong hai cach thic sau:

a) Khai bao tryc tiép: To chire, ca nhan dung tén céng bd san pham my
pham guri vin ban vé Cuc Quan 1y duoc - Bo Y té dé duoc cap tai khoan truy
cap vao co s& dir liéu vé quan Iy my pham, khai bao truc tiép trén co s& dir liéu.
Phiéu cong bo ndp cho co quan quan 1y nha nudc ¢ tham quyén phai duoc in
ra tr co so dir liéu do.

b) Truy cép vao trang thong tin di¢n tir cia Cuc Quan ly duoc, tai co so dir
licu cua Phiéu cong bé san pham my pham (Phu luc s6 01-MP), dién day du
thong tin theo quy dinh vao co s& dit liéu, sao luu vao phuong tién luu gitr dién
tar (USB, CD-ROM, ...). Phiéu cdng bé ndp cho co quan quan 1y nha nudc co
tham quyeén phai duogc in ra tir co so dir liéu do.



T6 chiic, c4 nhan daing tén cong bo san pham phai chiu hoan toan tréch
nhiém v¢é tinh phu hop cac noi dung cua Phicu cong bo san pham my pham
(ban co ky tén, dong dau) voi dix liéu cdng bo (ban mém) da khai bao hoac nop
cho co quan quan ly.

Piéu 6. Quy dinh vé Giay iy quyén

1. Ngon ngi trinh bay la tiéng Viét, tiéng Anh hoic song ngir tiéng Viét va
tieng Anh.

2. Giay uy quyén phai c6 day dua cac nodi dung sau:

a) Tén, dia chi cia nha san xuat; truong hop bén uy quyen la chu s6 hitu
san pham thi can néu ro tén, dia chi cta chu s& hiru san pham va tén, dia chi
cua nha san xuat;

b) Tén, dia chi cua to chirc, c4 nhan dugc ty quyén;

¢) Pham vi uy quyén (dang tén cong bd va phan phéi san pham my pham
tai Viét Nam);

d) Nhan hang hoac tén san pham dugc uy quyeén:

d) Thoi han uy quyén;

e) Cam két cua nha san xuat hoic chu s hitu san pham cung cap day du
Ho so thong tin san pham (PIF) cho to chirc, ca nhén chiu trach nhiém dua san
pham ra thi truong tai Viét Nam;

g) Tén, chirc danh, chix ky ctia ngudi dai dién cho bén uy quyén.

bieu 7. Thi tuc tiép nhan va giai quyét ho so cong bo san pham my
pham

1. Ho so cong bd san pham my pham duoc 1am thanh 01 b, nop truc tiep
hoac gui qua duong buu dién téi co quan quan ly nha nudc o tham quyeén sau:

a) P6i vai my pham nhap khau: To chuac, c& nhan chiu trach nhiém dua
san pham ra thi truong nop ho so cong bo san pham my pham tai Cuc Quan ly
duoc - BO Y té.

b) Poi v6i my pham san xuat trong nuéc: To chac, ca nhan chiu trach
nhiém dua san pham ra thi truong nop ho so cong bo san pham my pham tai So



Y té noi dit nha may san xuat. San pham my pham dugc san xuat, dong goi tir
ban thanh pham nhap khau dugc coi nhu san pham san xuat trong nudc.

¢) P6i voi my pham kinh doanh trong pham vi Khu thwong mai cong
nghiép thuoc Khu kinh té cira khau Méc Bai, tinh Tay Ninh thuc hién cong bo
tai Ban Quan Iy Khu kinh té cira khau Moc Bai; my pham kinh doanh trong
pham vi Khu Kinh té - thuong mai dac biét Lao Bao, tinh Quang Tri thuc hién
cong bo tai Ban Quan Iy Khu kinh té tinh Quang Tri.

Viéc dua my pham tir Khu thuong mai c6ng nghiép thuoc Khu Kinh té cira
khau Moc Bai, tinh Tay Ninh vao céc khu chic ning khac trong Khu kinh té
ctra khau Moc Bai, tinh Tay Ninh hodc dua vao thi truong noi dia dé kinh
doanh; dua my pham tir Khu Kinh té - Thuong mai dic biét Lao Bao, tinh
Quang Tri vao thi truong noi dia dé kinh doanh phai thuc hién cong b tai Cuc
Quan 1y dugc - Bo Y té theo quy dinh ctua Thong tu nay (to chic, ca nhan ding
tén cong bd san pham my pham phai c6 chac ning kinh doanh my pham tai
Viét Nam va nam ngoai 2 khu nay).

2. Giai quyét ho so cong bd san pham my pham:

a) Trong vong 03 ngay lam viéc ké tir ngay nhan duoc ho so cong bo hop
1€ va I¢ phi cdng b6 theo quy dinh, co quan quéan Iy nha nudc co tham quyeén co
trach nhiém ban hanh so tiép nhan Phiéu céng bo san pham my pham.

b) Truong hop ho so cong bod chua dap tng theo quy dinh ctia Thong tu
nay thi trong vong 05 ngay lam viéc ké tir ngay nhan duoc hd so, co quan tiép
nhan ho so thong bao bang van ban cho‘to chuc, ca nhan cong bd biét cac noi
dung chua dap trng dé sira doi, bo sung ho so (néu cu thé cac ndi dung chua dap
ung).

H6 so bo sung caa don vi gom:

- Van ban giai trinh vé viéc sira doi, bo sung cuia to chire, ca nhan dung tén
cong bo;

- Phicu cong bo san pham my pham kem theo dit liéu cdng b6 (ban mém
cua Phieu cong bo) hoac tai liéu khac duogc stra doi, bo sung;

Trong vong 05 ngay lam viéc ké tir ngay nhan duoc ho so bo sung dap ung
theo quy dinh cua Thong tu ndy, co quan quan ly nha nudc €O tham quyeén co
trach nhiém ban hanh sé tiép nhan Phiéu céng bd san pham my pham.
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Truong hop hd so sira doi, bo sung khong dap ung theo quy dinh cua
Thong tu ndy thi trong vong 05 ngay lam viéc ké tir ngay nhan duoc ho so bo
sung, co quan tiép nhan ho so thong bao bang vin ban khéng cap so6 tiép nhan
Phiéu céng bo san pham m§ pham cho san pham nay.

¢) Trong thai gian 03 thang ké tir ngay ban hanh van ban théng bao theo
quy dinh tai diém b khoan nay, néu co quan quan 1y nha nudc c6 tham quyén
khong nhan dugc ho so bo sung cua to chire, ca nhan dtng tén cong b thi ho
so cong bd khdng con gia tri. Trong trudng hop nay, néu to chirc, ca nhan muén
tiép tuc céng bé thi phai ndp ho so mai va nop 1é phi méi theo quy dinh.

Picu 8. Quy dinh vé cach ghi so tiép nhan Phiéu cong bé san pham my
pham

S6 tiép nhan phiéu cdng bé san pham my pham dugc quy dinh nhu sau: s6
thir tu dugc cap + gach chéo + nam cap (hai chit s6 cuéi) + gach chéo + CBMP
+ gach ngang + Ky hiéu viét tat tén tinh, thanh phé, Ban Quan Iy Khu kinh té
hoic Cuc Quan 1y dugc (QLD) theo Phu luc s6 04-MP.

~ Vi du: 135/11/CBMP-HN c6 nghia Ia s6 tiep nhan Phiéu cong bo my
pham la 135 do So Y t¢ Ha Noi cap nam 2011.
Piéu 9. Thay ddi cac ndi dung da cong bod
“Doi véi céc san pham my pham da cong bd va duoc cap so tiép nhan
Phiéu cong bo san pham my pham, khi c6 thay doi cac noi dung quy dinh tai
Phu luc so 05-MP, to chfrc, ca phén chig trach nhiém dwua san pham ra thi
truong phai c6 van ban dé nghi bo sung (doi vai cac noi dung khdng phai cong
bo mai) kem theo tai liéu c6 lién quan dén noi dung b6 sung va phai dugc sy
chap thuan bang van ban cua co quan nha nudc co tham quyén hodc thuc hi¢n
cong bo mai theo quy dinh (doi vaéi cac noi dung phai cong bo mai).
bieu 10. Hiéu lyc cia so tiép nhan Phiéu cong bo san pham m§ pham
So tiep nhan Phicu cong bo san pham my pham cé gié tri 05 ndm ke tur
ngay cap. Het thoi han 05 nam, to chac, ca nhan muon tiép tuc dua san pham
m¥y pham ra Iuu thong trén thi trueong thi phai cong bo lai trudc khi so tiep nhan
Phiéu cong bo san pham my pham hét han va phai nop 1€ phi theo quy dinh.
) Chuong III )
HO SO THONG TIN SAN PHAM MY PHAM
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Piéu 11. Quy dinh chung vé Hé so théng tin san pham my pham

MGi san pham m§ pham khi dua ra lwu thong trén thi truong phai c6 Ho so
thong tin san pham (PIF - Product Information File) theo hudng dan cua
ASEAN luu gitr tai dia chi cua to chuac, ca nhan chiu trach nhiém dwa san pham
ra thi truong.

pieu 12. Noi dung ciia Ho so thong tin san pham my pham

1. H6 so Thong tin san pham m§ pham gom ¢6 4 phan nhu sau:

a) Phan 1: Tai liéu hanh chinh va tém tat vé san pham:

b) Phan 2: Chat luong cua nguyén liéu;

c) Phan 3: Chat lugng cua thanh pham;

d) Phan 4: An toan va hiéu qua.

Noi dung chi tiét caa H6 so Thong tin san pham m§ pham quy dinh tai
Phu luc so 07-MP.

2. I?hén 1 cua Hb so thong tin san phém phai dugc Xuét’ trinh ngay cho co
quan Kiém tra, thanh tra khi dugc yéu cau; cac phan khac néu chua déy du thi
xuat trinh trong vong 15-60 ngay ké tir ngay kiém tra theo yéu cau cia co quan
chtrc nang.

A ‘ ‘ Ch}r()’ng?IV ) N )
YEU CAU VE AN TOAN SAN PHAM MY PHAM

bieu 13. Yéu cau vé an toan san pham my pham

Cac t6 chirc, c& nhan chiu trach nhiém dwa san pham my pham ra thi
truong phai dam bao cac san pham caa minh khéng co hai doi voi sic khoé con
nguoi khi duoc ding trong nhitng diéu kién binh thuong hoic nhiing diéu kién
thich hop duoc huéng dan, phi hop véi dang bao ché, thdng tin ghi trén nhan,
huéng dan sir dung, than trong dac biét, cling nhu cac thong tin khac cung cap
boi nha san xuat hodc cha so hitu san pham.

Nha san xuat, chii s& hitu san pham phai danh gia tinh an toan trén mdi san
pham my pham theo Hudéng dan danh gia tinh an toan my pham cua ASEAN.
Gidi han kim loai nang va vi sinh vat trong my pham phai dap rng yéu cau cua
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ASEAN quy dinh tai Phu luc sé6 06-MP. Thanh phan cong thac my pham phai
dap ung theo cac Phu luc (Annexes) - ban mai nhat caa Hiép dinh my pham
ASEAN (dia chi truy cap: www.dav.gov.vn hoac www.aseansec.org).

biéu 14. Céc thanh phan chat cam, cac thanh phan c6 quy dinh vé
gié¢l han nong dg, ham lugng va dieu kién sir dung trong cong thirc san
pham my pham

- Céc 10 chirc, ca nhan khong dugc dua ra thi truong nhitng san pham my
pham co chura:

1. Cac chat cAm st dung trong my pham véi diéu kién di kém duoc liét ké
trong Phu luc Il (Annex I1).

2. Céc thanh phan duoc liét ké trong phan thir nhat cua Phuy lyc 111 (Annex
[11), v&i nong do, ham Iuwong vurot qua gidi han hoac nam ngoai dicu kién cho
phép.

3. Céc chat mau khéc voi cac chat duoc ligt ké trong Phy luc IV (Annex
IV), phan 1, trir truong hop cac my pham chira cac chat mau véi muc dich duy
nhat dé nhuom toc.

4. Céc chét mau duoc liét ké trong Phu luc IV (Annex V), phan 1 duoc sir
dung ngoai dicu Kién da néu.

_ 5. Céc chat bao quan ndm ngoai danh myc trong Phu luc VI (Annex V1),
phan 1.

6. Céc chat bao quan duoc liét ké trong Phu luc VI (Annex V1), phan 1,
v6i ham lugng vuot qua gisi han hodc nam ngoai di€u ki¢n cho phep, tru
truong hop cac chét,néy duoc sir dung véi muc dich dac biét, khéng lién quan
den cdng dung la chat bao quan.

7. (;éc chat loc tia tar ngoai nam ngoai danh muc trong Phu luc VII (Annex
VII), phan 1.

8. Cac chat loc tia tir ngoai nam trong Phy luc VII (Annex V1), phan 1
nhung c6 ham lugng vuot qua gidi han hoac dieu kién cho phép.

Sur c6 mat cua cac chat dugc ligt ké trong Phy luc 11 (Annex II) v6i ham
luong vét van duoc chap nhan néu vi ly do k¥ thuat khong thé tranh duoc trong
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“Thuc hanh tbt san xuat my pham” va van dam bao yéu cau vé do an toan cua
my pham nhu quy dinh tai Diéu 13 cua Thong tu nay.

_ bieu 15. Nhirng san pham m§ pham chira cac thanh phén sau day thi
van dugc phép luu thong trén thi truwong
1. Cac thanh phan hoac nguyén liéu dugc lict ké trong Phu luc 111 (Annex
[11), phan 2, trong gidi han va theo nhitng dieéu kién da néu, cho dén ngay duoc
quy dinh trong cét (g) cua Phu luc nay.

2. Céc chat mau duoc liét ké trong Phu luc 1V, phan 2, trong gidi han cho
phép va trong diéu Kién dugc chap nhan, cho dén ngay duoc quy dinh trong phu
luc nay.

3. Céc chat bao quan duoc liét ké trong Phu luc VI, phan 2, trong gidi han
cho phép va trong diéu kién duoc chap nhan, cho dén ngay duoc dé Cap dén
trong cot (f) cua Phu luc nay. Tuy nhién, mot vai thanh phan trong s6 hay co
thé duoc st dung & nhirmg ham lugng khac voi muc dich cu thé, duoc thé hién
rd rang trong dang trinh bay caa san pham.

4. Céc chit loc tia tir ngoai dugc quy dinh trong phan 2 cua Phy lyc VII

(Annex VI1I), trong gisi han cho phép va trong diéu kién di quy dinh, cho dén
ngay dugc dé cap dén trong cot (f) cua Phu luc nay.

Quy glnh vé y|¢c s dqu cac chat nam trong Cac Pr)u luc (Annexes) néu
trén co thé thay doi theo quyét dinh caa Hoi dong my pham ASEAN. Cac quy
dinh nay sé tu dong duoc cap nhat va co gia tri tai Viét Nam.

ChwongV
GHI NHAN MY PHAM

bieu 16. Vi tri nhdn my pham

1. Nhan m§ pham phai duoc gén trén hang hoa, bao bi thuong pham cua
hang hoa & vi tri khi quan sat co thé nhan biet dugc dé dang, day du cac noi
dung quy dinh cua nhan ma khong phai thao roi cac chi tiet, cac phan caa hang
hoa.

2. Truong hop khong dugc hodc khong thé mé bao bi ngoai thi trén bao bi
ngoai phai cé nhan va nhén phai trinh bay day da cac ndi dung bat budc.

Piéu 17. Kich thwéc, hinh thic va ndi dung ciaa nhan
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1. To chirc, c& nhan chiu trach nhigém dua san pham my pham ra thj truong
tu xac dinh kich thuge cua nhan hang hoa my pham nhung phai bao dam thong
tin ghi trén nhan phai dé doc bang mat thuong. Noi dung cua nhan va nhan phu
(néu co) phai trung thyc, rd rang, chinh xac va phan anh ding tinh néng cta san
pham.

2. Mau sac cua chir, chir so, hinh v&, hinh anh, dau higu, ky higu trinh bay
trén nhan my pham phai r6 rang. Mau sac cua chir va so phai tuong phan véi
nén cua nhan.

bieu 18. N§i dung bat bugc phai ghi trén nhan

1. Nhan san pham my pham phai phu hop véi yéu cau ghi nhan my pham
cia ASEAN. Nhitng thdng tin sau phai duoc thé hién trén nhan san pham:

a) Tén cua san pham va chtic ning cua no, trir khi dang trinh bay san pham
da thé hién rd rang chic nang cua san pham;

b) Hudng dﬁn st dung, trir khi dang trinh bay da thé hién rd rang céach st
dung cua san pham,;

¢) Thanh phan cong thirc day du: Phai ghi ro cac thanh phan theo danh
phap quoc té quy dinh trong cac an pham mai nhat néu tai diem ¢ khoan 1 Diéu
5 cua Thong tu nay (khong phai ghi ty 1€ phan tram cua cac thanh phan);

d) Tén nudC San Xuat;

d) Tén va dia chi cua to chﬁ:c, ca nhan chiu ,tréch nhiém dua san pham ra
thi truong (ghi day du bang tiéng Viét theo Giay ching nhén dang ky kinh
doanh hoac Giay phép dau tu);

e) Dinh lugng thé hién bang khdi lwgng tinh hoic thé tich, theo hé mét
hoac ca hé mét va hé do luong Anh;

g) S6 16 san xuat;

h) Ngay san xuat hodc han dung phai duoc the hién mot cach rd rang (vi
du:  ngay/thang/nam). Cach ghi ngay phai thé hién rd rang gom thang, ndm
hodc ngay, thang, ndm theo dung thi ty. C;é thé qung tir “ngdy het han” hodc
“su dung tot nhat trude ngay”, néu can thiet co thé bod sung thém di€u kién chi
dinh can tuan thu de dam bao su on dinh cua san pham.
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~ V6i nhiing san pham c¢6 do on dinh dudi 30 thang, bat budc phai ghi ngay
héet han;

_1) Luu ¥ vé an toan khi st dung, d4c biét theo nhiing luu y nam trong cot
"Di€u kién st dung va nhiing canh bao bat bugc phai in trén nhan san pham"
duge dé cap trong cac phu luc cua Hiép dinh my pham ASEAN, nhiing than
trong nay bat bugc phai thé hién trén nhan san pham.

2. Trong trudng hop kich thuéce, dang hoac chat liéu bao géi khang thé in
dugc day du cac thong tin quy dinh tal khoan 1 biéu nay trén nhan goc, nhirng
ndi dung bat bugc nay phai duoc ghi trén nhan phu dinh kem theo san pham my
pham va trén nhan my pham phai chi ra noi ghi cac ndi dung do.

~ Céc thong tin sau day bat bugc phai dugc ghi trén nhan goc cua bao bi tryc
tiep cua san pham:

a) Tén san pham;

b) Sé 16 san xuét.

bieu 19. Ngon ngir trinh bay trén nhan my pham

Nhiing noi dung quy dinh tai Diéu 18 ciia Thong tw nay phai duoc trinh
bay bang ticng Anh hoac tieng Viét; riéng cac thong tin tai diém b, d, i khoan 1
bieu 18 phai ghi bang tieng Viét.

bieu 20. Cac ndi dung khac thé hién trén nhan my pham

To chtc, ca nhan duoc phép ghi trén nhdn m§y pham nhitng ndi dung khéc.
Nhiang ndi dung ghi thém khong duoc trai véi quy dinh cua phap luat va phai
dam bao trung thyc, chinh xac, phan anh dung ban chat cua hang hoa, khong
che khuat, khong lam sai 1&ch nhitng noi dung bat bugc ghi trén nhdn my pham.

_ Chuong VI )
QUANG CAO MY PHAM

Piéu 21. Quy dinh vé quang cdo my pham
1. Quang Cép m§ pham du.:qC thuc hién trén cac phuong tién thong tin dai
chung nhu truyén hinh, truyén thanh, trang thong tin dién ta (Internet,
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Website), sach, bao, tap chi, to roi, pano, ap phich, vat thé trén khong, vat thé
dudi nudc hoac cac phuong ti€én quang cao khac do don vi kinh doanh my
pham thuc hién hoic tai trg, uy quyén cho don vi khac thuc hién va cac hoat
dong to chac hoi thao, thong tin, giéi thiéu san pham m§ pham.

2. Cac don vi chi dugc phép quang céo, to chic hoi thao, sy kién giéi
thiéu cac san pham my pham khi c6 Phiéu tiép nhan ho so dang ky quang céo,
t6 chie hoi thao, su kién gigi thiéu my pham theo quy dinh cua phap luat.

3. Noi dung quang cdo my pham phai phu hop véi cac tai liéu chitng minh
tinh an toan va hiéu qua cua my pham va phai tuan tha theo huéng dan vé cong
bd tinh niang san pham my pham cua ASEAN.

_ Piéu 22. Ni dung quang cdo my pham, hgi thio, su kién gigi thiéu my
pham
Noi dung quang cao my pham, hoi thao, su kién gidi thiéu my pham phai
c6 du cac théng tin sau:

1. Tén my pham;

2. Tinh nang, cong dung (néu cac tinh nang, cong dung chu yéu cia my
pham néu chua thé hién trén tén cta san pham);

3. Ténva dia chi cua to chirc, c& nhan chiu trach nhiém dua san pham my
pham ra thi truong;

4. Luu y khi str dung (néu co).

bieu 23. Quang cao my pham trén phwong tién truyén hinh, truyén
thanh

Quang cao my pham trén phuong tién truyén hinh, truyén thanh thi cac
khoan 1, 3, 4 Biéu 22 phai dugc doc to, rd rang. Truong hop hién thi bang chir
trén man hinh cac ndi dung trén thi toc d6 hién thi phai phu hop va c& chix
quang cao du Ién bao dam rd rang, de doc.

Pieu 24. Quang céo trén béo chi, to roi

Quang céo trén bao chi, to roi thi cudi trang dau tién cia tai liéu quang co
my pham phai in: (a) S6 Phi€u ti€p nhan ho so dang ky quang cao cua S¢ Y t&;
b) ngay ... thang ... nam ... nhan ho so hop 1€ ghi trén Phicu tiep nhan.
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Diéu 25. Ho so diing ky quang cao m§ pham, to chikc hdi thao, sy kign
giéi thiéu my pham

1. Ho so déng ky quang cdo my pham, to chic hoi thao, sy kién gisi thiéu
my pham bao gom céc tai liéu sau:

a) Phiéu ding ky quang cdo my pham, to chac hoi thao, sy kién gisi thiéu
my pham (Phu luc s6 10-MP);

b) Ban sao Phicu cong bo san pham my pham da dwoc cap (c6 dong dau
cua to chtrc, ca nhan dang ky quang cao);

¢) Ban sao Giay ching nhan dang ky kinh doanh cua to chic, ca nhén
dang ky quang cao (c6 dong dau cua to chirc, ca nhan dang ky quang cao);

d) Thu uy quyén cua td chic, ca nhan céng bé my pham cho to chuc, ca
nhan ding ky quang céo, t6 chic hoi thao, su kién giodi thiéu my pham (truong
hop t6 chirc, ca nhan ding ky quang céo, to chirc hoi thao, su kién gidi thiéu
my pham khong phai 1a to chic, ca nhan da cong bb san pham my pham):

d) Tai liéu thuyét minh cho céc tinh niang, cong dung cua san pham trong
truong hop ndi dung quang cao, noi dung trinh bay tai hoi thao, sy kién gidi
thiéu my pham néu tinh nang, cong dung cua san pham nam ngoai ndi dung da
néu trong Phiéu cdng bd san pham my pham:

e) 02 kich ban quang céo (kich ban phai mé ta rd phan hinh anh, phan 1oi,
phan nhac du dinh s& quang c&o) hoic 02 mau quang céo du dinh s& phat hanh
(4p dung dbi véi ho so dang ky quang cdo my pham) hoic tai liéu dy dinh trung
bay, phat hanh tai hoi thao, su kién gigi thiéu my pham (4p dung ddi véi ho so
dang ky to chuc hoi thao, su kién gigi thieu my pham). Ho so phai ¢ dau giap
lai cua to chire, ca nhan ding ky quang céo, to chirc hoi thao, sy kién gidi thiéu
my pham.

2. Céch 13p ho so ding ky quang cao my pham, to chirc hoi thao, su kign
gidi thiéu my pham:

a) HO so dang ky quang cao my pham c6 thé dugc 1ap cho mat hodc nhicu
san pham, dugc quang cao trén mot hoac nhiéu phuong tién thong tin dai chung
khac nhau.

Mau quang cdo, kich ban quang cdo my pham c6 thé duogc 1ap cho mot

hoac nhiéu san pham khac nhau.
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b) Ho so ding ky t0 chirc hoi thao, sy kién gisi thigu my pham c6 thé d-
uoc lap cho mot hoac nhiéu san pham duoc to chirc tai mot hoac nhiéu dia diem
trén dia ban tinh, thanh pho.

Dieu 26. Tham quyen tiép nhan, giai quyét ho so ding ky quang céo
my pham, t6 chirc héi thao, s kién gioi thiéu my pham

1. T6 chire, ca nhan trudc khi quang cao my pham phai gui 01 bo ho so
dang ky quang cao my pham theo quy dinh hi¢n hanh vé SO Y té noi dit try so

chinh cua t6 chtc, ca nhan cong bo san pham m§ pham. Phong bi dung ho so
ghi rd "Ho so dang ky quang cao my pham".

2. To chitc, ca nhan trudc khi té chiic hoi thao, su kién gigi thiéu my
pham phai gtri 01 bo ho so theo quy dinh hién hanh vé So Y té dia phuong noi
t6 chuc hoi thao, su kién gigi thieu my pham. Phong bi dung hd so ghi 16 "Ho
so ding ky to chuc hoi thao, sy kién gigi thiéu my pham®.

3. S& Y té céc tinh, thanh phé truc thuéc Trung wong (trir cac hinh thic
quang céo thuc hién theo Théng tu lién tich sé 06/2007/TTLT/BVHTT-BYT-
BNN-BXD ngay 28/02/2007 cua lién Bo Vian hoa Thong tin, Bo Y té, Bo Nong
nghiép va Phét trién nong thon, Bo Xay dung vé viéc huéng dan thu tuc cap
gidy phép thuc hién quang céo mot cua lién thong) tiép nhan va giai quyet ho
so dang ky quang cao my pham, t6 chic hoi thao, su kién gioi thiéu my pham.

bieu 27. Trinh tw, thi tuc cap Phiéu tiép nhan hé so ding ky quang
céo, té chirc hdi thao, sw kién gi6i thiéu my pham

1. Sau khi nhan duoc ho so ding ky quang cao my pham, to chac hoi thao,
su kién giagi thieu my phém hop I¢ theo ding quy dinh cia Thong tu nay va 1€
phi theo quy dinh hién hanh, S¢ Y té giri cho don vi nop hd so ding ky mot
Phiéu tiép nhan ho so dang ky quang cao, té chuc hoi thao, su kién gidi thiéu
my pham (Phu luc s6 11-MP) kém theo mau hoic kich ban quang cao dat yeu
cau (ap dung voi ho so dang ky quang cao my pham). Ngay ghi trén Phiéu tlep
nhan ho so 1a ngay SO Y té nhan du ho so hop 18. Sau 10 ngay lam viéc, ké tur
ngay nhan dugc hd so, néu S¢'Y té khdng ¢ vin ban yéu cau stra ddi, bd sung
thi don vi dugc quyén quang cdo, to chac hoi thao, su kién gidi thiéu m§ pham
theo dung nd1 dung da dang ky.
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2. Truong hop ho so chua hop 1€ theo quy dinh cua Thong tu nay thi S¢ Y
teé c6 van ban thong bao cho don vi bo sung, hoan chinh ho so.

a) Trong vin ban phai néu cu thé, chi tiét nhitng tai liéu va noi dung can
stra doi, bo sung.

b) Pon vi phai stra d6i, bo sung theo dung nhitng ndi dung duoc néu trong
van ban yéu cau stra d6i, bo sung va giri vé S¢ Y té. Khi don vi bd sung da ho
so thi S& Y té gui mot Phiéu tiép nhan ho so, ngay ghi trén Phiéu tiép nhan ho
so 1a ngay So Y té nhan duoc ho so bo sung hop 18 theo yéu cau. Sau 10 ngay
lam viéc, ké tir ngay nhan duoc nodi dung quang cao di sira d6i, bo sung néu So
Y té khéng c6 van ban yéu cau sira ddi, bo sung thi don vi duoc quang céo, to
chtrc hoi thao, su kién gidi thiéu my pham nhu ndi dung da sira doi.

¢) Truong hop hd so bo sung khong dap tmg theo dung nhiing ndi dung
dugc néu trong vin ban yéu cau sira doi, bo sung thi S¢ Y té s& thong bao cho
don vi khong dugc quang cdo, té chicc hoi thao, su kién gioi thigu my pham
theo ndi dung dé dang ky. Trong truong hop nay, néu don vi muén tiép tuc
quang cdo, to chirc hoi thao, su kién gidi thiéu m§y pham phai nop ho so; trinh
tu dang ky va tham dinh ho so dugc thuc hién lai tir dau va phai nop 1€ phi theo
quy dinh.

~d) Trong thoi gian 02 thang, ke tir ngay So' Y té c6 van ban giri don vi nop
hc} so nhiing noi dung can bo sung, néu So Y té khf)ng phan duoc van ban kem
ho so b sung thi ho so dang ky quang cao my pham, t6 chuc hoi thao, sy kién
gidi thiéu my pham da ndp khong con gia tri.
bieu 28. Phi tham dinh ni dung thong tin, quang cao

1. Phi tham dinh ndi dung quang cdo my pham cho mét hé so thuc hién
theo quy dinh hién hanh dugc tinh theo san pham twong ting véi 01 Phiéu cong
b6 san pham my pham da duoc cap so6 tiép nhan (khdng phu thudc vao cac
phuong tién thong tin dai ching sir dung dé quang céo).

2. Phi tham dinh hé so to chic hoi thao, su kién gisi thiéu my pham (Phi
tham dinh noi dung théng tin, quang cao) thuc hién theo quy dinh hién hanh
duoc tinh theo san pham tuong ¢ng vai 01 Phiéu céng bé san pham my pham
da duogc cap so tiép nhan (khéng phu thudc so lan to chac va dia diém to chic
hoi thao, sy kién gisi thiéu my pham).
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biéu 29. Quang cao my pham tai dia phwong khac

Sau khi nhan dugc Phiéu tiép nhan ho so ding ky quang cdo my pham,
don vi mudn quang céo trén cac phuong tién quang céo thudc dia phuong khac
noi giri ho so ding ky quang céo thi phai giri théng bao bang vin ban kém theo
ban sao c6 ching thuc hop I& Phiéu tiép nhan hé so ding ky quang cdo my
pham va toan bo ndi dung quang céo c6 lién quan da dang ky (kich ban hoic
mAau quang cdo) cho S¢ Y té dia phuong noi du dinh tién hanh quang cao trudc
khi tién hanh quang céo it nhat 03 ngay lam viéc.

Diéu 30. Thay doi, bo sung ndi dung quang céo, to chirc hdi théo, su
kién gidéi thiéu my pham

1. Bon vi ding ky quang céo, to chuc hoi thao, sy kién gisi thiéu my pham
phai nop ho so dang ky bo sung t61 S¢ Y t€ noi cap Phi€u tiép nhan ho so khi
cé thay doi mot trong cac noi dung sau:

a) Tén, dia chi cua tf} ch}’rc, c,é nhan chiu trach nhiém dua san pham ra thi
truong ma khong thay doi s6 Glay chiing nhan dang ky kinh doanh hodac s6
Giay chung nhan dau tu;

b) Tén, dia chi cua don vi dang ky quang cao, t6 chic hoi thao, sy kién
gioi thigu my pham ma khong thay d6i s6 Giay chuing nhan dang ky kinh doanh
hoac sé Gidy chiing nhan dau tu;

~ ¢) bia diém, thoi gian chinh thuc to chiic hoi thao, sy kién gisi thigu my
pham so véi du kién da dang ky.

2. HO so b sung bao gom: Vin ban dé nghi thay doi, bo sung va tai ligu
c6 lién quan dén noi dung thay doi, bo sung.

3. Nhimg thay doi, bo sung khac ngoai cac noi dung néu tai khoan 1 Diéu
ndy, don vi dang ky quang cao, to chuc hdi thao, sy kién gidi thieu my pham
phai tién hanh dang ky méi theo quy dinh.

4. S6 Y té c6 trach nhiém giai quyét ho so bo sung trong vong 10 ngay
lam viéc ké tir ngay nhan du ho so hop 1€.

_ Piéu 31. Cac trudng hep hét higu lyc cha ndi dung quing cao my
pham, to chac héi thao, sw kién gidi thiéu my pham
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~ 1. Noi dung quang cdo my pham, to chirc hoi thao, sy kién gisi thigu my
pham hét gia tri trong cac truong hop sau:

") My pham c6 s6 dang ky luu hanh, so Phieu tiép nhan ban cang bo tiéu
chuan chat luong my pham, so tiép nhan Phiéu cong bo san pham my pham da
hét gia tri.

b) My pham bi co quan quan ly nha nuéc c6 tham quyen khuyén céo
ngung st dung hoac bi thu hoi san pham.

¢) C6 nhiing thay doi vé thdng tin anh huong dén tinh an toan va chat
lugng cua my pham.

2. Bon vi ¢6 ngi dung quang cdo my pham, to chirc hoi thao, sy kién gioi
thiéu my pham da het gia tri cd trach nhiém thong bao cho cac co quan c6 lién
quan, nguoi phat hanh quang cdo dé ngung ngay viéc phat hanh thong tin,
quang cao my pham do.

Chuong VII
XUAT KHAU, NHAP KHAU MY PHAM

bicu 32. Xuat khau my pham

Viéc xuat khau my pham thuc hién tai co quan Hai quan theo quy dinh
phap luat hién hanh va cac yéu cau ciaa nudc nhap khau.

biéu 33. Ho so, tha tuc cap Giay chiang nhén luu hanh ty do (CFS)
ddi véi my pham san xuat trong nwée dé xuat khau

1. Ho so dé nghi cap CFS bao gom:

a) Pon de nghi cap CFS (Phu lyc IV cua Quyét dinh s6 10/2010/QD-TTg
ngay 10/02/2010 cua Thu tudng Chinh pha quy dinh Giay chang nhan luu hanh
tu do doi véi san pham, hang hoa xuat khau va nhap khau) duoc ké khai hoan
chinh va hop 1§;

_b) Ban sao Phicu cong bo san pham my pham da dugc co quan c6 tham
guyén cap so tiép nhan (ban sao c6 dong dau cua thuwong nhan dé nghi cap
CFS).
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2. Viéc cap Giay chang nhan luu hanh tu do (CFS) ddi v&i my pham san
Xuat trong nudc dé xuat khau thuc hién theo quy dinh tai Chuong II Quyét dinh
s6 10/2010/QD-TTg ngay 10/02/2010 cua Tha twéng Chinh phu quy dinh Giay
chitng nhan luu hanh tuy do doi véi san pham, hang héa xuat khau va nhap
khau, ngoai ra:

a) My pham san xuat trong nudc dé xuat khau dugc cap CFS khi san pham
da dugc co quan quan ly nha nudc cd tham quyén cap so tiep nhan Phiéu cong
bo san pham my pham.

b) Thuong nhén Xllél!: khau phai ding k}’/,hé so thuong nhén tai S6'Y té noi
dat co s¢ san xuat my pham va lam thu tuc cap CFS doi voi hang hoa my pham
xuat khau.

~ ¢) Mbi CFS dugc cap cho 01 hoac nhieu san pham (mau CFS theo Phy luc
s0 12-MP) va c0 gia tri hiéu luc trong vong 02 nam k¢ tir ngay cap.

3. Phi, 1& phi cap CFS thyc hién theo quy dinh hién hanh (Phi, I& phi cap
CFS tinh theo san pham tng v&i 01 Phi€u cong bo san pham my pham déa dugc
cap so tiep nhan).

4. S& Y té cac tinh, thanh phé truc thudc Trung wong 13 co quan cé tham
quyén cap va quan ly CFS doi voi my pham xuat khau dugc san xuat trén dia
ban (noi dat co s san xuat my pham).

biéu 34. Ho so, thi tuc cap Glay chiang nhin co s¢ dap ang cac
nguyén tac, tiéu chuan "Thuc hanh tét san xuat my pham caa Hiép ho
cac nwée Pong Nam A (CGMP-ASEAN) phuc vu cho nhu cau xuat khau

1. Bon vi san xuat ¢6 nhu cau cap Gidy chimg nhan co s¢ dap ng céac
nguyen tac, tieu chuan “Thyc hanh t6t san xuat my pham” cua Hiép hoi cac
nudec Dong Nam A (CGMP-ASEAN) d€ phuc vu cho xuat khau gui h6 so dang
ky kiém tra vé Cuc Quan ly duoc - Bo Y t€. HO so bao gom:

a) Phiéu dang ky kiém tra “Thyc hanh t6t san xuat m§ pham” (Phuy luc s6
13-MP);

b) Ban sao Giay ding ky kinh doanh hoic Giay phép dau tu;

¢) So dd t6 chirc va nhan su cta co sé (so do to chirc phai thé hién rd tén,
chirc danh, trinh d6 chuyén mon ky thuat caa cac can bo phu trach cac bo

phan), quéa trinh cong tac va kinh nghiém trong linh vuc dugc phan cong cua
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cac can bo phu trach cac bo phan (san xuat, kiém tra chat luong, dam bao chat
lugng, nha kho);

~d) Chuong trinh tap huén, danh gia két qua tap huan “Thyc hanh tot san
xuat my pham” tai don vi;

d) So do vi tri va thiét ké ciia nha may (bao gom: so do mat bang tong thé;
so d6 duodng di cua cong nhan; so d6 dudng di cua nguyeén liéu, bao bi, ban
thanh pham, thanh pham; so @6 hé thong xtr ly chat thai);

e) Danh muc thiét bi hién c6 cua nha méy (bao gom thict bi san xuat va
thlet bi kiém tra chat lwgng my pham) phai thé hién duoc tén thiét bi, nam san
XUAt, nudc san Xuat va tinh trang cua thiét bi;

g) Danh myc cic mat hang dang san xuét hoac dy kién san xuat (ghi rd
dang san pham);

h) Bién ban ty thanh tra “Thyuc hanh tot san xuat my pham” (Bién ban tu
thanh tra phai thé hién ré thoi gian thanh tra, thanh phan doan ty thanh tra, muc
tiéu tu thanh tra, két qua tu thanh tra va cac dé xuat thoi gian va bién phap khac
phuc c4c ton tai).

2. Tham quyén tiép nhan va giai quyét ho so:

Cuc Quan Iy duoc - BO Y té c6 trach nhiém xem xét ho so, 1én ké hoach
va ra quyet dinh thanh lap doan kiém tra, thong bao cho co s¢ it nhat 10 ngay
trudc khi tien hanh kiem tra.

3. Glay chang nhan co s¢ dap ung cac nguyén tac tiéu chuan "Thuc hanh
t6t san xuat my pham" cé gia tri 03 nam ké tir ngay cap.

4. Don vi san Xuat (goi ta,t la co s dang ky GMP) phai nop phi tham dinh
tiéu chuan va dieu kién san xuat my pham theo quy dinh hi¢n hanh.

bieu 35. Nhap khau my pham

1. Céc san pham my pham da duoc Cuc Quan Iy duoc - BO Y té cap $o

tiép nhan Phiéu cong bo san pham my pham con hiéu luc duoc phép nhap khau
vao Viét Nam. Tha tuc nhap khau tbuc hién tai co quan Héi quan theo quy dinh
hién hanh. Khi lam thu tuc nhap khau, doanh nghi¢p xuat trinh véi co quan Hai
quan Phiéu cong b6 san pham my pham da dugc Cuc Quan ly dugc - B Y t€
cap so tiep nhan.
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2. Nhap khau m§ pham trong mét s6 truong hop dac biét (khong bat bugc
phai thuc hién cong bo san pham my pham theo quy dinh ctia Thong tu nay):

a) To churc, c& nhan nhap khau my pham dé nghién ctu, kiém nghiém phai
gui don hang nhap khau my pham dung cho nghién cau, kiém nghiém t6i Cuc
Quan 1}’1~du:qc - Bo Y te& (Phu luc s6 14-MP). S6 luong toi da cho moi san pham
la 10 mau.

Pon hang nhap khau my pham ding cho nghién ctu, kiém nghiém duoc
lam thanh 03 ban. Sau khi duoc phé duyét, 02 bé’m,du’(yc luru tai Cuc Quan ly
dugc, 01 ban gui don vi. Ban guri don vi c6 dong dau “Ban gui doanh nghiép”
de trinh co quan Hai quan khi lam thu tuc thong quan.

Cac san pham m¥ pham nhap khau dé nghién ctu, kiém nghiém phai duoc
st dung ding muc dich, khong dugc phép dua ra luu thong trén thi truong.

~ b) To chuc, ¢& nhan nhan my pham la qua biéu, qua tang lam thu tuc nhap
khau tai co quan Hai quan theo quy dinh. Tong tri gia moi 1an nhan khong vuot
qua dinh mirc hang héa duoc mien thue theo quy dinh hién hanh.

Cac mau my pham nhap khau 1a qua biéu, qua ting khong duoc phép dua
ra luu thong trén thi truong.

¢) To chirc, c& nhan nhap khau my pham dé trung bay tai hoi chg, tricn
lam va cac truong hop tam nhép tai xuat khac phai lam thu tuc xin cap giay
phep tam nhap tai xuat cia B Cong Thuong theo quy dinh hién hanh.

’ i ) Chu’p’ng VIII '
LAY MAU MY PHAM PE KIEM TRA CHAT LUONG

Piéu 36. Nguyén tic lay mau

1. Lay mau m§ pham dé kiém tra hoic giam sat chat luong theo nguyén
tac lay mau ngau nhién va phai lay mau & nhirng vi tri khac nhau cuaa 16 hang.

2. Lugng mau can lay dé phan tich va dé luu cin cir vao yéu cau kiem tra,
tiéu chuan chat luong, phuong phap thir nhung it nhat phai da cho ba lan phan
tich hoac phai du de thuc hién phép thir dam bao thu dugc két qua chinh xac va
tin cay.
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3. C4c mau phan tich va mau luu phai duoc cho vao d6 dung, han kin va
dan nhan. Nhan cua do dung mau phai ghi rd tén san pham, tén t6 chuc, ca
nhan chiu trach nhiém dua san pham ra thi truong, so6 16 san xuat, han dung, noi
lay mau, ngay lay mau.

4. Lp bién ban lay mau my pham theo mau Phy lyc so 09-MP: Bién ban
lay mau my pham phai ghi rd tén san pham, so 16 san xuat, ngay lay mau, dia
diem lay mau, ghi chép vé nhirng bat thuong ctua qué trinh lay mau, tén va chi
Ky ctia nguoi lay mau, dai dién co sé dugc lay mau, ngudoi chiang kién (khi can
thi¢t). Bién ban duoc lam 7thanh 03 ban: mot ban Iuu tai co s¢ dugc lay mau,
mot ban luu tai co quan kiem nghiém, mot ban luu tai co quan quan ly kiem tra
chat lwgng my pham.

biéu 37. Quyén han va trach nhiém cia nguoi lay miu

1. Xuat trinh thé thanh tra vién hoac kiém soat vién chat luong hoac glay

gidi thiéu hoac quyet dinh thanh 1ap doan kiém tra do thi trudong co quan kiém
tra chat lugng my pham ky khi thi hanh nhiém vu.

2. Y&u cau co s¢ c6 mau xuat trinh cac ho so, tai liéu, lién quan dén nguon
goC s6 luong, Chat luong cua 10 my. pham dugc Iay mau, dua ra phuong an lay
mau, so lugng mau phan tich va mau luu dugc lay caa 16 my pham trong qué
trinh 1ay mau.

3. Kiém tra, lay mau bat ky bao goi nao trong 16 my pham khi c6 nghi ngo
vé chat luong, tinh an toan cua san pham.

4. Chiu trach nhiém truéc phap luat vé céc thao tac k§ thuat, thu tuc phap
ly trong qué trinh lay mau, van chuyén va ban giao mau cho co quan kiém
nghiém.

biéu 38. Van chuyén va ban giao miu

1. Sau khi hoan tat viéc lay mau, nguoi lay mau phai chuyén cac mau da
lay kem bién ban lay mau my pham va ban giao ngay cho co quan kiém
nghiém. Truong hop dac biét, mau co thé gui dén co quan kiém nghiém qua
duong buu dign.

2. M\?lu m§ pham da 1ay phai dugc dong goi trong bao goi phu hop va van
chuyén bang phuong tién thich hop d€ dam bao mau duoc bao quan theo dung
quy dinh, tranh hu hong, @6 vo trong qué trinh van chuyén.
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bieu 39. Két luan két qua kiém tra chat lwong cac mau my pham

1. Cac mau my pham do cac co quan nha nudc c6 tham quyén vé kiém tra
chat lugng lay mau dam bao tinh dai dién cho ca 16 my pham va duogc tién hanh
phan tich tai cac phong thir nghiém dugc cdng nhan thi két luan két qua kiém
tra chat luong cé gia tri phap 1y dbi véi ca 16 my pham.

2. Cac mau my pham do t6 chuc, ca nhan gui tdi co quan kiém tra chat |-
uong cua nha nudc dé xac dinh chat luong thi ket luan két qua kiém tra chat I-
uong chi co gia tri phap 1y doi véi mau gui toi.

bieu 40. Kinh phi lay mau my pham va kiém nghiém xac dinh chat
lwgng my pham

1. Kinh phi lay mau va kinh phi kiém nghiém mau my pham dé kiém tra
chat luong trong san xuat, pha ché va luu thong trén thi trudng do co quan kiém
tra chat lugng quyét dinh viéc lay mau va kiém nghiém mau chi tra theo quy
dinh tai Thong tu lién tich s6 28/2010/TTLT-BTC-BKHCN ngay 03/3/2010
cua lién bo Tai chinh va Khoa hoc va Céng nghé huéng dan quan 1y va sir dung
kinh phi d6i v&i hoat dong kiém tra nha nudc vé chat luong san pham, hang
hoa.

2. Trong truong hop mau my pham kiém nghiém duogc co quan kiém tra
chat lugng my pham két luan khong dat tiéu chuan chat lugng, t6 chirc, ca nhan
chiu trach nhiém dua san pham ra thi truong phai hoan tra toan bo kinh phi lay
mau va kinh phi kiém nghiém mau my pham cho co quan kiém tra chat luong
theo quy dinh tai cac Biéu 10, Piéu 12, Piéu 14, Piéu 16 va biéu 41 cua Luat
Chat luong san pham, hang hoéa nam 2007, Thong tu li€n tich sb
28/2010/TTLT-BTC-BKHCN ngay 03/3/2010 cua lién bo Tai chinh va Khoa
hoc va Cong nghé huéng dan quan Iy va s dung kinh phi déi véi hoat dong
kiém tra nha nudc vé chat luong san pham, hang hoéa va cac van ban quy pham
phap luat co lién quan.

3. Truong hop my pham bi khiéu nai, t6 céo vé chat luong ma co quan
kiém tra két luan viéc khiéu nai, to cdo vé chat luong my pham khong dung thi
nguoi khiéu nai, to c4o phai thanh toan hoan tra chi phi lay mau va chi phi phan
tich, kiém nghiém mau m§ pham cho co quan kiém tra quy dinh tai khoan 1
Diéu nay.
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4. Kinh phi lay mau m§ pham dé kiém tra chat luong, kinh phi kiém
nghiém mau my pham duogc bé tri trong du toan kinh phi hoat dong cua co
quan kiém tra chat luong nha nudc veé m§/ pham theo quy dinh tai Thong tu lién
tich s6 28/2010/TTLT-BTC-BKHCN ngay 03/3/2010 cua lién bd Tai chinh va
Khoa hgc va Cong ngh¢ hudéng dan quan 1y va si dung kinh phi d6i vai hoat
dong kiém tra nha nudc vé chat lugng san pham, hang hoa.

) ChwongIX
KIEM TRA, THANH TRA VA XU LY VI PHAM

Picu 41. Kiém tra nha nwéc vé chat lwong my pham
1. Co quan kiém tra chat lugng my pham:

a) Co quan kiém tra chat luong my pham ¢ Trung wong 1a Cuc Quan ly
duoc - B Y té. Cuc Quan 1y duoc chi dao hé thong kiém nghiém trén pham vi
toan qudc. Trong hoat dong Kiém tra nha nudc vé chat luong my pham, Cuc
Quan 1y dugc phdi hop véi Thanh tra Bo Y té, Vién Kiém nghiém thudc Trung
wong, Vién Kiém nghiém thudc thanh phé H6 Chi Minh, S& Y té cac tinh,
thanh phd truc thuéc Trung wong trién khai va gidm sat cac hoat dong vé hau
mai d6i Vi cac san pham my pham.

Trén co so két qua kiém nghiém my pham cua cac co quan kiém nghiém
nha nudc, Cuc Quan 1y duoc - Bo Y té 1a co quan két luan chat luong my pham
trén pham vi toan quéc.

b) Co quan kiém tra chat lugng my pham & dia phuong 1a So Y té tinh,
thanh phé truc thudc Trung wong. SO Y té cac tinh, thanh phd Trung wong to
chtc trién khai cac hoat dong vé hau mai doi voi my pham san xuét trong nudc,
m§ pham nhap khau luu théng trén dia ban va xir 1y cac van dé vé chat luong
m§ pham theo quy dinh cua phap luat. Theo ddi, thong ké tinh hinh quan Iy
chat lugng my pham tai dia phuong.

Két luan chat lugng my pham trén co s¢ két qua kiém nghiém my pham
cua co sé Kiem nghiém nha nuéc vé my pham tai dia phuong.
2. Hé thong kiém nghiém ctia nha nudc vé my pham bao gom:
a) O Trung wong: Vién Kiém nghiém thuoc Trung wong, Vién Kiem
nghiém thuoc thanh pho H6 Chi Minh;
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b) O dia phwong: Trung tdm kiém nghiém thuoc va my pham céc tinh,
thanh pho truc thudc Trung wong.

3. Thu trudng cac co quan kiém nghiém chat lugng my pham chiu tréch
nhiém vé ket luan két qua kiém tra chat lwong my pham trudc phap luat.

Piéu 42. Hinh thic kiém tra, thanh tra

1. Kiém tra, thanh tra dinh ky: Kiém tra, thanh tra dinh ky s& dugc co quan
c6 tham quyén thong bao trude cho don vi dugc kiém tra d€ don vi chuan bi vé
viéc thanh tra trudce khi tién hanh hoat dong kiém tra, thanh tra.

2. Kiém tra, thanh tra ¢t xuat: Kiém tra, thanh tra dot xuat khi phat hién
nhitng san pham khong dat chat lugng, khong tuan tha quy dinh luu thong trén
thi treong hodc do cac khiéu nai cua khach hang. Trong trudng hop khan cap,
co quan c6 tham quyén c6 quyén kiém tra, thanh tra khéng can bao trudc.

bieu 43. Noi dung kiém tra, thanh tra

~ 1. Kiem tra, thanh tra viéc chap hanh phéap luat vé san xuét, budn ban my
pham:

~ @) Viéc tuan thu cac nguyén tac, tiéu chuan "Thyc hanh tot san xuat my
pham” cua Hi¢p hoi cac nude Bong Nam A (CGMP-ASEAN) hodc tuong
duong duoc Ho1 dong my pham ASEAN thira nhan;

b) Ghi nhan my pham:;
c) Ho so thong tin san pham (PIF) theo quy dinh caa ASEAN;
d) Quang c&o my pham.

2. Kiém tra, thanh tra viéc giai quyét tranh chap, khiéu nai, t6 céo vé chat
lrong va cac noi dung khac lién quan den my pham (néu co).

3. Kiém tra, thanh tra viéc thuc hién thong béo thu hoi my pham theo quy
dinh (néu co).
bieu 44. Thir tw wu tién trong kiém tra giam sat hau mai

Viéc kiém tra, thanh tra giam sat hau mai m§ pham can tap trung tai cac
don vi nhap khau, phan phoi, san xuat. Thir tu vu tién trong viéc kiém tra giam
sat hau mai my pham dua vao loai san pham, nguon goc xuat xtr, nhan hang,
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thuong higu cdng ty, thanh phan cdng thirc san pham theo huéng dan cua
ASEAN ve kiem tra giam sat hau mai (Phu luc so6 08-MP).

Picu 45. Pinh chi lwu hanh va thu héi my pham

1. My pham bi dinh chi lvu hanh va thu hoi khi xay ra mot trong céc tr-
uong hop sau:

a) My pham luu thong khi chua dugce co quan quan 1y nha nudc co tham
quyeén cap so tiép nhan Phiéu cong b6 san pham my pham;

b) My pham khong dat chat luong, khong an toan cho ngudi st dung;

¢) My pham lru thong c6 cong thitc khong dung nhu ho so da céng bo;

~d) My pham luu thong c6 chira thanh phan chat cam st dung trong my

pham, cac chat c6 nong do, ham luong vuot qua gidgi han cho phép;

d) My pham luu thong c6 nhan ghi cong dung khong phu hop Vi ho so
cong bo hoic khong dap ing quy dinh vé ghi nhan san pham caa Théng tu nay,
tly muc d6 vi pham c6 thé bi dinh chi luu hanh va thu hoi;

e) My pham lvu thong duoc san xuat tai co sé khong dap wng nguyén tac,
tiéu chuan "Thuc hanh tot san xuat my pham™ cua Hi€p hdi cac nudc Dong
Nam A (CGMP-ASEAN) hoéc tuong duong dugc Hoi dong my pham ASEAN
thtra nhan, tuy mic d@o vi pham co thé bi dinh chi Ivu hanh va thu hoi;

g) My pham hét han st dung hodc qua thoi han theo khuyén céo cua nha
san xuat;

h) My pham gia, nhap lau, khdng rd nguon goc, xuat xa, my pham khéng
con nguyén ven bao bi;

i) My pham do t6 chic, c& nhan chiu trach nhiém dua san pham ra thi tr-
uong ¢ van ban thu hoi tu nguyén.

2. Tham quyén ra quyét dinh thu hdi my pham vi pham:

a) Cuc Quan ly duoc - B Y té ra quyét dinh thu hoi my pham vi pham
trong pham vi toan quoc.

~ b) S& Y té tinh, thanh pho tryc thuoc Trung wong, Ban Quan ly Khu kinh
té cua khau Moc Bai (tinh Tay Ninh), Ban Quan ly Khu kinh t€ tinh Quang Tri
thuc hién théng bao cua Cuc Quan 1y dugc - Bo Y teé vé thu hoi my pham vi
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pham theo quy dinh cta phap luat trén dia ban va béo céo vé Cuc Quan ly
duoc.

Pieu 46. Thu hoi so tiép nhan Phiéu cong bd san pham m§ pham

1. S6 tiép nhan Phiéu céng bo san pham my pham bi thu hoi khi xay ra
mot trong cac truong hop sau:

a) My pham lru thong c6 2 16 khong dat chat luong do co quan quan 1y
nha nuéc vé chat luong my pham két luan;

b) M§ pham luu thong cé cong thire khong diing nhu ho so dd cong bo;

¢) My pham luu thong c6 nhan ghi sai 1éch nguon goc, Xuat Xu;

d) My pham luu théng c6 nhan ghi sai 1éch ban chat tinh niang von c6 cua
san pham;

d) M¥ pham khong an toan cho ngudi st dung;

~ €) My pham lyu théng c6 chira thanh phan chat cam su dung trong my
pham, cac chat c6 nong do, ham lueong vuot qua gidi han cho phép;

9) My pham bi cac co quan nha nuéc ¢6 tham quyén két luan 1a vi pham
quyén s hitu tri tué hoic mao nhan caa san pham khac di dugc phép luu hanh;

h) M§ pham bi cam luu hanh & nudc sé tai;

) To chic, ca nhan dua san pham ra thi trudng c6 van ban dé nghi thu hoi
so tiep nhan Phiéu cong bo san pham my pham;

k) Khong co6 Ho so thong tin san pham (PIF) xuat trinh cho co quan ¢
tham quyén theo quy dinh tai Bi¢u 12 ctia Thong tu nay;

1) Gia mao tai liéu, st dung con dau gia hoc gia mao chit ky, dau cia co
quan chic nang Viét Nam hoac nudc ngoai, cua nha san xuat hoac chu s¢ hiu
san pham;

m) Ké khai khéng trung thuc cac néi dung trong Phiéu céng bé san pham
my pham.

2. Tham quyén ra quyét dinh thu hoi sé tiép nhan Phiéu cong bo san pham
my pham:
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a) Cuc Quan ly dugc - Bo Y té ra quyét dinh thu héi sb tlep nhan Phiéu
cong bd san pham san xuat trong nudc do Cuc Quan 1y dugc cap s6 tiép nhan
trudc ngay 25/4/2009, my pham nhap khau trong pham vi toan quéc.

~ b) SV té tinh, thanh pho truc thudc Trung wong ra quyét dinh thu hoi s
tiép nhan Phiéu cong bo san phdm my pham san xuat tai dia phuong do don vi
minh cap.

¢) Ban Quan Iy Khu kinh té cira khau Moc Bai (tinh Tay Ninh), Ban Quan

ly Khu kinh té tinh Quang Tri ra quyet dinh thu hoi sé tiép nhan Phiéu cong bo
san pham m§ pham do don vi minh cap.

Piéu 47. Cac trwong hep tam ngung tiép nhan ho so cong bo san
pham my pham, ho so dang ky quang cao my pham, té chirc hi thao, sw
kién giéi thiéu my pham

1. Co quan quan ly nha nudc c6 tham quyén s& tam nging xem xét va tiép
nhan ho so cong bo san pham my pham 06 thang doi véi cac to chirc, ca nhan
c6 mot trong cac hanh vi sau:

a) Kinh doanh my pham nhap lau, my pham gia, khéng rd ngudn goc, xuat
XU;

_b) Kinh doanh my pham chua dugc co quan quan 1y nha nudc co tham
quyén cap s tiép nhan Phiéu cong bb san pham my pham:;

c) Khong thyc hi¢n thu hoi my pham vi pham theo théng bao cta co quan
nha nudc co tham quyén;

d) San xuét, kinh doanh my pham tai co s¢ khong tuan thi cac nguyén tac,
tieu chuan "Thuc hanh tot san xuat my pham™ cua Hi€p hdi cac nude Bong
Nam A (CGMP-ASEAN) hoac tuong duwong dugc Hoi dong my pham ASEAN
thura nhan;

d) San xuat, kinh doanh my pham c6 thanh phan chat cam su dung trong
my pham hodc vuot qua gisi han cho phép doi véi cac chat c6 quy dinh gidi
han nong @9, ham lugng sir dung theo quy dinh hién hanh cua phap luat;

~€) Sir dung nguyén ligu san xuat my pham da bi nu6c san xuét cong bo
cam luu thong trén thi truong;
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g) Nhap khau, kinh doanh my pham hoic nguyén liéu san xuat my pham
da bi nudc san xuat cong bd cam luu thong trén thi truong;

h) San xuat, kinh doanh m§ pham c6 cong thiec khong dung nhu ho so
cong bo;

) Gia mao tai liéu, sir dung con dau gia hodc gia mao chit ky, dau cua co
quan chic nang Viét Nam hoac nudc ngoai, cua nha san xuat hoac chu s¢ hiu
san pham;

k) K& khai khong trung thuc cac ngi dung trong Phicu cng bo san pham
my pham;

) Khéng c6 Ho so thong tin san pham (PIF) luu tai doanh nghiép theo quy
dinh.

2. Co quan quan ly nha nudc ¢ tham quyen s& tam ngimg xem xét va tiep
nhan ho so dang ky quang cao my pham, to6 chirc hoi thao, su kién gidi thiéu
my pham 06 thang doi vai to chire, ca nhan cd mot trong cac hanh vi sau:

a) Quang cao my pham, to chic hoi thao, su kién giéi thiéu my pham khi
chua c6 Phiéu tiép nhan ho so ding ky quang cdo my pham, to chic hoi thao,
su kién giéi thieu my pham do co quan quan ly nha nudc c6 tham quyén cap
theo quy dinh cua phap luat;

~ b) Quang cdo my pham hodc to chirc hgi thao, su kién gici thigu my pham
doi vai cac san pham my pham chua dugc cap so tiep nhan Phiéu cong bo san
pham my pham;

¢) Quang cdo my pham c6 thé lam cho ngudi tiéu ding hiéu nham san
pham d6 1a thubc; quang cdo my pham co st dung danh nghia, biéu tugng, hinh
anh, thu tin cua to chirc y, duogc, cua can bo y té; quang cdo my pham néu tinh
nang cong dung chua du co sé khoa hoc.

3. Co quan quan ly nha nuéc co tham quyén s& xem xét tam ngung tlep
nhan ho so cong bd san pham my pham, ho so dang ky quang cao my pham, to
chtrc hoi thao, su kién gigi thieu my pham d6i voi té chiic, ca nhan khéng nop
bao co két qua hoat dong san xuat kinh doanh hang nim theo quy dinh.

Hét thoi han tam ngirng xem Xét, tiép nhan hé so, sau khi don vi da khac
phuc day du cac vi pham va co bao cdo, co quan quan ly nha nudc co tham

quyén sé& tiép tuc xem xét, tiép nhan ho so cong bd san pham my pham, ho so
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ding ky quang c&o my pham, t6 chirc hoi thao, sy kién gici thi¢u san pham my
pham cua don vi.

) . ) Qhuo‘n,gX ) . ) A )
TRACH NHI]E;M CUA T(_) CHQ’C, CA‘NHAI?\I SAN XQAT, JBUOI}I BAN,
NHAP KHAU MY PHAM VA QUYEN CUA NGUOI TIEU DUNG

bieu 48. Trach nhiém cia té chirc, cd nhan san xuat, budn ban, nhap
khau my pham dé luu thong trén thi trwong Viét Nam

1. T6 chirc, ca nhan chiu trach nhiém dwa san pham my pham ra thi truong
phai chiu hoan toan trach nhiém vé cac noi dung ké khai trong Phiéu cong bd
san pham my pham, chiu hoan toan trach nhiém vé tinh an toan, hiéu qua va
chat luong san pham, dam bao rang san pham dua ra luu thong dap ung tat ca
cac yéu cau caa Hiép dinh my pham ASEAN va cac Phu luc kém theo.

2. T chic, ca nhan dwa san pham my pham luu hanh trén thi truong c6
trach nhiém theo ddi, phat hién va thu hoi ngay my pham khong dat tiéu chuan
chat lugng, thyc hién thong béo thu hoi cua co quan quan 1y nha nudc cé tham
quyén, bao cdo vé viéc thu hoi my pham gui co quan nha nudc co tham quyen
giai quyét kip thoi khiéu nai cua khach hang vé chat luong my pham, boi
thuong thiét hai cho khach hang theo quy dinh cua phép luat. Bong thoi, phai
hoan tra lai tién cho ngudi mua hang va cac chi phi phat sinh trong qué trinh
bao quan, van chuyén, luu théng san pham.

3. Truong hop phat hién nhiing tac dung phu tram trong anh hudéng dén
tinh mang nguoi tiéu ding do chat lwong san pham my pham, t6 chac va céa
nhan dua san pham ra thi truong phai bao cdo toi Cuc Quan 1y duoc - Bo Y té
trong vong 07 ngay ké tir ngay nhan duge thong tin dau tién vé tac dung phu
nay theo mau tai Phu luc s6 18-MP. Bao céo chi tiét vé tac dung phu tram trong
nay phai duoc giri vé Cuc Quan 1y duoc - Bo Y té trong vong 08 ngay tiép theo.

4. T6 chire, ca nhan chiu trach nhiém dwa san pham ra thi truong phai luu
giit HO so thong tin san pham (PIF) trong thoi gian t6i thiéu 03 nam ké tir khi 16
san xuat cudi cung duoc dua ra thi truong va xuat trinh khi co quan churc ning
kiém tra, thanh tra yéu cau.
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5. Céac don vi san xuat my pham phai trién khai ap dung va dap ung cac
nguyén tac, tiu chuan "Thuc hanh tét san xuat my pham" cua Hiép hoi cac
nude Pong Nam A (CGMP-ASEAN).

6. To chuc, ca nhan kinh doanh my pham phai thuc hién cac yéu cau cua
co quan nha nuéc cO tham quyén trong viéc kiém tra, thanh tra vé chat luong
my pham, thu héi my pham vi pham va dugc quyén khiéu nai vé két luan va
hinh thire xir Iy vi pham theo quy dinh ctia phap luat vé khiéu nai, t6 céo.

7. T6 chuc, c& nhan chiu trach nhiém giua san pham ra thi trudng phai tuan
thu cac quy dinh va luat phap Viét Nam vé s¢ htwu tri tu¢. Khi co ket luan cua
co quan nha nuGc €O tham quyén vé nhan hiéu, kiéu dang cong nghi¢p vi pham
quyen s hitu tri tué, to chic, ca nhan phai ngung san xuat, bubn ban, nhap
khau dé tién hanh thay ("1‘0| nhan hiéu, kiéu dang cong nghiép theo dung quy
dinh va co trach nhiém boi hoan va xir ly hau qua (néu co).

biéu 49. Quyén cia nglr(‘)’i tiéu dung my phéim

Nguoi tiéu dung co quyén duoc théng tin vé my pham, c6 quyén khiéu
nai, t6 cdo va yéu cau don vi kinh doanh my pham b01 thuong thiét hai theo

quy dinh cua phap luat do st dung my pham san xuat, luu théng khong dam
bao chat lugng, khong an toan.

) Chuong XI
TO CHUC THUC HIEN

biéu 50. Thong tin va ché dd bao céo

1. Cuc Quan 1y duoc - Bo Y té cd trach nhiém cap nhat va trién khai cac
quy dinh lién quan dén Hiép dinh my pham ASEAN trén trang thong tin dién tir
ctia Cuc Quan 1y duge (dia chi: www.dav.gov.vn). Thuong xuyén phd bién cho
don vi ¢ lién quan va c4c to chic, ca nhan san xuat, kinh doanh my pham cac
thay doi vé tiéu chi k§ thuat da duoc quyét dinh boi Hoi dong my pham
ASEAN, dong thoi phéi hop trién khai cac thay doi va quyét dinh do tai Viét
Nam. Moi quyét dinh vé quan Iy my pham duoc théng qua bai Hoi dong my
pham ASEAN duoc ap dung tai Viét Nam.

2. Cuc Quan ly duoc, S¢' Y te céc tinh, thanh pho tryc thuoe Trung wong,
Ban Quan ly Khu kinh té ctra khau Mgc Bai (tinh Tay Ninh), Ban Quan ly Khu
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kinh té tinh Quang Tri c6 trach nhiém dua két qua xu Iy cac hanh vi vi pham
trong linh vuc my pham theo tham quyén trén trang thong tin dién tir ctia co
quan; c6 19 trinh dua danh sach cac san pham my pham da cap so tiép nhan
Phiéu cong bd san pham my pham va nhiing noi dung théng tin, quang cao my
pham d3 giai quyét trén trang thong tin dién ti cia co quan dé phuc vu cdng tac
kiém tra, thanh tra, giam séat hau mai.

3. Pinh ky vao ngay 30 thang 6 va 31 thang 12 hang nam, So Y té cé4c
tinh, thanh phé truc thude Trung wong, Ban Quan ly Khu kinh té cira khau Moc
Bai (tinh Tay Ninh), Ban Quan ly Khu kinh té tinh Quang Tri gtri béo céo tinh
hinh quan 1y chat lugng va cong tac hau kiém m§ pham tai dia phuong, bao céo
vé viéc cap sb tiép nhan Phiéu cong bd san pham my pham (Phu luc s6 15-MP),
bao céo vé viéc cap Phiéu tiép nhan ho so dang ky quang cao my pham, t6 chiic
hoi thao, sy kién gidi thiéu m§ pham (Phu luc s6 16-MP) vé Cuc Quan 1y dugc
-Bo Y té.

4. Pinh ky ngay 30 thang 01 hang nam, t6 chirc, c& nhan chiu trach nhiém
dua san pham ra thi truong phai gui bao céo két qua hoat dong san xuat kinh
doanh nam trudc cua don vi minh vé Cuc Quan ly duoc - Bo Y té va S Y té so
tai (Phu luc s6 17-MP).

bieu 51. Biéu miu, Phu luc kém theo Théong tw
1. MAu Phiéu cdng b san pham my pham: Phu luc s6 01-MP.
2. Tai liéu huéng dan vé cong bo san pham my pham: Phu luc s6 02-MP.

3. Huong dan cua ASEAN vé cdng bo tinh ning ctia san pham my pham:
Phu luc so 03-MP.

4. Quy udc viet tat tén cac tinh, thanh phé tryc thude Trung wong va mot
so Ban Quan ly Khu kinh te: Phu luc s6 04-MP.

5. Thay doi sau khi cong b san pham my pham: Phu luc s6 05-MP.

~ 6. Quy dinh cua ASEAN vé gigi han kim loai ning va vi sinh vat trong san
pham my pham: Phu luc s6 06-MP.
7. H6 so thong tin san pham: Phu luc s6 07-MP.
8. Tai liéu huong dan cua ASEAN vé kiem tra hau mai my pham: Phuy luc
so 08-MP.
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9. Mau Bién ban lay mau my pham dé kiém tra chat luong: Phu luc s 09-
MP.

10. Mau Phicu dang ky quang cao my pham, to chic hoi thao, sy kién gioi
thi¢u my pham: Phu luc so 10-MP.

11. Mau Phiéu tiép nhan ho so dang ky quang cdo my pham, to chirc hoi
thao, su ki¢n giagi thieu my pham: Phu luc s6 11-MP.

12. Mau Giay chang nhan luu hanh ty do (CFS): Phu luc s6 12-MP.

~ 13. Mau Phicu dang ky kiém tra thyc hanh tot san xuat my pham: Phy luc
s6 13-MP.
14, Méu don hang nhap khau dung cho nghién ctu, kiém nghiém: Phu luc
s6 14-MP.
15. Mau béo céo danh sach my pham da cap so tiép nhan Phiéu cong bo
san pham my pham: Phu luc s6 15-MP.

16. Mau béo céo danh sach my pham da cap Phicu tiép nhan ho so ding
Ky quang cao, to chirc hoi thao, su kién gidi thiéu my pham: Phu luc s6 16-MP.

17. Mau bao céo ket qua hoat dong san xuat, kinh doanh my pham: Phy
luc s6 17-MP.

18. Mau théng béo tac dung bat lgi dbi véi my pham: Phy luc s6 18-MP.

Picu 52. Quy dinh chuyén tiép

1. K& tr ngay Thong tu ndy c6 hiéu lyc thi hanh, tat ca cac to chuc, ca
nhan chiu trach nhiém dwa san pham my pham ra thi truong Viét Nam phai
thuc hién viéc cong bo san pham my pham theo quy dinh tai Thong tu nay.

2. B6i véi truong hop cac san pham di cong bd tir ngay 10/3/2008 (theo
quy dinh tai Quy ché Quan ly my pham ban hanh kém theo Quyét dinh sb
48/2007/QD-BYT ngay 31/12/2007 cua B trudng Bo Y té) va duoc cap so tiép
nhan Phiéu cong bo san pham my pham con hiéu lyc ma dap tmg cac quy dinh
tai Thong tu nay thi duoc phép tiép tuc san xuat (doi voi my pham san xuat
trong nudc), nhap khau (d6i véi my pham nuéc ngoai) dén hét thoi han cua
Phiéu cong b san pham my pham.

3. Nhitng san pham my pham dua ra luu thong khong dap @ng yéu cau vé
an toan san pham my pham theo quy dinh tai Chuong IV ctia Thong tu nay, to

37



chirc, c& nhan chiu trach nhiém dua san pham ra thi truong phai thu hoi toan bo
san pham va thuc hién theo dung quy dinh tai Thong tu nay.

4. Cac san pham m§ pham da dua ra luu thong trong thoi gian gidy phép
con hiéu luc, néu dap ung yéu cau vé an toan san pham my pham theo quy dinh
tai Chuwong IV cua Thong tu nay thi dugc tiép tuc luu thong trén thi trudng dén
hét han ding caa san pham.

bieu 53. Hiéu lyc thi hanh
1. Thong tu nay c6 hiéu luc thi hanh ké tir ngay 01/4/2011.

2. Bai bo Quyét dinh sb 48/2007/Qb-BYT ngay 31/12/2007 cua Bo
truong Bo Y té vé viéc ban hanh Quy ché quan ly my pham, Quyet dinh s6
40/2008/Qb-BYT ngay 26/12/2008 cua Bo truong Bo Y té vé viéc phan Cap
quan 1y nha nudc vé my pham dbi v&i my pham san xuat tai Viét Nam, Quyeét
dinh s 22/2008/QD-BYT ngay 02/7/2008 ctua Bo truong Bo Y té vé viec uy
quyen thyc hién chire nang quan Iy my pham cho Ban Quan Iy Khu kinh té cira
khau Méc Bai, tinh Tay Ninh tai Khu thuong mai cong nghiép thuoc Khu kinh
té ctra khau Moc Bai, tinh Tay Ninh, Quyét dinh s6 3450/QD-BYT ngay
21/9/2010 cua Bo trudng Bo Y té vé viéc uy quyén thuc hién chic ning quan
ly my pham cho Ban Quan ly Khu kinh té tinh Quang Tri.

3. Thu truong cac don vi thudc B Y té, cac don vi truc thudc Bo Y té;
Giam d6c S¢ Y té céc tinh, thanh phé truc thudc trung wong va cac to chuc, ca
nhan co lién quan chiu trach nhiém thi hanh Thong tu nay.

4. Trong qué trinh trién khai thuc hién, néu c6 kho khan, vuéng mac, cac
t6 chuc, ca nhan guri bao cdo vé Bo Y té (Cuc Quan 1y dugc, 138a Giang V6,
Ba Binh, Ha Noi) dé Bo Y té xem xét, giai quyét./.

Noi nhan: KT. BQ TRUONG
THU TRUONG
- Van phong Chinh phu (Phong (Pa ky)

Cong bao, Website CP);

- Cac B9, co quan ngang B9, co
quan truc thuoc Chinh phu;

- B6 Tu phap (Cuc kiém tra
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VBQPPL):

- BT. Nguyén Qudc Triéu (dé
bao cao);

- UBND céc tinh, thanh pho truc
thudc Trung wong;

- S Y té cac tinh, thanh phd truc
thuoc Trung wong;

- Hiép hoi Tinh dau, Huong liéu
va My pham Viét Nam;

- Website BYT,;

- Lwu: VT, PC, QLD (5).

Cao Minh Quang
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PHU LUC SO 01-MP

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

Ngay nhan (Date acknowledged):
Sé cong bé (Product Notification No.):

Phiéu cong bé co gia tri 05 ndm ké tir ngay nhan.

PHIEU CONG BO SAN PHAM MY PHAM

TEMPLATE FOR NOTIFICATION OF COSMETIC PRODUCT

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

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT
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Tén nhan hang va tén san pham (Name of brand & product) :

1.1 Nhén hang (Brand)

Tén san pham (Product Name)

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

Dang san pham (Product type(s))
Kem, nhii twong, sita, gel hoic dau ding trén da (tay, mat, chan, ....)

Creams, emulsions, lotions, gels and oils for skin (hands, face, feet,
etc.)

M3t na (chi trir san pham lam bong da nguén géc hoa hoc)
Face masks (with the exception of chemical peeling products)

Chat pha mau (long, nhio, bot)
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Tinted bases (liquids, pastes, powders)

Phan trang diém, phan dung sau khi tam, bot vé sinh,. ..

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

Xa phong tam, xa phong khtr mui,. ..
Toilet soaps, deodorant soaps, etc
Nudc hoa, nuéc thom dung vé sinh,....
Perfumes, toilet waters and eau de Cologne
San pham dung dé tam hoac goi (mudi, xa phong, dau, gel....)
Bath or shower preparations (salts, foams, oils. gels, etc.)
San pham tay 16ng
Depilatories
San pham kha mui va chong mui.
Deodorants and anti-perspirants
O San pham chim séc toc
Hair care products
- Nhuém va tay mau téc
Hair tints and bleaches
- Uén tdc, dudi toc, gitr nép toc
Products for waving, straightening and fixing,
- Cac san pham dinh dang téc

Setting products,
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- San pham 1am sach (sira, bot, dau goi)
Cleansing products (lotions, powders, shampoos),
- San pham cung cap chat dinh dudng cho toc (sita, kem, dau),
Conditioning products (lotions, creams, oils),
- C4c san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)
00 San pham dung cao rau hoac sau khi cao rau (kem, xa phong, sita,...)
Shaving product (creams, foams, lotions, etc.)
San pham trang diém va tay trang ding cho mat va mat
Products for making-up and removing make-up from the face and the eyes
San pham dung cho moi
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 dung dé chiam soc va té diém cho moéng tay, méng chan
Products for nail care and make-up
San pham dung 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 tim nang
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Products for tanning without sun
San pham lam trang da
Skin whitening products
San pham chong nhin da
Anti-wrinkle products
San pham khac (dé nghi ghi rd)
Others (please specify)

Muc dich str dung (Intended use)

Dang trinh bay (Product presentation(s))
o Dang don 1¢ (Single product)
O Mot nhom cac mau (A range of colours)

[ Bang cac mau trong mét dang san pham (Palette(s) in a range of one
product type)

0  Céc san pham phoi hgp trong mot b san pham (Combination products
in a single Kit)

O Céac dang khac (dé nghi ghi rd). Others (please specify)
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THONG TIN VE NHA SAN XUAT/ DPONG GOI

(Pé nghi dinh kém danh sach riéng néu nhu c¢6 nhiéu hon mot cong ty tham gia
san xuat/ dong goi dé tao ra mot san pham hoan chinh)

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

Tén nha san xuat (Name of manufacturer) :

Pia chi nha san xuat ( Nudc san xuat) (Address of manufacturer (state
country):
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Country

Te Fax

Tén cong ty dong goi (dé nghi danh dau vao muc thich hop. C6 thé danh dau
nhiéu hon 1 6 (Name of assembler (Please tick accordingly. May tick more than
one box)):

O Doéng goi chinh O Dong goi thir cap

Primary assembler Secondary assembler

Dia chi ctia cong ty dong goi (Address of assembler (state country)):
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Country

Te Fax

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PDUA SAN PHAM MY PHAM RA THI TRUONG
PARTICULARS OF LOCAL COMPANY RESPONSIBLE FOR PLACING
THE COSMETIC PRODUCT IN THE MARKET

Tén cong ty (Name of company):

Dia chi cong ty (Address of company):
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Te

S6 giay phép kinh doanh/Sé giay phép hoat dong

Business Registration Number/License to Operate Number

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

Ho va tén (Name of person):

Te
|: Ema
il;

Chirc vu ¢ cong ty (Designation in the company) :
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THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

Tén cong ty nhap khau/ Name of Importer:

Dia chi cong ty nhap khau/ Address of importer:

Te
|: Fa
X:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

Pé nghi kiém tra 6 sau ddy (Please check the following boxes)
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0 Toi da kiém tra ban sia doi tir Phy luc IT ¢én Phy luc VII cta danh muc céc
thanh phan my pham ASEAN nhu duogc cong bé trén ban stra doi gan day nhat
cua Hiép dinh my pham ASEAN. Tdi xin x&c nhan rang san pham duoc dé cap
dén trong ban céng b nay khéng chira bat cir mot thanh phan bi cAm nao va
cling tuan thu véi danh muc han ché va cac diéu kién quy dinh trong cac phu
luc.

| 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 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 Té6i dam nhan trach nhiém tra 161 va hop tac toan dién véi co quan c6 tham
guyén vé bat ky hoat dong kiém soat sau khi ban hang khi c6 y&u cau bai co
quan cd tham quyén.

| 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 phan day du (product full ingredient list)

(Yéu cau ghi day du danh sé&ch tat ca cac thanh phan va ti Ié % caa nhiing chat
c6 gisi han vé nong do, ham luong st dung trong my pham - To submit
ingredient list with percentages of restricted ingredients)

Tén day du thanh phan (t&n danh phap | Ti lé % cua
quéc té hoac str dung tén khoa hoc chuan | nhiing chat
da duogc cong nhan) c6 giai han

o
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Full Ingredient name (use INCI or vé nong do,
approved nomenclature in standard ham luong
references)

O 0O N O O K~ W DN =

CAM KET (DECLARATION)

Thay mat cho cong ty, t6i xin cam két san pham duogc dé cap trong Phiéu cong
bd nay dat duogcc tat ca cac yéu cau cua Hiép dinh my pham ASEAN va cac
phu luc cua né.

| 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.
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T6i xin chiu trach nhiém tuan tha cac diéu khoan sau day (I undertake to abide
by the following conditions):

DPam bao ¢ san dé cung cap cac thdng tin ki thuat va tinh an toan khi co quan
c6 tham quyén yéu cau va c6 day du hd so vé cac san pham di dugc phan phdi
dé béo céo trong truong 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 théng bao ngay cho co quan c6 tham quyén vé céac tac dung phu nghiém
trong gay chét ngudi hoic de doa tinh mang caa san pham bang dién thoai, fax,
thu dién tir hoic vin ban trudc 7 ngay ké tir ngay biét thong tin.

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

Phai hoan thanh bao céo tac dung phu cua san pham (theo mau quy dinh) trong
vong 8 ngay lam viéc ké tir ngay thong bao cho co quan cd tham quyén vé
nhiing tac dung phu nghiém trong nhu da néu trong muc 2ii ndi trén va cung
cap bat ctr thong tin nao theo y&u cau cuia co quan c6 tham quyén.

Complete the Adverse Cosmetic Event Report Form1 within 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;

iv. Thong bao ngay cho co quan ¢ tham quyén vé cac phan ¢ng phu nghiém
trong nhung khong gy chét nguoi hoic de doa dén tinh mang cua san pham va

! Nhw da dwoc dinh nghia rd rang trong tai liéu hwéng dan cho cac cong ty vé bao cao tac dung phu ctia san pham m§ pham. As defined in the Guide
Manual for the Industry on Adverse Event Reporting of Cosmetics Products X X
! Trinh bay trong phu luc | trong tai liéu huwéng dan cho cac cong ty v& bao cao tac dung phu ctia san phadm my pham. Set out in Appendix | to the

Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products
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trong bat ca truong hop ndo, viéc bao cdo (st dung mau bao cao) vé tac dung
phu phai dugc tién hanh truéc 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 bd véi co quan ¢ tham quyén khi c6 bat cir su thay doi nao trong ban
cong bd nay.

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

3. Tbi xin cam doan rang nhimg thong tin duoc dua ra trong ban cong bd nay
1a dtng su that. Tat ca céc tai liéu, cac thong tin lién quan dén noi dung cong bd
s& duoc cung cap va cac tai liéu dinh kém 1a ban hop phap hoic sao y ban
chinh.

| 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 authentic or true copies.

4. T6i hiéu rang t6i s& c6 trach nhiém dé dam bao tat ca cac 16 san pham cua
chung t6i déu dap tng cac yéu cau phap luat, va tuan tha tat ca tiéu chuan va
chi tiéu san pham da dugc cdng bd véi co quan co tham quyén.

| understand that | 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 | have declared to the
Authority.

5. T6i hiéu rang trong truong hop cd tranh chap phép luat, to6i khong duoc
guyén st dung ban cong bé san pham my pham di duoc co quan co tham
guyén chap nhan néu san pham cua chung toi khong dat duwoc cac yéu cau vé
tiéu chuan, chi tiéu ma chung toi da cong bo.

53



| understand that | 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 | had previously declared to the Authority.

Tén va chir ky cua nguoi dai dién theo phap luat cua cong ty

[Name and Signature of person representing the local company]

DAau cua cong ty

[Company stamp] Ngay [Date]
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PHU LUC SO 02-MP
TAI LIEU HUONG DAN VE CONG BO SAN PHAM MY PHAM
GUIDANCE DOCUMENT ON PRODUCT NOTIFICATION

1. Tén nhan hang va tén san pham. Name of brand and product

Tén day du caa san pham phai duoc cung cap, theo trinh tu sau: t&n nhan hang,
dong san pham (néu co), tén san pham. Néu 1a mot mau riéng 1é dugc céng b
thi ghi tén mau va s6 mau (vi du: L’oreal Feria Color 3D Hot Ginger). Néu c6
nhiéu mau thi tén va sé mau ctia mdi mau phai duoc cong bé.

The complete name of the product should be given, in the following sequence:
brand name, line name (if applicable), product name, if a single shade is
notified, the shade name/number (e.g. L’oreal Feria Color 3D Hot Ginger). If
there are different shades, the shade name/number for each shade shall be
declared.

2. Dang san pham. Product types

Danh sach minh hoa 1a chua day du va c6 thé dé cap dén cac dang san pham
khac khong c6 trong danh sach bang céach lua chon muc “cac dang khac” va ghi
rd dang san pham. C6 thé lua chon nhiéu hon mot dang san pham, vi du “ bath
hoic shower” va « san pham chiam soc toc” néu nhu san pham sir dung dugc
trong cac truong hop nay.

The illustrative list is not exhaustive and you can include other types of
cosmetic products not in the list by selecting others and specifying what it is.
More than one category can be selected, e.g. ‘Bath or shower preparations’ and
‘Hair-care products’ can be selected if your product is both a shower gel and
hair shampoo.

3. Muc dich str dung. Intended use
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La théng tin vé chtc niang hoac cng dung cua san pham, khdng phai cach su
dung, vi du gitr am cho da mat, da tay,...

This refers to the function or use of the product and not the directions for use
e.g. to moisturize the face, hand, etc.

4. Dang trinh bay. Product presentation(s)

Chi lya chon mét dang thich hop nhat trong 4 dang san pham. Sau day la giai
thich vé cac dang san pham.

Please select only one out of the 4 choices that best fit the presentation type of
the product. The following is an explanation of the presentation types:

- “Dang don 1&” duoc trinh bay trong mot dang dong goi don 1é.

“A single product” exists in a single presentation form.

- “M6t nhém cac mau” 13 mot nhdm cac san pham my pham c6 thanh phan
trong ty nhau va dugc san xuat bai cing mot nha san xuat, c6 cling muc dich
s dung, nhung c6 mau sic khac nhau (vi du nhu son, mau mat, hodc danh

moéng tay) nhung khong phai 1a dang dong goi két hop cua cac dang san pham
khac nhau.

"A range of colours” is a range of cosmetic products, which are similar in
composition and produced by the same manufacturer, and are intended for the
same use but are available in different shades of colour (e.g. lipsticks, eye
shadows or nail polish but not composite packs of different types).

- “Bang cac mau trong mot dang san pham” 13 mot nhém cac mau nhu duoc
dinh nghia & trén, dugc dong trong mot loat cac bang.

"Palette(s) in a range of one product type” refers to a range of colours as
defined above, which may be presented in a series of palettes.

56



- “Cac san pham phoi hop trong mét b san pham” 1a cac dang san pham giéng
hoac khac nhau va duoc ban trong ciing mét bao gdi. Khong thé ban riéng ting
loai (vi du nhu mét hép cdc mau mat va mdi, mot hop chia ca cac dang kem
cham soc da).

"Combination products in a single kit” refer to similar and/ or different product
types packed and sold in a single kit. They cannot be sold separately (e.g. a
make-up kit of eye and lip colours; a set of skin-care products sold in a single
Kit).

5. Thong tin vé nha san xuat/ déng goi. Particulars of the manufacturer(s)/
Assembler(s)

C6 thé co trén mot cong ty san xuat hodc dong goi cho mot san pham (1a céac
cong ty tham gia cac cong doan san xuat dé san xuat ra mot san pham hoan
chinh). Phai néu rd tén va dia chi day du cua timg cong ty (truong hop dia chi
tru s& chinh khac dia chi co s& san xuat thi phai khai bao ca hai).

There may be more than one manufacturer and/or assembler for one product.
The full names and contact details of each of them must be submitted (If the
address of main office and factory of the manufacturer are different, it is
required to notify both of them).

- COng ty san xuat 1a céng ty tham gia vao bat ky giai doan nao cua qua trinh
tao ra san pham my pham. Qua4 trinh san xuat bao gom tat ca cac giai doan tir
san xuat ban thanh pham va thanh pham, xay dung cong thac va san xuat (vi du
nhu nghién, tron, goi va hoic dong goi), kiem tra chat lugng, Xuat xudng va cac
qué trinh kiém soét lién quan.

A manufacturer is a company which is engaged in any process carried out in
the course of making the cosmetic product. The manufacturing process includes
all operations of bulk intermediates and products, formulation and production
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(such as grinding, mixing, encapsulation and/ or packaging), quality control,
release and the related controls.

- Cong ty dong goi chinh 13 cong ty tham gia vao qia trinh déng goéi san pham
vao bao bi dong goi chinh/ truc tiép, bao bi nay duoc hoic s& duoc dan nhan
truge khi san pham duoc ban hoic phan phéi.

A primary assembler is a company which is engaged in a process of enclosing
the product in a primary/ immediate container which is labelled or to be
labelled before the product is sold or supplied in it.

- Cong ty dong goi thu cap la cdng ty chi tham gia vao qua trinh dan nhan cho
bao g6i ma san pham da dugc dong vao trong bao goi chinh, hoic dong bao goi
chinh vao trong hop carton, sau d6 dan nhan, trudc khi ban hoic phan phoi.

A secondary assembler is a company which is engaged only in a process of
labelling the product container where the product is already enclosed in its
primary container and/ or packing the product which is already enclosed in its
labelled primary container into a carton which is labelled or to be labelled,
before the product is sold or supplied.

6. Théng tin vé t6 chuc, ca nhan chiu trach nhiém dua san pham ra thi truong.
Particulars of company

D6 1a to chie, ca nhan chiu trach nhiém dua san pham ra thi truong, c6 thé 1a
cong ty san xuat trong nudc hodc dai Iy dugc uy quyén bai nha san xuat dé ban
san pham ra thi truong hodc do, 1a cong ty chiu trach nhiém ban san pham trén
thi truong Viét Nam. S6 Giay ching nhan dang ky kinh doanh hoic gidy phép
twong duong phai duoc néu rd trong mau cong bo, néu co.

It refers to the local company responsible for placing the cosmetic products in
the market, which may be a local manufacturer or an agent appointed by a

manufacturer to market the product or the company that is responsible for
bringing in the product for sale in Viet Nam, etc. The business registration
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number or its equivalent should be indicated in the notification form, if
applicable.

7. Thong tin vé nguoi dai dién theo phép luat cho cong ty. Particulars of the
person representing the local company

Nguoi dai dién cho cong ty dé nop ho so cong bd phai co du trinh d6 va kinh
nghiém theo quy dinh cua luat phap va luat hanh nghé cua cac nuéc thanh vién,
1a nguoi dai dién theo phéap luat cua cong ty néu trén Gidy ching nhan dang ky
Kinh doanh

The person who represents the company to submit the product notification must
possess adequate knowledge or experience in accordance with the legislation
and practice of the Member Country.

8. Thanh phan day du va danh phap. Full ingredient listing and nomenclature

a) Tat ca cac thanh phan caa my pham phai dugce xac dinh bang danh phap
trong an pham mai nhat vé danh phap chuan (International Cosmetic Ingredient
Dictionary, British Pharmacopoeia, United States Pharmacopoeia, Chemical
Abstract Services, Japanese Standard Cosmetic Ingredient, Japanese Cosmetic
Ingredients Codex). Tén thuc vat va dich chiét tir thuc vat phai duge xac dinh
bang chi, lodi. Tén chi thuc vat c6 thé rit ngan. Cac thanh phan cé ngudn gbc
tr dong vat can néu chinh xac t&n khoa hoc cua loai dong vat d6. Cac thanh
phan sau day khong duoc coi 1a thanh phan cua san pham:

All the ingredients in the product must be specified by using the nomenclature
from the latest edition of standard references (Refer to appendix A). Botanicals
and extract of botanicals should be identified by its genus and species. The
genus may be abbreviated. If ingredients derived from animals, it is required to
specify the scientific name of the animals. The following are not regarded as
Ingredients:

- Tap chat trong nguyén liéu duoc sir dung.
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Impurities in the raw materials used;
- Céac nguyén liéu duogc st dung vi muc dich ky thuat nhung khong c6 mat
trong san pham thanh pham.

Subsidiary technical materials used in the preparation but not present in the
final product;

- Cac hoéa chat dugc str dung vai mot s6 luong can thiét duoc kiém soét chat
ch& nhu dung méi hodc chat giit mui hoic cac thanh phan tao moi. Céc thanh
phan nudc hoa va chat tao huong va cac nguyén liéu caa ching co thé viét dudi
dang “huong li¢u” (perfume, fragrance).

Materials used in strictly necessary quantities as solvents, or as carriers for
perfume and aromatic compositions.

Nong do cua cac thanh phan phai duoc cong bd néu nhu d6 1a cac thanh phan
nam trong danh muc han ché sir dung dugc xac dinh trong cac phu luc cua
Hudng dan vé my pham ASEAN.

The percentage of ingredients must be declared if they are substances with
restrictions for use as specified in the annexes of the ASEAN Cosmetic
Directive.

b) Péi véi san pham chira mot nhom cac mau hoic cac san pham trong cling
mot bao goi, cong bd thanh phan day du theo dang sau:

For a range of colours/shades or products in a single kit, complete the Product
Ingredient List in the following format:

- Danh sach thanh phan cua dang co ban
List ingredients in the Base Formulation
- “C6 thé chtra” va danh sach cac mau

‘May contain’ and list each colour/shade
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¢) Vi dang phéi hop cac san pham khac nhau trong ciing mot dong goi, liét ké
mdi san pham va céng thic twong tng cho tirng san pham. C6 thé mé rong mau
cdng bd néu can thém khoang tréng dé dién thong tin.

For combination products in a Kit, list each product and its corresponding
formulation individually. You can extend the form when more space is needed.

PHU LUC SO 03-MP
HUONG DAN CUA ASEAN
VE CONG BO TiNH NANG CUA SAN PHAM MY PHAM

Viéc danh gia cong b tinh nang san pham (Product claim) khéng thé tach roi
véi viec xem xét lieu mot san pham c6 phai la san pham my pham hay khong.
Viéc quyét dinh san pham cé phai 1a my pham hay khéng phai dua trén mot s6
yéu td, trong d6, tinh nang san pham (goi tat 1a Claim) 1a mot trong nhirng yéu
t6 quan trong. Ban huéng dan mot quy trinh don gian gom 5 budc quyét dinh
dé xac dinh san pham va cong bo tinh ning c6 phu hop cho mét san pham m§y
pham khong.
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Ban hudng din ciing dwa ra mét s6 vi du vé cong bd tinh ning khong dugc
chap nhan cho my pham. Tuy nhién, danh sach nay khong duoc xem la mot
danh sach day du, quyét dinh cudi clng van 1a cua co quan quan Iy.

Quy trinh quyét dinh san pham 1a my pham va cong bé tinh niang san pham my
pham duoc phép (xem biéu do tom tat)

San pham
1. S&n phdm cé chira cdc thanh sai
phén duwoc phép béi Hiép dinh my 4 . Rk N
phédm ASEAN vi khéng c6 thanh au tao san Khong phai
nhin ndn hirAm pham my pham
. R T A ding
2. San phéam tiép xuc vOi nhing bd
phdn bén ngodi cla co thé (biéu bi, sai
hé thbéng téc, mong, méi, bd phén Khéng phai
sinh duc ngoadi) hodc vGi rdng va cdc Vitri st dung >\_ my pham
mang nhdy cla khoang miéng.
dung
sai
3.,San pham E,TU’(_)’C iuf dl,lf)g vo"/ m\uc Cong dung Khéng phai
dich duy nhéat hoacvch/nll la lciim chinh m§ pham
sach, lam thom hodac diéu chinh

mui co thé hodc bdo vé, gil¥ gin

chung trong nhiing diéu kién tot. 62



dung l

. . 2 2 dung
4. Hinh thtrc san pham duworc Hinh thic san Khong phai
thé hién nhw dé phong bénh pham m¥ phdm
va chlra bénh cho nguroi.  —
sai l

5. San phém‘ vinh vién diéu Cong dung khdc dung <hong bha
chinh, phuc hoi hodc lam thay my pham . ﬁxp

2 . o F — a
dbi chtrc ndng co thé bang co my pham

ché mién dich, trao dbi chét

hnSe rev chB Aiveve IV
sai l

San phadm my pham

Trong do:
- Thanh phan cau tao san pham m§ pham

San pham chi chaa nhitng thanh phan tuan tha theo céc Phu luc caa Hiép dinh
m§ pham ASEAN va khong chta bat cir thanh phan nao nam trong Phu luc cac
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chat cAm st dung trong my pham véi diéu kién di kém cua Hiép dinh my pham
ASEAN.

- Vi tri str dung ctia san pham my pham

M§ pham chi tiép xic bén ngoai véi nhitng phan khac nhau cta co thé (biéu bi,
hé thdng toc, mong, mdi va co quan sinh duc ngoai) hoic véi ring va cac mang
nhay ctia khoang miéng.

San pham dung dé udng, tiém, hoic tiép xc vai nhitng phan khac cia co thé vi
du nhu mang nhay cta dudng miii hoic bd phan sinh duc trong khong duoc
xem la my pham.

- Cong dung chinh cua san pham my pham

M¥ pham dugc st dung cho nhitng phan cho phép cia co thé vai muc dich duy
nhat hodc muc dich chinh 1a lam sach, lam thom hoic thay doi vé bé ngoai hoic
diéu chinh mui co thé hoic bao vé, giir gin chung trong diéu kién tot.

(Luu v san pham c6 thé c6 cong dung thir hai hodc cong dung phu nam ngoai
pham vi nai trén).

- Céch thé hién cua san pham my pham

San pham my pham khong duoc thé hién nhu mot san pham dé chira bénh hoic
phong bénh cho ngudi. Nhitng dic diém sau can phai dugc xem xét ky:

|. Loi giéi thiéu tinh ning, quang c4o san pham va ngit canh.
1. Bao bi/ ndi dung nhan va nhan bo sung (bao gom ca hinh anh minh hoa).

111. Tai liéu khuyén mai bao gom gidy chirng nhan hoac tai liéu do cac bén gia
cong ban hanh thay cho nha cung cap.

V. Céc hinh thirc quang cao.

V. Hinh thic san pham va cach né dugc sir dung, vi du nhu: vién con nhong,

thuéc vién, dang tiém, ...
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V1. Muc tiéu ca biét ctia c4c thdng tin quang cdo, vi du: mot nhom ngudi nhat
dinh véi/hoic c6 nhitng ton thuong dit biét d6i vai nhitng bénh tat/ cac phan
trng co hai.

- Nhitng anh huong sinh Iy hoc caa san pham

Tat ca c4c san pham c6 anh hudng dén chirc ning cta co thé déu co anh huong
dén qua trinh trao d6i chat. Bac tinh caa my pham Ia tao nén c4c anh hudng/
hiéu qua khong vinh vién va can phai sir dung thudng xuyén dé duy tri hiéu
qua.

Piéu can luu ¥ dau tién 14 tat ca nhitng tinh nang phu hop ding cho céc loai san
pham nhu trong danh muc cac san pham my pham (Phu luc | caa Hiép dinh m§y
pham ASEAN) hién nhién duoc xem la my pham.

Mot s6 vi du vé cac tinh ning thuong gap khong duoc chap nhan doi véi my
pham theo tirng loai san pham (day chua phai 1a danh muc day du):

Loai San Pham Cau gioi thiéu tinh niang san pham
khéng duogc chap nhan

Chim soc toc Loai bo gau vinh vién

Phuc héi té bao toc / nang toc
Lam day soi toc

Chong rung toc

Kich thich moc téc

San pham lam Ngan ngtra/ dirng su phat trién caa 16ng
rung long
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San phamdiung | Dé cap dén viéc nudi dudng lam anh
cho méng huong dén sy phat trien mong

San pham cham | Ngin chan, 1am giam hoic 1am dao
soc da nguoc nhitng thay doi sinh 1y va su
thoai hod do tudi tac

X04a seo

Tac dung té

Tri mun, chra khoi, lam lanh mun
Chira viém da

Giam kich thuéc co thé

San chic co thé/ sin chac nguc
Giam/ kiém sodt su sung tay phil né
Loai bo/ giam mao/ giam béo

Diét nAm

Diét virus

Giam di ung

San pham vé sinh | Chita tri hay phong chéng cac bénh ap-
va cham soc rang | xe rang, song nudu, viém loi, loét
miéng miéng, nha chu, chay mu quanh rang,
viém vom miéng, rang bi x0 Iéch, bénh
vé nhiém trung rang miéng,...

Lam trang lai cac vét 6 do Tetracyline




San pham ngan | Dung qua trinh ra mo hoi
mui

Nudc hoa/ Chat | Tang cudng cam XUc

thom Hap dan gigi tinh

Nhiing tinh ning trén c6 thé dugc lam giam nhe di va mang tinh m§ pham hon.
Vi du: doi véi tinh nang “loai bo hoan toan dau cho da” c¢6 thé diéu chinh 1am
nhe hon nhu sau:

Gilp loai bo dau cho da Giam bong cho da dau

Phi hop ddi véi loai dadau  Lam cho da ban cam thay
bét dau

PHU LUC SO 04-MP

QUY UOC
VIET TAT TEN CAC TINH, THANH PHO TRUC THUOC TRUNG UONG
VA MOT SO BAN QUAN LY KHU KINH TE

STT Tén tinh, Ky |STT| Téntinh, Ky
thanh pho hiéu thanh pho hiéu

1 An Giang AG 34 | Lai Chau LC

2 Bac Can BC 35 | Lam Pong LD

3 Binh Duong BD 36 |Lang Son LS

4 Binh Binh Bb 37 |Lao Cai LCa

5 Bac Giang BG 38 |Long An LA

67



6 Bac Liéu BL 39 |Nam Dinh ND
7 Bac Ninh BN 40 | Nghé An NA
8 Binh Phuéc | BP 41 | Ninh Binh NB
9 Bén Tre BT 42 | Ninh Thuan |[NT
10 | Binh Thuan BTh |43 |Phi Tho PT
11 |BaRia-Ving BV |44 |PhiYeén PY
Tau
12 | Cao Bing CB 45 |Quang Binh |QB
13 Ca Mau CM 46 |Quang Nam |QNa
14 | Can Tho CT 47 |Quang Ngdi | QNg
15 |PaNang DNa |48 |Quang Ninh |QN
16 | Pac Lic PL 49 | Quang Tri QT
17 | bac Nong PN6 |50 |Tp. Ho Chi HCM
Minh

18 bién Bién bB 51 |SonlLa SL
19 | Pong Nai PN |52 |Séc Tring ST
20 | bong Thap PT 53 | Tay Ninh TN
21 | GiaLai GL 54 | Thai Binh TB
22 Ha Giang HG 55 | Thai Nguyén |TNg
23 Ha Nam HNa |56 |Thanh Hoa TH
24 | Ha Noi HN |57 |ThwaThién |TTH
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14
N

Hué

25 |Ha Tinh HT 58 |TiénGiang | TG

26 Hai Duong HD 59 |Tuyén Quang |TQ

27 Hai Phong HP 60 |Tra Vinh TV

28 Hau Giang HGI 61 | Vinh Long VL

29 Hoa Binh HB 62 | Vinh Phtc VP

30 |Hung Yén HY 63 |YénBai YB

31 Kién Giang KG 64 |BanQuanly |BQLM
Khukinhté¢ |B
ctra khau Moc
Bai - tinh Tay
Ninh

32 Khanh Hoa KH 65 |BanQuanly |BQLQ
Khukinhté |T
tinh Quang Tri

33 Kon Tum KT
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PHU LUC SO 05-MP

THAY DOI SAU KHI CONG BO SAN PHAM MY PHAM

Tuy thudc vao noi dung thay doi, quy dinh nhu sau:

Noi dung thay doi Cong bd san pham
Thay d6i nhan hang Cong bo méi
Thay d6i tén san pham Cong bo méi
Thay d6i cong ty chiu trach Cong bo méi
nhiém dua san pham ra thi
truong
Thay d6i dang san pham Cong bo méi
Thay d6i muc dich st dung Cong bo méi
Thay d6i cong thirc Cong bo méi
Thay d6i nha san xuat hoic Cong bo méi
dong goi (t€n va/hodc dia chi)
Thay d6i dang trinh bay cua Bo sung

san pham
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Tén va/hoac dia chi cua cong
ty chiu trach nhiém dua san
pham ra thi truong nhung
khong thay doi s6 Giay chung
nhan dang ky kinh doanh hoac
Giay chiing nhan dau tu.

B6 sung

Tén va/ hoac dia chi cua cong
ty nhap khau

Bo sung

Thay d6i nguoi dai dién cho
cong ty

Bo sung

Thay doi kich c¢& bao goi, chat
liu bao bi, nhan san pham

Bo sung, nhung khong ap
dung néu

nhu thong tin can thiét
khong duoc dé

cap dén trong Phiéu cong
bo.
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PHU LUC SO 06-MP
QUY PINH CUA ASEAN VE GIOI HAN KIM LOAI NANG
VA VI SINH VAT TRONG SAN PHAM MY PHAM
1. Gioi han kim loai nang (ACM THA 05 Testing Method):

STT Chi tiéu Giél han

1 Thuy ngan Nong d6 t6i da cho phép co trong
san pham my pham la 1 phan triéu (1
ppm)

2 Asen Nong d6 t6i da cho phép co trong
san pham my pham 1a 5 phan triéu (5
ppm)

3 Chi Nong d6 t6i da cho phép co trong
san pham my pham 1a 20 phan triéu
(20 ppm)

2. Gi6i han vi sinh vat (ACM THA 06 Testing Method):

Gidi han

STT | Chi tiéu San pham danh | San pham khéc
cho tré em dudi
03 tuoi, san pham
tiép xtc véi ving
mat hodc niém




mac

Tong so Vi sinh
vat dém duoc

=<500 cfu/g

=<1000 cfu/g

P. aeruginosa

Khong duoc co
trong 0,19 hoac
0,1 ml mau thu

Khong duoc co
trong 0,19 hoac
0,1ml mau thir

S. aureus

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

Khong duoc co
trong 0,1g hoac
0,2ml mau thr

C. albicans

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

Khong duoc co
trong 0,1g hoac
0,1ml mau thr
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PHU LUC SO 07-MP
HO SO THONG TIN SAN PHAM
(PIF - Product Information File)

Ho so thong tin san pham bao gom cac noi dung sau:

Phan 1. Tai liéu hanh chinh va tém tat vé san pham

- Tai liéu hanh chinh:

+ Ban sao Phiéu cong bb san pham my pham c6 so tiép nhan cta co quan quan
Iy nha nudc ¢d tham quyén (P4i véi my pham nudc ngodi va my pham san xuat
trong nudc cdng bd ké tir ngay 10/3/2008); Phiéu tiép nhan Ban cong bé tiéu
chuan chat luong my pham (DP46i v&i my pham san xuét trong nudc dugc cap
phiéu tiép nhan trudc ngay 10/3/2008); Gidy phép luu hanh m§ pham (Péi voi
my pham nudc ngoai duogc cap sé dang ky luu hanh trudc ngay 10/3/2008):;

+ Giay uy quyén cua nha san xuat hoic cha sé hitu san pham hoic thu thoa
thuan lién quan dén san pham:

+ Giay chitng nhan luu hanh ty do - CFS (d6i voi my pham nuéc ngoai nhap
khau);

+ Céc tai liéu hanh chinh c6 lién quan khac (Gidy chang nhan diang ky kinh
doanh hoic Gidy phép dau tu cua to chirc, ca nhan chiu trach nhiém dua san
pham ra thi truong);

+ C4c thanh phan va ty Ié phan tram cta tat ca cac thanh phan trong cong thuc.
- Nhan va thdng tin san pham:
+ Nhan san pham;
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+ T& hudng dan st dung (néu co).
- Cong bo veé san xuat:

+ Cong bd cua nha san xuat vé viéc san pham duoc san xuat phd hop véi cac
nguyén tac, tiéu chuan “Thuc hanh tét san xuat my pham” cua Hiép hoi cac
nude Pong Nam A (CGMP-ASEAN) hoic twong duong;

+ Hé thong ghi s6 16/ ma san pham.

- Panh gia an toan san pham my pham: Céng bo an toan (véi y kién két luan co
chit ky, tén va vin bang ching chi cua danh gia vién).

- T6m tat nhitng tac dung khéng mong muén trén nguoi (néu co).

- Tai liéu thuyét minh tinh ning, cong dung cia san pham my pham (tdm tat):
Bé4o c4o vé danh gia tinh ning, cong dung cia san pham dya theo thanh phan
va két qua thir nghiém.

Phan 2. Chat lugng caa nguyén liéu

- Tiéu chuan chat lugng va phuong phéap kiém nghiém cua nguyén liéu. Boi véi
thanh phan hwong liéu, néu rd tén va ma sé huong liéu, tén va dia chi nha cung
cap, cam két phu hop véi hudng dan caa Hiép hoi Huong lidu Quéc té (IFRA).
- Dir liéu an toan cuia nguyén liéu dua trén théng tin tir nha cung cap, nhitng dix

licu da duogc cdng bd hoic bao cdo tir cac Uy ban khoa hoc (ACSB, SCCP,
CIR).

Phan 3. Chat lugng caa thanh pham

- Cong thirc caa san pham: Ghi tén day du cic thanh phan theo danh phap québc
té va ty I& phan tram cua cac thanh phan trong cong thirc. Néu rd cong dung cua
ting thanh phan nguyén liéu:;

- San xuat:
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+ Thong tin chi tiét vé nha san xuat: qudc gia, tén va dia chi nha san xuat, nha
dong goi;
+ TOm tat quy trinh san xuat;

+ C4c thong tin chi tiét thém vé quy trinh san xuat, quan 1y chat lugng va céc
ho so lién quan vé san xuat, can duoc chuan bi sin sang tuy theo yéu cau co
quan quan ly.

- Tiéu chuan va cac phuong phap tht cia thanh pham:
+ C4c chi tiéu sir dung kiém tra gii han vi sinh trong thanh pham;

+ Cac phuong phap thr twong ¢tng Véi tiéu chuan chat luong dé kiém tra muc
do dat;

- B40o céo tom tat vé do on dinh caa san pham (cho san pham c6 tudi tho dudi
30 thang): B&o co va dir liéu nghién ctru d6 6n dinh hodc danh gia do on dinh
dé thuyét minh cho han st dung cta san pham.

Phan 4. An toan va hiéu qua

- Panh gia tinh an toan: Bao cdo danh gia vé tinh an toan trén nguoi cua thanh
pham dua theo thanh phan trong cong thuc, cau tric hoa hoc cuaa thanh phan va
nguong gay hai (cé tén va chir ky ctia danh gia vién);

- So yéu ly lich cuia danh gia vién vé tinh an toan cuaa san pham:;

- B4o c40 mai nhat vé tac dung phu hay tac dung khéng mong muon (néu co),
duoc cap nhat thuong xuyén;

- Tai liéu thuyét minh tinh ning, cong dung cua san pham céng b trén bao bi
san pham: Bao céo day du vé Panh gia tinh ning, cong dung cua san pham duya
theo thanh phan va két qua thir nghiém (c6 tén va chit ky cua danh gia vién).

76



PHU LUC SO 08-MP
TAI LIEU HUGNG DAN CUA ASEAN VE
KIEM TRA HAU MAI MY PHAM
1. Xay dung chién luoc kiém tra hau mai:

Viéc xay dung chién lugc kiém tra hau mai can cin ctr vao mot sb yéu to sau:

a) Dang san pham: Viéc lay mau my pham kiém tra hau mai can tap trung vao
mat s6 nhém san pham sau:

- San pham Iam trang da.
- Phan rém (bot Talc) hoic cac san pham cé chira khoang chat.
- San pham dung cho mat, méi.

- San pham nhudm toc, dic biét 1a cac san pham xuat xu tir cac nudc van cho
phép st dung mot s6 chat nhuém nam trong danh muc céc chat cam su dung
trong my pham (Annex II).

- San pham danh cho tré em hoic phu nir ¢6 thai.

b) Nguon géc xuat xt ciia san pham: Can chil y cac san pham c6 Xuat xu:
- Tt cac nudc ma luat khac so vai cac nudc ASEAN.

- Cac nudc c0 tién sir vé cac san pham khong dat quy dinh.

¢) Cong ty, nhan hang:

- Dya vao dir liéu vé tién su vi pham.

- Chl 'y céc cong ty it tén tudi, chua dugc biét toi.

d) Thanh phan:

- Cha y nhitng nguyén liéu c6 nguy co c6 thé chira mot sb tap chat gy doc nhur
Kim loai nang, amiang.
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- Mot sé nguyén lidu c6 nguy co c6 thé chira mot sb tap chat khong dugc phép
vi du nhu TEA d6 tinh khiét phai trén 99% (ham luong téi da DEA 13 0,5%)
hoic cac tap chat c6 thé co twong tac vai cac thanh phan khac nhu tic nhan
nitro hoa (cac Nitrit trong nudc).

2. Khi danh gia, xem xét mau san pham my pham, can chd y mét sé chi tiéu,
thanh phan nhu:

- San pham lam trang da: Thuy ngan, hydroquinone, hdc mén (dich chiét nhau
thai).

- Phan rdm: Kim loai nang, Asbestos (Amiang), gigi han vi sinh;

- San pham trang diém mat: Kim loai ning, gigi han vi sinh;

- San pham dung cho méi: Chat mau cam sir dung;

- San pham nhudm téc: Thanh phan chat tao mau cam sir dung;

- Cac nguyén liéu tir cay co: Du luong chat bao vé thuc vat, vi sinh vat.
3. Kiém tra Ho so thong tin san pham (PIF):

Khi kiém tra ho so thong tin san pham can chl y nhitng diém sau:

- Cong thac san pham.

- Tiéu chuan ctia nudce sir dung trong san Xuat.

- Su hién dién caa Benzene trong cac Carbomer.

- Ham Iuvong Dioxane trong cac nguyén li¢u ethoxylate hod, vi du nhu SLES.

- Dau khoang/ Vaseline/ Paraffin: phai tuan thu cac yéu cau trong hudng dan
ctia COLIPA vé qua trinh trung cat.

- Nguy co c¢6 nhiém Nitrosamine (Nitrit trong nudc c6 thé 1a ngudn cua cac tac
nhan Nitro hod).
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- Panh gia tinh an toan.

- Nhitng yéu t6 lién quan dén chat luong, vi du nhu quan Iy tai liéu, cong bo
GMP, sy sach s&, vé sinh trong qué trinh san xuat.

- C4c nguyeén liéu c6 nguon goc st dung céng nghé sinh hoc (chtl ¥ nguy co dot
bién gen).

- Dich chiét thuc vat (chl y dung mdi st dung, danh gia tinh an toan, chat bao
vé thuc vat, chat bao quan).

4. Pia diém kiém tra:

Co quan quan ly can lap danh sach cac kénh phan phéi, dam bao khéng bo qua
bat ky mot dia diém nao. Viéc kiém tra giam sat hau mai my pham can tap
trung noi dau nguédn (cac don vi dau méi nhap khau, phan phdi, san xuat).
Ngoai ra, cd thé kiém tra tai cac dia diém:

- Ctra hang my pham

- Ctra hang ¢ cac trung tam thuong mai
- Nha thuéc

- Chg binh déan

- Dich vu lam dep

- Phong kham da liéu, ...

- Co so san xuat khong tuan tha CGMP: cian ci vao muc do anh hudng dén
chat luong va tinh an toan cua san pham ma co thé yéu cau doanh nghiép c6
bién phéap khic phuc ngay hoac can khic phuc trong thoi gian ngan.

Tht ty vu tién trong viéc kiém tra giam sat hau mai my pham dya vao loai san
pham, ngudn goc xuat xir, nhan hang, thuong hiéu coéng ty, thanh phan cong
thirc.
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PHU LUC SO 09-MP

TEN CO QUAN LAY
MAU

CONG HOA XA HOI CHU
NGHIA VIET NAM
boc 1ap - Tu do - Hanh phuc

BIEN BAN LAY MAU MY PHAM PE KIEM TRA CHAT LUONG
Theo giay gidi thiéu hoac thé thanh tra (ghi rd sb, ngdy, thang, nim va tén co

quan cap)
Ho va tén, chtc vy, co quan ciia nguoi tham gia lay mau:

PSRRI
PP PPPPPPPP
TS SUPRPPPRRPPPIN
Ngay lay mau:
TEN €O SO AUOT TAY MAUT ..ot
D1 ChI: oo biénthoai: .........ccooeeeeeien,
STT| Tén [So616| Pon | S6 |Nwéc| Tén, | Nhan
my | SX, vi |lwong| san | diachi | xet
pham | ngay | déng | lay | xuat | to chiic | tinh
SX, | goi chiu | trang
han | nhé trach | 16 san
ding | nhat, nhiém | pham
Khoi dwa san | trwéc
lwong pham | khi lay
hoiic rathi | mau
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thé truong
tich

Dicu kién bao quan Khi Ay MAU: ......co.eveeeeececeeeeeeeeeee e,

Bién ban duogc 1am thanh 03 ban: 01 ban luu tai co s¢ duoc lay mau, 01 ban luu
tai co quan kiém nghiém, 01 ban luu tai co quan quan Iy kiém tra chat luong.

Chir ky nguot  Chir ky dal dién co sé Chir ky nguoi

lay mau duoc lay mau chtng kién (khi
(Ky vaghird  (Ky va ghiro ho tén, cin thiét)
ho tén) chac danh) (Ky va ghi rd ho
tén)

81



PHU LUC SO 10-MP
CONG HOA XA HOI CHU NGHIA VIET NAM
boc 1ap - Tu do - Hanh phuc

PHIEU PANG KY QUANG CAO MY PHAM,
TO CHUC HOI THAO, SU KIEN GIGI THIEU MY PHAM
Sb: ...

Kinh giri: So Y té tinh/ thanh pho ...

1. Tén don vi dang ky ho so:
2. bia chi:
3. S6 dién thoai, Fax, E-mail:
4. S6 giay phép hoat dong (giay ching nhan dang ky kinh doanh):
5. Tén, s6 dién thoai ctia nguoi hoic bo phan chiu trach nhiém dang ky ho so:
6. Danh muc my pham dang ky quang cao, to chirc hoi thao, sy kién gici thigu
my pham:
S Ténmy Sb tiép nhan Hinh  Thoi gian, dja  Lan
T pham  Phiéucongbd thac  diémdukién  tho
T sanphammy  quang  to chic hoi
pham cao thao, su kién
(@6i  gisi thieu my
v6iho  pham (doi voi

SO ho so ding ky
dang 6 chuc hoi
Ky thao, su Kién

quang  gioi thiéu my
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cdo my pham)
pham)

7. Tai ligu gui kem:
- N6i dung (dy kién) quang céo hodc to chirc hoi thao, sy kién gidi thigu my
pham cua tirng san pham.
- Ban sao Phiéu céng b6 san pham my pham da duoc cap so tiép nhan.
8. Cam két cua don vi dang ky quang c&o my pham:
Chng t6i da nghién ciru k§ Thong tu Quy dinh vé quan ly m§ pham so ... ngay
... thang ... nam ... cta Bo Y t€ va cam ket s€ tuan thu cac quy dinh cta Thong
tu nay vi suc kho¢ va loi ich ctia nguoi sir dung my pham.
..., ngay ... thang ... ndm ...
GIAM bOC bON ’VI
(Ky tén, dong dau)
(Ghi rd ho va tén nguoi ky)
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PHU LUC SO 11-MP

UBND TINH/ TP CONG HOA XA HOI CHU
SOYTE ... NGHIA VIET NAM
------------------- boc lap - Tu do - Hanh phuc

PHIEU TIEP NHAN HO SO PANG KY QUANG CAO MY PHAM,
TO CHUC HQI THAO, SU KIEN GIOI THIEU MY PHAM

S& Y té tinh/ thanh pho ... da tiép nhan ho so dang ky quang cao my pham to
chac hoi thao, su kién gidi thigu my pham sé: (ghi sé phiéu dang ky hé so
quang c&o my pham, to chirc hoi thao, su kién gidi thiéu my pham cua don vi)

Cuia don vi: (ghi tén don vi nop ho so)
Dia chi: (ghi dia chi cua don vi nop ho so)
bién thoai: (ghi sb dién thoai cua don vi nop ho so)
Tén san pham my pham dang ky quang céo, to chuc hgi thao, sy kién gici thigu
my pham:
Hinh thirc quang cao: (d6i vai hd so ding ky quang céo)
Ngay nhan du ho so hop 1&: (Ngay/ thang/ nam)
S6 Phiéu tiép nhan (*):
, ngay ... thang ... nam
THU TRUONG CO QUAN
(Ky tén, dong dau)
(Ghi rd ho va tén nguoi ky)
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(*) Ghi chu: Cach ghi s6 Phiéu tiép nhan 13 a/XX/QCMP-A, trong dé:
- ala S6 Phiéu tiép nhan;

- XX 14 hai chit s6 cudi cia nim cap;

- QCMP 4 céc ky tu viét tat ctia cum tir "quang cao my pham";

- A 1a ky hiéu viét tat tén tinh, thanh phd duoc quy dinh tai Phu luc s6 04-
MP.

Vi du: 268/11/QCMP-HN c6 nghia 1a s6 Phiéu tiép nhan ho so quang cao my
pham 1a 268 do S¢' Y té Ha Noi cap nam 2011.
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PHU LUC SO 12-MP
SOCIALIST REPUBLIC OF VIETNAM

Independence - Freedom - Happiness

(PROVINCIAL/MUNICIPAL) PEOPLE’S COMMITTEE
(PROVINCIAL/MUNICIPAL) HEALTH SERVICE

Address:

Tel: Fax:
CERTIFICATE OF FREE SALE
No.: ... /CFS

Date ...
TO WHOM IT MAY CONCERN

We, (PROVINCIAL/MUNICIPAL) HEALTH SERVICE, hereby certify that

the following product manufactured by (Manufacturer’s name) is allowed to be
sold freely in Viet Nam.

- Manufacturer:
- Address:
- Kind of product: Cosmetics

- Name of product:
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AUTHORISED SIGNATURE

NGUYEN VAN A

Director

(PROVINCIAL/MUNICIPAL) HEALTH SERVICE
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PHU LUC SO 13-MP

TEN DON VI CONG HOA XA HOI CHU
NGHIA VIET NAM
boc 1ap - Tu do - Hanh phic

.., Ngay .... thang ... nam ...

PHIEU PANG KY KIEM TRA THUC HANH TOT SAN XUAT MY PHAM

Kinh giri:  Cuc Quan 1y duoc - B Y té
138A Giang Vo, Ba Binh, Ha Noi
1- Tén co so:
2- Pia chi:
3 - bién thoai: Fax: E-Mail:

Thuc hién Thong tu Quy dinh vé quan Iy my pham s6 ... ngdy .... thang.... nim
... cua Bo Y té, sau khi tién hanh tu thanh tra va danh gia dat tiéu chuan “Thuc
hanh tét san xuat my pham”, Co s& ching toi xin ding ky véi Cuc Quan ly
duoc dugc kiem tra CGMP-ASEAN.

Xin gui kem ban dang ky nay cac tai liéu lién quan sau day:

1. Giay Ching nhan dang ky kinh doanh hoic gidy phép dau tu.

2. So do td chic, nhan sy cua co so.

3. Tai liéu dao tao vé “Thuc hanh tt san xuat my pham”.

4. So do vi tri va thiét ké cuia nha may, bao gom so d6 mit bang tong thé; so do

duong di cua cong nhan; so do duong di cua nguyén liéu, bao bi, ban thanh
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pham, thanh pham; so d6 hé théng cung cap nudc phuc vu san xuat; so do xir 1y
chat thai.

5. Danh muc thiét bi hién cd cua co so.
6. Danh muc cac mat hang dang san xuat hoic du kién san xuat.

7. Bién ban ty thanh tra “Thuc hanh tét san xuat my pham”.
GIAM BOC BON VI

(Ky tén, dong dau)

(Ghi rd ho va tén nguoi ky)
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TEN PON VI

So: ...

PHU LUC SO 14-MP

CONG HOA XA HOI CHU

NGHIA VIET NAM

boc 1ap - Tu do - Hanh phic

PON HANG NHAP KHAU MY PHAM DUNG CHO NGHIEN CUU, KIEM
NGHIEM

Kinh gui:

138A Giang Vo, Ba Dinh, Ha Noi

Cuc Quan 1y dugc - Bo Y té

(Pon vi) kinh @& nghi Cuc Quan 1y duogc xét duyét dé don vi dugc nhan cac my
pham ding cho kiém nghiém chat luong sau:

Tén? my Tén
pham, Dang Don ’ cong
dang bao san | Thanh i So | tysan |Ghi
STT X 2 A V1 X ,
che, quy |pham | phan | ° |lweng| xuat, |chu
, , tinh N
cach dong ten
goi nwoc
1
2
3

...,ngay ... thang ... nam ...
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Cuc Quan ly duoc

Chap thuén don hang nhép

khau gom ...
trang ... khoan kém theo cong
van

6 ... /QLD-CL ... ngay ...

thang ... nam ...
cua Cyc Quan 1y duoc.

Ha Noi, ngay ... thang ...
nam ..

Cuc trudng

GIAM POC PON V]
(Ky tén, dong dau)
(Ghi rd ho va tén nguoi ky)
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PHU LUC SO 15-MP

UBND TINH/ TP CONG HOA XA HOI CHU
SOYTE.. NGHIA VIET NAM

(Hoac BAN QUAN LY boc 1ap - Tu do - Hanh phuc
W) e

..., Ngay ... thang ... nam ...
SO ...

DANH SACH CAC SAN PHAM DA CAP SO TIEP NHAN
PHIEU CONG BO SAN PHAM MY PHAM

Tir thang ... dén thang ... nam ...

Kinh giri:  Cuc Quan 1y duoc - Bo Y té
138 A Giang V0, Ba binh, Ha Noi

S¢ Y té tinh/ thanh phd ... (hoic Ban Quan ly...) bao cao danh
sach cac my pham da duoc cap so tiép nhan Phiéu cong bd
san pham my pham tir thang ... dén thang ... nm ... nhu sau:

STT | Ténsan | Dangsan | Ponvicong | So tiép
pham pham b6 (Ghird| nhan
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tén, dia chi) Phiéu
cong bo
1
2
3
Tong
s6

THU TRUONG CO QUAN

(Ky ton, dong dau)
(Ghi rir ho va ton nguoi ky)
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PHU LUC SO 16-MP

UBND TINH/ TP CONG HOA XA HOI CHU
SOYTE.. NGHIA VIET NAM
(Hoac BAN QUAN Doc 1ap - Tu do - Hanh phic

LY ..)

DANH SACH MY PHAM PA CAP PHIEU TIEP NHAN
HO SO PANG KY

QUANG CAO, TO CHUC HOI THAO, SU KIEN GIOlI
THIEU MY PHAM

Tt thang ... ¢én thang ... nim ...

Kinh giri:  Cuc Quan 1y duoc - BO Y té
138A Giang Vo, Ba Binh, Ha Noi

S¢ Y té tinh/ thanh pho ... (hodc Ban Quan 1y...) bao céo danh
sach my pham da cap Phiéu tiép nhan ho so dang ky quang
c4o my pham, to chuc hi thao, su kién gisi thiéu my pham tur
thang ... dén thang ... nim ... nhu sau:

1. H6 so diang ky quang c&o my pham:
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STT | Ténsan | Tochac,cd| Ponvi Hinh thuc
pham | nhanchiu | dingky | quang céo
trach nhiém | quang cao
dua san
pham ra thi
truong
1
2
Tong
s6

Ténsan | To chiic, ca
pham nhan chiu
trach nhiém

Pon vi ding ky to
chirc hoi thao, sw
kién gidi thiéu my
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dwa san pham pham
ra thi troweong

N

_|
o>

(@p]
O

THU TRUONG CO QUAN
(Ky tén, déng dau)
(Ghi rd ho va tén nguai ky)




PHU LUC SO 17-MP

TEN PON VI CONG HOA XA HOI CHU
------- -nnneeee- NGHIA VIET NAM
So: ... boc 1ap - Tu do - Hanh phuc

BAO CAO KET QUA HOAT PONG SAN XUAT, KINH
DOANH MY PHAM

Nam ...

Kinh giri: - Cuc Quan 1y dugc - Bo Y té
- S§'Y té tinh/ thanh phé ...

(Pon vi) ... b4o cdo hoat dong san xuat, kinh doanh nim ...

cua don vi nhu sau:
1. Tong s6 san pham da cong bo:

2. SO mat hang san xuat/ nhap khau kinh doanh nam ...:
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3. San luong hang hod san xuat/ nhap khau kinh doanh nidm
... (phan theo nhom san pham)

4. Khé khan vuéng mac cia don vi:

5. bé xuat, kién nghi (néu co).

GIAM POC BON VI
(Ky tén, dong dau)
(Ghi rd ho va tén nguoi ky)

98



PHU LUC SO 18-MP
MY PHAM [BAO MAT]

Kinh gz Cuc Quan 1y duoc - Bo Y té
(138A Giang Vo, Ba Dinh, Ha Noi)

THONG BAO TAC DUNG BAT LOI

|. Thdng tin vé cong ty

Tén va dia chi cua cung
ty

Tén va chirc danh nguoi
thong bao

S6 dién thoai: Fax: Email:

1. Thdng tin san pham

Tén san pham ( giong
nhu tén trén don cong
bé)




Danh sach thanh phan,
dang dong goi

(Pinh keém theo danh sach thanh
phan riong biét)

Dang san pham/ muc
dich str dung

Tén cong ty san xuat/
Xuat Xt

Ngay san xuat hoic
han dung

S6 16

111. B4o cdo tac dung bat loi chi tiét

Tén nguoi st dung

hoic hé chiéu

S6 ching minh nhan dan

A=

Tuol Gioi
tinh

Tén

giao/Quoc

tich

bat loi

Thoi gian xuat hién tac dung
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M ta tac dung bat lgi (dinh kém ban md ta tac dung bat loi
néu can thiét)

Thoi gian gitra 1an dung san pham cudi cung va thoi diém
xuat hién tac dung bat loi:
___phat __ gio_ngay

San pham d6 duoc st dung nhu thé nao:

Nguoi sir dung co phai nhap | # Co # Khong
vién vi tac dung bat loi
khong?

Nguoi st dung co phai diéu | # C6 # Khong
tri y té khong?

Két qua # Do hoi phuc ( Ngay: ) # T vong (Ngay:
)
# Van chua hoi phuc # Khdng biét

Nguon cung  # Chuyén gia y té (dé nghi ghi r8) # Khach
cap bdo cdo  hang # Nguon khac (dé nghi ghi rd)

[Chit ky cua ngudi bdo céo tac dung bat loi/ ngay thang nam]
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