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THONGTU
Quy dinh vé quan ly my pham

Thong tu sO 06/2011/TT-BYT ngay 25 thang 01 ndam 2011 cua B6 truong
Bo Y té quy dinh vé quan ly my pham, c6 hiéu luc ké tir ngay 01 thang 04 nim
2011 dugc stra d6i, bd sung boi:

1. Nghi dinh sé 155/2018/ND-CP ngay 12 thang 11 nim 2018 ctia Chinh
phu stra d6i, bd sung mot sé quy dinh lién quan dén diéu kién dau tu kinh doanh
thudc pham vi quan 1y nha nudc cua Bo Y té, c6 hiéu luc thi hanh ké tir ngay 12
thang 11 nam 2018;

2. Thong tu sd 09/2015/TT-BYT ngay 25 thang 5 nam 2015 cia Bo
truong BO Y té quy dinh vé xac nhan nodi dung quang cdo ddi véi san pham,
hang hoa, dich vu dac biét thude linh vuc quan 1y cia Bo Y té, co hiéu luc thi
hanh ké tir ngay 16 thang 7 nam 2015;

3. Thong tu sé 29/2020/TT-BYT ngay 31 thang 12 nim 2020 cia Bo
truong BO Y té stra d6i, bo sung va bii bo mot sd van ban quy pham phép luat
do B¢ trudng B Y t& ban hanh, lién tich ban hanh, c¢6 hiéu lyc thi hanh ke tir
ngay 15 thang 02 nam 2021;

4. Thong tu s6 34/2025/TT- BYT ngay 03 thang 7 ndm 2025 cua B
truong B Y té stra d6i, bd sung mot sb diéu cua Thong tu s6 06/2011/TT-BYT

ngay 25 thang 01 nam 2011 cua B truong By Y té quy dinh vé quan ly my
pham, c6 hiéu luc thi hanh ké tir ngay 18 thang 8 nam 2025.

Can cir Nghi dinh s6 1 88/2007/ND-CP ngay 27 thang 12 nam 2007 cua
Chinh phu quy dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc cia Bo Y
te;

Can cwr Nghi dinh SO 132/2008/ND-CP ngay 31 thang 12 nam 2008 cua
Chinh phii quy dinh chi tiét thi hanh mét sé diéu ciia Ludt Chdt lwong san pham,

hang hda;

Can cw Nghi dinh ,SOA, 24/2003/NP-CP ngay 13 thang 3 nam 2003 cua
Chinh phu quy dinh chi tiét thi hanh Phap lénh Quang cdo,

Can cir Nghi dinh s6 89/2006/NP-CP ngay 30 thing 8 nam 2006 cia
Chinh phu quy dinh vé ghi nhan hang hoa;

Can cir Nghi dinh SO 12/2006/ND-CP ngay 23 thang 01 nam 2006 cua
Chinh phu Quy dinh chi tiét thi hanh Ludt Thwong mai vé hoat dong mua ban

hang hoa quéc té va cdc hoat dong dai Iy mua, bdn, gia céng va qud canh hang
hoa voi nudc ngoai;

Can cir Quyét dinh s6 10/2010/0P-TTg ngay 10 thang 02 nam 2010 ciia



2

Thu twong Chinh phu quy dinh Gidy chimg nhdn luu hanh tw do déi véi sdn
pham, hang hoa xuat khdau va nhdp khau,

Pé trién khai Hiép dinh hoa hop trong quan Iy my phdam da dwoc cdc
nuoc thanh vién Hiép hoi cdac nudc Dong Nam A ky ngay 02 thang 9 nam 2003
(eoi tat la Hiép dinh my pham ASEAN), Bé Y té quy dinh vé quan 1y my pham
nhuw sau:t

1 Nghj dinh s6 155/2018/ND-CP ngay 12 thang 11 nim 2018 ctia Chinh phii sira d6i, bo sung mdt sé quy dinh
lién quan dén diéu kién dau tu kinh doanh thudc pham vi quan 1y nha nudc ciia Bo Y té ¢6 can cir ban hanh nhu
Sau:
“Cén cir Ludt t6 chirc Chinh phii ngay 19 thang 6 nam 2015;

Xét dé nghi ciia Bo trieong By Y té;

Chinh phii ban hanh Nghi dinh sita d6i, bé sung mét s6 quy dinh lién quan dén diéu kién dau tw kinh
doanh thugc pham vi quan 1y nha nwée ciia Bé Y té.”
Thoéng tu s6 09/2015/TT-BYT ngay 25 thang 5 nam 2015 ciia BO truong Bo Y té quy dinh vé xac nhan nodi dung
quang cao ddi véi san phém, hang hoéa, dich vu dic biét thudc linh vyc quan 1y ctia Bo Y té ¢6 can cir ban hanh
nhu sau:

“Can cir Ludt quang cdo ngay 21 thang 06 nam 2012;

Can cit Ludt an toan thuc pham ngay 17 thang 06 nam 2010;

Can cvr Ludt kham bénh, chita bénh ngay 23 thang 11 nam 2009;

Can cit Ludt héa chdt ngay 21 thang 11 ndam 2007;

Can cv Ludat dwoc ngay 14 thang 06 nam 2005;

Can cit Nghi dinh s6 181/2013/NP-CP ngay 14 thang 11 nam 2013 ciia Chinh phii quy dinh chi tiét thi
hanh mét s6 diéu cia Ludt qudng cdo;

Can cir Nghi dinh s6 100/2014/NP-CP ngay 06 thang 11 nam 2014 cia Chinh phii quy dinh vé kinh
doanh va sir dung san pham dinh dudng diing cho tré nho, binh bii va vii ngam nhan tqo;

Can cir Nghi dinh so 63/2012/ND-CP ngay 31 thang 08 nam 2012 cua Chinh phu quy dinh chirc ndng
nhiém vu, quyén han va co cdu t6 chirc ciia B3 Y té;

Theo dé nghi ciia Vu trieong Vi Phdp ché;

Bé truwéng B Y té ban hanh Théong tw quy dinh vé xdc nhdn ndi dung qudng cdo doi véi san pham, hang
hoa, dich vu ddc biét thudc linh vuc quan ly cia B Yi.”
Thong tu sé 29/2020/TT-BYT ngay 31 thang 12 nam 2020 cta B truong BO Y té stra ddi, bd sung va bii bo
mdt s6 van ban quy pham phap luat do Bo truong BO Y té ban hanh, lién tich ban hanh ¢6 can ctr ban hanh nhu
sau:

“Can cie Ludt ban hanh van ban quy pham phdp ludt ngdy 22 thang 6 nam 2015 va Ludt sita doi, bo
sung mot sé diéu ciia Ludt ban hanh van ban quy pham phdp ludt ngay 18 thang 6 nam 2020;

Can cwr Ludt dwoc ngay 06 thang 4 nam 2016;

Can cir Nghi dinh s6 54/2017/ND-CP ngay 08 thing 5 nam 2017 ciia Chinh phii quy dinh chi tiét mét
$6 diéu va bién phdp thi hanh Ludt duwoc;

Can cir Nghi dinh s6 69/2018/NP-CP ngdy 15 thing 5 nam 2018 ciia Chinh phii quy dinh chi tiét mét
$6 diéu ciia Ludt Quan Iy ngoqi thiong;

Can cir Nghi dinh s6 96/2012/ND-CP ngay 15 thdang 11 ndm 2012 ciia Chinh phii quy dinh vé diéu tri
nghién cdc chdt dang thuoc phién bang thuéc thay thé;

Can cir Nghi dinh s6 15/2018/ND-CP ngay 02 thang 02 nam 2018 ciia Chinh phii quy dinh chi tiét thi
hdanh mot s6 diéu ciia Ludt an toan thic phcfm;

Can cir Nghi dinh s6 34/2016/ND-CP ngay 14 thang 5 nam 2016 ciia Chinh phii quy dinh chi tiét mét
$6 diéu va bién phdp thi hanh Ludt Ban hanh van ban quy pham phap ludt;

Can cir Nghi dinh so 75/2017/ND-CP ngay 20 thang 6 nam 2017 cua Chinh phi quy dinh chirc nang,
nhiém vu, quyén han va co cdu t6 chirc ciia Bé Y té;

Theo dé nghi ciia Vu trucéng Vu Phdp ché, S

Bé trudng Bo Y té ban hanh Théng tw sira doi, bé sung va bdi bé mét s6 van ban quy pham phdp ludt do
B¢ truong Bo Y té ban hanh, lién tich ban hanh.”
Thong tu s6 34/2025/TT-BYT ngay 03 thang 7 ndm 2025 ciia BO truong Bo Y té sira ddi, bd sung mot sb diéu
ctia Thong tu s6 06/2011/TT-BYT ngay 25 thang 01 nim 2011 ciia BO truong Bo Y té quy dinh vé quan Iy my
phim c6 can cir ban hanh nhu sau:

“Can cir Nghi dinh s6 45/2020/NP-CP ngay 08 thang 4 nam 2020 ciia Chinh phii vé thue hién thi tuc
hanh chinh trén moi truong dién ti;

Can cit Nghi dinh s6 69/2024/NP-CP ngay 25 thang 6 nam 2024 ciia Chinh phii quy dinh vé dinh danh
va xdc thuc dién tir;
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Chwong |
QUY DINH CHUNG
Pi¢u 1. Pham vi diéu chinh va déi twong ap dung

1. Thong tu nay quy dinh viéc quan ly cac san pham my phém san xuét
trong nudc, my pham nhap khau dé luu thong trong pham vi lanh thd Viét Nam,
bao gom: cong bd san pham my pham hd so thong tin san pham yéu ciu vé an
toan san pham ghi nhan my pham quang cao my pham xuét khau, nhap khau
my pham; 14y mau my pham dé kiém tra chét luong; kiém tra, thanh tra va xu 1y
vi pham; trach nhiém cua t6 chirc, c4 nhan san xuat, buén ban, nhiap khiu my
pham va quyén cua ngudi tiéu ding.

2. Thong tu nay ap dung d6i véi cac co quan quan Iy nha nuéc vé my
pham cac tO chtic, ca nhan tién hanh cac hoat dong lién quan dén cong b san
pham my pham, thong tin, quang cdo, xuat khau, nhap khau, san xuat, budn ban
san phAm my pham tai Viét Nam.

Piéu 2. Giai thich thuit ngir
Trong Thong tu ndy céac tir ngit dudi day dugc hiéu nhu sau:

1. San pham m¥ pham 1a mot chat hay ché pham duoc sir dung dé tiép xuc
v6i nhitng bd phan bén ngoai co thé con ngudi (da, hé théng 16ng toc, mong tay,
moéng chan, moi va co quan sinh duc ngoai) hoac rang va niém mac miéng véi
muc dich chinh 13 dé 1am sach, 1am thom, thay doi dién mao, hinh thuc, diéu
chinh mui co thé, bao vé co thé hoic gilt co thé trong diéu kién tét.

2. Tén my pham la tén duoc dit cho mot san pham my pham, c6 thé 1a tén
moi tu dat cung véoi thuong hi€u hodc tén cuia nha san xuét. Cac ky tu ciu thanh
tén san pham phai 1a cac ky tu c¢6 gbe chit cai Latin.

3. T6 chire, ca nhan chiu trach nhiém dua san phém ra thi truong la td
chie, c4 nhan dung tén trén ho so cong bd san pham my pham va chiu trach
nhiém vé san pham my pham dé trén thi truong.

4. S6 tiép nhan Phiéu cong bd san pham my pham 1a sé do co quan quan
Iy nha nuéc c6 tham quyén cap khi tiép nhan ho so cong bd san phdm my pham.
S tiép nhan Phiéu cong bd c6 gia tri chimg nhan san phAm my pham d3 dugc to
chirc, ca nhan chiu trach nhiém dua san phém ra thi truong khai bdo vo1 co quan
quan 1y nha nudc c6 thim quyén vé viéc my phém s€& dugc luu thong trén thi
truong ma khong c6 gia tri chimg nhan san pham d6 dam bao tinh an toan, hiéu
qua, dap mg tat ca cac yéu cau ctia Hiép dinh my pham ASEAN va cac phu luc
(Annexes) kem theo.

Can cit Nghi dinh s6 42/2022/ND-CP ngay 24 thang 6 nam 2022 ciia Chinh phii quy dinh vé viéc cung
cap thong tin va dich vu cong truc tuyen cua co quan nha nudc trén moi truong mang;

Can cir Nghi dinh SO 42/2025/ND-CP ngay 27 ngay 02 nam 2025 cua Chinh phu quy dinh chirc nang,
nhiém vu, quyén han va co cdu t6 chirc ciia Bo Y té;

Theo dé nghi ciia Cuc truéng Cuc Qudn Iy Duoc;

B trucng Bo Y té ban hanh Thong tw sira doi, bo sung mét sé diéu ciia Théng tw s6 06/2011/TT-BYT
ngay 25 thang 01 nam 2011 ciia B truong Bo Y té quy dinh vé qudn Ly my pham.”
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5. Chu sé hitu sdn pham my pham 1a t6 chiic, cd nhan s& hitu cong thirc,
quy trinh san xuat, ti€éu chuan chat lugng san pham.

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

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

8. Nhan my phém 12 ban viét, ban in, ban v&, ban chup cua chit, hinh vé,
hinh anh dugc dan, in, dinh, dtc, cham, khéc truc tiép trén hang hoéa, bao bi
thuong pham ctia hang hda hodc trén cac chat lidu khac duoc gin trén hang hoa,
bao bi thuong pham cua hang héa.

9. Ghi nhan my phim 1a thé hién ndi dung co ban, cén thiét vé m§ pham
1én nhéan dé nguoi dung nhan biét, 1am can cir lya chon va sir dung dung; dé nha
san xuat, kinh doanh quang b4 cho hang hoa cta minh va lam can ct dé cac co
quan chtrc nang thyc hién viéc kiém tra, kiém soat.

10. Nhén gdc 1a nhan thé hién lan dau dugc gan trén bao bi thuong pham
cua my pham.

11. Nhén phuy la nhan thé hién nhimng noi dung bat budc duoc dich tir nhan
gbc cia my pham bang tiéng nudc ngoai ra tiéng Viét va bo sung nhirng noi
dung bat budc bang tiéng Viét theo quy dinh ctia Thong tu ndy ma nhan gdc cia
m¥ pham con thiéu.

12. Bao bi thuong p}lém ciia my pham 1a bao bi chira dyng my pham va
luu thong cung véi my pham. Bao bi thuong pham cia my pham goém hai loai:
Bao bi truc ti€p va bao bi ngoai.

a) Bao bi truc tiép 1a bao bi chira dung hang hda, tiép xtc truc tiép véi
hang hoa, tao ra hinh khoi hodc boc kin theo hinh khoi ctia hang hoa.

b) Bao bi ngoai 13 bao bi dung dé bao goi mdt hoic mot sé don vi hang
hoa c6 bao bi truc tiép.

13. Luu théng my pham 1a hoat dong trung bay, van chuyen luu gitt hang
hoa trong qua trinh mua ban hang hoa, trir truong hop van chuyén hang héa cua
t6 churc, c4 nhan nhap khau hang héa tir ctra khau vé kho luu giir.

14. S6 16 san xuat my pham la ky hiéu bang sé hoic bang chit, hodc két
hop cé s6 va chit nham nhan biét 16 san pham va cho phép truy xét toan bo lai
lich cua mdt 16 san phém bao gém tat ca cac cong doan cua qué trinh san Xuat,
kiém tra chat luong va phan phéi 16 san pham do.

15. Ngay san xuat my pham la moc thoi gian hoan thanh san xuat, ché
bién, dong gbi hodc cac hinh thirc khac dé hoan thién cong doan cudi cung cua
16 san pham.

16. Han dung cia my pham (han st dung) 13 mdc thoi gian dugc an dinh
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cho mot 16 m§ pham ma sau thdi han ndy my pham khong dugc phép luu thong,
su dung.

17. Str dung tot nhét trude ngdy 13 mbe thoi gian ma nha san xuat khuyén
dung khi chat lugng san pham dang dat mure to1 wu.

18. Xuét xtr hang hdéa ctia my pham 1a nuéc hodc ving lanh thd noi san
xuét ra toan bo my phém hoac noi thuc hién cong doan ché bién co ban cudi
cung d6i v6i my pham trong trudong hop c6 nhiéu nudce hodc ving lanh thd tham
gia vao qua trinh san xuat my pham do.

19. Gidy chtng nhan luu hanh ty do (CFS - Certificate of Free Sale) la
gidy ching nhén do co quan c6 thAm quyén cuia nudc Xuét khau cép cho thuong
nhan xuat khau my pham ghi trong CFS dé ching nhan rang my pham d6 duoc
san xudt va duoc phép luu hanh tu do tai nudc xuat khau.

20. Hudng dan st dung 13 nhimg thong tin can thiét ¢é hudng dan cho
ngudi st dung my pham an toan, hop 1y. Huéng dan sir dung c6 thé in trén bao
bi truc tiép hodc theo dang tai li¢u di kém theo bao bi thuong phérn cua m¥y
pham trong d6 ghi huéng dan str dung va nhitng ndi dung khac theo quy dinh.

~ 21. Quang cao my phélmrlé‘l cac hoat dong gioi thiu, quang ba my pham
nhdm thic day qua trinh san xuat, ban, st dung my pham.

22. Hoi thao, sy kién gioi thiéu my pham 1a hoi nghi dé gisi thiéu hodc
thao luan chuyén dé véi nguoi tidu dung vé cac van dé chuyén sau lién quan dén
m¥ pham.

23. Nguoi quang cao 1a to chire, ¢4 nhan c6 nhu cau quang cdo vé my
pham do minh san xuat, phan phoi.

24. Nguoi phat hanh quang cao 1a t6 chtrc, ca nhan dua san pham quang
cao my pham dén nguoi tiéu dung, bao gdm co quan bao chi, truyén thanh,
truyén hinh, nha xuat ban, t6 chic quan ly mang thong tin may tinh, nguoi t6
chtrc chuong trinh vin hoa, thé thao, hoi chg, trién 1dm va to chirc, c4 nhan sir
dung phuong tién quang cao khac.

25. Hot QE)ng my pham ASEAN la co quan dai dién cho cac nudc thanh
vién ASEAN dé theo doi, quyét dinh va giai quyét cac tranh chap lién quan dén
viéc thuc hi¢n Hiép dinh m§y pham ASEAN.

Chuwong |1
CONG BO SAN PHAM MY PHAM
Piéu 3. Quy dinh vé viéc cong bd sian pham m§ pham

1. Céc to chirc, ca nhan chiu trach nhiém dua san pham my pham ra thi
truong chi dugc phep dua my pham ra luu thong khi da dugc co quan quan ly
nha nude ¢ thim quyén cap sd tlep nhan Phiéu cong bd san pham my pham va
phai hoan toan chiu trdch nhiém vé tinh an toan, hiéu qua va chit lugng san
pham. Co quan nha nuéc c6 tham quyén sé& tién hanh kiém tra hau mai khi san



pham luu thong trén thi truong.

2. Lé phi cong b san pham my pham duoc thuc hién theo quy dinh hién
hanh.

3. T chirc, ca nhan chiu trach nhiém dua san phém ra luu thong trén thi
trudong phai cé chirc nang kinh doanh m§ pham tai Viét Nam.

4. Vigc cong b tinh ning cua san pham mgf‘phém (muc dich sur dung cua
san pham) phai dap ing hudng dan cuia ASEAN vé cong bo tinh nang san pham
my pham (Phu luc s6 03-MP).

Dieu 4. HO so’ cong bo sin pham my pham
Ho6 so cong bo sdn pham my pham bao gom céc tai liéu sau:

1.2 Phiéu cong bb san pham my pham: 01 ban dién tur 601 voi1 truong hop
ndp hd so _cong bb san pham my pham truc tuyen 02 ban gidy ddi véi truong
hop ndp hd so cong bd san pham my pham truc tiép hodc qua dich vy buu chinh;

2.” (@wgc bii bé);

3. Ban chinh hodc ban sao ¢6 chimg thyc hop 18 Gidy uy quyén ctia nha
san xudt hodc chi s¢ hitu san pham Gy quyén cho td chirc, ca nhan chiu trach
nhiém dua san pham ra thi truong dugc phan phdi san pham my pham tai Viét
Nam (ap dung d6i v6i my pham nhap khau va my phim san xuét trong nudc ma
t6 chtrc, ca nhan chiu trach nhiém dwa san pham ra thi truong khong phai 1a nha
san xuat). D6i voi san pham nhap khau thi Gidy uy quyén phai 1a ban c¢6 ching
thue chir ky va duoc hop phap hoa lanh sy theo quy dinh cua phap luat, tru
truong hop dugc mién hop phap hoa lanh sy theo cac dleu udc qudc té ma Viét

Nam 14 thanh vién. Gidy uy quyén phai dap (mg cac yéu cau quy dinh tai Diéu 6
Thong tu nay.

4.f Gidy chimg nhan luu hanh tu do (CFS) d6i voi san phim my pham
nhdp khau dugc quy dinh nhu sau:

a) Truong hop mién CFS bao gom:

- San phém my phrflm duoc san xuét tai nudc thanh vién Hiép dinh Déi tac
Toan dién va Tién bo xuyén Thai Binh Duong ma viéc tham gia Hiép dinh nay
da dugc co quan c6 tham quyén cua nudc d6 phé chuan va cé hiéu luc (sau day
viét tat 1a nuwdc thanh vién CPTPP);

- San pham my pham duoc luu hanh va xuét khau tir nude thanh vién
CPTPP: Doanh nghiép chiu trach nhiém dua san pham ra thi truong phai ndp tai
liéu ching minh san phdm duoc luu hanh tai nudce thanh vién CPTPP do co

2 Khoan nay duogc stra doi, bo sung theo quy dinh tai khoan 1 Diéu 1 Thong tu sb 34/2025/TT-BYT, c6 hiéu luc
ké tir ngay 18 thang 8 nam 2025.

3 Khoan nay dugc bai bo theo quy dinh tai khoan 2 Diéu 12 Nghi dinh s6 155/2018/ND-CP, c6 hiéu luc ké tir
ngay 12 thang 11 ndm 2018.

4 Khoan nay duoc sira doi, bd sung theo quy dinh tai diém a khoan 1 Diéu 1 Thong tu s6 29/2020/TT-BYT, ¢6
hiéu luc ké tir ngay 15 thang 02 ndm 2021.
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quan c6 tham quyen nudc thanh vién CPTPP cap (gidy phép luu hanh san pham
my pham hoic phiéu cong bd san phadm my pham da duogc cap so tiép nhan hodc
van ban phap 1y khac c6 chimg nhan san pham duoc luu hanh tai nudc thanh
vién CPTPP) duoc hop phap hod lanh sy theo quy dinh cua phép luat, trir truong
hop gidy t& phap 1y thudc mot trong céc trudng hop sau day:

+ Pugc mién hop phéap hod lanh sy theo diéu uwdc qudc té ma nudc Cong
hoa xa hoi chu nghia Viét Nam (sau day viét tat 1a Viét Nam) la thanh vién hodc
theo nguyén tic co di co lai gitta Viét Nam va qudc gia cép;

+ Dugce co quan ngoai giao nudc ngoai hodc co quan quan ly nha nude vé
my pham c6 thAm quyén hodc co quan cap gidy t& phap 1y cua nude thanh vién
CPTPP gui van ban hoac thu dién tir dén Cuc Quan 1y Dugc xac nhan glay to
phap 1y;

+ Doanh nghiép chiu trach nhiém dua san pham ra thi truong gui két qua
tur tra ciru glay to phap 1y tur trang thong tin dién tir (website tleng Anh) cua co
quan cip gidy to phéap 1y cia nude thanh vién CPTPP co dong dau x4c nhan cua
doanh nghiép kém theo vin ban cung cp thong tin vé duong dan tra ctru dén
Cuc Quan 1y Dugc. Doanh nghiép phai chiu trach nhiém trudc phap lut vé tinh
hop phép, tinh chinh x4c cua cac gidy to, thong tin ndy va két qua tu tra ctru cta
doanh nghiép;

- San phdm my pham di dugc cép sO tiép nhan Phiéu cong bd san pham
m¥ pham tai nude thudc Hiép hoi cac quoc gia Pong Nam A (ASEAN): Doanh
nghiép chiu trach nhiém dua san pham ra thi truong phai ndp Phiéu cong bd san
pham my pham da duoc cap sd tiép nhan tai nude thuoc ASEAN duoc hop phap
hoa lanh sy theo quy dinh ctia phap luat, trir trudng hop Phiéu cong bd san pham
my pham thudc mot trong cac trudng hop sau day:

+ Puoc mién hop phap hod 1anh sy theo didu wdc qubc té ma nudc Cong
hoa xa hoi chu nghia Viét Nam la thanh vién hodc theo nguyén tac co di c6 lai
gitta Viét Nam va qudc gia cip;

+ Dugce co quan ngoai giao nudc ngoai hodc co quan quan ly nha nude vé
my pham c6 thim quyén hodc co quan cip Phiéu cong bd san pham my pham 3
cua nudc thanh vién ASEAN gui van ban hoac thu dién tu dén Cuc Quan ly
Dugc x4c nhan Phiéu cong bd san pham my pham;

+ Doanh nghiép chiu trach nhiém dua san pham ra thi truong gui két qua
tu tra ciru Phiéu cong bb san pham my pham tir website tleng Anh cua co quan
quan ly co thAm quyén ctia nudc thanh vién ASEAN cip s6 Phiéu tiép nhan
cong bd san pham my pham c6 dong dau xac nhan cia doanh nghiép kém theo
van ban cung cip thong tin vé dudng dan tra ctru dén Cuc Quan 1y Dugc. Doanh
nghiép phai chiu trach nhiém trudc phap luat vé tinh hop phép, tinh chinh xéac
clia cac gidy to, thong tin nay va két qua t tra ctru cia doanh nghiép;

b) Ngoai cac truong hop mién CFS quy dinh tai diém a khoan nay, hd so
cong bd san pham my pham nhap khau phai c6 CFS déap tmg cac yéu cau sau



day:
- CFS do co quan ¢o tham quyén ctia nudc san xuat hodc nudc xuat khau
my pham vao Viét Nam cip con thoi han hiéu luc (ban chinh hodc ban sao

ching thyc). Truong hop CFS khong néu thoi han thi phai 1a ban dugc cap trong
vong 24 thang ké tir ngay cap;

- CFS phai dugc hop phap hoa lanh sy theo quy dinh cua phép luat, tru
truong hop CFS dap ing mot trong cac quy dinh sau day:

+ Pugc mién hop phap hoa lanh sy theo diéu udc quoc té ma Viét Nam la
thanh vién hoic theo nguyén tic c6 di ¢ lai giita Viét Nam va qudc gia cap;

+ C6 vin ban hodc thu dién tir do co quan c6 tham quyén cap CFS hoic
co quan ngoai giao nudc ngoai gui dén Cuc Quan ly Dugc c6 ndi dung xac nhan
thong tin cua CFS;

- CFS phai c6 t6i thiéu cac thong tin quy dinh tai Piéu 36 Luat quan 1y
ngoai thuong va khoan 3 Piéu 10 Nghi dinh s6 69/2018/ND-CP ngay 15 thang 5
nam 2018 cua Chinh phii quy dinh chi tiét mot s6 diéu cia Luat quan 1y ngoai
thuong (sau day goi tat 1a Nghi dinh s6 69/2018/ND-CP).

Piéu 5. Cach lap Phiéu cong bd sian pham m§ pham®

1. Phiéu cong bo san pham my pham thyuc hién theo quy dinh tai Phu luc
s6 01-MP ban hanh kém theo Thong tu nay. Cach ghi cac ndi dung trong Phiéu
cong bd san phém my phém thuc hién theo quy dinh tai Phu luc s6 02-MP ban
hanh kém theo Thong tu nay.

Pbi v6i truong hop ndp hd so cong bd san pham my pham tryc tuyén:
Phiéu cong bd phai dugc ky boi nguoi dai dién theo phap luét hodc nguoi duge
nguoi dai dién theo phap luat uy quyén ky, ghi 16 ho tén va dong dau (chip nhan
chit ky dién tir hodc chir ky s8). Truong hop to chiic, c4 nhan chiu trach nhiém
dua san pham ra thi truong 13 ho kinh doanh thi khong bat budc phai dong du
ctia ho kinh doanh trén Phiéu cong bé.

Déi véi trudng hop ndp hod so cong bd san pham my pham tryuc tiép hoic
qua dich vu buu chinh: Phiéu cong bd phai dugc ky boi nguoi dai dién theo
phap luat hodc nguoi duge nguoi dai dién theo phap luét uy quyén ky, ghi r6 ho
tén va dong dau (khong dugc sur dung chir ky dau), ¢ dong dau giap lai (truong
hop Phiéu céng bd gom 02 td trd 1én). Truong hop t6 chic, ca nhan chiu trach
nhiém dua san pham ra thi truong 1a hd kinh doanh thi khong bat budc phai
dong dau cia ho kinh doanh trén Phiéu cong bd, chi ho kinh doanh phai ky tén
trén tat ca cac trang co6 thong tin ciia Phiéu cong bd.

2. Mdi san pham my pham duoc cong bd trong mot Phiéu cong bb.

San phdm my pham dugc san xuit hoan chinh tai mdi cong ty san xudt
khac nhau thi cong bo riéng. Truong hop co tir hai cong ty trd 1€n tham gia cac

5 Piéu nay duoc sira ddi theo quy dinh tai khoan 2 Piéu 1 Théng tu s6 34/2025/TT-BYT, ¢6 hiéu lyc ké tir ngay
18 thang 8 nam 2025.
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cong doan san xuat dé san xuat ra mot san pham hoan chinh thi 1ap chung trong
mot Phi€u cong bo va phai néu 1o tén, dia chi day du, cong doan tham gia san
xuat cua tung cong ty.

Céc san pham cuing mot cha so hitu san pham thude mot trong cac trudng
hop sau day dugc phép cong bo trong mot Phi€u cong bo:

a) Cac san pham duoc dong goi voi tén chung va dugc ban duéi dang mot
b0 sdn pham;

b) Céc san pham cung tén, cung dong san pham c6 cong thuc tuong tu
nhau nhung c6 mau sac hoac mui khac nhau, trir san pham nhudm toc, nude hoa
thi cong bd riéng cho timg mau, timg mui;

c)rCéc dang khac §é duoc Cgc Quan 1y Dugc - BO Y té quyét dinh dua
vao quyét dinh cua Ho1 dong m§y pham ASEAN.

3. Cach ghi thanh phan cong thirc c6 trong san phim my pham:

a) Thanh phan c6 trong cong thirc san pham phai dugc ghi diy du theo
thi tu ham luong giam déan. Cac thanh phan nudc hoa, chat tao huong va céac
nguyén liéu ctia chung c6 thé viét duéi dang “huong liéu” (perfume, fragrance,
flavour, aroma). Nhitng thanh phan véi ham luong nho hon 1% c6 thé liét ké
theo bat ky th&r tu ndo sau cac thanh phan c6 ham luong 16n hon 1%. Céac chat
mau c6 thé duge ghi theo bat cir thir ty ndo sau cac thanh phan khac theo chi dan
mau (CI) hodc theo tén nhu trong Phy luc IV (Annex IV) cua Hi¢p dinh my
pham ASEAN. Nhitng san pham my pham dung dé trang dlem dudi dang céc
mau khac nhau c6 thé liét ké tat ca cac chat mau trong muc “co thé chira” hoic
‘6+/ 75,

~ b) Néu ddy du ty 1& phan trim cua céc thanh phan ¢6 quy dinh vé gii han
nong do, ham lugng tai cac Phu luc (Annexes) cﬁg Higf:p dir}h mg pham ASEAN.
Gitra hang don vi va hang thap phan dugc danh dau bang dau phay (“,”);

¢) Tén thanh phan phai duoc ghi bang danh phap quéc té (International
Nomenclature of Cosmetic Ingredients - INCI) quy dinh trong cic 4n phim méi
nhat: Tir dién thanh phén my pham qudc té (International Cosmetic Ingredient
Dictionary), Duoc dién Anh (British Pharmacopoeia), Dugc dién My (United
States Pharmacopoeia), Dur li¢u tom tit vé hod hoc (Chemical Abstract
Services), Tiéu chuan Nhat Ban Ve thanh phan nguyén liéu my pham (Japanese
Standard Cosmetic Ingredient), 4n pham ciia Nhat Ban vé thanh phan nguyén
liéu my pham (Japanese Cosmetic Ingredients Codex). Tén thuc vat va dich
chiét tir thue vat phai duoc viét bﬁng tén khoa hoc bao gém chi, loai thuc vat
(tén chi thyc vat c6 thé rat ngan). Cac thanh phan c6 nguon gbc tir dong vat can
néu chinh x4c tén khoa hoc cta loai dong vat do;

d) Nhitng chét sau day khong duoc coi 13 thanh phan ctia my pham:
- Tap chat trong nguyén liéu duoc sir dung;

- Céac nguyén li¢u phu duogc sir dung vi muc dich ky thuat nhung khong co
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mit trong thanh pham;

- Nguyén li€u dugc str dung véi s6 lugng can thiét nhu dung moi hoac
chat mang cua cac thanh phan tao mui.

4. Ngon ngit trinh bay trong Phiéu cong bd 1a tiéng Viét hodc tiéng Anh.
Céc nodi dung ghi tai muc 3 (Muc dich sir dung), muc 8 (Thong tin vé to chue, ca
nhan chiu trach nhiém dua san phim ra thi trudng), muc 9 (Thong tin vé nguoi
dai dién theo phap luat cua Cong ty), muc 10 (Thong tin vé Cong ty nhép khau)
trong Phiéu cong bd phai ghi bang tiéng Viét hoidc tiéng Viét va tiéng Anh

Pi¢u 6. Quy dinh vé Gidy iy quyén

1. Ngbn ngit trinh bay 14 tiéng Viét, tiéng Anh hodc song ngir tiéng Viét
va tiéng Anh.

2. Gidy ty quyén phai c6 diy du cac ndi dung sau:

a) Tén, dia chi cta nha san xuat; truong hop bén uy quyén 1a chi s& hiru
san pham thi can néu rd tén, dia chi cta chi s¢ hitu san pham va tén, dia chi cua
nha san xuét;

b) Tén, dia chi cua td chtrc, c4 nhan duge uy quyén;

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

d) Nhan hang hoic tén san pham dugc uy quyén;

d) Thoi han Gy quyén;

. ¢)Cam két cla nha san Xuat hodc chu s¢ hiru san pham cung cap day du
H0 so thong tin san pham (PIF) cho t6 chuc, ca nhan chiu trach nhiém dua san
pham ra thi truong tai Viét Nam;

g) Tén, chtrc danh, chit ky ctiia ngudi dai dién cho bén iy quyén.

) Piéu 7. Thi tuc tiép nhan va gidi quyét hd so' cong bo san pham my
pham

1.5 Co O nOp 01‘ bd hd so cong bd san Rhém my pham t6i co quan quan ly
nha nudce ¢6 tham quyén theo quy dinh tai Diéu 15 Nghi dinh s6 118/2025/ND-
CP ngay 09 thang 6 nim 2025 ctia Chinh pha vé thuc hién thu tuc hanh chinh

theo co che mdt ctra, mot cira lién thong tai Bo phan Mot cira va Coéng Dich vu
cong qudc gia.

Truong hop ndp ho so trén Cong Dich vu cong qudc gia, co sé thuc hi¢n
theo quy dinh tai Nghi dinh s 45/2020/ND-CP ngay 08 thang 4 nam 2020 vé
thue hién thu tuc hanh chinh trén mai truong dién tir dugc sua d6i, bo sung nam

2022 va nam 2025, Nghi dinh 5O 68/2024/ND-CP ngay 25 thang 6 nam 2024
cia Chinh phu quy dinh vé chit ky s6 chuyén dung cong vy, Nghi dinh so

6 Cau dan cua khoin nay dugc sua d6i, bd sung theo quy dinh tai diém a khoan 3 Didu 1 Thong tu sd
34/2025/TT-BYT, c6 hiéu luc ké tir ngay 18 thang 8 nam 2025.
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69/2024/ND-CP ngay 25 thang 6 nam 2024 cua Chinh phu quy dinh vé dinh
danh va xac thuc dién tu:

a) Poi voi my pham nhap khau: To chirc, c4 nhan chiu trach nhiém dua
san pham ra thi truong ndp ho so cong bd san pham my pham tai Cuc Quan ly
duoc - BO Y té.

b) Dbi v6i my phidm san xuét trong nude: T chire, ¢4 nhan chiu trach
nhiém dwa san phim ra thi truong ndp hd so cong bd san phdm my pham tai co
quan chuyén mon vé y té thuéc Uy ban nhan dén cép tinh’ noi dat nha may san
xuit. San phdm my pham duoc san xuat, dong goi tir ban thanh pham nhap khau
dugc coi nhu san phim san xut trong nudc.

¢) Pbi v6i my pham kinh doanh trong pham vi Khu thuong mai cong
nghiép thuéc Khu kinh té cira khdu Moc Bai, tinh Tay Ninh thuc hién cong bd
tai Ban Quan 1y Khu kinh té ctra khau Moc Bai; my pham kinh doanh trong
pham vi Khu kinh té - thuong mai dac biét Lao Béo, tinh Quang Tri thuc hién
cong bd tai Ban Quan 1y Khu kinh té tinh Quang Tri.

Viéc dua my pham tir Khu thuong mai cong nghiép thudc Khu kinh té cira
khau Moc Bai, tinh TAy Ninh vao cac khu chtrc ning khac trong Khu kinh té ctra
khau Moc Bai, tinh Tay Ninh hodc dua vao thi truong ndi dia dé kinh doanh;
dua my phém tr Khu Kinh té - Thuong mai dac bié€t Lao Bao, tinh Quang Tri
vao thi truong ndi dia dé kinh doanh phai thuc hién céng b tai Cuc Quan 1y
dugc - Bo Y té theo quy dinh ctia Thong tu nay (t0 chic, ca nhan dimg tén cong
bb san pham my pham phai ¢6 chirc nang kinh doanh my pham tai Viét Nam va
nam ngoai 2 khu nay).

2. Giai quyét hd so cong bd san phdm my pham:

a) Trong vong 03 ngay lam viéc ké tir ngay nhan duogc hd so cong bé hop
1& va 18 phi cong bd theo quy dinh, co quan quan ly nha nudc co tham quyén co
trach nhiém ban hanh s tiép nhan Phiéu cong bd san pham my pham.

b)® Truong hop hod so cong bd chua dap tmg theo quy dinh cia Thong tu nay
thi trong vong 05 ngay lam viéc ké tir ngay nhan dugc ho so, co quan tiép nhéan hd
so thong bao bang van ban cho t6 chirc, c4 nhan cong b biét cac ndi dung chua
dap ung dé stra doi, bo sung ho so (néu cu thé cac ndi dung chua dap tmg).

Trong vong 05 ngay lam viéc ké tir ngay nhan duoc hd so bd sung dap
tng theo quy dinh cua Thong tu nay, co quan quan ly nha nudc co tham quyén
c6 trach nhiém ban hanh s tiép nhan Phiéu cong bd san pham my pham.

Truong hop ho so sira doi, bd sung khong dap tng theo quy dinh cua
Thong tu nay thi trong vong 05 ngay lam viéc ké tir ngay nhan duogc ho s0 bo
sung, co quan tiép nhan hd so thong bao bang vin ban khong cip sd tiép nhan

7 Cum tir “S¢' Y t€” duoc thay thé boi cum tir “co quan chuyén mon vé y té thuoc Uy ban nhan dan cip tinh”
theo quy dinh tai khoan 1 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18 thang 8 nim 2025.

8 Piém nay duoc stra d6i, bd sung theo quy dinh tai diém b khoan 3 Diéu 1 Thong tu sé 34/2025/TT-BYT, ¢
hiéu luc ké tir ngay 18 thang 8 nam 2025.
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Phi€u cong bo san pham my pham cho san pham nay.

Ho so bo sung cua don vi gom:

- Van ban giai trinh vé viéc sua doi, bd sung cua td chic, c4 nhan ding
tén cong bo;

- Phiéu cong bo san pham my pham kém theo tai liéu khac dugc stra doi,
b0 sung.

c¢) Trong thoi gian 03 thang ké tir ngdy ban hanh vin ban thong bao theo
quy dinh tai diém b khoan ndy, néu co quan quan ly nha nudc co thAm quyen
khong nhan duge ho so bd sung cta to chire, ca nhan ding tén cong b thi hd so
cong bd khong con gia tri. Trong trudng hop ndy, néu to chirc, ca nhan mubn
tiép tuc cong b thi phai ndp hd so méi va ndp 1é phi méi theo quy dinh.

Piéu 8. Quy dinh vé cich ghi sb tiép nhin Phiéu cong bd sian pham
my phim

S tiép nhan phiéu cong bd san pham my pham duge quy dinh nhu sau: s6
thr ty duoc cdp + gach chéo + ndm cap (hai chit s6 cudi) + gach chéo + CBMP
+ gach ngang + ky hiéu viét tit tén tinh, thanh phd, Ban Quan ly Khu kinh té
hoic Cuc Quan 1y dugc (QLD) theo Phu luc s6 04-MP.

Vi du: 135/11/CBMP-HN c¢6 nghia la sO tiép nhan Phiéu cong bd my
pham la 135 do co quan chuyén moén vé y t€ thudc Uy ban nhan dén thanh pho
Ha Noi® cap nam 2011.

Picu 9. Thay déi cac ni dung di cong bod

Pbi véi cac san pham my pham di cong bd va duoc cip sb tiép nhan
Phiéu cong bb san pham my pham, khi ¢ thay d6i cac noi dung quy d inh tai
Phu lyc s6 05-MP, t6 chirc, ca nhan chiu trach nhiém dua san pham ra thi truong
phai ¢6 van ban dé nghi bd sung (d6i voi cac nodi dung khong phai cong bd méi)
kém theo tai liéu c6 lién quan dén noi dung bd sung va phai dugc sy chép thuan
bang van ban cua co quan nha nudc c6 thAim quyén hoic thuc hién cong bd méi
theo quy dinh (d6i v6i cac ndi dung phai cong bd méi).

Dieu 10. Hi¢u lyc cua so tiep nhan Phieu cong bo sain pham my pham

So tlep nhan Phiéu cong bo san phim my pham co gia tri 05 nam ké tur
ngay cap. Hét thoi han 05 nim, t6 chtrc, ca nhan mudn tiép tuc dua san pham my
pham ra luu thong trén thi truong thi phai cong b6 lai trudc khi so tiép nhan
Phiéu cong bd san pham m§ pham hét han va phai nop 1& phi theo quy dinh.

Chwong 111
HO SO THONG TIN SAN PHAM MY PHAM

o Cum tir “So' Y té Ha Noi” dugc thay thé boi cum tir “co quan chuyén mén vé y té thudc Uyﬂban nhén dan thanh
pho Ha Noi” theo quy dinh tai khoan 2 Piéu 2 Thong tu so6 34/2025/TT-BYT, c6 hi¢u luc ké tir ngay 18 thang 8
nam 2025.



13

Piéu 11. Quy dinh chung vé Ho so théng tin sin phim m§ pham

Mbi sén pham m¥ pham khi dua ra luu thong trén thi trudng phai c6 Ho
so thong tin san pham (PIF - Product Information File) theo hudng dan cua
ASEAN luu giir tai dia chi cta to chtrc, ca nhan chiu trach nhiém dwa san pham
ra thi truong.

Piéu 12. Noi dung ciia Ho so thong tin san phAm m§ phim

1. HO so Thong tin san phAm my pham gém c6 4 phan nhu sau:

a) Phan 1: Tai liéu hanh chinh va tom tit vé san pham;

b) Phan 2: Chat lwong cia nguyén liéu;

¢) Phan 3: Chét luong cua thanh pham;

d) Phan 4: An toan va hiéu qua.

Noi dung chi tiét cua Ho so Thong tin san phAm my pham quy dinh tai
Phu luc s6 07-MP.

2. Phan 1 ctia Hd 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 day du thi

xudt trinh trong vong 15-60 ngay ké tir ngay kiém tra theo yéu cau cta co quan
chirc nang.

Chuong IV
YEU CAU VE AN TOAN SAN PHAM MY PHAM
Picu 13. Yéu ciu vé an toan san pham m§ pham

Céc to chirc, c4 nhan chiu trach nhiém dua san pham my pham ra thi
truong phai dam bao cac san pham ctia minh khong ¢ hai ddi véi sitc khoé con
nguoi khi dugce dung trong nhitng diéu kién binh thu’ong hodc nhing diéu kién
thich hop duoc huong dan, phu hop voi dang bao ché, théng tin ghi trén nhan,
huéng dan st dung, than trong dac biét, ciing nhu cac thong tin khac cung cap
boi nha san xut hodc chu s hitu san pham.

Nha san xuét, cha s hitu san pham phai danh gia tinh an toan trén mdi
san phdm my pham theo Hudng dan danh gi4 tinh an todn my pham cua
ASEAN. Gi6i han kim loai nang va vi sinh vt trong my pham phai dap tmg yéu
cdu cia ASEAN quy dinh tai Phu luc s6 06-MP. Thanh phﬁn cong thirc my
pham phai dap tng theo cac Phu luc (Annexes) - ban moi nhat cua Hiép dinh my
pham ASEAN (dia chi truy cap: www.dav.gov.vn hoic www.aseansec.org).

Piéu 14. Cac thanh phan chit cAm, cic thanh phan c6 quy dinh vé
giéi han nong d§, ham lweng va dieu kién sir dung trong cong thirc sin
pham m§y pham

Céc to chiric, ca nhan khong duoc dua ra thi truong nhiing san pham my
pham c6 chura:

1. Céc chat cam sir dung trong my pham véi diéu kién di kém duoc liét ké
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trong Phu lyc II (Annex II).

2. Céc thanh phan duoc liét ké trong phan thir nhat cia Phu luc 11T (Annex
III), voi nong do, ham luong vuot qué giodl han hodc nam ngoai di€u kién cho phép.

3. Céc chat mau khéac véi cac chat dugc liét ké trong Phuy lyc IV (Annex
V), phan 1, trir truong hop cac my phdm chia cic chat mau véi muc dich duy
nhat dé nhuom toc.

4. Cac chqt mau duogc liét ké trong Phu luc IV (Annex 1V), phﬁn 1 duoc
st dung ngoai di€u ki¢én da néu.
5. Cac chat bao quan nam ngoai danh muc trong Phu luc VI (Annex VI),
phan 1.

6. Cac chat bao quan duoc liét ké trong Phu lyc VI (Annex VI), phan 1,
vO1 ham lugng vuot qua gioi han hoac nam ngoai diéu kién cho phép, trir truong
hop cac chat ndy duoc str dung voi muc dich dic biét, khong lién quan dén cong
dung 1a chat bao quan.

7. Cac cl}ét loc tia tir ngoai nam ngoai danh muc trong Phy luc VII
(Annex VII), phan 1.

8. Cac chat loc tia tir ngoai ndm trong Phy luc VII (Annex VII), phan 1
nhung c6 ham lugng vugt qua gio1 han hodc diéu kién cho phép.

Su ¢6 mit cia cac chat dugc liét ké trong Phu luc II (Annex II) véi ham
luong vét van duoc chap nhan néu vi 1y do k¥ thuat khong thé tranh duoc trong
“Thuc hanh t6t san xuat my pham” va van dam bao yéu cau vé do an toan cia
m¥ pham nhu quy dinh tai Diéu 13 ctia Thong tu nay.

Pi¢u 15. Nhirng san phim m§ pham chira cac thanh phan sau day thi
van dugc phép luu thong trén thi trudng

1. Cac thanh phan hoidc nguyén liéu dugc liét ké trong Phu luc I1I (Annex
IIT), phan 2, trong gi61 han va theo nhitng diéu ki¢n da néu, cho dén ngay dugc
quy dinh trong cot (g) cua Phu luc nay.

2. Céac ché‘t mau dugc liét ké trong Phu lyc IV, phan 2, trong giGi han cho
phép va trong dicu kién dugc chap nhan, cho dén ngay dugc quy dinh trong phu
luc nay.

3. Cac chat bao quan dugc li€t ké trong Phu luc VI, phan 2, trong gioi han
cho phép va trong diéu kién dugc chap nhéan, cho dén ngay dugc de cap dén
trong cot (f) cua Phu luc ndy. Tuy nhién, mot vai thanh phan trong sO nay c6 thé
dugc sir dung ¢ nhitng ham luong khac véi muc dich cu thé, duoc thé hién rd
rang trong dang trinh bay cua san pham.

4. Cac chat loc tia tir ngoai duoc quy dinh trong phan 2 cta Phu lyc VII
(Annex VII), trong gioi han cho phép va trong diéu kién da quy dinh, cho dén
ngay duoc dé cap dén trong cot (f) ciia Phu luc nay.

Quy dinh vé viéc sir dung cac chit ndm trong cac Phu luc (Annexes) néu
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trén co thé thay d6i theo quyét dinh cua Hoi dong my pham ASEAN. Cac quy
dinh nay s€ tu dong dugc cap nhat va co gia tri tai Viét Nam.
Chwong V
GHI NHAN MY PHAM
Piéu 16. Vi tri nhin my phim

1. Nhin my pham phai dugc gin trén hang hoa, bao bi thuong pham cua
hang hoa ¢ vi tri khi quan sat c6 thé nhan biét dugc dé dang, day du cac ndi dung
quy dinh ctia nhan ma khong phai thao roi cac chi tiét, cac phan ctia hang hoa.

2. Truong hop khong dugce hodc khong thé mé bao bi ngoai thi trén bao bi
ngoai phai c6 nhan va nhan phai trinh bay day du cac ndi dung bat budc.

Piéu 17. Kich thwéc, hinh thire va ndi dung ciia nhin

1. To chiic, c4 nhan chiu trach nhiém dua san pham my pham ra thi
truong tu xac dinh kich thudc ctia nhan hang hda my pham nhung phai bao dam
thong tin ghi trén nhan phai dé doc bang mat thuong. Noi dung cta nhan va
nhan phu (néu co) phai trung thuc, ré rang, chinh xac va phan anh dung tinh
nang clia san pham.

2. Mau sac cua chi¥, chir s6, hinh v&, hinh anh, dau hiéu, ky hi¢u trinh bay
trén nhdn my pham phai rd rang. Mau sac cua chir va so phai twong phan voi
nén cua nhan.

Picu 18. Noi dung bat budc phai ghi trén nhin

1. Nhan san pham m§ pham phai phu hop voi yéu cau ghi nhén my pham
cua ASEAN.Nhiing thong tin sau phai dugc the hién trén nhan san pham:

a) Tén cla san pham va chac ning cua no, trir khi dang trinh bay san
pham da thé hién rd rang chirc nang cuia san pham;

b) Hudéng qdﬁn st dung, trir khi dang trinh bay di thé hién rd rang cach sir
dung ctia san pham;

¢) Thanh phan cong thirc day du: Phai ghi r6 cac thanh phan theo danh
phéap qudc té quy dinh trong cac 4n phdm méi nhat néu tai diém ¢ khoan 1 Diéu
5 ctia Thong tu nay (khong phai ghi ty 1& phan trim cta cac thanh phan);

d) Tén nudc san xuét;

d) Tén va dia chi cua to chuc, ca nhan chiu trach nhiém dua san pham ra
thi truong (ghi day du bang tiéng Viét theo Gidy chimg nhén dang ky kinh
doanh hodc Giay phép dau tu);

e) Pinh lugng thé hién bang khéi luong tinh hodc thé tich, theo hé mét
hodc ca hé mét va h¢ do luong Anh;

g) S6 16 san xuat;

h) Ngay san xuét hoic han dung phai dugc thé hién mot cach 16 rang (vi
du: ngay/thang/ndam). Cach ghi ngay phai thé hién rd rang gdm thang, nam hodac
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ngay, thang, nam theo dung thu tu. Co thé dung tor “ngay hét han” hoic “sir
dung t6t nhat trudc ngay”, néu can thiét c6 thé bd sung thém diéu kién chi dinh
can tuan thi dé dam bao sy 6n dinh cua san pham.

~ Voinhiing san pham c6 d6 6n dinh dudi 30 thang, bit budc phai ghi ngay
hét han;

i) Luu ¥ vé an toan khi st dung, dic biét theo nhitng luu ¥ nam trong cot
"Diéu kién st dung va nhitng canh bao bat budc phai in trén nhin san pham"
duoc dé cap trong cac phu luc cua Hiép dinh my phém ASEAN, nhirng than
trong nay bat budc phai thé hién trén nhin san pham.

2. Trong truong hop kich thude, dang hodc chét lidu bao gbi khong thé in
dugc day du cac thong tin quy dinh tai khoan 1 Diéu nay trén nhén gbc, nhing
ndi dung bat budc nay phai dugc ghi trén nhan phy dinh kém theo san pham my
pham va trén nhan my pham phai chi ra noi ghi cac noi dung do.

Céc thong tin sau ddy bat budc phai dugc ghi trén nhin gdc cia bao bi
tryc tiép cua san pham:

a) Tén san pham;
b) S6 16 san xuit.
Picu 19. Ngon ngir trinh bay trén nhin my pham

Nhitng néi dung quy dinh tai Piéu 18 cua Thong tu nay phai dugc trinh
bay bang tiéng Anh hodc tiéng Viét; riéng cac thong tin tai diém b, d, i khoan 1
Piéu 18 phai ghi bang tiéng Viét.

Piéu 20. Cac ndi dung khac thé hién trén nhin my pham

T6 chirc, ca nhan duoc phép ghi trén nhan my pham nhiing ndi dung khac.
Nhitng ndi dung ghi thém khong dugc trai véi quy dinh cua phéap luat va phai
dam bao trung thuc, chinh xac, phan anh dung ban chét caa hang héa, khéng che
khuat, khong 1am sai 1éch nhiing nodi dung bt budc ghi trén nhan my pham.

Chuong VI (duwoc bii bé)
Chuwong VI
XUAT KHAU, NHAP KHAU MY PHAM
Piéu 32. Xuit khiu my pham
Viéc xuat khau my phém‘thu’c hién tai co quan Hai quan theo quy dinh
phap luat hién hanh va céc yéu cau cia nudc nhap khau.
] Picu 33. Hb so, thu tuc cap Giz“iy? ching nhan lwu hanh ty do (CFS)
doi véi m§ pham san xuat trong nwéc dé xuat khau®

10 Churong nay duoc bii bo theo quy dinh tai diém d khoan 2 Piéu 24 Thong tu s6 09/2015/TT-BYT, ¢6 hiéu luc
ké tir ngay 16 thang 7 ndm 2015.

11 picu nay dugc stra d6i, b6 sung theo quy dinh tai diém ¢ khoan 1 Diéu 1 Thong tu s 29/2020/TT-BYT, c6
hiéu luc ké tir ngay 15 thang 02 nam 2021.
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1. H6 so dé nghi cdp CFS d6i v6i my pham xuat khau thuc hién theo quy
dinh tai Diéu 11 Nghi dinh s6 69/2018/ND-CP. Riéng ban Tiéu chudn cong bo ap
dung d6i v6i san pham “hang hoa co thé thay thé bang Phiéu cong bd san phdm
my pham d3 dugc cp s6 tiép nhan (01 ban sao c6 dong dau ctia thuong nhan).

2. Quy trinh cap CFS d6i voi my pham xuét khau thyc hién theo quy dinh
tai Piéu 11 Nghi dinh s6 69/2018/ND-CP.

3. Phi qcép CFS tinh theo san pham tuong tmg véi 01 Phiéu cong bd san
pham my pham da duoc cap soé ti€p nhan.

4. Co quan chuyén mon vé y té thuoc Uy ban nhan dan cap tinh12 thuc
hién viéc cdp va quan ly CFS d6i voi my pham xuét khau duoc san xuit trén dia
ban noi dit co s¢ san xuat my pham.

Dleu 34. HO s0, thu tuc cap Glay chirng nhin co sé¢ dap &ng cac
nguyeén tic, tiéu chuin “Thyc hanh tot sin xuit my pham cuia Hlep hoi cac
nuéc Pong Nam A (CGMP-ASEAN) phuc vu cho nhu ciu xuét khau

1. Don vi san xudt c6 nhu cau cap Gidy chung nhan co s dap Gmg cac
nguyén tac, tiu chuan “Thuc hanh tét san xudt my pham cua Hiép hoi cac
nuéc Pong Nam A (CGMP-ASEAN) dé phuc vu cho xuét khau guri ho so ding

ky kiém tra vé Cuc Quan 1y dugc - Bo Y té. Ho so bao gdm:

a) Phiéu dang ky kiém tra “Thuc hanh t6t san xuat my pham” (Phu luc sb
13-MP);

b)" (dwoc bi bé);

¢) So dd to chtrc va nhan su cua co sd (so db to chic phai thé hién rd tén,
chtrc danh, trinh d§ chuyén mon k¥ thuat ctiia cac can bd phu trach cac b phan),
qué trinh cong tac va kinh nghiém trong linh vuc dugc phan cong cua cac can bd
phu trach cac by phan (san xuét, kiém tra chat luong, dam bao chét luong, nha

kho);
14
d) (dwoc bdi bo);

d) So d6 vi tri va thiét ké ciia nha may (bao gom: so dd mat bang tong thé;
so d0 dudng di cua cong nhan; so do duong di cua nguyén liéu, bao bi, ban
thanh pham, thanh pham; so dd hé thong x\r Iy chat thai);

e) Danh muc thiét bj hién c6 cta nha may (bao gém thiét bi san xuit va
thiét bi kiém tra chit luong my pham) phai thé hién dugc tén thiét bi, ndm san
xuét, nudc san xuat va tinh trang cluia thiét bi;

12 Cym tir “S¢ Y té tinh, thanh phd truc thudc Trung wong” duoc thay thé boi cum tir “co quan chuyén mon vé y
té thuoc Uy ban nhan dan cap tinh” theo quy dinh tai khoan 3 Piéu 2 Thong tu s6 34/2025/TT-BYT, c6 hiéu luc
ké tir ngay 18 thang 8 nam 2025.

13 Piém nay dugc bai bo theo quy dinh tai khoan 2 Diéu 12 Nghi dinh s6 155/2018/NB-CP, c¢6 hiéu luc ké tir
ngay 12 thang 11 ndm 2018.

14 piém nay dugc bai bo theo quy dinh tai khoan 2 Diéu 12 Nghi dinh s6 155/2018/ND-CP, ¢6 hiéu luc ké tir
ngay 12 thang 11 ndm 2018.
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9)" (duwoe bii bé);

h) Bién ban tu thanh tra “Thuc hanh tot san xuat my pham” (Bién ban tur
thanh tra phai thé hién rd thoi gian thanh tra, thanh phﬁn doan tu thanh tra, muc
tiéu ty thanh tra, két qua tu thanh tra va cac dé xuat thoi gian va bién phap khic
phuc céc tdn tai).

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

Cuc Quan 1y duoc - Bo Y té ¢6 trach nhiém xem xét hd so, 1én ké hoach
va ra quyét dinh thanh 1ap doan kiém tra, thong bao cho co s¢ it nhat 10 ngay
trudce khi tién hanh kiém tra.

3. Glay ching nhén co s¢ dap Gmg cac nguyén | tac, tiéu chuan “Thyc hanh
tt san xuat my pham c6 gid tri 03 ndm ké tur ngay cap

4. Don vi san xuat (goi t’ét 1a co s¢ dang ky GMP) phai np phi tham dinh
tiéu chuan va di€u kién sadn xuat my pham theo quy dinh hién hanh.

Picu 35. Nhap khau my pham
1."° (dwoc bii bé).

2. Nhap khau my pham trong mot s6 truong hop dic biét (khong bat budc
phai thuc hién cong bd san pham my pham theo quy dinh ctia Thong tu nay):

a)'” To chirc, ca nhan nhap khau my pham dé nghién ctu, kiém nghiém
gri Pon hang nhap khau my pham dung cho nghién ciru, kiém nghiém theo quy
dinh tai Phu luc sb 14-MP ban hanh kém theo Théng tu nay dén co quan chuyén
mon vé y té thudc Uy ban nhan déan cép tinh noi dat try s¢ chinh ciia co sd. SO
luong toi da cho mdi san pham 13 10 mau.

Dbi v6i truong hop ndp truc tuyén: 01 ban dién tir Pon hang dugc ky boi
nguoi dai dién theo phap lut hodc nguoi duge nguoi dai dién theo phap luat uy
quyén ky, ghi r6 ho tén va dong dau (chap nhan chit ky dién tir hodc chir ky so)
Truong hop to chirc, c4 nhan 13 ho kinh doanh thi khong bat budc phai dong dau
cua ho kinh doanh trén Pon hang.

Pbi vai truong hop ndp truc tiép hodc qua dich vu buu chinh: 02 ban giay
Don hang dugc ky boi nguoi dai dién theo phap luat hoac nguoi duge ngudi dai
dién theo phap luat uy quyén ky, ghi r6 ho t€n va dong dau (khong dugc sir dung
chit ky dau), c6 dong dau giap lai (truong hop Pon hang c6 tu hai to tro 1én).
Truong hop to chirc, ca nhan 13 ho kinh doanh thi khong bét budc phai dong dau
ctia ho kinh doanh trén Pon hang, chii ho kinh doanh phai ky tén trén tit ca cac
trang c6 thong tin cia Pon hang. Sau khi dugc phé duyét, 01 ban dugc luu tai co
quan chuyén mén vé y té thudc Uy ban nhan déan cdp tinh, 01 ban giri co s¢. Ban

15 Piém nay dugc bai bo theo quy dinh tai khoan 2 Diéu 12 Nghi dinh s6 155/2018/NB-CP, c¢6 hiéu luc ké tir
ngay 12 thang 11 ndm 2018.

16 Khoan nay dugc bii bo theo quy dinh tai khoan 2 Diéu 12 Nghi dinh s 155/2018/NB-CP, ¢6 hiéu lyc ké tir
ngay 12 thang 11 ndm 2018.

17 Piém nay duoc sira doi, bd sung theo quy dinh tai khoan 4 Piéu 1 Thong tu s6 34/2025/TT-BYT, c¢6 hi¢u luc
ké tir ngay 18 thang 8 nam 2025.
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gui co s ¢6 dong dau “Ban gui co s¢” d€ xuat trinh co quan Hai quan khi lam
thu tuc thong quan.

Trong vong 03 ngay lam viéc ké tir ngay nhan duoc Pon hang nhap khau
my pham dung cho nghién ci, kiém nghiém, co quan chuyén moén vé y té thudc
Uy ban nhan dan cip tinh phé duyét Don hang. Truong hop khong phé duyét
Pon hang thi phai théng bao bang vin ban, néu 13 1y do.

Céac san pham my pham nhdp khau dé nghién ciru, kiém nghiém phai
dugc st dung ding muc dich, khong duoc phép dua ra luu thong trén thi truong.

b) T6 chtrc, c4 nhan nhan my pham 13 qua biéu, qua tang lam thu tyc nhap
khau tai co quan Hai quan theo quy dinh. Téng tri gia mdi lan nhan khong vuot
quéa dinh mirc hang hoa dugc mién thué theo quy dinh hién hanh.

Cac mau my pham nhédp khau 13 qua biéu, qua ting khéng duoc phép dua
ra luu thong trén thi truong.

¢) T chirc, ca nhan nhap khau my pham dé trung bay tai hoi cho, trién
lam va cac truong hop tam nhap tai xuat khac phai lam thu tuc xin cdp gidy phép
tam nhap tai xuit ciia B6 Cong Thuong theo quy dinh hién hanh.

Chuong VIII
LAY MAU MY PHAM PE KIEM TRA CHAT LUQNG
Picu 36. Nguyén tic ldy miu

1. LAy mau my pham dé kiém tra hodc gidm sat chat luong theo nguyén
tac lay mau ngau nhién va phai lay mau ¢ nhiing vi tri khac nhau cua 16 hang.

2. Luong mau can 1iy dé phan tich va dé luu cin ct vao yéu cau kiém tra,
tiéu chuan chat lugng, phuong phdp thir nhung it nhat phai du cho ba lan ph an
tich hodc phai dua dé thuc hién phép thir dam bao thu dugc két qua chinh xac va
tin cay.

3. Cac méu phan tich va mau luu phai duge cho vao dd dung, han kin va
dan nhan. Nhan ctia d6 dung mau phai ghi rd tén san pham, tén to chtc, ca nhan
chiu trach nhiém dua san phém ra thi truong, s6 16 san xuit, han dung, noi léy
mau, ngay lay mau.

4. Lap bién ban 14y miu my pham theo mau Phu luc s6 09-MP: Bién ban
ldy mau m¥ pham phai ghi & tén san pham, sb 16 san xuat, ngay liy mau, dia
diém lay mau, ghi chép vé nhing bat thuong cua qua trinh ldy mau, tén va chir
ky cta nguoi lay mau, dai dién co s& dugc 1dy mau, nguoi chung kién (khi can
thiét). Bién ban dugc lam thanh 03 ban: mot ban luu tai co sé duoc 1ay mau, mot
ban luu tai co quan kiém nghiém, mdt ban luu tai co quan quan 1y kiém tra chat
luong my pham.

Pieu 37. Quyén han va trach nhiém cua ngwoi lay mau

1. Xuét trinh theé thanh tra vién hodc kiém soat vién chat luong hoic glay
gii thiéu hodc quyét dinh thanh 1ap doan kiém tra do thu truéng co quan kiém
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tra chat luong my pham ky khi thi hanh nhiém vu.

2. Yéu cadu co s& ¢6 mau xuat trinh cac ho so, tai liéu, lién quan dén
nguon goc so luong, chat lugng cua 16 my pham duoc lay mau, dua ra phuong
an lay mau, s6 luong mau phan tich va mau luu duoc lay cua 16 my pham trong
qua trinh 1y mau.

3. Kiém tra, 14y mau bat ky bao 801 nao trong 16 my pham khi ¢6 nghi ngo
vé chit lugng, tinh an toan cta san pham.

4. Chju trach nhiém trudc phap luat vé cac thao tac k¥ thuat, thu tuc phap 1y
trong qua trinh 1ay mau, van chuyén va ban giao mau cho co quan kiém nghi¢m.

Picu 38. Van chuyén va ban giao miu

1. Sau khi hoan tat viéc ldy mau, nguoi 1y mau phai chuyén cac mau di lay
kem bién ban lay mau my pham va ban giao ngay cho co quan kiém nghiém. Trudng
hop dic biét, mau c6 thé giri dén co quan kiém nghiém qua dich vy buu chinh?®.

2. Mau my pham da lay phai dugc dong goi trong bao goi phu hop va van
chuyén bang phuong tién thich hop d€ dam bao mau dugc bao quan theo dung
quy dinh, trdnh hu héng, do v& trong qua trinh van chuyén.

Piéu 39. Két luan két qua kiém tra chét lwong cic mau my pham

1. C4c mau my pham do cac co quan nha nudc c¢d tham quyén vé kiém tra
chat luong ldy mau dam bao tinh dai dién cho ca 16 my phém va dugc tién hanh
phan tich tai cac phong thir nghiém duoc cong nhén thi két luan két qua kiém tra
chat luong co gié tri phap 1y ddi véi ca 16 my pham.

2. Cac mau my pham do t6 chirc, ca nhan gui téi co quan kiém tra chat
luong cta nha nude dé xac dinh chat lugng thi két luan két qua kiém tra chat
luwong chi cé gia tri phap 1y d6i véi mau gui toi.

Pi¢u 40. Kinh phi ldy mAu my pham va kiém nghiém xac dinh chat
lwrgng my pham

1. Kinh phi ldy mau va kinh phi kiém nghiém miu my pham dé kiém tra
chat luong trong san xut, pha ché va luu thong trén thi trudng do co quan kiém
tra chat luong quyét dinh viéc 14y 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 cta
lién b Tai chinh va Khoa hoc va Cong ngh¢ hudng dan quan ly va su dung kinh
phi d6i v6i hoat dong kiém tra nha nuéc vé chat lugng san pham, hang hoa.

2. Trong truong hop miu my pham kiém nghiém dugc co quan kiém tra
chét luong my phﬁm két luan khong dat tiéu chuan chat lugng, t6 chtrc, ca nhan
chiu trach nhiém dua san pham ra thi trudng phai hoan tra toan bo kinh phi lay
mau va kinh phi kiém nghiém mau m§ pham cho co quan kiém tra chat luong
theo quy dinh tai cac Piéu 10, Piéu 12, Piéu 14, Piéu 16 va Diéu 41 cia Luat
Chét luong san pham, hang héa nam 2007, Thong tu lién tich s6 28/2010/TTLT

18 Cym tir “duong buu dién” dugc thay thé boi cum tir “dich vu buu chinh” theo quy dinh tai khoan 4 Diéu 2
Thong tu s6 34/2025/TT-BYT, c6 hiéu luc ké tir ngay 18 thang 8 nam 2025.
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- BTC-BKHCN ngay 03/3/2010 cua lién bo Tai chinh va Khoa hoc va Cong
ngh¢ hudng dan quan ly va st dung kinh phi d61 voi hoat dong kiém tra nha
nudc vé chat lugng san pham, hang héa va cac van ban quy pham phép luat co
lién quan.

3. Truong hop my pham bi khiéu nai, t6 cdo vé chat lugng ma co quan
kiém tra két luan vige khiéu nai, t6 cao vé chat luong my pham khong dung thi
ngudi khiéu nai, to cao phai thanh toan hoan tra chi phi 1ay mAu va chi phi phan
tich, kiém nghiém miu my phim cho co quan kiém tra quy dinh tai khoan 1
Diéu nay.

4. Kinh phi 14y miu my phim dé kiém tra chat luong, kinh phi kiém
nghiém mau my pham dugc bd tri trong du toan kinh phi hoat dong cua co quan
kiém tra chat lwong nha nuéc vé my pham theo quy dinh tai Thong tu lién tich
s6 28/2010/TTLT-BTC-BKHCN ngay 03/3/2010 cta lién bd Tai chinh va Khoa
hoc va Cong ngh¢ hudng dan quan 1y va st dung kinh phi d6i voi hoat dong
kiém tra nha nudc vé chat lugng san pham, hang hoa.

Chuwong IX
KIEM TRA, THANH TRA VA XU LY VI PHAM
Picu 41. Kiém tra nha nuéc vé chat lwong my pham
1. Co quan kiém tra chat lugng my pham:

a) Co quan kiém tra chat lugng my pham & Trung wong la Cyc Quan ly
dugc - B0 Y té. Cuc Quan 1y dugc chi dao hé thong kiém nghiém trén pham vi
toan qudc. Trong hoat dong kiém tra nha nudc vé chat lwong my pham, Cuc
Quan 1y dugc phéi hop voi Thanh tra B Y té, Vién Kiém nghiém thubc Trung
uong, Vién Kiém nghiém thudc thanh phé Ho Chi Minh, co quan chuyén mon
vé y té thuoc Uy ban nhan dan cap tinh® trién khai va giam sat cac hoat dong vé
hau mai dbi véi cac san pham my pham.

Trén co s& két qua ki€ém nghiém my pham cua cac co quan kiém nghiém
nha nudc, Cuc Quan 1y duge - B Y té la co quan két luan chat luong m§ pham
trén pham vi toan qudc.

b) Co quan kiém tra chit luong my pham ¢ dia phuong 13 co quan chuyén
mon vé y té thuoe Uy ban nhan dan cap tmh20 Co quan chuyén mén vé y té
thuoc Uy ban nhan dan cap tinh?! to chirc trién khai cac hoat dong vé hau mai
d6i v6i my pham san Xuat trong nudc, my pham nhap khau luu thong trén dia
ban va xir 1y cac van dé vé chat luong my pham theo quy dinh ctia phap luat.

19 Cym tur “Sé' Y té cac tinh, thanh phé truc thudc Trung wong” dugc thay thé boi cum tir “co quan chuyén mén
vé y té thuoc Uy ban nhan dan cdp tinh” theo quy dinh tai khoan 3 Piéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.
20 Cym tir “S& Y té cac tinh, thanh phé tryc thude Trung wong” dugc thay thé boi cum tir “co quan chuyén mén
vé y té thuoc Uy ban nhan dan cap tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s 34/2025/TT-BYT, ¢6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.
21 Cym tir “S& Y té cac tinh, thanh phé tryc thude Trung wong” dugc thay thé boi cum tir “co quan chuyén mén
vé y té thugc Uy ban nhan dan cip tinh” theo quy dinh tai khoan 3 Diédu 2 Thong tu sb 34/2025/TT-BYT, ¢6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.
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Theo ddi, thong ké tinh hinh quan 1y chat luong my pham tai dia phuong.

Két luan chat luong my pham trén co s& két qua kiém nghiém my pham
ctia co s¢ kiém nghiém nha nudc vé my pham tai dia phuong.

2. Hé théng kiém nghiém ctia nha nudc vé my pham bao gdm:

a) O Trung wong: Vién Kiém nghiém thudc Trung wong, Vién Kiém
nghiém thuoc thanh phd H6 Chi Minh;

b) ,(3 dia phuong: Trung tdm kiém nghiém thudc va my pham céc tinh,
thanh pho truc thudc Trung vong.

3. Thu truong cac co quan kiérp nghiém chétvluqng my pham chiju trach
nhiém vé két luan két qué kiém tra chat lugng my pham trude phap luat.

Diéu 42. Hinh thire kiém tra, thanh tra

1. Kiém tra, thanh tra dinh ky: Kiém tra, thanh tra dinh ky s& duoc co

quan co tham quyén thong bao trude cho don vi duoc kiém tra dé don vi chuan
bi vé& viéc thanh tra trudc khi tién hanh hoat dong kiém tra, thanh tra.

2. Klem tra, thanh tra dqt xuét: Kiém tra, thanh tra dot xuét khi phat hién
nhimg san pham khong dat chat luong, khong tuan thu quy dinh luu thong trén
thi truong hodc do cac khi€u nai cua khach hang. Trong truong hop khan cap, co
quan c6 tham quyén c6 quyén kiém tra, thanh tra khong can béo trudce.

Picu 43. Noi dung kiém tra, thanh tra

L Kiém tra, thanh tra viéc chap hanh phap luat vé san xuat, buén ban my
pham:

) Viéc tuan thu cac nguyén tac, tiéu chyén “Thuc hanh tt san xuat my
pham” cia Hiép hdi cac nudc Pong Nam A (CGMP-ASEAN) hoac tuong
duong dugc Hoi1 dong my pham ASEAN thtra nhan;

b) Ghi nhan my pham;

¢) Ho so thong tin san pham (PIF) theo quy dinh ctia ASEAN;

d) Quang cio my pham.

2. Kiém tra, thanh tra viéc gidi quét tran}} chép,, khiéu nai, to cdo vé chit
luong va cac ndi dung khéc lién quan dén my pham (néu co).

3. Kiém tra, thanh tra viéc thuc hién thong bao thu hdi my pham theo quy
dinh (n€u co).

Piéu 44. Thir tw wu tién trong kiém tra giam sat hau mai

Viéc kiém tra, thanh tra giam sat hau mai my pham can tap trung tai cac
don vi nhap khau, phéan phéi, san xuat. Tha ty vu tién trong viéc kiém tra giam
sat hau mai my pham dua vao lpal san pham, nguon goc Xuét xt, nhan~ hang,
thuong hi¢u cong ty, thanh phan cong thirc san pham theo hudng dan cua
ASEAN vé kiém tra giam sat hau mai (Phu luc s6 08-MP).



23

Piéu 45. Pinh chi lvu hanh va thu hdi my pham

1. M§ pham bi dinh chi lvu hanh va thu hoi khi xy ra mot trong cic
truong hop sau:

. a) My pham luu thong khi chua dugc co quan quan ly nha nude c6 tham
quyén cép sb tiép nhan Phiéu cong bd san phdm my pham;

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

¢) M¥ pham luu thong c6 cong thirc khong ding nhu hd so di cong bé;

A My ,phém luu thong c6 chira thanh phan chit cidm st dung trong my
pham, cac chat c6 nong do, ham lugng vuot qua giéi han cho phép;

d) My pham luu théng c6 nhin ghi cong dung khong phu hgp voi ho so
cong bd hoidc khong dap Ung quy dinh vé ghi nhén san pham cua Thong tu nay,
tuy mirc d vi pham co thé bi dinh chi luu hanh va thu hdi;

e) My pham luu tl}éng duqc san Xuéjlt tai co s& khong dap tng nguyén tic,
tiéu chuan “Thyc hanh tot san xuat my pham” cua Hi€p hoi cac nudc Dong Nam

A (CGMP-ASEAN) hoic tuong duong dugc Hoi déng my pham ASEAN thtra
nhan, tuy mic do vi pham c6 thé bi dinh chi luu hanh va thu hoi;

g) My pham hét han str dung hodc qué thoi han theo khuyén cdo ciia nha
san xuat;

h) My pham gia, nhap 1au, khong rd ngudn gdoc, xuat xir, my pham khong
con nguyén ven bao bi;

i) My pham do to churc, ca nhan chiu trach nhiém dua san pham ra thi
trudng c6 van ban thu hoéi tu nguyén.

2. Tham quyén ra quyét dinh thu hoi my pham vi pham:
a) Cuc Quan ly dugc - BO Y t€ ra quyét dinh thu hoi my phim vi pham
trong pham vi toan quoc.

b) Co quan chuyén mon vé y té thuoc Uy ban nhan dan cép tinh?, Ban
Quan 1y Khu kinh té ctra khau Moc Bai (tinh Tay Ninh), Ban Quan 1y Khu kinh
té tinh Quang Tri thuc hién thong bdo cia Cuc Quan 1y dugc - BO Y té vé thu
hdi my phdm vi pham theo quy dinh cta phap luét trén dia ban va bao céo vé
Cuc Quan 1y dugc.

Piéu 46. Thu hoi so tiép nhan Phiéu cong bd sin pham m§y pham

1. S6 tiép nhan Phiéu cong bd san pham my pham bi thu hoi khi xay ra
mat trong cac truong hgp sau:

a) My pham Iwu théng c6 2 16 khong dat chat lwong do co quan quan 1y
nha nudc vé chat lugng my pham két luan;

% Cym tir “S6' Y té cac tinh, thanh phd trye thuge Trung uong” duogc thay thé boi cum tir “co quan chuyén mon
vé y t€ thudc Uy ban nhén dan cap tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, c¢6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.



24

b) My pham luu thong c6 cong thirc khong diing nhu hd so di cong bd;
¢) My pham luu thong ¢6 nhin ghi sai 1éch ngudn gdc, xuat xir;
d) My pham luu théng c6 nhén ghi sai 1éch ban chét tinh ning von co cla
sdn pham;
d) My pham khong an toan cho ngudi st dung;
e My ,phém luu thoéng co chira thanh phan chit cAm st dung trong my
pham, cac chat c6 nong do, ham lugng vuot quéa gid1 han cho phép;

g) My pham bj cac co quan nha nude c6 thim quyén két luan 13 vi pham
quyén so hitu tri tu€ hodc mao nhan cua san pham khac da dugc phép luu hanh;

h) My pham bi cdm luu hanh & nuée sé tai;

1) TO chtrc, ca nhan dua san pham ra thi truong cd van ban dé nghi thu hoi
sO tiép nhan Phiéu cong bo san phdm my pham;

k) Khong co H6 so thong tin san pham (PIF) xuat trinh cho co quan c6
tham quyén theo quy dinh tai Biéu 12 ctia Thong tu nay;

1) Gia mao tai liéu, st dung con ddu gia hodc gia mao chir ky, ddu cta co
quan chtrc ndng Viét Nam hodc nudc ngoai, cua nha san xuat hodc chu s¢ hitu
san pham;

m) K& khai khong trung thuc cac ndi dung trong Phiéu cong bd san pham
my pham.

2. Tham quyén ra quyét dinh thu héi s6 tiép nhan Phiéu cong bd san pham
my pham:

a) Cuc Quan ly dugc - BO Y té ra quyét dinh thu hoi s6 t1ep nhén Phiéu

cong bd san pham san xuit trong nudc do Cuc Quan ly dugc cap s6 tiép nhan
trude ngdy 25/4/2009, my pham nhap khau trong pham vi toan qudc.

b) Co quan chuyén mon ye y té thudc Uy ban nhan dan cap tmh23, ra quyét
dinh thu hoi s6 tiép nhan Phi€u cong bd san phdm my pham san xuat tai dia
phuong do don vi minh cap.

¢) Ban Quan ly Khu kinh té cura khau Moc Bai (tinh Tay Ninh), Ban Quan

Iy Khu kinh té tinh Quang Tri ra quyet dinh thu hoi s6 tiép nhan Phiéu cong bd
san pham my pham do don vi minh cp.

Picu 47. C4c trwong hop tam ngirng tiép nhan ho so cong bd san
pham my pham, ho so ding ky quiang cao my pham, to chirc hgi thao, sw
ki€n gigi thiéu my pham

1. Co quan quan ly nha nudc c6 tham quyén s& tam ngimg xem xét va tiép
nhan ho so cong bo sdn pham my pham 06 thang doi vai cac to chue, cad nhan co

2 Cum tr “S6' Y té cac tinh, thanh phd trye thuge Trung uong” dugc thay thé boi cum tir “co quan chuyén mon
ve y té thudc Uy ban nhan dan cap tinh” theo quy dinh tai khoan 3 Dic¢u 2 Thong tu s6 34/2025/TT-BYT, ¢6 hi¢u
luc ké tir ngay 18 thang 8 nam 2025.
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mot trong cac hanh vi sau:

) Kinh doanh my pham nhap lau, m§ pham gia, khong rd ngudn gdc,
xuat xu;

b) Kinh doanh my pham chua dugc co quan quan ly nha nudc co tham
quyén cép sb tiép nhan Phiéu cong bd san phadm m§ pham;

¢) Khong thyc hi¢n thu hdi m§y pham vi pham theo thong béo cua co quan
nha nudc c6 tham quyén;

d) San xuét, kinh doanh my pham tai co s¢ khéng tuan thu cac nguyén
tic, tiéu chuan “Thyc hanh t6t san xuit my pham” ctia Hiép hoi cac nudc Pong
Nam A (CGMP-ASEAN) hoic tuong duong dugc Hoi dong my pham ASEAN
thira nhan;

d) San xuat, kinh doanh my pham c6 thanh phan chﬁt cam sir dung trong
my pham hodc vuot qua gioi han cho phep do1 voi cac chat c6 quy dinh gidi han
nong do, ham lugng str dung theo quy dinh hién hanh cta phap luat;

e) Str dung nguyén liéu san xuat my pham di bi nudc san xuat cong bd
cam luu thong trén thi truong;

g) Nhap khau, kinh doanh my pham hodc nguyén liéu san xuat my pham
da b1 nudc san xuat cong bo cam luu thong trén thi truong;

h) San xuét, kinh doanh my pham c6 coéng thitc khong dung nhu hd so
cong bo;

i) Gia mao tai liéu, str dung con diu gia hodc gia mao chit ky, du cia co
quan chirc ndng Viét Nam hodc nudc ngoai, ciia nha san xuat hodc chu s¢ hitu
san pham;

k) Ké khai khong trung thuc cac ndi dung trong Phiéu cong bd san pham
my pham;

I) Khong c6 Ho so thong tin san pham (PIF) luwu tai doanh nghiép theo
quy dinh.

2. Co quan quan ly nha nudc co6 thém quyén s& tam ngirmg xem xét va tiép
nhan ho so dang ky quang cao my pham, t6 chtic hoi thao, sy kién gidi thidu my
pham 06 thang d6i véi to chirc, ca nhan co6 mot trong cac hanh vi sau:

a) ngmg 9a0 my pl}am, t6 churc hoi thao, su kién glOl tth@u my phém khi
chua c¢6 Phicu tiép nhén ho so dang ky quang cao my pham, t6 chirc hoi thao, su
kién gidi thiu m§y pham do co quan quan ly nha nudc c6 tham quyén cap theo
quy dinh cua phép luat;

b) Quang cao my pham hodc t6 chuc hoi thao, sy kién gidi thiéu my pham
d6i v6i cac san pham my pham chua duoc cip so tiép nhan Phiéu cong bd san
pham m¥ pham;

¢) Quang cao my pham co t}}é lam cho nguoi ti€u dung I}iéu nham san
pham do6 1a thudc; quang cao my pham co6 str dung danh nghia, biéu tuong, hinh
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anh, thu tin cua t6 chuc y, dugc, ctia cadn bd y t&; quang cdo my pham néu tinh
nang cong dung chua du co s¢ khoa hoc.

3. Co quan quan ly nha nudc co thAm quyén s& xem xét tam ngung tiép
nhan ho so céng bd san pham my pham, hd so ding ky quang cao my pham, to
chtre hoi thao, sy kién gioi thieu my pham ddi véi t6 chirc, c4 nhan khong nop
bao cdo két qua hoat dong san xuét kinh doanh hang nam theo quy dinh.

Hét thoi han tam ngimg xem xét, tiép nhan ho so, sau khi don vi da khic
phuc day du cac vi pham va c6 bao cdo, co quan quan ly nha nudc co tham
quyén s& tiép tuc xem xét, tlep nhan ho so coéng bd san pham my pham, hd so
ding ky quang cao my pham, t6 chirc hoi thao, su kién gi6i thiéu san phim my
pham cuia don vi.

Chwong X

TRACH NHIEM CUA TO CHU'C, CA NHAN SAN XUAT, BUON BAN,
NHAP KHAU MY PHAM VA QUYEN CUA NGUOI TIEU DUNG

Pi¢u 48. Trach nhiém ciia to chirc, c4 nhan san xuat, budn ban, nhap
khau m§y pham dé luu thong trén thi truedong Viét Nam

1.2 T6 chirc, ca nhan chiu trach nhiém dua san phdm my pham ra thi
truong phai chiu trach nhiém toan dién trudc phap luat vé tinh chinh xac, hop
phap, trung thuc d6i v6i cac ndi dung ké khai trén Phiéu cong bd san pham my
pham va cac tai liéu trong ho so cong bd san pham my pham; chiu trach nhiém
vé tinh phu hop, théng nhat cta cac thong tin trén Phiéu cong bd san pham my
pham quy dinh tai khoan 1 Piéu 5 Thong tu nay va thong tin cua cac tai liu
trong ho so cong bd san pham my pham d3 ndp cho co quan tiép nhén; chiu
hoan toan trach nhiém vé tinh an toan, hiéu qua va chat lugng san pham, bao
dam san pham dua ra luu théng dap ung tit ca cac yéu cau cta Hiép dinh my
pham ASEAN va cac Phu luc kém theo.

2. T6 chirc, ca nhan dua san phim my phdm lwu hanh trén thi trudng co
tréch nhiém theo ddi, phat hién va thu hoi ngay my pham khong dat tiéu chuan
chat luong, thuc hién thong bao thu hdi clia co quan quan 1y nha nude cd tham
quyén, bdo cao vé viéc thu hdi my pham gui co quan nha nude cd tham quyén;
giai quyét kip thoi khiéu nai ctia khach hang vé chat lugng my pham, boi thuong
thiét hai cho khach hang theo quy dinh cua phap luat. Pong thoi, phai hoan tra
lai tién cho ngudi mua hang va cac chi phi phat sinh trong qua trinh bao quan,
véan chuyén, luu thong san pham.

3. Truong hop phét hién nhiing tac dung phu trim trong anh huéng dén
tinh mang ngudi tiéu dung do chat lugng san pham m§ pham, t6 chic va ca
nhan dua san phém ra thi truong phai bao cao té1 Cuc Quan 1y dugc - BO Y té
trong vong 07 ngay ké tir ngay nhan duoc thong tin dau tién vé tic dung phu nay
theo mau tai Phu luc s 18-MP. B&o cdo chi tiét vé tac dung phu trim trong nay

2 Piém ndy duoc sira doi, bo sung theo quy dinh tai khoan 5 Dicu 1 Thong tu s6 34/2025/TT-BYT, c6 higu luc
ke tir ngay 18 thang 8 nam 2025.
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phai dugc giri vé Cuc Quan 1y dugc - Bo Y té trong vong 08 ngay tiép theo.

4. T6 chtic, c4 nhan chiu trach nhiém dua san pham ra thi trudng 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 dugc dua ra thi trudong va xuét trinh khi co quan chiic ning
kiém tra, thanh tra yéu cau.

5. Cac don vi san xudt my phé\n,l phai trié‘:n khai ap dung va dap mg cac
nguyén tac, tiéu chuan "Thuc hanh tot san xuat my pham" cta Hiép hoi cac
nudc Pong Nam A (CGMP-ASEAN).

6. T6 chirc, ca nhan kinh doanh my pham phai thyuc hién cac yéu cau cla
co quan nha nudc co thAm quyén trong viéc klem tra, thanh tra vé chit lvgng my
pham, thu hdi my pham vi pham va duoc quyén khiéu nai vé két luan va hinh
thure xtr Iy vi pham theo quy dinh cua phép luat vé khiéu nai, t6 cdo.

7. To chire, ca nhan chiu trach nhiém dua san pham ra thi truong phai
tuan thu cac quy dinh va luat phap Viét Nam vé s6 hiru tri tué. Khi c6 két luan
cua co quan nha nudc co tham quyén vé nhan hiéu, kiéu dang cong nghiép vi
pham quyén so hiru tri tug, t6 chirc, c4 nhan phai ngtmg san xuat, budn ban,
nhap khau dé tién hanh thay d6i nhan hiéu, kiéu dang cong nghi¢p theo dung
quy dinh va ¢ trach nhiém boi hoan va xur 1y hau qua (néu c6).

Picu 49. Quyén ciia ngudi tiéu ding my pham

Nguoi tiéu dung c6 quyén duoc thong tin vé my pham, c¢6 quyén khiéu
nai, té cdo va yéu cau don vi kinh doanh m§y pham boi thudng thiét hai theo quy
dinh cua phap luat do str dung my pham san xuat, luu thong khong dam bao chat
lugng, khong an toan.

Chuong XI
TO CHUC THUC HIEN
Piéu 50. Thong tin va ché d§ bao cao

1. Cuc Quan 1y duoc - BO Y té ¢6 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 dugc (dia chi: www.dav.gov.vn). Thudng xuyén pho bién cho
don vi c6 lién quan va cac to chirc, c4 nhin san xudt, kinh doanh my pham cac
thay doi vé tiéu chi ky thuat da dugc quyét dinh boi Hoi dong m§ pham
ASEAN, dong thoi ph01 hop trién khai cac thay d6i va quyét dinh d6 tai Viét
Nam. Moi quyét dinh vé quan 1y my pham duoc thong qua bdi Hoi dong my
pham ASEAN duoc ap dung tai Viét Nam.

2. Cuc Quan ly dugc, co quan chuyén mon vé y té thuoc Uy ban nhan dan
cap tinh®, Ban Quan ly Khu kinh té cira khau Moc Bai (tinh Tay Ninh), Ban
Quan ly Khu kinh té tinh Quang Tri c6 trach nhiém dua két qua xur 1y cac hanh

% Cym tir “S6' Y té cac tinh, thanh phd trye thuge Trung uong” dugc thay thé boi cum tlr “co quan chuyén mén
ve y té thudc Uy ban nhan dan cap tinh” theo quy dinh tai khoan 3 Di¢u 2 Thong tu s6 34/2025/TT-BYT, c¢6 hi¢u
luc ké tir ngay 18 thang 8 nam 2025.
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vi vi pham trong linh vyc my pham theo tham quyén trén trang thong tin dién tir
cua co quan; cO 10 trinh dua danh sach cac san phém my pham da cap sb tiép
nhan Phiéu cong b san pham m¥ pham va nhing ndi dung thong tin, quang cao
my pham da giai quyét trén trang thong tin dién tir cia co quan dé phuc vu cong
tac kiém tra, thanh tra, gidm sat hau mai.

3. binh ky vao ngay 30 thang 6 va 31 thang 12 hang nam, co quan chuyén
mon vé y t€ thugc Uy ban nhan dan cap tinh®, Ban Quan 1y Khu kinh t& ctra
khau Moc Bai (tinh Tay Ninh), Ban Quan Iy Khu kinh t€ tinh Quang Tri guri bao
cao tinh hinh quan ly chat lugng va cong tac hau kiém my pham tai dia phuong,
bao céo vé viée cap sO tlep nhan Phleu cong bd san pham my pham (Phu luc sb
15-MP), bao cdo vé viéc cap Phiéu tiép nhan hé so dang ky quang cao my pham,
t6 chirc hoi thao, su kién gioi thieu my pham (Phu luc s6 16-MP) vé Cuc Quan
Iy duge - BO Y té.

4. binh ky ngay 30 thang 01 hang nam, t6 chire, ca nhan chiu trach nhiém
dua san pham ra thi truong phai gui bao cdo két qua hoat dong san xuat kinh
doanh nam trl{éc qﬁa don yi minh vé Cuc Q’uén 1y dugc - BO Y t& V;‘l Co quan
chuyén mon vé y té thudc Uy ban nhan dan cap tinh?’ s¢ tai (Phu luc so 17-MP).

Pi¢u 51. Biéu mau, Phu luc kém theo Thong tw

1. Mau Phiéu cong b6 san pham m§ pham: Phu luc s6 01-MP.

2. Tai liéu hudng dan vé cong bd san pham m§ pham: Phy luc s6 02-MP.

3. Huéng dan cia ASEAN vé cong bo tinh ning cta san pham my pham:
Phu luc s6 03-MP.

4. Quy uoc viét tat tén cac tinh, thanh phé truc thudc Trung wong va mot
s0 Ban Quan 1y Khu kinh té: Phu luc s6 04-MP.

5. Thay d6i sau khi cong bd san pham my pham: Phu luc s6 05-MP.

6. Quy dil}h cua ASEAN vé gi61 han kim loai ndng va vi sinh vat trong
san pham my pham: Phu luc s6 06-MP.

7. Ho so thong tin san pham: Phu lyc sb 07-MP.

8. Tai liéu hudng dan cia ASEAN vé kiém tra hdu mai m§ pham: Phy luc
s6 08-MP.

9. Mau Bién ban lay mau my pham dé kiém tra chét lugng: Phu luc s6 09-MP.

10. Mau Bhiéu dang k}'{ quang cao my phém, t6 chtrc hoi thao, su kién
gidi1 thiéu my pham: Phu luc s6 10-MP.

11. Méu Phiéu tiép nhan ho so dang ky quang cido my pham, t6 chirc hoi

2% Cym tlr “S& Y té cac tinh, thanh phé tryc thudc Trung wong” dugc thay thé boi cum tir “co quan chuyén mén
vé y té thudc Uy ban nhan dan céip tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, c6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.
27 Cym tir “S& Y té cac tinh, thanh phé tryc thude Trung wong” dugc thay thé boi cum tir “co quan chuyén mén
vé y té thudc Uy ban nhan dan céip tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu
luc ké tir ngay 18 thang 8 nam 2025.



29

thao, su ki¢n gidi thi¢u my phém: Phu luc s6 11-MP.
12. Mau Giay chimg nhan Iuvu hanh ty do (CFS): Phu luc s6 12-MP.

, 13. Méu Phiéu ding ky kiém tra thuc hanh t6t san xuat my pham: Phu luc
sO 13-MP.

, 14. Méu don hang nhap khau dung cho nghién ctru, kiém nghiém: Phu luc
s0 14-MP.

15. Mau bao cdo danh sach my pham da cép sb tiép nhan Phiéu cong bd
san pham my pham: Phu luc s6 15-MP.

16. Mau bao cao danh sach my pham da cip Phief:u tiép nhan hé) so dang
ky quang cdo, to6 churc hoi thao, su kién gidi thicu my pham: Phy luc s6 16-MP.

17. Miu bao cao két qua hoat dong san xuét, kinh doanh m§ pham: Phy
luc s6 17-MP.

18. Mau thong bao tac dung bat loi d6i voi my pham: Phu luc sé 18-MP.
Piéu 52. Quy dinh chuyén tiép?

28 Piéu 21 Nghi dinh s6 155/2018/NB-CP, ¢6 hiéu luc ké tir ngay 12 thang 11 nim 2018 quy dinh nhu sau:

“Diéu 21. Piéu khodn chuyén tiép

1. Diéu khodn chuyén tiép dO’l voi Nghi dinh 56 89/201 8/ND-CP:

a) Déi véi don vi di dwoc cdp phép xuat nhdp khdu méau bénh pham truée ngay Nghi dinh nay c6 hiéu
lyec thi hanh dwgc thuc hién viéc nhdp khau mau bénh pham theo cdac ngi dung da ghi trong gidy phép;

b) Déi véi don vi dé nghi cap phép xuat nhap khdu mdu bénh pham da ngp ho so trude ngay Nghi dinh
nay cé hiéu liec thi hanh nhing chwa dwoc cdp gidy phép thi thuc hién viéc nhdp khdau mau bénh pham theo quy
dinh tai Nghi dinh nay.

2. Piéu khodn chuyén tiép doi véi Nghi dinh 6 103/2016/NP- CP:

a) Cac co so xét nghiém da digc cap gidy chitng nhdn phdi tiép tuc duy tri cac d‘zeu kién theo quy dinh
trong thoi han hiéu lyc cua gidy chirng nhdn va thuc hién viéc ty cong bé hodc cap lai glay chirng nhan truoc
khi gicfy chirng nhan hét hiéu lyc theo quy dinh tai Nghi dinh $6 103/2016/ND-CP va Nghi dinh nay;

b) Cac co so xet nghiém da thuc hién viéc tw cong bé co sé xét nghiém dat tiéu chudn an toan sinh hoc
phdi tiép tuc duy tri cdc diéu kién theo quy dinh tai Nghi dinh s6 103/2016/NP-CP va Nghi dinh nay;

¢) Cdc co s6 xét nghiém hoat dong xdy dung méi hodc cai tgo sau ngay Nghi dinh nay co hiéu liwc phai
ddp vmg dung cdc diéu kién vé an toan sinh hoc phii hop véi timg cap do theo quy dinh tai Nghi dinh s6
103/2016/ND-CP va Nghi dinh nay.

3. Piéu khodn chuyén tiép doi voi Nghi dinh s6 104/2016/NP-CP:

a) Co s tiém ching da dwge cap gidy chimg nhan co so du diéu kién tiém ching phdi tiép tuc duy tri
cde diéu kién theo quy dinh trong thoi han hiéu lyc cua gidy chirng nhén va hoan thanh viéc ti cong bo co s¢ di
diéu kién tiém chung trueoc khi glay chirng nhan hét hiéu luc theo quy dinh tai Nghi dinh s6 104/2016/ND-CP va
Nghi dinh nay;

b) Doi véi co so tiém  chung da cong bé co s¢ dii diéu kién tiém chiing phdi tiép tuc duy tri cac diéu kién
theo quy dinh tai Nghi dinh s6 104/2016/ND-CP va Nghl dinh nay;

¢) Poi véi co s6 tiem chung hoat dong sau ngay Nghi dinh nay c6 hiéu lyc phai dap vumg cac diéu kién
theo quy dinh tai Nghi dinh sQ 104/2016/NP-CP va Nghi dinh nay.

4. Piéu khodn chuyén tiép doi véi Nghi dinh sé 54/2017/ND-CP:

a) Cdc ho so dé nghi cdp chimg chi hanh nghé hodc cdp gidy chimg nhdn dv diéu kién kinh doanh duwoc
hodic cdp phép xudt khau, nhdp khau thuée, nguyén liéu lam thuoc theo quy dinh tai Nghi dinh sé 54/2017/ND-
CP da nop truoc ngay Nghi dinh nay co hiéu lyc thi hanh dwoc thuc hién theo quy dinh cua Nghi dinh $6
54/2017/Nb-CP;

b) Cdc nguyén liéu lam thudc dé san xudt thuoc theo hé so dang ky thuoc da cé gidy dang ky heu hanh
thuée da duwoc cong bé trude ngay Nghi dinh nay co hiéu lyc tié’p tuc dwoc phép nhap khéu dén hét thoi han hiéu
luc ca gidy ddng ky lwu hanh thudc;

¢) Cac thuée da dwoc cac co sé ban 16 thudc trong khuon vién co so kham bénh, chita bénh mua vao
trueée ngay Nghi dinh nay c¢é hiéu lwc dwoc thwe hién theo quy dinh tai Nghi dinh s6 54/2017/ND-CP.,

5. Piéu khodn chuyén tiép déi véi Nghi dinh sé 109/2016/NP-CP:
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1. Ké tir ngdy Thong tu ndy c6 hiéu luc thi hanh, tat ca cac to chirc, ca
nhan chiu trach nhiém dua san pham my pham ra thi truong Viét Nam phai thuc
hién vi¢c cong bd san pham my pham theo quy dinh tai Thong tu nay.

2. Péi voi truong hop cac san phém da cong bd tir ngay 10/3/2008 (theo
quy dinh tai Quy ché Quan 1y my phim ban hanh kém theo Quyet dinh s6
48/2007/Qb-BYT ngay 31/12/2007 cua Bo truong B Y té) va dugc cap sd tiép
nhan Phiéu cong bd san pham my pham con hiéu lyc ma dap ung cac quy dinh
tai Thong tu nay thi dugc phep tiép tuc san xuat (ddi voi my pham san xuét
trong nuoc), nhap khau (d6i v6i my pham nudc ngoai) dén hét thoi han cua
Phiéu cong bd san pham m§ pham.

3. Nhing san pham my pham dua ra luu thong khong dép tng yéu cau Ve
an toan san pham my pham theo quy dinh tai Chuong IV ctia Thong tu nay, to
chtic, ca nhan chiu trach nhiém dua san pham ra thi trudng phai thu hoi toan b
san pham va thuc hién theo dung quy dinh tai Thong tu nay.

4. Cac san pham my pham da dua ra luu thong trong thoi gian gidy phép
con hiéu luc, néu dép ing yéu cau vé an toan san pham my pham theo quy dinh
tai Chuong IV cua Thong tu nay thi dugc tiép tuc luu thong trén thi truong dén
hét han ding ctia san pham.

Piéu 53. Hiéu lyc thi hanh?

Cdc hé so dé nghi cap chimg chi hanh nghé hodc cap gidy phép hoat dong truée thoi diém Nghi dinh
nay c6 hiéu lue thi dp dung theo quy dinh ciia Nghi dinh s6 109/2016/NP-CP ngay 01 thing 7 nam 2016 ciia
Chinh phu.”

Diéu 26 Thong tu s6 09/2015/TT-BYT, ¢6 hiéu luc ké tir ngay 16 thang 7 ndam 2015 quy dinh nhu sau:

“Didu 26. Quy dinh chuyén tiép

1. T6 chirc, ca nhan da dang ky hé so quang cdo sdn pham hang hoa, dich vu dac biét thuoc linh vuc
quan Iy ciia B¢ Y té dwoe co quan quadn Iy nha nudée co tham quyén cdp gidy tlep nhdn. ho so dang ky quang cdo
truée ngay Thong tu ndy co hiéu lyc duoc tiép tuc thuwce hién quang cdo cho dén khi gidy tiép nhdn ho so dang ky
quang cdo hét hiéu luc.

2. Doi véi san phdm, hing hoa, dich vy du diéu kién cap gidy xdc nhan ngi dung quang cdo qua mang
theo hinh thire dich vu cong triee tuyén, co quan cé tham quyén t6 chire viéc cap gidy xdc nhdn néi dung qudng
cdo trén co so quy dinh cua Thong tu nay va cdc quy dinh cua phap ludt co lién quan.”

Diéu 4 Thong tu s6 29/2020/TT-BYT, ¢6 hidu luc ké tir ngdy 15 thang 02 ndm 2021 quy dinh nhu sau:

“Diéu 4. Quy dinh chuyén tiép

1. Cdc ho so dd ndp cho co quan tiép nhin ho so trude ngay Théng tw nay c6 hiéu lwc nhung dang
trong qud trinh gidi quyét dwoc dp dung theo quy dinh cé lién quan tai Théng tw nay hodc cdc quy dinh trude
ngay Théng tw nay cé hiéu hec theo hwéng thudn tién cho doanh nghiép, t6 chire, cd nhan.

2. Cac quy dinh vé cong bo thong tin, cdp nhdt, khai bdo va bdo cdo theo hinh thirc truc tuyén tai
Théng tw nay dige dp dung theo trién khai cia co quan nha nuée cé tham quyén. .

Diéu 4 Thong tu sé 34/2025/TT-BYT, c6 hiéu luc ké tir ngdy 18 thang 8 nam 2025 quy dinh nhu sau:

“Diéu 4. Diéu khodn chuyén tiép

H6 so di ngp trude ngdy Thong tw ndy c6 hiéu luc thi hanh dwoc tiép tuc thuc hién theo quy dinh tai
thoi diém ngp ho so hodc dp dung quy dinh tai Thong tw nay ké tir ngdy Thong tw ndy c6 hiéu lyc thi hanh theo
hiwong thudn tién, don gian hod thi tuc hanh chinh cho doanh nghiép, 16 chirc, cd nhan.”

29 Piéu 20, Diéu 22 Nghi dinh s6 155/2018/ND-CP, ¢6 hiéu luc ké tir ngay 12 thang 11 nim 2018 quy dinh nhu
sau:

“Diéu 20. Hiéu lyc thi hanh

Nghi dinh nay co hiéu luc thi hanh ti ngay ky ban hanh.

Diéu 22. Trich nhiém thi hanh

Cdc B¢ truong, Thii trucng co quan ngang b, Thii truéng co quan thuéc Chinh phii, Chii tich Uy ban
nhén dan tinh, thanh phé truc thugc trung wong chiu trach nhiém thi hanh Nghi dinh nay./.”
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Diéu 24, Piéu 25, Piéu 27 Thong tu s6 09/2015/TT-BYT, ¢6 hiéu lyc ké tir ngay 16 thang 7 nim 2015 quy dinh
nhu sau:

“Diéu 24. Hiéu lwc thi hanh

1. Théng tw nay co hiéu luc tir ngay 16 thang 7 nam 2015.

2. Thong tw nay bai bo cac van ban, quy dinh sau day ke tir ngay Thong tw nay co hiéu lyc:

a) Cac quy dinh vé > quang cdo thuéc trong Théng tw s6 13/2009/TT-BYT ngay 01 thing 9 nam 2009 ciia
B trueéng B Y té huéng dan hoat dong thong tin, quang cdo thuoc

b) Cac quy dinh vé quang cdo thuéc trong Thong tu 50 45/2011/TT-BYT ngay 21 thang 12 nam 2011
cua B¢ truong B Y te sia doz bé sung mot s6 diéu cua Quyet dinh s6 ' 1570/2000/0D-BYT ngay 22/5/2000 cua
Bo truong Bo Y 1é vé viéc trién khai dp dung nguyén tic “T huc hanh 16t phong kiém nghiém thuoc ”: Quyét dinh
so 2701/2001/0D-BYT ngay 29/6/2001 cia Bo truong B Y té vé viéc trién khai dp dung nguyén tic “Thuc hanh
t6t bao quan thuéce”; Théng tw sé 06/2004/TT-BYT ngay 28/5/2004 cua Bo Y te hwdng dan san xudt gia cong
thude; Quyét dinh 3886/2004/0D-BYT ngay 13/11/2004 ciia B Y té vé viéc trién khai dp dung nguyén tdc, tiéu
chudn “Thuwc hanh tot san xudt thuéc” theo khuyén cdo ciia té chirc y té thé giéi; Thong tw sé 13/2009/TT-BYT
ngay 01/9/2009 ciia BY Y té hudng dan hoat déng thong tin quang cdo thudce; Théng tw sé 22/2009/TT-BYT ngay
24/11/2009 ciia BS Y té quy dinh vé dang ky thuéc; Théong tw so 47/2010/TT-BYT ngay 29/12/2010 hudéng ddn
hoat dong xudt khdu, nhdp khdu thuée va bao bi tiép xiic triee tiép véi thudc;

¢) Théng tw s6 42/2010/TT-BYT ngay 15 thang 12 ndm 2010 cia Bo Y té ban hanh Danh muc hoat chat
thuéc va duwoce lidu dirge dang ky quang cdo trén phat thanh, truyen hinh;

d) Cac quy dinh vé quang cdo my pham trong Thong tw so 06/2011/TT-BYT ngay 25 thang 01 nam 2011
ciia B truong BY Y té quy dinh vé quan Iy my pham;

d) Thong tw s6 08/2013/TT-BYT ngay 13 thang 03 nam 2013 cia B¢ truong Bo Y té hudng dan vé
quang cdo thuc pham thuoc pham vi quan Iy ciia Bo Y té.

Diéu 25. Diéu khodn tham chiéu

1. Trueong hop van ban dwoc dan chiéu trong Thong ti nay dwoc siva doi, bo sung, thay thé hodc bai bo
thi dp dung theo van ban sira d6i, bé sung, thay thé hodc bdi bo.

2. Truomg hop cdc gidy to: gidy chirmg nhdn, gidy phép, gidy tiép nhdn, gidy xdc nhan, phiéu cong bo,
quyét dinh cdp $6 dang ky thuéc quy dinh trong Thong tw ndy dwoc co quan nha nudc co tham quyén ban hanh
van ban sua doi, b6 sung, thay thé bang loai gidy to khdc hodc ¢é tén goi khdc thi ap dung theo tén goi ciia logi
giay to di dwoc sira doi, bé sung, thay thé.

Diéu 27. Trich nhigm thi hanh

1. Nguoi dimg dau cdc co quan co tham quyén cdp gidy xdc nhdn néi dung quang cdo quy dinh tai
Diéu 12 Théng tw ndy ¢ trach nhiém té chire thue hién Thong tw trong pham vi linh vue dwgc phan cong va 16
chike kiém tra, gidm sat hoat dong qudng cdo sau khi cdp gidy xdc nhdn.

2. Pon vi dé nghi xdc nhdn ngi dung quang cdo phdi chiu trach nhiém vé tinh phdp Iy, tinh chinh xdc
ciia cdc théng tin, tai liéu trong hé so va ni dung quang cdo.

3. Vu truong Vu Phdp ché, Chanh Van phong Bo, Chanh Thanh tra Bg, Vu truong, Cuc truong, To ong
Cuc truwong cac Vu, Cuc, Tong cuc thupe B Y té; Giam doc S¢ Y té, Chi cuc trong Chi cuc An todn thwe pham
thuoc tinh, thanh pho triec thuée Trung wong va cdc 16 chirc, cé nhén 6 lién quan chiu trach nhiém thi hanh
Thong tw nay.

Trong qud trinh thiee hién, néu cé khé khan vudng mdc, co quan, t6 chire, cd nhdn bdo cdo vé By Y té
dé nghién ciru va gidi quyét./.”

Diéu 3, Didu 5 cuia Thong tu s6 29/2020/TT-BYT, ¢ hiéu luc ké tir ngdy 15 thang 02 nam 2021 quy dinh nhu
Sau:

“Diéu 3. Hi¢u lwc thi hanh

1. Théng tw nay co hiéu luc thi hanh tir ngay 15 thang 02 nam 2021.

2. Riéng cdc quy dinh tai cdc khodn 5, 6, 7, 8 va 11 Piéu 1 Théng tw nay cé hiéu hec tie ngay 01 thang 01
nam 2021.

3. Cac quy dinh lien quan dén nop hé so, tai liéu va tra ciru truc tuyen duoc ap dung trong giai doan
dich Covid - 19 cho dén thoi diém BJ Y té xem xét, diéu chinh phii hop véi yéu cau thue tién.

Diéu 5. Triach nhiém thi hanh

Vu truong Vu Phap ché, Chéanh Van phong B, Chanh Thanh tra Bg, Vu truéng, Cuc trucng, Tong Cuc
truéng cdc Vu, Cuc, Tong cuc thuge Bo Y té va cdc co quan, t6 chire, cd nhan ¢6 lién quan chiu trach nhiém thi
hanh Thong tw nay./.”

Diéu 3, Diéu 5, Didu 6 Thong tu sé 34/2025/TT-BYT, c6 hidu luc ké tir ngay 18 thang 8 ndm 2025 quy dinh nhu
sau:

“Diéu 3. Hi¢u lwc thi hanh

Théng tu nay c6 hiéu luc thi hanh ké tir ngdy 18 thang 8 nam 2025.

Diéu 5. Diéu khodn tham chiéu

Trong truong hop cdc van ban quy pham phdp ludt va cac quy dinh dwgc vién dan trong Théng ti nay
¢6 sie sira doi, bé sung hodc dwoc thay thé thi dp dung theo van ban quy pham phdp ludt méi.
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1. Thong tu nay cé hiéu luc thi hanh ké tir ngay 01/4/2011.

2. Bai bo Quyét dinh s6 48/2007/QD-BYT ngay 31/12/2007 cua B)
truong B Y té vé viéc ban hanh Quy ché quan 1y my pham Quyet dinh so
40/2008/Qb-BYT ngay 26/12/2008 cua Bo truong Bo Y té vé viéc phan cap
quan ly nha nudc vé my pham dbi véi my pham san xuat tai Viét Nam, Quyét
dinh s6 22/2008/QD-BYT ngay 02/7/2008 cua B¢ truong BO Y té vé viéc uy
quyén thuc hién chirc ning quan Iy m§y phim cho Ban Quan 1y Khu kinh té cta
khau Moc Bai, tinh Tay Ninh tai Khu thuong mai cong nghi¢p thudéc Khu kinh
té cira khau Moc Bai, tinh Tay Ninh, Quyét dinh sé 3450/QD-BYT ngay
21/9/2010 cua Bo truong Bo Y té vé viée uy quyén thuc hién chirc ning quan 1y
my pham cho Ban Quén 1y Khu kinh té tinh Quang Tri.

3. Thu trudng cac don vi thudc Bo Y té, cac don vi truc thudc BO Y té;
Thu trudng co quan chuyén mén vé y té thuéc Uy ban nhan dan cdp tinh® va
C4c to chirc, ca nhan c6 lién quan chiu trach nhiém thi hanh Thong tu nay.

4. Trong qua trinh trién khai thyc hién, néu c6 kho khin, vudéng mac, cac
t6 churc, ca nhan gui bao cao vé BO Y té (Cuc Quan ly dugc, 138A Giang V0,
Ba Dinh, Ha Noi) dé BO Y té xem xét, giai quyét...

BO Y TE XAC THUC VAN BAN HQP NHAT
S6: 09 /VBHN-BYT Ha Ngi, ngay 25thang 7 nam 2025
Noi nhin: KT. BQ TRUONG
- Van phong Chinh phu (Phong Céng béo, a THU TRUONG

Vu KGVX, Céng TTPT Chinh phu);

- P/c Bo truong BO Y té (dé blc);

- Cong TTDT B4 Y té, Trang TTDT Cuc QLD
(dé dang tai);

- Luu: VT, PC, QLD (3b).

D& Xuan Tuyén

Diéu 6. Trach nhi¢m thi hanh

1. Uy ban nhan dan tinh, thanh phd truc thuoc Trung wong co trach nhiém chi dao co quan chuyén mon
vé v, té thuéc Uy ban nhan dan cap tinh trién khai thuc hién viéc giai quyét thii tuc hanh chinh cdp s6 tiép nhén
Phiéu cong bé san pham my pham doi véi my pham san xudt trong nwée va phé duyét Don hang nhdp khau my
phdm ding cho nghién ciru, kiém nghiém quy dinh tai Théng tw ndy theo hinh thire triec tuyén.

2. Chanh Van phong B9, Cuc truong Cuc Quan ly Duoc, Thu truwong cdc don vi thudc va truc thuoc Bo
Y té; Thii truong co quan chuyén mon vé y té thuéc Uy ban nhin ddn cap tinh; cdc co quan, t6 chire, cd nhdn ¢é
lién quan chiu trach nhiém thi hanh Thong tw nay.

Trong qud trinh thuc hién, néu cé khé khin, vieéng mdc, dé nghi cac co quan, 16 chire, cd nhdn phdn
dnh vé Bo Y té (Cuc Quan Iy Duoc) dé xem xét, gidi quyét./.”
% Cym tir “Giam dbc S Y t&” dugc thay thé boi cum tir “Thu trudng co quan chuyén mon vé y té thuoe Uy ban
nhan déan cdp tinh” theo quy dinh tai khoan 5 Diéu 2 Thong tu s 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18
thang 8 nam 2025.
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Phu luc s6 01-MP3!

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

Ngdy cdp so tiép nhdn (Date acknowledged):
\S6 tiép nhdn Phiéu céng bo (Product Notification No):

\Phiéu cong bé c6 gid tri 05 ndm ké tir ngay cap.

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

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

THONG TIN SAN PHAM
PARTICULARS OF PRODUCT

1. Tén nhan hang va tén san pham (Name of brand & product):
1.1. Nhédn hang (Brand)

1.2. Tén san pham (Product Name)

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

2. Dang san pham (Product type(s))

0 Kem, nhil tuong, sita, gel hoic du dung trén da (tay, mat, chén, ....)
Creams, emulsions, lotions, gels and oils for skin (hands, face, feet, etc)

o Mt na (chi trir san phadm 1am bong da ngudn géc héa hoc)
Face masks (with the exception of chemical peeling products)
o Chét phi mau (Iéng, nhéo, bot)

Tinted bases (liquids, pastes, powders)

o Phan trang diém, phan dang sau khi tam, bot vé sinh,....
Make-up powders, after-bath powder, hygienic powders, etc.
o Xa phong rira tay, xa phong khtr mui,.....

Toilet soaps, deodorant soaps, etc

0 Nudc hoa, nudc thom dung v€ sinh,....

Perfumes, toilet waters and eau de Cologne

0 San pham dé tim (mudi, sita, xa phong, dau, gel,....)

Bath or shower preparations (salts, lotions, foams, soaps, oils. gels, etc)

% Phuy luc nay dugc sira doi, bo sung theo quy dinh tai diém b khoan 1 Diéu 1 Thong tu s6 29/2020/TT-BYT, ¢6
hi¢u luc ké tir ngay 15 thang 02 nam 2021.
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o San pham tay 16ng
Depilatories

o San pham khar mui va chéng mai (giam mui mo hdi)
Deodorants and anti-perspirants

0 San phdm chiam séc toc (P& nghi danh ddu vao dang san pham cy thé bén dudi)
Hair care products (Please stick on specific product type below)

o Nhudém va tdy mau téc
Hair tints and bleaches

o Uén téc, dudi toc, giit nép toc
Products for waving, straightening and fixing

o Céc san pham dinh dang téc

Setting products

0 San pham lam sach (sita, bot, dau goi)
Cleansing products (lotions, powders, shampoos)

o San pham dudng téc (sira, kem, dau)
Conditioning products (lotions, creams, oils)

o Céc san pham tao kiéu toc (sita, keo xit toc, sap)
Hairdressing products (lotions, lacquers, brilliantines)

0 San pham duing cho cao rau hoic sau khi cao rau (kem, xa phong, sita,....)
Shaving product (creams, foams, lotions, etc)

0 San pham trang diém va ty trang ding cho mat va mat
Products for making-up and removing make-up from the face and the eyes

o San pham dung cho moi
Products intended for application to the lips

0 San pham chiam soc ring va miéng
Products for care of the teeth and the mouth

0 San pham dung dé cham séc va trang diém cho moéng tay, méng chan
Products for nail care and make-up

0 San pham dung dé vé sinh co quan sinh duc ngoai
Products for external intimate hygiene

o San pham chdng niang
Sunbathing products

o San pham lam sam da ma khdng can tam ning
Products for tanning without sun

0 San pham lam tring da
Skin whitening products

0 San pham chéng nhin da
Anti-wrinkle products

o San pham khac (dé nghi ghi ré)
Others (please specify)

3. Muc dich str dung (Intended use)

4. Dang trinh bay (Product presentation(s))
o Dang don 1¢ (Single product)
o Mot nhdm cac mau (Arange of colours)

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



35
o Cac san pham phéi hop trong mot b san pham (Combination products in a single kit)
0 Cac dang khac (dé nghi ghi r8). Others (please specify)

THONG TIN VE CONG TY SAN XUAT/PONG GOU/XUAT KHAU
PARTICULARS OF MANUFACTURER(S)/ASSEMBLER(S)/EXPORTER

5. Tén cong ty san xuat (Name of manufacturer) (Liét ké tat ca cac cong ty san xuat, trong truong hop nhiéu
cdng ty tham gia vao qué trinh ché bién san pham)

Dia chi cdng ty san xuat (Nudc san xuat) (Address of manufacturer (state country)):

Country

Tel: Fax:

6. Tén cong ty dong goi (D& nghi danh dau vao muc thich hop. C6 thé danh d4u nhiéu hon 01 6) (Name of
assembler (Please tick accordingly. May tick more than one box)):

0 Péng g6i chinh 0 Pong goi thir cap

Primary assembler Secondary assembler

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

Country

Tel: Fax:

7. Tén nude xuat khau (D& nghi danh du vao myc thich hop. Chi 4p dung ddi véi san pham m§ pham nhap
khau) (Name of exporting country (Please tick accordingly. Only apply to imported cosmetic products)):

Country

San phdm my phdm duoc luu hanh ty do tai (Cosmetic product(s) are free sold in):
- Nudc xuat khau (Exporting country): o

- Nudc san xuat (Manufacturing country): o

THONG TIN VE TO CHUC, CA NHAN CHIU TRACH NHIEM
PUA SAN PHAM MY PHAM RA THI TRUONG

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

8. Tén cdng ty (Name of company):

bia chi céng ty (Address of company):
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Tel: Fax:

S gidy phép kinh doanh/Sé gidy 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

9. Ho va tén (Name of person):

Tel: Email:

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

THONG TIN VE CONG TY NHAP KHAU
PARTICULARS OF IMPORTER

10.Tén cong ty nhap khau (Name of importer):

Dia chi cong ty nhip khau (Address of importer):

Tel: Fax:

DANH SACH THANH PHAN
PRODUCT INGREDIENT LIST

11. Dé nghi kiém tra 6 sau day (Please check the following boxes):

0 Téi da kiém tra ban sira ddi tir Phu luc 1T dén Phu luc VII cua danh muc céc thanh phan m§ phim ASEAN nhu
dugc cdng bd trén ban sira doi gan day nhat cua Hiép dinh my pham ASEAN. T6i xin xac nhan rang san pham
dugc dé cap dén trong ban cong b nay khdng chia bat cir mot thanh phan bi cAm nao va ciing tuan thu véi danh
muc han ché va céc diéu kién quy dinh trong céc phu lyc.

I 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.

0 T6i dam nhan trach nhiém tra loi va hop tac toan dién véi co quan c6 thdm quyén vé bét ky hoat dong kiém
soét sau khi ban hang khi c6 yéu cau bai co quan c6 tham quyén.

I undertake to respond to and cooperate fully with the regulatory authority with regard to any subsequent post-
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marketing activity initiated by the authority.
Danh sach thanh phan day da (Product full ingredient list)

(Yéu cau ghi day du danh sach tat ca cac thanh phan va ti 1¢ % cua nhiing chat c6 gi¢i han vé nong do, ham
lugng str dung trong my pham - To submit ingredient list with percentages of restricted ingredients)

Tén da?/ dua thanh phan;(teHNdanh ph?p quoc te hodc Ti 16 % ctia cdc chét c6 gidi han vé

tén khoa hoc chuan da dugc cong nhén) A PR S

No - nong d6, ham lugng (Percentage Ghi cha
Full Ingredient name (use INCI or approved of restricted ingredients)
nomenclature in standard references) 9

1
2
3
4
5
6
7
8
9

CAM KET (DECLARATION)

1. Thay mat cho cong ty, toi xin cam két san phdm dwoc dé cap trong Phiéu cong bd ndy dat dwoc tt ca cac yéu
cau cua Hi¢p dinh my pham ASEAN va cac phu luc kém theo.

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

2. Téi xin chiu trach nhiém tudn thii cac didu khoan sau day (I undertake to abide by the following conditions):

i. Pam bao co san dé cung clp céac thong tin ky thudt va tinh an toan khi co quan c6 thim quyén yéu ciu va ¢
day du hd so vé cac san pham da dugc phan phdi dé bao 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;

ii. Phai thong béo ngay cho co quan c6 thim quyén vé cac tic dung phu nghiém trong’® ciia san pha;lmq gdy chét
ng}rc‘yi hodc de doa tinh mang bang dién thoai, fax, thu dién tir hodc van ban trong thoi han 07 ngay ké tir ngay
bict thong tin.

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

iii. Phai hoan thanh béo céo tic dung phy cia san pham (theo mau quy dinh)? trong thoi han 08 ngay lam viéc ké
tir ngay thong bao cho co quan cd thim quyén vé nhiing tic dung phu nghiém trong nhu da néu trong myc 2 ii
noi trén va cung cip bat cir thong tin nao theo yéu cau clia co quan c6 tham quyén.

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

iv. Thong bdo ngay cho co quan c6 thim quyén vé céc tac dung phu nghiém trong nhung khong gay chét nguoi
hoic de doa dén tinh mang cua san phim va trong bat ctr truong hop nao, viée bao cao (s dung mau bao cao) vé
tac dung phu phai duoc tién hanh trong thoi han 15 ngay ké tir ngay biét vé tic dung phu nay.

Report to the Authority of all other serious adverse events that are not fatal or life threatening as soon as

I Nhw da dwoce dinh nghia rd rang trong tai liéu hwéng dan cho cac cong ty vé bao céo tac dung phu ciia san pham m§ pham.
As defined in the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.

2 Trinh bay trong phu luc | trong tai liéu huwéng dan cho céc cong ty vé bao cao tac dung phu ciia san phdm m§ pham.

Set out in Appendix | to the Guide Manual for the Industry on Adverse Event Reporting of Cosmetics Products.
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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 cd tham quyén khi co bét cir sy thay ddi nio trong ban cong bd nay.
Notify the Authority of any change in the particulars submitted in this notification;

3. Téi xin cam doan rang nhimng thong tin dugc dua ra trong ban cong bd nay 1a dung su that. Tat ca cac tai licu,
cac thong tin lién quan dén ndi dung cong bo s€ dugc cung cap va cac tai liéu dinh kem 1a ban hgp phap hodc sao
y ban chinh.

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

4. T6i hiéu rang toi s& ¢6 trach nhiém dé dam bao tat ca cac 16 san pham cua ching toi déu dap tng cac yéu cau
phap luat, va tuan thi tat ca tiéu chuan va chi tiéu san pham da duoc cong bd véi co quan cd tham quyén.

I 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 trudng hop co tranh chap phap luét, t6i khéng duoc quyén st dung ban cong bd san pham
my pham da duoc co quan c6 tham quyén chap nhan néu san phim cua ching t6i khong dat dugc cac yéu cau vé
tiéu chuén, chi tiéu ma chiing t6i di cong bd.

I 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 chit ky ciia nguoi dai dién theo phap luét cia cong ty
[Name and Signature of person representing the local company]

Déu cua cong ty Ngay [Date]
[Company stamp]
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Phu luc sé 02-MP

TAI LIEU HUONG DAN VE CONG BO SAN PHAM MY PHAM
GUIDANCE DOCUMENT ON PRODUCT NOTIFICATION

1. Tén nhin hang va tén san phim. Name of brand and product

Tén day du cua san pham phai dugc cung cip, theo trinh tu sau: tén nhan hang, dong san pham (néu co), tén san
pham. Néu la mdt mau riéng 1¢ dugc cong bo thi ghi tén mau va s6 mau (vi du: L 'oreal Feria Color 3D Hot
Ginger). Néu c6 nhiéu mau thi tén va s6 mau ciia moi mau phai duge cong bo.

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 sin phiam. Product types

Danh sach minh hoa 14 chua ddy du va co thé dé cip dén cac dang san phdm khac khong co trong danh sach
bang cach lya chon muyc “cac dang khac” va ghi r6 dang san pham. Co6 thé Iya chon nhicu hon mot dang san
pham, vi du “ bath hodc shower” va “ san pham cham s6c¢ toc” néu nhu san pham st 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 sir dung. Intended use
La thong tin vé chirc nang hodc cong dung cua san pham, khong phai cach sir dung, vi du gitr &m 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 Iya chon mot dang thich hop nhét trong 4 dang san phidm. Sau déy 1 giai thich vé cac dang san phdm.

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¢” dugc trinh bay trong mot dang dong goi don 18.
“A single product” exists in a single presentation form.

- “M6t nhém cac mau” 1a mot nhom cac san pham my pham co thanh phan twong ty nhau va duoc san xuét boi
cung mdt nha san xuat, c6 cung muc dich st dung, nhung c6 mau sac khac nhau (vi du nhu son, mau mat, hoac
danh moéng tay) nhung khong phai la dang dong goi ket hop cia 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 mdt dang san phém” 1a m&t nhém cac mau nhu dugc dinh nghia ¢ trén, dugc dong trong
mot loat cac bang.

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

- “Céc san pham phdi hop trong mot by san phdm” 1a cac dang san pham giéng hogc khac nhau va duoc ban
trong cting mot bao goi. Khong thé ban riéng ting loai (vi du nhu mét hop cac mau mit va moi, mot hop chira ca
cac dang kem cham séc 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 sin xuit/ déng goi. Particulars of the manufacturer(s)/ Assembler(s)

Co thé co trén mot cong ty san xuét hodc déng goi cho mot san pham (1a cac «cong ty tham gia cac cong doan san
xuit dé san xuét ra mot san phim hoan chinh). Phai néu r6 tén va dia chi day du cua timg cong ty (truong hop
dia chi tru s& chinh khac dia chi co sé san xuét thi phai khai bao ca hai).
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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 Xuét 1a cong ty tham gia vao bat ky giai doan nao cua qué trinh tao ra san phim my pham. Qua
trinh san xuét bao gdm tat ca cac giai doan tir san xuit ban thanh pham va thanh pham, xdy dung cong thirc va
san xuat (vi du nhu nghién, tron, géi va hodc dong goi), kiém tra chit lugng, xudt xuéng va cic qua trinh kiém
soét lién quan.

Amanufacturer 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 (such as grinding, mixing, encapsulation and/ or packaging), quality control, release and the related
controls.

- Cong ty dong goi chinh 1a cong ty tham gia vao qia trinh dong goi san pham véao bao bi dong géi chinh/ truc
tiép, bao bi ndy duoc hodc s& duge dan nhén trude khi san pham duogc ban hodc phan phdi.

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 thtr cap 1a cong ty chi tham gia vao qua trinh dan nhin cho bao goi ma san phim di duoc
dong vao trong bao goi chinh, hodc dong bao goi chinh vao trong hop carton, sau d6 dan nhan, trude khi ban
hodc 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. Thong tin vé to chirc, ca nhan chiu trach nhiém dwa san phim ra thi trwong. Particulars of company

D6 1a té chirc, ca nhan chiu trach nhiém duasan pham ra thi trudong, c6 thé 1a cong ty san xuét trong nudc hoic
dai 1y dugc iy quyén boi nha san xudt dé ban san pham ra thi trudng hoic do, 1a cong ty chiu trach nhiém ban
san pham trén thi t ruong Viét Nam. Sb Gidy chimg nhan diang ky kinh doanh hodc gidy phép tuong duong phai
dugc néu 1 trong mau cong b, 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 number or its equivalent should be
indicated in the notification form, if applicable.

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

Ngudi dai dién cho cong ty dé ndp ho so cong bd phai co di trinh d6 va kinh nghiém theo quy dinh cua luat phap
va luat hanh nghé cuia cac nudc thanh vién, 1a ngudi dai dién theo phap luat cua cong ty néu trén Gidy ching
nhén ding 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 phin diy da va danh phap. Full ingredient listing and nomenclature

a) Tt ca cac thanh phan cia my phdm phai duoc xac dinh bang danh phép trong 4n phdm méi nhét vé danh phap
chuin (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 dwoc xac dinh bang chi, loai. Tén chi thuc vat c¢6 thé rat ngén. Cac
thanh phan c6 ngudn gdc tir dong vat can néu chinh xéac tén khoa hoc ctia loai dong vat d6. Cac thanh phan sau
day khong dugc coi 14 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 chét trong nguyén li¢u duogc su dung.
Impurities in the raw materials used;

- Céac nguyén li€u duoc str dung vi muc dich k¥ thuat nhung khong cd mat trong san pham thanh pham.
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Subsidiary technical materials used in the preparation but not present in the final product;
- Céc hoa chat dugc sir dung v6i mot sd lwong can thiét dugc kiém soat chit ché nhu dung méi hodc chat giir
mui hodc cac thanh phan tao mui. Cac thanh phan nude hoa va chat tao huong va cac nguyén li¢u cua chiing c6

A

thé viét dudi dang “hwong liéu” (perfume, fragrance).
Materials used in strictly necessary quantities as solvents, or as carriers for perfume and aromatic compositions.

Nong d6 ctia cac thanh phan phai dugc cong bd néu nhu d6 1a cac thanh phan niam trong danh muc han ché sir
dung duoc xac dinh trong cac phu luc cia Huong 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) Dbi véi san pham chira mot nhom cac mau hodc cac san phim trong cing 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 chira” va danh sach cac mau

‘May contain’ and list each colour/shade

¢) Véi dang phdi hop cac san phém khac nhau trong cung mot dong goi, liét ké méi san phém va cong thirc
twong tng cho tirng san pham. C6 thé mé rong mau cong bo néu can thém khoang trong 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.
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Phu luc s6 03-MP

o  HUONG DAN CUA ASEAN o
VE CONG BO TINH NANG CUA SAN PHAM MY PHAM

Viéc danh gia cong b tinh ning san pham (Product claim) khong thé tach roi véi viee xem xét liéu mot san
pham c6 phai la san pham my pham hay khong. Viéc quyet dinh san pham c6 phai 1a my pham hay khong phai
dua trén mot s yéu td, trong d6, tinh nang san pham (goi tat 1a Claim) 1a mot trong nhirng yéu t6 quan trong.
Ban huéng din mot quy trinh don gian gom 5 bude quyét dinh dé xac dinh san pham va cong bd tinh ning ¢
phit hgp cho mot san pham my pham khong.

Ban huéng dan ciing dua ra mot s6 vi du vé cong bd tinh nang khong duoc chap nhén cho my pham. Tuy nhién,
danh séch nay khong dugc xem 1a mot danh sach day dii, quyét dinh cudi cting van 1a cta co quan quan 1y.

Quy trinh quyet dinh sin pham 1a my pham va cong b6 tinh nang sin pham my pham dwgc phép (xem
biéu dé tém tdt)

San pham
I. San ph-:'fm co chira cac thanh sai
phan dicge phép boi Hiép dinh mp Cau tao san
pham ASEAN va khong co thanh pham
phan néo bi cam.
} : f .. ) din

2. San pham tiep xuc voi nhimg bo 8 .

P - sz _x L ¥ 5d1
phan bén ngoai cua co thé (biéu bi, he
thong toc, méng, méi, bé phdn sinh Vi tri sir dung
duc ngeai) hodec voi rang va cdac mang ' '
nhay ctia khoang miéng.

ding
L J .

3. San pham d r d i Sal
f_- har; p Jﬂ; ;m}.rc sir ;mg] 1.!;{: F;il'f_{[ Cong dung
dic i‘{]. nhat rrJE:c c:mz la a{'.-r chinh
sach, lam thom hoac dieu chinh mui

co thé hodc bdo vé, giit gin ching
trong nhimg diéu kién tot. ding
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. o . ding

4. Hinh thirc san pham dwoc Hinh thirc san
the hien nhir de phong bénh va phém
chira bénh cho nguoi.

sai

: e § iF "
5. San pf?fim"'l-‘{‘?!'h vien di€u Cong dung khac ding
c‘!a.r'nh. phuc hoi f?{}{ic‘.!{]'!fi thay my phim
doi chirc nang co thé bang co
ché mién dich, trao déi chat hodc
co ché dicoe Iy, sal
v

San phim my phiam

Trong do:
- Thanh phan céu tao sin phim myj phim

San pham chi chtra nhimg thanh phan tuan thi theo cac Phu luc cua Hi¢p dinh my phém ASEAN va khong chira
bat cir thanh phan nao nam trong Phu luc cdc chat cam sur dung trong my pham véi dicu kién di kem cua Hiép
dinh my pham ASEAN.

- Vi tri sir dung ciia sdn phim my phim

My pham chi tiép xuc bén ngoai véi nhitng phan khac nhau ciia co thé (biéu bi, hé thong toc, moéng, moi va co
quan sinh duc ngoai) hodc v6i rang va cac mang nhay cia khoang miéng.

San pham dung dé udng, tiém, hodc tiép xtc véi nhing ph?ll’l khac cua co thé vi du nhu mang nhay ciia dudong
miii hoac bd phén sinh duc trong khong dugc xem la my pham.

- Cong dung chinh ciia sin phdam my phém

My pham dugc sir dung cho nhirng phan cho phép cua co thé v6i muc dich duy nhit hodc muc dich chinh 1a lam
sach, lam thom hodc thay d6i vé bé ngoai hoac diéu chinh mui co thé hodc bao vé, gitt gin chung trong diéu kién
tot.

(Luu y san phim c6 thé c¢6 cong dung thir hai hodc cong dung phu nim ngoai pham vi noi trén).
- Cich thé hi¢n ciia san phdm my phim

San p}}ém my phém khong dugc thé hién nhu mot san pham dé chita bénh hodc phong bénh cho ngudi. Nhing
dac diém sau can phai dugc xem xét ky:

I. Loi gi6i thiéu tinh nang, quang cao san pham va ngit canh.
I1. Bao bi/ ndi dung nhin va nhin b sung (bao gdm ca hinh anh minh hoa).

III. Tai ligu khuyén mai bao gdm gidy chimg nhan hodc tai li¢u do cac bén gia cdng ban hanh thay cho nha cung
cap.

IV. Céc hinh thtc quang céo.

V. Hinh thirc san phém va cach né dugc su dung, vi du nhu: vién con nhong, thude vién, dang tiém,...

VI. Myc tiéu c4 biét cua cac thong tin quang céo, vi du: mot nhom ngudi nhit dinh véi/hodc c6 nhitng ton
thuong dat biét d6i voi nhitng bénh tat/ cac phan rng c6 hai.

- Nhitng anh hwong sinh Iy hoc ciia sin phim

Tat ca cac san pham c6 anh huong dén chirc nang ciia co thé déu co anh huong dén qua trinh trao d6i chat. Dic
tinh cua my pham la tao nén cac anh huong/ hiéu qua khong vinh vien va can phai s dung thuong xuyén de duy
tri hi¢u qua.

Diéu can luu y ddu tién 1a tat ca nhing tinh ning phu hop dung cho céc loai san phdm nhu trong danh muc cac
san pham my pham (Phu luc I ctia Hi€ép dinh my pham ASEAN) hién nhién dugc xem 1a my pham.
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Mot s6 vi du vé cac tinh nang thuong gap khong dugce chép nhan ddi v6i my phdm theo ting loai san pham (day
chua phai la danh muc day du):

Loai San Pham Cau gidi thiéu tinh ning san pham khong dugc chip nhan

Cham soc toc » Loai b gau vinh vién

» Phuc hoi té bao toc / nang toc
» Lam day sgi toc

+ Chng rung toc

= Kich thich moc toc

San pham lam ryng 1ong » Ngin ngira/ dimg su phat trién ciia 16ng
San phiam ding cho mong - Dé cip dén viéc nudi dudng lam anh huong dén sy phat trién mong
San phdm chiam soc da « Ngan chan, 1am giam hodc lam dao nguoc nhiing thay dbi sinh 1y va su

thodi hoa do tudi tac

* X0a seo

* Tac dung té

e Tri mun, chira khéi, lam lanh mun
* Chita viém da

» Giam kich thudc co thé

» San chic co thé/ sin chic nguc

» Giam/ kiém so4t su sung tiy phu né
* Loai bd/ giam md&/ giam béo

o Diét ndm

* Diét virus

* Giam di ing

San pham v¢ sinh va cham séc rang |» Chira tri hay phong chong cac bénh ap-xe ring, song nudu, viém lgi, loét
miéng miéng, nha chu, chay mi quanh rang, viém vom miéng, rang bi x6 1éch,
bénh vé nhiem trung rang miéng,...

- Lam trang lai cac vét 6 do Tetracyline

San pham ngdn mui * Dirng qua trinh ra mo hoi

Nud6c hoa/ Chét thom * Tang cudng cam xuc

» Hap dan gidi tinh

Nhing tinh nang trén co thé dugc lam giam nhe di va mang tinh my pham hon. Vi du: d6i véi tinh ning “loai bo
hoan toan dau cho da” ¢6 thé di€u chinh lam nhe hon nhu sau:

« Gitip loai b dau cho da « Giam béng cho da dau

« Phu hop ddi véi loai da dau « Lam cho da ban cam thiy bt dau
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Phu luc sé 04-MP

QUY UOC
Viét tit tén cac tinh, thanh phd truc thudc Trung wong va mét s6 Ban quén 1y Khu kinh té
STT Tén tinh, thanh pho Ky hiéu STT Tén tinh, thanh pho Ky hiéu
1 /An Giang AG 34  |Lai Chau LC
2 Bic Can BC 35 [Lam Pong Lb
3 Binh Duong BD 36  |Lang Son LS
4 Binh Dinh BD 37 |Lao Cai LCa
5 Bic Giang BG 38 |Long An LA
6 Bac Liéu BL 39  [Nam Dinh Nb
7 Bic Ninh BN 40  Nghé An NA
8 Binh Phudc BP 41 |Ninh Binh NB
9 Bén Tre BT 42  Ninh Thuan NT
10  [Binh Thuén BTh 43  [Phii Tho PT
11  [BaRia- Viing Tau BV 44 Phi Yén PY
12 |Cao Bing CB 45  |Quang Binh QB
13 Ca Mau CM 46  |Quang Nam QNa
14 |Can Tho CT 47  |Quang Ngai QNg
15 Da Ning PNa 48  |Quang Ninh QN
16  |Pic Lic PL 49  |Quang Trj QT
17  [Pic Néng DN6 50 [Tp. H5 Chi Minh HCM
18  [Pién Bién DB 51 |SonLa SL
19 Dong Nai BN 52  [Séc Trang ST
20  IPong Thap PT 53  [Tay Ninh TN
21  [(GialLai GL 54  [Théi Binh B
22 Ha Giang HG 55  [Thai Nguyén TNg
23 Ha Nam HNa 56  [Thanh Hoa TH
24 |HaNoi HN 57  [Thira Thién Hué TTH
25  |Ha Tinh HT 58  [Tién Giang 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  |HoaBinh HB 62  [Vinh Phiic VP
30 Hung Yén HY 63 |YénBai YB
Ban Quén 1y Khu kinh té
31  [Kién Giang KG 64  |cira khau Moc Bai - tinh BQLMB
Tay Ninh
32 |Khanh Hoa KH 65 o gl‘l‘zgglyéhu kinh té BQLQT
33 Kon Tum KT
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Phu luc sé 05-MP
THAY POI SAU KHI CONG BO SAN PHAM MY PHAM

Tay thudc vao ndi dung thay d6i, quy dinh nhu sau:

Néi dung thay déi

Cong bd sian phim

Thay ddi nhan hang

Cong bo mai

Thay ddi tén san pham

Cong bo mai

Thay ddi cong ty chiu trach nhiém dua san pham ra thi
trudng

Cong bo mai

Thay ddi dang san phdm

Cong bo méi

Thay d6i muc dich sir dung

Cong bo mai

Thay ddi cong thirc

Cong bo mai

Thay d6i nha san xuét hodc dong goi (tén va/hodc dia
ichi)

Cong bd méi

Thay d6i dang trinh bay ciia san phim B6 sung
Tén va/hodc dia chi cia cbng ty chiu trach nhi¢m dua

san pham ra thi truong nhung khong thay doi so Giay B4 sun
chirng nhan dang ky kinh doanh hogc Giéy ching nhén J
dau tu.

Tén vi/ hodc dia chi ciia cong ty nhap khau B6 sung
Thay d6i nguoi dai dién cho cong ty B6 sung

Thay doi kich c& bao gbi, chat lidu bao bi, nhin san
ham

B6 sung, nhung khong ap dung néu nhu thong tin can

thiét khong dugc dé cap dén trong Phiéu cong bo.
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Phu luc sé 06-MP
QUY PINH CUA ASEAN VE GIOI HAN KIM LOAI NANG
VA VI SINH VAT TRONG SAN PHAM MY PHAM
1. Gid¢i han kim loai ning (ACM THA 05 Testing Method):

STT Chi tiéu Gidi han

1 Thity ngan INong d¢ toi da cho phép 6 trong san pham my pham 1a 1 phan tri¢u (1
ppm)

2 Asen INong do tdi da cho phép c6 trong san pham my pham 1a 5 phan triéu (5
ppm)

N INong do tdi da cho phép c6 trong san pham my pham 1a 20 phan triéu

3 Chi

(20 ppm)

2. Gio6i han vi sinh vt (ACM THA 06 Testing Method):

Giéi han
STT Chi tiéu San pham danh cho tré em du6i 03 )
tudi, san pham tiep xtc vdi ving mat San pham khac
hoac niém mac
1 [Tong sb vi sinh vat dém duoc =<500 cfulg =<1000 cfulg
2 P. aeruginosa Khoéng duogc co tr:()ng Q,lg hodc 0,1 | Khong duoc co tgong Q,Ig hoac
ml mau thir 0,1ml mau thir
Khoéng duoc c6 trong 0,1g hodc 0,1 | Khong duge co6 trong 0,1g hoac
3 S. aureus X o X
ml mau thir 0,1ml mau thir
4 C. albicans Khoéng duoc c6 trong 0,1g hodc 0,1 | Khong duge co6 trong 0,1g hoac

ml mau thu 0,1ml mau thir
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Phu luc s6 07-MP

HO SO THONG TIN SAN PHAM
(PIF - Product Information File)

HO so thong tin san phdm bao gdm cac ndi dung sau:
Phan 1. Tai liéu hanh chinh va tém tit vé sain pham
- Tai liéu hanh chinh:

+ Bén sao Phiéu cong bd san pham my pham co sO tiép nhan cua co quan quan ly nha nu6c co tham quyén (Ddi
voi my pham nudc ngoai va my pham san xuét trong nudc cong bo ké tir ngay 10/3/2008); Phiéu tlep nhan Ban
cong bd tiéu chuan chat luong my pham (D6i voi my pham san xuat trong nude duoc cap phleu tiép nhén trudc
ngay 10/3/2008); Giay phép luu hanh m§ pham (Pdi véi my phdm nude ngoai dugc cap sd dang ky luu hanh
trude ngay 10/3/2008);

+ Gidy y quyén cua nha san xut hodc cha s¢ hitu san phdm hodc thu thoa thudn lién quan dén san phdm;
+ Gidy ching nhan Iuvu hanh ty do - CFS (d6i v6i my phdm nudce ngoai nhap khiu);

+ Cac tai li¢u hanh chinh ¢ lién quan khac (Gidy chimg nhin dang ky kinh doanh hoac Gidy phép déu tw cua t6
chirc, ca nhan chiu trach nhiém dua san pham ra thi truong);

+ Céc thanh phan va ty 16 phin trim cua tit ca cac thanh phén trong cong thirc.
- Nhin va thong tin san pham:

+ Nhén san pham;

+ T hudng dan st dung (néu co).

- Cong bd vé san xuét:

+ Cong bd ciia nha san xuét vé viéc san pham dugc san xuat phi hop véi cac nguyén tic, tiéu chuan “Thyc hanh
tot san xuat my pham” cua Hiép héi cac nudc Pong Nam A (CGMP-ASEAN) hodc twong duong;

+ Hé thong ghi s6 16/ ma san pham.

- Panh gia an toan san phim my phim:Cong b an toan (véi y kién két ludn co chir ky, tén va vin bang chimg
chi cua danh gia vién).

- Tém tit nhirng tac dung khong mong mudn trén ngudi (néu c6).

- Tai liéu thuyét minh tinh néng, cong dung cua san phim my pham (t6m tit): Bdo cao vé danh gi4 tinh ning,
cong dung cua san pham dua theo thanh phan va két qua thir nghiém.

Phin 2. Chét lwong ciia nguyén liéu

- Tiéu chuér; chat lugng va phuong phéap kiém nghiém cua nguyén liéu. P4i v6i thanh phan huong liéu, néu r&
tén va ma s6 huong liéu, tén va dia chi nha cung cap, cam két phu hop véi hudng dan cia Hi€p hoi Huong lidu
Quoc te (IFRA).

- Dir liéu an toan ctia nguyén liéu dua trén thong tin tir nha cung cép, nhing dit liéu da dugc cong bd hodc bao
céo tur cac Uy ban khoa hoc (ACSB, SCCP, CIR).

Phén 3. Chét lwgng ciia thanh phim

- Cong thirc cua san phdm: Ghi tén ddy du cac thanh phin theo danh phap quéc t& va ty 1& phan trim cua cac
thanh phan trong cong thurc. Néu rd cong dung cua tirng thanh phan nguyén liéu;

- Séan xuét:
+ Thong tin chi tiét vé& nha san xut: qudc gia, tén va dia chi nha san xuit, nha dong goi;
+ Tém tat quy trinh san xuét;

+ C&c thong tin chi tiét thém vé quy trinh san xuat, quan 1y chat lugng va cac hd so lién quan vé san xuét, can
dugc chuan bi san sang tuy theo yéu cau co quan quan ly.

- Tiéu chudn va cac phuong phap thir ctia thanh pham:
+ Cac chi tiéu st dung kiém tra gi6i han vi sinh trong thanh pham;

+ Céc phuong phap thir trong tng véi tiéu chudn chét luong dé kiém tra mirc d¢ dat;
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- Bao céo tom tat vé d6 6n dinh cua san pham (cho san pham c6 tudi tho dudi 30 thang): Bao cao va dir liéu
nghién ctru d¢ On dinh hodc danh gia d6 6n dinh dé thuyét minh cho han sir dung ctia san pham.

Phin 4. An toan va hi¢u qua

- Péanh gia tinh an toan: Béo cdo danh gia vé tinh an toan trén ngudi cua thanh pham dya theo thanh phan trong
cong thirc, cau triic hoa hoc cua thanh phan va ngudng gay hai (c6 tén va chir ky cua danh gia vién);

- So yéu ly lich ctia danh gia vién vé tinh an toan ciia san pham;
- Bao c40 mé&i nhat vé tac dung phu hay tic dung khong mong mudn (néu c6), duge cap nhat thudng xuyén;

- Tai ligu thuyét minh tinh ning, cong dung cua san pham coéng bd trén bao bi san phidm: Béo céo diy du vé
Panh gia tinh nang, cong dung cua san pham dua theo thanh phan va két qua thir nghiém (c6 tén va chir ky cua
danh gia vién).
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Phu luc sé 08-MP

TAI LIEU HUONG DAN CUA ASEAN VE KIEM TRA HAU MAI MY PHAM
1. Xay dung chién luge kiém tra hiu mai:
Viéc xay dung chién lugc kiém tra hau mai can cin ctr vao mot sd yéu td sau:
a) Dang sin phdm: Viéc 1ay mau my pham kiém tra hau mai can tap trung vao mot sé nhom san pham sau:
- San pham lam tring da.
- Phan rom (bt Talc) hodc cac san pham ¢ chira khoang chét.
- San pham dung cho mét, moi.

- San pham nhudm toc, ddc biét 1a cac san pham xut x{r tir cic nudc van cho phép st dung mot s6 chat nhuém
nam trong danh muc cac chat cam st dung trong m¥y pham (Annex II).

- San pham danh cho tré em hoéc phu nit c6 thai.

b) Nguon goc xudt xir ciia san phdm: Can chi ¥ cac san pham c6 xut x:

- Tr cac nude ma luat khac so vdi cac nudec ASEAN.

- Céc nude ¢6 tién sir vé cac san phadm khong dat quy dinh.

¢) Cong ty, nhan hang:

- Dua vao dit lidu vé tién st vi pham.

- Chii ¥ céc cong ty it tén tudi, chua duoc biét toi.

d) Thanh phdn:

- Chi ¥ nhitng nguyén liéu c6 nguy co c6 thé chira mot s6 tap chat gay doc nhu kim loai nang, amiang.

- Mot s6 nguyén lidu 0 nguy co co thé chira mot s6 tap chét khong dugc phep vi du nhu TEA d6 tinh khiét phai
trén 99% (ham lugng t6i da DEA 1a 0,5%) hodc céc tap chat co thé c6 twong tac v6i cac thanh phan khac nhur tac
nhan nitro hoa (céac Nitrit trong nudce).

2. Khi danh gia, xem xét miu sin phAm my phim, cin chii y mdt s6 chi tiéu, thanh phin nhu:
- San pham lam tring da: Thuy ngan, hydroquinone, hoc mén (dich chiét nhau thai).

- Phin rom: Kim loai nang, Asbestos (Amiang), gidi han vi sinh;

- San phém trang diém mét: Kim loai nang, gidi han vi sinh;

- San phdm dung cho moi: Chat mau cam sir dung;

- San phém nhudm toéc: Thanh phﬁn cht tao mau cdm st dung;

- Cac nguyén liéu tr cdy co: Du lugng chét bao vé thuc vat, vi sinh vat.

3. Kiém tra Ho so thong tin san pham (PIF):

Khi kiém tra hd so thong tin san pham can chii ¥ nhitng diém sau:

- Cong thirc san pham.

- Tiéu chudn ciia nude st dung trong san xuat.

- Sy hién dién cua Benzene trong cac Carbomer.

- Ham luong Dioxane trong cac nguyén li¢u ethoxylate hoa, vi dy nhu SLES.

- Dau khoéng/ Vaseline/ Paraffin: phai tuan thu cac yéu ciu trong huéng dan cia COLIPA vé qu4 trinh trung cit.
- Nguy co ¢6 nhiém Nitrosamine (Nitrit trong nude ¢ thé 13 ngudn cua cac tac nhan Nitro hod).

- Banh gia tinh an toan.

- Nhitng yéu td lien quan dén chét lugng, vi du nhu quan 1y tai liéu, cong bd GMP, su sach s&, v¢ sinh trong qua
trinh san xuat.

- Céc nguyén liéu c¢6 ngudn gbe sir dung cong nghé sinh hoc (chii y nguy co dot bién gen).

- Dich chiét thyc vat (chtl y dung moi str dung, danh gia tinh an toan, chét bao vé thuc vat, chat bao quan).
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4. Pia diém kiém tra:

Co quan quan 1y can lap danh sach cac kénh phan ph01 dam bao khong bo qua bat ky mot dia diém nao. Viéc
kiém tra giam sat hdu mai my pham can tap trung noi dau ngudn (cac don vi dau mdi nhap khau, phan phdi, san
xudt). Ngoai ra, c6 thé kiém tra tai cac dia diém:

- Cira hang my pham

- Cua hang ¢ cac trung tam thuong mai

- Nha thude

- Cho binh dan

- Dich vy lam dep

- Phong kham da liéu, ...

- Co s6 san xuét khong tuan thi CGMP: can ctr vao mirc 46 anh huong dén chaflt luong va tinh an toan cua san
pham ma c6 thé yéu cau doanh nghiép c6 bién phap khac phuc ngay hodc can khac phuc trong thoi gian ngan.
Thir ty wu tién trong viéc kiém tra giam sat hdu mai my pham dya vao loai san phdm, ngudn gdc xuat xt, nhin
hang, thuong hi€u cong ty, thanh phan cong thuec.
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Phu luc sé 09-MP

TEN CO QUAN LAY MAU CONG HOA XA HOI CHU NGHIA VIET NAM
------- Péc lap - Tw do - Hanh phic

BIEN BAN LAY MAU MY PHAM PE KIEM TRA CHAT LUQONG
Theo gidy giGi thiéu hodc thé thanh tra (ghi 6 s6, ngay, thang, ndm va tén co quan cap)

Ho va tén, chirc vu, co quan ctia nguodi tham gia lay mau:

TSP P PP P PP P PO PPSPRPIT
SRS
K TSSOSO
Ngay liy mau:
TN €O SG AUQPC JAY MAU: c.ovvoveeceeseseeee e
Pia Chi: oo Dién thoai: ........covvvveeveenne.
N S6 16 SX, D(m, Vi qong QOI i L Tenf dla,Chl to ’(ihu’c Nhén xét tinh trang
STT Tén my ngay SX nho nhat, khoi | S0 lugng |Nude san| chiu trich nhiém 16 san phim truéc
pham - | lwong hodc thé lay xudt |dua san pham ra thi LA x
han dung . \ khi lay mau
tich truong
1
2
Diéu kién bao quan khi 1y MAU: .........covveveerereeeeeeee e

Bién ban dugc lam thanh 03 ban: 01 ban luu tai co s& dugce léy mau, 01 ban luu tai co quan kiém nghiém, 01 ban
luu tai co quan quén 1y kiém tra chat lugng.

Chir ky nguoi Chir ky dai diél} co sé dugce Chir ky nguoi chirng kién
lay mau lay mau (Kkhi can thiet)

(Ky va ghi ro ho tén) (Ky va ghi ro ho tén, chirc danh) (Ky va ghi ro ho tén)
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Phu luc sé 10-MP

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phuc

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

So: ...

Kinh giri: Co quan chuyén mén vé y té thudc Uy ban nhéan dan cap tinh32....

1. Tén don vi dang ky ho so:

2. Pia chi:

3. Sb dién thoai, Fax, E-mail:

4. S gidy phép hoat dong (gidy ching nhan dang ky kinh doanh):

5. Tén, sb dién thoai cua ngudi hodc bo phan chiu trach nhiém dang ky hd so:

6. Danh muc my phérn dang ky quang cao, td chirc hoi thao, sy kién gi6i thiéu my phém:

STT | Tén my pham

Sé tiép nhan Phiéu cong b
san pham m¥y pham

Hinh thuc
quang céo (dbi
v6i ho so ding

ky quéang cao
my pham)

Thoi gian, dia diém dy kién t6
churc hoi thao, sy kién gidi
thiéu my pham (ddi voi hd so
dang ky to chirc hoi thao, su
kién gioi thiéu my pham)

Lén tha

7. Tai li¢u gui kém:

- N6i dung (du kién) quang céo hoic té chirc hdi thao, su kién gidi thiéu my pham cia ting san pham.

- Ban sao Phiéu cong b san phim my pham da duoc cép s tiép nhan.

8. Cam két cuia don vi ding ky quang cio my pham:

Chung t6i da nghién ctru k§ Thong tu Quy dinh vé quan 1y my pham s6 ... ngay ... thang ... ndm ... ciia Bo Y té
va cam két s€ tuan thu cac quy dinh cua Thong tu nay vi suc khoé va lgi ich ciia nguoi st dung my pham.

, ngay ... thang ... nam ...

GIAM POC DON VI

(Ky tén, dong ddu)

(Ghi 0 ho va tén nguoi ky)

32 Cym tir “So' Y té tinh/ Thanh phd” dugc thay thé boi cum tir “co quan chuyén mon vé y té thuoc Uy ban nhan
dan cap tinh” theo quy dinh tai khoan 3 Dic¢u 2 Thong tu s6 34/2025/TT-BYT, c6 hi¢u luc ké tir ngay 18 thang 8

nam 2025.
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Phu luc s6 11-MP

UBND TINH/ TP CONG HOA XA HQI CHU NGHIA VIET NAM
Co quan chuyén mon vé y té thugc Poc lap - Tw do - Hanh phic
Uy ban nhan din cap tinb®.. e

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

Co quan chuyén mon vé y té thugc Uy ban nhan dan cﬁip tinh3‘f .. da tiép nhan hf) so dang ky quang cdao my
pham, to chre hoi thao, su kién gioi thiu my pham so6: (ghi so phieu dang ky ho so quang cao my pham, t6 chirc
héi thdo, su kién gioi thiéu my pham cua don vi)

Cuia don vi: (ghi tén don vi ndp hd so)

Dia chi: (ghi dia chi cia don vi ndp hd S0)

Dién thoai: (ghi sb dién thoai cua don vi ndp hd S0)

Tén san phim m¥ phim dang ky quang céo, t6 chirc hoi théo, sy kién gi6i thiéu my pham:
Hinh thic quang céo: (d6i voi ho so ding ky quang cio)

Ngay nhan du ho so hop 18: (Ngay/ thang/ nim)

S6 Phiéu tiép nhan (*):

.., NgAy ... thang ... nam ...
THU TRUONG CO QUAN
(Ky tén, dong ddu)

(Ghi 6 ho va tén nguoi ky)

(*) Ghi ch: Cdch ghi s6 Phiéu tiép nhén la a/XX/QCMP-A, trong do:

- a la S6 Phiéu tiép nhdn;

- XX Id hai chii s6 cudi ctia nam cdp;

- QCMP la cdc ky ti viét tdt cia cum tie "quang cdo my pham";

- A la ky hiéu Viét tdt tén tinh, thanh phé dwoc quy dinh tai Phu luc 56 04-MP.

Vi du: 268/111QCMP-HN c6 nghia la 6 Phiéu tiép nhdn Vhé‘ so qudng cdo my pham la 268 do co quan chuyén
mon vé y té thuéc Uy ban nhdn déan thanh phé Ha N6i®® cap nam 2011.

3 Cym tir “SO' Y t&” duoc thay thé boi cum tir “co quan chuyén mon vé y té thuoc Uy ban nhan dan cip tinh”
theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18 thang 8 nam 2025.

3 Cum tir “S6' Y té tinh/ thanh phd” duoc thay thé boi cum tir “co quan chuyén mon vé y té thuoc Uy ban nhan
dan cap tinh” theo quy dinh tai khoa 3 Didu 2 Thong tu s6 34/2025/TT-BYT, ¢6 higu Iuc ké tir ngay 18 thang 8
nam 2025.

% Cum tir “S¢' Y té& Ha Noi” dugce thay thé boi cum tir “co quan chuyén mén vé y té thuoc Uy ban nhan dan
thanh phd Ha Noi” theo quy dinh tai khoan 2 Diéu 2 Théng tu sb 34/2025/TT-BYT, c¢6 hiéu luc ké tir ngay 18
thang 8 nam 2025.
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Phu luc s6 12-MP

SOCIALIST REPUBLIC OF VIETNAM
Independence - Freedom - Happiness

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

Address:
Tel: Fax:
CERTIFICATE OF FREE SALE
No.: ... ICFS
Date

TO WHOM IT MAY CONCERN

We, PROVINCIAL 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:

AUTHORISED SIGNATURE

NGUYEN VAN A

Director
(PROVINCIAL/MUNICIPAL) HEALTH SERVICE

% Cym tir “(PROVINCIAL/MUNICIPAL) HEALTH SERVICE” dugc thay thé boi cum tir PROVINCIAL
HEALTH SERVICE” theo quy dinh tai khoan 6 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18
thang 8 nam 2025.
3 Cym tir “(PROVINCIAL/MUNICIPAL) HEALTH SERVICE” dugc thay thé boi cum tir PROVINCIAL
HEALTH SERVICE” theo quy dinh tai khoan 6 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢ hiéu luc ké tir ngay 18
thang 8 nam 2025.
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Phu luc sé 13-MP

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
------- Péc lap - Tw do - Hanh phic

S6: .o, NAY ... thang ... nam

PHIEU PANG KY KIEM TRA THUC HANH TOT SAN XUAT MY PHAM
Kinh giri: Cuc Quan 1y dugc - Bo Y té
138A Giang V&, Ba Pinh, Ha Noi
1- Tén co so:
2- Dia chi:
3- bién thoai: Fax: E-Mail:

Thyc hién Théng tu Quy dinh vé quan ly my pham so .. ngay .... thang.... ndm... cua BO 'Y té, sau khi tién hanh
tu thanh tra va danh gia dat tiéu chuén “Thyc hanh tot san xuat my pham”, Co s& chiing t6i xin dang ky véi Cuc
Quan 1y dugc dugc kiém tra CGMP-ASEAN.

Xin gtri kém ban dang ky nay cac tai liéu lién quan sau day:

1. Gidy Chimg nhan dang ky kinh doanh hoic gidy phép dau tu.
2. So d6 td chire, nhan su cua co so.

3. Tai lidu dao tao vé “Thuyc hanh tot san xuat my pham”.

4. So d6 vi tri va thiét ké ctia nha may, bao gom so d6 mat bang tong thé; so d6 duong di cua cong nhén; so do
duong di cia nguyén li¢u, bao bi, ban thanh pham, thanh pham; so d6 hé thong cung cap nudc phuc vu san xuit;
so dd xur 1y chét thai.

5. Danh muc thiét bi hién c6 cta co s6.
6. Danh muc cac mat hang dang san xuét hodc du kién san xuét.

7. Bién ban ty thanh tra “Thyc hanh tdt san xut my pham”.

GIAM POC DON VI
(Ky tén, dong dau)
(Ghi r6 ho va tén nguoi ky)
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Phu luc s6 14-MP38

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
] Déc 1ap - Tu do - Hanh phic
So: ... ..., hgay ... thang ... nam
PON HANG

NHAP KHAU MY PHAM DUNG CHO NGHIEN CUU, KIEM NGHIEM

Kinh giri: Co quan chuyén mén vé y té thuéc Uy ban nhan dan cip tinh® ...

(Tén co so) ... dé nghi co quan chuyén mon vé y té thudc Uy ban nhan dan
cap tinh® ... xét duyét dé don vi dugc nhip khau my phim dung cho nghién
ctru, kiém nghiém sau:

Tén my pham, Dang | Thanh | Pon 6 Tén cong ty Ghi
TT dang bao che, san phan Vi lrone® san xuat, chil
quy cach dong g6i | pham | cong thirc | tinh NE tén nudc

1

2

3

Co quan chuyén mon yé y té thuéc Uy ban nhén dén GIAM POC CO SO

) cap tinh™... (Ky tén, dong dau,

Chap thuan don hang ’nhép khau gom ... trang ... khoan  gpj 16 ho va tén nguoi ky)
kem theo Cong van s0 ...... ngay ... thang ... ndm . . cua
co quan chuyén mon vé y té thudc Uy ban nhan dan cap
tinh®,

Pon hang nhap khdu my pham ding cho nghién ciru,
kiém nghiém chi c6 gi tri 01 lan./.
, ngay ... thang ... nam ...
THU TRUONG CO QUAN
(Ky tén, dong ddu, ghi ré ho va tén nguwoi ky)

W Co quan chuyén mén vé y té thugc Uy ban nhdn déan cdp tinh noi
dat tru so chinh cua co so. ‘
@ S6 lwong t6i da cho méi san pham la 10 mau.

3 Phy luc nay duoc thay thé theo quy dinh tai khoan 6 Diéu 1 Thong tu sb 34/2025/TT-BYT, ¢o hiéu lyc ké tir
ngay 18 thang 8 nam 2025.
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Phu luc sé 15-MP

UBND TINH/ TP CONG HOA XA HQI CHU NGHIA VIET NAM
Co quan chuyén mon vé y té thugc Poc lap - Tw do - Hanh phic
Uy ban nhén dén cap tinh® ... e
(Hodc BAN QUAN LY ...)
SO: i ..., Ngay ... thang ... nam ...

DANH SACH CAC SAN PHAM DA CAP SO TIEP NHAN PHIEU CONG BO SAN PHAM MY PHAM
Tir thang ... dén thang ... nim ...
Kinh giri: Cuc Quan Iy dugc - Bo Y té
138 A Giang V0, Ba Pinh, Ha Néi

Co quan chuyén mén vé y té thuéc Uy ban nhan dén cap tinh* ... (hodc Ban Quan ly...) bao cdo danh sach cac
m¥y pham da duoc cap so ti€p nhan Phicu cong bo san pham my pham tir thang ... dén thang ... ndm ... nhu sau:

A 2 . z Pon vi cong bd S6 tiép nhan
STT Tén san pham Dang san pham (Ghi 16 tén, dia chi) Phiéu cong bb
1
2
3
Téng sd
THU TRUONG CO QUAN

(Ky tén, dong dau)
(Ghi 6 ho va tén nguoi ky)

% Cum tir “So' Y t&” dugc thay thé boi cum tir “Co quan chuyén moén vé y té thudc Uy ban nhan dan cép tinh”
theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18 thang 8 nam 2025.

40 Cym tir “S6' Y té tinh/ thanh phd” dugc thay thé boi cum tir “co quan chuyén mén vé y té thugc Uy ban nhan
dan cap tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, c6 hiéu luc ké tir ngay 18 thang 8
nam 2025.
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Phu luc sé 16-MP

UBND TINH/ TP CONG HOA XA HQI CHU NGHIA VIET NAM
Co quan chuyén mon vé y té thugc Poc lap - Tw do - Hanh phic
Uy ban nhén dén cap tinh* ... e
(Hodc BAN QUAN LY ...)
S6: .. ..., Ngay ... thang ... nam ...

DANH SACH MY PHAM DA CAP PHIEU TIEP NHAN HO SO PANG KY QUANG CAO, TO CHUC
HOQI THAO, SU KIEN GIOI THIEU MY PHAM

Tir thang ... dén thang ... nim ...

Kinh giri: Cuc Quan Iy dugc - Bo Y té
138A Giang Vo, Ba Pinh, Ha No6i
Co quan chuyén mén véy té thude Uy ban nhan dén cép tin}l“2 .. (hoac Ban Quan ly...) bdo céo danh sach my
pham da cap Phicu tiép nhan ho so déng ky quang cao my pham, t0 chire hoi thao, su kién gidi thiéu my pham tur
thang ... dén thang ... ndm ... nhu sau:

1. Hb so dang ky quang cio my pham:

i T chire, ca nhan chiu
STT Tén san pham trach nhiém dua san
pham ra thi trudng

Pon vi dang ky

quing co Hinh thirc quang céo

Tong so

2. Ho so dang ky t6 chirc hoi thao, sy kién gidi thiéu my pham:

T6 chitc, ca nhan chiu trach nhiém| Pon vi dang ky td chirc hoi thao, sy

STT Tén san pham dua san phdm ra thi truong kién gi6i thiéu my pham

Tong sb

THU TRUONG CO QUAN
(Ky tén, dong dau)
(Ghi 6 ho va tén nguoi ky)

41 Cum tir “S6 Y t&” dugc thay thé boi cum tir “co quan chuyén mén vé y té thudc Uy ban nhan dan cap tinh”
theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, ¢6 hiéu luc ké tir ngay 18 thang 8 nam 2025.

42 Cym tir “S6' Y té tinh/ thanh phd” dugc thay thé boi cum tir “co quan chuyén mén vé y té thugc Uy ban nhan
dan cap tinh” theo quy dinh tai khoan 3 Diéu 2 Thong tu s6 34/2025/TT-BYT, c6 hiéu luc ké tir ngay 18 thang 8
nam 2025.
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Phu luc s6 17-MP

TEN PON VI CONG HOA XA HQI CHU NGHIA VIET NAM
------- Péc lap - Tw do - Hanh phic

S6: ... .., Ngay .... thang ... nam ...

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

Kinh giri: - Cyuc Quan ly duoc - BO Y tér ] )
- Co quan chuyén mén vé y t€ thudc Uy ban nhan dan cap tinh*® ...

(Pon vi) ... bao cao hoat dong san xuét, kinh doanh nim ... caa don vi nhu sau:

1. Tong sb san pham da cong bd:

2. S6 mit hang san xut/ nhap khau kinh doanh nam ...:

3. San luong hang hda san xuit/ nhap khau kinh doanh nam ...: (phan theo nhém san pham)
4. Kho khan vudng méc cua don vi:

5. B¢ xuat, kién nghi (n€u co).

GIAM POC PON VI
(Ky tén, dong dau)
(Ghi r6 ho va tén nguoi ky)

4 Cum tir “S6' Y té tinh/ thanh phd” dugc thay thé boi cum tir “co quan chuyén mén vé y té thudc Uy ban nhan
dan cap tinh” theo quy dinh tai khoan 3 DBic¢u 2 Thong tu s6 34/2025/TT-BYT, c6 hi¢u luc ké tir ngay 18 thang 8
nam 2025.
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Phu luc sé 18-MP
MY PHAM [BAO MAT]

Kinh giri: Cuc Quan Iy dugc - BO Y té
138A Giang Vo, Ba Pinh, Ha No6i

THONG BAO TAC DUNG BAT LOI

Tén va dia chi cua cong ty

Tén va chirc danh nguoi thong bao

S§ dién thoai:

Fax: Email:

II. Théng tin sin pham

Tén san pham (gidng nhu tén trén don

cong bo)

Danh sach thanh phan, dang déng g6i (Pinh kém theo danh sach thanh phan riéng biét)

Dang san pham/ muc dich st dung

Tén cong ty san Xuat/ xudt xi

Ngay san xuit hodc han ding

SH 16

II11. Bio cdo tac dung bit loi chi tiét

Tén nguoi sir dung

S6 chimg minh nhan dan hodc ho chiéu

Tuoi

Gidi tinh

Ton giao/Qudc tich

Thoi gian xuét hién tac dung bat loi

IM6 ta tac dung bét loi (dinh kém ban mé ta tac dung bét loi néu can thiét)

Thoi gian giita 1an ding san pham cudi cing va thoi diém xuat hién tac dung bat loi: ___phat___ gid _ ngay
San pham d6 dugc st dung nhu thé nao:
Ngudi str dung ¢6 phai nhap vién vi tac dung bat loi . o
khong? # CO # Khong
i . , # CO # Khong
INguoi st dung cl phai diéu tri y té khong?
Két qua # Pa hdi phuc (Ngay: ) # Tt vong (Ngay: )

# Van chua hdi phuc # Khong biét

Ngudn cung cip bao cao

# Chuyén gia y t& (dé nghi ghi rd) # Khach hang # Ngudn khac (dé nghi ghi r3)

[Chit ky ciia ngudi bao céo tac dung bat loi/ ngay thdng nam ]
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