BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phic

Sb: 34 [2025/TT-BYT Ha Ngi, ngay 03 thang 7 ndam 2025

THONG TU

Sira ddi, bo sung mot s6 diéu ciia Thong tw s6 06/2011/TT-BYT ngay 25
thang 01 nim 2011 ciia B§ truémg Bo Y té quy dinh vé quan Iy my pham

Can cit Nghi dinh s6 45/2020/ND-CP ngdy 08 thing 4 ndm 2020 ciia
Chinh phii vé thiee hién thii tuc hanh chinh trén méi truong dién tir,

Can cir Nghi dinh sé 69/2024/ND-CP ngdy 25 thing 6 nam 2024 cia
Chinh phu quy dinh vé dinh danh va xdc thuc dién tir;

Can cit Nghi dinh sé 42/2022/ND-CP ngdy 24 thing 6 nam 2022 cia
Chinh phii quy dinh vé viéc cung cdp théng tin va dich vu cdng triec tuyén ciia
co quan nha nwdc trén moi truong mang,

Can cit Nghi dinh s6 42/2025/NP-CP ngay 27 ngay 02 ndm 2025 ciia Chinh
phii quy dinh chire ndng, nhiém vu, quyén han va co cdu t6 chirc ciia B6 Y té;

Theo dé nghi ciia Cuc truong Cuc Quan Iy Duoc;

Bé trueomg Bo Y té ban hanh Théng tw sira doi, bé sung mot sé diéu cia
Théng tw s6 06/2011/TT-BYT ngdy 25 thang 01 nam 2011 ciia BY truong Bo Y té
quy dinh vé quan Iy my pham.

Diéu 1. Sira doi, b sung mot s6 diéu ciia Thong tw s6 06/2011/TT-
BYT ngay 25 thang 01 nim 2011 cia Bd truéng Bo Y té quy dinh vé quan
Iy my pham (sau day viét tit 1a Thong tw s6 06/2011/TT-BYT)

1. Stra d6i, bo sung khoan 1 Diéu 4 nhu sau:

“]. Phiéu cong bd san pham m¥ pham: 01 ban dién tir d6i v6i truong hop
ndp hd so cong bd san phadm my pham truc tuyén; 02 ban gidy ddi véi trudng hop
ndp ho so cong bd san phim my pham truc tiép hodc qua dich vu buu chinh.”.

2. Stra d6i, b sung Diéu 5 nhu sau:

“Pjéu 5. Cach 1ap Phiéu cong bd san phAm my phim

1. Phiéu cong bd san pham my pham thyuc hién theo quy dinh tai Phy luc
s6 01-MP ban hanh kém theo Thong tu nay. Cach ghi cac ndi dung trong Phiéu
cong bd san phim my pham thyc hién theo quy dinh tai Phu luc s 02-MP ban
hanh kém theo Thong tu nay.
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Dbi v6i truong hop ndp hd so cong bd san pham my pham tryc tuyén:
Phiéu cong bd phai dugc ky boi ngudi dai dién theo phap luat hodc ngudi duoc
ngudi dai dién theo phap luat Gy quyén Ky, ghi rd ho tén va dong dau (chap nhan
chit ky dién tir hodc chit ky s6). Truong hop to chiic, c4 nhan chiu trach nhiém
dua san pham ra thi trudng 14 ho kinh doanh thi khong bat budc phai dong déu
ctia ho kinh doanh trén Phiéu cong bd.

Dbi v6i trudng hop ndp hod so cong bd san pham my pham truc tiép hoic
qua dich vu buu chinh: Phiéu cong bd phai duoc ky boi ngudi dai dién theo
phap luat hodc ngudi duge ngudi dai dién theo phap luat uy quyén ky, ghi rd ho
tén va dong dau (khong dugce sir dung chir ky dau), c6 dong dau giap lai (trudng
hop Phiéu cong bd gom 02 td trd 1én). Truong hop to chiic, cd nhan chiu trach
nhiém dua san pham ra thi truong 1a ho kinh doanh thi khong bat budc phai
dong dau cua ho kinh doanh trén Phiéu cong bd, chi ho kinh doanh phai ky tén
trén tat ca cac trang c6 thong tin ctia Phiéu cong b.

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

San phim my phiam dugc san xuit hoan chinh tai mdi cong ty san xuit
khac nhau thi céng bd riéng. Truong hop ¢6 tir hai cong ty tré 1én tham gia cac
cong doan san xuat dé san xuat ra mot san pham hoan chinh thi 1ap chung trong
mot Phiéu cong bd va phai néu rd tén, dia chi day du, cong doan tham gia san
xudt clia tirng cong ty.

Céc san pham ctung mot chu s& hitu san pham thudc mot trong cac truong
hop sau day duoc phép cong bd trong mot Phiéu cong bd:

a) Cac san pham duogc dong goi vai tén chung va dugc ban dudi dang mot
b0 san pham;

b) Céc san pham cung tén, cung dong san pham cé cong thiic twong tu
nhau nhung c6 mau sic hodc mui khac nhau, trir san phém nhuom toc, nudc hoa
thi cong bb riéng cho timg mau, timg mui;

¢) Céac dang khac s& dugc Cuc Quan 1y Duoc - Bo Y té quyét dinh dua
vao quyét dinh cia Hoi dong m§ pham ASEAN.

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

a) Thanh phan c6 trong cong thitc san pham phai duoc ghi day du theo
thi ty ham luong giam dan. Céac thanh phan nudc hoa, chat tao huong va cac
nguyén liéu cta chung co thé viét dudi dang “huong liéu” (perfume, fragrance,
flavour, aroma). Nhirng thanh phan v&i ham luong nho hon 1% c6 thé liét ké
theo bat ky thr tu ndo sau cc thanh phan c6 ham luong 16n hon 1%. Cac chat
mau co thé duoc ghi theo bat cr thir tu ndo sau céac thanh phén khac theo chi
dan mau (CI) hoidc theo tén nhu trong Phu luc IV (Annex IV) cua Hiép dinh
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my pham ASEAN. Nhiing san phim my pham dung dé trang diém, dudi dang
cdc mau khac nhau c6 thé 1iét ké tat ca cac chit mau trong muc “co thé chira”
hoac “+/-7;

b) Néu day du ty 1é phan trim cua cac thanh phan c6 quy dinh vé gii han
néng do, ham lugng tai cac Phu luc (Annexes) cua Hi€p dinh my phé\m ASEAN.
Giita hang don vi va hang thap phan duoc danh diu bang dau phay (*,);

¢) Tén thanh phan phai duoc ghi bang danh phap quéc té (International
Nomenclature of Cosmetic Ingredients - INCI) quy dinh trong cac 4n phim méi
nhat: Tir dién thanh phan my pham qudc té (International Cosmetic Ingredient
Dictionary), Dugc dién Anh (British Pharmacopoeia), Duoc dién My (United
States Pharmacopoeia), Dir liéu tom tit vé hoa hoc (Chemical Abstract
Services), Tiéu chuan Nhat Ban vé thanh phan nguyén liéu my pham (Japanese
Standard Cosmetic Ingredient), an pham cua Nhat Ban vé thanh phan nguyén
lidu 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 thuc vat c6 thé rat ngan). Cac thanh phan c6 ngudn gdc tir dong vat can
néu chinh xac té€n khoa hoc cua loai dong vat do;

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

- Cac nguyén li¢u phu dugce st dung vi myc dich k¥ thuat nhung khong co
mit trong thanh pham;

- Nguyén liéu dugc sir dung véi so0 lugng can thiét nhu dung moéi hoac
chat mang cua cac thanh phan tao mui.

4. Ngon ngit trinh bay trong Phiéu cong bd 1a tiéng Viét hoic tiéng Anh.
Céc ndi dung ghi tai muc 3 (Muc dich sir dung), muc 8 (Théng tin vé to chuc, ca
nhan chiu trach nhiém dua san pham ra thi truong), muc 9 (Thong tin vé nguoi
dai dién theo phap luat ctia Cong ty), muc 10 (Thong tin vé Cong ty nhap khau)
trong Phiéu cong b phai ghi bang tiéng Viét hodc tiéng Viét va tiéng Anh.”.

3. Stra d6i, bo sung cau dan ctia khoan 1 va diém b khoan 2 Diéu 7 nhu sau:

a) Stra d6i, bo sung cau dan cua khoan 1 Diéu 7 nhu sau:

“1. Co s0 ndp 01 bd hod so cong bd san phadm m§ pham téi co quan quan
Iy nha nuéc c6 tham quyén theo quy dinh tai Piéu 15 Nghi dinh s
118/2025/ND-CP ngay 09 thang 6 nam 2025 cta Chinh phu vé thuc hién thi tuc
hanh chinh theo co ché mot cira, mét cua lién thong tai BO phan Mot cua va
Cong Dich vu cong quéc gia.

Truong hop ndp hd so trén Cong Dich vu cong qudc gia, co sé thuc hién
theo quy dinh tai Nghi dinh s6 45/2020/ND-CP ngay 08 thang 4 nam 2020 vé
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thuc hién thu tuc hanh chinh trén moi1 truong dién tir dugc stra ddi, bd sung nam
2022 va nam 2025, Nghi dinh s6 68/2024/ND-CP ngay 25 thang 6 nim 2024
ctia Chinh pha quy dinh vé chit ky sé chuyén dung céng vu, Nghi dinh sd
69/2024/ND-CP ngay 25 thang 6 nim 2024 cua Chinh phu quy dinh vé dinh
danh va xac thuc dién ti:”;

b) Stra ddi, bd sung diém b khoan 2 Piéu 7 nhu sau:

“b) Truong hop hd so cong bd chua dap tmg theo quy dinh cua Thong tu
nay thi trong vong 05 ngdy lam viéc ké tir ngay nhan duoc hd so, co quan tiép nhan
ho so thong bao bang vin ban cho to chiic, ca nhan cong bd biét cac ndi dung chua
dap tng d¢é stra d6i, bo sung ho so (néu cu thé cac ndi dung chua dap tng).

Trong vong 05 ngay lam viéc ké tir ngdy nhan dugc ho so bod sung dap
ng theo quy dinh cua Thong tu ndy, co quan quan ly nha nudc c6 tham quyén
c6 trach nhiém ban hanh s tiép nhan Phiéu cong bd san pham m§ pham.

Truong hop hd so sira d6i, bo sung khong dap tng theo quy dinh cua
Thong tu nay thi trong vong 05 ngay lam viéc ké tir ngdy nhan duoc ho so bd
sung, co quan tiép nhan ho so thong bao bang van ban khong cap sb tiép nhan
Phiéu cong bd san pham my pham cho san pham nay.

Ho so b6 sung cua don vi gom:

- Van ban giai trinh vé viéc stra doi, bo sung cua tdé churc, ca nhan dung
tén cong bo;

- Phi€u cong bd san pham my pham kem theo tai li¢u khac dugc stra doi,
bo sung.”.

4. Stra ddi, bo sung diém a khoan 2 Piéu 35 nhu sau:

“a) T6 chirc, ca nhan nhap khau my pham dé nghién ctu, kiém nghiém
giri Pon hang nhap khau m§ pham dung cho nghién ctu, kiém nghiém theo quy
dinh tai Phu luc s6 14-MP ban hanh kém theo Thong tu nay dén co quan chuyén
mon vé y té thudc Uy ban nhan dan cép tinh noi dt try so chinh cia co s6. S6
luong ti da cho mdi san pham 1a 10 mau.

Déi voi truong hop ndp truc tuyén: 01 ban dién tir Pon hang dugc ky boi
nguoi dai dién theo phép luat hoac nguoi dugce nguoi dai dién theo phap luat uy
quyén ky, ghi & ho tén va dong dau (chap nhan chir ky dién tir hodc chir ky s6).
Truong hop t6 chire, ca nhan 1a ho kinh doanh thi khong bat budc phai dong dau
cua hd kinh doanh trén Pon hang.

Pbi v6i truong hop ndp truc tiép hodc qua dich vu buu chinh: 02 ban gidy
Pon hang dugc ky bdi nguoi dai dién theo phap luat hoac nguoi dugce nguoi dai
dién theo phap luat ty quyén Ky, ghi rd ho tén va dong du (khong duoc st dung
chit ky dau), c6 dong dau giap lai (truong hop Pon hang c¢6 tir hai to trd 1én).
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Truong hop to chire, ca nhan 1a ho kinh doanh thi khong bat budc phai dong du
ctia ho kinh doanh trén Pon hang, chi ho kinh doanh phai ky tén trén tt ca cac
trang c6 thong tin ctia Pon hang. Sau khi dugc phé duyé¢t, 01 ban dugce luu tai co
quan chuyén mén vé y té thuoc Uy ban nhan dan cép tinh, 01 ban gui co so. Ban
gii co sO co dong dau “Ban giri co s¢” dé xuit trinh co quan Hai quan khi lam
thu tuc thong quan.

Trong vong 03 ngay lam viéc ké tir ngay nhan dugc Pon hang nhap khau
my pham dung cho nghién ctru, kiém nghiém, co quan chuyén mén vé y té thudc
Uy ban nhan dan cip tinh phé duyét Pon hang. Truong hop khéng phé duyét
Pon hang thi phai thong bao bang van ban, néu 13 1y do.

Céc san pham m¥ pham nhap khau dé nghién ctru, kiém nghiém phai dugc
st dung dung muc dich, khong dugc phép dua ra luu thong trén thi trudng.”.

5. Stra doi, bo sung khoan 1 Piéu 48 nhu sau:

“1. To chirc, c4 nhan chiu trach nhiém dua san pham my pham ra thi truong
phai chiu trach nhiém toan dién trudc phap ludt vé tinh chinh xac, hop phap, trung
thuc d6i voi cac ndi dung ké khai trén Phiéu cong bd san pham m§ pham va cac
tai liéu trong ho so cong bd san pham my pham; chiu trach nhiém vé tinh phu
hop, théng nhat ctia cac thong tin trén Phiéu cong bd san pham my pham quy dinh
tai khoan 1 Piéu 5 Thong tu ndy va thong tin ciia cac tai liéu trong hd so cong bd
san pham my pham da ndp cho co quan tiép nhan; chiu hoan toan trach nhiém vé
tinh an toan, hiéu qua va chat luong san pham, bao dam san pham dua ra luu
thong dap tng tat ca cac yéu cau cua Hiép dinh my pham ASEAN va cac Phuy luc
kém theo.”.

6. Thay thé Phu luc s6 14-MP bang Phu lyc ban hanh kém theo Thong tu nay.

Diéu 2. Thay thé mdt s6 cum tir ciia Thong tw s6 06/2011/TT-BYT

1. Thay thé cum tir “S¢ Y t&” bang cum tir “co quan chuyén mén vé y té
thudc Uy ban nhan déan cép tinh” tai diém b khoan 1 Piéu 7.

2. Thay thé cum tir “So' Y té Ha Noi” bang cum tir “co quan chuyén mon
vé y té thuoc Uy ban nhan dan thanh phd Ha No6i” tai Piéu 8 va Phu luc s 11-
MP ban hanh kém theo Thong tu s6 06/2011/TT-BYT.

3. Thay thé cum tir “S6¢' Y té tinh, thanh phé truc thuoc Trung wong” tai
khoan 4 Piéu 33, diém b khoan 1 Diéu 41, diém b khoan 2 Diéu 45 va diém b
khoén 2 Diéu 46; thay thé cum tir “S¢ Y té céc tinh, thanh phé truc thuoc Trung
uong” tai diém a, diém b khoan 1 DPiéu 41 va khoan 2, khoan 3 Diéu 50; thay thé
cum tr “SO Y t&” tai khoan 4 Piéu 50, Phu luc s6 11-MP, Phu luc s6 15-MP va
Phu lyc s6 16-MP ban hanh kém theo Théng tu s6 06/2011/TT-BYT; thay thé
cum tir “S¢ Y té tinh / thanh phd” tai Phu luc sé 10-MP, Phuy luc s6 11-MP, Phu
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luc s6 15-MP, Phuy luc s6 16-MP va Phu luc s6 17-MP ban hanh kém theo Théng
tu s6 06/2011/TT-BYT bang cum tir “co quan chuyén mén vé y té thuoc Uy ban
nhan dan cap tinh”,

4. Thay thé cum tir “duong buu dién” bang cum tir “dich vu buu chinh”
tai khoan 1 Diéu 38.

5. Thay thé cum tir “Giam ddc S& Y té cac tinh, thanh phé truc thudc
trung wong” bang cum tir “Thu trudng co quan chuyén mén vé y té thudc Uy
ban nhéan dan cép tinh” tai khoan 3 Diéu 53.

6. Thay thé cum tr “(PROVINCIAL / MUNICIPAL) HEALTH
SERVICE” bang cum tir “PROVINCIAL HEALTH SERVICE” tai Phu luc s6
12-MP ban hanh kém theo Thong tu s6 06/2011/TT-BYT.

Pi¢u 3. Hiéu lwc thi hanh
Thong tu ndy c6 hiéu luc thi hanh ké tir ngdy 18 thang 8 niam 2025.
Piéu 4. Piéu khoan chuyén tiép

Hb so dd ndp trude ngay Thong tu nay c6 hiéu luc thi hanh duogc tiép tuc
thuc hién theo quy dinh tai thot diém nop hd so hoidc ap dung quy dinh tai
Thong tu nay ké tir ngady Thong tu ndy c6 hiéu lyc thi hanh theo huéng thuan
tién, don gian hoa thu tuc hanh chinh cho doanh nghiép, t6 chtrc, ca nhan.

Diéu 5. Dieu khoan tham chiéu

Trong truong hop cac van ban quy pham phap luat va cac quy dinh dugc
vién dan trong Thong tu ndy c6 sy stra d6i, bd sung hodc dugc thay thé thi &p
dung theo van ban quy pham phap luat méi.

Piéu 6. Trach nhiém thi hanh

1. ﬁy ban nhan dan tinh, thanh phé truc thudc Trung wong c6 trach nhiém
chi dao co quan chuyén mén vé y té thugc Uy ban nhan déan cép tinh trién khai
thue hién viée giai quyét thi tuc hanh chinh cap sd tiép nhan Phiéu cong bd san
pham my pham d6i voi my pham san xuét trong nude va phé duyét Pon hang
nhap khau my pham diung cho nghién ctru, kiém nghiém quy dinh tai Thong tu
nay theo hinh thirc truc tuyén.

2. Chanh Van phong B9, Cuc truéong Cuc Quan ly Duogc, Thu trudng cac
don vi thudc va truc thuoec Bo Y té; Thu truéong co quan chuyén mon vé y té
thudc Uy ban nhan dan cép tinh; cac co quan, td chirc, ca nhan ¢6 lién quan chiu
trach nhi€m thi hanh Thong tu nay.
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Trong qua trinh thuc hién, néu c6 kho khan, vuong méc, dé nghi cac co
quan, to chirc, ca nhan phan anh vé Bo Y té (Cuc Quan 1y Duogc) dé xem xét,
giai quyét./.

Noi nhin: , KT. BQO TRUONG
- Uy ban Vian hoa va Xa hoi cua Quoc hoi; THU TR O’Pq \

- Van phong Chinh phu (Phong Cong bao, Vu KGVX, B i u UONG
Céng TTDT Chinh phu);

-Bo tru()'ng Bo Y té (dé b/c)

- Céc d/c Thir trudng BO Y té;

- B6 Tu phap (Cuc KTVB & QLXLVPHC);

- B6 Tai chinh (Cuc Hai quan);

- Cac Vuy, Cuc, Van phong Bo Y té;

- HDND, UBND cép tinh;

- Co quan chuyén mén vé y té thuoc UBND cap tinh;
- Vién Kiém nghiém thude Trung wong, Vién Kiém
nghiém thudc TP. HCM;

- Tong cong ty Dugc Viét Nam - CTCP;

- Hiép hoi Doanh nghiép dugc VN;

- Hiép hoi Tinh dau Huong liéu My pham VN;

- Cac CSSX, KD my pham;

- Cong TTPT Bo Y té, Trang TTPT Cuc QLD;

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

P6 Xuin Tuyén



, PHU LUC
(Kem theo Thong tr s6 34 [2025/TT-BYT ngay 03 thang 7 ndam 2025
cua B¢ truong Bo Y té)

Phu luc s6 14-MP: Miu Pon hang nhip khiu my phim dung cho nghién
ctru, kiém nghiém

TEN CO SO CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic
86: ... ..., ngay ... 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 s6) ... dé nghi co quan chuyén mén vé y té thuoc Uy ban nhan dan
cap tinh® ... xét duyét dé don vi dugc nhap khau m§ pham dung cho nghién
ctru, ki€ém 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 e tén nudc

1

2

3

Co quan chuyén mén yé y té thuéc Uy ban nhén déin GIAM POC CO SO

’ cap tinh®™... (Ky tén, dong dau,

Chap thuén don hang nhép khau gém ... trang ... khoan ghi 6 ho va tén nguoi ky)
kém theo Cong van SO ............. NGay ... thang ... nam ... '
cua co quan chuyén mén ve€ y € thuc Uy ban nhan dan
cap tinh®,

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

O Co quan chuyén mén vé y té thuéc Uy ban nhdn dan cdp tinh noi
dat tru so chinh cua co sé’. ‘ y
@ 86 lwong t6i da cho méi san pham la 10 mdu.
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