BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tw do - Hanh phuc

S6: 34 /2025/TT-BYT Ha Noi, ngay 03 thang 7 nam 2025

THONG TU

Sira d6i, b6 sung mét s6 diéu ciia Thong tw s6 06/2011/TT-BYT ngay 25
thang 01 niam 2011 ciia B§ trwomg Bo Y té quy dinh vé quan Iy m§ pham

Cdn cit Nghi dinh s6 45/2020/NP-CP ngay 08 thdng 4 ndm 2020 ciia
Chinh phu vé thure hién thii tuc hamh chinh trén moi truwong dién tu;

Cdn cit Nghi dinh s6 69/2024/NP-CP ngay 25 thdng 6 ndm 2024 ciia
Chinh phu quy dinh vé dinh danh va xdc thue dién t;

Cdn cit Nghi dinh s6 42/2022/NP-CP ngay 24 thdng 6 ndm 2022 ciia
Chinh phit quy dinh vé viéc cung cdp théng tin va dich vu cong triec tuyén ciia
co quan nha nudc trén moi truong mang;

Cdn cir Nghj dinh s6 42/2025/ND-CP ngay 27 ngay 02 ndm 2025 cria Chinh
phii quy dinh chikc nding, nhiém vu, quyén han va co cdu t6 chirc ciia B Y té;

Theo dé nghi ciia Cuc trucéng Cuc Quan Iy Duge;

Bé trwong BO Y té ban hanh Théng tw siea doi, bo sung mot s6 diéu ciia
Théng tu s6 06/2011/TT-BYT ngay 25 thang 01 ndm 2011 ciia BY truong Bo Y 16
quy dinh vé quan Iy my phdam.

Piéu 1. Sira doi, bo sung mdt s6 diéu cia Thong tw sé 06/2011/TT-
BYT ngay 25 thiang 01 niim 2011 ciia Bo truémg Bo Y té quy dinh vé quan
Iy my phiam (sau day viét tiit 1a Thong tw s6 06/2011/TT-BYT)

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

“]1. Phiéu cong bd san phAm my pham: 01 ban dién tir d6i véi truomg hop
nop hd so cong bd san phadm my pham truc tuyén; 02 ban gidy dbi voi truong hop
nop hd so cong bd san phdm m§ pham truc tiép hodc qua dich vu buu chinh.”.

2. Stra d6i, b6 sung Piéu 5 nhu sau:

“Piéu 5. Cach lap Phiéu cong bd san phim my pham

1. Phiéu cong bd san pham my phidm thyc 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 phAm my pham thuc hién theo quy dinh tai Phy luc sé 02-MP ban
hanh kém theo Thong tu nay.
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Pbi vé6i truong hop nop hd so cong bd san phadm my pham truc tuyén:
Phiéu cong bd phai duge ky boi ngudi dai dién theo phap luat hodc ngudi duoc
ngudi dai dién theo phap ludt Gy quyén ky, ghi 18 ho tén va déng dau (chip nhan
chir ky dién tt hodic chit ky s6). Truong hop td chiic, ¢ nhan chiu trach nhiém
dua san phim ra thi trudng 1a ho kinh doanh thi khong bit budc phai dong dau
ctia ho kinh doanh trén Phiéu cong bo.

Pbi véi trudng hop ndp hd so cong bd san pham my pham truc tiép hodic
qua dich vu buu chinh: Phiéu cong bd phai duoc ky boi ngudi dai dién theo
phap luét hodc ngudi duoc nguodi dai dién theo phap luat ty quyén ky, ghi rd ho
tén va dong dau (khong duoc str dung chir ky ddu), c6 dong dau giap lai (truong
hop Phiéu cong bd gém 02 t& trd 1én). Trudng hop td chiic, ca nhan chiu trach
nhiém dua san phém ra thi truong 1a hd kinh doanh thi khong bat budc phai
dong du ctia ho kinh doanh trén Phiéu cong bd, chii hd kinh doanh phai ky tén
trén tat ca cac trang c6 thong tin ctia Phiéu cong bo.

2. Mbi san pham my pham duogc cong bd trong mdt Phiéu cong bo.

San pham m§ phdm duoc san xuat hoan chinh tai mdi cong ty san xuit
khac nhau thi cong bd riéng. Truomg hop cé tir hai cong ty trd 1én tham gia cac
cong doan san xuat dé san xuAt ra mdt san phadm hoan chinh thi 1p chung trong
mdt Phiéu cong bd va phai néu 1o tén, dia chi day du, cong doan tham gia san
Xuét clia timg cong ty.

Cé4c san phim cung mdt ch s hitu san pham thudc mot trong cac trudng
hop sau ddy duoc phép cong bd trong mot Phiéu cong bo:

a) C4c san pham duoc dong goi voi tén chung va duoc ban dudi dang mot
bo san pham;

b) Céac san pham cung tén, cung dong san phim cé cong thirc tuong tu
nhau nhung ¢ mau sic hodc mui khac nhau, trir san phém nhudm téc, nudc hoa
thi cong bd riéng cho tirng mau, timg mui;

¢) Cac dang khac sé& dugc Cuc Quan ly Duoc - Bo Y té quyét dinh dua
vao quyét dinh ctia Hoi ddng my pham ASEAN.

3. Cach ghi thanh phan cong thtc c6 trong san phAm m§ pham:

a) Thanh phan c6 trong cong thic san pham phai dugc ghi ddy du theo
thtr tuy ham lugng giam dan. Cac thanh phan nuSc hoa, chat tao huong va cic
nguyén liéu cta chung co thé viét dudi dang “huong liéu” (perfume, fragrance,
flavour, aroma). Nhiing thanh phan v&i ham luong nhd hon 1% c6 thé liét ké
theo bat ky thtr tw ndo sau cdc thanh phan c6 ham luong 16n hon 1%. Céc chat
mau c6 thé duoc ghi theo bat ctr thir ty ndo sau cac thanh phan khac theo chi
dan mau (CI) ho#c theo tén nhu trong Phy luc IV (Annex IV) cua Hiép dinh
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m§ phdm ASEAN. Nhiing san phdm m§ phdm dung dé trang diém, dudi dang
cac mau khac nhau cé thé 1iét ké tat ca cac chat mau trong muc “co thé chira”
hoac “+/-7;

b) Néu day du ty 1& phan tram cua cac thanh phan cé quy dinh vé gidi han
n6ng dd, ham lugng tai cadc Phu luc (Annexes) ctia Hi€p dinh my phém ASEAN.
Gitra hang don vi va hang thap phan duoc danh ddu bing du phay (*,”);

¢) Tén thanh phan phai dugc ghi bing danh phap quéc té (International
Nomenclature of Cosmetic Ingredients - INCI) quy dinh trong c4c 4n phdm méi
nhat: TUr dién thanh phan my pham qudc té (International Cosmetic Ingredient
Dictionary), Dugc dién Anh (British Pharmacopoeia), Duoc dién My (United
States Pharmacopoeia), Dit liéu tom tit vé hoa hoc (Chemical Abstract
Services), Tiéu chuan Nhat Ban vé thanh phan nguyén liéu my pham (Japanese
Standard Cosmetic Ingredient), 4n pham ctia Nhat Ban vé thanh phan nguyén
lidu my phdm (Japanese Cosmetic Ingredients Codex). Tén thyc vat va dich
chiét tir thuc vt phai dugc viét béng tén khoa hoc bao g6m chi, loai thuc vat
(tén chi thuc vat c¢é thé rat ngan). Cac thanh phan c6 ngudn gdc tir dong vat can
néu chinh x4ac tén khoa hoc cua loai dong vat do;

d) Nhitng chat sau ddy khong duoc coi 1a thanh phan ctia m§ pham:
- Tap chét trong nguyén liéu duoc sir dung;

- Cac nguyén li¢u phu dugce stir dung vi muc dich k¥ thuat nhung khong c6
mit trong thanh pham;

- Nguyén li€u dugc st dung voi sb luong can thiét nhu dung mo1 hodc
chat mang ctia cac thanh phan tao mui.

4. Ngon ngir trinh bay trong Phiéu cong bd 1a tiéng Viét hodc tiéng Anh.
Céac ndi dung ghi tai muc 3 (Muc dich sir dung), muc 8 (Thong tin vé to chuc, ca
nhan chiu trdch nhiém dua san pham ra thi truomg), myc 9 (Thong tin vé& ngudi
dai dién theo phap luat ctia Cong ty), muc 10 (Thong tin vé Cong ty nhap khiu)
trong Phiéu cong bd phai ghi bang tiéng Viét hodc tiéng Viét va tiéng Anh.”.

3. Stra ddi, bd sung cdu dan ctia khoan 1 va diém b khoan 2 Biéu 7 nhu sau:

a) Stra d6i, b6 sung cau dan cua khoan 1 Biéu 7 nhu sau:

“1. Co s& ndp 01 bd hd so cong bd san phadm my phdm tdi co quan quan
ly nha nudc c6 thim quyén theo quy dinh tai Piéu 15 Nghi dinh sb
118/2025/ND-CP ngay 09 thang 6 ndm 2025 cua Chinh phi vé thue hién tha tuc
hanh chinh theo co ché mot clra, mot ctra lién thong tai BO phan Mot ctra va
Cdng Dich vu cong quéc gia.

Truong hop ndp hd so trén Céng Dich vu cong qudc gia, co sd 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 tha tuc hanh chinh trén moi trudong dién tr dugce sira déi, bd sung nam
2022 va nam 2025, Nghi dinh s6 68/2024/ND-CP ngay 25 thang 6 nam 2024
ctia Chinh phu quy dinh vé chit ky sd chuyén dung cong vu, Nghi dinh sd
69/2024/ND-CP ngay 25 thang 6 nim 2024 cua Chinh pha quy dinh vé dinh
danh va xac thuc dién tr:”;

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

“b) Trudng hop hod so cong bd chua dap tng theo quy dinh cta Thong tu
nay thi trong vong 05 ngay lam viée ké tir ngdy nhan duoc hd so, co quan tiép nhan
hé so théng béo bang van ban cho tb chic, ca nhan cong bd biét cac ndi dung chua
dap ung dé stra doi, bd sung ho so (néu cu thé cac noi dung chua dép tng).

Trong vong 05 ngay lam viéc ké tir ngay nhan dugc hd so bd sung dap
tmg theo quy dinh ctia Thong tu ndy, co quan quan 1y nha nudc c6 thAm quyén
c6 trach nhiém ban hanh s tiép nhan Phiéu cong b6 san phdm my pham.

Truong hop hd so stra ddi, bd sung khong dap tmg theo quy dinh cua
Thong tu ndy thi trong vong 05 ngay 1am viée ké tir ngdy nhan dugc hd so bd
sung, co quan tiép nhan hd so thong bao bang vin ban khong cap sb tiép nhan
Phiéu cong bd san pham my phidm cho san pham nay.

Ho6 so bo sung cua don vi gom:

- Van ban giai trinh vé viéc stra do1, bo sung cua to6 chirc, cd nhan dung
tén cong bo;

- Phiéu cong bd san pham my pham kem theo tai liéu khac dugc stra doi,
bd sung.”.

4. Stra d6i, b6 sung diém a khoan 2 Piéu 35 nhu sau:

“a) T6 chuc, ca nhan nhap khau my pham dé nghién ciru, kiém nghiém
giri Pon hang nhap khiu my pham dung cho nghién ctru, kiém nghiém theo quy
dinh tai Phu luc sé 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 dit tru s& chinh cta co sé. SO
lugng t6i da cho mdi san phdm 1a 10 mau.

Dbi véi truong hop nop truc tuyén: 01 ban dién tir Pon hang duoc ky boi
nguoi dai dién theo phap luat hodc ngudi duge nguot dai dién theo phap ludt ay
quyén ky, ghi 8 ho tén va déng dau (chap nhéan chir ky dién tir hodc chit ky sb).
Truong hop td chire, c4 nhan 14 ho kinh doanh thi khong bat budc phai dong dau
ctia hd kinh doanh trén Bon hang.

Dbi vai truong hop ndp truc tiép hodc qua dich vu buu chinh: 02 ban giéy
Don hang duoc ky bdi nguoi dai dién theo phap luat hodc ngudi duge nguodt dai
dién theo phap luat iy quyén ky, ghi rd ho tén va dong dau (khong duoc st dung
chit ky dau), c6 dong ddu gidp lai (trudng hop Pon hang c6 tir hai to trd 1én).
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Truong hop td chire, c4 nhan 14 ho kinh doanh thi khong bat budc phai dong dau
ctia ho kinh doanh trén Pon hang, chi ho kinh doanh phai ky tén trén tt ca cac
trang c6 thong tin cia Pon hang. Sau khi dugc phé duyét, 01 ban dugce luu tai co
quan chuyén mén vé y té thudc Uy ban nhan déan cdp tinh, 01 ban giri co sé. Ban
giri co s& co dong dau “Ban giri co s¢” dé xuat trinh co quan Hai quan khi 1am
thu tuc thong quan.

Trong vong 03 ngay lam viéc ké tir ngay nhan duoc Pon hang nhap khau
m§ pham dung cho nghién ctru, kiém nghiém, co quan chuyén mon vé y té thude
Uy ban nhan dan cdp tinh phé duyét Pon hang. Trudng hop khong phé duyét
Pon hang thi phai thong bao bang vin ban, néu 13 1y do.

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

5. Stra ddi, bd sung khoan 1 Piéu 48 nhu sau:

“]. T6 chirc, c4 nhan chiu trach nhiém dua san phdm m§ pham ra thi trudng
phai chiu trach nhiém toan dién trudc phap luat vé tinh chinh x4c, hop phap, trung
thuc ddi voi cac ndi dung ké khai trén Phiéu cong bd san phdm my pham va cac
tai liéu trong hd so cong bd san phdm my phdm; chiu trach nhiém vé tinh phu
hop, théng nht ctia cc thong tin trén Phiéu cong bd san pham my phidm quy dinh
tai khoan 1 Biéu 5 Thong tu ndy va thong tin ciia cac tai liéu trong hd so cong bd
san phém my phém da nop cho co quan tiép nhan; chiu hoan toan trach nhiém vé
tinh an toan, hiéu qua va chét lugng san pham, bao dam san phidm dua ra luu
thong dép ung tat ca cac yéu cau cta Hiép dinh my phAm ASEAN va cac Phu luc
kem theo.”,

6. Thay thé Phy lyc s6 14-MP bing Phy lyc ban hanh kém theo Thong tu nay.

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

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

2. Thay thé cum tir “S¢ Y té Ha Noi” bang cum tir “co quan chuyén méon
vé y té thuoc Uy ban nhan dan thanh phd Ha Noi” 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 “S& Y t€ tinh, thanh phd truc thude Trung uong” tai
khoan 4 Piéu 33, diém b khoan 1 Diéu 41, diém b khoan 2 Diéu 45 va diém b
khoan 2 Piéu 46; thay thé cum tir “S¢ Y té céc tinh, thanh phd truc thudc Trung
wong” tai diém a, diém b khoan 1 Piéu 41 va khoan 2, khoan 3 Piéu 50; thay thé
cum tir “S¢ Y t€” tai khoan 4 Diéu 50, Phu luc sé 11-MP, Phu lyc s6 15-MP va
Phu lyc s 16-MP ban hanh kém theo Thong tu sé 06/2011/TT-BYT; thay thé
cum tir “S& Y té tinh / thanh phé” tai Phu luc s 10-MP, Phu luc sé 11-MP, Phy
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luc s 15-MP, Phu luc s6 16-MP va Phu luc s& 17-MP ban hanh kém theo Thong
tur s 06/2011/TT-BYT bang cum tir “co quan chuyén mon vé y té thuoc Uy ban
nhan dan cép tinh”.

4. Thay thé cum tur “dudng buu dién béng cum tur “dich vu buu chinh”
tai khoan 1 Diéu 38.

5. Thay thé cum tir “Giam déc SO Y té cac tinh, thanh phé truc thudc
trung vong” bang cum tr “Thu trudng co quan chuyén mon vé y té thude Uy
ban nhan dan cép tinh” tai khoan 3 Diéu 53.

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

Piéu 3. Hiéu hrc thi hanh
Thong tu nay c¢6 hiéu lyc thi hanh ké tir ngdy 18 thang 8 niam 2025.
Diéu 4. Diéu khoan chuyén tiép

Hb so da nop trude ngay Thong tu nay cé hiéu luc thi hanh duge tiép tuc
thuc hién theo quy dinh tai thoi diém ndp hd so hodc ap dung quy dinh tai
Thong tu ndy ké tir ngay Thong tu ndy c6 hiéu luc thi hanh theo hudng thuan
tién, don gian hoa thu tuc hanh chinh cho doanh nghiép, té chirc, c4 nhan.

Diéu 5. Dieéu khoan tham chiéu

Trong truomg hop cac van ban quy pham phap luét va cac quy dinh duoc
vién dan trong Thong tu nay cé su stra d6i, bd sung hodc duoc thay thé thi 4p
dung theo van ban quy pham phap luat maéi.

Piéu 6. Trach nhiém thi hanh

1. Uy ban nhan dan tinh, thanh phd truc thudc Trung wong c6 trach nhiém
chi dao co quan chuyén mon vé y té thuoc Uy ban nhan dan cdp tinh trién khai
thuc hién viéc gidi quyét tha tuc hanh chinh cdp s6 tiép nhan Phiéu cong bd san
phidm m§ pham ddi v6i my pham san xuat trong nudc va phé duyét Pon hang
nhap khau my phadm dung cho nghién ctru, kiém nghiém quy dinh tai Thong tu
nay theo hinh thire truc tuyén.

2. Chanh Van phong B0, Cuc trudng Cuc Quan ly Dugc, Thu trudng cac
don vi thudc va truc thude Bo Y t€; Tha trudng co quan chuyén méon vé y té
thudc Uy ban nhan dan cdp tinh; cac co quan, t6 chic, ca nhan c6 lién quan chiu
trach nhi€m thi hanh Thong tu nay.
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) PHU LUC
(Kem theo Thong tw s6 34 /2025/TT-BYT ngay 03 thang 7 ndam 2025
cua Bo truong Bo Y té)

Phu luc s6 14-MP: Miu Pon hang nhip khdu my phim diung cho nghién
ciru, kiém nghiém

TEN CO SO CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc
86: ... .., ngay ... thang ... nam ...
PON HANG

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

Kinh giri: Co quan chuyén mon vé y té thudc Uy ban nhan dan cip tinh® ...
(Tén co so) ... d& nghi co quan chuyén mon vé y té thuoc Uy ban nhan dan
cap tinh® ... xét duyét d€ don vi dugc nhap khau my pham dung cho nghién
ctru, kiém nghi€ém sau:

Ténmy pham, |Dang| Thanh | Pon x| Téncongty .
\ A , A . SO 5 X Ghi
TT dang bao che, san phan VI e | San xuat, chi
quy cach dong go1 | pham | cong thirc | tinh e tén nudc
1
2
3

Co quan chuyén mén vé y té thuéc Uy ban nhan din GIAM POC CO SO

) cap tinh®... (Ky tén, déng ddu,
Chap thuan don hang nhap khau gom ... trang ... khoan  opj p5 ho v tén nguoi ky)
kem theo Cong van s6 ............. ngay ... thang ... nam ...
ctia co quan chuyén mén vé y té thuoc Uy ban nhan dan

cap tinh”.
Pon hang nhap khau my pham ding cho nghién ciru,
kiém nghiém chi c6 gia tri 01 lan./.
.., hgay ... thdng ... nam ...
THU TRUONG CO QUAN
(Ky tén, dong ddu, ghi ré ho va tén ngudi ky)

W Co quan chuyén mon vé y té thuée Uy ban nhéan ddn cdp tinh noi
adt tru s& chinh ciia co so.
@ 86 lwomg t6i da cho méi san phdm la 10 méu.
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