BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY Y, DUQC DPéc 1ap - Tu do - Hanh phiic
~ COTRUYEN
S6: 245 /Qb-YDCT Ha Noi, ngay 05thang 10 nam 2026
QUYET PINH

Vé viéc ban hanh Danh muc thudc ¢ truyén san xuit trong nuéc
dwoc cap gidy ding ky lvu hanh tai Viét Nam — Dot 21

CUC TRUONG CUC QUAN LY Y, DUQC CO TRUYEN

Can cit Ludt Dwoc ngay 06 thang 4 nam 2016; Ludt sira doi, b6 sung mét sé
diéu cua Ludt Dwoc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh sé 313/2026/NP-CP ngay 08/8/2026 cua Chinh phii quy
dinh chirc nang, nhiém vu, quyén han va co cau t6 chirc ciia Bo Y té;

Can cir Nghi dinh s6 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phii quy
dinh chi tiét mét s6 diéu va bién phap dé t6 chirc, huong dan thi hanh Ludt Duoc;

Can cir Thong tw s6 29/2025/TT-BYT ngay 01/7/2025 ciia B truéng Bé Y té
quy dinh vé viéc dang ky luu hanh thudc cé truyén, vi thuée cé truyén, dwoc lidu;

Can cir Quyét dinh s6 2738/0P-BYT ngay 27/8/2025 ciia Bé truong Bo Y té
vé viéc quy dinh chirc ndng, nhiém vu, quyén han va co cdu té chirc cia
Cuc Quan ly Y, Duoc co truyén thudéc Bo Y té;

Can cit két ludn ciia Hoi dong tw van cdp gidy dang ky lweu hanh thudce, nguyén
liéu lam thudc, Bo Y té - Pot 21, ngay 21 thang 8 ndm 2026;

Theo dé nghi ciia Trieéng phong Quan Iy Duoc ¢ truyén.
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy Danh muc cac thudc c¢b truyén
san xudt trong nudc duge cip gidy dang ky luu hanh tai Viét Nam - Dot 21, cu
the:

Danh muc 10 thudc cb truyén san xuat trong nude duge cip gidy dang ky
Iuru hanh tai Viét Nam hiéu luc 05 ndm (tq@i Phu luc kem theo). Céc thudc tai
Danh muc ndy c6 s6 dang ky v6i ky hiéu TCT-xxxxx-26 va hiéu luc 05 nam ké tir
ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co so san xudt va co sd dang ky thude o truyén co trach nhiém:

1. San xuat thudc ¢6 truyén theo dang cac ho so, tai liéu di dang ky véi Bo
Y té va phai in s6 dang ky duoc Bo Y té Viét Nam cap 1én nhin thube o truyén.

2. Chi duoc san xudt, dua ra luu hanh cac thudc cd truyén kiém soat dic biét
khi c6 Gidy chtig nhan du diéu kién kinh doanh dwgc pham vi kinh doanh thubc



phai kiém soat dic biét phi hop v6i pham vi hoat dong cta co so dap ung quy
dinh tai Dicu 31, 32, 33, 34, 35 va 36 Nghi dinh s 163/2025/ND-CP ngay
29/6/2025 ctia Chinh pha quy dinh chi tiét mot sé diéu va bién phéap dé to chuec,
huéng dan thi hanh Luat Duogc.

3. Thuc hién viéc cip nhat tiéu chuin chét luong cua thudc cd truyén theo
quy dinh tai Théng tu sd 32/2025/TT-BYT ngay 01/07/2025 cua Bo trudng
BO Y té quy dinh quan ly vé chat luong thude ¢b truyén, vi thude cd truyén, duoc
liéu.

4. Phéi hop véi cac co so didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thudc ké don, theo doi an toan, hiéu qua, tac dung khong mong mudn ctia
thube c6 truyén trén nguoi Viét Nam va tong hop, bao cdo theo quy dinh tai Thong
tur s6 29/2025/TT-BYT ngay 01/7/2025 ciia Bo trudong Bo Y té quy dinh vé viéc
dang ky luu hanh thude cb truyén, vi thude ¢ truyén, duoc liéu.

5. Co so dang ky thude ¢ truyén phai bao dam duy tri diéu kién hoat dong
trong thoi gian hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu lam thude.
Trong trudng hop khong con dap tmg du diéu kién hoat dong, co sé ding ky phai
c6 trach nhiém thuc hién thay d6i co so dang ky theo quy dinh tai Thong tu sb
29/2025/TT-BYT ngay 01/7/2025 cta Bo truong BO Y té quy dinh vé viéc ding
ky lwu hanh thude ¢6 truyén, vi thude ¢ truyén, duoc liéu trong thoi han 30 ngay
ké tir ngdy co so ding ky khong con du diéu kién hoat dong.

6. Co s& san xuat phai bao dam céc diéu kién hoat dong cua co sd san xuat
trong thoi han hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu 1am thude.

Piéu 3. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 4. Giam dbc S¢ Y té cac tinh, thanh phd va Giam dbc co s san xuit
va co s& dang ky o thude tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh nay./.

Noi nhin: KT. CUC TRUONG
- Nhu Dicu 4; ; i
_Dle Bo trudng (dé blc); /PH’@ CuC TRUONG

- P/c Vii Manh Ha — TTr Thuong truc BYT (dé b/c);

- B/c Trinh Thi Di¢u Thuong — Cuc truéng Cuc Quan ly
YDCT (dé blc);

- PGS.TS. Nguyén Ding Hoa — Chii tich HDTV cip
GBKLH thudc, NLLT — By Y té (dé b/c);

- Cuc Quan y - Bd Qudc phong, Cuc Y té - Bo Cong an;
- Cuc Y té GTVT - B6 Xay dung;

- Cuc Hai quan - B0 Tai chinh;

-B§ Y té: Vu PC, Vu Bao hiém Y té; Cuc QLD, Cyc
QLKCB; Vin phong HPTV cdp GDKLH thude, nguyén
liéu lam thudc;

- Vién KN thuée TU, Vién KN thude TP. HCM;

- Téng Cong ty Dugc Viét Nam — Cong ty ¢b phan;

- Cac Bénh vién, Vién co6 giuvong bénh tryc thuoc Bo Y té;
- Website ciia Cuc Quan ly YDCT;

- Luu: VT, QLD (4b).




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUANLY Y,DUQC Poc lap - Tw do - Hanh phic
CO TRUYEN

PHU LUC ,

DANH MUC 10 THUOC CO TRUYEN SAN XUAT TRONG NUGC bUGC

CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM -
POT 21

(Ban hanh kém theo Quyét dinh s6:245./OP-YDCT ngay05.../10/2026)
1. Cong ty diing ky: Cong ty c6 phin dwoc pham An Thién
(P/c: 314 Béng Sao, phiong Binh Péng, thanh pho Ho Chi Minh)
1.1. Nha san xuét: Cong ty co phin dwoc phim An Thién

D/c: Lo C16, dwong s6 9, khu cong nghiép Hiép Phude, xa Hiép Phude, thanh
phé Ho Chi Minh)

Stt

Tén thudc Thanh phan chinh - Ham Dang | Han | Tiéu | Quycach | So ding
lwgng bao dung | chuan | dong goi ky
ché

Mdi hoan mém 9 g chtra: Pang
sam (Radix Codonopsis
pilosulae) 600 mg; Puong quy
(Radix Angelicae sinensis) 600
mg; Bach truat (Rhizoma

Atractylodis  macrocephalae) Hop 1 vix
HOAN 600 mg; Bach thugc (Radix \ 10 hoan x
BAT TRAN | Paeoniae lactiflorae) 600 mg; E%?;l thzéfl TCCS | 9g(Vi 002(1:;_ _2 6
AT Bach linh (Poria) 600 mg; & Alu -

Xuyén khung (Rhizoma PVC)
Ligustici wallichii) 600 mg;
Cam thao (Radix et Rhizoma
Glycyrrhizae) 300 mg; Thuc dia
(Radix Rehmanniae glutinosae
praeparata) 600 mg.

2. Cong ty ding ky: Cong ty TNHH dwoc pham Ha Thanh

D/c: §6 158 dwong Tuu Liét, phirong Hodng Liét, thanh phé Ha Ni)
2.1. Nha san xuit: Cong ty TNHH dugc phdm Ha Thanh

(P/c: S6 158 dwong Tueu Liét, phwong Hoang Liét, thanh pho Ha Néi)




Stt

Tén thudc

Thanh phan chinh - Him
luong

Dang
bao
ché

Han
ding

Tiéu
chuan

Quy cach
dong goi

S6 ding
ky

PHONG TE
THAP

Mbi vién nén bao phim cha:
Cao dic hdon hop duoc liéu 170
mg tuong Ung voi cac dugc
liéu: Bdc hoat (Radix Angelicae
pubescentis) 330 mg; Phong
phong (Radix Saposhnikoviae
divaricatae) 330 mg; Tang ky
sinh (Herba Loranthi
Gracifilolii) 330 mg; Tan giao
(Radix Gentianae) 330 mg;
Nguu tit (Radix Achyranthis
bidentatae) 330 mg; Do trong
(Cortex Eucommiae) 330 mg;
Sinh dia (Radix Rehmanniae
glutinosae) 330 mg; Bach thugc
(Radix Paeoniae lactiflorae)
330 mg; Cam thdo (Radix
Glycyrrhizae) 330 mg; Qué
nhuc (Cortex Cinnamomi) 60
mg; Nhan sam (Radix Ginseng)
60 mg; Puong quy (Radix
Angelicae sinensis) 60 mg; Té
tan (Radix et Rhizoma Asari) 60
mg; Xuyén khung (Rhizoma
Ligustici wallichii) 30 mg.

Vién
nén bao
phim

36
thang

TCCS

Hop S vix
20 vién.
Hop 1 chai
x 100
vién.

TCT-
00414-26

3. Cong ty diing ky: Cong ty ¢6 phin dwgc phim Trung wong 3
(P/c: 16 Lé Pai Hanh, phirong Hong Bang, thanh phé Hai Phong)

3.1. Nha san xuit: Cong ty c6 phan dwoc phim Trung wong 3

(P/c: S6 28, Puong 351 phwong An Dwong, thanh phé Hai Phong)

Stt

Tén thudc

Thanh phan chinh - Him
lwong

Dang
bao
ché

Han
ding

Tiéu
chuan

Quy cach
dong goi

HOAN

CUNG

THAP
TOAN DAI
BO TW3

Moi tii 5 g hoan ctng chira:
bang sam (Radix Codonopsis)
600 mg; Hoang ky (Radix
Astragali) 600 mg; Thuc dia
(Radix Rehmanniae glutinosae
praeparata) 600 mg; Bach
thuoc (Radix Paeoniae alba)
390 mg; Bach truat (Rhizoma
Atractylodis  macrocephalae)

Hoan
cung

36
thang

TCCS

Hop 10
tai, 15 tui,
20 thix 5

g (tai
PET12/AL
6/CPP70)

TCT-
00415-26




390 mg; Puong quy (Radix
Angelicae sinensis) 390 mg;
Qué (vo than, vo canh) (Cortex
Cinnamomi)390 mg; Phuc linh
(Poria) 330 mg; Xuyén khung
(Rhizoma Ligustici wallichii)
330 mg; Cam thao (Radix et
Rhizoma Glycyrrhizae) 330 mg.

Moi vién nén bao phim chira:
Bo6t kép hon hop dugc liéu 360

mg); Cao kho hdn hop duogc

: Hop 2 vi,
mg (Puong quy (Radix 3 Vf’ 5 vi
Angelicae sinensis) 180 mg; 6Vi’10V,i
Bach linh (Poria) 180 mg); Cao <1 (’) vién
dic hon hop dugce licu 520 mg (vi nhom -
(twong duong: DPang sam PVC hodc
(Radix Codonopsis) 180 mg; Vién nhom -
4 Bat tran Bach truat (Rhizoma nén bao 36 TCCS | nhom) TCT-
TW3 Atractylodis  macrocephalae) . thang N " .| 00416-26
A phim Hop 1 chai
180 mg; Xuyén khung « 30 vién
(Rhizoma Ligustici wallichii) 60 vien ’
180 mg; Bach thugc (Radix 90 vién’
Paeoniae alba) 180 mg; Thuc (chai nhua
dia (Radix Rehmanniae hoic chai
glutinosae praeparata) 180 mg; thity ti nh)
Cam thao (Radix et Rhizoma Y '
Glycyrrhizae) 90 mg).
4. Cong ty diang ky: Cong ty cd phan dwoc trung wong Mediplantex
(D/c: 358 dwong Gidi Phong, phuwong Phuong Liét, thanh phé Ha Néi)
4.1. Nha san xuit: Cong ty TNHH cong nghé dwge Minh An
(P/c: S6 19D-TTS, khu dé thi Tay Nam Linh Pam, phwong Hodng Liét, thanh phé
Ha Noi)
Stt | Tén thudc Thanh phan chinh - Him | Dang | Han | Tiéu | Quycach | SO ding
lwgng bao ding | chuan | doéng goi ky
ché
MBoi vién nang cing chira: Cao A ,
kho hén hop céc duge lidu 270 Hop 3 vi, 5
i Q@A 1A vi, 10 vi x
mg (tuong duong voi: Sai ho 16 vien
(Radix Bupleuri) 313 mg; (Vi
Nhan tran bac (Herba | Vién R
5 MIAHUCAN | Artemisiae scopariae) 313 | nang 3,6 TCCS PVC/nhd TCT-
. a2 < ; , thang m) 00417-26
mg; Ban lam cdn (Radix| cung Hop 3 vi. 5
Isatidis) 313 mg; Déau xanh 0P ’
. . vi x 10
(Semen  Vignae radiatae) vien  (vi
(Semen Phaseoli radiati) 101 Alw/Alu)




li¢u 60 mg (twong duong voi:
Ngti vi ti (Fructus Schisandra
chinensis) 168 mg; Pau xanh
(Semen  Vignae radiatae)
(Semen Phaseoli radiati) 27
mg); Cao khé Mat lgn (Pulvis
Suls fellis) 20 mg.

5. Cong ty diang Ky: Cong ty ¢6 phin Duwgc TH Pharma
(P/c: L6 04, khu céng nghiép Tdy Bac Ga, phwong Hac Thanh, tinh Thanh Héa)

5.1. Nha san xuat: Cong ty c6 phan Dwgc TH Pharma

(D/c: L6 04, khu cong nghiép Tay Bdc Ga, phwong Hac Thanh, tinh Thanh Héa)

Stt | Tén thudc Thanh phan chinh - Him Dang | Han | Tiéu | Quy cach S6 ding
lwong bao ding | chuan | doéng goi ky
ché
’ 20 ml cao long chtra: Hy thiém Hép 1 chai
6 KIEN COT | (Herba Siegesbeckiae) 20 g;| Cao 30 TCCS x.2pOO ml TCT-
SIGES Thién nién kién (Rhizoma | long thang 250 ml > | 00418-26
Homalomenae occultae) 1 g. )
6. Cong ty diing ky: Cong ty c6 phan Traphaco
(P/c: 75 phé Yén Ninh, phwong Ba Dinh, thanh phé Ha Néi)
6.1. Nha san xuét: Cong ty c6 phan cong nghé cao Traphaco
(D/c: s6 140-142-144 Khu A dia chat, xd Nhue Quynh, tinh Hung Yén)
Stt | Tén thudc Thanh phan chinh - Him | Dang | Han | Tiéu | Quycach | SO ding
lwgng bao ding | chuan | doéng goi ky
ché
MOi vién nang cing chira: Cao ?3? 2 :2’
khé An niéu 460 mg (tuong 10 V’i M 1(’)
o duong: Hoai son (Dioscoreae | Vién o
7 ANDCU | b oma) 686 mg; ch tri nhan | nan 36 | peeg | vien. TCT-
TRAPHACO | /- zoma & ME | thang Hop 1lox | 00419-26
(Alpiniae Ox)A/phyllae cung 30 vien
Fructus) 686 mg; O dugc 60 Vién’

(Linderae Radix) 686 mg).

100 vién.




7. Cong ty dang ky: Cong ty TNHH dong nam dwoc Bao Long
(P/c: S6 02, Puong 430, Ap 1, xa Cii Chi, thanh pho Ho6 Chi Minh)

7.1. Nha san xuéat: Cong ty TNHH dong nam dwoc Bio Long

(P/c: S6 02, Puong 430, Ap 1, xa Cii Chi, thanh pho Ho6 Chi Minh)

Stt | Tén thudc Thanh phan chinh - Ham Dang | Han | Tiéu | Quycach | So ding
lwong bao | dung | chuin | déng goi Ky
ché
: M&i 100 ml cao 16ng chira: fch
ICH x A .. A .
HUONG | mau (Herba Leonuri ]aanZCZ) Cao 24 Hop 1 chai TCT-
8 : 80 g; Huong phu (Rhizoma 5 . TCCS | x 100 ml,
BAO . s long thang 00420-26
LONG Cyperz) .25 g; Nga.l ctu (Herba 200 ml.
Artemisiae vulgaris) 20 g.
8. Cong ty ding ky: Cong ty c6 phin dwoc pham Viét (Pong dwoc Viét)
(P/c: Puong so 5, khu cong nghiép Hoa Binh, xa Thu Thira, tinh Tdy Ninh)
8.1. Nha san xuat: Cong ty co phan dwoc pham Viét (Pong dugc Viét)
(P/c: Puong so6 5, khu cong nghiép Hoa Binh, xa Thu Thura, tinh Tdy Ninh)
Stt | Tén thudc Thanh phan chinh - Haim Dang | Han | Tiéu | Quycach | So ding
lwong bao | dung | chuin | déng goi Ky
ché
Moi goi 2 g hoan cung chira:
Cao dic hon hop duoc ligu 0,41
g (twong tng 2,08 g hdn hop
duoc liéu, bao gém: Thuc dia
(Radix Rehmanniae glutinosae
praeparata) 0,56 g; Phong
phong (Radix Saposhnikoviae
divaricatae) 0,56 g; bd trong
) (Cortex Eucommiae) 0,40 g; Hy Hob 10
TOA COT | thiém (Herba~ Siegesbeckiae) | Vién 36 o 1p 20 TCT-
9 | THONG |0,56 g); Bt hén hop dugc ligu | hoan | =’ | TCCS é% 30 o6i | 0043106
DDV | 1,60 g (tuong tmg 1,60 g hdn | cimg & & 0 gg

hop dugc li€u, bao gém:
Khuong hoat (Rhizoma et Radix
Notopterygii) 0,40 g; DPuong
quy (Radix Angelicae sinensis)
0,40 g; Thién nién kién
(Rhizoma Homalomenae
occultae) 0,40 g; Tang ky sinh
(Herba Loranthi paracitici)
0,40 g).




9. Cong ty dang ky: Cong ty TNHH Duwgc liéu Ha N¢i GMP
(P/c: L6 87, 88, Khu E, KCN Tay Béc Ga, phuong Péng Tién, tinh Thanh Héa)
9.1. Nha san xuéat: Cong ty TNHH Duoc liéu Ha Noi GMP
(P/c: L6 87, 88, Khu E, KCN Tay Bdc Ga, phuong Péng Tién, tinh Thanh Héa)

Stt | Tén thudc Thanh phan chinh - Ham Dang | Han | Tiéu | Quycach | So ding
lwong bao | dung | chuin | déng goi Ky
ché
Mbi 10 ml cao long chira: Pang
sam (Radix Codonopsis) 0,63
gam; Thuc dia (Radix
Rehmanniae glutinosae
praeparata) 0,63 gam; Hoang Hop 20
ky (Radix Astragali) 0,63 gam; ong x 10
bPuong quy (Radix Angelicae ml; Hop
THAP s(gzhensis) 0,42 gam;A Bach ;rlcllét . o 3(1)06n% X ot
AT izoma tractylodis ao ml; -
10 ngliul?,? I macrocephalae) 0,42 gam; | léng thang TCCS Hop 50 00422-26
Bach thugc (Radix Paeoniae ong x 10
alba) 0,42 gam; Qué nhuc ml; Hop 1
(Cortex Cinnamomi) 0,42 gam; chai x 100
Cam thao (Radix et Rhizoma ml.

Glycyrrhizae) 0,33 gam; Bach
linh (Poria) 0,33 gam; Xuyén
khung (Rhizoma Chuanxiong)
0,33 gam.




