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<8, ;gy ﬁg@ QUAN LY DUQC DPoc 1ap - Tu do - Hanh phiic
S6: 579 /QD-QLD Ha Ngi, ngay 17 thing 7 ndm 2026
QUYET PINH

Vé viéc ban hanh danh muc 20 thudc san xuat trong nuwoc dwge cap gidy ding Ky
Iuu hanh tai Viét Nam - Dot 221 thuoc dwge li¢u

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Dwgce ngay 06 thang 4 ndam 2016; Ludt sira d6i, b6 sung mét so diéu
cua Ludt Duoc ngay 21 thang 11 nam 2024;

Can cir Nghi dinh so 42/2025/ND-CP ngay 27/02/2025 cia Chinh phi quy dinh
chirc nang, nhiém vu, quyen han va co cdu t6 chire ciia BS Y té;

Can cir Nghi dinh so 163/2025/ND-CP ngay 29/06/2025 ciia Chinh phu quy dinh
chi tiét mot sé diéu va bién phap dé t6 chirc, hwong dén thi hanh Ludt Duoc;,

Can cir Théng tw so 12/2025/TT-BYT ngay 16/05/2025 ciia BS trucéng B Y té
quy dinh viéc dang ky luu hanh thuoc, nguyén liéu lam thuoc;

Can cir Quyét dinh sé 2386/0D-BYT ngay 22/07/2025 ciia Bé truéng B Y té quy
dinh chiwc nang, nhiém vu, quyén han va co cau t6 chire ciia Cuc Quan ly Duoc thugc
B Y té;

Can cir két lugn cia Héi dong twe van cdp gidy dang ky luu hanh thuée, nguyén
lidu lam thuéc - BY Y té dot 221 hop ngay 281512026 tai bién ban hop kém theo Cong
vin sé 22/HPTV-VPHP ngay 171612026 cia Vin phong Héi dong tw vin cdap GPKLH
thuée, nguyén liéu lam thuoc;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn 1) Duoc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 20 thubc san xuét trong
nudc duoc cép giéy dang ky luu hanh hiéu lyc 05 nam tai Viét Nam - Dot 221 thube
dugc li€u (tai Phu luc kem theo).

Piéu 2. Co so ding ky, co s san xuat thudc, co s¢ dat gia cong thuoc co s&
chuyén giao cong nghe san xuat thudc phai tuan tha cac quy dinh hién hanh vé dang ky
Iwu hanh thube va cac quy dinh phép luat khéc c6 lién quan.

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

Piéu 4. Giam dbc So' Y té cac tinh, thanh phd truc thuéc Trung uong, giam ddc
co s san xudt va co so diang ky ¢ thude tai Piéu 1 chiu trach nhiém thi hanh Quyét
dinh nay./.

Noi nhén: ~ KT.CUC TRUONG

- Nhu Piéu 4; P ’1 ﬁao CUC TRUONG
- Bo trudng (d€ b/c); ) yAYam

- Thir truong Nguyén Tri Thie (d€ b/c); »’/CJ .

- Cuc tru:orng (de b/c) [/ &

Y té GTVT - Bo Xay dung; «.;\ 2\
- B4 Tai chinh: Cuc Hai quan, Bao hiém x3 hoi Viét Nam; “\‘ A
-Bo Y té: Vu PC, Cuc QLYDCT, Cuyc QLKCB, Trung tam ‘

mua sam tap trung thudc qudc gia, Van phong HDTV cap —
GDKLH thubc, NLLT;

- Vién KN thubc TU, Vién KN thuc TP. HCM;

- Téng Cong ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién & Vién co6 giwvong bénh tryc thuéc B Y té;

- Cac phong Cuc QLD: QLKDD, QLCLT, PCHN, QLGT,

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).

Nguyen Thanh Lam



Phu luc

DANH MUC 20 THUOC SAN XUAT TRONG NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET
NAM HIEU LUC 05 NAM - PQT 221 THUOC DUQC LIEU
(Kém theo Quyét dinh s6 579 /OP-QLD ngay 17/7 /2026 ciia Cuc Qudan Iy Duoc)

o X Hoat chit chinh - Him Dang bao B i .. | Tiéu Tubi £ ae B
STT | Tén thuoc lrong ché Quy cach dong goi chun | tho So dang ky
1) ) 3) (4) (%) (6) () (8)

1. Co sé ding ky: Cong ty c6 phin Asta Healthcare USA (Dia chi: Lo D1, D2, D6, D7 va D8 tai Khu Cong nghiép Hoa
Hiép 1, Phuong Hoa Hiép Bic, Thi X3 Pong Hoa, Tinh Phu Yén, Viét Nam)
1.1. Co s& san xuét: Cong ty ) ph‘fm Asta Healthcare USA (DPia chi: L6 D1, D2, D6, D7 va D8 tai Khu Cong nghiép
Hoa Hiép 1, Phuong Hoa Hiép Bic, Thi X3 Pong Hoa, Tinh Phu Yén, Viét Nam)

1 [Diép Ha Chau [Cao kho Di¢p ha chau Viénnang |Hop 10 vix 10 vién, | NSX |24 thang| 893200137926
(1:10) (Extractum Herbae |mém hop 1 chai x 60 vién,
Phyllanthi urinariae hop 1 chai x 90 vién,
siccum) (twong duong 2,8 hop 1 chai x 120 vién
g Diép ha chau) 280 mg
2 |Vién bao Cao kho Kim tién thao Vién nén Hop 10 vi x 10 vién, | NSX |24 thang| 893210138026
phim Kim (1:12,5) (Extractum bao phim hop 1 chai x 90 vién,
Tién Thao Herbae Desmodii hop 1 chai x 120
styracifolii siccum) (twong vién, hop 1 chai x
duong 3 g Kim tién thao) 180 vién
240 mg
3 |Vién nang Cao khé Kim tién thao Viénnang |Hop 10 vix 10 vién, | NSX |24 thang| 893210138126
Kim Tién (1:12,5) (Extractum clmg. hop 1 chai x 90 vién,
Thao Herbae Desmodii hop 1 chai x 120

styracifolii siccum) (twong
duong 3g Kim tién thao)
240mg

vién, hop 1 chai x
180 vién

2. Co s6 diing ky: Cong ty c6 phin cong nghé cao Traphaco (Pia chi: Xa Tan Quang, huyén Van Lam, tinh Hung Yén,

Viét Nam)

2.1. Co s6 san xuit: Cong ty co phan cong nghé cao Traphaco (Dia chi: Xa Tan Quang, huyén Vin Lam, tinh Hung

Yén, Viét Nam)

4 |Detocyn 250

Cao khd Actisb EP
(Extractum Cynarae
siccus ) (Ham lugng acid
chlorogenic > 0,6%)
250mg

Vién nang
cung

Hop 3 vix 10 vién,
Hop 5 vix 10 vién,
Hop 10 vi x 10 vién,
PVC-Nhom

NSX

36 thang

893200138226

3. Co sé diing ky: Cong ty ¢6 phan Dwoc - Vat tw y té Thanh Héa (Dia chi: S6 232, Tran Phi, phuong Lam Son, Thanh
phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)
3.1. Co sé san xuat: Nha may san xuét thudc dong dwoge - Cong ty ¢d phin Dwge - Vat tw Y t& Thanh Hoa (Dia chi:
L6 4-5-6, khu cong nghiép Tay Béc Ga, phuong Dong Tho, thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

5 |Lemagaz

Silymarin (tinh theo
silybin, HPLC) (duéi dang
Cao kho qua cay milk
thistle (Extractum Fructus
Silybi mariani siccum))
150 mg

Vién nang
cung

Hop 2 vi x 10 vién;
Hoép 5 vix 10 vién;
Hop 10 vix 10 vién

NSX

36 thang

893200138326
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R £ Hoat chit chinh - Him | Dang bao . , .. | Tieu | Tubi £ e ,
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1) ) ®) (4) (5) (6) () (8)
6 [Tenopita Silymarin (tinh theo Vién nang Hop 2 vix 10 vién; | NSX |36 thang| 893200138426
silybin) (dudi dang Cao cung Hop 5 vix 10 Vién;
kho qué cdy milk thistle Hop 10 vix 10 vién

(Extractum Fructus Silybi
mariani siccum)) 200 mg

4. Co so ding ky: Cong ty c6 phin dwoc pham An Thién (Dia chi: 314 Bong Sao, Phuong Binh Dong, Thanh phd Ho
Chi Minh, Viét Nam)

4.1. Co sé san xuét: Cong ty co phian dwec phdm An Thién (Dia chi: L6 C16, Puong sé 9, khu cong nghiép Hiép
Phuéc, X3 Hiép Phudc, Thanh phd H6 Chi Minh, Viét Nam)

7 |AN TRANG [Cao kho Cheé day (1:12,5) [Vién nang Hoép 2 vi, 3 vi, 5 NSX (36 thang| 893200138526
VIA.T (Extractum Folii cung vi, 10 vi x 10 vién,
ampelopsis siccum) (PVC-Alu); Hop 1
(Tuong duong 4375 mg chai 30 vién, 60
Che day) 350mg vién, 100 vién

5. Co s¢ ding ky: Cong ty Co phan Dwogc pham Cong nghé cao Abipha (Pia chi: L6 dat CN-2, Khu cong nghiép Pht
Nghia, Xa Phu Nghia, Huyén Chuong My, Thanh phé Ha Noi, Viét Nam)

5.1. Co sé san xuit: Cong ty C6 phan Duwoc pham Cong nghé cao Abipha (Dia chi: L6 dat CN-2, Khu cong nghiép Phu
Nghia, Xa Phu Nghia, Huyén Chuong My, Thanh phé Ha Noi, Viét Nam)

8 |Thudc Cao khé Silybum Viénnang |Hop 3 vi, 5 vi, 6 vi, NSX |36 thang| 893200138626
Bogarin 4200 |marianum (Extractum cing 10 vi x 10 vién, (vi
Silybi mariani siccus) PVC/Alu); Hop 1 lo
tuong Gng voi 140mg x 30 vién, 60 vién,
Silymarin 90 vién (1o nhya).

6. Co s¢ ding ky: Cong ty Co phan Dwoc phim IMEXPHARM (Pia chi: S6 4, dudng 30/4, phudng 1, thanh phd Cao
Lanh, tinh Dong Thép, Viét Nam)

6.1. Co sé san xuat: Cong ty Cé phan Dugec phdm IMEXPHARM (Dja chi: S6 4, dudng 30/4, phuong 1, thanh phd
Cao Lanh, tinh Dong Thap, Viét Nam)

9 |[Antiho Moi Sml chira: Cao kho 14 |Dung dich  [Hop 20 goi x 5 ml, NSX |36 thang| 893200138726
Thuong xuan (Extractum  [udng hop 24 gbi x 5 ml,
Folii Hederae helicis hop 30 goi x 5 ml

siccum) (twong duong 3,5
mg Hederacoside C)

35mg
10 |ANTIHO MBoi goi chira: Cao kho 14 [Thube cdm | hop 10 goi x 0,9 NSX {24 thang| 893200138826
Granule thuong xuan (Extractum  |pha hon dich |gam, hop 20 goi x
Folii Hederae helicis ubng 0,9 gam, hop 30 goi
siccus) (twong duong 2,5 x 0,9 gam, goi gidy
mg Hederacoside C) 25mg nhém

7. Co s& diing ky: Cong ty Co phan Dwge pham OPC (Dia chi: 1017 Hong Bang, Phuong 12, Quén 6, TP. Ho Chi
Minh, Viét Nam)

7.1. Co sé san xuit: Chi nhanh Cong ty C6 phin Dugc pham OPC tai Binh Duong - Nha may Dwge phim OPC
(Dia chi: S6 09/BX 04-TH, T6 7, Khu phd Tan Hoa, Phuong Tan Vinh Hiép, Thanh phd Tan Uyén, Tinh Binh Duong,
Viét Nam)

11 [CAO BAC Mbi 0,2 kg cao dic twong |Nguyén liéu |Tai 0,2kg; Tui 0,5 NSX |24 thang| 893500138926
KIM TIEN  [Gng Kim tién thao (Herba |[lam thuéc  |kg; Tui 1 kg; TGi 5
THAO Desmodii styracifolii) kg; Tui 10 kg; Tai
3,2kg 15 kg
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8. Co s¢ ding ky: Cong ty Co phan Dwgc pham OPC (Pia chi: 1017 Hong Bang, Phudng Phu Lam, TP. H5 Chi Minh,
Viét Nam)
8.1. Co s¢ san xuat: Chi nhanh Céng ty Co phin Dwgc pham OPC tai Binh Dwong - Nha may Dwoc phim OPC
(Dia chi: S6 09/BX04-TH, T6 7, Khu phd Tan Héa, Phuong Tan Khanh, TP. Ho Chi Minh, Viét Nam)

12

CAO KHO
DIEP HA
CHAU
DANG
(Extractum
Phyllanthi
amari,
phyllanthin >
0,5%)

M&di 0,2 kg Cao kho Di¢p
ha chau déng twong g
Diép ha chau dang (Herba
Phyllanthi amari) 0,76Kg

Nguyén liéu
lam thudc

Tai 0,2 Kg; TGi 0,5
Kg; Tti 1 Kg; Tai 5
Kg; Tai 10 Kg; Tui
15 Kg

NSX

36 thang

893500139026

9. Co sé diing ky: Cong ty c6 phan Dwoc pham va Sinh hoc y té (Pia chi: 31 Ngd Thoi Nhiém, Phuong Xuan Hoa,
Thanh phé HO Chi Minh, Viét Nam)
9.1. Co sé san xuat: Chi nhanh Céng ty c6 phan Dwgc phim va Sinh hoc y té (Dia chi: L6 11I-18, Pudng s6 13, KCN
Téan Binh, Phuong Tay Thanh, TP. HO Chi Minh, Viét Nam)

13

MEBI
SILYMARIN

Silymarin (dudi dang cao
kho Silybum marianum

350mg) (Extractum Silybi
mariani siccum) 140mg

Vién nang
cung

Hop 03 vi x 10 vién;
Hop 06 vi x 10 vién;
Chai 100 vién; Chai
200 vién

NSX

36 thang

893200139126

10. Co sé diing ky: Cong ty Co phan Dwogce pham Xanh (GRP) (DPia chi: 695 Lé Hong Phong, Phudng 10, Quan 10, TP
H6 Chi Minh, Viét Nam)
10.1. Co s& san xuat: Chi nhanh cong ty TNHH dwoc pham Sai Gon tai tinh Binh Dwong (Sagopha) (Dia chi: S6 27
VSIP, duong s6 6, KCN Viét Nam — Singapore, phuong An Phu, thanh phé Thuan An, tinh Binh Duong, Viét Nam)

14

RENI -
GADOMAN

Cao khé Kim tién thao
(Extractum Herbae
Desmodii styracifolii
siccum ) (Tuwong duong
v6i 5000mg dugce ligu Kim
tién thao) 400 mg

Vién nang
cung

Hop 3 vi x 10 vién,
Hop 10 vi x 10 vién

NSX

36 thang

893200139226

11. Co s6 diing ky: Cong ty c6 phian Dwgc TH Pharma (Dia chi: L6 04, khu cong nghiép Tay Béc Ga, phuong Dong
Tho, thanh phé Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)
11.1. Co 6 san xuét: Cong ty c6 phan Dwoc TH Pharma (Bia chi: L6 04, khu cong nghiép Tay Bac Ga, phudong Dong
Tho, thanh phé Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

15

Diép ha chau
DTH Fort

Cao kho Diép ha chau
10:1 (Extractum Herbae
Phyllanthi urinariae
siccum) 450mg, Tuong
duong Di¢p ha chau
(Herba Phyllanthi
urinariae) 4,59

Vién nang
cung

Hop I tuix 2 vix 10
vién, hop 1 tui x 3 vi
x 10 vién, hop 1 thi x
6 vix 10 vién, hop 1
tai x 10 vi x 10 vién,
nhom/PVC; Hop 2 vi
x 10 vién, hop 3 vi x
10 vién, hop 6 vix 10
vién, hop 10 vix 10
vién, nhdm/nhém

NSX

24 thang

893200139326
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16 |Totgan Moi Sml cao 16ng chira: Cao long Hop 10 ong x Sml, NSX |30 thang| 893200139426
Uriphyl Diép ha chau (Herba hop 20 ong x 5ml,

Phyllanthi urinariae )
3gam

hop 10 dng x 10ml,
hop 20 dng x 10ml,
6ng nhya; Hop 20
6ng x 5ml, hop 30
6ng x Sml, hop 10
6ng x 10ml, hop 20
6ng x 10ml, ong
thuy tinh; Hop 1
chai x 60ml, hop 1
chai x 100ml, chai
thity tinh, kém coc
dong

12. Co sé diing ky: Cong ty cb phan Dwoc Vit tw y té Hai Dwong (Pia chi: 102 Chi ling, phuong Nguyén Trii, thanh
phd Hai Dwong, tinh Hai Duong, Viét Nam)
12.1. Co 6 san xuat: Cong ty c6 phan Dwoc Vit tw y té Hai Dwong (Pia chi: 102 Chi ling, phuong Nguyén Trai, thanh
phd Hai Dwong, tinh Hai Duong, Viét Nam)

17

HIPOLTEN

Cao diac Moc hoa tre"lng
(Extractum Holarrhenae
spissum) 100 mg tuong
duong vai: V6 Moc hoa
trang (Cortex
Holarrhenae) 500mg

Vién nén
bao duong

Hop 1 tix 6 vix 10
vién

NSX

36
Théng

893200139526

13. Co sé diing Ky: Cong ty C6 phan Medcen (Dia chi: L6 F10, dudng sb 6, khu cong nghiép Hoa Binh, xd Nhi Thanh,
huyén Thu Thira, tinh Long An, Viét Nam)
13.1. Co sé san xuét: Cong ty Co phan Medcen (Pia chi: Lo F10, dudng s6 6, khu cong nghiép Hoa Binh, x3 Nhj

Thanh, huyén Thu Thira, tinh Long An, Viét Nam)

18

FOLICEN

Moi Sml dung dich chua:
Cao kho6 14 Thuong Xuén
(Hederae helicis folii
extractum siccum ) chiét
bang ethanol 30% (theo ti
16(5-7.5):1) 0,7 % (wiv)

Dung dich
ubng

Hop 20 6ng x 5 ml,
hop 30 6ng x 5 ml,
hop 50 éng x 5 ml,
hop 20 ng x 7,5
ml,hop 30 éngx 7,5
ml, hop 50 dng x
7,5 ml, éng PVC/PE;
Hop 20 goi x 5 ml,
hop 30 gdi x 5 ml,
hop 50 gbi x 5 ml,
hop 20 goéi x 7,5 ml,
hép 30 goix 7,5 ml,
hop 50 goéi x 7,5 ml,
Goi nhom;

Hop 01 chai x 60
ml, hdp 01 chai x 90
ml, hop 01 chai x
120 ml, c6 cbc dong
chia vach bi‘ing nhua
PP

NSX

30 thang

893200139626
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Hoat chét chinh - Him | Dang bao Tieu | Tubi

STT | Tén thuoc lwong ché Quy cach dong goi chuin tho

S6 diing ky

(1) (2) ) (4) (5) (6) (7) (8)

14. Co s& ding ky: Cong ty c6 phan nghién ctru va san xuit dwoec pham Meracine (Pia chi: Puong YP6, khu cong
nghiép Yén Phong, xa Pong Phong, huyén Yén Phong, tinh Bic Ninh, Viét Nam)

14.1. Co s& san xuit: Cong ty Co phan Nghién Cru va Sian Xuit Duwgc Pham Meracine (Pia chi: Puong YP6, KCN
Yén Phong, xa BDong Phong, huyén Yén Phong, tinh Bic ninh, Viét Nam)

19 [Siro ho Ivylix |Cao kho la thuong xuan Siro hop 1 1o x 100 ml NSX |36 thang| 893200139726
(Hederae helicis folii
extractum siccum ) chiét
bang ethanol 30% theo ty
18 [(5-7,5): 1] 700mg/
100ml

15. Co s& ding ky: Cong ty TNHH Pong dwogce Phiic Hung (Dia chi: S6 96-98 Nguyén Viét Xuan, Phuong Ha Dong,
Thanh phd Ha Noi, Viét Nam)

15.1. Co sé san xuat: Cong ty TNHH Pong duwoc Phic Hung (Pia chi: Cum cong nghiép Thanh Oai, xa Binh Minh, TP.
Ha Noi, Viét Nam)

20 |Longhuyét [Cao kho Huyét giac Viénnang |Hop 1 1o x 40 vién, NSX (36 thang| 893200139826
P/H extra (Extractum Dracaenae cing hop 1 1o x 60 vién,
siccus) (0,45% loureirin hop 2 vi x 12 vién,
B) 400 mg hop 3 vi x 12 vién,
hop 5 vi x 12 vién

Ghi chu:

Céch ghi tiéu chuan chat luong thudc tai cot (6):

- Nha san xuat (NSX), Tiéu chudn nha san xuit (TCNSX), Tiéu chuin co s& (TCCS), In-house c6 y nghia tuong dwong
nhau, 1 tiéu chuén chét lugng thudc do co so san xuét xay dung va déu c6 thé dugc ghi trén nhan thude.
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