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TPy, 5. Ky boi: CUC QUAN

| Gy e BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
W) i osé?UC QUAN LY DUQC Péc lap - Tw do - Hanh phic
S6: 808 /QD-QLD Ha Néi, ngay 22 thang 09 ndam 2026
QUYET PINH

Vé viéc ban hanh Danh muc 18 thudc sin xuit trong nwéc dwoc gia han gidy ding ky
Iwu hanh tai Viét Nam - Dot 221 thuoc dwgre liéu

CUC TRUONG CUC QUAN LY DUQC

Can cit Ludt Duwoc ngdy 06 thang 4 nam 2016; Ludt sita doi, b6 sung mot sé diéu
cua Ludt Duoc ngay 21 thang 11 nam 2024,

Can cir Nghi dinh sé 313/2026/NP-CP ngdy 08 thing 8 nam 2026 cua
Chinh phi quy dinh chirc nang, nhiém vy, quyén han va co cau té chirc cia B6 Y
té;

Can cir Nghi dinh s6 163/2025/NP-CP ngay 29 thang 6 ndm 2025 ciia Chinh phii
quy dinh chi tiét mét s6 diéu va bién phdp dé t6 chire, hieéng dan thi hanh Ludt Duoc;

Can cir Thong tw s6 1212025/TT-BYT ngay 16 thang 5 ndm 2025 ciia BY truong Bé
Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can cir Quyét dinh s6 2386/0D-BYT ngay 22 thang 7 nam 2025 cua Bo truong Bo Y
té quy dinh chitc nang, nhiém vu, quyén han va co cau t6 chirc ciia Cuc Quan Iy Duoc
thuéc Bo Y té;

Can cir két ludn cia Hi dong tw van cap gidy dang ky luu hanh thudc, nguyén liéu
lam thubc - BoY té dot 221 hop ngay 08 thing 7 nam 2026 tai bién ban hop kém theo
Cong van s6 31/HPTV-VPHP ngay 03 thang 9 nam 2026 cua Van phong Hoi dong ti vin
cap GPKLH thudc, nguyén liéu lam thuoc;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Qudn 1y Duegc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyét dinh nay danh muc 18 thudc, nguyén lidu lam
thudc san xuét trong nudc duoc gia han giéy dang ky Iuu hanh tai Viét Nam hiéu lyc 05
nim - Pot 221 thudc duogc liéu (Phu luc kém theo).

Piéu 2. Co so ding ky, co sd san xuat thudc, nguyén liéu 1am thudc phai tuan tha
cac quy dinh hién hanh vé dang ky luu hanh thubc va cac quy dinh phap luat khac c6 lién
quan.

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 truc thudc Trung wong, giam dbc co
sO san xudt va co s& ding ky co6 thude tai Piéu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.

Noi nhn: KT.CUC TRUONG
- Nhu Diéu 4; PHO CUC TRUONG
- B trudng (de b/c); ) AT

- Thir truéng Nguyén Tri Thurc (dé b/c);

- Cuc trudng (dé b/c);

- Cuc Quén Y - B6 Qudc phong, Cuc Y té - Bo Cong an;
Cuc Y té GTVT - B6 Xay dung;

- Bo Tai chinh: Cuc Hai quan, Bao hiém xa hoi Viét Nam; \
-Bo Y té: Vu PC, Cuc QLYDCT, Cyc QLKCB, Trung tim
mua sam tap trung thudc qudc gia, Van phong HDTV cip
GPKLH thubc, NLLT;

- Vién KN thudc TU, Vién KN thuéc TP. HCM;

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

- Cac Bénh vién & Vién co6 giuong bénh truc thuoc BO Y

te;

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

VP Cuc; Website Cuc QLD;

- Luu: VT, BKT (02b).

. Nguyén Thanh Lam



Phuy luc

DANH MUC 18 THUOC SAN XUAT TRONG NUGC PUQC GIA HAN GIAY PANG KY LUU HANH TAI VIET

NAM HIEU LUC 05 NAM - BQT 221 THUOC DUQC LIEU
(Kém theo Quyét dinh 56 808
cua Cuc Quan ly Duoc)

/OD-QLD ngay 22 thang 09 nam 2026

So ding ky gia
STT| Ten thube Hoat ‘chat chinh - | Dang E)ao Quy cac,l} dong TIeLZJ Tudi tho . h?n , S.o lan
Ham lwgng ché gol chuan | (S0 dang ky |gia han
da cép)
1) 2) ®) (4) (®) (6) () (8) (9)

1. Co sé ding ky: Cong ty ¢6 phian Duwoc - Vit tw y té Thanh Héa (Dia chi: S6 232 dwong Tran Phi, phuong Lam Son,
thanh ph Thanh Hoa, tinh Thanh Hoa, Viét Nam)
1.1. Co sé san xuit: Nha may san xuét thudc Pong dwoc - Cong ty cd phan dwge-vit tw y té Thanh Hoa (Bia chi: L6 4-
5-6, khu cong nghiép Tay Bic Ga, phuong Dong Tho, thanh phd Thanh Hoéa, tinh Thanh Ho4, Viét Nam)

1

Sird ho
Thepharm

Cao kho 14 thuong
xuén (Extractum folii
Hederae helicis
siccum ) twong duong
6,72 gam 14 thuong
xuan (Folium

Hedera helix)

420mg

Sird thudc

Hop 1 Chai x 60
ml; Hop 1 Chai x
70 ml; Hop 1
Chai x 90 ml,
Hop 1 Chai x
100 ml; Hop 1
Chai x 120 ml

NSX

36 thang

893200210026
(VD-24403-16)

2. Co sé diing ky: Cong ty ¢6 phian Dwoc Danapha (Pia chi: 253 Diing ST Thanh Khé, Phuong Thanh Khé T4y, Quan

Thanh Khé, Thanh phé Pa Ning, Viét Nam)

2.1. Co sé san xuét: Cong ty C6 phan Dwoc Danapha (Dia chi: Pudng s 7, khu cong nghiép Hoa Khanh, phuong Hoa
Khanh Bic, quin Lién Chiéu, thanh phé DPa Néng, Viét Nam)

2

Bovega
Danapha

Cao kho Diép ha
chau déng
(Extractum
Phyllanthi amari
siccus ) (Tuong tng
v6i 500 mg Diép ha
chau ding (Herba
Phyllanthi amari))
120 mg

Vién nén
bao phim

Hop 3vix 10
vién

NSX

36 thang

893200210126
(VD-22091-15)

3. Co s6 diing ky: Cong ty c6 phin dwoc pham Agimexpharm (Pia chi: S6 27 Nguyén Thai Hoc, P. My Binh, TP. Long
Xuyén, An Giang, Viét Nam)
3.1. Co s6 san xuit: Chi nhanh Céng ty c6 phan dugc phim Agimexpharm — Binh Hoa (Dia chi: L6 C4 Khu cong
nghi¢p Binh Hoa, xa Binh Hoa, huyén Chau Thanh, An Giang, Viét Nam)

3

Diép ha chau
Agi fort

Cao kho Diép ha
chéu (Extractum
herbae Phyllanthi
urinariae

siccum )(twong duong
di¢p ha chau 3,5 g)
500 mg

Vién nén
bao phim

Hop 3vix 10
vién, hop 6 vi x
10 vién, hop 10 vi
x 10 vién, nhdm-
PVC; Hop 3 vix
10 vién, hop 6 vi
x 10 vién, hop 10
vi x 10 vién,
nhém-nhém; Hop
1 chai x 60 vién,
hop 1 chai x 100
vién, hop 1 chai x
200 vién

NSX

36 thang

893200210226
(VD-33367-19)




S6 diing ky gia
STT| Ten thuée Hoat ‘chat chinh - | Dang ?ao Quy cac,l.l dong Tleg Tudi tho ) h?n ' S.o lan
Ham lwgng che gol chuan *| (So dang ky |gia han
da cip)
1) ) ®) (4) () (6) () (8) (9)

4. Co sé diing ky: Cong ty Co phan Dwge phiam Hoa Linh (Dia chi: 56 Truong Cong Giai, phuong Dich Vong, quin Cau
Gidy, thanh phd Ha Noi, Viét Nam)

4.1. Co so san xuit: Nha may sian xuit Dwgc phim Hoa Linh (Dia chi: L6 B3, Cum Cong nghiép Thi tran Phing, Huyén
Dan Phuong, Tp. Ha Noi, Viét Nam)

893200210326 1
(VD-34432-20)

4 |Coughdix Cao kho 14 thuong Siro NSX | 36 thang

xuan (Extractum
Folii Hederae helicis
siccum) (5:1) 700mg

Hop 1 chaix 100
ml

5. 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)

5.1. Co sé san xuit: Chi nhanh cong ty ¢ phin dwgc phim OPC tai Binh Dwong - Nha may dwge phim OPC (Dia
chi: S6 09/DX04-TH, T6 7, Khu phd Tan Hoa, Phudng Tan Khanh, Thanh phé Ho Chi Minh, Viét Nam)

893200210426 | 1
(VD-21329-14)

5 [Vién ha thu 6 NSX | 36 thang

extracap

Cao long Ha thu 6 do
1: 3,8 (Extractum
Radicis Fallopiae
multiflorae liquidum)
(Tuong duong voi Ha
thu 6 do (Radix
Fallopiae
multiflorae) 2 g)
531,25 mg

Vién nang
cung

Hop 5vix 10
vién

6. Co sé ding ky: CONG TY CO PHAN DUQC PHAM PQA (Pia chi: Thira 99, Khu Dong Quan, Pudng 10, Phuong
Truong Thi, Tinh Ninh Binh, Viét Nam)

6.1. Co s& san xuit: Cong ty c6 phian Dwge phim PQA (Dia chi: Thira 99, Khu Pong Quan, Puong 10, Phuong Truong
Thi, Tinh Ninh Binh, Viét Nam)

NSX 893200210526 1

(VD-33516-19)

6 |PQA Actiso |Cao khd Actiso
(Extractum Folii

Vién nang 36 thang

cung

Hop 2 vi, 5 vi,
10 vi x 10 vién;

Cynarae siccum)
twong duong véi 3,0
gam Actiso (Folium

lo 25 vién, hop 1
lo; 1o 50 vién,
hop 1o

Cynarae scolymi)
240 mg

7. Co s¢ ding ky: Cong ty ¢6 phan Duge pham VCP (Pia chi: Thon Thach Ldi, xd Thanh Xuan, huyén Séc Son, thanh
phd Ha Noi, Viét Nam)

7.1. Co sé san xuit: Cong ty c¢6 phan duwge phdm VCP (Pia chi: Thon Thach Li, xd Thanh Xuan, huyén Soc Son, thanh
phd Ha Noi, Viét Nam)

NSX 893210210626 1

(VD-32015-19)

Cao kho Kim tién
thao (Extractum
Desmaodii styracifolii
siccum) (tuong
duong Kim tién thao
3g) 240mg

7 |Kim Tién 36 thang

Thao

Vién nang
cung

Hop 119 x 100
vién




S6 diing ky gia
STT| Ten thuée Hoat ‘chfit chinh - | Dang ?z‘m Quy céc,l.l déng Tiég Tudi tho ) h?n ' S.é lin
Ham lwgng che gol chuan *| (So dang ky |gia han
da cip)
1) ) ®) (4) () (6) () (8) (9)
8 [Moc hoa trang[Cao dic Moc hoa Viénnang |hoép 10vix 10 NSX | 36 thang | 893210210726 1
trang (Extractum cling vién; Hop 6 vi x (VD-33643-19)
corticis Holarrhenae 10 vién
spissum )(tuong
duong 1000 mg Mdc
hoa tring) (Cortex
Holarrhenae ) 125mg

8. Co sé ding ky: Cong ty Co phan Héa dwoe Viét Nam (Pia chi: 273 phd Tay Son, phuong Kim Lién, thanh phd Ha
Noi, Viét Nam)

8.1. Co sé san xuit: Cong ty C6 phan Héa dwoc Viét Nam (Dia chi: S6 192 Puc Giang, phuong Viét Hung, Thanh phd Ha
Noi, Viét Nam)

9 |CaodacCa [Cao dic ca gaileo Cao dac Tui 0,5Kg, Tui | NSX |36 thang [ 893500210826 1
gai leo (Extractum Herbae 5 Kg, Tui PE (VD-21956-14)
Solani procumbensis
spissum) (tuong
duong 3,5 kg ca gai
leo (Herba Solani
procumbensis))
(Ham luong
solasodin
(C27H43NO3) khong
it hon 0,1% tinh trén
ché pham kho kiét)
0,5 kg

9. Co s6 diing ky: Cong ty Co phan Héa dwoc Viét Nam (Dia chi: Tru s¢ chinh: 273-phd Tay Son, phuong Nga Tu So,
Quéan Déng Pa, Thanh phé Ha N¢i, Viét Nam; Dia chi nha may: S6 192, Phd Burc Giang, phuong Thuong Thanh, quan Long
Bién, Thanh phé Ha Noi, Viét Nam)

9.1. Co s& san xuit: Cong ty Co phan Héa dwge Viét Nam (Dia chi: Tru s¢ chinh: 273-phé Tay Son, phuong Nga Tu So,
Quéan Déng Pa, Thanh phé Ha Néi, Viét Nam; Dia chi nha may: S6 192, Phd Burc Giang, phuong Thuong Thanh, quan Long
Bién, Thanh phé Ha Noi, Viét Nam)

10 [Cao dac Di¢p |Cao dac Diép ha chau |Nguyén li¢u | TUi 0,5 Kg; Tai [ NSX | 36 thang | 893500210926 1
ha chau déng |déng (Extractum lam thuéc |5 Kg (VD-20964-14)
Herbae Phyllanthi
amari

spissum )(twong
duong 5,0 kg Diép ha
chau déng (Herba
Phyllanthi amari))
(Ham lugng
phyllanthin khéng it
hon 0,5 % tinh theo
ché pham kho kiét)
0,5 kg

10. Co s& ding Ky: Cong Ty C6 Phian Héa-Dwoc Pham Mekophar (Pia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quén 11,
Thanh Phd Hd Chi Minh, Viét Nam)

10.1. Co s6' san xuét: Cong Ty C6 Phin Héa-Dwge Pham Mekophar (Pia chi: 297/5 Ly Thuong Kiét, Phuong 15, Quéan
11, Thanh Phé Hd Chi Minh, Viét Nam)
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S6 diing ky gia
STT| Ten thuée Hoat ‘chat chinh - | Dang ?ao Quy cac,l.l dong Tleg Tudi tho ) h?n ' S.o lan
Ham luwgng che goli chuin | (So dang ky | gia han
da cip)
1) ) ®) (4) () (6) () (8) (9)
11 |Linh chi Cao Linh chi Viénnang | Hop 02 vix 10 NSX |24 thang | 893200211026 1
(Extractum cling vién (VD-25368-16)

Ganodermae lucidi)
(twong duong 1000
mg nam Linh chi
kho) 118,57 mg

11. Co sé ding Ky: Cong ty c6 phan thwong mai Dwoc vat tw y té Khai Ha (Dia chi: S6 2A - Phd Ly Bon - Phuong Thai
Binh- Tinh Hung Yén, Viét Nam)
11.1. Co s6 san xuét: Cong ty c6 phin thwong mai Dwoc vat tw y té Khai Ha (Dia chi: SO 2A - Phé Ly Bon - Phudng
Thai Binh- Tinh Hung Yén, Viét Nam)

12

Diép ha chau
KH

Cao kho diép ha chau
(Extractum
Phyllanthi urinariae
siccum )(Tuong
duong duoc liéu Diép
ha chau (Herba
Phyllanthi urinariae)
3000mg) 300 mg

Vién nang
cung

Hop 01 lo x 45
vién; Hop 01 lo x
60 vién; Hop 01
lo x 100 vién;
Hop 03 vix 10
vién, Hop 05 vi x
10 vién, Hop 10
vi x 10 vién, vi
nhom/PVC; Hop
03 vi x 10 vién,
Hop 05 vix 10
vién, Hop 10 vi x
10 vién, vi
nhém/nhém.

NSX

36 thang

893200211126
(VD-30986-18)

12. Co s¢ dang ky: Cong ty TNHH Khoa Hoc Dinh Dudng ORGALIFE (Dia chi: 27 duong 65, Phuong Tén Phong,
Quan 7, TP. H6 Chi Minh, Viét Nam)
12.1. Co s& san xuat: Cong ty co phan thwong mai dugc vat tw y té Khai Ha (Dia chi: S6 2A, phd Ly Bén, t6 2, phuong

Tién Phong, thanh ph6 Thai Binh, Viét Nam)

13

Phyllanthi

Cao kho di¢p ha chau
(Extractum Herbae
Phyllanthi urinariae
siccus) (twong duong
5000mg dugc liéu
diép ha chau (Herba
Phyllanthi
urinariae)) 500 mg

Thudc com

Hop 20 goi 3g;
Hop 30 goi 3g;
Hop 40 goi 3g;
Hop 50 goi 3g

NSX

36 thang

893200211226
(VD-31000-18)

13. Co sé ding ky: Cong ty C6 phin Xuit nhip khau Y t¢ DOMESCO (Pia chi: S6 346 duong Nguyén Hué, Phudng
M§ Phu, Thanh phd Cao Lanh, Tinh Dong Thap, Viét Nam)
13.1. Co s6 san xuét: Cong ty C6 phin Xuit nhip khiu Y té DOMESCO (Dia chi: Cum Cong nghiép Can L6, Ap An
Pinh, Xa An Binh, Huyén Cao Lanh, Tinh Df")ng Thap, Viét Nam)

14

Dorocan

Cao kho 14 Bach qua
(Extractum (Folii)
Ginkgonis bilobae
siccum) (tuong
duong trén 8,64 mg
Flavonol glycosid
toan phan) 40 mg

Vién nén
bao phim

Hop 3vix 10
vién; Hop 1 vix
15 vién; Hop 2
vi x 15 vién; Hop
10 vi x 15 vién

NSX

48 thang

893200211326
(VD-25921-16)




S6 diing ky gia
STT| Ten thuée Hoat ‘chfit chinh - | Dang ?z‘m Quy céc,l.l déng Tiég Tudi tho ) h?n ' S.é lin
Ham lwgng che gol chuan *| (So dang ky |gia han
da cip)
1) ) ®) (4) () (6) () (8) (9)
15 |Hathuo Cao Ha thii 6 do ché - [Viénnang [Hop 1 taix 1 vi NSX | 36 thang | 893200211426 1
(Extractum (Radicis) |cung x 10 vién, hop 1 (VD-24990-16)
Fallopiae taix 3 vix 10
(multiflorae) vién, hop 2 tai x
preparata ) (tuong 5 vix 10 vién, tai
duong 2.000 mg; nhém
Ha thi'6 d6 ché -
Radix Fallopiae
multiflorae
preparata) 154mg

14. Co sé ding ky: Cong ty TNHH Dwoc pham Fitopharma (Dia chi: 26 Bis/1 Khu phd Trung, Phudng Binh Hoa, TP.
Hb Chi Minh, Viét Nam)

14.1. Co sé san xuét: Cong ty TNHH Dwgc phidm Fitopharma (Pia chi: 26 Bis/I Khu phé Trung, Phuong Binh Hoa, TP.
Hb Chi Minh, Viét Nam)

16 [Diép ha chau |Cao kho Diép ha Viénnang | Hop 10 vix 10 NSX | 36 thang | 893200211526 1
chéu (Extractum cliing vién; Chai 40 vién (VD-23286-15)
Herbae Phyllanthi
urinariae siccum)
155 mg twong duong
Diép ha chau (Herba
Phyllanthi urinariae)
2800mg, B4t min
Diép ha chau (Herba
Phyllanthi urinariae)
200 mg

15. Co s6 diing ky: Cong ty TNHH Dwge phim Fitopharma (Dia chi: 26 Bis/1, khu phd Trung, phudng Vinh Phi, thanh
phé Thuan An, tinh Binh Dwong, Viét Nam)

15.1. Co s& san xuat: Cong ty TNHH Dwoc pham Fitopharma (Dia chi: 26 Bis/1, khu phd Trung, phuong Vinh Phu,
thanh ph6 Thuan An, tinh Binh Duong, Viét Nam)

17 |LINH CHI Cao khé Linh chi Viénnang |Chai 40 vién; NSX |36 thang | 893200211626 1
(Extractum cliing hop 10 vix 10 (VD-24526-16)
Ganodermae lucidi vién
siccum) 235mg
tuong duong Linh chi
(Ganoderma

lucidum) 1975mg,
Bo6t min duoc liéu:
Linh chi
(Ganoderma
lucidum) 25mg

16. Co sé¢ dang ky: Cong ty TNHH Nam Dwoc (Dia chi: L6 M13 (C4-9), Khu cong nghiép Hoa X4, phuong My X4, tp.
Nam Dinh, tinh Nam Dinh, Viét Nam)

16.1. Co s6 san xuit: Cong ty TNHH Nam Dwgc (Dia chi: Lo M13 (C4-9), KCN Hoa X4, phuong My X4, tp. Nam Binh,
tinh Nam Dinh, Viét Nam)




S6 diing ky gia
STT| Ten thuée Hoat ‘chat chinh - | Dang ?ao Quy cac,l.l dong Tleg Tudi tho ) h?n ' S.o lan
Ham lwgng che gol chuan *| (So dang ky |gia han
da cip)
1) ) ®) (4) () (6) () (8) (9)
18 |Hamega Cao kho (tuong Viénnang |Hop5vix 10 NSX | 36 thang | 893200211726 1
duong voi Diép ha cing vién (VD-31411-18)
chau ding (Herba
Phyllanthi amari)
3g) 0,27 gam
Ghi cha:

1. Céch ghi tiéu chudn chdt lwong thudc tai cot (6):
- Nha san xudt (NSX), Tiéu chudn nha san xudt (TCNSX), Tiéu chudn co sé (TCCS), In-house c¢é ¥ nghia tiwong dwong nhau,

la tiéu chuan chat luong thuoc do co so san xuat xdy dung va déu co thé dwoc ghi trén nhan thuoc.

2. §6 ddang ky tai cot (8):
- S6 dang ky gia han la sé ddng ky dwoc cdp theo quy dinh tai Phu luc VI Théng tw 08/2022/TT-BYT ngay 05/09/2022 va

Phu luc V ban hanh kém Théng tw 12/2025/TT-BYT ngay 16/5/2025 ciia BY trudng B Y té quy dinh viéc dang ky luu hanh
thuéc, nguyén liéu lam thuoc.
- S6 ddng ky dd cdp (dwoc ghi trong ngodc don) la s6 dang ky da dwoc cdp trude khi thuoe dwoc gia han theo quyét dinh

nay.




