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QUYET PINH

Vé viéc ban hanh danh myc 09 thudc, nguyén li¢u 1am thudc san ,xuz‘lt trong nuwéc
dugce cap giay dang ky luu hanh tai Viét Nam - Dot 220 thuoc dwge liéu

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc ngay 06/04/2016; Ludt sira doi, bé sung mot sé diéu cia Ludt
Duoc ngay 21/11/2024;

Can cit Nghi dinh so6 42/2025/NP-CP ngay 27/02/2025 cia Chinh phii quy dinh
chitc nang, nhiém vy, quyén han va co céu 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 mot sé diéu va bién phdp dé t6 chire, huéng dan thi hanh Ludt Dioc;

Can cir Théng tw s6 12/2025/TT-BYT ngay 16/05/2025 ciia Bo trucéng Bé Y té quy
dinh viéc dang ky lwu hanh thudc nguyén liéu lam thudc;

Can civ Quyét dinh sé 2386/0D-BYT ngay 22/07/2025 cua Bo truong Bo Y té quy
dinh chirc nang, nhiém vu, quyen han va co cau 16 chirc ciia Cuc Quan Iy Duge thude Bo Y
te

Can cir két lugn cua Hoi dong tw van cdp gidy dang ky lweu hanh thuéce, nguyén lieu
lam thuéc - Bo Y té dot 220 hop ngay 19/11/2025 tai bién ban hop kem theo Cong van s
77/HPTV-VPHP ngay 16/12/2025 ciia Vin phong Héi dong tw van cdp GPKLH thuéc,
nguyén liéu lam thuéc;

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Quan 1y Duorc.

QUYET PINH:

Pi¢u 1. Ban hanh kém theo Quyet dinh nay danh muc 09 thudc, nguyén liéu lam
thudc san xuét trong nudc duge cap gidy dang ky luu hanh tai Viét Nam hi¢u luc 05
nam - Pot 220 thude duoc liu.

Picu 2. Co sé ding ky, co so san xuat thudc, nguyén lidu lam thudc phai tuan thi
cac quy dinh hién hanh vé dang ky luu hanh thudc, nguyén liéu lam thude va cac quy dinh
phap luat khac co lién quan.

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

Piéu 4. Giam ddc SO Y té cac tinh, thanh ph6 truc thugc Trung wong, giam ddc co
sO san xuat va co so ding ky co6 thude tai Pidu 1 chiu trach nhiém thi hanh Quyét dinh
nay./.
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Phu luc
DANH MUC 09 THUOC, NGUYEN LIEU LAM THUOC SAN XUAT TRONG NUGC DUGC CAP
GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 220

THUOC DUQC LIEU
(Kem theo Quyét dinh s6 133 /OD-QLD ngay 10 thang 3 nam 2026
cua Cyc Quan ly Dwoc)
STT Tén thuéc  |Hoat chit chinh - Him| Dang bao Quy cach dong goi Tieu | Tudi S6 ding ky
lwong ché chuén | tho
(thang)
(1) (2) (3) (4) (5) (6) (7) (8)

1. Co sé ding ky: Cong ty c¢o phan dwoc phdm Agimexpharm (Dja chi: S6 27 Nguyén Thai Hoc, Phuong My Binh,
Thanh phd Long Xuyén, tinh An Giang, Viét Nam)

1.1. Co s san xuét: Chi nhanh Céng ty ¢6 phin dwgc phim Agimexpharm — Binh Hoa (Dia chi: L6 C4 KCN Binh
Hoa, xa Binh Hoa, huyén Chau Thanh, tinh An Giang, Viét Nam)

1 |Diép ha chau Agi

Cao kho diép ha chau
(Extractum Herbae
Phyllanthi urinariae
siccum) (tuong duong
diép ha chéu 1,66g)
240mg

Vién nang
cung

Hop 03, 06, 10 vix 10
vién, nhém - PVC,
chura trong tui nhom,;
Hop 03, 06, 10 vix 10
vién, nhém - nhém;
Hop 1 Chai x 60 vién,
100 vién, 200 vién

NSX

36

893200000126

2. Co sé ding ky: Cong ty Co phan Dwgc pham OPC (Pia chi: 1017 Hong Bang, Phuong Phu Lam, Thanh phé Ho Chi

Minh, Viét Nam)

2.1. Co sé san xuat: Chi nhanh Céng ty Co phin Dwgc pham OPC tai Binh Dwong - Nha may Dwoc phim OPC (Pia
chi: S6 09/DX04-TH, T6 7, Khu phd Tan Hoa, Phuong Tan Khanh, Thanh phé Ho Chi Minh, Viét Nam)

2 |Cao dac diép ha [Tui 0,2kg cao dac twong |Cao dic Tai 0,2kg; tai 0,5kg; NSX 24 893500000226
chau ding g Diép ha chau ding thi 1kg; tai 5kg; tai
(Extractum (Herba Phyllanthin 10kg; thi 15kg
Phyllanthi amari |amari) 0,74kg
spissum,
phyllanthin >
0,5%)
3 |Cao kho Kim tién|Tui 0,2 kg cao khd Kim |Nguyén liéu |TGi 0,2kg; tdi 0,5kg; NSX 36 | 893500000326
thao tién thao twong tmg voi [1am thude thi 1kg; tai 5kg; tui
Kim tién thao (Herba 10kg; tdi 15kg
Desmodii styracifolii )
3,75kg

3. Co sé diing ky: Cong ty ¢6 phan Dwoc pham Trung Uong 3 (Dia chi: 16 Lé Pai Hanh, Phudng Minh Khai, Quan
Hong Bang, thanh ph6 Hai Phong, Viét Nam)

3.1. Co sé san xuét: Cong ty c6 phan Dwoe pham Trung Uong 3 (Pia chi: S5 28, duong 351, X4 Nam Son, Huyén An
Duong, thanh phd Hai Phong, Viét Nam)

4 |Cao kho Kim tién
thao

Cao dic Kim tién thao
(ti 1€ 13:1) (Extractum
Herbae Desmodii
styracifolii spissum)
(twong duwong Kim tién
thao (Herba Desmodii
styracifolii) 10g) 0,779

Thuoc cOm

Hop 10 tai x 3g, Hop
20 tai x 39

NSX

36

893210000426

4. Co s6 dang ky: Cong ty TNHH Cong Nghé Dwgc Minh An (Dia chi: 19D-TTS5, khu d6 thi Tay Nam Linh Dam, Hoang
Li¢t, Hoang Mai, Ha N1, Viét Nam)
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lwgng ché chuén | tho
(thang)
@) ) ®3) (4) () (6) () @)

4.1. Co sé san xuat: Cong ty C6 phan Dwoc Trung wong Mediplantex (Pia chi: Nha may dugc pham sb 2: Thon Trung
Hau, xa Tién Phong, huyén Mé Linh, thanh phé) Ha Ngi, Viét Nam)

5 |Saponin toan Tai 1kg cao kho twong |Nguyén liéu | Tai 1kg CP 24 893500000526
phan chiét xuat |ung La tam that lam thube 2020
tir 1a tam that (Folium Notoginseng )
(Ginsenosid Rb3 [10kg
> 10%)
6 |Saponin toan Tai 1kg cao kho twong |Nguyén li¢u | Tai 1kg CP 24 | 893500000626
phan chiét xuat [ung Tam that (Radix  [lam thudc 2020
tir ré tam that Panasis notoginseng )
10kg

5. Co s¢ diang ky: Cong ty TNHH dwoc liéu Ha Noi GMP (Dia chi: Lo 87,88, khu E, khu cong nghiép Tay Bic Ga,
phuong Pong Linh, thanh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)
5.1. Co sé san xuat: Cong ty TNHH dwoc liéu Ha Noi GMP (Dia chi: L6 87,88, khu E, khu cong nghiép Tay Béc Ga,
phuong Pong Linh, thanh phd Thanh Héa, tinh Thanh Hoa, Viét Nam)

7

Cao dac Actiso

Moi 1 kg cao dic Actiso
(Extractum Cynarae
spissum ) twong duong
voi la Actisd tuoi
(Folium Cynarae
scolymi) 27,78kg

Cao dac

Thung 1 tdi x 5kg,
thung 1 tai x 10kg,
thung 2 tai x 10kg

DDVN
\Y

24

893500000726

6. Co so diing ky: Cong ty TNHH Péng dwoc Phic Hung (Dia chi: S6 96-98 Nguyén Viét Xuan, Phuong Quang Trung,
Quan Ha bong, Thanh phé Ha Noi, Viét Nam)

6.1. Co s& san xuit: Cong ty TNHH Pong Dugc Phic Hung (Dia chi: Cum Cong Nghiép Thanh Oai - Bich Hoa - Thanh

Oai - Ha Ngi, Viét Nam)

8

Cao kho Ké
huyét ding

Cao kho Ké huyét dang
(Extractum Caulis
spatholobi suberecti
siccum) (ty 1€ cao/dugc
ligu: 1/16,7)/ Thi 4kg

Cao khod

Tui 4kg, 5kg, 10kg,
15kg, 20kg, 25kg,
30kg, 35kg, 40kg,
45kg, 50kg

NSX

36

893500000826

7. Co sé diang ky: Cong ty TNHH Phil Inter Pharma (Dia chi: S6 20, Pai 16 Hiru Nghi, KCN Viét Nam-Singapore,
Thuan An, Binh Duong, Viét Nam)
7.1. Co sé san xuat: Cong ty TNHH Phil Inter Pharma (Bia chi: S5 25, dudng s 8, KCN Viét Nam-Singapore, Thuan
An, Binh Duong, Viét Nam)

9

Silymarin 100

Cao bot qua Carduus
marianus (Extractum
Fructus Cardui mariae
siccum) (twong duong
Silymarin 100mg,
Silybin 60mg) 200mg

Vién nang
mém

Hop 12 vi x 5 vién

NSX

36

893200000926

Ghi chu:

- Cach ghi tiéu chudn chat lwong thuéc tai cét (6): Nha sdn xudt (NSX) Tiéu chudn nha san xudt (TCNSX) Tiéu chudn co
so (TCCS), In-house ¢o y nghia twong dwong nhau, 1a tiéu chudn chat heong thuée do co sé sdn xudt xay dung va deu 6 thé
dwoc ghi trén nhan thuéc.
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