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o) ?&gmmc QUAN LY DUQC Poc 1ap - Tu do - Hanh phuc

S6: 425 /QDP-QLD Ha Ngi, ngay 29 thdngg  nam 2025

. QUYET PINH o
Ve viéc ban hanh danh muc 09 thuoc san xuat trong nudc dwge cap giay
dang ky luu hanh tai Viét Nam - Dgt 217

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc ngay 06 thang 4 nam 2016, Ludt sira doi, bé sung mot sé
diéu ciia Ludt Dwoc ngdy 21 thang 11 nam 2024;

Can cit Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phi quy dinh chirc nang, nhiem vu, quyén han va co cdu té chirc ciia B Y té;

Can cw Nghi dinh so 163/2025/ND-CP ngay 29 thang 06 nam 2025 cua
Chinh phii quy dinh chi tiét mét s6 diéu va bién phdap dé té chire, huéng dan thi
hanh Ludt Duoc,

Can cir Théng tw s6 12/2025/TT-BYT ngay 16 thang 5 nam 2025 cia Bé
trucng Bé Y té quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thudc;

Can civ Quyét dinh sé 2386/0P-BYT ngay 22 thing 7 nam 2025 ciia Bo
triwong Bo Y té quy dinh chirc ndng, nhiém vu, quyén han va co cdu t6 chirc cia
Cuc Quan ly Duoc thuoc Bo Y té;

Can civ két lugn cia Héi dong tw vdn cap gidy ding ky luu hanh thuoc,
nguyén lidu lam thuéc - BS Y té dot 217 tai Cong van sé 44/HPTV-VPHP ngay 17
thang 06 nam 2025 cia Vin phong Hgi dong tw van cdp GPKLH thubc, nguyén
ligu lam thudc,

Theo dé nghi ciia Truéng phong Pang ky thuéc, Cuc Quan Iy Duoc.

QUYET PINH:

Picu 1. Ban hanh kém theo Quyét dinh ndy danh myc 09 thudc san xut
trong nude dugc cip gidy dang ky luu hanh tai Viét Nam hiéu lyc 5 ndm - Dot 217
(Phu luc kem theo).

Piéu 2. Co sd san xudt va co sé diang ky thudc c6 trach nhiém:

1. San xuét thudc theo ding cac ho so, tai lidu da dang ky v6i Bo Y té va
phai in hodc dan sb dang ky dugc BO Y té Viét Nam cap 1én nhan thudc;

2. Chi duoc san xuat, dua ra luu hanh céc thudc kiém soat dic biét khi co
Gidy chung nhan du diéu kién kinh doanh dugc pham vi kinh doanh thubc phai
kiém soat ddc biét phu hop v6i pham vi hoat dong cta co s& dap tmg quy dinh tai
Picu 37 Nghi dinh s6 163/2025/ND-CP ngay 29/6/2025 ciia Chinh pha quy dinh
chi tiét mot s6 diéu va bién phap dé to chirc, hudng dan thi hanh Luat Duoc;

3. Thuc hién viéc c@p nhat tiéu chuan chat luong cua thudc theo quy dinh tai
Thong tu s6 30/2025/TT-BYT ngay 01/07/2025 ciia B trudng Bo Y té hudng dan
ap dung tiéu chuan chat luong, kiém nghiém thudc, nguyén liéu lam thube va thu
héi, xtr 1y thude vi pham;

4. Cap nhat nhan thuc va to huéng dan st dung thubc theo quy dinh tai
Thong tu s6 01/2018/TT-BYT ngay 18/01/2018 cta Bo truéong B Y té quy dinh
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ghi nhan thudc, nguyén ligu lam thudc va to huéng dan sir dung thudc theo hinh
thirc thay doi, bd sung gidy diang ky luu hanh thudc quy dinh tai Thong tu sO
12/2025/TT-BYT ngay 16/05/2025 ctia Bo truong Bo Y té dbi véi thube chua cap
nhatn01dungrﬂwnthuoc urhuong(kulmrdungthuoctha)quy(ﬁnhtalThongtu
s6 01/2018/TT-BYT ngay 18/01/2018 ctia Bo truong BO Y té;

5. Co s6 dang ky thude phai bao dam duy tri diéu kién kinh doanh dugc theo
quy dinh tai diém b khoan 2 Diéu 42 Luat Duoc trong thdi han hiéu luc cia gidy
dang ky luu hanh thudc, nguyén liéu 1am thudc;

6. Co s& san xuat thudc phai bao dam cac diéu kién hoat dong cta co sO san
xuat trong thoi han hiéu luc cua gidy dang ky luu hanh thudc, nguyén liéu lam
thuéc;

7. Co so dang ky thudc phdi hop véi co sé san xuat, phan phdi thude thuc
hién viéc theo ddi, giam sat, thu thap, tong hop, danh gia va giri bao cao dén Trung
tam Qudc gia vé Thong tin thudc va Theo ddi phan ng co hai cua thude (Trung
tam DI & ADR Qudc gia) thong tin c4c trudng hop phan tng c¢6 hai ciia thube theo
quy dinh tai khoan 5 Diéu 77 Luat Duoc, cac hudng dan qudc gia vé canh giac
dugce do BO Y té ban hanh va cac quy dinh ¢6 lién quan.

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

Picu 4. Giam ddc S¢ Y té cac tinh, thanh phd tryc thudc Trung wong va
Giam dbc co so san xuit va co so dang ky co thude tai Pidu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin: CUC TRUONG
- Nhu Diéu 4;

- BT. Pao Hong Lan (dé b/c); S0 L\

- TT. P Xuan Tuyén (dé b/c); fo/ cue \A et

- Cuc Quan y - B) Quéc phong, Cuc Y té - Bo Congan; [ 3] QuAn 7 Zlet LA
- Cuc Y t& GTVT - Bo Xy dung; \.\ bugc 17/

- B9 Tai chinh: Cuc Hai quan, Bao hiém xa hoi Viét Nam; '\ s>
-Bo Y té: Vu PC, Cuc QLYDCT, Cuc QLKCB, Vin phong .0 1 X

HDTV cip GPKLH thudc, NLLT; =¥ Tuan Cuong
- Vién KN thuéc TU, Vién KN thubc TP. HCM:;

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

- Cac Bénh vién, Vién c6 giuong bénh tryc thuoc BO Y té;

- Trung tm mua sim tap trung thude quoc gia;

- Cuc QLD: P.QLKDD, P.QLCLT, P.PCHN, P.QLGT,;

Website;

- Luu: VT, BK (C.H) (02b).



Phu luc
DANH MUC 09 THUOC SAN XUAT TRONG NUOGC PUQC CAP GIAY PANG KY LUU HANH
TAI VIET NAM HIEU LUC 05 NAM - POT 217
(Kém theo Quyét dinh s6 425 /OP-QLD ngay 29  thdng g nam 2025
cua Cuc Quan Iy Duoc)

STT Tén thudc  |Hoat chit chinh - Him| Dang bao Quy cich dong goi | Tiéu | Tudi S6 diing ky
lwgng ché chuin tho
(thang)

0 @ NG @ ® 160 ®
1. Co sé ding ky: Cong ty co phan Dwoc - Vit tw Y té Thanh Héa (Dia chi: 232 Tran Phu, phuong Lam Son, thanh pho
Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

1.1. Co s6 san xuat: Nha may san xuat thuéc Pong dwgc - Cong ty co phan Dwgc - Vat tw Y té Thanh Héa (Pia chi: Lo
4-5-6, khu cong nghiép Tay Bic Ga, phuong DBong Tho, thanh phé Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

1 |Duginic Cao dic diép hachau  |Dung dich Hop 10 ong x 10ml, NSX 36 893210317625
déng (46 4m 20%) ubng Hop 20 éng x 10ml,
(Extractum Phyllanthi (6ng nhya); Hop 10
amari spissum) (tuong dng x 10ml, Hop 20
ung 5g diép ha chau 6ng x 10ml, (ng thiry
déng) 0,5g/10ml tinh)

2. Co sé diang ky: Cong ty ¢6 phan Duwge My pham CVI (Pia chi: Lo dat CN1-08B-3 Khu cong nghiép cong nghé cao 1 —
Khu cong nghé¢ cao Hoa Lac, Km 29 dai 16 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé) Ha Ngi, Viét Nam)
2.1. Co sé san xuét: Cong ty c6 phan Dwgec My pham CVI (Dia chi: L6 ¢at CN1-08B-3 Khu cong nghiép céng nghé cao 1
— Khu cong nghé cao Hoa Lac, Km 29 dai 16 Thang Long, Xa Thach Hoa, Huyén Thach Thét, Thanh phé Ha Noi, Viét
Nam)

2 |Zovenlog Cao kho duong quy di  [Vién nang Hop 3 vix 10 vién, NSX 36 | 893200317725
thuc 4:1 (Extractum mém Hop 6 vi x 10 vién
Angelicae acutilobae
siccum) (twong duong
1,2g & Puong quy di
thuc) 300mg

3. Co sé diing ky: Cong ty c6 phin dwoc pham Ha Tay (Dia chi: S6 10A Phd Quang Trung, Phuong Quang Trung, Quan
Ha DBong, Thanh phé Ha Noi, Viét Nam)

3.1. Co sé san xuét: Cong ty cd phan dwoc phdm Ha Tay (Pia chi: T6 dan ph s6 4, Phuong La Khé, Quan Ha Péng,
Thanh phd Ha Noi, Viét Nam)

3 |Actisd Moi Sml chira: Actisé  [Cao 16ng Hop 30 6ng x Sml NSX 24 893210317825
(Folium Cynarae
scolymi) 2g

4. Co so diing ky: Cong ty c6 phan Dugc Trung wong Mediplantex (Dia chi: 358 Giai Phong, phuong Phuong Liét, quin
Thanh Xuan, thanh phé Ha Noi, Viét Nam)

4.1. Co s& san xuit: Cong ty co phian Dwge Trung wong Mediplantex (Dia chi: 356 Giai Phong, phudng Phuong Liét,
quan Thanh Xuan, thanh phd Ha Néi, Viét Nam)

4 |Massoft - F Moi Sml chira: Cao kho [Siro Hop 1 chai x 100ml NSX 36 | 893200317925
1a thuong xuan
(Hederae helicis folii
extractum siccum)
50mg (twong duong
hederacosid C 5mg)
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STT Tén thudc Hoat chit chinh - Ham| Dang bao Quy cach dong goi Tiéu Tudi S6 ding ky
lwgng ché chuén | tho
(thang)
@) ) @) (4) () (6) () @)

5. Co s¢ diang ky: Cong ty ¢6 phan dwgc pham Phong Phu (Dia chi: L6 s6 12, dudng s6 8, khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quén Binh Tan, thanh phé Hd Chi Minh, Viét Nam)

5.1. Co sé san xuat: Cong ty co phan dwoc pham Phong Phii — Chi nhanh nha may Usarichpharm (Dia chi: L6 s6 12,
duong sb 8, khu cong nghiép Tan Tao, Phuong Tan Tao A, Quan Binh Tén, thanh phé H6 Chi Minh, Viét Nam)

5

Mat gan - PPP

Cao kho Actiso
(Extractum Cynarae
siccum) (twong duong
véi 5000mg La Actisd)
200mg; Cao khd Bim
bim biéc (Extractum
Semen Pharbitidis
siccum) (tuwong duong
160mg Hat Bim bim
biéc) 16mg; Cao kho
Rau déng dit
(Extractum Glini
oppositifolii siccum)
(twong duong voi 1,05g
Rau déng dit) 150mg

Vién nang
mém

Hop 03 vi x 10 vién,
Hop 05 vi x 10 vién,
Hop 10 vi x 10 vién,
Hop 1 chai x 100 vién

NSX

36

893210318025

6. Co sé diang ky: Cong ty ¢6 phan Dwoc TH Pharma (Pia chi: L6 04, khu cong nghiép Tay Béc Ga, phuong Dong Tho,
thanh phd Thanh Hoa, tinh Thanh Hoa, Viét Nam)

6.1. Co s& san xuit: Cong ty co6 phan Dwge TH Pharma (Dia chi: Lo 04, khu cong nghiép Tay Bac Ga, phudng Dong
Tho, thanh phé Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)

6 |Actiso DTH Cao kho Actisd Vién nang Hop 1 thi (nhom) x 3 vi| NSX 36 | 893210318125
(Extractum Cynarae  |mém (nhdm/PVC) x 10 vién;
siccus) 300mg, tuong Hop 1 thi (nhém) x 5 vi
duong Actiso (Folium (nhdm/PVC) x 10 vién;
Cynarae scolymi) Hop 1 thi (nhém) x 6 vi
5000mg (nhdm/PVC) x 10 vién;
Hop 1 tai (nhém) x 10
vi (nhém/PVC) x 10
vién; Hop 1 lo (thuy
tinh/nhya HDPE) x 50
vién; Hop 1 lo (thuy
tinh/nhya HDPE) x 60
vién
7 |Thudc ho M&i 5ml chira: Cao khé |Cao long Hop 10 ong x Sml; Hop| NSX 24 [ 893200318225
Nocough la thuong xuan 20 6ng x 5ml; Hop 1

(Extractum Folium
Hederae helicis siccum)
(twong duong 3,5mg
Hederacoside C) 35mg

chai x 60ml, kém coc
dong; Hop 1 chai x
80ml, kém cbe dong;
Hop 1 chai x 100ml,
kém cc dong

7. Co sé diing ky: Cong ty ¢6 phan thwong mai dwoc vat tu y t& Khai Ha (Dia chi: S6 2A, phd Ly Bén, t6 1-2, phuong
Tién Phong, thanh phé Thai Binh, tinh Thai Binh, Viét Nam)
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STT Tén thudc Hoat chit chinh - Ham| Dang bao Quy cach dong goi Tiéu Tudi S6 ding ky
lwgng ché chuén | tho
(thang)
@) ) ©) (4) () (6) () @)

7.1. Co sé san xuit: Cong ty co phan thwong mai dwoc vat tw y t&é Khai Ha (Dia chi: S6 2A, Phd Ly Bon, t6 1-2, Phuong
Tién Phong, Thanh phd Thai Binh, Tinh Théi Binh, Viét Nam)

8 |Mipelop. Cao kho ché day Thubc com  |Hop 24 gbi 5¢g NSX 36 | 893210318325
(Extractum Folii
Ampelopsis siccum) 1g,
tuong duong voi dugc
liéu Che day (Folium
Ampelopsis) 10g

8. Co s& diing ky: Cong ty TNHH dwoc pham Ha Péng (Dia chi: Khu tap thé xi nghiép xay dung 4, xd Duyén Thai,
huyén Thuong Tin, thanh phé Ha Noi, Viét Nam)

8.1. Co sé san xuat: Cong ty c6 phan dwec phdm Trudmg Tho (Dia chi: Chi nhanh Cong ty ¢6 phan dugc phim Truong
Tho L6 M1, BPuong N3, khu cong nghi€p Hoa X4, phuong Loc Hoa, thanh phé Nam Dinh, tinh Nam Dinh, Viét Nam)

9 |Hepalyrin 140 Cao khé Milk thistle Vién nang Hop 3 vi x 10 vién, NSX 36 893200318425
(Silybi mariani cing Hop 10 vi x 10 vién
extractum siccum
raffinatum et
normatum) (tuong
duong Silymarin
140mg) 280mg

Ghi chu:

- Céch ghi tiéu chudn chat lwong thudc tai cét (6): Nha san xudt (NSX), Tieu chudn nha san xudt (TCNSX), Tiéu chudn co
56 (TCCS), In-house ¢6 Y nghia tirong dwong nhau, 12 tiéu chudn chat heong thuoc do co s6 san xudt Xy dung va déu co thé
dwoe ghi trén nhan thuoc.
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