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QUYET PINH

Vé viéc ban hanh danh muc 08 thudc dwoc liéu san xuit trong nuéce
duoc cap giay dang ky luu hanh tai Viét Nam - Dot 216

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc ngay 06 thang 4 nam 2016; Ludt sira doi, bé sung mot s6
diéu ciia Ludt Duoc ngdy 21 thang 11 nam 2024;

Can cir Nghi dinh s6 42/2025/ND-CP ngay 27 thang 02 nam 2025 cua Chinh
phu quy dinh chircc nang, nhiem vy, quyén han va co cau t6 chire ciia B6 Y té;

Can cit Théng tw s6 08/2022/TT-BYT ngay 05 thing 9 nam 2022 cua Bo
trieong Bo Y té quy dinh viéc dang ky lwu hanh thuée, nguyén liéu lam thudc;

Can cur Quyet dinh s6 1969/0D-BYT ngay 26 thang 4 nam 2023 cua Bo
triwong Bé Y té quy dinh chire nang, nhiém v, quyén han va co cdu t6 chire cia
Cuc Qudn Iy Duwoc thugc BY Y té,

Can cir két ludn cua Hoi dong tw van cdp gzay dang ky lwu hanh thubc,
nguyén liéu lam thuoc - B Y té dot 216 tai Cong van so 20/HDTV-VPHD ngay 28
thang 03 nam 2025 cua Vin phong Hoi dong tw van cdp GPKLH thubc, nguyén
lieu lam thubc;

Theo dé nghi ciia Truong phong Bang ky thuoc, Cuc Quan 1y Dugc.

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh myc 08 thudc dugce liéu san
xuat trong nude duge cap gidy dang ky luu hanh tai Viét Nam hiéu Iyc 5 nam - Dot
216 (Phu luc kem theo).

Piéu 2. Co so san xuit va co so dang ky thude co trach nhiém:

1. San xuat thubc theo dung cac hd so, tai liéu da dang ky voi BO Y té va
phai in hodc dan sb dang ky duge Bo Y té Viét Nam cip 1én nhén thude.

2. Chi duoc san xuét, dua ra Iwu hanh cac thudc kiém soat dic biét khi cd
Giéy ching nhan du diéu kién kinh doanh duoc pham vi kinh doanh thude phai
kiém soat dic biét phu hgp v61 pham vi hoat dong cta co s¢ dap ing quy dinh tai
khoan 5 Diéu 143 Nghi dinh sb 54/2017/ND-CP ngay 08/5/2017 ctua Chinh phu
quy dinh chi tiét mot s6 diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat ti€u chuan chat luong cua thubc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truéng Bo Y té quy dinh vé
chat luong thudc, nguyén liéu 1am thubc, Thong tu sé 03/2020/TT-BYT ngiy
22/01/2020 ctua B truéng BO Y té sira ddi, bod sung mot s6 diéu cua Thong tu
11/2018/TT-BYT quy dinh vé chit luong thude, nguyén liéu lam thudc.

4. Cap nhat nhan thudc, to hudng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua B9 truong Bo Y té quy dinh ghi nhin
thudc, nguyén lidu lam thudc va to huéng dan st dung thudc trong thoi han 06
thang ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thuc thay doi, bo sung gidy
dang ky luu hanh thudc.
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5. Co s0 dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu luc cta gidy ding ky luu hanh thudc, nguyén liéu 1am thudc. Trong
truong hop khong con dap tmg du diéu kién hoat dong, co s ding ky phai co trach
nhiém thyc hién thay d6i co sé dang ky theo quy dinh tai Théng tu sb 08/2022/TT-
BYT trong thoi han 30 ngay ké tir ngay co s¢ dang ky khong con du diéu kién hoat
dong.

6. Co s& san xuét thudce phai bao dam cac diéu kién hoat dong cua co so san
xudt trong thoi han hiéu luc cua gidy ding ky luu hanh thudc, nguyén liéu lam
thude.

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

Piéu 4. Giam ddc So Y té cac tinh, thanh phd truc thudc Trung wong va
Giam ddc co so san xudt va co s¢ dang ky c6 thude tai Pidu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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Phu luc
DANH MUC 08 THUOC DUQC LIEU SAN XUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAI VIET NAM HIEU LUC 05 NAM - POT 216

(Kem theo Quyét dinh s6 232 /QOP-QLD ngay 29  thdng 04 ndm 2025
cua Cuc Quan ly Duoc)
STT Tén thuéc  |Hoat chit chinh - Him| Dang bao Quy cach dong goi Tiéu | Tudi S6 ding ky
lwgng ché chuén tho
(thang)
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1. Co sé ding ky: Cong ty ¢6 phan dwec phAm Agimexpharm (Dia chi: 27 Nguyén Thai Hoc, Phudng My Binh, Thanh
phé Long Xuyén, Tinh An Giang, Viét Nam)
1.1. Co s san xuét: Chi nhanh Céng ty ¢6 phin duge phim Agimexpharm— Binh Hoa (Dia chi: L6 C4 KCN Binh Hoa,
x4 Binh Hoa, huyén Chau Thanh, tinh An Giang, Viét Nam)

1 |Acetakan 40 Cao kho 1a bach qua Vién nén bao |Hop 03, 06, 10 vix 10 | NSX 36 893210187625
(Extractum Folii phim vién, nhém - PVC,
Ginkgo siccus) (tuong chtra trong tui nhom,;
duong véi 9,6mg Hop 03, 06, 10 vix 10
flavonol glycosid) 40mg vién, nhdm - nhém;
Hop 1 chai x 60, 100,
200 vién
2 |Agiphylamin Cao kho Béo hoa dau  [Sir6 Hop 10 goi x 5ml; hop | NSX 36 893200187725
(1:10) (Extractum 30 goi x Sml; hop 10
Herbae Azollae 261 x 20ml; hop 30 goi
microphyllae siccum) x 20ml; hop 1 chai x
4,32% (W/Vv) 30ml; hop 1 chai x
60ml; hop 1 chai x
100ml
3 |Diép Ha Chau Cao kho di¢p ha chau  [Vién nén bao [Hop 03 vi, 06 vi, 10 vi | NSX 36 893200187825
AGI (Extractum herbae phim x 10 vién, vi nhém -
Phyllanthi urinariae PVC, chtra trong tai
siccum) (tuong duong nhom; Hop 03 vi, 06
diép ha chau 1,66g) vi, 10 vi x 10 vién, vi
240mg nhom - nhom; Hop 1
chai x 60 vién, 100
vién, 200 vién
4 |Kim Tién Thao [Cao kho Kim tién thiao |Thudc com |Hop 10 goi, 30 goi x 2g[ NSX 36 | 893210187925
AGI 480 (Extractum herbae

Desmodii styracifolii
siccum) (tuong duong
v&i 6000mg Kim tién
thao) 480mg

2. Co s6 diing ky: Cong ty c6 phan dwgc pham Phong Phu (Pia chi: Lo s6 12, duong s6 8, Khu cong nghiép Tan Tao,
Phuong Tan Tao A, Quan Binh Téan, Thanh Ph H6 Chi Minh, Viét Nam)

2.1. Co sé san xuét: Cong ty co phian dwgc phdm Phong Phii — Chi nhanh nha may Usarichpharm (Dia chi: L6 s6 12,
duong s 8, Khu cong nghiép Tan Tao, Phudng Tan Tao A, Quin Binh Tan, Thanh Phé H Chi Minh, Viét Nam)

5

Ant Takina 80

Cao kho Bach qua
(Extractum Ginkgo
bilobae siccum) 80mg

Vién nang
mém

Hop 3 vi x 10 vién,
Hop 6 vi x 10 vién,
Hop 10 vi x 10 vién

NSX

36

893200188025
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3. Co sé ding ky: Cong ty c6 phan dwoc Pham Vigt (Pong Duoc Viét) (Dia chi: Puong s 5, Khu cong nghiép Hoa
Binh, Xa Nhi Thanh, Huyén Tha Thura, Tinh Long An, Viét Nam)

3.1. Co sé sin xuét: Cong ty c6 phan dwoc Pham Viét (Pong Duge Viét) (Dia chi: Puong sé 5, Khu cong nghiép Hoa
Binh, X3 Nhi Thanh, Huyén Thu Thtra, Tinh Long An, Viét Nam)
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Trang Vi bDV

Cao dic nghé
(Extractum Curcumae
longae spissum) (tuong
duong 3000mg Nghé
(Rhizoma Curcumae
longae) ) 600mg

Dung dich
ubng

Hop 10 6ng x 10ml;
Hop 20 6ng x 10ml;
Hop 10 goi x 10ml;
Hop 20 goi x 10ml;
Hop 1 chai x 100ml

NSX

36

893200188125

4. Co sé diing ky: Cong ty c6 phan Duwoc Vit tw y té Hai Dwong (Pia chi: 102 Chi ling, phuong Nguyén Trai, thanh phd
Hai Duong, tinh Hai Duong, Viét Nam)

4.1. Co s6 san xuét: Cong ty c6 phan Dugc Vit tu y t&é Hai Dwong (Dia chi: 102 Chi lang, phuong Nguyén Trii, thanh
phd Hai Duong, tinh Hai Duong, Viét Nam)
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Skyld

Cao kho 14 bach qua
(Extractum Folii
Ginkgo siccus) (tuong
duong véi khong dudi
24% flavone glycosides
va 6% ginkgolides toan
phan) 120mg

Vién nang
cung

Hop 3 vi x 10 vién;
Hop 6 vi x 10 vién

NSX

36

893210188225

5. Co sé diang ky: Cong ty TNHH Duoc liéu Ha Noi GMP (Dia chi: Lo 87,88, Khu E, KCN Tay Bic Ga, phuong Pong
Linh, thanh phé Thanh Hoa, tinh Thanh Hoéa, Viét Nam)
5.1. Co s& sin xuit: Cong ty TNHH Duoc liéu Ha Noi GMP (Pia chi: L6 87,88, Khu E, KCN Tay Béc Ga, phuong Dong
Linh, thanh phé) Thanh Hoéa, tinh Thanh Hoéa, Viét Nam)
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Hoat Huyét
Dudng Nao
Haphatech

Cao dac Pinh lang
(Extractum Polysciacis
fruticosae spissum)
(twong duong voi
750mg DPinh ling (ré)
(Radix Polysciacis) )
150mg; Cao kho la
Bach qua (Extractum
Folii Ginkgo siccus)
(ham lugng flavonol
glycosid toan phan tir
22,0% -27,0%) Smg

Vién nén bao
phim

Hop 3 vi x 20 vién, hop
5 vix 20 vién, hop 1 lo
x 100 vién

NSX

24

893210188325

Ghi chu:

- Cdch ghi tiéu chudn chat lirong thudc tai cét (6): Nha san xudt (NSX), Tiéu chudan nha san xudt (TCNSX), Tiéu chudn co
5o (TCCS), In-house co6 y nghia twong dwong nhau, la tiéu chuan chat lwong thuoc do co so san xuat xdy dung va deu co thé
dwoc ghi trén nhan thuoc.



