BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Déc 1ap - Tu do - Hanh phic
S6:831  /Qb-QLD Ha Ngi, ngay2l  thing 12 ndm2022
QUYET PINH

V& viéc ban hanh danh muyc 10 thudc duorc liéu, thude ¢d truyén san xuit trong
nuéc dwge cap giay ding ky luu hanh tai Viét Nam - Dot 180

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duwoc so 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh so 95/2022/NP-CP ngay 15/11/2022 cia Chinh phii quy
dinh chure nang, nhiém vu, quyén han va co cdu t6 chirc cia Bo Y té;

Can cir Théng tw s6 08/2022/TT-BYT ngay 05/09/2022 ciia Bé trucng Bo Y té
quy dinh viéc dang ky luu hanh thuéc, nguyén liéu lam thuéc;

Can cir Quyét dinh s6 7868/0D-BYT ngay 28/12/2018 cua B¢ truong Bo Y té
quy dinh chirc nang, nhiém vu, quyén han va co cdu té chire ciia Cuc Quadn 1y Durge
thuéc B3 Y té;

Can ci két ludgn cia Hoi dong tw van cdp gidy dang ky luu hanh thubce, nguyén
liéu lam thuoc - Bo Y té;

Theo dé nghi ciia Truéng phong Dang ky thuéc, Cuc Quan Iy Duorc.

QUYET PINH:

Dleu 1. Ban hanh kem theo Quyét dinh nay danh muc 10 thudc dugce lidu,
thudc ¢ truyén san xuat trong nudc dugc cp gidy ding ky luu hanh tai Viét Nam -
Dot 180 (Phu luc kem theo). Cac thudc tai Danh muc nay co $6 dang ky voi ky hiéu
VD-...-22 va hiéu lyc 05 nam ké tir ngay ky ban hanh Quyét dinh nay.

Piéu 2. Co s6 san xuit va co so ding ky thude c6 trach nhiém:

1. San xuét thudc theo dung cac hd so, tai liéu da ding ky voi BO Y té va phai
in s6 ding ky dugc BO Y té Viét Nam cap 1én nhén thude.

2. Thuc hién viéc cap nhat tiéu chuan chit luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ctia B truong Bo Y té quy dinh vé
chat lugng thude, nguyén liéu 1am thude.

3. Cap nhat nhén thudc, t& hudéng dan sir dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 ctia B trudong Bo Y té quy dinh ghi nhan
thudc, nguyén liéu 1am thudc va to huéng dan sir dung thude trong thot han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay d6i, bd sung gidy ding
ky luu hanh thuée quy dinh tai Thong tu s6 08/2022/TT-BYT.

4. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy ding ky Iuu hanh thudc, nguyén liéu 1am thudc. Trong trudng
hop khong con dap ang du diéu kién hoat dong, co s¢ dang ky phai co6 trach nhiém
thue hién thay doi co s¢ dang ky theo quy dinh tai Thong tu sé 08/2022/TT-BYT
trong thoi han 30 ngay ké tur ngay co so dang ky khong con du diéu kién hoat dong.

5. Co s6 san xuat thude phal bao dam cac diéu kién hoat dong clia co sd san
xuét trong thoi han hiéu lyc cua gidy dang ky Iuu hanh thudce, nguyén liéu lam thudc.



6. D6i v6i ban thanh pham duoc lidu duoc nhap khau hodc duoc san xuit sau
ngay 01/01/2021 khong phai do co so san xuat thude thanh pham san xuat, co sd chi
duoc st dung ban thanh phém duoc liéu da duoc cép Giéy dang ky Iuu hanh dé san
xuét thudc.

Piéu 3. Quyét dinh ndy 6 higu lyc ké tir ngdy ky ban hanh.

~ Diéu 4. Giam doc SO'Y t€ cac tinh, thanh pho tryc thuc Trung wong va Giam
doc co sO san xuat va co sé dang ky c6 thuoc tai Di€u 1 chiu trach nhi€ém thi hanh
Quye¢t dinh nay./.
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- Nhu Diéu 4;
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- Téng Céng ty Dugc Viét Nam - Cong ty CP;

- Cac Bénh vién, Vién c6 giuong bénh tryc thugc Bo Y té;

- Trung tam mua sim tap trung thudc quoc gia;
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Website;

- Luu: VT, BKT.

CUC TRUONG



Phu luc
DANH MUC 10 THUOC DUQC LIEU, THUOC CO TRUYEN SAN XUAT TRONG
NUGC PUQC CAP GIAY PANG KY LUU HANH TAI VIET NAM HIEU LUC 05

, , NAM - POT 180
(Kém theo Quyét dinh so. 831...../OD-OLD ngay.21../12./2022 ciia Cuc Quan Iy Duoc)

1. Co'sé ding ky: Cong ty c6 phan dwoc phadm Ha Tay (Dia chi: S6 10A, phd Quang Trung, phuong
Quang Trung, Quan Ha Bong, Ha N6i, Viét Nam)
1.1. Co s6 san xuit: Cong ty c6 phin dwoc phdm Ha Tay (Pia chi: T6 dan phd sb 4, P. La Khé, Q.
Ha bong, TP. Ha No6i, Viét Nam)

A I Hoat chit chinh, Dang | Tudithg | Tiéu Quy céch £ oo ,
STT | Tén thuoc ham lwong bao ché | (thang) | chuan dong goi S0 ding ky
Mdi 5ml si ro chﬁa: Hop 20 én
1 | Biobestp | Men bia tinh ché Si 16 36 Tccs | P & | VD-35969-22
200mg x 5 ml

2. Co sé diang ky: Cong ty C6 phan Dwge phdm Khang Minh (Pia chi: D19/37K Huong 16 80, Vinh
Loc B, Binh Chanh, Tp H6 Chi Minh, Viét Nam)
2.1. Co s6 san xuit: Cong ty C6 phan Dwoc phdm Khang Minh (Dia chi: D19/37K Huong 16 80, Vinh
Loc B, Binh Chanh, Tp Ho Chi Minh, Viét Nam)

Hoat chit chinh,

Dang

Tudi tho

Tiéu

Quy cach

STT | Tén thude ham luwgng bao ché | (thang) | chuén dong goi $6 diing ky
Hoat huvét Cao dac Dinh lang Vién ?i(éfl .1}}2 68
2 dud Y 150mg; Cao kho 14 nang 36 TCCS on, Hiop VD-35970-22
udng nao ) , tai x 5 vix
Bach qua 50mg cing 10 vien

3. Co so ding Ky: Cong ty ¢6 phan Dwoc phim Trung wong 3 (Dia chi: 16 Lé Pai Hanh, Phudng Minh
Khai, Quan Hong Bang, Thanh phd Hai Phong, Viét Nam)
3.1. Co sé san xuit: Cong ty c6 phan Dwoc phdm Trung wong 3 (Pia chi: S 28, Puong 351, Xa Nam
Son, Huyén An Duong, Thanh phé Hai Phong, Viét Nam)

A £ Hoat chit chinh, Dang | Tuditho | Tiéu Quy cach £ oax ,
STT | Tén thuoe ham luwgng bao ché | (thang) | chuan déng géi S0 dang ky
Cao khd beéo hoa Hop 3 vi x
dau (twong duong o 10 vién;
Tobloods v6i 3,6 gam Béo Vien Hop 6 vi x
3 250 mg hoa dau (Azolla gzﬁg 36 Tees 10 vién; VD-35971-22
Microphylla & Hop 10 vi x
azollaceae) 250mg 10 vién
Cao kho Béo hoa
dau (twong duong
voi 25,92¢g béo hoa R .
4 | Tobloods 1 45 Azolla Si 16 36 Tecs | Hop 0T chai |y 35675 55
Siro . 60ml
Microphylla
azollaceae)

1,8¢/60ml




4. Co sé diang ky: Cong ty cb6 phin Dugc phdm VCP (Pia chi: Thanh Xuédn - S6c Son - Ha Noi, Viét
Nam)
4.1. Co sé san xuat: Cong ty co6 phan Dwoc phdm VCP (Dia chi: Thanh Xuén - Séc Son - Ha Noi, Viét
Nam)

Hoat chit chinh, Dang | Tudithg | Tiéu Quy céch

ham lwong bao ché | (thing) | chudn | doéng géi So dang ky

STT | Tén thube

Cao kho 14 bach qua
(Extractum Folii
Ginkgo siccus)
(twong duong voi
khong dudi

1,2mg flavonoid
toan phan) 5mg;
Cao kho ré dinh
lang 12,5 :1
(Extragtum Radix Vién nén o
Polysciacis siccum) bao 36 TCCS Hop 01 1o x
(tvong duong vdi him 100 vién
750mg 1 dinh lang) | P
60mg flavonoid
toan phan) 5mg;
Cao kho ré dinh
lang 12,5 :1
(Extractum Radix
Polysciacis siccum)
(twong duong voi
750mg ré dinh ling)
60mg

5 | Ceragon VD-35973-22

5. Co sé ding ky: Cong ty c6 phan Dwoc LaAm Pong (LADOPHAR) (Pia chi: 18 Ngb Quyén, phuong
6, thanh phé Pa Lat, tinh Lam Déng, Viét Nam)

5.1. Co s6' san xuit: Nha may chiét xuit dwgc liéu - Cong ty c6 phian Dwge Lam Péng (LADOPHAR)
(Pia chi: Khu cong nghiép Phu Hoi - Dirc Trong, Lim Pdng, Viét Nam)

A £ Hoat chit chinh, Dang | Tuditho | Tiéu Quy cach £ s ,
STT | Tén thuée ham lugng bao ché | (thang) | chuan déng goi S0 dang ky
Cao kho o A 4l Nguyén Tai 1 kg; 5
6 | Diépha ;351¢f’1hacggal‘(lh%ang ligulam | 24 | TCCS | kg 10kg; | VD-35974-22
chau dang ~E 8 thuoe 15 kg

6. Co sé ding ky: Cong ty Co phian Sao Thai Dwong (Dia chi: 92 Vinh Hung, Hoang Mai, Ha Noi, Viét
Nam)

6.1. Co s¢ san Xuét: Chi nhanh Céng ty Co phan Sao Thai Dwong tai Hi Nam (Pia chi: Khu cong
nghiép DBong Van, thi tran Pong Van, huyén Duy Tién, tinh Ha Nam, Viét Nam)

Hoat chit chinh, Dang | Tuditho | Tiéu Quy cach

ham lugng bao ché | (thang) | chudn | déng géi So ding ky

STT | Tén thube




Cao déc dinh lang

2,25g (twong duong
Tudn hodn re dinh ?éng y Hop 1 clhai
7 |nfoThai | 1%2°8)Caold Caolong | 36 | Tccs | 100mLoyp 3597500
Duong bach qua 0,75g‘ 250ml,
(twong duong la 300ml
bach qua
7,52)/100ml

7. Co s6¢ diang ky: Cong ty co phan Traphaco (Pia chi: 75 Yén Ninh, Ba Dinh, Ha N6i, Viét Nam)
7.1. Co s& san xuat: Cong ty co phin cong nghé cao Traphaco (Dia chi: Xa Tan Quang, huyén Vin Lam,
tinh Hung Yén, Viét Nam)

A £ Hoat chit chinh, Dang | Tudithg | Tiéu Quy céch £ oo ,
STT | Tén thuge ham lugng bao ché | (thang) | chuan déng géi S0 dang ky
Cao 14 Che day =
8,7:1 (Extractum Vvien Hop 9 vi x
8 | Ampelop > . nang 36 TCCS SN VD-35976-22
Folii Ampelopsis) , 10 vién
cung
500mg
Cao kho Actiso EP Hop 1 vi, 2
Vi‘én nang | (Extractum Cynarae Vién vi, 3 vi, 5 vi,
9 | mém siccus) 300mg (ham nang 24 TCCS | 6vi, 8 vi, 10 | VD-35977-22
Actisd luong Acid mém vi, 12 vix
chlorogenic > 0,6%) 10 vién.

8. Co sé¢ ding ky: Cong ty TNHH Dwoc phim Nhéit Nhit (Dia chi: Cum cong nghiép Lién Hung, 4p
Binh Tién 2, x3 Dirc Hoa Ha, huyén Dtrc Hoa, tinh Long An, Vi¢t Nam)
8.1. Co sé san xuéat: Cong ty TNHH Dwgc phdm Nhat Nhét (Dia chi: Cum cong nghiép Lién Hung, ap
Binh Tién 2, x3 Dirc Hoa Ha, huyén Buc Hoa, tinh Long An, Vit Nam)

A £ Hoat chit chinh, Dang | Tuditho | Tiéu Quy cach £ oas ,
STT | Tén thuée ham lugng bao ché | (thang) | chuan déng géi S0 dang ky
N{éi 300mg cao kho
hon hop dugce 11¢‘u Hop 2 vi, 3
(tuong dwong Hoe vix 10 vién;
Ha 4p Nhat (Nu hoa) 830mg; Vién nén Hop 1 Lo x’
10 Nhétp Dira can (13) bao 36 TCCS 30% g | VD-35978-22
250mg; Cuac hoa phim vien 1’00
vang 80mg; Co ngot Vi’én

17 mg; Sen (cay
mam) 80mg.




