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QUYET PINH

Vé viéc ban hanh danh muc 11 thudc sin xuit trong nuwéc
duge cap giay diang ky luwu hanh tai Viét Nam - Dot 178.1

CUC TRUONG CUC QUAN LY DUQC

Can cir Ludt Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ciia Chinh phii quy dinh
chire nang, nhiém vu, quyén han va co cdu t6 chire cia BY Y té;

Can cik Théng tw s6 3212018/TT-BYT ngay 12/11/2018 ciia Bé truéng Bo Y té
quy dinh viéc dang ky luu hanh thuée, nguyén liéu lam thudc;

Can cu Thong tu so 29/2020/TT—BYT ngay 31/12/2020 cua Bo truong Bo Yte
swka doi, b6 sung va bai bé mét sé vin ban quy pham phdp ludt do Bé truong B Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh sé 7868/0D-BYT ngay 28/12/2018 cua Bo truong Bo Y té
quy dinh chitcc nang, nhiém vy, quyén han va co cau t6 chire ciia Cuc Quan 1y Durgc
thudc Bo Y té;

Can cir két lugn ciia Héi dong tw van cdp gidy dang ky luu hanh thudc, nguyén
liéu lam thuéc - Bo Y té;

Theo dé nghi ciia Truong phong Ping ky thuée, Cuc Quan 1y Duorc.

QUYET PINH:

Piéu 1. Ban hanh keém theo Quyét dinh nay danh myc 11 thudc san xuét trong
nuée duge cp gidy dang ky luu hanh tai Viét Nam - Dot 178.1 (Phu luc kém theo).
Céc thudc tai Danh muc nay ¢6 s dang ky v6i ky hiéu VD-...-22 va hiéu luc 05 nim
ké tir ngay ky ban hanh Quyet dinh nay.

Picu 2. Co s0 san XUt va co so dang ky thube c6 trach nhiém:

1. San xuét thudc theo dung cac hd so, tai liéu da dang ky voi Bo Y té va phai
in s dang ky dugc B Y té Viét Nam cép 1én nhan thudc.

2. Chi dugc san xuit, dua ra luu hanh céac thude kiém soat dac biét khi co Giéy
chung nhéan dua diéu kién kinh doanh dugc pham vi kinh doanh thudc phai kiém soét
dic biét phu hop voi pham vi hoat dong cuia co sd dap ing quy dinh tai khoan 5 Piéu
143 Nghi dinh sé 54/2017/ND-CP ngay 08/5/2017 cta Chinh phii quy dinh chi tiét
mot s6 dicu va bién phap thi hanh Luat Dugc.

3. Thuc hién viéc c@p nhat tiéu chuan chat luong cua thudc theo quy dinh tai
Thong tu s6 11/2018/TT-BYT ngay 04/5/2018 ciia Bo truong Bo Y té quy dinh vé
chat lugng thude, nguyén lidu lam thude.

4. Cap nhat nhan thudc, to hudéng dan sir dung thudc theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong BO Y té quy dinh ghi nhin
thudc, nguyén liéu lam thude va to huéng din st dung thube trong thot han 06 thang
ké tir ngdy ky ban hanh Quyét dinh nay, theo hinh thuc thay d6i, bo sung gidy dang
Ky lyu hanh thudc  quy dinh tai Thong tu 50 32/2018/TT-BYT ngay 12/11/2018 cua
Bo truong Bo Y té quy dinh viéc dang ky Ivu hanh thubc, nguyén liéu 1am thude va



Thong tu sd 29/2020/TT-BYT ngay 31/12/2020 cua B truong BO Y £ stra doi, bo
sung va bii bo mot s vin ban quy pham phép luat do Bo truong B Y té ban hanh,
lién tich ban hanh.

5. Co s¢ ding ky-thude phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cua gidy dang ky luu hanh thudc, nguyén liéu lam thude. Trong truong
hop khong con dap img du diéu kién hoat dong, co so dang ky phai ¢6 trach nhiém
thuc hién thay d6i co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cta Bo truong B6 Y t& quy dinh viéc dang ky luu hanh thude,
nguyén liéu lam thudc trong thoi han 30 ngay ké tir ngay co s¢ ding ky khong con
du diéu kién hoat dong.

6. Co s& san xuat thudc phai bao dam cac diéu kién hoat dong cta co sO san
xudt trong thoi han hiéu luc cua gidy ding ky luu hanh thude, nguyén liéu 1am thude.

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

Picu 4. Giam dbc S¢ Y té cac tinh, thanh phd truc thudc Trung wong va Gidm
dbc co s& san xudt va co sé dang ky co thude tai Piéu 1 chiu trach nhiém thi hanh
Quyét dinh nay./.
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Phu luc
DANH MUC 11 THUOC SANXUAT TRONG NUOC PUQC CAP GIAY PANG KY
LUU HANH TAILVIET NAM HIEU LUC 05 NAM - PQT 178.1

(Ban hanh kém theo Quyét dinh sa: 481..../0D-OLD ngay 22 thing 08 ndam 2022
cua Cuc Quan Iy Duoc)

1. Cong ty ding ky: Cong ty c6 phan dwec my pham Bao An (B/c: S6 2/115, ngé 2, dwong Pinh
Cong Thuong, P.-Dinh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)

1.1 Nha san xuét: Céng ty c6 phan dwgc pham Ha Tay (B/c: Té dan pho sé 4 - P.La Khé - Q.Ha
Péng - Tp..Ha Ngi - Vit Nam)

. ; Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach £ oac ,
. ey h So dang k
STT Tén thuoc Ham lwgng che the |chuan|  déng géi 0 qans Xy
1 |BATIKA Ubidecarenon 30 Vién nang 36 |TCCS [Hop 3 vix 10 VD-35710-22
mg; mém thang vién; Hop 5 vi x
D-alpha-tocopherol 10 vién
6,71 mg

2. Cong ty ding ky: Cong ty cé phan dwec pham Agimexpharm (B/c: S6 27 Nguyén Thai Hoc,
Phwong My Binh, Tp. Long Xuyén, An Giang - Viét Nam)

2.1 Nha san xuét: Chi nhanh cong ty c6 phan dwgc pham Agimexpharm- Nha may sin xuat
dwoc pham Agimexpharm (B/c: Buong Vi Trong Phung, Khdm Thgnh An, P. My Théi, TP. Long
Xuyén, Tinh An Giang - Viét Nam)

. P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
2 ang « h diang k
STT Tén thuoc Ham lwgng che the |chuan doéng goi 0 dang Xy
2 |Arpyxin L-Arginin Vién nén bao| 24 |TCCS [Hop3vix10 | VD-35711-22
hydroclorid 250mg ; [phim thang vién

Thiamin hydroclorid
100mg; Pyridoxin
hydroclorid 20mg

3. Cong ty ding ky: Cong ty Co phan Dwoc pham Pat Vi Phii (B/c: Lé M7A, Puong D17, KCN
My Phuoc 1, phuwong Thoi Hoa, thi xa Bén Cat, tinh Binh Duong - Viét Nam)

3.1 Nha sén xuat: Cong ty Co phan Dugc pham Pat Vi Pha (D/c: L6 M74, Puwong D17, KCN
My Phuoc 1, phuwong Thot HOa, thi xa Bén Cét, tinh Binkh Duong - Viét Nam)

Trang 1




. p Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
¢ Ry 2 d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
3 [Janus-30 Dapoxetin (dudi Vién nén bao| 36 |TCCS [Hop 2vix 4 VD-35712-22
dangDapoxetin phim thang Vvién
HCI)30mg
4 |Janus-60 Dapoxetin (dudi Vién nén bao| 36 [TCCS [Hop 2 vix 4 VD-35713-22
dang Dapoxetin phim thang vién
HCI) 60mg

4. Cong ty diang ky: Cong ty c6 phan dwoc pham Ha Tay (P/c: S6 10A, Phé Quang Trung, P.
Quang Trung, Q. Ha Pong, TP. Ha N¢i - Viét Nam)

4.1 Nha san xuat: Cong ty c6 phan dwoc pham Ha Tay (P/c: T6 dan phé sé 4 - P.La Khé - Q.Ha
Péng - Tp. Ha Ngi - Vit Nam)

A P Hoat chat chinh - | Dang bao Tudi| Tiéu Quy cach Sé d .
: ang t h d k

STT Tén thuoc Ham lwgng che the |chuan dong goi 0 dang Xy

5 +{Ampacol Paracetamol 250 mg [Vién nén 24 |TCCS [Hop 3vi; hop 5| VD-35714-22
phén tan thang vi; hop 10 vi X
10 vién
6 |SM.AMOXICILLIN Amoxiccilin (dudi  |Vién nén 36 |[TCCS [HOp10vix 10 | VD-35715-22
1000 dang Amoxicilin phan tan thang vién
trihydrat) 1000 mg

5. Cong ty ding ky: Cong ty Cé phan Dwoc pham OPV (P/c: S6 27, Puong 3A, KCN Bién Hoa
II, Phirong An Binh, thanh pho Bién Hoa, tinh Hong Nai. - Viét Nam)

5.1 Nha sin xuat: Cong ty Cé phan Dwgc pham OPV (B/c: So 27, Puong 3A, KCN Bién Hoa I,
Phuong An Binh, thanh pho Bién Hoa, tinh Dong Nai. - Viét Nam)

) < Hoat chit chinh - | Dangbao |Tudi| Tieu | Quy cach £oas o
: < h So dang k
STT Tén thudc Ham lwgng che the |chuan|  déng géi 0 cans Xy
7 |Tinifast 120 Fexofenadine Vién nén bao| 24 [TCCS [Hop 1,10vix | VD-35716-22
hydrochloride phim thang 10 vién
120mg
8 [Tinifast 180 Fexofenadine Vién nén bao| 24 |TCCS [Hop1,10vix | VD-35717-22
hydrochloride phim thang 10 vién
180mg

6. Cong ty ding ky: Cong ty lién doanh Meyer-BPC (B/c: 643, quoc 16 60, phirong Phl Tan,

thanh phé Bén Tre, tinh Bén tre - Viét Nam)

6.1 Nha san xuat: Cong ty lién doanh Meyer-BPC (B/c: 643, quéc 16 60, phuong Phi Tan, thanh
pho Ben Tre, tinh Bén Tre - Vigt Nam)
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. P Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach Sé di ,
2 1Y h d k
STT Tén thuoc Ham lwgng ché tho [chuan| déng goi 0 dang xy
9 [Meyercemol Paracetamol Dung dich 24 [TCCS [Hop 20 goi VD-35718-22
200mg/5ml uong thang 5ml; hop 20
ong 5ml; hop
01 chai 100ml
7. Cong ty ding ky: Cong ty TNHH sinh dwoc pham Hera (B/c: Lé A17 KCN Tir Ha, Phirong
Tir Ha, Thi xa Huong Tra, tinh Theza Thién Hué - Viét Nam)
7.1 Nha san xuat: Cong ty TNHH sinh dwoc pham Hera (P/c: L6 A17 KCN Tir Ha, Phuong Tir
Ha, Thi xa Huong Tra, tinh Thira Thién Hue - Viét Nam)
e Hoat chit chinh - | Dang bao |Tuéi| Tiéu | Quy cach Lo
¢ v h Sod k
STT 7on thuide Ham lrgng ché | tho [chuin| dénggei | e
10 |Heraace Ramipril 1,25mg Vién nang 36 |BP Hop 3 vi x 10 VD-35719-22
cang thangfhién |vién
hanh
11 |Heraace Ramipril 10mg Vién nang 36 |BP Hop 3 vi x 10 VD-35720-22
cang thangfhién |vién
hanh

Trang 3
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