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QUYET PINH

Vé viéc ban hanh danh muc 04 thudc co truyén san xuat trong nudc
dwoc cap giay dang ky lwu hanh tai Viét Nam - Dot 170

CUC TRUONG CUC QUANLY DUQC

Can cur Luat Duoc sé 105/2016/QH13 ngay 06/4/2016;

Can cur Nghi dinh SO 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy dinh
chure nang, nhiém vu, quyen han va co cdu té chire ciia B6 Y té;

Can cit Thong tw s6 32/2018/TT-BYT ngay 12/11/2018 ciia B trieéng Bo Y té
quy dinh viéc dang ky leu hanh thude, nguyén liéu lam thuoc;

Can cit Théng tw s6 29/2020/TT-BYT ngay 31/12/2020 ciia B trieéng Bo Y té
sita doi, b sung va bdi bé mét sé van ban quy pham phdp ludt do Bé truong B Y té
ban hanh, lién tich ban hanh;

Can cir Quyét dinh s6 7868/QD-BYT ngay 28/12/2018 cua Bo truong Bo Yté
quy dinh chirc nang, nhi¢m vu, quyén han va co cau 16 chire ciia Cuc Qudn 1y Durgc
thudc Bo Y té;

Can cir két ludn cia Hoi dong te van cdp gidy dang ky luu hanh thude, nguyén
liéu lam thuéc - Bé Y té;

Xét dé nghi ciia Truwong phong Pang ky thude, Cuc Quan 1y Duyr,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 04 thudc c6 truyén san
xuat trong nuée duge cp gidy dang ky luu hanh tai Viét Nam - Dot 170. Cac thude
tai Danh muc nay c6 s6 dang ky voi ky hiéu VD-...-21 va hiéu luc 05 nim ké tir ngay
ky ban hanh Quyét dinh nay.

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

1. San xuét thudc theo diing cac ho so, tai liéu da dang ky voi Bo Y t va phai
in sb dang ky dugc BO Y t& Viét Nam cép 1én nhan thude.

2. Chi duoc san xudt, dua ra luu hanh cac thude kiém soat dic biét khi co Gidy
ching nhan du diéu kién kinh doanh duoc pham vi kinh doanh thude phai kiém soat
dic biét phut hop v6i pham vi hoat dong cua co sé dap tng quy dinh tai khoan 5 Diéu
143 Nghi dinh s6 54/2017/ND-CP ngay 08/5/2017 cta Chinh phii quy dinh chi tiét
mdt s6 diéu va bién phap thi hanh Luat Duoc.

3. Thuc hién viéc cap nhat tiéu chuan chat lugng cta thudce theo quy dinh tai
Thong tu s0 11/2018/TT-BYT ngay 04/5/2018 ctia Bo truong Bo Y té quy dinh vé
chat lwong thude, nguyén liéu lam thudc.

4. Cap nhat nhén thudc, to huéng dan st dung thude theo quy dinh tai Thong
tu s6 01/2018/TT-BYT ngay 18/01/2018 cua Bo truong B Y té quy dinh ghi nhan
thudc, nguyén liéu lam thudc va to hudng dan st dung thude trong thoi han 06 thang
ké tir ngay ky ban hanh Quyét dinh nay, theo hinh thirc thay doi, bd sung gidy ding



ky Iuu hanh thubc quy dinh tai Thong tu s6 32/2018/TT-BYT ngay 12/11/2018 ciia
Bo truong BO Y té quy dinh viéc dang ky luu hanh thude, nguyén liéu 1am thube va
Thong tu s6 29/2020/TT-BY T ngay 31/12/2020 ciia Bo truong BO Y té sira doi, bd
sung va bai bo mot s van ban quy pham phap luat do B truong BO Y té ban hanh,
lién tich ban hanh.

5. Co so dang ky thudc phai bao dam duy tri diéu kién hoat dong trong thoi
gian hiéu lyc cta gidy ding ky luu hanh thudc, nguyén liéu 1am thude. Trong truong
hop khong con dap tmg du diéu kién hoat dong, co s¢ diang ky phai ¢6 trach nhiém
thyc hién thay ddi co so dang ky theo quy dinh tai Thong tu s6 32/2018/TT-BYT
ngay 12/11/2018 cia Bo truong Bo Y t€ quy dinh viéc dang ky luu hanh thude,
nguyén liéu 1am thudc trong thdi han 30 ngay ké tir ngay co s¢ ding ky khong con
du diéu kién hoat dong.

6. Co so san xuat thudc phai bao dam cac didu kién hoat dong cia co so san
xuat trong thoi han hiéu luc cia gidy dang ky luu hanh thudc, nguyén liéu 1am thude.

Piéu 3. Quyét dinh nay co hiéu lyc ké tir ngdy ky ban hanh.

Piéu 4. Giam dbc So' Y té cac tinh, thanh phd tryc thudc Trung wong va Gidm
ddc co s& san xuét va co sé dang ky c6 thudc tai Piéu 1 chju trach nhiém thi hanh
Quyét dinh nay./.
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BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Djc 1ap - Ty do - Hanh phic

DANH MUC 04 THUOC CO TRUYEN SAN XUAT TRONG NUGC DUQC CAP GIAY
PANG KY LUU HANH TAI VIET NAM HIEU LUC 05 NAM - PQT 170

Ban hanh kém theo Quyét dinh s6: 3.12../QD-QLD, ngay 01.09./2021

1. (;(‘mg ty ding ky: Cong ty c¢6 phin dwoc pham Trung wong I - Pharbaco (B/c: 160 Tén Dirc
Thang - Ha Noi - Viét Nam)

1.1 Nha san xuét: Cong ty ¢6 phan dwoc phdm Trung wong I - Pharbaco (B/c: Thén Thach Léi,
xd Thanh Xudn, huyén Soc Son, TP. Ha Noi - Viét Nam)

Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy cich

b S diing ky
Ham lwgng ché tho | chuan| dong géi o dang ky

STT Tén thudc

1 |Giai doc gan Trung Mbi goi 10g cbm  |Thube cdm | 36 |TCCS |Hop 10 goi, 20 | VD-35328-21
uong 1 chira: Cao kho Di¢p thang 261 x10g
ha chau 1,0g; Cao
kho tam that 0,5¢g;
Cao kh6 Kim ngan
hoa 0,4g; Cao kho
cam thao 0,3g; Cao
kho Thao quyét
minh 0,45g; Cao
kho Ciic hoa tring
0,lg

2. Cong ty dang ky: Cong ty ¢6 phan dwge vat tw y té Hai Dwong (D/c: S6 102 Chi Ling,
phuwong Nguyén Trdi, thanh pho Hai Duong, tinh Hai Duwong - Viét Nam)

2.1 Nha sén Xuit: Cong ty ¢6 phan dwoc vat tu y té Hai Dwong (P/c: S6 102 Chi Ling, phwong
Nguyén Trdi, thanh pho Hai Duong, tinh Hai Duong - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch

8 5 h b S6 diing ky
STT Tén thude Ham lrong ché tho | chuan| doéng goi o
2 |Bat tran Cao dic hon hop Vién nang 36 |TCCS [Hop 03 vi, 06 VD-35329-21
duogc liéu (tuong cung thang vi, 10 vix 10
duong 1125mg dugc vién

lidu gom: Pang sim
250mg; Bach thuoc
250mg; Bach linh
250mg; Cam thao
125mg; Thuc dia
250mg)

Trang 1



321,4mg; Cao dac
hén hop dugc lidu
(twong duong
750mg dugc liéu
gém: Puong quy
250mg; Bach truat
250mg; Xuyén
khung 250mg)
100mg

3. Cong ty ding ky: Cong ty c6 phan Meotis Viét Nam (D/c: Thon Tuwong Chiic, Xd Ngii Hiép,
Huyén Thanh Tri, Tp. Ha Noi - Viét Nam)

3.1 Nha séan xuét: Nha may HDPHARMA EU-Céng ty ¢6 phan dwge VTYT Héi Dwong (D/c:
Thira dat so 307, cum Cong nghiép Cam Thuong, phwong Cam Thuwong, Tp. Hdi Dwong, tinh Hdi

Duong - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé d ,
2 allg ] y 0 dang k
STT Tén thube Ham lrgng ché tho | chuan| doéng goi o
3 |Thudc ho riia vang Mbi 5ml thude udng |Cao long 24 [TCCS |HopO1 chaix | VD-35330-21
chira: To tir 0,48g; thang 100ml, 125ml;

Puong quy 0,32g;
Tién ho 0,2g; Qué
0,16g; Dai tao
0,32g; Ban ha béc
0,48g; Cam thao
0,2g; Hau phac
0,24g; Can khuong
0,12g; To diép 0,12g

Hop 02 vi, 04
vi x 05 6ng x
Sml; Hop 02 vi,
04 vi x 05 éng
x 10ml

4. Cong ty dang ky: Cﬁpg ty TNHH Nam Dwoc (D/c: Lo M 13 (C4-9) - Khu Cong nghiép Hoa
Xa, xa My Xa, thanh pho Nam Dinh, tinh Nam Pinh - Viét Nam)
4.1 Nha san xuit: Cong ty TNHH Nam Dwgc (D/c: Lo M 13 (C4-9) - Khu Cong nghiép Hoa Xa,
xa My Xa, thanh pho Nam Pinh, tinh Nam Dinh - Viét Nam)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch Sé da ,
. B 2 0 dang k
STT Tén thube Ham lugng ché tho [ chuan déng géi gy
4 [Nam Duoc sang mat Cao kho hon hop Vién nang 36 [TCCS [HopSvix 10 VD-35331-21
dugc li¢u 0,4g chira: |cung thang vién

Thuc dia 0,4g;
Hoai son 0,25g; Son
thu 0,25g; Mau don
bi 0,2g; Phuc linh

Trang 2




0,2g; Trach ta 0,2g;
Cuc hoa 0,2g; Cau
ky tir 0,2g; Puong
quy 0,15g; Bach
truat 0,15g

Trang 3
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