BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phiic
56: 376/Qb QLD Ha Noi, ngay 19 thang 6 ndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 10 thudc nuéc ngoai
dugc cap s6 dang Ky luu hanh tai Viét Nam - Dot 99 (Bo sung)

CUC TRUONG CUC QUAN LY DUOC

il

Can ci Luat Dugce ngay 06/4/2016;

Can cir Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 clia Chinh pha quy
dinh chic nang, nhiém vu, quyén han va co cdu t6 chirc ctia Bo Y t€;

Can cir Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cia Bo truong Bo Y
t€ quy dinh chirc nang, nhiém vu, quyén han va co cfu 16 chirc cta Cuc Quan ly
duge thude Bo Y t€;

Can ci Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia Bo Y t& quy
dinh viéc dang ky thudc;

Can ¢t y kién ciua Hoi dong tu vin cip gidy dang ky lwu hanh thudc,
nguyen li¢u lam thuoc - BO Y té€;

Xét dé nghi cia Truong Phong Ding ky thudc - Cuc Quén ly Dugc,
QUYET PINH:

biéu 1. Ban hanh kém theo Quyét dinh nay danh muc 10 thube nude
ngoai duge cap s6 dang k¥ luu hanh tai Viét Nam - Dot 99 (Bo sung).

Diéu 2. Nha san xudt va cong ty dang ky thudc ¢6 trach nhiém cung cap
thube vao Viét Nam theo ding cédc hé so tai liu da dang ky véi Bo Y €. S6 dang
ky duge B6 Y t& Viét Nam cdp phai dugc in 1én nhan thu6e. S6 ding ky c¢o ky
hiéu VN-.....-18 ¢6 gid tri 05 nam ké tir ngay k¥ Quyét dinh.

biéu 3. Nha san xudt va cong ty dang ky thuSc phai chdp hanh ddy du
phdp luat cia nuéc CHXHCN Viét Nam va ciac quy dinh ctia BO Y t€ vé nhap
khau thudc va luu hanh thudc tai Viét Nam; néu ¢ bt cif thay déi gi trong qué
trinh lvu hanh thu6e & nude s tai va ¢ Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duoc - BO Y t&€ Viét Nam.

Diéu 4. Quyét dinh c6 hic¢u luc ké tir ngay ky ban hanh.



Piéu 5. Gidm doc S& Y t€ céc tinh, thanh phé truc thudc trung uong,
gidam d6c nha san xuat va cong ty ding ky c6 thude tai Diéu 1 chiu tréch nhiém
thi hanh Quyét dinh nay./.

KT. CUC TRUQN G
Noi nhén: PHO CUC TRUONG
- Nhu biéu 5;
- Bo trudmg Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Qubc Cudmg (dé bic):
- CT. Vil Tuén Cuong (dé blc);
- Cuc Quin Y - B6 Quéc phong, Cuc Y 1€ - BO Cong an;
- Cuc Y t&€ Giao thong vén tai - Bo Giao thong van tii;
- Téng cuc Hai quan - Bo Tai chinh;
- Bao hiém Xi hoi Viét Nam;
- Vu Phép ché&, Cuc Quan 1y Y, Dugc ¢6 truyén, Cuc Quan 1y
Khadm, chita bénh - BO Y t€, Thanh tra BO Y té;
- Vién KN thude TW, Vién KN thuée TP. HCM;
- Téng Céng ty Dugc VN;
- Céc Cong ty XNK Duge phim;
- Céc Bénh vien & Vién cggnrimg bénh truc thude Bo Y t&;
- Website ctia Cuc QLD, Tap chi Duge & MP - Cue QLD;
- Linu: VT, KDD, DKT(10).



https://tailieuluat.com/quyet-dinh-376-qd-qld-vb3042.html

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY bUQC

Doc ldp - Ty do - Hanh phic

DANH MUC 10 THUOC NUGC NGOAI PUGC CAP SO PANG KY HIEU LUC 5 NAM
DOT 99 (B6 sung).

Ban hanh kém theo quyét dinh s6:376 /QD-QLD, ngay 19/6/2018.

1. Céng ty diing ky: Céng ty c6 phin BGP Pharma (D/c: 32/37 Ong ich Khiém, Phicmg 14,
quan 11, Tp. Ho6 Chi Minh - Viét Nam)

1.1 Nha san xuéit: Korea Arlico Pharm. Co., Ltd. (D/c: 21, Yongso 2-gil, Gwanghyewon-myeon,
Jincheon-gun, Chungcheongbuk-do - Korea)

; a o Hoat chét chinh - | Dang biao |Tudi| Tiéu | Quy cich % ;
. SRR Ham lugng ché tho [chudn| déng goi 56 diing Ly
I |Interginko Tab (Ginkgo |Cao Ginkgo biloba |Vién nénbao| 36 [NSX |Hop 10vix 10 | VN-21147-18

leaf extract 80mg) (twong duong phim thiang

ginkgo flavon
glycosid 19,2mg))
80mg

vién

2. Cong ty diing ky: Cong ty C6 Phin Dwge Phiim Qubc Té Dire An (P/e: S6 nha 12, ngo

72/1/101 dwong Nguyén Trai, Phuong Thuong Dinh, Qudn Thanh  Xudn, Thanh phé Ha Néi -
Viét Nam)

2.1 Nha san xuét: Furen Pharmaceutical Group Co., Ltd. (D/c: Xuan Wu Economic Developing
Area, LuYi County, Henan - China)

Hoat chiit chinh - | Dang bao |Tudi| Tidu | Quycich | g 400\
L Tén thude Ham lugng ché tho |chuéin dong goi i dang &y
2 |Aleclo Diclofenac natri  |Dungdich | 36 |[NSX [Hop 10 éng VN-21148-18
75mg/3ml tiém thing 3ml

3. Cong ty diing ky: Cong ty TNHH Duwgc pham Thiét bi y té Au Viét (D/c: S6 16 duong 266,
P6, 0.8, TP. HCM - Viét Nam)

3.1 Nha sin xuit: M/s Bio-Labs (Pvt) Ltd. (P/c: Plot No. 145 Industrial Triangle, Kahuta Road,
Islamabad - Pakistan)

= Hoat chit chinh - | Dang bao |Tudi| Tieu | Quyecich | gg 4o o
L Tén thude Ham lugng ché tho |chuén| déng goi i
3 |Fexguard- 180 . Fexofenadin Vién nén bao| 36 |USP38|HOp 3 vix 10 VN-21149-18
hydrochlorid phim thang vién
Trang |




4 |PV-Koff Syrup M&i Sml chira: Sird. 24 INSX [Hop1chai | VN-21150-18
Diphenhydramin thang 90ml
hydroclorid
13.5mg: Ammoni
clorid 131,5mg
4. Cong ty ding ky: Gedeon Richter Ltd. (D/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)
4.1 Nha sin xuét: Gedeon Richter Plc. (B/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)
e Hoat chit chinh - | Dangbao |Tudil Ticu | Quyeich | ggqum0 1o
STX Tonithuoe Ham lugng ché tho |chufin| déng goi ol
5 |Ednyt Smg Enalapril maleat 5 | Vién nén 36 INSX [Hop3vix10 | VN-21151-18
mg thiang vién

5. Cong ty ding ky: Gedeon Richter Ple. (D/c: Gyomroi ut 19-21, Budapest, 1103 - Hungary)

5.1 Nha sin xuit: Gedeon Richter Ple. (D/c: Gyomroi it 19-21, Budapest, 1103 - Hungary)

S o3 Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich
L Ton e Ham lugng ché tho |chudn| déng géi
6 |Panangin Magnesi aspartat Vién nén bao| 60 [Nha |H¢p 1 1o 50
anhydrat (dudi dang |phim thang|san vién
Magnesi aspartat Xudt

tetrahydrat 175mg)
140mg; Kali aspartat
anhydrat (dudi dang
Kali aspartat
hemihydrat
166,3mg) 158mg

S6 dang ky

VN-21152-18

6. Cong ty dang ky: M.s. Baroque Pharmaceuticals Pvt. Ltd. (D/c: 193/2&3, Sokhada-388620,
Tal-khambhat, Dist.-Anand, Gujarat state - India)

6.1 Nha san xuiit: Baroque Pharmaceuticals Pvt. Ltd. (D/c: 192/2&3, Sokhada-388620, Ta.
Khambhat, District: Anand, Gujarat State - India)

£ Hoat chit chinh - | Dangbao |Tudi| Titw | Quycich | & e o
) W thelip Ham lugng ché tho [chudn| déng goi batngky
7 |Fexfed Fexofenadin Vién nén bao| 24 |USP38{Hop 1 vix 10 | VN-21153-18
hydroclorid 180mg |phim thang vién

Trang 2




7. Cong ty ding ky: Novartis Pharma Services AG (D/c: Lichistrasse 35, 4056 Basel -
Switzerland)

7.1 Nha sin xuit: Catalent Germany Eberbach GmbH (D/c: Gammelsbacher Str.2, 69412
Eberbach - Germany)

2 Hoat chiit chinh - | Dang bao |Tudi| Tiéu Quy céch sé a A
A - i
L Tén thude Ham lugng ché tho |chuin| dong goi 0 ding ky
8 |Sandimmun Neoral Ciclosporin 25mg | Vién nang 24 INSX [Hop 10vix 5 VN-21154-18
(Dong goi & xuét mém théng vién

xudmg: Novartis Pharma
Stein AG; D/c:
Schaffhauserstrasse,
4332 Stein, Switzerland)

8. Cong ty ding ky: PT. Novell Pharmaceutical Laboratories (D/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

8.1 Nha san xuéit: PT. Novell Pharmaceutical Laboratories (D/c: JI. Wanaherang No. 35,
Tlajung Udik, Gunung Putri, Bogor 16962 - Indonesia)

——— Hoat chiit chinh - [ Dang bao [Tudi| Tiéu | Quyedch | ¢ guo o
i et Ham lugng ché | tho |chudn| dong goi s
9 |Alovell Acid alendronic Vién nén 24 [USP40{Hop 1 vix 4 VN-21155-18
(dudi dang thang vién
alendronat natri)
70mg
10 [Ryvel Cetirizin Vién nén bao| 24 [NSX |Hop3vix10 | VN-21156-18
dihydroclorid 10mg |phim thiang vién
KT. CUC TRUONG
PHO CUC TRUONG

Trang 3




