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CUC QUAN LY DUGC Doc lap - Tu do - Hanh phiic
S5 ML/L /QDP-QLD Ha Ngi, ngdyngthdng Fndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 08 thudc nuéc ngoai
(thuéc c6 hoat chit, phéi hop hoat chat 14n ddu dang ky tai Viét Nam - s6
dang ky c6 hiéu luc 03 nim) duoc cip s6 dang ky luu hanh tai Viét Nam -
Pot 100

CUC TRUGNG CUC QUAN LY DUGC

Can cit Luat Duoc ngay 06/4/2016;

Cén ctt Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cfia Chinh phi'l quy
dinh chifc nang, nhiém vu, quyén han va co céu t6 chiic ctia BO Y té:

Cén cif Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia Bo trudng Bo Y
t€ quy dinh chtic nang, nhiém vy, quyén han va co cfiu t6 chic clia Cuc Quan 1y
dugc thudc B Y té;

Can ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha Bd Y t&€ quy
dinh viéc dang ky thudc;

Can ct § kién clia Hoi dong tu van cip gidy ding k¢ luu hanh thuéc,
nguyeén liéu lam thudc - BO Y t€;

Xét dé nghi cha Trudng Phong Ding ky thude - Cuc Quan 1§ Dugc,
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh niy danh muc 08 thudc nuéc
ngoai (thudc c6 hoat chdt 1dn ddu, phdi hop hoat chét 14n ddu diang ky tai Viét
Nam - s& dédng ky c6 hiéu lyc 03 nam) duge cdp s¢ ding ky lvu hanh tai Viet
Nam - Dot 100.

Diéu 2. Nha san xudt va cong ty ding ky thudc c6 trich nhiém cung cap
thudce vao Viét Nam theo ding céc ho so tai liéu di ding ky v6i Bo Y t€. S6 dang
ky dugc BO Y t€ Viét Nam cap phai dugc in 1én nhén thude. S§ ding ky c6 ky
hiéu VN3-...-18 c6 gié trj 03 nam ké tir ngay ky Quyét dinh.

biéu 3. Trong qué trinh luu hanh, céng ty ding ky thudc, nha sin xust
phai phéi hop véi cdc co s& diéu tri dé thuc hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo doi an toan hiéu qua, tdc dung khong mong mudn
clia thu6c trén ngudi Viét Nam va tdng hop, bédo céo theo diing quy dinh hién
hanh méi 06 thang mot 14n vé Cuc Quén 1y Dugc.



Piéu 4. Nha san xuit va cong ty dang ky thude phé'li chdp hanh déiy da
phap luat ctia nu6c CHXHCN Viét Nam va céac quy dinh cha B Y t&€ vé nhap
kh4u thusc va luu hanh thudc tai Viét Nam; néu c6 bét c thay d6i gi trong qué
trinh lvu hanh thudc & nudc sd tai va ¢ Viét Nam thi phai bdo cdo ngay cho Cuc
Quaén 1y Dugc - BO Y t€ Viét Nam.

Pidu 5. Déi véi cac thubc ban hanh kém theo quyét dinh niy va thudc
danh muc thubc doc va nguyén lidu doc 1am thude theo quy dinh tai Théng tu
06/2017/TT-BYT ngay 03/5/2017 ctia Bd Y té v& viéc ban hanh danh myc thudc
d6c va nguyén liéu doc 1am thube; cong ty ding ky, co s& san xut phai cap nhat
quy dinh v& thudc ddc trén nhan va huéng dén st dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciia BS Y t& quy dinh ghi nhén thuéc,
nguyén liéu lam thudc va t& hudng dan sir dung thude va chi dugce san xuét, Iwu
hanh thubc trén thi truong sau khi Cuc Quén ly Dugc phé duyét ndi dung cép
nhat nay.

Piéu 6. Quyét dinh ndy c6 hiéu luc ké tir ngay ky ban hanh.

Piéu 7. Gidm d6c S6 Y té€ céc tinh, thanh phd truc thudc trung uong, gidm
déc nha san xudt va cong ty ding ky c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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BOYTE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Pgc ldp - Tu do - Hanh phiic

DANH MUC 08 THUOC NUGC NGOAI CO HOAT CHAT LAN PAU, PHOI HOP HOAT CHAT
LAN DAUDANG KY DUGQC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BJT 100.

Ban hanh kém theo quyét dinh s6:4-/4./QD-QLD, ngay04/.7./. 0L

1. Cong ty ding ky: Bayer (South East Asia) Pte, Ltd. (D/c: 63 Chulia # 14-00, Singapore

(049514) - Singapore)

1.1 Nha sin xuit: Bayer Pharma AG (B/c: D-51368 Leverkusen - Germany)

= P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé da S
. =By : I
L e Ham lwong ché | tho |chufn| déng goi BRI
1 |Xarelto Rivaroxaban 2,5mg [Vién nén bao| 36 |NSX |Hop1 vix 14 VN3-75-18
phim thing|  |vién

2. Cong ty dang ky: Boehringer Ingelheim International GmbH (D/c: Binger Sirasse 173,
55216 Ingelheim am Rhein - Germany)

2.1 Nha sin xuét: Cipla Ltd. (B/c: Plot No. L-139 to L-146, Verna Industrial Estate, Verna -

Ingelheim Pharma
GmbH & Co.KG- d/c:
Binger str. 173 55216
Ingelheim am Rhein,
Germany)

Amlodipin (dudi
dang amlodipin
besilat) 10mg;

India)
' . 2 Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach Sé a3 .
2 : - 0 ding k
at Vet Ham lugng ché tho chuin| déng géi BXY
2 |Twynsta (Bong g6i & Mdi.vién chira: Vién nén 36 [NSX [Hopl4vix7 VN3-76-18
xuat xuong: Boehringer [Telmisartan 80mg; thang vién

3. Cong ty ding ky: Cong ty TNHH Y té Canh Cira Viét (P/c- 788/2R Nguyén Kiém, P.3, O Go

Vép, TP. Hb Chi Minh -

Viét Nam)

3.1 Nha san xuit: Lupin Ltd. (B/c: EPIP, Kartholi, SIDCO, Industrial Complex, Bari Brahmana,

Jammu (J&K)-181133 - India)
o £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach S8 di ;
s SRR Ham lwong ché tho (chuédn| déng géi RiBIE
3 |Furic-80 Febuxostat 80mg | Vién nén bao| 24 |[NSX |[Hop !l vix 10 VN3-77-18
i el e (PRI theng  fvien ] -

Trang |




4. Cong ty ding ky: Daiichi Sankyo Co., Ltd. (B/c: 3-5-1, Nihonbashi, Honcho, Chuo-Ku, T. okyo

!

- Japan)
4.1 Nha san xuat: Eli Lilly & Company (B/c: Lilly Technology Center, Indianapolis, Indiana
46285 - USA)
. £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach £ ae p
TL Tenshuge Ham lwong ché tho |chudn| déng goi Roug ky
4 |Jasugrel (Dong gdiva  |Prasugrel (duéi dang|Vién nén bao| 24 [NSX |Hop2vix 14 VN3-78-18
xuat xudng: Lilly, S.A., |prasugrel phim thang vién
dia chi: Avda. de la hydroclorid) S5mg
Industria 30, 28108
Alcobendas, Madrid,
Spain)
5. Cong ty diing ky: Emcure Pharmaceuticals Ltd. (B/c: Emcure House, T-184, M.1.D.C.,
Bhosari, Pune 411 026, - India)
5.1 Nha san xuit: Emcure Pharmaceuticals Ltd. (D/c: Lane No. 3. Phase-II, SIDCO Industrial
Complex Bari-Brahmana, Jammu (J&K) - India)
— Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy cach £
e Aroriite Ham lwgng ché the | chudn dong goi SRRy
5 |Sustinex-30 Dapoxetin (dudi Viénnén bao| 24 |NSX |Hop 10vix6 VN3-79-18
dang Dapoxetin phim thang vién
HCI) 30mg
6. Cong ty ding ky: Hetero Labs Limited (D/c: 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)
6.1 Nha san xuit: Hetero Labs Limited (B/c: Unit-V, APIIC Formulation SEZ, Polepally Village,
Jadcherla Mandal, Mahaboognagar District, India - India)
— " % Iloat chit chinh - | Dang bao |'I'udi| Tiéu Quy cich S s ;
STT Tén thuoc Hirn lugyug ché tho [chuin| déng goi So dang ky
6 |Aritero 30 Aripiprazole 30mg |Vién nén 24 INSX |[Hop3vix 10 VN3-80-18
) o B |thdng vién B -

7. Cong ty ding ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)

7.1 Nha san xuat: MSN Laboratories Limidted (D/c: Plot No 42, Anrich industrial Estate,
Bollaram, Medak District - 502325, Andhra Pradesh - India)

Trang 2



P Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quyecdch | ¢g a4z o

gl SRS Ham lwgng ché tho |chuan| déng goi g

7 [Voriole 50 Voriconazol 50mg |Vién nén bao| 24 |NSX [Hop1vix 10 VN3-81-18
~|phim thang vién

8. Cong ty ding ky: Otsuka Pharmaceutical Co., Ltd. (D/c: 2-9 Kanda Tsukasamachi,
Chiyoda-Ku, Tokyo - Japan)

8.1 Nha san xuét: Korea Otsuka Pharmaceutical Co., Ltd. (B/c: 27, Jeyakgongdan 3-gil,
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

: 5 % Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach b s "
; Hilp F - dang k
2LE Tentmoe Ham lwong ché tho |chuan| déng goi SRR
8 |Abilify tablets 15mg Aripiprazol 15mg  |Vién nén 36 INSX

Hop3vix 10 VN3-82-18
. |théng]  |vién
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