BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC DPoc lap - Tu do - Hanh phiic
6t 34 /4 /QP-QLD Ha N¢i, ngay £9 thdng nam 2018
QUYET PINH

|

dinh

V€ viéc ban hanh danh muc 03 thudc nuéc ngoai (thuée chira hoat chat

khang virus dang ky lan dau - s6 dang ky c6 hiéu luc 03 niam)
dugc cip so dang ky luu hanh tai Viét Nam - Pot 101

CUC TRUONG CUC QUAN LY DUGC

Can ctt Luat Dugc ngay 06/4/2016;

Can ci Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ctia Chinh phii quy
chic nang, nhiém vu, quyén han va co cu t8 chic cta Bo Y t&;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo truéng Bo Y

t€ quy dinh chic nang, nhiém vu, quyén han vi co c4u t8 chic cia Cuc Quan ly

duoc

dinh

thudc Bo Y t&;

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

Can ctt ¥ kién ciia Hoi déng tu vén cép gidy ding ky luu hanh thuéc,

nguyén liéu lam thuéc - Bo Y t&;

ngoaj
03 n3

Xét dé nghi ciia Trudng Phong Dang ky thuéc - Cuc Quén 1y Duoc,
QUYET PINH:

biéu 1. Ban hanh kém theo Quyét dinh niy danh muc 03 thuéc nudc
| (thu6c chita hoat chét khéng virus dang ky 14n déu - s6 diang ky c6 hiéu luc
im) duoc cép s6 dang ky luu hanh tai Viét Nam - Dot 101.

Piéu 2. Nha san xudt v cong ty dang k¥ thuéc c6 trach nhiém cung c4p

thud¢ vao Viét Nam theo diing cdc hé so tai liéu di dang ky v6i Bo Y t€. S6 ding
ky dugc Bo Y t€ Viét Nam cap phai dugc in 1én nhan thude. S6 dang ky c6 ky
hiéu VN3-...-18 c6 gid tri 03 ndm ké tlr ngay ky Quyét dinh.

phai
hanh

biéu 3. Trong qud trinh lvu hanh, céng ty dang ky thudc, nha san xuat
ph6i hop Vvéi cdc co s& diéu tri d€ thuc hién theo ding cic quy dinh hién
vé thudc ké don va theo ddi an toan hiéu qua, tdc dung khéng mong mudén

ctia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy dinh hién

hanh

phédp
khau

mdi 06 thdng mot 1an vé Cuc Quan 1y Duoc.

Diéu 4. Nha san xudt va cong ty dang ky thudc phai chdp hanh ddy da
luat cia nuéc CHXHCN Viét Nam va cdc quy dinh ctia B6 Y t€ vé& nhap
thuéc va Iuu hanh thudc tai Viét Nam; néu c6 bét cit thay déi gi trong qud




trinh luru hanh thu6c & nude s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duoc - B Y t€ Viét Nam. '

Pidu 5. Dbi véi cac thudc ban hanh kém theo quyét dinh niy va thudc
danh muc thudc doc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia B4 Y té vé viéc ban hanh danh muc thudc
doc va nguyén liéu doc lam thudc; cong ty dang ky, co s& san xuat phai cap nhat
quy dinh v& thudc ddc trén nhin va huéng dan sir dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia B6 Y té quy dinh ghi nhin thudc,
nguyén liéu 1am thudc va to huéng dan st dung thudc va chi duge san xuét, luu
hanh thudc trén thi trudng sau khi Cuc Quéan ly Dugc phé duyét ndi dung cap
nhat nay.

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

Piéu 7. Gidm d6c SG Y t€ céc tinh, thanh ph6 truc thudc trung uvong, gidm
d6c nha san xuat va cong ty dang ky c6 thude tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhédn:

- Nhu Diéu 7;

- Bo trudng Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Quéc Cudng (dé b/c);

- Cuc Quan Y - Bo Quéc phong, Cuc Y t€ - B Cong an;
- Cuc Y t€ Giao thong van tai - Bo Giao thong van tai;

- Téng cuc Hai quan - B Tai chinh;

- B4o hiém X4 hoi Viét Nam;

- Vu Phép ché, Cuc Quan ly Khdm, chita bénh - B6 Y t&,
Thanh tra Bo Y t€;

- Vién KN thuéc TW, Vién KN thuéc TP. HCM;

- Téng Cong ty Dugc VN;

- C4c Cong ty XNK Dugc phdm;

- Cédc Bénh vién & Vién c6 giuong bénh truc thudc Bo Y t&;
- Website cua Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).
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DANH MU

BOYTE
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CONG HOA XA HOI CHU NGHIA VIET NAM
Doc ldp - Tw do - Hanh phic

JC 03 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS DANG KY

LAN DAU DUQC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BOT 101

Ban hanh kém theo quyét dinh s6:74%4/QD-QLD, ngay £J.././0./..L(.8

1. Cong ty ding ky: Cipla Ltd. (D/c: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg, Lower Parel, Mumbai 400013, Maharashtra - India)

1.1 Nha san xuit: Cipla Ltd. (P/c: Plot No. A-2, A-33 and A-37/2/2, MID.C. Patalganga, Raigad
410220, Maharashtra State - India)

Lo Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich F o 1
< < Sod
STT L Ham lugng ché tho |chuin| déng géi thildng by
1 |Abamune:L M3i vién chira: Vién nén 24 INSX [Hop 1 1o 30 VN3-90-18
Abacavir (dudi dang thang vién

abacavir sulfat)
600mg; Lamivudin
300mg

2. Cong ty dang ky: Macleods Pharmaceuticals Ltd. (D/c: 304, Atlanta Arcade, Marol Church
Road, Andheri (E.), Mumbai - 400 059 - India)

2.1 Nha san xuit: Macleods Pharmaceuticals Ltd. (B/c: Block N-2, Village Theda, Post Office
Lodhimajra Tehsil Baddi, Distt. Solan, Himachal Pradesh-174101 - India)

wl o Hoat chét chinh - | Dangbao |Tudi| Tiéu | Quyeich | ¢ asno kv
i Te+ SRt Hikm liegrng ché | tho [chudn| déng géi ang ky
2 |Efavirenz 600 mg, Efavirenz 600mg; |Vién nén bao| 24 |NSX |Hop 1 chai 30 VN3-91-18
Lamivudin/300 mg and |[Lamivudin 300mg; |phim thang vién
Tenofovir Disoproxil  |Tenofovir disoproxil
Fumarat 300 mg Tablets [fumarat 300mg
3. Cong ty dang ky: Sun Pharmaceutical Industries Limited. (B/c: UB Ground, 5 & AMP; 6th
floors, Sun|House, CTS No. 201, B/1, Ram Nagar, Western Express Highway, Goregaon East,

Mumbai, 400063, Maharashtra - India)

3.1 Nha sin xuit: Sun Pharmaceutical Industries Ltd. (B/c: Village Ganguwala, Paonta

Sahib-173

Trang 1

025, District Sirmour, Himachal Pradesh - India)




R £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cich Sé i .

LT TEp s Ham lwgng ché tho |chuén dong goi Odliing: by

3 |Aviranz tablets 600mg |Efavirenz 600mg  [Vién nén bao| 36 |[NSX [Hop 1 chai 30 VN3-92-18
phim thang vién

Trang 2

; O -— J

Tuin Cudng

u

CUC TRUONG




