BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: 942 /QDP-QLD Ha Noi, ngay 0§ thdng (, ndm 2017
QUYET PINH

V¢é viéc ban hanh danh muc 04 thudc nuéc ngoai (thudc chita hoat chét
khéng virus dang ky 14n diu - s0 dang ky c6 hiéu lirc 02 nam)
dugc cap so diang ky luu hanh tai Viét Nam - Dot 97

CUC TRUGNG CUC QUAN LY DUGC

Cin ctt Luat Dugc ngay 06/4/2016;

Cin ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh pht quy
dinh chifc ning, nhiém vu, quyén han va co c4u t6 chic clia BO Y t€;

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng BO Y
t€ quy dinh chic néng, nhiém vu, quyén han va co céu t6 chitc ciia Cuc Quén 1y

dugc thudc B Y t&;

Cin cit Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha Bo Y t€ quy
dinh viéc ding ky thudc;

Can ctt ¥ ki€n cha Hoi déng twr vén cép gidy ding ky lou hanh thuéc,
nguyén liéu 1am thudc - BO Y t&;

Xét dé nghi clia Phdng Pang ky thusc - Cuc Quén Iy Dugc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 04 thu6c nudc
ngoai (thuSc chita hoat chit khéng virus diang ky 14n ddu - s6 dang ky c6 hig¢u Ivc
02 niim) dugc cép s6 ding ky lwu hanh tai Viét Nam - Dot 97.

Piéu 2. Nha san xudt va cong ty dang k¥ thubc ¢ trdch nhiém cung cip
thudc vao Viét Nam theo dung cdc hé so thi liéu dd ding ky véi Bo Y t€. S6 ding
ky duge Bo Y t&€ Viét Nam cdp phé1 duogc in lén nhén thuSc. S6 dang ky c6 ky
hiéu VN2-...-17 c6 gi4 tri 02 nam k€ tir ngdy ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, céng ty ding ky thude, nha san xut
phai ph01 hop véi céc co s& didu tri dé thyc hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo ddi an toan hiéu qua, tdc dung khong mong mudn
cua thuoc trén nguodi Vit Nam va tdng hop, béo cdo theo ding quy dinh hign
hanh mdi 06 thdng mot 14n v& Cuc Quan ly Dugc.

Piéu 4. Nha sin xuit va cong ty dang ky thudc ph‘li chdp hanh ddy db

phap luat cha nuwéec CHXHCN Viét Nam va céc quy dinh clia B6 Y t€ vé nhﬁp
khdu thudc va luu hanh thudc tai Viet Nam; néu c6 bat ct thay déi gl trong qué




trinh Iuu hanh thu6c & nudc sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - B0 Y t€ Viét Nam.
Piéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidam doc S& Y t&€ cdc tinh, thanh phé truc thudc trung vong, gidm
déc nha san xuft va cong ty ding k¥ c6 thudc tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.
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- Nhu Diéu 6; P omany-, Y
- Bo trudng Nguyén Thi Kim Tién (dé b/c); Jolsm S TN
- Cuc Quan Y - B6 Quéc phong, Cuc Y € - Bo Cong anf e
- Cuc Y t€ Giao théng vén tai - Bo Giao thong van tai; .0' *
- Téng cuc Hai quan - Bo Tai chinh; '
- Béo hiém X4 hoi Viét Nam; 35
- Vu Phép ché, Cuc Quan 1§ Khdm, chita bénh - B6 Y té‘z%’
Thanh tra Bo Y t€; k"’la;h_ N
- Vién KN thuéc TW, Vién KN thu6c TP, HCM; - Ty wong Qudc Cmmg
- Tong Cong ty Duge VN; ; Thit trwong B Y té
- Cic Cong ty XNK Duge pham;
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BOY TR

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pic lap - Tw do - Hanh phuc

DANH MUC 04 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS DANG KY
LAN PAU PUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - BOT 97

Ban hanh kém theo quyét dinh s6342../QD-QLD, ngay(./.4../.L04F

1. Céng ty ding ky: Aurobindo Pharma Limited (B/c: Plot No. 2, Maitrivihar Complex,

Ameerpet, Hyderabad -

500 038 - India)

1.1 Nha san xuét: Aurobindo Pharma Limited (B/e: Unit VII, Sez, APIIC, Plot. No. S1, Survey.
No's: 411, 425, 434, 435 & 458, Green Industrial Park, Polepally Village, Jedcherla Mandal,
Mahaboobnagar District, Andhra Pradesh - India)

. x £ Hoat chét chinh - [ Dang bao Tubi| Tieu Quy cach

L Tonthue Ham lwong ché tho |chuin dong goi

1 |Efavirenz 600mg/ Efavirenz 600mg; |Vién nén bao| 24 [NSX [Hop 1 lo x 30
Emtricitabine 200mg/  |Emtricitabin 200mg; | phim thang vién

Tenofovir disoproxil
fumarate 300mg Tablets

Tenofovir disoproxil
fumarat 300mg

Sb ding ky

2. Cong ty diing ky: Cipla Ltd. (B/c: Cipla House, Peninsula Business Park, Ganpatrao, Kadam
Marg. Lower Parel, Mumbai 400013 - India)

2.1 Nha san xuét: Cipla Ltd. (B/c: Plot No.A-42, MIDC, Patalganga, Raigad 410220 - India)

7 A
R £ Hoat chat chinh - | Dang bao | Tudi| Tigu Quy cich
ks AR e Ham lugng ché tho |chudn|  déng gbi
2 |Lopimune Tablets Lopinavir 200mg; |Vién nén 24 INSX [Lo 120 vién
B ~ [Ritonavir 50mg ~ [thang| | B

Sb ding ky

VN2-592-17

3. Cong ty ding ky: Cong ty TNHH Dugc phAm Vietsun (B/c; TT2 - B42 Khu dé thi Van Qudn.
P. Phiic La, Q. Ha Déng, Ha N¢gi - Viét Nam)

3.1 Nha sén xuét: Square Pharmaceuticals Ltd (P/c: Square Road, Salgaria, Pabna. -

Bangladesh)
. : At chinh - g a0 |Tudi| Tie dc CA i
STT Ten thube H.O'.lt‘cll it chinh D:\ngkb‘lo Tlexu Ql'ly c'n’l} S8 diing ky
Ham lugng ché tho |chuén|  déng goi
3 |Cavir Entecavir (dudai Vién nén bao| 24 |[NSX Ho;; 1vixs VN2-593-17
dang Entecavir phim thang vién
monohydrat) lmg

Trang |




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

4.1 Nha san xuit: Macleods Pharmaceuticals Ltd. (D/c: Block N-2, Vill. Theda, P.O.
Lodhimajra, Baddi, Distt.Solan (H.P) - India)

Hoat chit chinh - | Dang bao

Tudi| Tiédu

3 8 5 : Quy cach S6 ding ky
STT ICEES ISR Ham lwgng ché tho | chuin|  déng goi 85
4 |Lopinavir 200 mg and  |Lopinavir 200mg; | Vién nén bao| 24 [NSX VN2-594-17

_ [Ritonavir 50mg tablets

Ritonavir S0mg phim

Ehing

Hop 1 lo 120

Trang 2
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_ Trwong Quic Cuong
Thit trudmg Bo Y té




