BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phic
S6: 354 /QP-QLD Ha Ngi, ngay 17 thdng 3 ndm 2014
QUYET PINH

Vé viéc ban hanh danh myc 02 thudc nuéc ngodi (thude chia hoat chét
khéang virus diing ky 14n ddu - s§ ding k¥ c6 hi¢u hyc 02 nim)
duotdp"sﬁdang ky Iuu hanh tai Viét Nam - Dot 86
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‘cuc 'mu@NG CUC QUAN LY DUGC
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Cin cf Luatch ngﬁy 14/6/2005;

Can ctf Nghi dinh s§ 63/2012/ND-CP ngdy 31/8/2012 cia Chinh phii quy
dinh chitc ning, nhiém vu, quyén han va co cfurt8 chic ciia Bo Y t&;

Can ¢t Quyét dinh s6 3861/QD-BYT ngdy 30/9/2013 ciia BO truéng BO ¥
t€ quy dinh chtc ning, nhiém vy, quyén han va co cfu té chic ciia Cuc Quén 1y
duge thuéc BO Y t&:

- Can ctt Thong tur s6 22/2009/TT-BYT ngay 24/11/2009 caa B§ Y t€ quy
dinh viéc ding ky thudc;

Can ct ¢ kién chia Hoi déng tr vén cfp s6 ding k¥ luu hanh thuéc - B Y
té;

Xét d€ nghi cha Trudng phong Dang ky thudc - Cuc Quan 1y Dugc,

QUYET PINH:

Diéu 1. Ban hanh k¢m theo Quyét dinh ndy danh muc 02 thuc nudéc
ngoai (thudc chita hoat chat khdng virus ding ky 14n d4u - s6 dang ky c6 hiéu luc
02 nim) duge cfp s6 dang k§ luu hanh tai Viét Nam - Dot 86.

Diéu 2. Nha sin xuft vi cong ty ding k¥ thu6c c6 trdch nhiém cung c4p
thuéc vo Viét Nam theo diing céc hé so i lita di dang ky véi BO Y €. S6 ding
ky dugec BY Y t€ Viét Nam cép phdi dugce in 1én nhédn thude. S6 dang k¥ ¢6 k¥
hiéu VN2-...-14 c6 gi4 tri 02 nam ké tif ngdy k¢ Quyét dinh.

Diéu 3. Trong qué trinh Iwu hanh, cong ty ding k¥ thudc, nha sin xu4t
phai phéi hgp v6i cic co s& diéu tri d€ thuc hién theo ding c4c quy dinh hién
hanh vé thusc ké don va theo d6i hitu luc, d0 an todn, tic dung kh6éng mong
mudn clia thuéc trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy dinh
hién hanh méi 06 thdng mot 14n vé Cuc Quén 1y Duge,

Piéu 4. Nha sdn xuft va cong ty ding ky thu6c phdi ch4p hanh ddy di
phép luit cia nuéc CHXHCN Viét Nam va cdc quy dinh ctia B6 Y t€ vé nhap
kh4u thuéc va lvu hanh thudc tai Viét Nam; néu c6 bt cf thay déi gi trong qué
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trinh Iwu hanh thuéc & nuéc s tai va & Viet Nam thi phai bdo c4o ngay cho Cuc
Quén 1Y Dugc - B Y t& Vit Nam. |

Piéu 5. Quyét dinh ndy c6 hiéu Iyc ké tir ngdy k¥ ban hanh.

Diéu 6. Gidm d6c S5 Y t& céc tinh, thinh ph6 trzc thuc trung uong, gidm
d6c nha sin xufit vi cong ty ding ky c6 thudc tai Piéu 1 chiu trdch nhi¢m thi

hanh Quyét dinh ndy./.

Nati nhén:

- Nhu Diéu 6;

- B4 trudmg Nguyén Thj Kim Tién (8 b/c); A

- Cuc Quan Y - Bo Quéc phing, Cac Y t6- Bo Cong . 52t

- Cuc Y t& Giao thong vén tdi - BY Giao thong vén 14 3 :
- Téng cuc Hii quan - B Tai chinh;
- Bio hiém X3 hdi Viet Nam; .
- Vy Phép ch&, Cuc Quan 1y Khém, chita bnh - BY Y t€,
ThsnhttaBQ:;ctS; T

- Vién KN thuéec TW, Vién KN "TP. HCM;

- Téng Cong ty Duge VN; Truong Quobc Cudng
. - Cic Cong ty XNK Dwoe phim; |

- Céc Bénh vien & Vign c6 givdmg bénh truc thudc B Y 1&;

- Website ciia Coc QLD, Tap chi Due v MP - Cgc QLD;

- Luu: VP, KDD, DKT(10).
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Bjc 13p - Ty do - Henh phiic

DANH MUC 02 THUOC CHUA HOAT CHAT KHANG VIRUS BUQC CAP SO DANG KY
LUU HANH HIEU LYC 2 NAM - BOT 86

Ban hanh kém theo quyét dinh s6: 351./QP-QLD, ngay 47/, Z/. oL

1. Céng ty ding ky: Janssen Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520 - Thailand)

%
1.1 Nha sin xuit: Janssen - Cilag 8.p.A. (B/c: Via C. Janssen, 04010 Borgo 8. Michele, Latina ":i
Italy) ' £
A
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Hoat chit chinh - Dang biao |Tudi| Tieu Quy céch - .=
STT Tén thudc Ham lwgng ché the | chudn dong g6i sb diing a’f;‘r’a
1 |Edurant Rilpivirine (dudi  |Vién nén bao| 36 [NSX [Hop1lox30 | VN2.244. 145
dang Rilpivirine  |phim théng vién -

hydrochloride) e

25mg o

2. Clug ty ding ki: L.B.S Laboratories Ltd., Part. (B/c: 602 Soi Panichanat, Subhumyit 71 .
Road Bangkok 10110 - Thailand) ' *
2.1 Nha sén xuiit: Zim Labratories Limited (B/c: Plot Nos. B-21/22, MIDC Area, Kalm&séwar, 5
Nagpur 441 501 Maharashtra State - India)

-

Hoat chit chinh - | Deng bao {Tubi| Tieu | - Quy céch e

SIx Tén thube Ham lwgng ché the | chufn dong gbi S6 dang ky %

2' |RIHIB' Ribavirin 200mg Hop2vix14 | VN2-245-14-

vién /
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