BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap - Tw do - Hanh phic
S6: 464 /QDP-QLD Ha Ngi, ngay 5 thdng 3 nim 2019
QUYET PINH

Vé viéc ban hanh danh muc 05 thuoc nwdc ngoal (thudc chira hoat chit
khang virus dang ky lan dau - sé diing ky ¢6 hiéu lwc 03 nim)
dwoe cap sb ding ky lwu hanh tai Viét Nam - Dot 102

CUC TRUONG CUC QUAN LY DUQC
Can ctr Luat Dugc ngay 06/4/2016;

Cin ctr Nghi dinh sb 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chitc niing, nhiém vy, quyén han va co ciu té chirc cua BO Y té;

Can ct Quyét dinh sé 7868/QD- BYT ngay 28/12/2018 cua B trudng B Y
té quy dinh chuc nang, nhiém vy, quyén han va co ciu to chirc ciia Cuc Quan Iy
Duoc thudc B6 Y té;

Cin ctr Thong tu sb 44/2014/TT-BYT ngay 25/11/2014 ctiia Bo Y té quy
dinh viéc dang ky thude;

Cin ctr y kién ctia Hoi dong tu van cip gidy ding ky luu hanh thudc,
nguyon liéu lam thuoc - BO Y té;

Xét dé nghi cia Trudng Phong Pang ky thude - Cuc Quén ly Duge,
QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 05 thudc nudc
ngoai (thudc chira hoat chét khang virus dang ky 1an déu - sé dang ky c6 hiéu
luc 03 ném) dugc cép sb dang ky luu hanh tai Viét Nam - Dot 102.

Picu 2. Nha san xuit va cong ty dang ky thubc c6 trach nhiém cung cap
thudc vao Viét Nam theo duing cac hé so tai lidu d3 ding ky voi Bo Y té. S6
dang ky dugc BO Y té Viét Nam cdp phai dugce in 1én nhan thude. S6 dang ky ¢6
ky hi€u VN3-...-19 ¢ gia tri 03 ndm ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty ding ky thudc, nha san xuét
phai ph01 hop véi cac co sO diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thuéc ké don va theo déi an toan hiéu qua, tac dung khéng mong mudn
ctia thudc trén ngudi Viét Nam va téng hop, bdo cdo theo dung quy dinh hién
hanh mdi 06 thang mot lan vé& Cuc Quan 1y Dugc.

Picu 4. Nha san xuét va cong ty ding ky thudc phai chip hanh day da
phap luét ciia nuéc CHXHCN Viét Nam va cac quy dinh cia BO Y té v& nhép
khéu thudc va luu hanh thudc tai Viét Nam; néu c6 bat ctr thay doi gi trong qua



trinh luu hanh thube & nudce sé tai va & Viét Nam thi phai bao cdo ngay cho Cuc
Quan Iy Dugc - B Y té Viét Nam.

Piéu 5. Pdi véi cac thube ban hanh kém theo quyét dinh nay va thudc
danh muc thubc doc va nguyén liéu ddc lam thude theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia Bd Y té vé viéc ban hanh danh muc thudc
doc va nguyén lidu doc lam thube; cong ty dang ky, co s& san xuat phai cap nhat
quy dinh vé thudc ddc trén nhin va hudéng dan sir dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 ciua Bo Y té quy dinh ghi nhan thude,
nguyén liéu lam thubc va t& hudéng dan st dung thudce va chi duogce san xuét, luu
hanh thubc trén thi trudng sau khi Cuc Quan ly Dugc phé duyét ndi dung cap
nhat nay.

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

Piéu 7. Giam dbc S¢ Y té céc tinh, thanh phd truc thude trung vong, gidm
doc nha san xuat va cong ty dang ky co thuoc tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhin:

- Nhu Diéu 7;

- B6 trudng Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Qubc Cudng (dé b/c);

- Cuc Quan Y - B Quédc phong, Cuc Y té - Bd Cong an;
- Cuc Y té Giao thong vén tai - Bo Giao théng vén tai;

- Téng cuc Hai quan - B Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- Vu Phap ché, Cuc Quén Iy Kham, chita bénh - B Y té,
Thanh tra B§ Y té;

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

- Téng Céng ty Duge VN;

- Cac Cong ty XNK Dugc phém;

- Céc Bénh vién & Vién cé giwdng bénh truc thude B Y té;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luu: VT, KDD, DKT(10).
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic

DANH MUC 05 THUOC KHANG VIRUS PANG KY LAN AU
PUQC CAP SO PANG KY HIEU LUC 3 NAM - QT 102

Ban hanh kém theo quyét dinh séA43../QD-QLD, ngay «/.3./...4019

1. Cong ty ding ky: Aurobindo Pharma Limited (B/c: Plot No. 2, Maitrivihar Complex,
Ameerpet, Hyderabad - 500 038, Andhra Pradesh - India)

1.1 Nha sin xuit: Aurobindo Pharma Limited (B/c: Unit VII, Sez, APIIC, Plot. No. SI, Survey.

No's: 411, 425, 434, 435 & 458, Green Industrial Park, Polepally Village, Jedcherla Mandal,
Mahaboobnagar District, Andhra Pradesh - India)

Tenofovir Disoproxil

Fumarate 300mg/300mg

disoproxil fumarat
300mg) 245mg

Tenofovir disoproxil
(dudi dangTenofovir

phim thang

vién

" £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cach W s ’

: S . So diang k
AT Tén thuos Ham lugng che | tho |chuan dong goi e
1 |Lamivudine and Lamivudin 300mg; |Vién nén bao| 24 Hop 1 1o x 30 VN3-139-19

2. Cong ty ding ky: Cong ty ¢b phin dwge phdm Ha Noi (P/c: 170 La Thanh, Béng Da, Ha Ngi

- Viet Nam)

2.1 Nha sin xuét: Santa Farma Ilac Sanayii A.S. (B/c: Gebkim Kimya Ihtisas Organize San.
Bolgesi, Cerkesli Yolu Uzeri, Erol Kiresepi Cad. No: 8, Dilovas: - Kocaeli - Turkey)

. £ Hoat chét chinh - | Dang bao |Tudi Quy cich £ s ;
2 ang k > Sod k
SR s Ham lugng ché the |chuan| déng géi i
2 |Evasif 245mg Tenofovir disoproxil | Vién nén bao| 24 [NSX [Hop 1 1o x 30 VN3-140-19
(duéi dangTenofovir|phim thang vién

disoproxil fumarat
300mg) 245mg

Viét Nam)

3. Cong ty diing ky: Cong ty ¢6 phin dwgc phdm Quan 3 (P/c: 243 Hai Ba Trung, Phuong 6,
Qudn 3, Thanh pho Hé Chi Minh

3.1 Nha san xuit: Medibios Laboratories Pvt., Ltd. (D/c: Plot No. J-76 M.1.D.C. Tarapur,
Boisar, dist. Thane-401506, Maharashtra state - India)
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o £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ au o
4 Ang | S So d k;
oL S Ham lwong ché tho [chuan| déng gbi o dang Ky
3 |Corayo 1 mg Entecavir (dudi Vién nén bao| 24 [NSX |Hop 1vix 10 VN3-141-19
dang Entecavir phim thang vién
monohydrat) Img

4. Cong ty ding ky: Getz Pharma (Pvt) Ltd. (P/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

4.1 Nha san xuét: Getz Pharma (Pvt) Ltd. (D/c: Plot No. 29-30/27 Korangi Industrial Area,
Karachi 74900 - Pakistan)

" £ Hoat chit chinh - | Dang bao |Tudi| Tidu | Quy céch 5 e 3
: Gl 4 Sod k
S Ten i Ham lwong ché tho (chuan| déng géi o G
4 |Ribazole Capsules Ribavirin 200mg Vién nang 36 |[USP [Hop 1vix 10 VN3-142-19
[200mg |ctmg thang{40  Jvién |

5. Cong ty ding Kky: Janssen Cilag Ltd. (B/c: 106 Moo 4 Lad Krabang Industrial Estate, Chalong
Krung Road, Kwaeng Lam Pla Tew, Khet Lad Krabang, Bangkok Metropolis - Thailand)

5.1 Nha sin xuét: Janssen Cilag S.P.A. (B/c: Via C. Janssen, (loc. Borgo S. Michele) - 04100

Latina (LT) - Italy)

. Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cich g o o
. e b5 Sod k
S Lo Ham lwgng ché | tho |chufn| aéng géi ang Ky
5 {Intelence Etravirin 100mg Vién nén 24 INSX |Hop 110120 VN3-143-19
__________ thang vién
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