BO Y TE ' CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc lap - Tu do - Hanh phiic
S6: HAL /Qb-QLD Ha N¢i, ngay ()4 thdng Fndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 08 thudc nu6e ngoai (thudc chita hoat chit
khang virus dang ky lan dau - s6 dang ky c6 hiéu luc 03 nim)
dugc cap so dang ky lua hanh tai Viét Nam - Dot 100

CUC TRUGNG CUC QUAN LY DUGC

Cin ctt Luat Duge ngay 06/4/2016;

Cén ctt Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phl quy
dinh chic ning, nhiém vu, quyén han va co ciu t3 chifc clia Bo Y t€;

Can ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cua Bo trudng Bo Y
t€ quy dinh chic ning, nhiém vu, quyén han va co céu t6 chitc ctia Cuc Quén Iy
dugc thudc Bo Y t€;

Can ct Thong tu sO 44/2014/TT-BYT ngay 25/11/2014 clha Bo Y t€ quy
dinh viéc dang ky thudc;

Cén ct ¥ kién cia Hoi dong tu vin cép gidy ding k¢ lwu hanh thudc,
nguyén liéu lam thuoc - B Y t&;

Xét dé nghi ctia Trudng Phong Ding ky thudc - Cuc Quan 1y Duogc,

QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 08 thudc nudc
ngodi (thudc chita hoat chét khdng virus ding ky 14n ddu - s6 diang ky ¢6 hiéu lyc
03 nam) dugc cip s6 dang ky luu hanh tai Viét Nam - Dot 100.

Piéu 2. Nha sdn xudt va cong ty ding ky thudc cé trach nhiém cung cdp
thudc vao Viét Nam theo diing céc ho so tai liéu di diang ky véi BO Y té. S¢ dang
ky dugc Bo Y t&€ Viét Nam cép phai dugc in 1én nhan thude. S§ dang ky ¢ ky
hiéu VN3-...-18 c6 gid tri 03 nim ké tlr ngay ky Quyét dinh.

Diéu 3. Trong qué trinh luu hanh, cong ty ding ky thudc, nha san xudt
phéi ph6i hgp véi cdc co sé diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thudc ké don va theo ddi an todn hiéu qua, tdc dung khong mong mudn
clia thudc trén ngudi Viét Nam va téng hgp, bdo cdo theo ding quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quan 1y Duoc.

Diéu 4. Nha san xuét va cong ty ding ky thudc phai chdp hanh ddy du
phdp luat ctia nuéc CHXHCN Viét Nam va céc quy dinh cta Bo Y t& vé€ nhap
khdu thudc va Iua hanh thudc tai Viét Nam; néu c6 bat cit thay déi gi trong qué



trinh luwu hanh thudc & nude s& tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Duge - BO Y t€ Viét Nam.

Pidu 5. Péi véi cac thube ban hanh kém theo quyét dinh ndy va thudc
danh myc thudc ddc va nguyén liéu doc lam thube theo quy dinh tai Thong tu
06/2017/TT-BYT ngy 03/5/2017 ctia B3 Y t& v& viéc ban hanh danh myc thuée
doc va nguyén lidu doc lam thudc; cong ty ding ky, co s& san xudt phai cap nhit
quy dinh v& thudc ddc trén nhén va hudng dan sir dung theo quy dinh tai Thong
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B Y té quy dinh ghi nhén thudc,
nguyén li€u lam thudc va to huéng dan sir dung thudc va chi duge san xudt, luu
hanh thubc trén thi trudng sau khi Cuc Quan ly Dugc phé duyét ndi dung cap
nhat nay.

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

Piéu 7. Gidm déc SO Y t& c4c tinh, thanh phd truc thudc trung wong, gidm
d6éc nha san xudt va cong ty ding ky c6 thudc tai Piéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 7,

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

- TT. Truong Qubc Cudng (dé b/c);

- Cuc Quén Y - B6 Qudc phong, Cuc Y t€ - B6 Céng an;
- Cuc Y t€ Giao thong van tai - Bo Giao thong vAn tai;

- Téng cuc Hai quan - Bo Tai chinh;

- Bdo hiém X4 hoi Viét Nam;

- Vu Phép ché&, Cuc Quén 1y Khdm, chita bénh - Bo Y t€,
Thanh tra BO Y t&;

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

- Téng Cong ty Dugc VN;

- Céc Cong ty XNK Dugc phdm;

- C4c Bénh vién & Vién c6 giudng bénh truc thudc BO Y t&;
- Website ciia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).




! CYC QUAN LY DUGC

BQ Y TE

~ CONG HOA XA HQI CHU NGHIA VIET NAM
DPic lap - Ty do - Hanh phiic

DANHMUC 08 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS PANG KY
LAN PAU BUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - BJT 100.

Ban hanh kém theo quyét dinh s6:4:42./QD-QLD, ngay 04./.7./..048

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

1.1 Nha sin xufit: Aurobindo Pharma Limited (D/c: Unit 111, Survey No 313 & 314, Bachupally
Village, Quthubullapur Mandal, Ranga Reddy District, Telangana State - India)

o £ Hoat chéit chinh - | Dang bao |Tudi| Tieu | Quy céch S8 dine kv
. Tien thrafe Ham lwong ché tho |chuin|  déng géi 0 diing ky
1 |Vién nén Abacavir 300 |Abacavir (du6i dang|Vién nén bao| 36 [USP "|Hop 1 lo x 60 VN3-67-18
mg Abacavir sulfat) phim thang|38 vién
300mg

2. Céong ty ding ky: Cadila Healthcare Ltd. (D/c: Zydus Tower. Satellite Cross Road,
Ahmedabad 380 015 - India)

2.1 Nha san xuiit: Cadila Healthcare Ltd. (D/c: Kundaim Industrial Estate, Plot 203- 213,
Kundaim, Goa 403 115 - India)

Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy chch £ &y ;
8 o : - SO din
STT Ten thuve Ham lugng ché tho |chudn|  déng géi 0 g ly
2 |Enteliv 1 Entecavir 1mg Vién nén bao| 24 [NSX [Hop 3 vix 10 VN3-68-18
el _ |phim thang) |vién AN

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

3.1 Nha san xuit: Cipla Ltd. (D/c: Plot No. A-42, M.1.D.C, Patalganga, 410 220 Dist: Raigad,
Maharashtra state - India)

. £ Hoat chit chinh - | Dang bao [Tudi| Tiéu Quy céch S8 diine ky
e ‘en thue Ham lugng ché | the [chufin|  déng goi s
3 |Trioday (Tablets) M&i vién chira: Vién nén bao| 30 |[NSX |[Hop 1 lp 30 VN3-70-18
Tenofovir disoproxil |phim thang vién
fumarat 300mg '
tuong duong
Tenofovir
Trang 1




disoproxil 245mg;
Lamivudin 300mg;
Efavirenz 600mg

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

4.1 Nha san xuét: Cipla Ltd. (P/c: Plot No. L-139 to L-146, Verna Industrial Estate, Verna -

India)
A £ Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach B o 5
: ¥ d
SEL L thaie Ham lwgng ché tho | chuén déng goi 59 aug ky
4 |Nevimune Nevirapin 200mg | Vién nén 24 INSX [Hop 1 1o 60 VN3-69-18
S ISR S 1 [théng)  fvien )
5. Cong ty ding ky: Emcure Pharmaceuticals Ltd. (B/c. Emcure House, T-184, M.I.D.C.,, i

'

Bhosari, Pune 411 026, - India)

L}

5.1 Nha san xuat: Emcure Pharmaceuticals Ltd. (D/c: Lane No. 3. Phase-II, SIDCO Industrial
Complex Bari-Brahmana, Jammu (J&K)-181133 - India)

£ Hoat chit chinh - | Dang bao [Tudi| Tiéu | Quy céch o8 dtoru ket
A % g d
LT Tl Phinitie Ham lwgng ché tho |chuin dong goi U ditng loy
5 |Tavin-EM Tenofovir disoproxil | Vién nén bao| 24 |NSX [Hop Ichai 30 VN3-71-18
fumarat 300mg; phim thang vién
Emtricitabin 200mg

6. Cong ty diing 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 (D/e: Unit 1II, 22-110, I.D.A Jeedimetla, Hyderabad,

Telangana - India)

R
. £ Hoat chit chinh - | Dang biao |Tudi| Tiéu [ Quy céch S8 di ,
Xl Ten thuoe Ham lirgng ché tho [chudn|  déng goi 0 diing ky
6 [Tenof EM Emtricitabine Vién nén bao| 24 |INSX |Hop 1 lo 30 VN3-72-18
200mg; Tenofovir  |phim thang vién
disoprosil fumarat
300mg

7. Cong ty ding ky: Mi Pharma Private Limited (P/c: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)
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7.1 Nha san xuit: Mylan Laboratories Limited (P/c: Plot No. 11, 1 2 & 13 Indore Special
Economic Zone Pharma Zone, Phase — II, Sector — III, Pithampur 454775, Dist. Dhar, Madhya
Pradesh - India)

R
" ) Hoat chét chinh - | Dang bao [Tu0i| Tiéu Quy céch S8 diing ky
Ll Ko ol Ham lugng ché tho [chudn| dong géi adRng
7 |Avonza Tenofovir disoprosil [Vién nén bao| 24 |NSX [Hop1lox 30 VN3-73-18
fumarat 300mg; phim thang vién
Lamivudin 300mg;
Efavirenz 400mg

7.2 Nha san xuit: Mylan Laboratories Limited (D/c: Plot No. HI12 &HI13, MIDC, Waluj,
Aurangabad 431136, Maharashtra state - India)

. s d Hoat chét chinh - | Dangbao Tudif Titu | Quyedch | g qe 1o
: : ¢ d k
St e tinute Ham lwgng ché tho (chudn| déng géi § OARE By
8 |Lamivudine and Lamivudin 30mg; |Vién nén 60 [NSX [Hop I lox 60 VN3-74-18
Zidovudine Disperible |Zidovudin 60mg phéan tdn thang vién
Tablets 30mg/60mg
CUC TRUONG
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