" BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUCQUANLY DUGC Péc lap - Tu do - Hanh phiic
86: 442 /QP-QLD Ha Ngi, ngdy (4 thdng Fndm 2018
QUYET PINH

Vé viéc ban hanh danh muc 08 thudc nuéc ngoai (thuée chia hoat chét
khéng virus dang ky 14n ddu - s& dang ky c6 hiéu lyc 03 nam)
duyc cdp s6 diang k¥ luu hanh tai Viét Nam - Pot 100

CUC TRUONG CUC QUAN LY DUGC

€an-eir-Euat Duge ngdy 06/4/2016;

Cén cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh pha quy
dinh chic ning, nhiém vu, quyén han va co cu t8 chic clia Bo Y té:

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B6 trudng BO Y
t€ quy dinh chiic ning, nhiém vu, quyén han va co cfu té chic clia Cuc Quén 1y
duge thuéc BO Y té’ .

Can cft Thoa§ tu ,sg 4372014/1T-BYT ngdy 25/11/2014 ciia Bo Y t€ quy
dinh viéc ding M

Can ¢t § “kidn clia Hél dGng tr vin c4p gidy ding k§ luu hinh thuéc,
nguyén liéu Iam\huoc BOYté’

Xét dé ngh1 cﬁa T g.rﬁng Phong Piang ky thuc - Cuc Quén Iy Duoc,
QUYET DINH:

Piéu 1. Ban hanh k&m theo Quyét dinh niy danh muc 08 thuéc nudc
ngoai (thudc chita hoat chit khang virus ding ky 14n ddu - s6 ding ky c6 hiéu huc
03 ndm) dugc cép s dang ky luvu hanh tai Viét Nam - Dot 100.

Didu 2. Nha sin xuft v céng ty ding k¥ thubc c6 trach nhiém cung cip
thudc vao Viét Nam theo diing cdc hé so tii liéu da ding ky v6i Bo Y t€. S6 dang
k¢ dugc Bo Y t€ Viét Nam cép phai duge in 1én nhén thuSe. S6 dang k¥ c6 ky
hiéu VN3-...-18 c6 gi4 tri 03 ndm k€ tir ngay ky Quyét dinh. :

Diéu 3. Trong qud trinh Iuu hanh, cong ty ding ky thuéc, nhd sin xuft
phéi ph6i hgp v6i cic co s& diéu tri dé thuc hién theo ding cic quy dinh hién
hanh vé thu6c ké don va theo ddi an toan hiéu qua, tdc dung khéng mong muén
clia thu6c trén ngudi Viét Nam va téng hgp, bdo cdo theo diing quy dinh hién
hanh méi 06 thdng mot 14n vé Cuc Quan 1y Duoc.

Piéu 4. Nha san xu4t vi cong ty ding ky thudc phai chép hanh ddy du

phép luat cia nuéc CHXHCN Viét Nam va cdc quy dinh cia Bo Y t€ vé nhap
khdu thu6c va Ivu hanh thudc tai Viét Nam; néu c6 bét cif thay déi gl trong qud



trinh hru hanh thu6c & nuéc s tai va & Viét Nam thi phai bio cdo ngay cho Cuc
Quan 1y Dugc - Bd Y t€ Viét Nam.

Pidu 5. Dbi v6i cac thubc ban hanh kém theo quyét dinh nay va thudc
danh myc thubc doc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ciia B Y té v& viéc ban hanh danh myc thuéc
doc va nguyen lidu dc lam thuéc; cong ty ding ky, co s& san xuét phai cip nhat
quy dinh vé thuSc dbc trén nhin va huéng din str dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngdy 18/01/2018 cta B6 Y t& quy dinh ghi nhin thuoc
nguyén liéu lam thudc va to huéng din sir dung thudc va chi duge san xuit, luu
hénh thubc trén thi truong sau khi Cuc Quan Iy Dugc phé duyét ndi dung cép
nhét nay.

Piéu 6. Quyét dinh nay c6 hiéu lyc ké tir ngdy k¥ ban hanh.

Piéu 7. Gidm d6c S3 Y t€ c4c tinh, thanh phd tryc thudc trung vong, gidm
d6c nha sin xust vA cong ty ding k¥ c6 thudc tai Diéu 1 chiu trich nhi¢m thi
hanh Quyét dinh nay./.

Noi nhén:

- Nhu Didu 7;

- Bo trudng Nguyén Thi Kim Tién (dé b/c);
- TT. Truong Quéc Cudmg (dé b/c); '
- Cuc Quan Y - BO Qudc phong, Cuc Y t& - Bo Cong ang,
- Cuc Y t&€ Giao thong van tdi - Bo Giao thong van tii;
- Téng cuc Hai quan - B9 Tai chinh;

- Bio hiém Xa h¢i Viet Nam;

- Vu Phip ché, Cuc Quén 1y Khém, chita b¢nh - BY Y t€,
Thanh tra B Y t&;

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

- Téng Cong ty Duoc VN;

- Ciic Cong ty XNK Dugc phim;
-CécBenhvxen&VlencégmbngbenhmmthuOcBOYte'
- Website clia Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).




BOYTE

CUC QUAN LY DUQC

'CONG HOA XA HQI CHU NGHIA VIET NAM
Pjclip- Ty do - Hgnh phiic

DANH MUC 08 THUOC NUGC NGOAI CHUA HOAT CHAT KHANG VIRUS PANGKY
LAN PAU DUQC CAP S0 PANG KY LUU HANH HIEU LYC 03 NAM - BJT 100.

Ban hanh kém theo quyét dinh s6:442./QD-QLD, ngay 04./.F./..0048

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

1.1 Nha sén xuét: Aurobindo Pharma Limited (i-)/c Unit I1I, Survey No 313 & 314, Bachupally
Village, Quthubullapur Mandal, Ranga Reddy District, Telangana State - India)

A o Hoat chét chinh - | Dang bdo |Tudi| Tigu | Quy cach 5 ding ko
STT Tén thuoc Ham lugng ché tho (chufn| d6ng géi S0 diing ky
1 [|Vién nén Abacavir 300 |Abacavir (dudi dang|Vién nén bao| 36 [USP |Hop I I x 60 VN3-67-18
mg Abacavir sulfat) phim thang|38 vién
300mg

2. Cong ty diang ky: Cadila Healthcare Ltd. (P/c: Zydus Tower. Satellite Cross Road,
Ahmedabad 380 015 - India)

2.1 Nha sin xuit: Cadila Healthcare Ltd. (D/c: Kundaim Industrial Estate, Plot 203- 213,
Kundaim, Goa 403 115 - Indza)

.
2

e Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cich i ke

- |STT Tén thuoe Ham lhrong ché tho {chuén dong goi séa ng ky

2 |Enteliv 1 Entecavir 1mg Vién nén bao| 24 INSX |Hop3vix10 VN3-68-18
phim thang vién ‘

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

3.1 Nha sin 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 cach £ a1
STT Tén thuoe Ham lwgng cﬁé tho [chudn| doéng géi 50 dang ky
3 |Trioday (Tablets) M3i vién chira: Vién nén bao|] 30 INSX {Hop 11930 VN3-70-18
Tenofovir disoproxil [phim thang vién
fumarat 300mg
turong duong
Tenofovir
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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 sin xuét: Cipla Ltd. (B/c: Plot No. L-139 to L-146, Verna Industrial Estate, Verna -

India)
o & Hoat chit chinh - | Dang bao [Tudi| Tidu | Quy céch .
STT Tén thuoc Ham lwong ché | tho [chudn| déng goi S6 ding ky
4 |Nevimune Nevirapin 200mg | Vién nén 24 INSX |Hp 1l 60 VN3-69-18
thang vién

5. Cong ty dang ky: Emcure Pharmaceuticals Ltd. (D/c. Emcure House, T-184, M1.D.C,,
Bhosari, Pune 411 026, - India)

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

oy Hoat chit chinh - | Dgng bao |Tudi| Tieu | Quy cdch £
STT Tén thuoc Ham hrgng ché the |chudn|{ d6ng gbi 86 diing ky
5 |Tavin-EM Tenofovir disoproxil | Vién nén bao] 24 INSX [Hop 1chai 30 VN3-71-18
fumarat 300mg; phim thang| vién
Emtricitabin 200mg

6. Cong ty ding ky: Hetero Labs Limited (D/c.' 7-2 A2, Hetero Corporate, Industrial Estates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)

6.1 Nha sén xuiét: Hetero Labs Lllmted (D/c: Unit 111, 22-110, I.D.A Jeedimetla, Hyderabad

Telangana - India)

o Hoat chét chinh - | Dang bao |Tudi| Tieu | Quy céch £
STT Tén thuge Ham lrgng ché | tho |chudn| aonggsi | SCIAmEl
6 [Tenof EM Emtricitabine Vién nén bao| 24 [NSX [Hép 11030 VN3-72-18
200mg; Tenofovir |phim thing vién
disoprosil fumarat
300mg

7. Céng ty ding ky: Mi Pharma Private Limited (D/c: B-2103, Tharwani, Palm Beach Road,
Sanpada, Navi Mumbai - 400705, Maharashtra - India)
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7.1 Nha sén xuit: Mylan Laboratories Limited (Prle: Plot No. 11, 12 & 13 Indore Special
' Economic Zone Pharma Zone, Phase — I, Sector — 11, Pzthampur 454775, Dist. Dhar, Madhya

Pradesh - India)

| . Hoat cht chinh - | Dangbao |Tudi| Tiéu | Quyedch | o guno kv
STT Tén thue Ham luyng ché the [chudn| déng goi 0 déing ky
7 |Avonza Tenofovir disoprosil | Vién nén bao| 24 INSX Hép 1 lo x 30 VN3-73-18
fumarat 300mg; phim thing vién
Lamivudin 300mg;
Efavirenz 400mg
7.2 Nha sin xuét: Mylan Laboratories Limited (P/c: Plot No. H12 &H13, MIDC, Waluyj,
Aurangabad 431136, Maharashtra state - India)
4 £ Hoat chit chinh - | Dang bao Tudi| Tiéu | . Quy cach £
STT Tén thuoc Ham lrong ché tho [chuén{  dong goi S0 diing ky
8 |Lamivudine and Lamivudin 30mg; |Viénnén | 60 [NSX [Hop1lpx 60 VN3-74-18
Zidovudine Disperible [Zidovudin 60mg phén tin thing vién
Tablets 30mg/60mg

Trang 3

Vii Tufin Cuong




