BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
S6: |40 /1QD-QLD Ha No¢i, ngay )] thang 3 nam 2018
QUYET DINH

Vé viéc ban hanh danh muc 18 thudc nuéc ngoai
(thuéc co hoat chat, phéi hop hoat chét lan d4u dang ky tai Viét Nam - s6
dang ky c6 hiéu luc 03 nam) duoc cAp s dang ky luu hanh tai Viét Nam -
Pot 99

CUC TRUONG CUC QUAN LY DUGC

Can c Luat Duogc ngay 06/4/2016;

Cian cit Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cta Chinh phu quy
dinh chitc niang, nhiém vu, quyén han va co c4u t6 chic cia BO Y t&;

Cin ctt Quyét dinh s6 3861/QP-BYT ngay 30/9/2013 ctia Bo trudng Bo Y
t€ quy dinh chic nang, nhiém vu, quyén han va co céu t6 chic ciia Cuc Quéan 1y
duoc thuoc Bo Y t€;

Cin ctt Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y t€ quy
dinh viéc dang ky thudc;

Can cit § kién cha Hoi déng tw vén cfp gidy dang ky luu hanh thudc,
nguyén liéu lam thuoc - BO Y t€;

Xét dé nghi cia Trudng Phong Ding ky thude - Cuc Quan 1y Dugc,
QUYET DINH:

Piéu 1. Ban hianh k&m theo Quyét dinh ndy danh muc 18 thudc nudc
ngoai (thudc c6 hoat chét 14n ddu, ph6i hop hoat chét 14n dau dang ky tai Viét
Nam - s6 diang ky c6 hiéu luc 03 nim) duge cdp s6 dang ky luu hanh tai Viét
Nam - Dot 99.

Piéu 2. Nha san xuit va cong ty dang ky thudc cé trich nhiém cung cap
thudc vao Viét Nam theo diing c4c hé so tai lieu da dang ky v6i B Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cép phéi duge in 1én nhan thuée. S6 dang ky c6 ky
hiéu VN3-...-18 c6 gid tri 03 ndm ké tir ngay ky Quyét dinh.

Piéu 3. Trong qué trinh lwu hanh, cong ty dang ky thudc, nha san xuat
phai phéi hop v6i cdc co s& diéu tri dé thuc hién theo ding céc quy dinh hién
hanh vé thudc ké don va theo ddi an toan hiéu qua, tdc dung khéng mong muén
ctia thudc trén ngudi Viét Nam va téng hgp, bdo cdo theo ding quy dinh hién
hanh mbi 06 thadng mot 14n vé& Cuc Quén 1y Duogc.



Dic¢u 4. Nha sin xuét va cong ty ding ky thudc phai chap hanh diy da
phép luat clia nuéc CHXHCN Viét Nam va cdc quy dinh cta Bo Y t€ v& nhap
khdu thu6c va luu hanh thuSc tai Viet Nam; néu c6 bét cit thay déi gi trong qud
trinh luwu hanh thuéc o nuéc so tai va & Viét Nam thi phai b4o cdo ngay cho Cuc

Quén Iy Duoc - B6 Y t€ Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm d6c S5 Y t€ céc tinh, thanh phé truc thudc trung wong, gidm
d6c nha san xuét va cong ty dang ky c6 thudc tai Diéu 1 chiu trach nhiém thi

hanh Quyét dinh nay./.

Noi nhdn:

- Nhu Diéu 6;

- Bo trudng Nguyén 'T'hi Kim 'Iién (d€ b/c);

- TT. Truong Qubc Cudng (dé b/c);

- Cuc Quan Y - B6 Quéc Phong, Cuc Y t€ - BO Cong An;

- Cuc Y t€ Giao thong vén tai - Bo Giao théng van tai;

- Téng cuc Hai quan - B Tai chinh;

- Bdo hiém X3 hoi Viét Nam;

- Vu Phdp ché&, Cuc Khoa hgc cong nghé va Pao tao, Cuc Quin
1y Khdm, chita bénh - B6 Y t€, Thanh tra B6 Y t&;

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

- Téng Cong ty Duoc VN;

- Céc cong ty XNK Duogc phim;

- C4c Bénh vién va Vién c6 giudng bénh truc thudc Bo Y t&;
- Website clia Cuc QLD, Tap chi Duge va MP - Cuc QLD;

- Lwu: VT, KDD, PKT(10).

KT. CUC TRUONG
PHO CUC TRUONG




BOYTE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc ldp - Tu do - Hanh phic

DANH MUC 18 THUOC NUGC NGOAIL CO HOAT CLIAT LAN DAU, PIIOI IIOT 1IOAT CLIAT
LAN DAU DANG KY DUGC CAP SO PANG KY LUU HANH HIEU LUC 03 NAM - DJT 99.

Ban hanh kém theo quyét dinh sé: /7({./QD-QLD, ngay~1../..3./2018.

1. Cong ty ding ky: A. Menarini Singapore Pte. 1.td (B/c: 30 Pasir Panjang Road, # 08-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nha san xuét: A.Menarini Manufacturing Logistics and Services S.r.1 (/c: Campo Di Pile,

L'dquila - Italy)

— Hoat chét chinh - | Dangbao |Tudi| Titu | Quyecich | a4 o
g O ; f k
s R Ham luong che tho |chuan| dong goi D OEng Y
1 |Bifril (co s& xuat xudng |Zofenopril calci Vién nén bao| 36 [NSX [Hop1 vix 14 VN3-33-18
16: Dompe' SPA, dia chi:|15mg phim thang vién, Hop 2 vi x
Via Campo di Pile, 14 vién
67100 L'Aquila, Italy)
2 [Bifril (co s& xuét xudng |Zofenopril calci Vién nén bao| 36 |NSX |[Hoplvix 14 VIN3-34-18
16: Dompe' SPA, dia chi:[30mg phim thang vién, Hop 2 vix
Via Campo di Pile, 14 vién
67100 L'Aquila, Italy)

2. Cong ty ding ky: AstraZeneca Singapore Pte., Ltd. (D/c: 10, Kallang Avenue #12-10 Aperia,
Singapore 339510 - Singapore)

2.1 Nha san xuét: AstraZeneca AB (P/c: Gartunavagen, SE-151 85 Sodertalje - Sweden)

X £ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach Sé da 3
b s Ham lwgng ché tho |chudn| dong géi Ueling
3 |Tagrisso Osimertinib (twong |Vién nén bao| 36 |NSX |Hop3 vix 10 VN3-35-18
ung 47,7mg phim thang vién
Osimertinib
mesylat) 40mg
4 |Tagrisso Osimertinib (twong |Vién nén bao| 36 [NSX [Hop3vix10 | VN3-36-18
ing 95,4img phim thang vién
Osimertinib
mesylat) 80mg

2.2 Nha san xuét: AstraZeneca Pharmaceuticals LP (D/c: 4601 Highway 62 East, Mt. Vernon,

IN 47620 - USA)
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" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ o o
RIEX Ly hiGs Ham lrgng ché | tho |chudn| domggsi | 0 dAnElY
5 |Forxiga (co s& dong géi: [Dapagliflozin (dudi |Vién nén bao| 36 [NSX |Hop?2vix 14 VN3-37-18
AstraZeneca UK dang Dapagliflozin |phim thang vién
Limited, dia chi: Silk propanediol
Road Business Park, monohydrat) 10mg
Macclesfield Cheshire
SK10 2NA, UK)
6 |Forxiga (co s& dong goi: |Dapagliflozin (dudi |Vién nén bao| 36 |NSX |[Hop2vix 14 VN3-38-18
AstraZeneca UK dang Dapagliflozin |phim thang vién
[imited, dia chi: Silk  |propanediol
Road Business Park, monoliydrat) Siug
Macoclesfield Cheshire
SK10 2NA, UK)

3. Cong ty dang ky: Cong ty TNHH Binh Viét Dirc (P/c: 62/36 Truong Céng Dinh, P. 14, Q.
Tdn Binh, TP. Ho6 Chi Minh - Viét Nam)

3.1 Nha san xuit: Hameln Pharmaceutical GmbH (D/c: Langes Feld 13, 31789 Hameln -

Germany)
n P Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé ds "
T Rem St Ham hrong ché | tho |chudn| déng goi e
7 |Alfentanil-hameln Alfentanil (dudi Dung dich 24 INSX |Hép 10 éng 10 VN3-39-18
0,5mg/ml dang Alfentanil thudc thang ml
hydrochlorid) tiém/tiém
S5mg/10ml truyén

4. Cong ty diing ky: Cong ty TNHH Dwoc TAm Pan (B/c: 1333 dwong 31B, Khu phé An Phii -
An Khdnh, Phuong An Phi, Qudn 2, TP. H6 Chi Minh - Viét Nam)

4.1 Nha san xuét: Laboratorios Lesvi, S.L. (D/c: Avda de Barcelona, 69 08970 Sant Joan Despi

(Barcelona) - Spain).

” P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach g e ,
Tl e\ bie Ham lwong ché tho | chuin dong goi Shiting: i
8 |Ariazol 10mg Aripiprazol 10mg | Vién nén 24 INSX [Hop4vix7 VN3-40-18
S T R, W o S S
9 |Ariazol Smg Aripiprazol 5mg Vién nén 24 INSX |[Hop4vix7 VN3-41-18
B [thang vién i

5. Cong ty ding ky: GlaxoSmithKline Pte., Ltd. (B/c: 150 Beach Road, # 21-00 Gateway West,
Singapore 189720 - Singapore)
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5.1 Nha sin xuit: Glaxo Operations UK Ltd. (trading as Glaxo Wellcome Operations) (D/c:
Priory Street, Ware, Hertfordshire, SG12 ODJ - UK)

STT

Tén thube

Hoatl chit chinh -
Ham lwong

Dang }Jﬁo
che

Tubl
tho

Tiéu
chuin

Quy céach
dong goi

$6 dang ky

10

Relvar Ellipta

Relvar léﬁipta

M3i lidu chua phéng

thich chira
Fluticasone furoate
100meg; Vilanterol
(dudi dang
Vilanterol
trifenatate) 25mceg;
(M3 liéu phéng
thich chira
Fluticasone furoate
92mcg; Vilanterol
(dudi dang
Vilanterol
trifenatate) 22mcg;

MB3i lidu chua pthng

thich chira
Fluticasone furoate
200mcg; Vilanterol
(dudi dang
Vllanterol
trifenatate) 25mcg;
(M>i liéu phéng
thich chira
Fluticasone furoate
184mcg; Vilanterol
(dudi dang
Vllanterol
trifenatate) 22mceg

lidu

liu

Bot hit phan

Bt hit phén |

24
thang

24
théng

NSX

NSX

Hop chira 1
dung cu 30 lidu
hit

Hop chira 1
dung cu 30 ligu
hit

VN3-42-18

VN3-43-18

6. Cong ty diing ky: Janssen - Cilag Ltd. (D/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - T} hailand)

6.1 Nha san xuit: Catalent CTS, LLC (P/c: 10245 Hickman Mills Drive, Kansas City, MO,

64137 - USA)
£ Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cach £ i
& A : ang | ;s Sod
D DG Ham lwong ché tho [chuan| déng goi 0 ding ky
12 |Imbruvica (Co s& dan  |Ibrutinib 140mg Vién nang 24 INSX [Hop1lo90 VN3-44-18
nhan va doéng goi: cliing thang vién, 120 vién

AndersonBrecon Inc.
(d/c: 4545 Assembly
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Jolie- Hoa)

Drive, Rockford, IL,

6.2 Nha san xuit: Janssen Cilag Manufacturing LLC (B/c: State Road 933 KM 0.1, Mamey
Ward, Gurabo, Fuerto Rico - My)

¢ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich 6 .
& 5 . : 2 0 din
L Lo thatoe Ham lugng ché tho |chuin| dong goi g ky
13 |Concerta (CSDG:|Methylphenidat Vién nén 24 INSX |Lo chira 30 vién| VN3-45-18
AndersonBrecon Inc., d/c:lhydroclorid 54mg  |phéng thich |thang
4545 Assembly Drive, kéo dai

Rockford, IL, 61109, M¥;
CS kiém tra chét hrong dé
xuit xudng 16 thubc:
Janssen Ortho LLC, d/c:
State Road 933 KM 0.1,
Mamey Ward, Gurabo,
Puerto Rico, M¥)

7. Cong ty ding ky: Les Laboratoires Servier (D/c: 50 rue Carnot, 92284 Suresnes Cedex -
France)

7.1 Nha san xuit: Servier (Ireland) Industries Ltd (B/c: Moneylands - Gorey Road Arklow .

Co. Wicklow - Ireland)

STT

Tén thude

Hoat chét chinh -
Ham luong

Dang bao
ché

Tubi
tho

Tiéu
R
chuan

Quy cach
dong goi

S6 dang ky

14

15

Viacoram 3.5mg/2.5mg

Viacoram 7mg/5mg

Perindopril (tuong
ung 3,5mg
perindopril arginine)
2,378 mg ;
Amlodipine (dudi
dang 3.4675
amlodipine besilate)
2,5mg

Perindopril (twong
(g 7mg perindopril
arginine) 4,756mg;
Amlodipine (tuong
ung véi 6,935mg
Amlodipine
besylate) Smg

Vién nén

Vién nén

36
thang

NSX

NSX
thang

Hop 110 x 30
vién

Hop 1 lo X 30
vién

VN3-46-18

VN3-47-18

8. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -

Switzerland)
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8.1 Nha san xuét: Novartis Singapore Pharmaceutical Manufacturing Pte. Ltd (D/c: 10Tuas
Bay Lane, 637461 Singapore - Singapore)

. X Hoat chét chinh - | Dang bao |Tu61| Tiéu | Quy cach A s
2 OB % So dang k
el SR Ham lwong ché tho |chuan| dong goi s & |
16 |Uperio 100mg (Co's¢  |Sacubitril 48,6mg va|Viénnén bao| 36 [NSX |[Hop2vix 14 VN3-48-18
déng goi va xuat xudng: |Valsartan 51,4mg | phim thang vién
Novartis Farma SpA; dia|(dudi dang mudi
chi: Via Provinciale phirc hop sacubitril
Schito 131, 80058 Torre |valsartan natri
Annunziata (NA), Italy) {113,103mg);
17 |Uperio 200mg (Co'sd  [Sacubitril 97,2mg va|Vién nén bao| 36 [NSX [Hop4vix7 VN3-49-18
déng gbi va xuat xudng: |Valsartan 102,8mg | phim thang vién
Novartis Farma SpA; dia|(dudi dang muoi
chi: Via Provinciale phirc hop sacubitril
Schito 131, 80058 Torre |valsartan natri
Annunziata (NA), Italy) [226,206mg);
18 [Uperio 50mg (Cos6  |Sacubitril 24,3mg v3|Vién nénbao| 36 [NSX [Hop2vix 14 | VN3-50-18 |
déng goi va xuat xuong: |Valsartan 25,7mg  |phim thang vién
Novartis Farma SpA; dia|(dudi dang muoi
chi: Via Provinciale phtrc hgp sacubitril
Schito 131, 80058 Torre |valsartan natri
Annunziata (NA), Italy) [56,551mg);
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