BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6: 444 /QP-QLD Ha Noi, ngayp thang 3 ndm 2019
QUYET PINH

Veé viée bau hanh danh muc 37 thuoc nuwéc ngoai
(thude c6 hoat chit, phdi hop hoat chat lan dau ding ky tai Viét Nam - s§
ding ky c6 hiéu lwe 03 nim) dwoc cap so ding ky lwu hanh tai Viét Nam -
Dot 102

CUC TRUONG CUC QUAN LY DUQC

Can ctr Luat Dugc ngay 06/4/2016;

Cian ctr Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cta Chinh phu quy
dinh chitc ning, nhiém vy, quyén han va co cdu té chitc cia Bo Y té;

Cin ctr Quyét dinh s6 7868/QD- BYT ngay 28/12/2018 cia B¢ truong Bo Y
té quy dinh chtc nang, nhiém vy, quyén han va co ciu t6 chirc cia Cuc Quén ly
Duoc thuge Bo Y té;

Cén cir Thong tw s 44/2014/TT-BYT ngay 25/11/2014 ctia B§ Y té quy
dinh viéc dang ky thuoc;

Cin ctr v kién ctia Hoi ddng tu vin cip gidy ding ky luu hanh thubc,
nguyon liéu lam thuoc - BO Y té;

Xét dé nghi ciia Trudng Phong Ping ky thude - Cuc Quan 1y Duoc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyét dinh nay danh muc 37 thubc nuéc
ngoai (thubc c6 hoat chit 1an dau, phdi hop hoat chét lan dau dang ky tai Viét
Nam - s6 ding ky ¢6 hiéu lyc 03 nim) dugc cdp sé ding ky luu hanh tai Viét
Nam - Dot 102.

Piéu 2. Nha san xuit va cong ty dang ky thudc c6 trach nhiém cung cép
thudc vao Viét Nam theo ding cac hd so tai liéu da ding ky véi Bo Y té. S6
dang ky duoc BO Y té Viét Nam cép phai duogc in 18n nhan thudc. Sé ding ky ¢6
ky hiéu VN3-...-19 ¢ gia tri 03 nam ké tir ngay ky Quyét dinh.

Diéu 3. Trong qua trinh lwu hanh, céng ty dang ky thudc, nha san xuét
phai ph01 hop véi céc co s didu tri dé thuc hién theo dung céc quy dinh hién
hanh vé thubc ké don va theo dai an toan hiéu qua, tac dung khéng mong mudn
ctia thudc trén ngudi Viét Nam va téng hop, bdo cédo theo dung quy dinh hién
hanh mdi 06 thang mot l4n vé Cuc Quan ly Dugc.



Pitu 4. Nha san xudt va cong ty ding ky thubc phai chip hanh day da
phap lut cuia nuéc CHXHCN Viét Nam va cac quy dinh cua Bo Y té vé& nhap
khau thude va luu hanh thube tai Viét Nam; néu c6 bit cir thay ddi gi trong qua
trinh luu hanh thudc & nuée s tai va & Viét Nam thi phai bao céo ngay cho Cuc
Quan ly Duogc - B6 Y té Viét Nam.

Piéu 5. Pi véi cac thude ban hanh kém theo quyét dinh nay va thudc
danh muc thudc ddc va nguyén liéu doc lam thudc theo quy dinh tai Thong tu
06/2017/TT-BYT ngay 03/5/2017 ctia Bd Y té vé viéc ban hanh danh muc thubc
doc va nguyén lidu doc lam thude; cong ty dang ky, co s& san xudt phai cip nhét
quy dinh vé thubc doc trén nhan va huéng dan st dung theo quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cia B6 Y t& quy dinh ghi nhéan thude,
nguyén liéu lam thudc va t& huéng dan st dung thude va chi dugc san xuat, luu
hanh thudc trén thi trudng sau khi Cuc Quan 1y Dugc phé duyét ndi dung cap
nhat nay.

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

Piéu 7. Giam dbc S Y té cac tinh, thanh phd truc thudc trung wong, giam
doc nha san xuat va cong ty dang ky cé thuoc tai Piéu 1 chiu trach nhi€ém thi
hanh Quyet dinh nay./.

CUC TRUONG

Noi nhin:

- Nhu Piéu 7;

- Bo truong Nguyén Thi Kim Tién (dé b/c);

- TT. Truong Quéc Cudng (dé blc); ! j
- Cuc Quan Y - Bo Quéc Phong, Cuc Y té - Bo Cong.An

- Cuc Y té Giao théng van tai - B§ Giao thong van tal,.

- Téng cuc Hai quan - B6 Tai chinh; N o <

- Bao hiém X3 hoi Viét Nam; N\ AN L

- Vu Phép ché, Cyuc Khoa hoc c6ng nghé va Dao tao, Cuc Quiatr

Iy Kham, chita bénh - B Y té, Thanh tra Bo Y té;

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

- Téng Céng ty Duoc VN;

- Céc cong ty XNK Duoc phim;

- Cac Bénh vién va Vién c6 giudng bénh truc thude Bo Y té;

- Website ciia Cuc QLD, Tap chi Duge va MP - Cuc QLD,;

- Luu: VT, KDD, BK'I(10).




CONG HOA XA HOI CHU NGHIA VIET NAM
Doc ldp - Tw do - Hanh phic

BO Y TE
CUC QUAN LY DUQC

DANH MUC 37 THUOC NUGC NGOAI CO HOAT CHAT LAN PAU, PHOI HOP HOAT
CHAT LAN PAU PANG KY PUQC CAP SO DANG KY LUU HANH HIEU LUC 03 NAM

POT 102

Ban hanh kém theo quyét dinh s6:;46../QD-QLD, ngayi/./.3../. 04T

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

1.1 Nha sin xuét: AstraZeneca Pharmaceuticals LP (B/c: 4601 Highway 62 East, Mount
Vernon, Indiana 47620 - USA)

a £ Hoat chit chinh - | Dang bao | Tudi Tiéu Quy cach Sé dine kv
kL Len th Ham luong ché tho |chuin| déng géi DEEESE
1 |Komboglyze XR Saxagliptin 2,5mg; |Viénnén bao| 36 |[NSX |[Hop4vix7 VN3-144-19
Metformin phim thang vién
hydroclorid 1000mg

2. Cong ty ding ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street, OCBC Centre
East, 14th Floor, 049514 - Singapore)

2.1 Nha sén xuét: Patheon Italia S.p.A. (P/c: 2 Trav. SX Via Morolense, 5-03013 Ferentino

(Frosinone) - Italy)

. . Hoat chét chinh - | Dang bao |Tudi| Titu | Quy cich e oo
ke L Ham luong cﬁé tho |chuin| déng géi il L
2 |Sivextro Teldizolid Bot pha 48 [NSX |Hop1lo VN3-145-19
Phosphate 200mg  |dung dich  [thang
dam dic dé
pha dung
dich truyén

3. Cong ty ’dﬁng ky: Cﬁng ty c6 phin diu tu qui")c té Hoang Gia (P/c: 56 524 diong Nguyén
Trai, Tp Bdc Ninh, tinh Bac Ninh - Viét Nam)

3.1 Nha sin xuat: Patheon Italia S.p.A. (B/c: 2 Trav. SX Via Morolense, 5-03013 Ferentino

(Frosinone) - Italy)

. < Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich £ ;
R Tren RS Ham lugng ché tho |chuin dong goi S0 ding ky
3 [Multihance Gadobenic acid Dung dich 36 [NSX |Hop 1 1o 10ml VN3-146-19

Trang 1



(dudi dang
gadobenate
dimenglumine
529mg) 334mg
(0,5M)/ml

tiém

thang

4. Cong ty dang ky: Cong ty TNHH Dugc phim Quang Anh (P/c: 83 Hoa Hung, Phuong 12,
Quan 10, Thanh pho H6 Chi Minh - Viét Nam)

4.1 Nha sian xuét: Theon Pharmaceuticals Limited (B/c: Vill. Sainimajra, Tehsil Nalagarh, Distt.

Solan (H.P) - India)

o Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cich P
s Sy Sod k
] IR Ham lwgng ché tho [chuin| déng géi M A
4 |Theofeb-40 Febuxostat 40 mg  [Vién nén bao| 36 [NSX |[Hop 3 vix 10 VN3-147-19
phim thang vién
5 |Theofeb-80 Febuxostat 80 mg | Vién nén bao| 36 |NSX [Hop 3 vix 10 VN3-148-19
phim thang vién

5. Cong ty ding ky: Egis Pharmaceuticals Private Limited Company (D/c: 1106 Budapest,
Kereszturi ut, 30-38 - Hungary)

5.1 Nha sin xuat: Egis Pharmaceuticals Private Limited Company (D/c: 1165 Budapest,
Bokényfoldi ut 118-120 - Hungary)

o Hoat chit chinh - | Dangbao |Tubi| Tieu | Quy cich P

wkx Lo thiugg Ham lugng ché | tho |chudn| déng goi 0 ding ky

6 |Aripegis Aripiprazole 15mg [Vién nén 36 INSX |Hoép2vix 14 VN3-149-19
thang vién

6. Cong ty ding ky: Eisai (Thailand) Marketing Co., Ltd. (B/c: No. 93/1, Unit 603-604, 6th
Floor, GPF Withayu Tower A, Wireless Road, Lumphini Sub-district, Pathum Wan District,
Bangkok Metropolis - Thailand)

6.1 Nha san xuiét: Eisai Manufacturing Limited (P/c: European Knowledge Centre, Mosquito
Way, Hatfield, Hertfordshire AL10 9SN - Anh)

R £ Hoat chét chinh - | Dang bao |Tudi| Tiéu Quy cich £ ax ,

TR Teptie Ham luong ché | tho [chuin| aenggei | S0 dAnE kY
7 |Fycompa 2 mg Perampanel 2mg Vién nén bao| 48 |NSX |Hop2 vix 14 VN3-150-19

phim thang . |vién .
8 |Fycompa 4 mg Perampanel 4mg Vién nén bao| 48 |[NSX |Hop2vix 14 VN3-151-19
B phim thangf vién o B
9 |Fycompa 8 mg Perampanel 8mg Vién nén bao| 48 |NSX |Hop2vix 14 VN3-152-19
' phim thang vién
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7. Cong ty dang ky: Hyphens Pharma Pte. Ltd (D/c: 138 Joo Seng Road, #03-00, Singapore

368361 - Singapore)

7.1 Nha san xuét: Medice Arzneimittel Putter GmbH & C0.KG (D/c: Kuhloweg 37, 58638

Iserlohn - Germany)

5 Hoat chit chinh - | Dangbao |Tudi| Tiu | Quy cach S Bl
hE Ten o Ham lwong ché tho |chuidn| déng goi = R
10 [Medikinet MR 10mg Methylphenidat Vién nang 24 INSX |Hop3vix 10 VN3-153-19
capsules hydroclorid 10mg  |giai phong  [thang vién
kéo dai
11 [Medikinet MR 20mg Methylphenidat Vién nang 24 INSX |Hoép3vix 10 VN3-154-19
capsules hydroclorid 20mg  |gidi phong |thang vién
kéo dai
12 [Medikinet MR 5mg Methylphenidat Vién nang 24 INSX |Hop3vix 10 VN3-155-19
capsules hydroclorid S5mg gidi phong  [thang vién
kéo dai _
7.2 Nha sin xuit: SMB Technology S.A. (P/c: Rue du Parc Industriel 39, 6900
Marche-en-Famenne - Belgium)
. £ Hoat chét chinh - | Dang bao |Tudi Tiéu Quy cich S& dine k
gk Belite Ham lugng ché | tho |chun| déng goi RS
13 |Pravafen Pravastatin natri Vién nang 24 INSX |Hép11o30 VN3-156-19
40mg; Fenofibrat  |cling thang vién
160mg
8. Cong ty dang ky: Janssen Cilag Ltd. (D/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang Bangkok 10520. - Thailand)
8.1 Nha san xuit: Janssen Cilag Manufacturing LLC (B/c: State Road 933 KM 0.1, Mamey
Ward, Gurabo Puerto Rico (PR) 00778 - My)
o £ Hoat chit chinh - | Dang bao Tudi| Tiéu | Quy céch Sé diine kv
ol & e Ham lwong ché tho |chuin| déng géi PR
14 |Invega (Dong goi: Paliperidone 6mg | Vién nén 24 INSX |Hop4vix7 VN3-157-19
Janssen-Cilag S.p.A Dia gidi phong  |[thang vién
chi: Via C. Jassen, kéo dai
Borgo San Michele,
04100 Latina, Y)
15 |Invega (Dong goi: Paliperidone 3mg  |Viénnén 24 INSX |Hop4vix7 VN3-158-19
Janssen-Cilag S.p.A; Dia giai phong |thang vién
chi: Via C. Jassen, kéo dai
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Borgo San Michele,
04100 Latina, Y)

8.2 Nha san xuat: Janssen-Ortho LLC (P/c: State Road 933, Km 0.1, Mamey Ward, Gurabo,
Puerto Rico 00778 - My)

. £ Hoat chit chinh - | Dang bao [Tudi| Tidu | Quy cach S5 ds 5
. - : dang k
ol Ten oo Ham lwgng ché tho [chuan doéng goi paams iy
16 |Prezista (Co s¢ dong goi [Darunavir (duéi Vién nén bao| 24 |NSX |Hop 11030 VN3-159-19
va xuat xuong: Janssen |dang Darunavir phim thang vién

Cilag S.p.A - Dia chi:
Via C. Janssen (loc.
Borgo S. Michele) -
040100 Latina (LT), Y)

ethanolat 867,
28mg) 800mg

9. Cong ty diang ky: Les Laboratoires Servier (B/c: 50 rue Carnot, 92284 Suresnes Cedex -

France)

9.1 Nha san xuét: Les Laboratoires Servier Industrie (D/c: 905, Route de Saran, 45520 Gidy -

France)

STT

Tén thube

Hoat chit chinh -
Ham lwong

Dang bao
ché

Tubi
tho

Tiéu
chuan

Quy cich
dong goi

S6 diang ky

17

Triveram
10mg/5mg/5mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 10,82
mg) 10 mg;
Perindopril arginin
(tuwong duong
Perindopril 3,395
mg) 5 mg;
Amlodipin (dudi
dang Amlodipin
besilat 6,935 mg) 5
mg

Vién nén bao
phim

24
thang

NSX

Hép 110 30
vién

VN3-160-19

18

Triveram
20mg/10mg/10mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 21,64
mg) 20 mg;
Perindopril arginin
(twong duong
Perindopril
6,79mg) 10 mg ;
Amlodipin (dudi
dang Amlodipin

Vién nén bao|
phim

24
thang

NSX

Hop 110 30
vién

VN3-161-19
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besilat 13,87 mg) 10
mg

19

Triveram
20mg/10mg/5mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 21,64
mg) 20 mg;
Perindopril arginin
(twong duong
Perindopril 6,79
mg) 10 mg;
Amlodipin (dudi
dang Amlodipin
besilat 6,935 mg) 5
mg

Vién nén bao
phim

24
thang

NSX

Hop 1 1o 30
vién

VN3-162-19

20

Triveram
20mg/Smg/Smg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 21,64
mg) 20 mg;
Perindopril arginin
(twong dwong
Perindopril 3,395
mg) 5 mg;
Amlodipin (dudi
dang Amlodipin
besilat 6,935 mg) 5
mg

Vién nén bao
phim

24

|théng

NSX

Hop 110 30
vién

VN3-163-19

i<

21

Triveram
40mg/10mg/10mg

Atorvastatin (dudi
dang Atorvastatin
calci trihydrat 43,28
mg) 40 mg;
Perindopril arginin
(twong duong
Perindopril 6,79 mg)
10 mg; Amlodipin
(dudi dang
Amlodipin besilat
13,87 mg) 10 mg

Vién nén bao
phim

24
thang

NSX

Hop 119 30
vién

VN3-164-19

10. Cong ty ding ky: Mundipharma Pharmaceuticals Pte. Ltd. (P/c: 12 Marina View, #22-01
Asia Square Tower 2, Singapore 018961 - Singapore)

10.1 Nha sén xuét: Purdue Pharmaceuticals, L.P. (P/c: 4701 Purdue Drive, Wilson, NC 27893 -

USA)

STT

Tén thude

Hoat chit chinh -
Ham lugng

Dang bao |
che

Tudi
tho

Tiéu
chuan

Quy cach
dong goi

So ding ky

Trang 5



Rivastigmine base

18mg

22 |OxyContin 15mg (Péng |Oxycodon HCI Vién nén 36 INSX [Hop1vi,2vix| VN3-165-19
g61: Sharp Corporation; |15mg gidi phong [thang 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
23 [OxyContin 30mg (Pong [Oxycodon HCI Vién nén 36 INSX |[Hop1vi,2vix| VN3-166-19
g6i: Sharp Corporation; |30mg gidi phong  |thang 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
24 |OxyContin 40mg (Péng [Oxycodon HCI Viennén | 36 [NSX |[Hép I vi,2vix| VN3-167-19
g61: Sharp Corporation; [40mg gidi phong  [thang 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
25 |OxyContin 60mg (Péng |Oxycodon HCI Viénnén | 36 [NSX [Hop1vi,2vix| VN3-168-19
g6i: Sharp Corporation; [60mg; gidi phéng [thang 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
26 |OxyContin 80mg (Péng [Oxycodon HCI Viennén | 36 [NSX |Hop1vi,2vix| VN3-169-19
go61: Sharp Corporation; [60mg; giai phong |[thang 14 vién
dia chi: 7451 Keebler kéo dai
way, Allentown, PA
18106, USA)
11. Céng ty ding ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland) '
11.1 Nha san xuit: LTS Lohmann Therapie-Systeme AG (D/c: Lohmannstr. 2, 56626
Andernach - Germany)
e Hoat chit chinh - | Dang biao |Tudi| Tiéu | Quy cich R
SEE LEm Rinph Ham luwgng ché tho | chuin dong goi 0 ding ky
27 |Exclon Patch 10 MB3i miéng dén Miéng dan | 24 [NSX [Hop 30 miéng | VN3-170-19
10cm?2 chira: qua da thang dan qua da

11.2 Nha sin xuit: Novartis Pharma Stein AG (P/c: Schaffhauserstrasse, 4332 Stein -

Switzerland)
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Produktions GmbH; B/c:
Oflinger Strasse 44,
79664 Wehr- Germany)

—— Hoat chit chinh - | Dang bao |Tuodi| Tieu | Quy céich <6 ding k¢
3 3 ! diang k
SLX Tengune Ham lwong ché | tho |chudn| déng goi RIS
28 |Jadenu 180mg (Péng Deferasirox 180mg [Vién nén bao| 36 [NSX |[Hop3vi,9vix| VN3-171-19
g01: Novartis Pharma phim thang 10 vién
Produktions GmbH; D/c:
Oflinger Str. 44, 79664
Wehr, Germany)
29 |Jadenu 360mg (Péng  |Deferasirox 360mg |Vién nén bao| 36 [NSX |Hop 3 vi,9vix| VN3-172-19
goi: Novartis Pharma phim thang 10 vién
Produktions GmbH; D/c:
Oflinger Str. 44, 79664
Wehr, Germany)
30 (Jadenu 90 mg (Péng Deferasirox 90mg  [Vién nén bao| 24 |NSX |Hép 3 vi,9vix| VN3-173-19
g6i: Novartis Pharma phim thang 10 vién

12. Cong ty ding ky: Otsuka Pharmaceutical Co., Ltd. (D/c: 2-9 Kanda Tsukasamachi,
Chiyoda-Ku, Tokyo - Japan)

12.1 Nha san xuéit: Korea Otsuka Pharmaceutical Co., Ltd. (B/c: 27, Jeyakgongdan 3-gzl
Hyangnam-eup, Hwaseong-si, Gyeonggi-do - Korea)

>
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" £ Hoat chat chinh - | Dang bao |Tudi| Tiéu Quy cach Sé d
STT e Ham lugng ché the |chuin|  déng géi ) ani/ky
31 |Abilify Tablets Smg Aripiprazol Smg Vién nén 36 INSX [Hoép3vix10 VN3-,1§4‘-719
thang vién

12.2 Nha san xuét: Otsuka Pharmaceutical Co., Ltd. Tokushima Factory (D/c: 463-10
Kagasuno, Kawauchi-cho Tokushima-shi, Tokushima 771-0192 - Japan)

5 P Hoat chit chinh - | Dang bao - Tudi| Tiéu Quy cich o .
b ENEREIEGS Ham luong ché tho |chuin| déng géi s L
32 |Rexulti (brexpiprazole) |Brexpiprazol Vién nén bao| 36 |NSX |HGp 1 chaix 30| VN3-175-19
tablets 0.25mg (Co so  |0,25mg phim thang vién
dong goi so cap va tha
chp: Sharp Corporation;
dia chi: 7451 Keebler
way, Allentown, PA
18106, USA)
33 [Rexulti (brexpiprazole) Brexpiprazol 0,5mg |Vién nén bao| 36 |NSX |Hop I chaix 30| VN3-176-19
tablets 0.5mg (Co so phim thang vién
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dong goi so cap va thir
cap: Sharp Corporation;
dia chi: 7451 Keebler
way, Allentown, PA
18106, USA)

34

Rexulti (brexpiprazole)
tablets 1mg (Co so dong
g6i so cp va thir cép:
Sharp Corporation; dia
chi: 7451 Keebler way,
Allentown, PA 18106,
USA)

Brexpiprazol 1mg

Vién nén bao
phim

36
thang

NSX

Hop 1 chai x 30
vién

VN3-177-19

35

Rexulti (brexpiprazole)
tablets 2mg (Co s dong
gbi so cap va thi cép:
Sharp Corporation; dia
chi: 7451 Keebler way,
Allentown, PA 18106,
USA)

Brexpiprazol 2mg

Vién nén bao
phim

36
thang

NSX

Hop 1 chai x 30
vién

VN3-178-19

36

Rexulti (brexpiprazole)
tablets 3mg (Co s& dong
gbi so cap va thi cép:
Sharp Corporation; dia
chi: 7451 Keebler way,
Allentown, PA 18106,
USA)

Brexpiprazol 3mg

Vién nén bao
phim

36
thang

NSX

Hoép 1 chaix 30
vién

VN3-179-19

37

Rexulti (brexpiprazole)
tablets 4mg (Co s& dong
g0i so cap va thir cip:
Sharp Corporation; dia
chi: 7451 Keebler way,
Allentown, PA 18106,
USA)

Brexpiprazol 4mg

Vién nén bao
phim

36
thang

NSX

Hop 1 chai x 30
vién

VN3-180-19
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