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V& viée ban hanh danh xaye 19 thude nwde ngoal
(thude c6 hoat chét, phoi hop hoat chét 1an dan ding ky tai Viét Nam - $0
dang ki 6 hiéu Iy 02 nim) duge cip s6 ding ky lvu hanh tai Viét Nam -
Dot 94

CUC TRUGNG CUC QUAN LY DUGC

Ciin ¢t Luat Duge ngdy 14/6/2005; oy

Ciin ot Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phil quy
dinh chitc niéing, nhi¢m vy, quyén han va cg céu td chifc clia Bo Y 1€

Ciin ¢ Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia By trudng Bo Y
(¢ quy dinh chite ning, nhiém vy, quyén han va cg ctu (& cintc ctia Cyc Quén 1
duoc thuoc B Y 6

Ciin ¢t Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 cha BO Y t€ quy
dinh viéc ding ky thudc; .

Ciin ctt ¥ kién cha 101 dong tu van cfp s6 ding ky lua hanh thuéc - BO Y
té;

X6t dé nghi cta Trudng phong Pang ky thudc - Cyc Quéan 1§ Duge,

QUYIET PINH:

Pidu 1. Ban hinh kém theo Quyét dinh nay danh myc 19 thude nude

ngoai (thudc ¢6 hoat chét 14n ddu, phoi hgp hoat chdt 1an ddu ding ky tai Vigt

Nam - s6 dang ky ¢6 higu lyc 02 ndm) duge cép s6 ding kg luu hanh tai Viét
Nam - Dgt 94.

Midu 2. NI sn xudt va cong ty dang ky thude c6 trdch nhi¢m cung cip
thudc vio Viet Nam theo ding cde hd so tai li¢u dé ding kg voi Bo Y {¢. SO ding
ky duge BO Y € Vit Nam cép phdi duge in 1én nhin thudc. S6 diing ky c6 ky
hiéu VN2-...-16 c¢6 gié tri 02 ndm ké 1l ngdy k¢ Quyét dinh.

Pidu 3. Trong qué tdnh luu hanh, cong ty ding ky thude, nha san xuft
phéi phéi hop vé6i cdc cd sb didu tri dé thye hién theo ding cdc quy dinh hi¢n
hanh vé thudc ké don (d6i véi thude ké don) va theo doi higu lyc, d§ an toan, tdc
dung khong mong mubh cha thude trén nguoi Viét Nam va téng hgp, bdo cdo
theo ding quy dinh hign hanh méi 06 théng mot ldn vé Cuc Quén 1y Dugc.




Pidu 4, Nha sin xuft v cong ty ding ky thudc phﬁi chdp hanh c‘i"iy du
ph’ip luat ciia nude CHXHCN Viét Nam va cde quy dinh cta Bo Y & vé nhap
khdu thude va Iua hanh thudc tai Viet Nam; néu c6 bit et thay déi gi trong qué
trinh lva hanh thuc & nuée sb tai VA & Viét Nam thi phdi bdo cdo ngay cho Cyc
Quan 1y Duge - Bo Y (€ Viet Nam. -

Pidu 5. Quyét dinh ndy c6 hieu luc ké ti ngay ky ban hanh.

Piéu 6. Gidm d6c S§ Y 1€ cde tinh, thanh phé trye thude trung wong, gidm
d6c nha sdn xuflt va cong ty ding ky c6 thude tai Pidu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.
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BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Poc 1ap - Ty do - Hanh phie

DANH MUC 19 THUOC NUGC NGOAL €O HOAT CHAT LAN AU, PHOT HOP HOAT CHAT LAN
PAUDANG KY DUGC CAP SO PANG KY [,UU HANH HIEU LYC 02 NAM - DYT 94
Ban hanh kém theo quyét dinh s A 7Qp-QLD, ngay@01.91. 0046

1. Cong ty ddng ky: A.Menarini Singapore Pte, Ltd, (D/e: 30 Pasir Panjang Road, #108-32
Mapletree Business City, Singapore (117440) - Singapore)

1.1 Nhd san xufit: A. Menarvini Manufacturing Logisties and Services s, (P/e: Via Campo di
Pile, L Aquila (AQ), 1-67100 - Italy)

Toat chft chinh - | Dang bao |[Tudi| Tisu |  Quy chich

{ e ma A S-‘ ('U' .
BEl e thiris Iam lweng ché the [chufin|  d6ng goi JiHng ky
I [Bilaxten (co s kiém Bilastin 20mg; Vién nén 60 |[NSX [Hop1vix4 VN2-496-16
nghi¢m: A, Menarini théng vién; Hop 1 vix
10 vién; Hop 2 vl

Manufacturing Logistics

and Services S.r.l,; dia 2

chi: Via Sette Santi, xlv:; )1{01 813?5 ]I;lﬁp

3-50131 Firenze (FI)- Hop S vIx 10
[taly) vidn.

PRUESR WIS = P PR

x 10 vién; Hop 3

PRSPPI I e — R e

2, Cong ty f!ﬁ@q?: Ajinomoto Pharmaceuticals Co., Ltd, (D/c: Sumitomo Infune building 1-1,
Irifune 2-chiomie, Chuo-ku, Tokyo 104-0042 - Japan)

2.1 Nhd san xufit: Ajinomoto Pharmacenticals Co.,Ltd, (D/c: Fukushima Plant. 103-1,
Shirasaka Ushi Shimiz, Shirakawa-shi, Fukushima-ken 961-0835 - japan)

i ma X Hoat chfit chinh - [ Dang bho Tudi| Tisu Quy cich §6 ding 1

s T e Xam lugng ché tho |chufin|  déng goi e A

2 |Glysta Tablets 30 Nateglinid 30mg | Vién nén bao| 36 [JP 16 [Hop 10vix 10 [ VN2-497-16
phim thing vién; Hop 10 vl

x 21 vién; Hop
50 vl x 10 vién.

S F— I I . - .

3, Cong ty ding leg: Boehringer Ingellicim International GmbY (D/e: Binger Str. 173, 55216
Ingelheim am Rhein - Germany)

3,1 Nha san xudit: Boehringer Ingelheim Pharma GmbH & Co, KG (B/c: Binger Str. 173,
55216 Ingelheim am Rhein - Germany)
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o A £ Hoat chit chinh - | Dang bdo Tudi| Tiéu | Quy cdch Y
— LEirries ITAm lwgng ché tho [chufin déng goi G
3 [Trajenta Duo Linagliptin 2,5mg; | Vién nén bao| 24 [NSX [Hop 3 vix 10 VN2-498-16
Metformin IHCI phim thang vién
850mg

4. Cong ty ding ky: Galderma International (B/c: Towr Europlaza-La Defense 4 20 avenue

Andre Prothin, 92927 La Defense Cedex - France)
4,1 Nha san xufit: Laboratoives Galderma (P/c: ZI Montdesir, 74540 Alby Sur Cheran - France)

» v £ Hoqt chit chinh - | Dang bao Tudi| Tidu Quy cich 7 ;
STT Hin Al Ham lugng ché tho |chufn déng goi S0 diig by
4 |Epiduo 0.1%/2.5% gel |Adapalen 0,1%; Gel 18 INSX [Hop L tuyp 15g,| VN2-499-16
Benzoyl peroxide théng 30g
2,5% '

5. Cong ty aing ky: Gedeon Richter Ple. (B/e: Gyomroi tit 19-21, Budapest, 1103 - Hungary)

5.1 Nha san xuit: Gedeon Richter Ple. (B/e: Gyomroi it 19-21, Budapest, 1103 ~ Hungary)

- % Hoat chiit chinh - | Dang bdo Tubi| Tidu | Quy céch o ;
atl Tin thuge HAm lwgng ché tho | chufin déng gbi St iy
5 |Belara Ethinylestradiol 0,03 Vién nén bao| 36 [NSX [Hop 1 vl,3 vix| VN2-500-16
mg; Chlormadinon [phim théng 21 vién
acetat 2 mg
6. Cong ty ding ky: Glenmark Pharmaceuticals Ltd., (D/e: B/2, Mahalaxni Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - Indic)
6.1 Nha san xufit: Glenmark Pharmaceuticals Ltd. (D/e: Village Kishanpura, Baddi Nalagarh
Road, Tehsil Baddi, Distt. Solan, (H.P.)-173205 - India)
o 1!

n— e £ Iloat chit chinh - | Dang bao [Tudi| Tiéu Quy céceh $8 ding L
a Lterlinse ITam hwegng ché tho |chudin|  déng goi o fmg Ly
6 |Flexilor 4 Lotnoxicam 4mg | Vién nén bao| 24 [NSX [Hp 10 vix 10 | VN2-501-16

phim thang vién

7, Cong ty diing ky: Hetero Labs Limited (D/c: 7-2 A2, Hetero Corporate, Industrial Lstates,
Sanathnagar, Hyderabad Andhra Pradesh-AP - India)
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7.1 Nha sdn xufit: Hetero Labs Limited (D/e: Unit-V, APIIC Formulation SEZ, Polepally Village,
Jadcherla Mandal, Mahaboognagar District, India - India)

; " £ Hoat cht chfuli - | Dang bao .| Tudl] Tidu |  Quy edch & dine 1
ot Ton shinge ITum hegng ehé tho |chufin|  déng gl 50 diing ky
7 |Aritero 10 Aripiprazole 10mg |Vién nén 24 INSX [Hop3vix 10 VN2-502-16
Y S O NS thingl _ Jvien |
8 |Aritero 15 Aripiprazole 15mg [Vién nén 24 INSX [Hop3vix 10 VN2-503-16
_ thing vién
8, Cong ty diing Iy Hyphens Pharma Pte, Ltd (D/e: 138 Joo Seng Road, 3rd floor, Singapore
368361 - Singapore)
8.1 NI san xudt: Healtheare Pharmaceuticals Litd. (Ble: Rajendrapur, Gazipur - Bangladesh)
S 5 % Hoat chéit chinli~ | Dang bao [Tudl| Tieu Quy céch £ ke
L s Ham lwgng ché the [chudin|  déng géi 50 diing Ly
9 [Rupafin Rupatadin (dudi Dungdjch | 24 |[NSX [Hdp 1 chia VN2-504-16
dang Rupatadin ubng thing 120ml
fumarat)
120mg/120ml
9. Cong ty ding ky: Janssen - Cilag Litd, (P/e: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - Thailand)
9.1 Nhi sdn xuiit: Alza Corporation (B/e: 700 Eubanks Drive- Vacaville, CA 95688 - USA)
i P Hoat chitt chinh - | Dang bao Tubi| Tidu Quy cich S6 dxue Iop
51T Tei thnde Hiam hvgng ché tho |ehudn|  dong goi oeang Y
10 [Jurnista (co sir ddng gbi [[lydromorphon HCI | Vién nén 24 INSX |Hop4vix?7 VN2-505-16
va xudit xudng: Janssen 16,35mmg phéng thich |théng vién
Cilag SPA.; dja chl: Via kéo dai
C. Janssen, Borgo San
Michele- 04010 Latina-
Italia)
11 |Jurnista (co s& déng g8i [Hydromorphon HCI [Viennén | 24 [NSX [Hop 4 vix7 | VN2-506-16
v xufit xudng: Janssen |32mg phéng thich |thdng vién
Cilag SPA.; dja chi: Via kéo dai
C. Janssen, Borgo San
Michele- 04010 Latina-
[talia) .
12 [Jurnista (co s ddng g6i [Hydromorphon HCI |Viénnén | 24 [NSX [Hopdvix7 | VN2-507-16
vA xufit xuémng: Janssen (8,72 mg; phéng thich |théng vién
Cilag SPA.; dja chl: Via kéo dai ‘
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C. Janssen, Borgo San
Michele- 04010 Latina-
[taha)
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10. Cong ty diing ky: Mevek Sante s.a.s (B/e: 37, rue Saint Romain 69379 Lyon Cedex 08. -

France)

10.1 Nha san xudt: Merck Sante s.a.s (B/e: 2 Rue du Pressoir Vert, 45400 Semoy - France)

Glibenclamid 5Smg

eSS

5 . £ Hoat chiit chinli - [ Dang bdo Tudi| Tiéu Quy cich & dine ko
ki Efn pudle HAm lwgng ché the |chufin|  déng goi S0 g ky
13 |Glucovance Metformin (dudi | Vién nén bao| 36 [NSX [Hop2vix15 | VN2-508-16
1000mg/Smg dang Metformin phim thing vién
hydrochlorid)
1000mg;

PUPYSP ISP P

11, Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (D/e: Flat/RM 1401 A&B 14/I" &
27/, Caroline Ctr, 28 Yun Ping Road, Causeway Bay - Hong Kong)

11.1 Nha san xudt: MSD International GmbH (Singapore Branch) (P/e: 21 Tuas South Avenue

6, 637766 - Singapore)

B.Y, diachi:
Waarderweg 39, 2031
BN, Haatlem, The

Netherlands)

—

— " x Hogt chit chinh - | Dang bao Tudi| Tién | Quy cdch & e L
2El Hon thuoe Ham lugng ché the |chudn|  déng goi S0.ding ky
14 |Isentress (CS déng gbi: |Raltegravir 400mg | Vién nén baof 30 |NSX Hép 1 19 60 VN2-509-16
Merck Sharp & Dohme phim théng vién
(Australia) Pty Ltd, dja
chi: 54-68 Ferndell
Street, South Granville,
N.S.W.2142 Australia)
15 [isontress (CS déng gol: |Raltogravic 400mg _[Vién nén bao] 30 [NSX |Hop 1lg60 | VRN2-51 0-16
Merck Sharp & Dohme phim théng vién

Asia Square Tower 2, Singapore 018961 - Singapore)
12.1 NIA san xudit: Bard Pharmaceuticals Limited (D/c; Cambridge Science Park, Milton Road,

Cambridge, CB4 0GW -

United Kingdom)

12. C6 ug ty diing kgt Mundipharma Pharmaceuticals Pte. Ltd, (D/(' 12 Marina View, #22-01

STT

Tén thubc

Hoat chiit chinh -

Ham luwong

Dang bio
ché

Tudi
tho

Ticu
Z
chuin

Quy cich
déng gbi

$6 aiing Iy
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Targin 40/ 20mg (Ddng
gdi: Andersonbrecon
(UK) Limited; D/c:
Units 2-7, Wye Valley
Business Park, Brecon
Road, Hay-on-Wye
Hereford, Herefordshire,
HR3 5PG- United
Kingdom)

Targin PR Tablet 10/
S5mg (Péng gbi:
Andersonbrecon (UK)
Limited; D/c: Units 2-7,
Wye Valley Business
Park, Brecon Road,
Hay-on-Wye Hereford,
Herefordshive, HR3
5PG- United Kingdom)

Targin PR Tablet
20/10mg (Ddng gbi:
Andersonbrecon (UK)
Limited; B/c: Units 2-7,
Wye Valley Business
Park, Brecon Road,
Hay-on-Wye Hereford,
Herefordshire, FIR3
5PG- United Kingdom)

T argin PR Tablet 5/
2.5mg (Péng gbi:
Andersonbrecon (UK)
Limited; D/c: Units 2-7,
Wye Valley Business
Park, Brecon Road,
Hay-on-Wye Hereford,
Herefordshire, HR3
5PG- United Kingdom)

Oxycodon HCI
40mg; Naloxon HCI
20mg

Oxycodon HCI
10mg; Naloxon HCI
Smg

Oxycodon Hel
20mg; Naloxon HCI

10mg

Oﬂycodon HCI
5mg; Naloxon HCI
2,5mg

Vién nén 36 |[NSX |Hoép2vix 14 VN2-511-16
gidi phong  |thdng vién
kéo dai
Viennén | 36 [NSX |Hop2vix 14 | VN2-512-16
giai phéng  [théng vién
kéo dai
Viennén | 36 [NSX |Hop2vix 14 | VN2-513-16
phéng thich |thdng vién
kéo dai
Viennén | 36 [NSX |[Hop2vixld | YN2.514-16
gidi phéng  [théng vién
kéo dai
P
(,UC TRUONG

Trueng Quée Cudng
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