BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Ty do - Hanh phiic
86: 244 /Qb-QLD Ha Noi, ngaypy thang( ndm 2017
QUYET PINH

. 'Vé viéc ban hanh danh muc 23 thuéc nuéc ngoai
(thudc ¢6 hoat chat, phoi hop hoat chét 14n d4u dang ky tai Viéet Nam - s6
dang ky c6 hiéu luc 02 nam) dugc cip s6 dang Ky luu hanh tai Viét Nam -
Dot 97

CUC TRUONG CUC QUAN LY DUQC

Can cit Luat Duoc ngay 06/4/2016;

Cin cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chitc nang, nhiém vu, quyén han va co cu t8 chiic ciia BO Y t&;

Cian ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 cia Bo truéng BO Y
t& quy dinh chic ning, nhiém vu, quyén han va co cu té chitc ctia Cuc Quén ly
dugc thudc Bo Y t€;

Cin c& Thong tu s6 44/2014/TT-BYT ngdy 25/11/2014 ctia By Y t€ quy
dinh viéc dang k¥ thudc;
Can ctt § kién clia Hoi déng tu vén cép s6 dang ky luu hanh thuée - BO Y

te;

Xét dé nghi cia Phong Dang ky thudc - Cuc Quan 1§ Dugc,
QUYET PINH:

Piéu 1. Ban hanh kém theo Quyet dinh nay danh muc 23 thube nuée
ngoai (thuoc c6 hoat chét 1an dau, ph01 hop hoat chat lAn ddu ding ky tai Viét
Nam - s6 ding ky c6 hiéu luc 02 nidm) duge cap s ding ky luu hanh tai Viét
Nam - Dot 97.

Pidu 2. Nha san xuét va cong ty dang ky thudc cé trach nhiém cung cap
thudc vao Viét Nam theo dung cac hd so tai lidu da ding ky v6i BO Y té. S
dang ky dugc B0 Y t& Viét Nam cép phai dugc in 1én nhén thube. S6 dang ky co
ky hiéu VN2-...-17 c06 gi4 tri 02 nam ké tlr ngay ky Quyét dinh.

Bleu 3. Trong qué trinh luu hanh, cdng ty déng ky thubc, nha san xuét
phai ph01 hop véi cac co s didu tr @& thwe hién theo dung céc quy dinh hién
hanh vé& thudc ké don (d01 véi thuoc k& don) va theo ddi an toan higu qua, tac
dung khéng mong muobn cua 1huoc trén ngudi Viét Nam va tdng hop, bdo céo
theo dng quy dinh hign hanh mbi 06 thdng mot 14n vé Cuc Quén 1y Dugc.



Pidu 4. Nha san xuit va cong ty dang ky thudc phai chip hanh day du
phép ludt cua nuéc CHXHCN Viét Nam va céc quy dinh cua BO Y té v& nhép
khéu thudc va luu hanh thude tai Viét Nam; néu cé bt ctt thay ddi gi trong qua
trinh lru hanh thudc & nude s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quén ly Dugc - B4 Y t& Viét Nam.

Pidu 5. Quyét dinh nay c6 hidu luc ké tir ngy ky ban hanh.

Pidu 6. Giam dbc S¢ Y té céc tinh, thanh ph tryc thude trung wong, giam
dbc nha san xuit va cong ty dang ky cb thudc tai Didu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

PHU TRACH QUANLY,
Noi nhén: - DIEUHANH CYC
- Nhu Diéu 6; fﬁ"}_ )
- Bo trudng Nguyén Thi Kim Tién (dé b/c); Gl
- Cuc Quén Y - Bo Quéc Phong, Cuc Y t€ - Bo Cong An?/ .
- Cuc Y t€ Giao théng van tai - Bo Giao thong van tai; ! .

- Téng cuic Hai quan - Bo Tai chinh; SRR LEE
- B4o hiém X4 hoi Viét Nam; 5
- Vu Phép ché, Cuc Khoa hoc cong nghé va Dao tao, Cuc

1y Kham, chita bénh - B Y t&, Thanh tra BO Y t&; . 4L,

- Vién KN thudc TW, Vién KN thuéc TP. HCM,; Truwong Quéc Cudng
- Téng Cong ty Duge VN; Thir truwémg By Y té
- Céc cong ty XNK Dugc pham;

- C4c Benh vién va Vién cé giudng bénh truc thudc Bo Y t&;

- Website clia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;

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




BOYTE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tu do - Hanh phuc

DANH MUC 23 THUOC NUGC NGOAI CO HOAT CHXT_LAN DAU, PHOI HOP HOAT CHAT
LAN DAU DANG KY PUGC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - BOT 97

Ban hanh kém theo quydt dinh s6:24%../QD-QLD, ngay 0./.6.1.. 2007

1. Cong ty diing ky: Abbott Laborateries GmbH (B/c: Freundallee 94, 30173 Hannover -
Germany)

1.1 Nha san xuit: Aesica Pharmaceuticals GmbH (D/c: Galileistr.6, 08056 Zwickau - Germany)

STT

Tén thude

Hoat chét chinh -

Ham lugng

Dang bao
che

Tubi
tho

Tiéu
chuan

Quy cach
dong goi

S6 dang ky

Vimpat 100 mg (CS déng
g6i: Aesica Pharmaceuticals
GmbH, dia chi: Mittelstr.
15, 40789 Monheim am
Rhein, Germany; CS KTCL:
Aesica Pharmaceuticals
GmbH, dia chi: Galileistr.6,
08056 Zwickau; CS xudt
xuong: Aesica
Pharmaceuticals GmbH, dia
chi: Alfred-Nobel-Str. 10,
40789 Monheim am Rhelin,
Germany)

Vimpat 150 mg (CS déng
goi: Aesica Pharmaceuticals
GmbH, dia chi: Mittelstr.
15, 40789 Monheim am
Rhein, Germany; CS KTCL:
Aesica Pharmaceuticals
GmbH, dia chi: Galileistr.6,
08056 Zwickau; CS xuét
xuong: Aesica
Pharmaceuticals GmbH, dia
chi: Alfred-Nobel-Str. 10,
40789 Monheim am Rhein,
Germany)

Vimpat 200 mg (CS déng
g6it Aesica Pharmaceuticals
GmbH, dia chi: Mittelstr.
15. 40789 Monheim am
Rhein, Germany; CS KTCL:
Aesica Pharmaceuticals
GmbH, dia chi: Galileistr.6,
08056 Zwickau; CS xuit
xudng: Acsica
Pharmaccuticals GmbH, ,
dia chi: Alfred-Nobel-Str.
10,

Lacosamide 100mg

Lacosamide 150mg

Lacosamide 20(_)mg -

Vién nén bao
phim

Vién nén bao
phim

Vién nén bao
phim

60
thang

60
thang

60
thang

NSX

NSX

NSX

Hop4vix 14
vién

Hop 1 vix 14
vién, hdp 4 vi x
14 vién, hop 12
vi x 14 vién

Hop 1 vix 14
vién, hop 4 vi x
14 vién, hop 12
vi x 14 vién

VN2-595-17

VN2-596-17

VN2-597-17

Trang 1




40789 Monheim am Rhein,
Germany)

4 |Vimpat 50 mg (CS déng |Lacosamide 50mg | Vién néri bao| 60 [NSX [Hoplvix 14 | VN2-598-17.
g6i: Aesica Pharmaceuticals phim thang vién, hop 4 vix
GmbH, dia chi: Mittelstr. 14 vién, hop 12
15, 40789 Monheim am i N
Rhein, Germany; CS KTCL: A 14-Vlen
Aesica Pharmaceuticals
GmbH, dia chi: Galileistr.6,
08056 Zwickau; CS xuét
xuong: Aesica -
Pharmaceuticals GmbH, dia
chi: Alfred-Nobel-Str. 10,
40789 Monheim am Rhein,
Germany)
2. Cong ty dang ky: APC Pharmaceuticals & Chemical Limited (D/c: 19/F, Chung Hing
Commercial BLDG. 62-63 Connaught Road Central, Central - Hong Kong)
2.1 Nha sin xuat: MSN Laboratories Private Limited (P/c: Plot No 42, Anrich industrial Estate,
Bollaram, Medak District - 502325, Telangana - India)
5 P Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy céch ky 52 ]
STT Tén thude Ham lugng ché tho [chuin| déng goi S0 ding ky
5 |Febuday 40 Febuxostat 40mg  |Vién nén bao| 24 [NSX |[Hop3 vix 10 VN2-599-17
el et s e e o el e phim _ _ |théingl  |vien - | I
6 |Febuday 80 Febuxostat 80mg  [Vién nén bao| 24 |[NSX |Hop3vix 10 VN2-600-17
phim théang ~|vién
3. Cong ty déing ky: Boehringer Ingelheim International GmbH (D/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)
3.1 Nha sian xuét: Boehringer Ingelheim Pharma GmbH & Co. KG (D/c: Binger Strasse 173,
D-55216 Ingelheim am Rhein - Germany)
. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ e ,
A A . . S d k
pIE il o Ham lwgng ché tho [chuan| doéng géi SRARSISY
7 |Giotrif Afatinib (duéi dang |[Vién bao 36 INSX |Hop4vix7 VN2-601-17
Afatinib dimaleat) [phim thang vién
20mg
8 |Giotrif Afatinib (dudi dang [Vién bao 36 [NSX |Hop4vix7 VN2-602-17
Afatinib dimaleat) |phim thang vién
30me | [ I R —
9 |Giotrif Afatinib (duéi dang [Vién bao 36 INSX |Hop4vix7 VN2-603-17
Afatinib dimaleat) [phim thang vién
40mg
10 |Giotrif Afatinib (dudi dang [Vién bao 36 [NSX |Hop4vix7 VN2-604-17

Trang 2




Afatinib dimaleat)
SOmg

phim

thang

vién

3.2 Nha sin xuét: Boehringer Ingelheim pharma GmbH & Co. KG. (D/c: Binger Strasse 173,
55216 Ingelheim am Rhein - Germany)

R £ Hoat chit chinh - | Dang bao |Tudi| Tieu Quy cich S5 ding ky
i LS (D Ham lugng ché tho |chuin| déng géi i
11 (Jardiance Empagliflozin 10mg |Vién nén bao| 36 NSX |Hop 3 vix 10 VN2-605-17
| (S DU— T L. S | S
12 |Jardiance Empagliflozin 25mg|Vién nén bao| 36 [NSX [Hop 3 vix 10 VN2-606-17
I ~ [phim ~ [thang|  |vién

4. Cong ty dang Kky: Eli Lilly Asia, Inc-Thailand Branch (D/c: 87/2 9th Floor, CRC Tower, All
Season Place, Wireless Road, Lumpini, Phatumwan, Bangkok 10330 - Thailand)

4.1 Nha san xuat: Lilly del Caribe, Inc. (B/c: 12.6km 65th Infantry Road, Carolina, Puerto Rico

00985 - Hoa K»)

e Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ok
STT Tén thude Ham lwong ché tho |chuin| déng géi 50 dang ky
13 |Cymbalta (CS xuét Duloxetine (duéi Vién nang 24 INSX |Hop4vix7 VN2-607-17
xudng 16, kiém soat chat |dang Duloxetin cung bao tan [thang vién
luong, déng gbi so cip |HCI) 30mg trong rudt
va thir cip: Lilly S.A;
Dia chi: Avda de la
Industria 30, 28108
Alcobendas, Mandrid,
Tay Ban Nha)
14 |Cymbalta (CS xuit Duloxetine (dudi Vién nang 24 INSX |Hop4vix7 VN2-608-17
xudng 16, kiém soat chit [dang Duloxetin cung bao tan |thang vién
lugng, dong gbi so cdp  |HC1) 60mg; trong rudt

v thir cp: Lilly S.A;
Dia chi: Avda de la
Industria 30, 28108
Alcobendas, Mandrid,
Tay Ban Nha)

5. Cong ty dang ky: Ferring Pharmaceuticals Ltd. (P/c: Units 1-12, 25/F, No | Hung To Road
Negau Tau Kok, Kowloon, - Hongkong)

5.1 Nha san xuét: Ferring Controlled Therapeutics Limited (D/c: | Redwood Place, Peel Park
Campus, East Kilbride, Glasgow G74 5PB - UK)
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STT

Tén thudc

15

Propess

Hoat chét chinh - | Dang bao Tudi| Titu Quy cach ) .
: e p So ding k
Ham lwong ché | tho |chudn| déng géi 0 dang Xy
Dinoprostone 10mg |HE phan 36 [NSX1 [Hop 1tdix 1hé] VN2-609-17
phoi thuoée  |thang phén phoi thuoe
dat 4m dao dat am dao

6. Cong ty ding ky: Hyphens Pharma Pte. Ltd (P/c: 138 Joo Seng Road, #03-00, Singapore

368361 - Singapore}

6.1 Nha san xuit: Cenexi (P/c: 17 rue de Pontoise 95520 Osny - France)

. Hoat chét chinh - | Dang bao |[Tudi| Tiéu [ Quy cich s .
8 0 . : ; So dang k
STT 260 e Ham lwgng ché tho | chuin déng goi e
16 |Esmya Ulipristal acetate Vién nén 36 |INSX |Hop2vix 14 VN2-610-17
- |5mg ~ |thang vién, -

7. Cong ty ding ky: Janssen - Cilag Ltd. (P/c: 106 Moo 4 Lad Krabang Industrial Estate
Chalongkrung Rd., Kwaeng Lamplatew, Khet Lad, Krabang, Bangkok 10520. - Thailand)

7.1 Nha san xuit: Janssen-Ortho LLC (D/c: State Road 933, Km 0.1, Mamey Ward, Gurabo,
00778 - Puerto Rico - Myp)

, Hoat chit chinh - | Dang bao |Tudi| Titu | Quy cch 5. e
A A « . S d k
STT Tén thude Ham lwgng ché tho [chuin| dong géi o dang &y
17 |Invokana (CS dong goi  |Canagliflozin (dudi Vién nénbao| 24 (NSX [Hop 3 vix 10 VN2-611-17
va xuat xudng: dang Canagliflozin |phim thang vién
Janssen-Cilag S.p.A; dia [hemihydrat)
chi: Via C. Janssen, 300mg
Borgo San Michela,
04100 Latina, Italy)
18 Ir-l.vokgna (CS”d.()né gT’)i_ Ea;agli?lo_zi; (Eu’gi_l Vién nén bao| 24 | NSX ﬁ6;3_v1_x_10_ | vN2-612-17
va xuat xudng: dang Canagliflozin |phim thang vién

Janssen-Cilag S.p.A; dia
chi: Via C. Janssen,
Borgo San Michela,
04100 Latina, Italy)

hemihydrat) 100mg

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

Switzerland)

8.1 Nha sin xuit: Novartis Pharma Stein AG (B/c: Schaffhauserstrasse 4332 Stein -

Switzerland)

Trang 4




Tudi

lm Wannenboden 16,
CH-4133 Pratteln,
Switzerland)

bromid) 50mcg

R £ Hoat chét chinh - | Dang bao Tiéu Quy cach S dang kv
STT Tén thube Ham lugng ché tho |chuian| déng goéi &Y
19 |Seebri Breezhaler (Dong Glycopyrronium Vién nang 18 |NSX |Hop 1 vi, 2 vi, VN2-613-17
gbi so cap va thir cap:  |(dudi dang cing thang 5vix 6 vién
Konapharma AG; D/c:  |Glycopyrronium kém 1 Ong hit

9. Cong ty diing ky: Otsuka Pharmaceutical Co., Ltd. (D/c: 2-9 Kanda T sukasamachi,
Chiyoda-Ku, Tokyo - Japan)

9.1 Nha san xuit: Patheon Manufaturing Services LLC (P/c: 5900 Martin Luther King, Jr.
Highway Greenville, North Carolina 27834 - USA)

S6 aing ky

 VN2-614-17

. £ Hoat chit chinh - | Dang bao Tudi| Tieu | Quy cach
S LEHERIGE Ham lugng ché tho |chuin| déng goi
20 |V Busulfex (Busulfan) |M&i 10ml dung dich |Dung dich 30 INSX H(}El(’)‘p x8
Injection chira: Busulfan tiém truyén |thang hép nho x 1 6ng
60mg tinh mach 10ml

10. Cong ty ding ky: Pfizer (Thailand) Ltd. (D/c: Floor 36, 37 United Center Building, 323
Silom Road, Silom, Bangrak, Bangkok 10500 - T hailand)

10.1 Nha san xuit: Pfizer Manufacturing Belgium NV (D/c: Rijksweg 12, 2870 Puurs - Belgium)

STT

So dang ky

Ten thube Hoat chét chinh - | Dangbao |Tubi| Titu | Quy cdch
B . Ham lugng ché tho |chuan| déng goi
Sayana Press Medroxyprogesteron|Hon dich 36 |NSX ng 1 dung;cu
acetat tiém thang tiém dong san
104mg/0,65ml thude 0,65ml

VN2-617-17

11. Cong ty diing ky: Pfizer (Thailand) Ltd. (B/c: Floor 36, 37, 38 United Center Building, 323
Silom Road, Silom, Bangrak, Bangkok 10500 - Thailand)

11.1 Nha san xuft: Bristol-Myers Squibb Manufacturing Company (B/c: State Road No. 3, kin
77.5 Humacao, 00791 Puerto Rico - USA)

STT

22

Tén thude

Hoat chét chinh -
Ham lugng

Eliguis (Pong gbi va
xuat xuong:
Bristol-Myers Squibb

Apixaban 2,5-mg

Dang bao |Tubi Tiéu Quy cach
ché tho |chuan| doéng goi
Vién nén bao| 36 [NSX |Hop2vix 10
phim thang vién, hop 6 vix
10 vién

Sb diing ky

VN2-615-17

Trang 5




S.r.l., dia chi: Loc.
Fontana del Ceraso,
03012 Anagni (FR), Y)
Eliquis (Pong goi va
xudt xudng:
Bristol-Myers Squibb
S.r.1., dia chi: Loc.
Fontana del Ceraso,
03012 Anagni (FR), Y)

Apixaban 5mg

Vién nén bao
phim

thang

36

NSX

Hop2vix 10
vién, hdp 6 vi x
10 vién

VN2-616-17

Trang 6

ruong Quoc Cudng

Thit truwéng By Y té




