BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUOC Doc lap - Tu do - Hanh phiic
S6: 5332 /QP-QLD Ha N¢i, ngay A9 thing 4 ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 27 thuéc nuée ngoai
(thugc dié€u tri ung thr dang ky 1an diu - s6 dang ky c6 hiéu luc 02 nam)
dugc cip so dang ky luu hanh tai Viét Nam - Pot 87

CUC TRUONG CUC QUAN LY DUGC

Can ctt Luat Duoc ngay 14/6/2005;

Can ctt Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phii quy
dinh chic ndng, nhiém vu, quyén han va co cdu té chiic cia Bo Y té:

Can ct Quyét dinh s6 3861/QP-BYT ngay 30/9/2013 cita Bo trudng Bo Y
t€ quy dinh chitc nang, nhiém vu, quyén han va co cdu té chic ciia Cuc Quan ly
dugc thudc BO Y t€;

Can ct Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 ctia Bo Y & quy
dinh viéc dang ky thudc;

Can ctr y kién ctia Hoi dong tu van cdp s6 dang ky luu hanh thuée - Bo Y
té; "

Xét dé nghj ctia Truong phong Dang ky thudc - Cuc Quan 1y Duoc,

QUYET PINH:

Diéu 1. Ban hanh kém theo Quyét dinh ndy danh muc 27 thudc nudc
ngoai (thude dieu tri ung thur ding k¢ 1dn ddu - s6 dang ky ¢4 hiéu luc 02 nim)
dugc cép s6 dang ky luu hanh tai Viét Nam - Dot 87.

Diéu 2. Nha san xu4t va cong ty dang ky thuSc c6 trach nhiem cung cap
thu6e vao Viét Nam theo diing cdc hé so tai liéu da ding ky v6i Bo Y t€. S6 dang
ky duoc Bo Y t€ Viét Nam cdp phai dugc in lén nhan thudc. S6 dang ky c6 ky
hiéu VN2-...-14 ¢6 gia tri 02 nam ké tir ngay ky Quyét dinh.

biéu 3. Trong qué trinh luu hanh, cong ty ding k¥ thudc, nha san xust
phdi phdi hop véi cdc co s¢ di€u tri dé thuc hién theo diing cdc quy dinh hién
hanh vé thudc ké don va theo d5i hiéu luc, do an toan, tic dung khéng mong
mudn ctia thudc trén ngudi Viét Nam va tdng hop, bdo cdo theo ding quy dinh
hién hanh méi 06 thdng mét 1dn vé Cuc Quan 1y Duoc.

Diéu 4. Nha sén xust va cong ty ding ky thudc phai chdp hanh ddy da
phdp luat cia nudc CHXHCN Viét Nam va cdc quy dinh ctia Bo Y t€ vé nhap
khéu thudc va luu hanh thuéc tai Viét Nam; néu c6 bat ct thay ddi ei trong qua



trinh Iuru hanh thudc & nuéc s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh nay cé hiéu luc ké tir ngay ky ban hanh.
Piéu 6. Gidm doc S Y t€ céc tinh, thanh phd truc thudc trung uwong, gidm

déc nha san xuit va cong ty dang ky c6 thude tai Diéu 1 chiu trdch nhiém thi
hanh Quyét dinh nay./.

CUC TRUONG

Noi nhdn:

- Nhu Diéu 6;

- Bo truémg Nguyén Thi Kim Tién (dé b/c); f s
-Cuc Quan Y - Bo Qu6c phong Cuc Y t€-Bo Céng an .
- Cuc Y t€ Giao théng van tai - Bo Giao thong vén tai;
- Téng cuc Hai quan - Bo Tai chinh; RO
- Bdo hiém X4 hoi Viet Nam; Y

- Vu Phép ché, Cuc Quan Iy Kham, chita bénh - Bo Y te’ N4

Thanh tra Bo Y t&; S

- Vién KN thuéc TW, Vién KN thuée TP. HCM; " N

- Téng Céng ty Dugc VN; Truong Quéc Cuong
- Céc Cong ty XNK Dugc pham

- C4c Bénh vién & Vién c6 giudng bénh truc thuéc Bo Y t€;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luu: VP, KDD, DKT(10).




BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUGQC Doc lap - Ty do - Hanh phic

DANH MUC 27 THUOC PIEU TRI UNG THU DUGC CAP SO DPANG KY LUU HANH HIEU LUC
2NAM-DBOT 4T

Ban hanh kém theo quyét dinh sb: 2.43/QD-QLD, ngay 49/..9/..:20/¢

1. Cong ty diang ky: Abbott Laboratories (D/c: 100 Abbott Park Road, Abbott Park, Illinois
60064 - USA)

1.1 Nha sin xuit: Hospira S.P.A. (D/c: Via Fosse Ardeatine 2-20060 Liscate (MI) - Italy)

. . ‘| Hoat chét chinh - | Dang bac |Tudi| Tiéu Quy cach £ e :
£ 2 2 ; S6 dang ky
STT S Ham lwong ché tho |chuian| déng goi o aang Xy
1 |Zemplar Paricalcitol Smeg/ml|Dung dich 24 INSX [Hop 5 ébng1ml | VN2-269-14
tiém truyén |thang
tinh mach

2. Cong ty dang ky: Actavis International Ltd (D/c: BLB 016 Bulebel Industrial Estate, Zejtun

ZTN 3000 - Malta)

2.1 Nha san xuét: Actavis Italy SPA (D/c: Viale Pasteur 10, Nerviano, Milan, I 20014 - Italy)

5 £ Hoat chat chinh- | Dang bao |Tudi| Tiéu | Quy cach £ s :
ol Ten s Ham lugng ché tho |chuén dé:g goi 50 Ging ky
2 |Irinotesin Irinotecan Dung dich 36 [NSX [Hoép 1 lo 5 ml; VN2-270-14
hydroclorid trihydrat|dam dic dé |thang Hép 1 lp 2ml
20mg/ml pha dich
truyén tinh
mach

2.2 Nha san xuat: S.C.Sindan-Pharma SRL (P/c: ]1th Ion Mihalache bivd., Sector 1, Zip code
011171, Bucharest - Romania)

- Hoat chit chinh - | Dangbao |Tudi| Tiéu | Quy cach £al L
% 218 3 dang k
oLT L6 thuioe Ham lugng ché tho |chuén dong goi 50 dang ky
3 |Linkotax 25mg Exemestane 25mg [Viénnén bao| 24 |[NSX |Hop3vix 10 VN2-271-14
phim thang| vién

3. Cong ty dang ky: Chong Kun Dang Pharmaceutical Corp. (D/c: Chungjeongno3 (sam)-ga, 8
Chungjeong-ro, Seodaeum-gu, Seoul - Korea)
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3.1 Nha san xuét: Chong Kun Dang Pharmaceutical Corp. (B/c: 797-48 Manghyang-ro,
Seonggeo-eup, Seobuk-gu, Choenan-si, Chungcheongnam-do 331-831 - Korea)

. Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ axe 1
& b . BB 2 . So dang k
L e Gt e Ham lwong ché th¢ |chuan| déng goéi M
4 |CKDBelloxa injection |Oxaliplatin 100mg |B&t dong 36 [NSX |Hop 1 lo VN2-272-14
100mg khé pha  [thang
tiém, truyén
tinh mach
5 |CKDBelloxa injection |Oxaliplatin 50mg Bt dong 36 INSX |Hopl lo VN2-273-14
50mg kho pha  [thang
tiém, truyén
tinh mach
6 |CKDGemtan injection |Gemcitabin (dudi |Bgt dong 36 [USP |[Hopllo VN2-274-14
g dang Gemeitabin  |kho pha tiém|thang|35
hydroclorid) 1g truyén tinh
mach
7 |CKDGemtan injection |Gemcitabin (dudi  |B6t dong 36 |{USP |Hop1lo VN2-275-14
200mg dang Gemcitabin khé pha tiém (thang|35
hydroclorid) 200mg |truyén tinh
mach

4. Cong ty diing ky: Cong ty cb phan Dugc pham va Thiét bj y té Au Viét (D/c: Phong 504,
CT4B, KPT Bdc Linh Dam, P. Dai Kim, Hoang Mai, Ha N¢i - Viét Nam)

4.1 Nha san xuét: Remedica Ltd. (D/c: Aharnon Street, Limassol Industrial Estate 3056

Limassol - Cyprus)

\ £ Hoat chét chinh - | Dang bao |Tudi| Tiéu | Quy cach Sé da .
2 : ) dang k
ST L Ham lwgng ché tho |chuan| dong goi i
8 [Xalvobin 150mg Capecitabin 150mg |Vién nén bao| 24 [NSX [Hop 6 vix 10 VN2-276-14
__ [|film-coatedtablet |  |phim _ _ jthingl _ |vién |
9 |Xalvobin 500mg Capecitabin 500 mg |Vién nén bao| 24 |[NSX |Hop 12vix 10 | VN2-277-14
film-coated tablet phim thang vién

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

5.1 Nha san xuat: Actavis Italy S.p.A.-Nerviano Plant (D/c: Viale Pasteur 10, 20014 Nerviano

(Milan) - Italy)

. ol Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach S Fie ke

! . diing ky
STX L Ham luong ché tho [chuédn| déng géi e i
10 |Gemcitabin Onkovis Gemcitabin (dudi  |Bot pha 24 |INSX [Hopllo VN2-278-14
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200mg

dang Gemcitabin
hydroclorid) 200 mg

dung dich
truyén tinh
mach

thang

200mg

5.2 Nha sén xuét: Haupt Pharma Wolfratshausen GmbH (D/c: Pfaffenriederer Str.5, 82515
Wolfratshausen - Germany)

" £ Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cich e "
SEL Teu thuoe Ham lwgng ché tho |chuin| déng géi Stiangky
11 (Irinotecan onkovis Irinotecan Dung dich 24 INSX [Hoép 1 lp 2ml VN2-279-14
20mg/ml hydroclorid trihydrat|dam dic dé |thang
(twong duong pha dich
Irinotecan tiém truyén
17,33mg/ml)
20mg/ml
12 |Irinotecan onkovis Irinotecan Dung dich 24 INSX [Hop 1 1o Sml VN2-280-14
20mg/ml hydroclorid trihydrat|ddm dic dé |thang
(tuwong duong pha dich
Irinotecan tiém truyén
17,33mg/ml)
20mg/ml

6. Cong ty dang ky: Cong ty TNHH DP Viét phap (D/c: 11B phé Hoa Bang. P. Yén Hoa, O. Cdu
Giay, TP. Ha Ngi - Viét nam)

6.1 Nha san xuét: Actavis Italy S.p.A.-Nerviano Plant (B/c: Viale Pasteur 10, 20014 Nerviano

(Milan) - Italy)

< Hoat chit chinh - | Dangbao |[Tudi| Tiéu | Quy céch £ w .
A X 2 ang ! . SO dang ky
STT Tén thuoe Ham lwrgng che tho |chuan| déng goi e L
13 |Oxaliplatin Invagen Oxaliplatin 100mg |B6t dong 48 INSX |[Hop 1 lo VN2-281-14
kho pha tiém |thang
truyén tinh
mach
14 |Oxaliplatin Invagen Oxaliplatin 50 mg  |Bot dong 48 [NSX Hop I lo VN2-282-14
khé pha tiém |thing

truyén tinh
mach

7. Cong ty diing ky: Cong ty TNHH Duwgc pham Hong Ha (D/c: 2/364 Cao Thang, P.5, Quén 3,
TP. H6 Chi Minh - Viét Nam)
7.1 Nha sin xuit: Parenteral Drug (I) Limited (D/c: Village: Asarawad, Post: Dudhia, Nemawar
Road, Indore-453331 M.P. - India)
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. At chinh - a0 | Tudi| Tié ; £ oan ol
STT Tén thube Fogtshitdhink - | Dy fdo Tieu | Quyedch | g gang iy
Ham lwong che tho [chuin| déng géi
15 |Epripar-10 Epirubicin Bt dong 24 INSX |[Hopllo VN2-283-14
hydrochloride 10mg [khé d€ pha  |thing
dich truyén
16 |Epripar-50 Epirubicin Bot dong 24 INSX |[Hopllo VN2-284-14
hydrochloride 50mg [khé dé pha  |thang
dich truyén

8. Cong ty dang ky: Cong ty TNHH MTV Dugc Nam Anh (D/c: 666/10/5 Duong 3/2, phiong
14, Qudn 10, Tp. Ho Chi Minh - Viét Nam)

8.1 Nha sin xuét: Samyang Genex Corporation (P/c: 1688-3, Sinil-dong, Daedeok-gu, Daejeon,

306-220 - Korea)

. £ Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ 2o .
a 0 S So d
STT en thafe Ham lwgng ché the |chuin| doéng goi 0 dang ky
17 |Paclitaxel-Simgen Paclitaxel Dung dich 36 INSX |Hopl lo VN2-285-14
6mg/ml 100mg/16,7ml dam déc pha [thang 16,7mg

tiém truyén

9. Céng ty ding ky: Cong ty TNHH MTYV Vimepharco (P/c: 6 1, Nguyén Huy Tucng, Thanh
Xudn, Ha Noi - Viét Nam)

9.1 Nha san xuat: Belmedpreparaty RUE (P/c: 220007, Minsk, 30 Fabritsius Street - Belarus)

STT

Tén thubc

Hoat chét chinh -
Ham lwgng

Dang bao
ché

Tubi
tho

Tiéu
2
chuan

Quy cach
dong goi

S6 dang ky

18

19

Cytarabine - Belmed

Cytarabine - Belmed

Cytarabin 1000mg

Cytarabin 100mg

Bot dong
khé pha
tiém/truyén
tinh mach,
tiém dudi da,
tiém trong
tiry séng

Botdong |

khé pha
tiém/truyén
tinh mach,
tiém dudi da,
tiém trong
tiy sbng

36
thang

36
thang

NSX

INSX  [Hg

hop 1 lo

VN2-286-14

VN2-287-14

T

rang 4




Fludarabine-Belmed

Fludarabin phosphat
50mg

Bot déng

truyén tinh
mach

kho pha tiém

24

théang

NSX

VN2-288-14

9.2 Nha sin xuét: Belmedpreparaty RUE

(D/c: 220007, Minsk, 30 Fabritsius Street - Republic

of Belarus)
a £ Hoat chit chinh - Dang bao Tudi| Tiéu Quy cich £ mx p
. T P Sod k
e Teinthube Ham lrong ché | tho |chuin| déng géi i
21 |Oxaliplatin - Belmed Oxaliplatin 100mg |Bt dong 24 INSX |hép1lo VN2-289-14
khé pha thang
dung dich
tiém truyén
tinh mach
22 |Oxaliplatin - Belmed  |Oxaliplatin 50mg ~ [Bétdong | 24 [NSX |hop 1 Io VN2-290-14
kho pha thing
dung dich
tiém truyén
tinh mach
10. Cong ty dang ky: Fresenius Kabi Deutschland GmbH (D/c: D-61346 Bad Homburg v.d H. -
Germany)
10.1 Nha sin xuit: Fresenius Kabi Oncology Ltd (B/c: Village Kishanpura, P.O. Guru Majra,
Tehsil-Nalagarh, Distt. Solan (H.P.) 174101 - India)
- Hoat chit chinh - | Dang bao |[Tudi| Tigu | Quy cich S5 Moot
STT TE0 e Ham lugng ché tho |chuin dong goi e A
23 |Irinotel 100mg/5ml Irinotecan Dung dich 24 INSX |Hdp 1 lo 5ml VN2-291-14
hydroclorid trihydrat|tiém truyén |thdng
100mg/5ml
24 [Irinotel 40mg/2ml [Irinotecan  |Dungdich | 24 |NSX [Hop 1lo2ml | VN2292-14
hydroclorid trihydrat|tiém truyén [thdng
40mg/2ml

11. Cdng ty ding ky: Glenmark Pharmaceuticals Ltd. (D/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)

11.1 Nha sin xuit: Glenmark Generics S.A (D/c: Calle 9 Ing Meyer Oks No593-Parque

Industrial Pilar, Provincia de Buenos Aires - Argentina)
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= £ Hoat chit chinh - | Dang bao |Tudi Tiéu | Quy cach S& dine kv
SIS Teh thie Ham lugng ché tho |chudn| déng gbi S eatE
25 |Gemhope Gemcitabin (dudi  |Bot dong 24 |[USP |Hopllo VN2-293-14
dang gemcitabin kho pha tiém|thang|35
HCI) 1g - |truyén
26 |Paclihope Paclitaxel 30mg Dung dich 24 |[USP [Hop1lo VN2-294-14
pha ti€ém thang{36
truyén tinh
mach
12. Cong ty dang ky: Kolon Global Corp (D/c: 1-23, Byeoryang-dong, Gwacheon-si,
Gyeonggi-do - Korea)
12.1 Nha san xuét: Yuhan Corporation (P/c: 219, Yeongudanji-ro, Ochang-eup,
Cheongwon-gun, Chungcheongbuk-do - Korea)
a £ ‘Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cach £ ac ,
g 0 S
L LA Ham lwong ché | tho chudn| dong géi iditog by
27 |Yumexate Tablet 2,5mg |Methotrexat 2,5mg |Vién nén 36 |USP |Hop 1 lo 100 VN2-295-14
I ~ [théng|33 vién
~720, CUC TRUPNG
/ N\
._-:.‘ X o : LY
- =
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