BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc 14p - Tu do - Hanh phic
Ss: | 349 /QDb-QLD Ha Ngi, ngay 47 thdng 7~ ndm 2014
QUYET PINH

Vé viéc ban hanh danh muc 17 thudc nuée ngoai
(thudc diéu tri ung thu dang k¥ 14n ddu - s6 dang k¥ c6 hi¢u Irc 02 nam)
dugc cdp s6 ding k¥ luu hanh tal Viét Nam - Dot 86

CUC TRUGNG CUC QUAN LY DUOC

Cin o& Lugt Duge nghy 14/6/2005;

Can cft Nghi diah s& 63/2012/ND-CP ngiy 31/8/2012 clia Chinh phil guy
dinh chifc ning, nhiém vu, quyén han vi co cfu t chic cla BO Y't&;

Cin ctt Quyét dinh s6 3861/QD-BYT ngdy 30/9/2013 clia Bf trudng BS ¥
t€ quy dinh chitc ning, nhiém vu, quyén han va co c4u té chic ctia Cuc Quén 1y
duge thude B Y t; |

Cin ¢ Thong tu s6 22/2009/TT-BYT ngay 24/11/2009 cla BY Y t& quy
dinh viéc dang ky thuéc;

Cian ct ¥ kién ctia Hoi dong tu vén cép s6 ding ky lwu hanh thuéc - B6 Y
té;

Xét dé nghj ctia Trudng phong Pang k¥ thudc - Cuc Quan 1f Duge,
QUYET PINH:

Piéu 1. Ban hinh k¥m theo .Quyét dinh ndy danh muc 17 thu6c nuic
ngodi (thudc diéu tri ung thu dang k¥ l4n ddu - s6 ding k¢ c6 hitu luc 02 nim)
duge c#p s6 ding k¢ wu hanh tai Viet Nam - Dot 86.

Diéu 2, Nha sin xuft va cong ty diing ky thudc cé trdch nhiém cung cip
thudc vao Viét Nam theo ddng cdc hé so tai liéu d2 diing k¢ v6i BO Y &, S6 ding
ky dugc BY Y t€ Viét Nam cép phdi duge in 18n nhén thu6c. S6 ding k¥ c6 ky
hiéu VN2-...-14 ¢6 gid tri 02 ndm ké tit ngdy k¥ Quyét dinh. .

Diéu 3. Trong qué trinh lvu hanh, cong ty ding k¥ thudc, nhd sin xuft
phai phéi hop véi cdc co s didu tri d€ thuc hién theo ding céc quy dinh hién
hanh vé thu6c k& don va theo di hiéu Iuc, d¢ an todn, téc dung khéng mong
mudn cla thuéc trén ngudi Viét Nam va téng hop, bdo cdo theo ding quy dinh
hién hanh méi 06 thdng mét 14n vé& Cuc Quan Iy Dugc.

Piéu 4. Nh2 sin xuft vi cong ty ding ky thuéc phii chfp hanh diy di
phdp lut cha nuéc CHXHCN Viét Nam va cdc quy dinh ctia BO Y t&€ vé nhap
khfu thuéc va Iuu hanh thudc tai Viét Nam; néu c6 bt o thay déi gi trong qué
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Not nhén:

- Nhu Diéu 6;

- B tredng Nguyén Thj Kim Tién (84 b/c);

- Cuc Quén Y - B¢ Quéc phing, Cuc Y t€-By Congan; f *. 4

-Cuthe'Gmothongv!nﬁl - B Giao thong vén ti; §
Téng cyc Hii quan - B Tai chinh;

- Bdo hidm X hoi Viét Nam;

- Vu Phép ché, Cac Quén I Khém, chita bénh - BY Y t&,

Thanh tra BO Y t6;

- Vitn KN thutc TW, Vignxmhuo'c'm HOM;

- Téag Cong ty Duge VN:

- Céc Cmg ty XNK Dugc phim;

- Céic Bénh vién & Vién o6 giuvdng binh tryc thuge BY Y t&;

- Website cia Cyc QLD, Tap chf Duge v MP - Cuc QLD;

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

i : ‘f
trinh Juu hanh thu6c & nuée s& tai vA & Viet Nam thi phii bdo cdo ngay cho Cuc °
Quén 1y Duge - BY Y t&€ Viét Nam.
Piéu 5. Quyét dinh ndy c6 hitu luc ké tir ngdy k¢ ban hanh. -
Diéu 6. Gi&m d6c S& Y t€ céc tinh, thanh phd truc thudc trung wong, gidm

déc nh2 sin xuft v cong ty ding k¥ c6 thubc tai Diéu 1 chiu trich nhiém thi
hanh Quyét dinh nay./.
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BOYTE

CUC QUAN LY DUGQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc 1§p - Tyr do - Hynh phic

DANH MUC 17 THUOC PIEU TR} UNG THU PUGC CAP SO PANG KY LUU HANH

1. Cng ty 3ing ky: Cong ty CB phiin T§p doin Duyge phém & Thuong mgi

HIEULUC 2

NAM - DOT 86

Ban hinh kém theo quyét dinh sé: 4¢9./QD-QLD, ngay ./ £/ L04¥

Léng Ha, Ba Dink, Ha Ngi - Viét Nam)

Sohaco (P/c: 56 5

1.1 Nha sin xuft: Boryung Pharmaceutical Co., Ltd. (D/c: 1122-3, Singil-dong, Danwon-ku, "#E |
Ansan-si, Kyungki-do - Korea) =
.-g
Ry
Hogt chét chinh - | Dang bao |Tobdi| Titw | Quy céch |5
24 Tén thube Ham lrgng op | the |chuln| gomgga | SO0RME
1 [Effcil Inj. 250mg/Smi | 5-Fluorouracil Dungdich | 24 {USP [Hop10lo VN2-227-1€
B 50mg/ml tiém thing34 |250mg/5ml =

2. Céng ty ding ky: Céng ty TNHH Djch vy Thwong msi Duge phim Chénh Bive (B/c: 41 .&g:!

- )

-

rung iNg. ,

2.1 Nha sén mét S.C. Sindan-Pharma S.R.L. (D/c: 11th Ion Mihalache blvd., Sector I, Zip w&

011171, Bucharest - Rumani) -

Hogt chiit chinh - | Dgng bao Tubi| Titu | Quycéch -

51T Tén thube Ham legng ché | tho |chukn| dénggsi | ° 6 dling k;i;
2 |Taxel-CSC 80mg/2ml  {Docetaxel Dungdich | 24 [NSX [HOp 1 vichial] VN2-228- 1% |

80mg/2mi dam djic d& [théng lo dung dich =

pha dung |88m diic =

{dich truyén 80mg/2m! va 1
tinh mach lo dung méi
6,5ml

3. Cdng ty 8iing ky: Céng ty TNHH Duge phim Béch v;et (D/c: S8 146, ngd 230 Pinh Céng

" Thuong, P. Dinh Céng, Q. Hodng Mai, Ha Ngi - Vigt Nam)

3.1 Nha séin xuét: Laboratorio Eczane Pharma S.A. (B/c: Laprida 43, Avellaneda, Province of

" Buenos Aires - Argentina)

_ Hogt chiit chinh - | Dgngbao |Tudi| Titu | Quy céch
SLX Tén thube Ham luyng ché _ﬂlo chuin| déng géi S6 diing ky
3 |Forclina 10 Fludarabin phosphat [ Vién nén bao| 24 [NSX [Hép3vix$ VN2-229-14
10mg phim thang| vién

Trang 1 -




4. Cong ty diing ky: Céng ty TNHH MTV Durgc Nam Anh (P/c:
14, Qugn 10, Tp. H6 Chi Minh - Viét Nam)

4.1 Nha sin xuit: Samyang Genex Corporation (B/c: 1688-3, Sinil-dong,

306-220 - Korea)

666/10/5 Ducmg 3/2, phidmg

Daedeok-gu, Daejeon,

3. Cong ty diing ky: Dr. Reddys Laboratories Ltd. (B/e: 8-2-337, Road No.3, Banjara Hills,

Hyderabad-500034, Andhara Pradesh - India)

Hogt chiit chinh - | Dgng bao |Tudi| Tieu | Quy céch
ST Tén thue Ham lirgng cbé | the [chudn| dénggei | SO OANES
4 |Docetaxel-Simgen Docetaxel 20mg/ml |Dungdich | 24 [NSX [Hop1lo 1ml | VIN2-230-14=
20mg/ml d4m dic 84 |théng 2
pha dung &
dich tiém =
truyén <
5 |Docetaxel-Simgen Docetaxel Dung dich L 24 INSX [Hopllpdml [ WN2-231-142
20mg/ml 80mg/4ml dam &ic 8¢ |théng 2 ]
pha dung &
dich tiém £
truyén =

327

5.1 Nha sén xuit: Dr. Reddys Laboratories Ltd. (5/c: Plot No. Pl to P9, Phase-III, Duvvads i

VSEZ, Visakhapatnam- District, Andhra Pradesh - India) i

. ®

G Tén thube Hogt chdt chinh - | Dpngbao (Tudi| Tiu | Quycich | o - g@f

| Ham hrgng ché | tho (chufn| déng g6i -
6 |Arpecil Anastrozole Img  [Viénnén bao] 24 INSX [Hop1vix10 | VN2-232-140
L phim thﬁnﬂ ' vién -

=

6. Céng ty diing ky: Eli Lilly Asia, Inc-Thailand Branch (D/c: 87/2, 9th Floor, CRC Tower, All
' Season FPlace, Wireless Road, Lumpini, Phatumwan, Bangkok 10330 - Thailand)

6.1 Nha sin xuit: Lilly France (®/c: 2 rue du Colonel Lilly, 67640 Fegersheim - France)

Hogt chiit chinh -

Dang bao |Tudi| Tiew | Quy cach
STT Tén thude Ham lwyng ché | tho [chuin| d6ng goi 86 dang ky
7 |Alimta Pemetrexed (dudi [Botdéng | 36 [NSX [Hop1lo VN2-233-14
dang Pemetrexed  |kh6 pha théng
(dinatri heptahydrate)dung djch
500mg tiém truyén

Trang 2




7. Cong ty diing ky: Fresenius Kabi Deutschland GmbH (D/c: D-61346 Bad Homburg v.d.H, -

Germany)

7.1 NhA sén xuft: Fresenius Kabi Oncology Ltd (@/e: Village Kishanpura, P.O. Gurs Majra,

Tehsil-Nalagarh, Distt. Solan (H.P,) 174101 - India)

Dyng bio

Hogt chit chinh - Tudil Titu | Quycdch |-

STT|  Ténthube Him luyng ché | tho |chua| domggst | SOMNEW

8 [Femizet Img Anastrozol Img ~ |Viénnén | 36 [NSX l{:t}p 2vixi4 | VN2-234-14
: itn =
i %
8. Cong ty diing ky: Hexal AG (D/c: Industriestrasse 25, 83607 Holzkirchen - Germany) i
==
]
8.1 Nha sin xuifit: Salatas Pharma GmbH (Pre: Otto-von-Guericke-Allee 1, D-39179 Barleben ﬁg
Germany) f
2
STT Fén thube Ham lryng ché tho [chuin|  déng goi -%@f
9 |Tamoxifen Sandoz  |Tamoxifen (dwéi ({Vién nén 36 INSX [HOp3vix10 | VN2-235-14,
20mg dgng Tamoxifen  |phim ﬂungq vien i,
N i) 20mg | I B
10 [Tamoxifen Sandoz Tamoxifen (dwéi | Vién nén 36 INSX [Hop3vix10 | VN2-236-14.
10mg deng Tamoxifen - |phim vién 4
citrate) 10mg s
' ' &

9. Céng ty 8iing ky: Kwan Star Co., Ltd. (B/c: 21F-1, No. 268, Sec. 1, Wen Hwa Road, Banciao
Dist., New Taipei city 220 - Taiwan) =
9-1 Nha sin xuft: United Biotech (P) Limited (/c: Bagbania, Baddi-Nalagarh Road 7
Sl (HP) - Todla) o (e aghanic » [2aadi-Naiagarn Koaa, 2
~

STT Tén thube Hogt chit chinh - Dﬂgéb’io |Tubl} Titw [ Quy cich 86 ding ky
_ déng gol _
11 |Blomindex-200 Hép 1 lp VN2-237-14
12 [Fosfidex 100 [Pactixel  |Dungdich | 24 losp s TN VN2-238-14 |
16,6Tml
[ 13 [Novutrax - Hop 11 10ml | VN2239-14 |

Trang 3




iposoma) 20

10m!
10. Céng ty ding ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4056 Basel -
Switzerland)
10.1 Nha sén xudt: Novartis Pharma Stein AG (D/c: Schaffhauserstrasse, 4332 Stein -
Switzerland)
i Hogt chit chinh - | Dyng bao |Tudl| Titn | Quy cch
e Tén thude Ham hryng ché tho |chufin] ~ d6ng gbi S8 ding iii'é
14 [Tasigna Nilotinb (@uéi dang |Vitanang | 36 [NSX [HOp7vixd | VI2-240-4
nilotinib cimg thing vién z
ih'ydrochloride - é
monohydrate) g
150mg =
- S
11. Clag ty Sing kf: Pharmannity Ce., Ltd (BVc: 69-5 Taepyeongno, 2-Ga, Jung-Gu, Sevsl -
Korea) =

11.1 Nhi sén xuft: Reyon Pharmaceutical Co., Ltd (D/c: 69-10, Hansam-ro, Duksan-mmyur,

Jinchun-gun, Chungbuk - Korea)

2

-8543930 3

Hogt chét chinh - | Dangbao |Tuli| Tieu | Quy cich
R Tén thude Ham lrgng B0 | tho |chuds| duggel | S0
15 |Carutuse Inj. 100mg  |Oxaliplatin 100mg |B{t dong 36 [NSX [Hop1lobit VN2-24184
; khé d& pha |théng| d8ng khd pha 2
tiém | iém .
ohmeeh | [ | = |
16 |Carutuse Inj. 50mg  [Oxaliplatin Somg  {Bdtdéng | 36 [NSX [Hop1io bt VN2-24%Z414
kho 44 pha [théng] ddng kh pha =
tiém truydn iém
mach

12. Céng ty ding ky: TTY Biopharm Co., Ltd (D/e: No, 838, Sec.1, Chung-Hwa Rd., Chung-Li
city, Taoyuan county - Taiwan)
12.1 Nha sin xuft: TTY Biopharm Co., Ltd (P/c: No. 838, Sec.1, Chung-Hwa Rd., Chung-Li
city, Tagyuan county - Taiwan)

STT Tén thube Hogt chiit chinh - | Dgng bdo |Tudi| Tidu | Quy céch s6 diing
' Ham lugug ché | tho |chufin| déng géi ding ky
17 [Domide Capsules 50mg | Thalidomid 50mg Z:gms F‘ig NSX [Hop6vix10 | VN2-243-14
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