BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Tu do - Hanh phic
S6:94/ /QD-QLD Ha Noi, ngay ¢f thdng(, ndm 2017
QUYLT PINH

Vé viéc ban hanh danh muc 13 thuéc nuée ngoai
(thudc diéu tri ung thu dang ky 14n déu - s6 ding ky c6 hi¢u luc 02 nim)
duge cdp s6 dang ky luu hanh tai Viét Nam - Dot 97

CUC TRUGNG CUC QUAN LY DUGC

Cén ctt Luat Dugc ngay 06/4/2016;

Cin ¢t Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phu quy
dinh chitc nang, nhiém vy, quyén han va co céu t6 chic ctia B0 Y t€;

Cin ctt Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia BO trudng BO Y
t€ quy dinh chic néng, nhiém vu, quyén han va co cfu t6 chic cla Cuc Quéan 1y
dugc thudc BO Y té;

Cin ct Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cha Bo Y t€ quy
dinh viéc ding ky thudc;

Can ctt § kién cha Hoi déng tw vén cép gify ding ky luu hanh thuéc,
nguyén lidu lam thude - BO Y t€;

Xét dé nghi chia Phong Dang ky thudc - Cuc Quan Iy Dugc,

QUYET DINH:

Piéu 1. Ban hanh kém theo Quyét dinh nidy danh muc 13 thu6c nuée
ngoai (thudc diéu tri ung thw déng ky 14n ddu - s6 ding k¢ c6 hiéu luc 02 ndm)
dugc cép s6 dang ky luu hanh tai Vi¢t Nam - Dot 97.

Pidu 2. Nhi san xudt va cong ty ding ky thudc c¢6 trdch nhigm cung clp
thu6c vao Viét Nam theo ding céc hd so tai ligu dd dang ky voi Bo Y t€. S6 dang
ky dugc Bo Y t€ Viét Nam cép phdi dugc in lén nhan thudc. S6 ding ky cb ky
higu VN2-...-17 c6 gid tri 02 nam k€ tr ngay ky Quyét dinh.

Piéu 3. Trong qué trinh luu hanh, cong ty déng ky thude, nha san xuat
phai phdi hop véi céc co s& didu tri dé thyc hién theo ding céc quy dinh hién
hanh va thudc k& don va theo ddi an toan hiéu qua, tdc dyng khdng mong mubn
cta thube trén ngudi Viét Nam va tdng hop, béo céo theo dung quy dinh hién
hanh m3i 06 thang mét 14n vé Cuc Quén ly Dugec.

Piéu 4. Nhi sin xudt va cong ty dang ky thu6c phai chdp hanh ddy du
phép luat ctia nuéc CHXHCN Viét Nam va cée quy dinh chia Bo Y t€ v€ nhép
KkhAu thudc va Tuu hanh thudc tai Viet Nam; néu c6 bt cif thay d6i gl trong qua



trinh Juu hanh thudc & nude sé tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t€ Viét Nam. _
Piéu 5. Quyét dinh nay c6 hiéu Iuc ké tir ngay ky ban hanh.

Piéu 6. Gidm d6c S§ Y t€ c4c tinh, thanh phd true thude trung uong, gidm
déc nha sdn xudt va cong ty ding ky cé thude tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

PHU TRACH QUA /{Y,
Noi nhdn: — PILU HANH CI/C
- Nhu Piéu 6;
- BO truong Nguyén Thi Kim Tién (dé b/c); i
- Cuc Quén Y - B Qudc phong, Cuc Y t€ - Bo Céng an; /
- Cuc Y t€ Giao théng van ti - Bo Giao théng van tai; |
- Téng cuc Hai quan - B Tai chmh
- Bdo hiém X4 héi Viét Nam;
- Vu Phép ché, Cuc Qué’m 1y Khdm, chita b¢nh - Bo Y té
Thanh tra B0 Y t&;

- Vién KN thuc TW, Vien KN thu6c TP, HCM; T Trlr(mg Quée Cudng
- Téng Cong ty Dugc VN; Thit truéng By Y té
- Cédc Cong ty XNK Dugc phim;

- Cdc Bénh vién & Vién c6 giudng bénh truc thudc Bo Y t&;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Luwu: VT, KDD, BDKT(10).
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CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 14p - Tw do - Hanh phic

DANH MUC 13 THUOC NUGC NGOAI PIEU TRI UNG THU DANG KY LAN PAU
PUJC CAP SO DANG KY LUU HANH HIEU LUC 02 NAM - BQT 97

Ban hanh kém theo quyét dinh s6: §:244./1QD-QLD, ngayﬁ?/{ L. 204

1. Cong ty ding ky: Cong ty TNHH Dich vy Thuong mai Dwoe p]nm Chéanh Dae (P/e: 41 Le
Trung Nehia, Phwong 12, Quén Tdn Binh, TP. Hoé Chi Minh - Viét Nam)

1.1 Nha sdan xuat: Actavis I[taly SPA (P/c: Viale Pasteur 10,

Nerviano, Milan, 1-20014 - Italy)

. ; Hoat chit chinh - | Dang bao Tubdi| Tiu Quy céch % g ;
Tén thud : : ; So diang ky
e T'én thude Ham lugng ché tho |chuén dong gbi ¢ B
1 |Epiulex M3di 25ml dung dich |Dung dich 36 |NSX [Hop 11lox25 VN2-575- 17
chira: Epirubicin tiém thang m]
hydroclorid 50mg
"3 |Epimlex  |MBiSmldungdich [Dungdich | 36 [NSX [HopIlox Sml| VN2-576-17
chira: Epirubicin tiém thang
hydroclorid 10mg

1.2 Nha san xuét: S.C. Sindan-Pharma S.R.L. (B/c: 11th Ion Mihalache blvd., Sector 1, Zip code
011171, Bucharest - Rumani)

it chinh - o |Tubi] Tie i3 .
STT Tan thube Hoat‘cha’r chinh Dz_mgPao 1 Tle}}l Ql'l) ca(fl'l Sé ding ky
Ham lugng che tho |chuan dong goi
3 |Taxel-CSC 20mg/0,5ml [Docetaxel Dung dich 24 [NSX |Hop I vichira 1| VN2-577- 17
20mg/0,5ml dém‘déc thang lo dung dich 1
truyén tinh lo dung mdi
mach
2. Cong ty ding ky: Cong ty TNHH DKSH Vit Nam (D/c: So6 23 Dai 1§ Péc Lap, khu cong
nghiép Viét Nam - Singapore, huyén Thudn An, tinh Binh Duong - Viét Nam)
2.1 Nha san xuat: NangKuang Pharmaceutical Co., Ltd. (B/c: No. 1001, Zhongshan Rd., Xinhua
Dist., Tainan City - Taiwan)
. « Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cdch X ax .

S A £ ] Mg : So ding k
il Tén thuoc Ham lugng che tho |chuin dong goi &
4 |Isotera Injection Docetaxel (dudi Dung dich 24 INSX [Hop 1 lo Lml VN2-578-17

Concentrate 20mg/ml  |dang Docetaxel dam ddc de [thang
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trihydrat) 20mg/ml

pha tiém
truyén tinh
mach

3. Cong ty ding ky: Cong ty TNHH Dwoc pham Viét Phip (D/e: Téng 20, toa nha ICON 4,
2434 Pé La Thanh, phuwong Lang Thuong, Qudn Dong Pa, Ha N¢i - Viét Nam)

3.1 Nha sdn xuit: Sia Pharmidea (P/e: Rupnicu iela 4, Olaine, LV-2114 - Latvia)

ester) 3,5mg

dich tiém

" £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach b s ;
3 " % . o d‘ l T
=13 Tt Ham lugng chié tho |chuian| déng géi o RS
5 |Bortezomib Pharmidea |Bortezomib (duéi  |[Thudc bét 36 [NSX |[Hop 1 lo VN2-579-17
dang Bortezomib  |dong kho thang
mannitol boronic  |pha dung

4. Cong ty ding ky: Cong ty TNHH Mot thanh vién Vimepharco (B/c: O s6 6 tang 5, Téa nha
D2 Giang Vo, Qudn Ba Pinh, Thanh phé Ha Ngi - Viét Nam)

4.1 Nha sin xuit: Belmedpreparaty RUE (D/c: 220007, Minsk, 30 Fabritsius Street - Belarus)

it chinh - : a0 |Tubi| Tie 4 . ,
STT Tén thude Hoat‘c]mt c¥1mh D‘_ulgxb'lo T1e;}1 Ql}y C'l(fi.l Sé diing ky
Ham lwgng ché tho | chuan dong goi
6 |Cytarabine-Belmed Cytarabin Dung dich 24 INSX [Hop S (‘3ng x5 VN2-580-17
. - {100mg/5ml C[tiém thangl ~ |ml . B

5. Cong ty ding ky: Denis Chem Lab limited (D/c: Block-457 Village-Chhatral, Tal-Kalol, City:
Chhatral, Dist: Gandhinagar - India)

5.1 Nha sian xuét: United Biotech (P) Limited (P/c: Bagbania, Baddi-Nalagarh Road,
District-Solan (HP) - India)

¢ ; At chinh - Ao | Tudi| Tia ‘ ' cA . ,
STT Tén thube HO'_]t‘Ch'lt chinh ngg}mo Tle;:l Ql’l} ¢ 1c’l‘1 S8 ding Ly
Ham luong che tho [chuin dong goi
7 |Bortal 3.5 Bortezomib 3,5mg |Bot dong 24 INSX [Hop 1 lo VN2-581-17
kho pha tiém|thang

6. Cong ty diing ky: F. Hoffmann-La Roche Ltd. (B/c: Grenzacherstrasse 124, CH-4070 Basel -

Switzerland)

6.1 Nha san xudt: Roche S.p.A (P/c: Via Morelli 2 - 20090, Segrate, Milano - Italy)
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S6 ding ky

" Hoat chit chinh - | Dang bao Tubi| Tieu Quy cach
ST 6 - : :
* Yo thute Ham lugng ché tho |chuan| doéng gbi
8 [Tarceva Erlotinib (dué6i dang | Vién nén bao| 48 |[NSX [Hop 3 vix 10
Erlotinib HCI) phim thang vién
B 100mg )

VN2-582-17 |

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

7.1 Nha san xuét: TTY Biopharm Company Limited Chungli Factory (D/c: 838, Chung Hwa
Rd., Sec. 1, Chungli Dist., Taoyuan City, 32069 - Taiwan)

S6 ding ky

cap va xuat xudng:
Janssen Pharmaceutical
N.V.; Blc:
Turnhoutseweg 30,
B-2340 Beerse,
Belgium)

20mg/ 10ml

dam dac pha
dich truyén
tinh mach

thang

" Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy cdch
T § : - !
ST Tén thude Ham lwong ché tho |chuan| déng gbi
9 Cflelyx (Qéng gbi thit  [Doxorubicin HCI Hon dich 20 [NSX |[Hép 1 lo 10ml

VN2-583-17

8. Cong ty diing ky: Korea United Pharm. Inc. (B/c: 154-8 Nonhyun-Dong, Kangnam-Ku, Seoul

- Korea)
8.1 Nha san xuit: Korea United Pharm. Inc. (B/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si -
Korea)
A r 7 b As A A L
STT Tén thubc Hoglt‘chat chinh - Dgngﬁbao Tudi Tle;:l Ql’ly (:ﬂ[’:].] S8 diing ky
Ham lugng ché tho |chuan|  déng goi
10 |Kupunistin Cisplatin Dung dich 36 |BP201|Hdp 1 lo 50ml VN2-584-17
~ |50mg/S0ml tiém ~ |thang|6
8.2 Nha san xuét: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil, Jeondong-myeon.
Sejong-si - Korea)
X i f i - [4 : T x. ME f { X = o
STT Ten thube HO‘}t‘Ch'lt chinh D‘_Ing'{b'lo 1ol 'llexu Ql;l) cmfl? S8 diing ky
Ham lurong ché tho |chuin dong goi
11 [Unitib Imatinib (duoi dang |Vién nén bao| 24 [NSX |Hep3vix 10 | VN2-585-17
Imatinib mesylat)  |phim thang vién
400mg
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9. Cong ty dang ky: Laboratorios Bago S.A (D/c: Bern

Argentina)

ardo de Irigoyen No 248 Buenos Aires -

9.1 Nha san xuiit: Laboratorios IMA S.A.LC. (P/c: Palpa 2862, Ciudad Auténoma de Buenos

Aires - Argentina)

STT

A A
Tén thuoce

12

Panataxel 150mg (Co sé&
dong goi va xudt xudng:
Bioprofarma S.A, P/c:
Terrada 1270, Ciudad
Autonoma de Buenos
Aires Argentina)

chira: Paclitaxel
150mg

dam déc pha
tiém

thang

Hoat chét chinh - | Dang bao Tudi| Tiéu Quy cach $6 ding ky
Ham luwgng che tho | chuén dong goi ’
M&i 25ml dung dich [Dung dich 24 JUSP37[Hop 1 1o 25 ml | VN2-586-17

10. Cong ty diang ky: Sun Pharmaceutical Industries Ltd. (D/c: Acme Plaza, Andheri - Kurla
Road., Andheri (East) Mumbai 400 059 - India)

10.1 Nha sén xuéit: Sun Pharmaceutical Industries Ltd. (B/c: Halol-Baroda Highway,

Halol-389 350, Dist. Panchmahal, Gujarat State - India)

L4 f 1 = € Tuéi ié 3 X - 7
STT Tén thube Ho'pt‘chqt Ic?nnh D:mgxbﬁo Tley Ql’ly cac,l.l s6 diing ky
Ham lwong ché tho | chuéin dong goi
13 |Anabrez Anastrozol lmg Vién nén bao| 36 |[NSX [Hop2vix 14 VN2-587-17
o " NPV, A phim  fthang) = fwen
PHU TRACH QUAN L

Trang 4

"= PIEUHANH CUC

Truwong Quéc Cudng
Thit truéng Bo Y té




