BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phic
S6: 444 /Qb-QLD Ha N¢i, ngay,{() thang ¢ ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 20 thudc nude ngoai
(thudc diéu tri ung thu ding ky 14n dau - s6 diang ky c6 hiéu luc 02 nam)
dugc cdp s6 diang ky luu hanh tai Viét Nam - Dot |

CUC TRUGNG CUC QUAN LY DUGC

Cén cit Luat Dugc ngay 06/4/2016;

Can cit Nghj dinh s& 75/2017/ND-CP ngiy 20/6/2017 cta Chinh pht quy
dlinh chic niang, nhiém vy, quyén han va co cdu t6 chitc clia BO Y t€;

Ciin ct Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trwdng BO Y
t&¢ quy dinh chtc ning, nhiém vy, quyén han va co céu t6 chic clia Cuc Quan 1y
dugc thudc Bo Y t&,

Cin ot ¥ kién chia Hoi déng tr vin cdp gidly dang ky luu hanh thudc,
nguyén liéu lam thudc - Bo Y t€;

Can ct ¢ kién cta Hoi déng tu vén cfp gidy ding ky Iuun hanh thuéc,
nguyén liéu lam thude - BO Y (&

Xét dé nghi cha Trudng Phong Ding ky thudc - Cuc Quan 1y Dugc,

QUYET DINH:

Diéu 1. Ban hanh kém theo Quyét dinh nay danh mugc 20 thudc nudc
ngoai (thudc diéu tri ung thu dang ky 14n dau - s§ dang k¥ ¢6 hi¢u luc 02 nam)
duoc cép s6 diang k¢ Ivu hanh tai Viét Nam - Dot 98.

Diéu 2. Nha sdn xudt v cong ty ding ky thudc ¢é trdch nhiém cung cap
thudc vao Viét Nam theo ding cdc hé so tai lieu dd ding ky véi Bo Y €. S ding
ky duge Bo Y t€ Viét Nam cdp phai duge in 1én nhan thude. SO ding ky ¢o ky
hiéu VN2-...-17 c6 gid tri 02 nam ké tlr ngay ky Quyét dinh.

Diéu 3. Trong qué trinh lwu hanh, cong ty diang ky thudc, nha san xudt
phai ph6i hop véi céc co s& diéu tri dé thue hién theo ding cdc quy dinh hién
hanh vé thudc ké don va theo ddi an toan hiéu qua, tdc dung khong mong mudn
clia thudc trén ngudi Viet Nam va téng hop, bdo cdo theo ding quy dinh hién
hanh m6i 06 thdng mot 14n vé Cuc Quén 1y Dugc.

Diéu 4. Nha san xudt va cong ty dang ky thudc ph'u chdp hanh day du
phdp Iuat ctia nuéc CHXHCN Viét Nam va cdc quy dinh clia B Y t€ vé nhap
khdu thuéc va luu hanh thudc tai Viet Nam; néu ¢ bat it thay déi gi trong qud




trinh wu hanh thu6e & nuée sé tai va & Viét Nam thi phéi bdo cdo ngay cho Cuc
Quan 1y Dugc - Bo Y t& Viét Nam.

Diéu 5. Quyét dinh nay c6 hiéu luc ké tir ngiy k¥ ban hanh.

Piéu 6. Gidm d6c S§ Y t& céc tinh, thanh phé truc thudc trung vong, gidm
déc nha san xuflt va cong ty dang ky cé thudc tai Diéu 1 Chlll trach nhiém th1
hanh Quyét dinh nay./.
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CUC QUAN LY DUQC

BOY TE

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lip - Tw do - Hanh phic

DANH MUC 20 THUOC NUGC NGOAI PIEU TR] UNG THU DANGKY LAN PAU
PUQJC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - BQT 98.

Ban hanh kém theo quyét dinh s6: 44./QD-QLD, ngdy «4./.§./...204F

1. Cong ty ding ky: Abbott Laboratories (Singapore) Private Limited (P/c: I Maritime Square
#12-01 Harbourfront Centre Singapore 099233 - Singapore)

1.1 Nha san xuft: Laboratorio Internacional Argentino S.A (P/c: Calle No. 8 esquina No. 7
Localidad Parque, Industrial Pilar, Pilar, Buenos Aires - Argentina)

hydrochlorid)

200mg

[+ f i - [d (‘ rl.‘ é. Tié -] -
Ten thubc HO'_lt‘Ch'lt chinh Dfmgxbflo 711 1 I‘lexu Quy Cfl(fi:l S8 ding ko
Ham lwgng ché tho |chuan| d6ng gbi
Germgeit Gemcitabin (dwéi  |Bot dong 24 INSX |[Hop1lo VIN2-619-17
dang Gemcitabin kho pha tiém [thang
hydrochlorid) 1000
mg B
Gemcit Gemcitabin (dudi  |Bot dong 24 [NSX [Hép 1 1o VN2-620-17
dang Gemcitabin  [kh6 pha tiém|thédng

2, Cong ty diing ky: Cong ty C& phin Dwgc phdm Duy Téan (Ple: 22 Ho Biéu Chanh, Q. Phi
Nhudn, TP. Hoé Chi Minh - Viét Nam)

2.1 Nha sén xuat: Laboratorio Varifarma S.A (D/c: Ernesto de las Carreras 2469 (B16434VK)
Beccar-Buenos Aires - Argentina)

. Z Hoat chéit chinh - Dang bao Tudi| Titu Quy céch $6 ding ky
d b _ \ N Y
STT Teén thube Ham lwong ché tho |chuéin {doéng gobi &

3 [Variplatin 100mg Oxaliplatin 100mg |Bjt dong 18 |[NSX |Hopllo VN2-621-17

khd dé€ pha |thang
| tiém truyén | o |

4 |Variplatin 50mg Oxaliplatin 50mg  |Bot dong 18 |NSX [Hop 1 lo VIN2-622-17

kho d€ pha |thang

ti€ém truyen

3, Cong ty ding ky: Cong ty C8 phin Thuong mai Y dwge Sao D6 (B/e: S6 14 16 39, Phieong
Mai Djch, Quén Cau Gidy, Ha Néi - Viét Nam)

Trang |



3.1 Nha sin xuét: Shibakawa Plant, Fuji Capsule Co., Ltd. (D/c: 4242-1 Kitayama,
Fujinomiya-shi, Shizuoka 418-0112 - Japan)

A £ Hoat chét chinh - | Dang bao Tudi| Titu Quy cich S6 dine kv
: ' . <
STT Tén thuoc Ham lugng ché tho |chuin| déng géi o qang &y
5 [Lastet Cap. 25 Etoposide 25mg Vién nang 30 [NSX ([Hop4vix 10 VN2-623-17
. B _ r_n_ém thang/ |vién -

4. Cong ty dang ky: Cong ty CP dugc pham Pha No (D/e: 31 Hé Biéu Chdnh, P.12, Q. Phi
Nhugn, TP. Ho Chi Minh - Vigt Nam)

4.1 Nha san xuét: Genepharm S.A. (D/c: 18th Kim. Leof. Marathonos, Pallini - Attikis, 15351 -

Greece)

S$6 diing ky

o £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cdch

STT Tén thube Ham lwgng ché tho |chuin| déng géi

6 |Varitrozol 1 MG Anastrozol 1mg Vién nén bao| 36 [NSX |Hoép2vix 14
phim thang vién

VN2-624-17

5. Céng ty diing ky: Céng ty TNHH DKSH Viét Nam (B/c: S6 23 Pai 16 Pée Lp, khu cong
nghiép Viét Nam - Singapore, huyén Thudgn An, tinh Binh Diong - Viét Nam)

5.1 Nha san xuéit: Tolmar Inc. (B/c: 701 Cenire Avenue, Ft. Collins, CO 80526 - USA)

Astellas Pharma Europe
B.V; dia chi: Hogemaat
27942 JG Meppel, Ha
Lan)

41,7mg Leuprorelin)
45 mg

" P Hoat chit chinh - Dang bao Tubi| Titu Quy cach A s ,

- g So ding ky

STT Tén thude Ham lwgng ché the [chuén déng goi 0 CHng

7 [Eligard 45mg (Dong géi [Leuprorelin acetate (B¢t pha tiém| 24 [NSX |Hop | khay VN2-625-17
thir cAp+Xuét xudng: (twong duong thang chira 6ng bt

pha tiém va 1
kim tiém vo
khudn+ 1 khay
chira 6ng dung
moi

6. Cong ty ding ky: Cong ty TNHH Duge phdm & Ho4 chAt Nam Linh (P/c: 915/27/12 dudng
Lé Van Lwong, xd Phudce Kiéng, hiuyeejn Nhét Be, TP. Hé Chi Minh - Viét Nam)

6.1 Nha san xuét: Haupt Pharma Amareg GmbH (D/c: Donaustaufer Str. 378, 93055
Regensburg, Deutschland - Ditc)

N

n £ Hoat chit chinh - | Dang bao |Tudi| Tigu Quy cAch 96 dine k¢

STT Tén thude Ham lwgng ché tho |chuln|  déng géi ¢ fing ko

8 [Temozolimid Temozolomide Vién nén bao| 36 [NSX |Hop I chai 3, VN2-626-17
____[Ribosepharm 100mg  J100mg ~ [phim _ fthéng| [2Svien [
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7. Céng ty diing ky: Cong ty TNHH Dwgc phdm Lién Hep (D/c: 480C Nguyén Thi Thdp,
Phuong Tdn Quy, Qudn 7, TP.HCM - Viét Nam)
7.1 Nha san xu#t: Synthon Hispania, SL (B/c: C/Castello 1, Poligono Las Salinas, 08830 Sant
Boi de Llobregat (Barcelona) - Tdy Ban Nha)

A
. 4 Hoat chét chinh - | Dang bao |Tudi| Tigu [ Quy cach S5 ding ky
STT Tén thude Ham legng ché tho {chuén| déng géi e
9 )Asstamid Bicalutamid 50mg |Vién nén bao] 36 [NSX [Hop4vix7 VIN2-627-17
i _|phim_ théng vien

8. Cong ty diing ky: Coéng ty TNHH Larissa Pharma (B/c: 437/2 dircng Lé Durc Tho, P.16, Q.
Go Vdp, TP. HCM - Viét Nam)

8.1 Nha san xufit: M/s Getwell Pharmaceuticals (P/c: 474, Udyog Vihar, Phase V,

Gurgaon-122016, Haryana - India)

. P Toat chit chinh - | Dang bao |Tudi| Tigu |  Quy e4ch S6 ding ky

STE Ten thuoe Ham lwgng ché tho |chudn|  dong goi &%

10 |Zyocade-2mg Bortezomib 2mg Bot dong 24 INSX |[Hopllo VIN2-628-17
kho pha tiém|théng

9. Cong ty diing k§: Cong ty TNHH TM Dugc pham Minh Nguyét (D/e: 16 dieong s6 6, KDC
Him Lam, P. Tén Hung, Q.7, TP. Ho Chi Minh - Viét Nam)
9.1 Nha san xuit: Haupt Pharma WolfratshausenGmbH (B/c: Pfaffenriederer Strabe 5,
D-82515 Wolfralshausen - Germany)

A & Float chét chinh - | Dang bio |Tudi| Tigu |  Quy chch S& dine k¢
STT Ten thude Ham lugng ché tho | chuéin dong goi 59
11 [Paclitaxel Bhardwaj Paclitaxel 6mg/Iml |[Dungdich | 24 [USP |Hop I lo 25ml VN2-629-17
6mg/ml dém ddc dé  |thang|36
pha tiém
truyén tinh
mach
12 [Paclitaxe! Bhardwaj Paclitaxel 6mg/Iml |Dung dich [ 24 JUSP  |Hop | lop 50ml VIN2-630-17
6mg/ml ddm dac dé |thang|36

pha tiém
truyen tinh
mach

10. Cong ty ding ky: Glenmark Pharmaceuticals Ltd. (P/c: B/2, Mahalaxmi Chambers, 22
Bhulabhai Desai Road, Mumbai-400 026 - India)
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10.1 Nha san xuiit: Glenmark Generics S.A (B/c: Calle 9 Ing. Meyer Oks No 593 (B1629MAX)
Parque Industrial Pilar, Provincia de Buenos Aires - Argentina)

at chit chinh - : a0 |Tudi| Tia 4 . ,
STT Tén thube Hoat‘chat cfnnh D;\Ilg‘bqo TICP Ql’ly c*ncrl.l $6 diing ky
Ham lugng ché tho [chuan dong goi
13 |Irihope 40mg/2ml [rinotecan Dung dich 24 INSX |Hép 1l 2ml VN2-631-17
hydroclorid trihydrat|tiém thang
B 20mg 7
14 |Oxuba Oxaliplatin 100mg |B6t dong 24 INSX [Hopllo VN2-632-17
kho pha tiém|thang

11. Cong ty dfing ky: Harbin Pharmaceutical Group Co., Ltd General Pharm. Factory (B/ec:
No. 109 Xuefit Road, Nangang Dist. Harbin 150086 - China)

11.1 Nha san xudit: Qilu Pharmaceutical (Hainan) Co., Ltd (P/c: 273-A, Nanhai Ave, National
Hi-tech Zone, Haikou City - China)

n P Hoat chiit chinh - | Dang bao |Tudi| Tigu | Quy cach Sé dx .
; : h il !
STT Tén thuoc Ham lwgng ché tho |chuan| déng géi o qang &y
15 |Oxaliplatin Injection Oxaliplatin Dung djch 24 INSX [Hop1lo, 101lo [ VN2-633-17
20ml: 100mg 100mg/20ml tiém thdang 20ml

12. Cong ty ding ky: Novartis (Singapore) Pte Ltd (P/c: 10 Collyer Quay, # 10-01, Ocean
Financial Centre Singapore (049315) - Singapore)

12.1 Nha sin xuéit: Ebewe Pharma Ges.m.b.H Nfg. KG (D/c: Mondseestrasse 11, 4866 Unterach

am Attersee - Austria)

. £ Hoat chét chinh - | Dang bao |Tudi| Tigu Quy céch S8 dine ky
STT Ten thude Ham hrgng ché tho [chudn| déng goi o qang ky
16 [Methotrexat "ebewe" M3i 5ml dung dich |Dung dich 24 INSX |Hép 1 lo Sml VN2-634-17
500mg/5ml chira: Methotrexat |ddm déc pha [thdng '
500mg dung djch
ti€m truyen
17 |Oxaliplatin "Ebewe" 100|Mdi 20 ml dung Dung dich 24 INSX |Hép 1 lp20ml | VN2-635-17
mg/20ml dich chira: ddm déc pha |thang
Oxaliplatin 100mg |dung dich
tiém truyén
18 |Oxaliplatin "Ebewe" 150|M5i 30ml chira: ~ [Dung dich 24 INSX |Hop 1 lo 30ml | VN2-636-17
mg/30ml Oxaliplatin 150mg |dam dic pha [thdng
dung dich
tiém truyén
19 |Oxaliplatin "Ebewe" M&i 10ml dung Dung dich 24 INSX |Hop1lp 10ml | VN2-637-17
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50mg/10ml

dich chira:
Oxaliplatin 50mg

dam déc pha [thing
dung djch

A A
t1€m truyen

13. Cong ty ding ky: PT. Kalbe Farma Tbk (B/c: Kawasan Industri Delta Silicon JI. M.H.
Thamrin Blok A3-1, Lippo Cikarang, Bekasi - Indonesia)

13.1 Nha san xuét: PT Dankos Farma (B/c: Kawasan Industri Pulogadung, JI. Rawa Gatel Blok
IS, Kav 36-38, Jakarta - Indonesia)

A Hoat chéit chinh - | Dang bao |Tudi| Tigu | Quy cach £
STT 8 : Ang Y S6 diing 1
Tén thuoc Ham hroag ché tho [chuéin| déng goi ¢ qang Ky
20 |Paxus Paclitaxel Dung dich 24 INSX |Hopllo VN2-638-17
) [100mg/16,7ml ~|tiém thdng 16,7ml
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Thir trudng By Y te

Trang 5






