BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY bUQC Pic ldp - Tu do - Hanh phiic
Sf’}:ﬂr{g,f /QDB-QLD Ha Noi, ngayyy thang 3 nam 2019
QUYET PINH

Vé viéc ban hanh danh muc 27 thum: nwdc ngoai
(thube diéu tri ung thu ding ky lan diu - s6 ding ky ¢é hicéu lwe 03 nim)
dugc cip s6 ding ky luu hanh tai Viét Nam - Dot 102

CUC TRUONG CUC QUAN LY DUOC

Can cir Luat Duoc ngay 06/4/2016;

Cian ctr Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc niang, nhiém vy, quyen han va co céu td chirc ciia B Y té;

Cin clr Quyét dinh sb 7868/QD-BYT ngay 28/12/2018 cua Bo truong Bo Y
té quy dinh chic nang, nhiém vy, quyen han va co céu td chirc ctia Cuc Quan Iy
Duoec thudc Bo Y té:

Can cir y kién ctia Hi dong tu van cdp gidy ding ky luwu hanh thuoc,
nguyon liéu lam thudc - Bo Y té;

Xét dé nghi cia Truong Phong Ping ky thude - Cuc Quén Iy Duge,
QUYET DINH:

Bt&u 1. Ban hanh kém theo Quyét dinh nay danh muyc 27 thude nudc
ngoai (thuoc diéu tri ung thu dang ky 1in ddu - s6 ding k¥ c6 higu luc 03 nim)
dugc cap so dang ky luu hanh tai Viét Nam - Dot 102.

Piéu 2. Nha san xuit va cong ty dang ky thude ¢o trach nhi¢m cung cap
thude vao Viét Nam theo dung LH.E hé so tai ligu da dang ky vo1 Bo Y té. S6
ding ky duoc Bé Y té Viét Nam cap phai duoc in l1én nhan thube. S6 dang ky co
ky hiéu VN3-...-19 ¢6 gia tri 03 nim ké tir ngay ky Quyét dinh.

Diéu 3. Trong qué trinh lwu hanh, cong ty ding ky thude, nha san xuit
phai phol hop vai cac co so didu tri dé thuc hién theo ding cac quy dinh hién
hanh vé thuoe ké don va theo di an toan hi¢u qua, tac dung khong mong mubn
cua thuoc trén nguoi Viét Nam va tong hop, bao cdo theo dung quy dinh hién
hanh mbi 06 thang mdt 1an vé Cuc Quan 1y Duge.

Pieu 4. Nha sin xudt va cong ty ding ky thude phdi chdp hanh day da
phép ludt cua nude CHXHCN Viét Nam va cée quy dinh ctia B4 Y té vé nhap
khéu thude va luu hanh thude tai Viét Nam; néu ¢ bat ot thay dbi gi trong qua
trinh luu hanh thude & nuoc 50 tai va ¢ Vigt Nam thi phai bdo cao ngay cho Cuc
Quan Iy Dugc - Bé Y té Viét Nam.



Didu 5. D6i v6i cdc thube ban hanh kém theo quyét dinh nay va thudc
danh myc thude ddc va nguyén liéu doc 1am thude theo quy dinh tai Thong tur
06/2017/TT-BYT ngdy 03/5/2017 ciia Bé Y té vé viée ban hanh danh muc thudc
ddc va nguyén liéu doc lam thube; cong ty dang ky, co sé& san xuit phai cap nhat
quy dinh vé thube doc trén nhiin va huéng dan sir dyng theo quy dinh tai Than g
tw 01/2018/TT-BYT ngay 18/01/2018 ctia B§ Y té quy dinh ghi nhan thubc,
nguyén lidu lam thude va to huéng din st dung thube va chi duoc san xuét, uu
hanh thude trén thi trudng sau khi Cuc Quén 1y Duge phé duyét ndi dung cap
nhat nay.

Didu 6. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.

Piéu 7. Giam dbe S& Y té cac tinh, thanh pho tryc thue trung wong, gidm
d6c nha san xuit va céng ty ding ky co thude tai Didu 1 chiu trich nhiém thi
hanh Quyét djnh nay /

CUC TRUONG

Noi nhiin:

- Nhwr Piéu 7;

- BO trudmg Neguyén Thi Kim Tién (dé blc);
- TT. Trrong Qube Cmfmg (dé ble): Sy
- Cue Quén Y - Bd Qude phong, Cuc Y té - Bo Cong an 2 . ',
- Cuc Y té Giao thong van tai - B6 Giao thong van tai; !
- Téng cuc Hai quan - B§ Tai chinh;

- Bao hiém Xa hoi Viét Nam;

- Vu Phap ché, Cuc Quan Iy Kham, chira bénh - Bo Y te,
Thanh tra B8 Y té;

- Vién KN thude TW, Vién KN thube TP. HCM;

- Téng Céng ty Diroc VN; )

- Céc Cong ty XK Dugc pham; )
- Cac Bénh vign & Vién co giuong bénh true thuje Bo Y té;
- Website ciia Cue QLD, Tap chi Dugc va MP - Cuc QLD;
- Luu: VT, KDD, BKT(10).




BOY TE

CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Péc lip - Tu do - Hanh phiic

DANH MUC 27 THUOC BIEU TRI UNG THU DANG KY LAN DAU
PUQC CAP SO PANG KY HIEU LUC 3 NAM - QT 102

Ban hanh kém theo quyét dinh s6:{(./../QD-QLD, ngaydd../.3../. L]

1. Cong ty ding ky: Abbott Laboratories (Singapore) Private Limited (D/c: 3 Fraser Street,
#23-28 Duo Tower, Singapore 189352 - Singapore)

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

< Hoat chét chinh - | Dang bao |Tudi| Tigu Quy cach £ ;
: ’ So dang ky
5TT Tén thuoc Ham lugng chi tho | chudn dbng gl 0 ding ky
1 |Fada Oxaliplatino Oxaliplatin 100mg |Bot dong 24 INSX |Hépllo VN3-108-19
kho pha tiém |thing
2 |FadaOxaliplatino  [Oxaliplatin 50mg  |Bétdong | 24 [NSX [Hépllo VN3-109-19 |
khé pha tiém|thang

2. Cong ty dang ky: Actavis International Limited. (D/c: BLB 016 Bulebel Industrial Estate,
Zejtun ZTN 3000 - Malta)

2.1 Nha sin xuét: Actavis Italy S.p.A. (D/c: Via Pasteur, 10-20014, Nerviano, (Ml) - ltaly)

i £ Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach £ ;
ST Ten thuoe Ham lugng ché tho |chuin| dong géi S0 diing Ly
3 |Sindroxocin 2mg/ml Mdi Iml dung dich |Dung djch 24 INSX |Hop ! lpx 5Sml,| VN3-110-19
chira: Doxorubicin  |dam dac dé thang hop 1 lo x
hydrochlorid 2mg  |pha dung 25ml hép 1 lo
dich truyén x 50ml, hop 1
lo x 100ml
4 |Vinorelsin 10mg Méi 1ml dung dich [Dung dich 36 INSX |Hopllox Iml| VN3-111-19
chira: Vinorelbin dam dic dé thang
(duoi dang pha dung
Vinorelbin tartrat)  |djch truyén
10mg
5 |Vinorelsin 50mg Mdi Iml dung dich |Dung dich 36 [NSX |Hop1lpx5ml| VN3-112-19
dam dac chita: dam dic dé |thang
Vinorelbin (duoi pha dung

dang Vinorelbin

tartrat) 10mg

dich truyén

Trang 1




3. Cong ty diing ky: Cdng ty C6 phan Dwgc phim Duy Tén (B/c: 22 Hé Biéu Chanh, Phirong
11, Quan Phu Nhuan, TP. Ho Chi Minh - Viet Nam)

3.1 Nha sdn xudt: Laberatorio Varifarma S.A (B/c: Ernesto de las Carreras 2469 (B16434VK)
Beccar-Buenos Aires - Argentina)

s : Hoat chit chinh - Dang bao Tudi| Tieu Quy cich 5 .
' ) So ding k
STX TR THu0e Ham lwong ché tho |chuan| dong gbi e
6 |Pachitaxel 100mg Paclitaxel Dung dich 24 INSX |Hop1lo 16,67 | VN3-113-19
_________  |100mg1667ml |tiémtruyén [thangl  fml |
7 |Paclitaxel 30mg Paclitaxel 30mg/5ml|Dung di-::h 24 INSX |HéplloSml VN3-114-19

- ti€ém truyén |thang

4. Céng ty diing ky: Cong ty CP dwgc phadm Pha No (B/c: 31 H6 Biéu Chanh, P.12, Q. Phii
Nhuan, TP. Ho Chi Minh - Viét Nam)

4.1 Nha san xuiit: Laboratorios Normon, S.A. (B/c: Ronda de Valdecarrizo, 6-28760 Tres cantos
(Madrid) - Spain)

" £ Hoat chét chinh - | Dang bao Tubi| Tiéu Quy cich £ ax ;
= . i t S d
81T Ten oo Ham lugng ché tho |chuéin dong goi DL
8 |Pecabine 150mg Capecitabin 150mg |Vién nén 30 INSX |Hopl12vix 10 [ VN3-115-19
bao phim  |thang vikn

5. Cang ty diing ky: Cong ty TNHH Dugc phdm Bach Viét (B/c: 56 146, ngd 230 Dinh Céng
Theong, P. Binh Cong, Q. Hoang Mai, Ha Ngi - Viét Nam)

5.1 Nha sin xuét: Oncomed Manufacturing a.s. (D/c: Karasek 2229/1b, budova (12, 621 00
Brno-Reckovice - Séc)

i £ Hoat chit chinh - | Dang bao |Tudi| Tigu | Quy cich g s
SLEN Tentmae Ham hrgng ché | tho |chudn| domgesi | " 9AmE kY
9 |Dacarbazine Medac Dacarbazin (duéi | Bot déng 36 INSX |[Hép101g VN3-116-19
dang Dacarbazin kho pha thang
citrat) 200mg dung dich
tiém, mlyén
tinh mach

6. Cong ty ding ky: Cong ty TNHH Dwoc pham Lién Hop (B/e: 480C Neuvén Thi Thip,
Phuong Tan Quy, Qudn 7, TP.HCM - Viét Nam)

6.1 Nha san xuét: S.C.Sindan-Pharma SRL (B/c: 11th lon Mihalache blvd., Sector 1, Zip code
0i1171, Bucharest - Romania)

Trang 2



Hoat chéit chinh -

Tubi

. Dang bio Tiéu Quy ciich e
L Tén thube Ham lugng ché tho |chuin| doéng goi m fing Ly
10 |Aspaxel Paclitaxel 30mg/Sml | Dung dich 24 INSX |Hdép 1lo30mg | VN3-117-19
dim dic dé |thang (3ml) hodc
pha dung 100mg (16,7ml)
dich truyén
tinh mach

7. Céng ty ding ky: Céng ty TNHH Dwoc phiam Viét Phap (B/c: Tang 20, téa nha ICON 4,

2434 Pé La Thanh, phuéng Lang Thiong, Qudn Pong Pa, Ha Ngi - Viét Nam)

7.1 Nha sin xuét: Thymoorgan Pharmazie GmbH (D/c: Schifferaben 23-38690 Vienenburg -

Germany)

2 - % Hoat chéit chinh - | Dang biao |[Tubi| Tiéu Quy cich il
5T Ll s Ham hrong ché tho |chuin| dong géi 50 @hng &y
11 [Pemetrexed Invagen Pemetrexed (duoi  |Bét déng 24 INSX |Hép1lo VIN3-118-19
dang pemetrexed khé pha thang
dinatri dung dich
hemipentahydrat)  |dam dac dé
500 mg pha dung
dich tiém

l'ruyén tinh
mach

8. Céng ty ding ky: Céng ty TNHH Kién Viét (P/c: 437/2 Lé Purc Tho, P. 16, Q. Go Vap, TP,

HG Chi Mink - Viét Nam)
8.1 Nha sin xuit: M/s Getwell Pharmaceuticals (P/c: 474, Udyog Vihar, Phase V,

Gurgaon-122016, Haryana - India)

= £ Hoat chat chinh - | Dang bao Tudi| Titu Quy cach Sé :
: - e 5 ’ da
SEY T the Ham lugmg ché tho |chudin ddng goi Boang oy
12 |Getoxatin-100mg/50ml |Oxaliplatin 2mg/1ml{Dung dich | 24 [USP38{Hop 1 lo 50ml | VN3-119-19
ddm dic dé¢ |[thang
pha dich
truyén

9. Cong ty diang ky: Céng ty TNHH TM Dugc phidm Minh Nguyét (B/c: 16 dwing s6 6, KDC
Him Lam, P. Tan Hung, Q.7, TP. Hé Chi Minh - Viét Nam)

9.1 Nha sin xuit: Haupt Pharma WolfratshausenGmbH (D/c: Pfaffenriederer Strabe 5,
D-82515 Wolfratshausen - Germany)

Trang 3



a £ Hoat chit chinh - Dang bao Tubi| Titu Quy cach £y p
STL L Ham lrgng ché | tho |chuin| aémgesi | SO dAneks
13 |Paclitaxel Bhardwaj Paclitaxel 6mg/ml |Dung dich 24 [USP |Hop 1 lo Sml VN3-120-19
tmg/ml didm dac dé |[thang|40
pha tiém
truyen tinh
mach

10. Cong ty ding ky: Dr, Reddy's Laboratories Ltd. (D/c: 8-2-337, Road No.3, Banjara Hills,
Hyderabad-500034, Telangana - India)

10.1 Nha siin xuét: Dr. Reddy's Laboratories Ltd. (B/c: Formulation Unit -7, Plot No. P to P9,
Phase-llI, VSEZ, Duvvada, Visakhapatnam-District-530046, Andhra Pradesh - India)

i £ Hoat chiit chinh - | Dang bao Tudi| Tiéu Quy cich ki :
2 g L d kv
STT Tén thuoe Ham lrgng ché tho [chudn| dong goi So ding ky
14 |Abiratred Abiraterone acetate |[Vién nén bao| 24 [USP [Hdp | lo 120 VN3-121-19
IO, AT . S ... it ol L5, SO, BN
15 |Redivec Imatinib (dwdi dang [Vién nang 36 |NSX |[Hop 6 vi VN3-122-19
[matinib mesylat)  |cimg thang alu-alux 10
100 mg vién; Hop 6 vi
PVC-Aclarx 10
vién
16 [Winduza Azacitidine 100mg |Bétdong | 24 [NSX [Hopllo - VN3-123-19
kho pha tiém|thang

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

11.1 Nha séin xudt: Glenmark Generics S.A (P/e: Calle 9 Ing Meyer Oks No393-Parque
Industrial Pilar, Provincia de Buenos Aires - Argentina)

Tubi

2 £ Hoat chéit chinh - | Dang bao Tiéu Quy cich 5 ds ;
AR AT Ham lwgng ché | the [chudn| dénggsi | O PAnEKY
17 |Gemhope Gemeitabin (dudi  |Bt dong 24 [USP |Hép 1 1o WVN3-124-19
dang Gemcitabin  [kho pha tiém|thang|38
HCD) 1g

12. Céng ty diing ky: Janssen - Cilag Ltd. (D/c: 106 Moo 4 Lad Krabang Industrial Esiate
Chalonglkrung Rd., Kwaenglamplatew, Khet lud, Krabung Bunghok 10520, - Thailand)

12.1 Nha sdn xufit: Pharmachemie B.V. (B/c: Swensweg 3, 2031 GA Haarlem - Ha Lan)

Trang 4




. £ Hoat chit chinh - | Dang bdo |[Tudi| Titu | Quy cdch < :
BT Lo tess Ham lugng cﬁé tho |chufin| déng goi Ehaag Y
18 |Dacogen (Co s dong  |Decitabin S0mg Bdt pha 36 [NSX [Hopllo VN3-125-19
goi thir cap va xuat dung dich  |thang
xwrémg: Janssen dam dic de
Pharmaceutica N.V.- Dia pha dung
chi: Turnhoutseweg 30, dich truyén
B-2340 Beerse, Bi) tinh mach

13. Céng ty ding ky: Korea United Pharm. Inc. (P/c: 25-23, Nojanggongdan-gil,

Jeondong-myeon, Sejong-si - Korea)

13.1 Nha sin xuét: Korea United Pharm. Inc. (P/c: 107, Gongdan-ro, Yeonseo-myeon, Sejong-si

- Korea)

‘ Hoat chit chinh - | Dang bao |Tudi| Titu | Quy céch o ,
. : ang | 1 : $6 aing k
L e e Ham lrgng ché the |chuin| déng goi i
19 |Kupepizin Epirubicin Bt dong 24 |[KPC |Hop ! lo VN3-126-19
hydrochlotide 50mg [kho pha tiém|thang|IIl

13.2 Nha siin xuét: Korea United Pharm. Inc. (B/c: 25-23, Nojanggongdan-gil,
Jeondong-myeon, Sejong-si - Korea)

= z Hoat chét chinh - | Dang bao |Tudi| Tidu | Quy cach £ s ;
g - v - S d k
Ak N thuce Ham lugng ché tho |chuin| déng géi g Y
20 |Unitib Imatinib (dudi dang |Vién nén bao| 36 |NSX [Hép 6 vix 10 VN3-127-19
Imatinib mesylat)  |phim thing vién

100mg

14. Cong ty dang ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

14.1 Nha sdn xuit: Gland Pharma Limited (P/c: Sy. No. 143 to 148, 150&151, Near
Gandimaisama, Cross Roads, D.P Pally, Dundigal Post, Dundigal-Gandimaisamma Mandal,
Medchal - Malkajgivi District, Hyderabad- 500 043, Telangana - India)

- Hoal chil chinh - | Dang biao |Tudi| Tieu | Quy cich P
. : 1 \ &8 dins ki
511 Ten thube Ham lugng ché tho |chuin| ddng goi v:Gkng ky
21 |Pemexed 500 Pemetrexed (dudi  |Bot dong 24 INSX |[Hap 1 lo VN3-128-19
dang pemetrexed  |khd pha tiém|thang

natri) 500mg

Trang 5
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15. Cong ty dang ky: Novartis Pharma Services AG (D/c: Lichtstrasse 35, 4036 Basel -

Switzerland)

15.1 Nha san xuat: GlaxoSmithKline Manu facturing SpA (D/e: Strada Provinciale Asolana 90,
43056 San Polo di Torrile Parma - Italy)

A £ Hoat chiit chinh - | Dang bao Tudi| Tieu Quy cich £ oao ;
- " o i S di
STT Tem fule Ham lugng ché tho |chudn dong goi Sommky
22 |Hycamtin 0,25mg Topotecan (dudi Viénnang | 36 |NSX |Hdp 1 vilO VN3-129-19
dang Topotecan cung thang vién
HCI) 0,25mg

16. Cong ty dang ky: Stragen Pharma SA (D/c: Chemin du Pré-Fleuri 3, 1228 Plan-les-OQuates -
Switzerland)

16.1 Nha sin xuét: Corden Pharma Latina (P/c: Via del Murillo Km 2.800, 04013 Sermoneta -

ltaly)
: £ Hoat chét chinh - | Dang bao |Tudi| Tigu Quy edch <6 dx .
Al LRSS Ham lrong ché | tho |chudn| déng goi 6 ding ky
23 |Moliavex Paclitaxel 6mg/ml |Dungdich | 24 [NSX Adp 1 lo VN3-130-19
dam dac dé |[thang 16.7ml
pha dung
dich tiém
truyén
24 |Moliavex Paclitaxel 6mg/ml |DUng dichl 24 INSX [Hop 1 lo 50ml VNBIBI]‘}
diam dic d¢ |thang
pha dung
dich‘tiém
truyén

17. Cong ty ding ky: Sun Pharmaceutical Industries Limited. (D/c: UB Ground, 5 & AMP;: 61h
floors, Sun House, CTS No. 201, B/I, Ram Nagar, Western Express Highway, Goregaon East,
Mumbai, 400063, Maharashtra - India)

17.1 Nha san xuit: Sun Pharmaceutical Industries Ltd. (A/c: Halol-Baroda Highway,

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

STT

Tén thube

23

Sundocetaxel 20

Hoat chiit chinh - | Dang bao |Tudi
Ham lugng ché tho
Docetaxel Bt déng 30
anhydrous 20mg khé dé pha thang
dung djch
tiém truyén

Ti@_u
chuiin
NSX

Quy cach
dong goi

S6 ding ky

Hop 1o

VN3-132-19

Trang 6



26 |Sundocetaxel 80 Docetaxel Bét dong 30 INSX |[Hdpllo VN3-133-19
anhydrous 80 mg  |kho dé pha |thang
dung dich

tiém truyén

18. Cong ty ding ky: TTY Biopharm Co., Ltd. (D/c: 3F, No.3-1, Park St., Nangang Dist., Taipei
City 11503 - Taiwan)

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

B : Hoat chit chinh - | Dang bie |Tubi| Tiéu | Quy cich Sé dine k
S5TX Rt Ham luong ché tho |chuin| doéng goi ug by
27 |Geme TTY Gemeitabin Dung dich 60 [NSX |Hdp 1 lo 6ml VN3-134-19
hydroclorid tiém truyén |thang
38mg/ml
CUC TRUONG

Trang 7






