BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Péc lap - Ty do - Hanh phiéc
sé: 66 6 /QP-QLD Ha Ni, ngdy AT-théng 42. ném 2015
QUYET PINH

V& viéc ban hanh danh muc 15 thudc san xuét trong nwéc
(thubc diéu trj ung thw déng ky 1in ddu- s& ding ky c6 higu lge 02 nAm)
duoe chp sb ding k¢ luwu hanh tai Viét Nam- Det 152

CUC TRUGNG CUC QUAN LY DUGC

Cin ctr Luft Dugce ngdy 14 thang 6 nim 2005;

C#n cir Nghi dinh s 63/2012/ND-CP ngiy 31/8/2012 ciia Chinh phu quy
dinh chirc niing, nhiém vy, quyén han v co cdu td chirc cia B$ Y t&;

Cin ¢t Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 clia B trudng B4 Y
t& v& viéc quy dinh chirc ning, nhiém vy, quyén han vi co cdu td chic ctia Cuc
Quén Iy Dugc thudc B Y té;

Can cfr Thong tr sé 44/2014/TT-BYT ngdy 25/11/2014 cita B$ Y té qui
dinh viéc ding k¥ thudc,

Cin ¢t ¥ kién ciia Hoi ddng tir vén cip sé dang ky luu hanh thue B3 Y té;

Xét ¢ nghj ciia Trudng phong Piing ky thudc - Cyc Quén Iy Dugc;

QUYET PINH:

Didu 1: Ban hanh kém theo Quyét dinh nay danh myc 15 thudc san xuat
trong nuée (thube didu trj ung thu ding ky 1dn ddu — s8 ding ky hiéu lyc 02 ndm)
dugc cép sb dang ky luu hanh tai Viét Nam - Dot 152.

Pidu 2: Cong ty sin xuit va cdng ty ding ky co thudc hwu hanh phii in 6
diing ky duge Bd Yt cép 1én nhin thubc va phai chip hanh ding céc quy ché cé
lién quan dén sin xult va hwu hinh thuéc. S6 dang ky c6 ky hiéu QLPB-...-15 ¢6
gié trj 02 nim ké tir ngay ky Quyét dinh.

Piéu 3: Trong qué trinh luu hanh thude, nha sin xudt phai két hop véi cée
co s& didu trj d& thyc hién theo ding céc quy dinh hién hanh vé& thudc ké don va
theo ddi hiéu lyc, 49 an toan, tic dung khﬁn.g mong mudn ciia thuéc trén ngudi
Viét Nam Cong ty dang ky c6 trach nhiém tdng hop céc bao céo cla céc don vj
" trén v& Cuc Quén Iy Dugc theo diing quy dinh hién hanh mdi 06.thdng mjt 1.

Pitu 4. Quydt dinh nay ¢ hiéu luc ké tir ngdy ky ban hanh.



Didu 5. Gidm ddc S& Y té céc tinh, thanh phd tryc thude trung wong va gidm
dbe cong ty sin xuét v3 cong ty dang k¥ c6 thudc tai Didu 1 chiu trach nhigm thi
hanh Quyét dinh nay./.

Noi nhin:
-FhrbBidu §;
- BT. Nguy&n Thj Kim Tién (42 b/c);
- - TT. L& Quang Cudng (4 bc);
- Cyc Quiin y - B§ Qudc phong, Cuc Y té - B3 CA;
-Cuc Y té giao théng vén tii- B3 GTVT;
- Téng Cyc Hai Quan- B3 Ti Chinh;

- Béo hiém x4 h3i Viét Nam; b =

-Vy Phéltaé ché, Cuc Quin 1y Khim, chita bénh - B§ Y &gl — 5

raB3 Y 1€ =" Truong Quic Cudn
- Vién KN thuée TU va VKN thube TP.HCM; ¢ Q g
- Téng Cong ty Duge VN;

- Céc béab vién, Vién c6 giudmg bénh trye thuje BYT;
- Website ciia Cuc QLD, Tap chi Duge My phém — Cyc QLD;
- Luwu: VP, KDD, BKT (2b).



BOYTE

CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC

Pic lp - Ty do - Hanh phic

DANH MUC 15 THUOC SAN XUAT TRONG NUGC BUQC CAP SO PANG KY HIEU LYC 02 NAM
(THUOC PIEU TR] UNG THU DANG KY LAN DAU)- BJT 152

- Ban hanh kém theo quyét dinh sb:..466../QP-QLD, ngayF./42/2015

1. Cong ty daing ky: Cdng ty C3 phin BV Pharma (B/c: Ap 2, Xa Tén Thanh Tdy-Huyén Cil
Chi-Thanh phé H6 Chi Mink - Vigt Nam)

1.1 Nha sin xufit: Céng ty C8 phin BV Pharma (B/c: Ap 2, X& Tdn Thanh Tdy-Huyén Cil
Chi-Thanh phé H6 Chi Minh - Viét Nam)

. Hoat chit chinh - | Dang bao |Tudi| Tiu | Quy cdch
STT Tén thude Ham lugng cé | tho |chuin| dngger | SO%Hmel
1 [Bigefinib 250 Gefitinib 250 mg |Viénnénbad 36 [TCCS [Hop3vix10 | QLDB-510-15
phim ‘théng! vién; Hop 1
AR VIR b SATR SO el | [fchai3Oviln |
2 [Nokatip 100 Erlotinib (duéi dang [Vién nén bao| 36 [TCCS [Hép3vix10 | QLDB-511-15
Eclotinib HCI) 100 |phim thing vién
me A IUUURO [ SR
3 [Nokatip 150 Erlotinib (dudi dang | Vién nén bad| 36 [TCCS [Hop3vix 10 | QLDB-512-15
Erlotinib HCI) 150 |phim |théng] vién
- [ — __mg —— —
4 [Umkanib 100 Imatinib (dudi dang |Vién nén bao] 36 [TCCS [Hoép2vi, 6vix [ QLDPB-513-15
imatinib mesylat)  [phim théng 10 vién (vi
100mg phém - PVC,
ho#c¢ vi nhém -
nhom)
5 |Umkanib 400 Imatinib (du6i dang |Vién nénbao] 36 |TCCS [Hop 1 vi, 3 vix | QLDB-514-15
Imatinib mesylat)  |phim théng| 10 vién (vi
400 mg nhdm - PVC,
hoéc vi nhdm -
nhém)

2. Cong ty ding ky: Céng ty ¢b phin dwgc phim trung wong 1 - Pharbaco (D/c: 160 - Ton Duc
Théng - Déng Pa - Ha N§i - Vigt Nam)

2.1 Nha sin xuit: Céng ty ¢ phin dwge phim trung wong 1 - Pharbaco, (B/c: Thanh Xudn,

Séc Son, Ha N§i -

Viét Nam)
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Daunorubicin 20mg

UstopFlO

|hydroclorid) 200mg

Daunorubicin (dudi
dang Daunorubicin

Carboplatin
150mg/15ml

450mg/45ml

Carboplatin
S0mg/5mi

Gemcitabin (dudi
dang Gemcitabin

Doxorubicin
hydroclorid
10mg/5ml

Doxorubicin
hydroclorid

250mg/5ml

Bt dong
khd pha tiém
Dung dich
dém dic 48
pha tiém
truyén

Dung dich
dim dic dé
phatiém

Dung dich
tiém

|théng]

2012

AP

Hop 1 1o

Hop 1 lo 15ml

Hop 1 1o 45ml

ST

Hép 1 lo 5ml
Hép 1 lo 10ml
Hop 1 lo 25ml

_hﬁép 1 1o Sml

QLDB-515-15

'QLDB-516-15
| QLDB-517-15
QLDB-518-15

| QLDB-519-15 |

QLDB-520-15

QLDB-521-15

i
QLBB-522-15

QLDB-523-15 |

3. Cong ty diing ky: Céng ty cb phin dwge phim trung wong VIDIPHA (B/c: 184/2 L2 Vein S,
Phuomg 10, Q. Phii Nhugn, TP. HG Chi Minh - Viét Nam -)

3.1 Nha sén xuét: Chi nhénh cdng ty ¢§ phin dwgc phdm trung wong Vidipha tai Binh Durong
{Ple: c‘fp Tén Binh, xd Tén Hiép, huyén Tén Uyén, Binh Duong - Vit Nam)

: Hoat chit chinh - | Dang bao Tudi| Tiéu Quy cich
STL Tén thube " Ham lwgng ché the |chufn| déng géi 56 dang Ly
15 |UracilSBK 250 Fluorouracil Dungdich | 24 |TCCS [Hop 5 éng x QLDB-524-15
- 0,25g/5ml tiém fthéng] 5m) P
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