BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc lap - Ty do - Hanh phiic
sé: 98 /QP-QLD Ha Néi, ngay Q4thdng 3 ndm 2016
QUYET PINH

V& viéc ban hanh danh muc 06 thudc sin xuét trong nuéc
(thuéc diéu tri ung thr ding ky lin diu- sb diing ky c6 hiéu hrc 02 niim)
dwgc cip sb ding ky lru hanh tai Vit Nam- Dot 153

CUC TRUGNG CUC QUAN LY DUGC

Cén cr Luét Dugce ngay 14 thang 6 nim 2005;

Cin cir Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phi quy
dinh chirc ning, nhiém vu, quyén han va co cu t chirc ctia B Y té;

Cin ¢t Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ciia B$ truémg BS Y
té v& viée quy dinh chitrc ndng, nhiém vy, quyén han va co cu té chirc cia Cuc
Quan 1y Dugc thudc B6 Y té;

Can cir Théng tu sb 44/2014/TT-BYT ngay 25/11/2014 ciia B$ Y t& qui
dinh viéc ding ky thudc,

Cin ctr y kién ciia Hoi ddng tur vén clp sb ding ky luu hanh thuc B Y té;

Xét dé nghi cha Truéng phong Piang ky thubc - Cuc Quan 1y Dugc;

QUYET PINH:

. Diéu 1. Ban hanh kém theo Quyét dinh nay danh muc 06 thudc sén xuét
trong nudc (thudc didu tri ung thu ding ky 14n ddu — s ding ky hiédu lyc 02 nim)
dugce cap s6 diing ky Iuu hanh tai Viét Nam - Dot 153.

Didu 2. Cong ty san xuit va cong ty ding ky c6 thudc lwu hanh phai in sé
ding ky dwgc Bé Y té cép 1én nhan thudc va phai chip hanh dang céc quy ché ¢
lién quan dén san xuét va luu hanh thudc. S6 ding ky c6 ky higu QLDB-...-16 ¢
gi4 tri 02 nam k& tir ngdy ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh thudc, nha san xuit phai két hop véi céc
co s& diéu tri dé thuc hién theo dling cic quy dinh hign hanh vé thubc ké don va
theo ddi higu lyc, d¢ an toan, tc dung khéng mong muén cia thude trén ngudi
Viét Nam. Cong ty dang ky c6 trach nhiém tdng hep céc béo céo cia cic don vi
trén vé Cuc Quan ly Duge theo diing quy dinh hién hanh m&i 06 thang mét 14n.

Didu 4. Quyét dinh nay c6 hidu lyc k& tir ngay k¥ ban hanh.



Dilu 5. Giam déc S& Y té céc tinh, thanh phd tryc thue trung wong va gidm
déc céng ty san xuit va cong ty ding ky c6 thudc tai Didu 1 chju trich nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhu Didu 5;
- BT. Nguyén Thj Kim Tién (44 b/c);
- TT. L& Quang Cubng (4 blc);
-Cyc Quiny-B§ phong, Cyc Y té - B§ CA;
-CucY té giao théng viin tii- B§ GTVT,
- Téng Cyc Hai Quan- B§ Tai Chinh;
- Béo hiém x& héi Viét Nam;

traBj Y té;

- Vién KN thube TU vi VKN thubc TP.HCM;
- Téng Céng ty Duge VN;

- Céc bénh vién, Vién cb giurdmg bénh tryc thupe BYT;

- Website ciia Cyc QLD, Tap chi Duge M§ phim — Cyc QLD;
- Lwu: VP, KDD, PKT (2b).



BOYTE
CUC QUAN LY DUQC

CONG HOA XA HOI CHU NGHIA VIET NAM
Pjc lip - Ty do - Hanh phiic

DANH MUC 06 THUOC SAN XUAT TRONG NUGC DUGC CAP SO PANG KY HIEU LUC 02 NAM

(THUOC PIEU TR] UNG THU DANG KY LAN PAU)- QT 153
Ban hanh kém theo quyét dinh s5:3.¥/QD-QLD, ngayZ 3...3/.29L 6

1. Céng ty diing ky: Céng ty C8 phin Dwge phim An Thién (D/c: 314 Bong Sao, Phuomg 5,
Quén 8, TP. H6 Chi Minh - Viét Nam)

1.1 Nha sin xufit: Nha méy sin xudt dwgc phdm An Thién (D/c: C16, duomg s6 9, KCN Higp
Phuéc, huyén Nha Bé, TP. Hé Chi Minh - Viét Nam)
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2. Céng ty déing ky: Cong ty cd phéin dwgc phim trung wong 1 - Pharbaco (D/c: 160 - Tén Ditc

Thdng -

Déng Pa - Ha Ngi - Viét Nam)

2.1 Nha sdn xuft: Céng ty cd phin dwrgc phim trung womg 1 - Pharbaco. (D/c: Thanh Xudn,
Séc Som, Ha NGi - Vigt Nam)

Hogt chit chinh - | Dangbao |Tudi| Tiéu | Quy céch
ok Tén thube Ham lrgng ché tho [chudn| déng géi S8 dang kf
3 |Epirubicin 10mg Epirubicin Bt dong 24 |TCCS [Hép1lo QLDB-533-16

Trang 1




[hydraclorid 10mg

khé pha tiém|thén

4 [pinibicinSomg [Epinubicin _ [Boidong | 24 [TCCS
. |hydroclorid 50mg  [kh& pha tiém|thing

TCCS |Hop 1 lo | QLDB-534-16

3. Cong ty ding ky: Cong ty cb phin dwgc phdm trung wong 2 (D/c: S8 9 - Trdn Thanh Téng -
Ha Ngi - Vigt Nam)

3.1 Nha sén xuét: Cong ty cb phﬁn duge phim Trung wong 2 (P/e: L6 27, Khu cong nghiép
Quang Minh, Mé Linh, Ha Ngi - Viét Nam)

Hoat chit chinh - | Dang bao |Tudi| Tiéu | Quy céch ,
LY Tén thube Ham lugng ché | the |chuln| @omggas | SOl
5 |Thalidomid 50 Thalidomid 50 mg |Viénnang | 36 [TCCS |Hp 6 vi, 10 vi | QLDB-535-16
cimg thang| x 10 vién

4. Cong ty ding ky: Céong ty cd phin SPM (D/c Lé 51- Pudng s6 2- KCN Tén Tao- Q. Binh Tén-
TP. HCM - Viét Nam)

4.1 Nha san xuét: Céng ty ¢ phdn SPM (P/c: L6 51- Puong s6 2- KCN Tdn Tao- Q. Binh Tdn-
TP. HCM - Viét Nam)

£ Hoat chét chinh - | Dangbao [Tudi| Tieu | Quycich
Thwthubc Ham hrgng ché the chudn| d6ng géi S8 ding ky
Albatox 10 Tamoxifen (dudi Vién nén bao| 36 [TCCS [Hép3vix 10 | QLDB-536-16
dang Tamoxifen phim thang| vién
citrat) 10mg Vi

Trang 2
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