BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUANLY DUQC Pje ldp - Ty do - Hanh phiic
S6: H40/QP-QLD Ha Ngi, ngay OYthdng 9ndm 2015
QUYET P|NH

V& vigc ban hanh danh myc 08 thudc sin xuit trong nuéc
(thuéc tranh thai 8ing ky Bn diu- s8 dling ky c6 higu lyc 02 niim)
8wy cip s ding ky luu hanh tai Vigt Nam - gt 151

CUC TRUGNG CYC QUAN LY DUQC

Cian cir Luét Dugc ngay 14 théng 6 nim 2005;

Cin cir Nghj dinh s 63/2012/ND-CP ngiy 31/8/2012 ciia Chinh phi quy
dinh chirc ning, nhiém vy, quyén han va co céu td chirc ciia B3 Y t&;

Can c&r Quyét dinh sé 3861/QD-BYT ngiy 30/9/2013 ciia B trudng BY Y
té v& viéc quy dinh chirc niing, nhiém vy, quyén han v co céu td chirc cia Cyc
Quin Iy Dugc thude B§ Y té; _

Cin cir Théng tu s8 44/2014/TT-BYT ngdy 25/11/2014 clia B Y té qui
dinh viéc ding ky thudc, -

Ciin o ¥ kién ciia Hoi ddng tu vén cép s6 dang ky luwu hinh thube B3 Y t&;

Xét d& nghi ctia Trudmg phong Ding ky thudc - Cyc Quén ly Dugc;

QUYET PINH: |

Didu 1. Ban hanh kém theo Quyét dinh ndy danh myc 08 thudc san xufit
trong nuéc (thubc trénh thai ding ky ldn dhu — sb dang ky c6 higu lyc 02 ném)
dugc cip s ding ky lwu hanh tai Viét Nam - Dot 151.

Pidu 2. Cong ty sin xuit va cdng ty ding ky c6 thudc luu hanh phai in s
dang ky dugc B$ Y té chp 1én nhan thubc va phéi chp hanh ding cic quy ché cé
lién quan dén san xuit va lwu hanh thube. S6 diing ky c6 ky hig¢u QLDB-...-15 ¢6
gid trj 02 nim k& tir ngdy ky Quyét dinh.

Didu 3. Trong qué trinh luu hanh, cong ty dang ky, nha san xut phi lién
hé v6i Cuc Khoa hoc Cong nghé va Déo tao B) Y té dé dugc hudng dén thir tinh
dung nap, tinh an todn cia thuc trén phy nt Viét Nam. Cong ty déng ky c6 trdch
nhiém tdng hop céc béo cdo cua céc don vi trén v& Cuc Quén 1y Duge theo ding
quy dinh hién hinh mdi 06 thing mt lan. ‘

Pidu 4. Quyét dinh ndy c6 hidu Iyc ké tir ngay ky ban idnh.



Piéu 5. Gidm @bc S¢ Y té cac tinh, thanh phd tryc thudc trung wong va gidm
ddc cong ty sin xufit va cdng ty ding ky c6 thude tai Diéu 1 chju trich nhiém thi
hanh Quyét dinh nay./.

Noi nhign:
- Nhu Didu 5;-
- BT. Nguyén Thj Kim Tién (88 b/c);
- TT. L& Quang Cudmg (48 blc);
- Cye Quén y - B4 Qubc phdng, Cuc Y té - B3 CA;
- Cyc Y té giao thdng v{n tii- B) GTVT;
- Tong Cyc Hai Quan- B Tai Chinh;
- Béo hiém x& hdi Viét Nam;
- Vu Phép ché, Cyc Quan Iy Khém, chira bénh,
Cyc KHCN & DT - B3 Y té; Thanh tra B§ Y té;
- Vién KN thude TU va VKN thuéc TP.HCM;
- Téng Céng ty Duge VN;
- Ciic bénh vién, Vién c6 giuvdmg benh trye thudc BYT;
- Website ciia Cyc QLD, Tap chi Duge M§ phim — Cyc QLD;
- Lwu: VP, KDD, DKT (2b).




BOYTE:

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM

Pic 1§p - Ty do - Hanh phiic

DANH MUC 08 THUOC SAN XUAT TRONG NUGC PUGC CAP SO PANGKY
HIEU LUC 02 NAM (THUOC TRANH THAIL PANG KY LAN DPAU) - BQT 151

Ban hanh kém theo quyét dinh sé: 54 £2./QD-QLD, ngay 09/4./2015

1. Céng ty ding ky: Cong ty ¢d phin dwgc Danapha (B/c: 253 Dilng St Thanh Khé, TP. Pa

Néng - Viét Nam)

1.1 Nba siin xuét: Cong ty ¢d phin dwye Danapha (D/c: 253 Ding St Thanh Khé, tp. D Néng -

Viét Nam)
Hogt chét chinh - | Dang bao [Tudi| Titu | Quy céch diin
STT Tén thube Ham lwgng cit | tho [chudn| donggsi | SOMmSkS
1 [Mifenan Mifepriston 10mg_|Viénnén | 36 [TCCS [Hop1vix1 | QLDB487-15
thing] ién

2. Céng ty ding ky: Cong ty c¢d phin dwge phim Sao Kim (B/c: KCN Quang Minh, huyén Mé
Linh, Ha Ngi - Viét Nam)

2.1 Nba siin xufit: Céng ty c phin dwgc phdm Sao Kim (D/e: KCN Quang Minh, huyén Mé
Linh, Ha Nji - Viét Nam)

. Hoat chét chinh - { Dgngbao |Tudi| Tita | Quy céch £

STT Tén thude Ham lwong ché | tho |chudn| donggst | SCOEUEN

2 |Mifepristone 10 Mifepriston 10mg  |Viénnén | 36 [TCCS [Hop1vix1 | QLDB-488-15
théng| ién ’

3. Céng ty diing ky: Céng ty b phin dwge TW Mediplantex (B/c: 358 Gidi phéng, P. Phuong
Liét, Thanh xudn, Ha N§i - Viét Nam)

3.1 Nha sin xudt: Céng ty cb phin dwge TW Mediplantex (D/c: Thén Trung Hu, xa Tién
Phong, huyén Mé Linh, Ha Ngi - Viét nam)

£ Hogt chét chinh - | ‘Dang bao |Tudi| Titu | Quy efich £ "
STT Tén thuoc Ham lrgng ché the |chudn d6ng goi So ding ky
3 [Posthappy Levonorgestrel Vién nén 24 (TCCS [Hop1vix2 QLDB-489-15
0,75mg _ ' |théng] vién

4. Céng ty diing ky: Céng ty céd pl}gn sinh hoc dwge phim Ba Pinh (B/c: KCN Qué v3, Xa
Phuwong liéu, Huyén Qué vo, tinh Bac Ninh - Viét Nam)

Trang 1




4.1 Nha sén xuiit: C
Phuong liéu, Huyén

ool

v3, tinh Bdc Ninh - Viét Nam)

ty Cb phin sinh hoc dwgc phdm Ba Pinh (B/c: KCN Qué v5, Xa

Hoat chit chinh - | Dgngbao |Tudi| Titu | Quy cdch
STT Tén thude Ham luyng ché | tho |chudn| déuggsi S8 ding Iy
4 [Stopehere rgestrel 1,5 |Viénnén | 36 [TCCS [Hop1vix1 | QLDB-490-15
mg [théng] vién

5, Cong ty diing ky: Céng ty TNHH DP Trung Nam (®/e: 402 X6 F:ér Nghé Tinh, P.25, Q Binh
Thanh, TP. HCM - Viét Nam)

5.1 Nha sin xuft: Chi nhénh cbng ty ¢d phin duye phim Agimexpharm- Nha méy sin xufit
duge phim Agimexpharm (D/c: Duong Vi Trong Phung, Khém Thanh An, P. My Théi, TP. Long

Xuyén, Tinh An Giang - Vigt Nam)
| Hogt chéit chinh - | Dgng bao |Tudi| Tidu | Quy céch
STX Téa thebe Ham hrong ché | tho |chuln| dénggsi 86 ding by
5 |[Posinight 1 Levonorgestrel Vién nén 36 |TCCS |Hép1vix1 QLDB-491-15
1,5mg théng| vién

6. Cong ty dkng ky: Céng ty TNHH dwgc phim USA - NIC (USA - NIC Pharma) (P/c: L6 1 1D
duong C, Khu cong nghiép Tdn Tao, quén Binh Tan, ip. Hé Chi Minh - Viét Nam}

6.1 Nha sdn xuét: Cng ty TNHH dwge phdm USA - NIC (USA - NIC Pharma) (D/c: L6 11D
duomg C, Khu cong nghiép Tdn Tao, qudn Binh Tén, tp. Ho Chi Minh - Vigt Nam)

Hogt chit chink - | Dgagbao |Tudi| Titu | Quy csch
s Tén thabe Ham luyng kb | tho |chudn| donggsi | SUMneN
6 [Escanic Levonorgestrel 1,5 |Viénnén | 36 [TCCS [Hoplvix1 | QLDB-492-15
. W= oo, T, (. vien | __
7 |Love-Days Levonorgestrel 1,5 | Vién nén r 36 |TCCS |Hoplvix1 | QLDB-493-15
I T, mg | _____|héng  fién ) .
8 [Nicpostinew Levonorgestrel 0,75 |Viéanén | 36 [TCCS [Hop1vix2 | QLDB-494-15
s y

Trang 2
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