BOYTE CONG HOA XA HQOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC DPéjc lip - Ty do - Hanh phiic
sé: 253/QP-QLD Ha Néi, ngay 2 thdng 6 ndm 2017
QUYELT DINH

V2 vigc ban hanh danh myc 01 thube san xuét trong nwrée
(thudc tranh thai d3ng ky ln diu- s6 ding ky c6 hiéu lyc 02 nim)
duge cAp sé ding ky lru hanh tai Viét Nam - Dot 158

CUC TRUOGNG CUC QUAN LY DUQC

Cin cir Luit Dugc ngdy 06 thang 4 nim 2016;

Cin cit Nghj dinh sb 63/2012/ND-CP ngay 31/8/2012 ctia Chinh phi quy
dinh chirc ning, nhiém vu, quy&n han va co céu td chirc cia B§ Y té;

~_ Can cfr Quyét dinh s6 3861/QD-BYT ngdy 30/9/2013 cia B¢ truéng B§ Y

t& v& viéc quy dinh chirc ning, nhiém vu, quyén han va co chu td chirc ciia Cye
Quén 1y Dugc thujc Bo Y té;

Cin cfr Théng tu sb 44/2014/TT-BYT ngdy 25/11/2014 ciia By Y té qui
dinh viée ding k¥ thudc,

C#n ctt ¥ kién ciia H6i 8dng tu vén cép s8 ding ky liru hanh thube Bo Y té;
Xét 48 nghi ciia Phong Ding ky thudc - Cuc Quén 1y Dugec;
QUYET PINH:

Pidu 1. Ban hinh kém theo Quyét dinh nay danh muc 01 thudc san xuét
trong nudc (thubc trénh thai ding k¥ 14n ddu — sb ding ky c6 hiéu lyc 02 nim)
dugc cip sb ding ky Iuu hanh tai Viét Nam - Det 158.

Didu 2. Cong ty san xuét va cong ty ding k¥ ¢ thudc hru hanh phai in sb
ding ky duoc By Y té cép 1én nhén thube va phai chip hanh ding céc quy dinh c6
lién quan dén san xuit va luu hanh thudc. S6 ding ky c6 ky hiéu QLDB-...-17 ¢6
gié tri 02 nim ké tir ngay ky Quyét dinh.

Pidu 3. Trong qua trinh lru hanh, céng ty dang k¥, nha sdn xuét phai lién
hé v6i Cuc Khoa hoc Cong nghé va Pao tao B Y t ¢ dugc huéng din thir tinh
dung nap, tinh an toan ca thudc trén phu nit Viét Nam. Cong ty ding ky c6 tréch
nhiém tdng hop céc bdo céo cia céc don vi trén v& Cuc Quan ly Dugc theo ding
quy dinh hién hanh m3i 06 thang mét lan.

Didu 4. Quyét dinh nay c6 hidu luc ké tir ngay ky ban hanh.



Pidu 5. Giam ddc S& Y té cac tinh, thanh phd truc thude trung uong va gism
dbc cong ty sin xufit va cong ty ding ky cé thudc tai Diéu 1 chju trich nhiém thi
hanh Quyét dinh nay./.

Noi nhin: PHU TRACH QUAN'LY,
- Nhar Diéu 5; “w PIEU HANH
- BT. Nguyén Thj Kim Tién (dé b/c);
- Cuc Quén y - B§ Qubc phong, Cuc Y té - B3 CA;
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- Téng Cyc Hai Quan- B3 Tai Chinh; ~~
- Bio hiém x# héi Viét Nam;
- Vu Phip ché, Cuc Quan Ly Kham, chira bénh,
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Cuc KHCN & DT - B3 Y t&; Thanh tra B§ Y t4; ™ 1 ke Curi
- Vién KN thubc TU va VKN thuée TPHCM; 'l,;f:m:f;g;’ ‘;;6:‘;,"’:'
- Téng Céng ty Duge VN; w g bd

- Cac bénh vién, Vién c6 givémg bénh trirc thude BYT,

- Website ctia Cyc QLD, Tap chi Dugc My phim — Cyc
QLD;

- Lwu: VT, KDD, DKT (15b).



CUC QUAN LY DUQC

BOYTE

CONG HOA XA HQI CHU NGHIA VIET NAM
Bge ldp - Ty do - Hanh phic

DANH MUC 01 THUOC SAN XUAT TRONG NUGC

PUQC CAP SO DANG KY HIEU LUC 02 NAM

(THUOC TRANH THAI PANG KY LAN DAU) - BOQT 158
Ban hanh kém theo quyét dinh s -éfi/QD—QLD, ngay NI

1. Cong ty diing ky: Céng ty cb phin dugc TW Mediplantex (B/c: 358 Gidi phéng, P. Phuong
Liét, Tharnh xudn, Ha Ngi - Viét Nam)

1.1 Nha san xufit: Cdng ty e8 phiin duwgc TW Mediplantex (D/c: Nha mdy dirgc phim 56 2:
Trung Hgu, Tién Phong, Mé Linh, Ha Npi - Viét Nam)

Hoat chit chinh - | Dgng bao |Tudi| Tiu | Quy cich
STT Tén thube Pl lagwg hé tho |chudn|  déng goi S6 diing ky
1 [Miferitab Mifepriston 10mg | Vién nén 36 |rccs [Hop1vix1 | QLPB-609-17
thang vién

Trang |
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