BOYTE “CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Pic lip - Ty do - Hanh phiic
sé: 402. /QP-QLD Ha Noi, ngay (9thang9 nim 2017
QUYET PINH

Vé viéc ban hanh danh muye 03 thuoc san xuit trong nwéec

(thubc tranh thai dﬁng ky lan diu- so ding ky c6 hi¢u lywe 02 niim)
dwoe chp s6 diing ky lwu hanh tai Vigt Nam - Dot 159

CUC TRUGNG CUC QUAN LY DUQC

Cin clir Luat Dugc ngay 06 thang 4 nam 2016;

Cin ¢t Nghi dinh sé 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
dinh chirc ning, nhiém vy, quyen han va co chu td chirc cia B Y té;

Cén cir Quyét dinh s 3861/QP-BYT ngay 30/9/2013 cua BJ tr u'ong BéY
t& vé viéc quy dinh chirc néng, nhiém vu, quyén han va co céu td chirc ciia Cyc
Quan ly Dugc thugec Bé Y té;

Cin ctr Thong tu s& 44/2014/TT-BYT ngay 25/11/2014 ciia B8 Y t& quy
dinh viéc ding ky thudc,

Cin cu y kién cfla Héi ddng tu van cép gidy ding ky luu hanh thube, nguyén
liéu 1am thuéc - B6 Y té;

Xét @& nghj cua Trudng phong Piang ky thudc - Cuc Quén 1y Dugc;
QUYLT PINH:

Pidu 1. Ban hanh kém theo Quyét dinh nay danh myc 03 thudc san xuét
trong nude (thube tranh thai ding ky lan diu — sé dang ky c6 hiéu lyc 02 nédm)
dugc cép sb ding ky Ieu hanh tai Viét Nam - Dot 159,

Pidu 2. Cong ty san xuét va cdng ty ding ky cé thudc lwu hanh phéi in s6
ding ky duoc Bo Y té cAp 1én nhén thudc va phai chép hanh ding cac quy dinh c6
lién quan dén sén xudt va luu hanh thudc. S8 dang ky c¢6 ky hi¢u QLDB-...-17 ¢6
gi4 tri 02 nam ké tir ngay ky Quyét dinh.

Pidu 3. Trong qua trinh luu hanh, cong ty dang ky, nha san xult phai lién
hé véi Cuc Khoa hoc Cong nghe va Pio tao B§ Y té dé duoc hudng dan thir tinh

dung nap, tinh an toan cua thude trén phu nit Viét Nam Cong ty déng ky co trach
nhiém tdng hop cac béo cdo clia cdc don vi trén vé Cuc Quan ly Dugc theo ding

quy dinh hién hanh méi 06 thang mét Jan.

Pidu 4. Quyét dinh nay c6 higu lyc ké tir ngay ky ban hanh.



Piéu 5. Giam doc S& Y té céc tinh, thanh phd truc thudc trung wong va giam
dbc cong ty san xuét va cdng ty ding ky cé thude tai Didu 1 chju trach nhiém thi
hanh Quyét dinh nay./.

Noi nhin:
- Nhur Bidu 5;
- BT. Nguyén Thi Kim Tién (d b/c);
- Cuc Quén y - B§ Quée phong, Cuc Y té - B CA;
- Cuc Y té giao thdng vén tai- B GTVT;
- Téng Cyc Hai Quan- Bd Tai Chinh;
- B4o hiém xa hoi Viét Nam;
- Vu Phép ché, Cuc Quén ly Khém, chira bénh, _
Cuc KHCN & PT - B4 Y t&; Thanh tra BO Y té; : T‘u'crng Qllélc Cuing
- Vién KN thude TU' va VKN thubc TP.HCM; Thit trdng B8 Y 16
- Tbng Cong ty Dugc VN; i trwomg By Y ¢e
- Céc bénh vién, Vién c6 givdng bénh tryc thudc BYT;
- Website ciia Cyc QLD, Tap chi Dugec M§ phdm — Cuc
QLD;
- Luu: VT, KDD, BDKT (15b).
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DANH MUC 03 THUOC SAN XUAT TRONG NUGC

PUQC CAP SO PANG KY HIEU LYC 02 NAM

(THUOC TRANH THAI DANG KY LAN DAU) - PQT 159

Ban hanh kém theo quyét dinh sé: 402/QP-QLD, ngay 19.91. 2014

CONG HOA XA HOI CHUNGHIA VIET NAM

[. Cong ty dang lcy Cong ty c¢b phan dwgc phim Tug¢ Minh (B/c: Thén Hoa Lac, Xd Binh Yén,
Huyén Thach That, Ha Ngi - Viét Nam)

1.1 Nha san xuiit: Cong ty cd phin duge pham Sao Kim (D/c. KCN Quang Minh, huyén Mé
Linh, Ha N¢i - Viét Nam)

» Hoat chét chinh - | Dang bao Tubi| Tiéu | Quy cach S5 diing Iy
STT Tén thube Ham luwgng ché tho |chuén dong goi BiS
I |Levoone Levonorgestrel Vién nén 36 [TCCS |Hop 1 vix1 QLDPB-629-17
|1,5mg thing|  |vién

2. Cong ty diing ky: Cong ty C phin Thwong mai Dwoc phim Quang Minh (D/c: 83 44 - Lo
Lu - P. Truong Thanh - Qudn 9 - TP. Hé Chi Minh - Viét Nam)

2.1 Nha san xudit: Céng ty Cd phin Thwong mai Duge phdm Quang Minh (D/c: Sé 44 - Lo Lu
- P. Truwong Thanh - Quén 9 - TP. H6 Chi Minh - Viét Nam)

. n £ Hoat chét chinh - [ Dang bao Tudi| Tiéu | Quy céch S& ding Ly
SEE oy thox Ham lugng ché tho [chuén| déng goi HRTHEY
2 |Post-Captoc F Levonorgestrel Vién nén 24 |TCCS [Hop 01 vix 01 | QLDB-630-17
1,5mg thang vién

3. Céng ty ding ky: Cong ty TNHH tw vAn va phat trién cong ngh¢ Trung Thanh (B/c: 351 Dé
La Thénh, phirong O Chy Diva, quén Pong Da, Ha Ngi - Viét Nam)

3.1 Nha san xuét: Cong ty ¢é phin dwge vit twy té Thai Binh (P/c: Km 4 dwong Hing Vwong -
TP. Thai Binh - tinh Thdi Binh - Viét Nam)

- p % Hoat chit chinh - | Dang bao |Tudi] Tiéu | Quy céch S diing kv
SEE Fothude Ham lwong ché the |chuén dong géi e
3 [Pill 72 Levonorgestrel Vién nén 36 |TCCS |Hop I vix | QLDB-631-17
|1,5mg thdng vién
PHU TRACH QUAN LY,
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“Truong Qube Cudng
Thit truéng B) Y té
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