BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Péc 1ap - Tu do - Hanh phiic
S6: 243 /QDb-QLD Ha Noi, ngay 0§ thdng 4 ndm 2017
QUYET PINH

Vé viéc ban hanh danh muc 03 thuéc nu6c ngoai (thudc trénh thai - s6 dang
ky 6 hiéu lwc 02 nam) duge cap s6 dang ky luu hanh tai Viét Nam - Dot 97

CUC TRUGNG CUC QUAN LY DUQC

Cin cif Luat Duoc ngay 14/6/2005;

Cin cit Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 cua Chinh pht quy
dinh chitc ning, nhiém vu, quyén han va co cu t6 chic cia B Y t€;

Cin cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia BY trudng BO Y
t& quy dinh chttc nang, nhiém vu, quyén han va co céu t8 chitc ctia Cuc Quan ly
dugc thudc Bo Y t€;

Cin ctt Thong tw s6 44/2014/TT-BYT ngay 25/11/2014 ctia B0 Y t€ quy
dinh viéc dang k¥ thudc;

Ciin ot § kién clia Hoi déng tu véin cép s6 diang ky Iuu hanh thube - BO Y
té;

Xét dé nghi ctia Trudng phong Piang ky thuéc - Cuc Quan 1y Duge,

QUYET DINH:

Piéu 1. Ban hinh kém theo Quyét dinh niy danh muc 03 thuéc nude
ngoai (thu6c tranh thai - s6 dang ky c6 hiéu luc 02 nam) dugc cép s6 diang ky luu
hinh tai Viét Nam (danh muc kém theo) - Dgt 97.

Piéu 2. Nha san xudt va cong ty dang ky thu6c c6 trdch nhiém cung cép
thudc vio Viet Nam theo ding céc hd so tai lieu dé dang ky véi BO Y t€. S6 dang
k§ duge Bo Y t€ Viét Nam cép phéi duge in 1én nhin thudc. S6 ding ky c6 k¥
hiéu VN2-...-17 c6 gia tri 02 ndm k€ ti ngay ky Quyét dinh.

Piéu 3. Trong qué trinh lwn hanh, cong ty ding ky thudc, nha san xudt
phai lien hé véi Cuc Khoa hoc cong nghé v Dao tao - Bo Y t€ dé€ dugc hudng
din thit tinh dung nap, tinh an toan cha thudc trén phu nit Vit Nam va téng hop,
bdo céo theo diing quy dinh hién hanh m&i 06 théng mot 1dn vé& Cyc Quén ly
Duoc.



Piéu 4. Nha sdn xuat va cong ty ding ky thudc phai chép hanh ddy da
phép Iuat chia nuéc CHXHCN Viét Nam va cdc quy dinh cta B Y t&€ vé nhap
khdu thudc va luu hanh thudc tai Viét Nam; néu cé bét cit thay déi gi trong qué
trinh luu hanh thuéc & nudc s tai va & Viét Nam thi phai bdo cdo ngay cho Cuc
Quéan 1y Dugc - Bo Y t€ Viét Nam.

Piéu 5. Quyét dinh nay cé hiéu luc k€ tir ngay ky ban hanh.,

Diéu 6. Gidm doc S& Y t€ céc tinh, thanh phd truc thudc trung wong, gidm
d6c nhi sdn xuit va cong ty dang ky cé thuée tai Diéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

PHU TRACH QUANLY,

Noi nhdn: ~ DIEU HANH CUC

- Nhu Diéu 6;

- Bo trudng Nguyén Thi Kim Tién (dé b/c);
- Cuc Quan Y - Bo Quéc Phong, Cuc Y t€ - B6 Cong An;
- Cuc Y t&€ Giao thong van tdi - B6 Giao thong vén tai;
- Téng cuc Hai quan - Bo Tai chinh;

- Bo hiém X4 hoi Viét Nam; \
- Vu Phép ché, Cuc Khoa hoc céng nghé va Dao tao, Cuc Q
1y Khdm, chita bénh - Bo Y t&, Thanh tra B Y t&;
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- Vién KN thuée TW, Vién KN thusc TP. HCM; = Trwong Quéc Cudng
- Téng Cong ty Duge VN; Thit truwémg Bo Y té
- Cdc cong ty XNK Dugc phim;

- Céc Bénh vién va Vién c6 giudng bénh tryc thude Bo Y t&;
- Website ctia Cuc QLD, Tap chi Dugc va MP - Cuc QLD;
- Lwu: VT, KDD, DKT(10).
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CUC QUAN LY DUQC

Poc ldp - Ty do - Hanh phiic

DANH MUC 03 THUOC TRANH THAI BANG KY LAN PAU
PUJC CAP SO PANG KY LUU HANH HIEU LUC 02 NAM - BQT 97

Ban hanh kém theo quyét dinh s6:4.3.../QD-QLD, ngay ¥../.£../...204F

1. Cong ty diing ky: Bayer (South East Asia) Pte., Ltd. (D/c: 63 Chulia Street # 14-00, Singapore
(049514) - Singapore) '

1.1 Nha san xuét: Bayer Weimar GmbH & Co. KG (B/c: Dobereinerstrasse 20, 99427 Weimar -

Germany)
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STT Tén thube Hoat‘chﬂt chinh DangPao uol T1e;1 Ql’ly Cﬂ(il.'l Sé aing ki
Ham lugng ché tho |chuan| déng goi
1 |Visanne 2mg tablets Dienogest 2mg Vién nén 36 INSX |Hop2vix 14 VN2-588-17
R N S .. N ... S

2. Cong ty dang ky: Cong ty TNHH Thai Nakorn Patana Viét Nam (P/c. 636 Nguyéz Tt
Thanh, Phuong 9, TP. Tuy Hoa, Tinh Phit Yén - Viét Nam)

2.1 Nha sdn xuét: Thai Nakorn Patana Co. Ltd (B/c: 94/7 Soi Ngamwongwan 8 (Yimprakorb),
Ngamwongwan Road, Nonthaburi 11000 - Thailand)

Hoat chit chinh -
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- " 4 Dang bao Tiéu Quy cach K .
i Lon thuge Ham lugng ché tho [chuén dong goi S0 diing ky
2 |Diora 21 Levonorgestrel Vién nén bao| 60 |[NSX [Hop tox 12 hop| VN2-589-17
(D-Norgestrel) dudng thang nho x 1 vix 21
0,15mg; vién
Ethinylestradiol
0,03mg

3. Cong ty ding ky: Merck Sharp & Dohme (Asia) Ltd. (B/c: Flat/RM 1401 A&B 14/F & 27/F.,
Lee Garden Two, 28 Yun Ping Road, Causeway Bay - Hong Kong)

3.1 Nha san xuat: N.V. Organon (P/c: Kloosterstraat 6, 5349 AB Oss. - The Netherlands)

STT Tén thube Hoat chit chinh - Dang bao Tudi| Tiéu Quy cach S6 déing ky
Ham lugng ché tho | chuan|  déng goi
3 | Cerazette Desogestrel Vién nén bag| 36 Hop 1 vi, 3 vix VINZ-590-17
0,075mg phim thang(NSX (28 vién
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