BOYTE CONG HOA XA HOI CHU NGHIA VIET

CUC QUAN LY bugC Poc lap - Tu do - Hanh phiic
S6: g Cf /QD-QLD Ha Néi, ngay 09 rhdngoﬁ,na'm
QUYET PINH

Vé viéc ban hanh danh muc 03 thudc nude ngoai (thudc tranh thai - s¢
ky c6 hi¢u luc 02 nim) duoc cdp s6 dang ky Iuu hanh tai Viét Nam - §

CUC TRUGNG CUC QUAN LY DUGC

Cin cif Luat Duge ngay 14/6/2005;

Can cif Nghi dinh s6 63/2012/ND-CP ngay 31/8/2012 ciia Chinh p
dinh chifc ning, nhiém vu, quyén han va co céu t6 chic clia BO Y t&;

Cin cit Quyét dinh s6 3861/QD-BYT ngay 30/9/2013 ctia Bo trudn;
t€ quy dinh chiic ning, nhiém vu, quyén han va co cfu td chic ciia Cuc C
duoc thudc BO Y t€;

Can cif Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 ctia B Y
dinh viéc dang ky thuéc;

Can cit § kién ctia Hoi déng tu van cép s6 dang ky luu hanh thude
t€;

Xét dé nghi clia Trudng phong Diang ky thude - Cuc Quén Iy Dugc,

QUYET PINH:

Piéu 1: Ban hanh k&m theo Quyét dinh ndy danh muc 03 thudc nudc
ngoai (thu6c trdnh thai - s6 dang k¥ c6 hiéu luc 02 nam) dugce cép s6 dang ky luu
hanh tai Viét Nam (danh muc kém theo) - Dot 89.

Piéu 2: Nha san xuit va céng ty ding ky thudc c6 trach nhiém cung cip
thu6c vao Viét Nam theo ddng c4c hé so i liéu da dang k§ v6i BO Y t&. S6 dang
ky dugc B6 Y t€ Viét Nam cdp phéi dugc in 1én nhan thuc. S§ dang ky c6 kg
hiéu VN2-...-15 c6 gi4 tri 02 nim ké tir ngay ky Quyét dinh.

Piéu 3: Trong qué trinh Iuu hanh, cong ty dang ky thudc, nha san xudt
phai lién hé véi Cuc Khoa hoc cong nghé va Do tao - B Y t€ dé dugc hudng
din thir tinh dung nap, tinh an to2n ctia thuSc trén phu nit Viét Nam va téng hop,
bdo céo theo ding quy dinh hién hanh méi 06 thang mot 14n vé Cuc Quan 1y
Dugc. '
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Diéu 4. Nha san xudt v cong ty ding ky thu6c phai ch4p hanh «
phép luat clia nu6c CHXHCN Viét Nam va céc.quy dinh cita B6 Y t€ v
khdu thu6c va Iwu hanh thudc tai Viet Nam; néu c6 bt cit thay déi gi tro
trinh luu hanh thu6c & nuéc sd tai véEertNamtlﬁphﬁ.tbéocéo ngay cl
Quaén 1y Dugc - Bd Y t€ Viét Nam. :

Diéu 5: Quyét dinh nay c6 hiéu luc ké tir ngay ky ban hanh.

Diéu 6. Gidm d6c S& Y t€ c4c tinh, thﬁnhphdtructhubcmmguong
ddc nha sin xudt va cong ty ding k¥ c6 thu6c tai Diéu 1 chju trich nhi
hanh Quyét dinh ndy./.

Noi nhén:

- Nhu Diéu 6; AETR
- B4 truémg Nguyén Thij Kim Tién (dé b/c); &
- Cyc Quan Y - BO Quéc Phong, Cuc Y t&- By Cong 4 V5~
= Cuc Y t€ Giao thong van tdi - Bo Giao thong van tdi; { o' oy

- Téng cuc Hai quan - B Tai chinh;
- Bao hiém X4 hoi Viét Nam;

Iy Khém, chihbenh B0 Y t€, Thanh tra BY Y 16;
- Vién KN thu6c TW, Vién KN thuée TP. HCM;
- Téng Cong ty Dugc VN;

- Céc cong ty XNK Durge phém;

- Céc Bénh vién va Vién c6 giudng bénh truc thuéc BO Y t€;
- Website cita Cuc QLD, Tap chf Duge va MP - Cuc QLD;
- Luu: VP, KDD, PKT(10).
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BOYTE

CUC QUAN LY DUQC Dic ljp - Ty do - Hanh phiic

DANH MUC 03 THUOC TRANH THAI PUQC CAP SO PANG KY LUU HANH HIEU LY
DJT 89

Ban hanh kém theo quyét dinh s6: §4/QD-QLD, ngay09./. 0. L0

1. Cong ty diing ky: Céng ty TNHH Thai Nakorn Patana Vigt Nam (D/c: 636 Nguy:
Thanh, Phuong 9, TP. Tuy Hoa, Tinh Phi Yén - Vigt Nam)

1.1 Nha sin xuét: Thai Nakorn Patana Co., Ltd. (B/c: 94/7, Soi Ngamwongwan 81
Ngamwongwan Road, Nonthaburi 11000 - Thailand)

Hoat chét chinh - | Dangbao |Tudil Tiéu | Quy céch
SEE Tén thube Ham lrgng ché tho |chuéin| déng géi
1 |R-Den Levonorgestrel Viénnén bao] 60 [NSX |H{p 24 vix28
0,15mg; Ethinyl dudmng thang vién; hop 50 vi
estradiol 0,03mg x 28 vién

2. Céng ty ding ky: Laboratorios Liconsa, S.A. (D/c: Gran Via Carlos 111, 98, 0802¢

- Spain)

2.1 Nha sén xuit: Laboratorios Leén Farma, S.A (P/c: Poligono Industrial Navatej
Vallina s/n24008 Villaquilambre Ledn - Spain)

CONG HOA XA HOI CHU NGHIA VIET NAM
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Hogt chét chinh - | Dang bao Tubi| Tiéu | Quy céch
ST Tén thube Ham lwgng ché | tho |chudn| dénggéi
2 |[Daniele Cyproteron acetate |Viénnénbaoj 36 [NSX |Hopl vix21 VN2-334-15
2mg; phim théng) vién
Ethinylestradiol
0,035mg

3. Céng ty diing ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,

Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samut Prakarn 10280

- Thailand)

3.1 Nha sin xufit: Famy Care Ltd. (P/c: Plot No. 20/21, Pharmez, The Pharmaceuticals Special

Economic Zone, Sarkhej-Bavia NH 084, Nr. Village Matoda, Taluka: Saanand, Dist:
Ahmedabad-382 213 - India)
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So-Ezzy 0,75 Levonorgestrel  |Viénnénbao] 24 |NSX [Hoplvix2 | VN2-335-15 T
0,75mg phim thin vién

Trwong Quéc Cwimg
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