BOYTE CONG HOA XA HOQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tu do - Hanh phiic
60 /QP-QLD Ha Ngi, ngay,s0 thang 3 ném 2019
QUYET DINH

Vé viée ban hanh danh muc 04 thuoc mro‘c ngoai (thude tranh thai - s6 diing
ky ¢6 hiéu lwe 03 niim) dwoc cap s6 ding ky lwu hanh tai Viét Nam
Dot 102

CUC TRUONG CUC QUAN LY DUQC

Can ct Ludl Duge ngéy 06/4/2016;

Can it Nghi dinh s 75/2017/ND-CP ngay 20/6/2017 cia Chinh phu quy
dinh chirc nang, nhiém vu, quyén han va co ciu té chirc cia Bo Y té;

Cin cir Quyét dinh s6 7868/Qb- BYT ngay 28/12/2018 cua B trudong B
Y té quy dinh chirc nang, nhiém vy, quyen han va co cdu t6 chirc ctia Cuc Quan
Iy Duoc thude Bo Y té;

Can ctr Thong tu s6 44/2014/TT-BYT ngay 25/11/2014 cia B6 Y té quy
dinh viéc dang ky thudc;

Cén ctr y kién ctia Hoi dong tu van cép gidy ding ky luu hanh thube,
nguyon li€u lam thudc - Bo Y té;

Xét d& nghi clia Trudng phong Piang ky thude - Cuc Quan ly Dugc,

QUYET PINH:

Piéu 1. Ban hanh kem theo Quyét dinh nay danh muc 04 thuoc nudc
ngoai (thudc tranh thai - sé dang ky c6 hiéu luc 03 nim) duoc cép s6 dang ky
luu hanh tai Viét Nam (danh muc kem theo) - Dot 102.

Piéu 2. Nha san xuit va cong ty dang ky thudc c6 trach nhiém cung cap
thudc vao Viét Nam theo ding cac hd so tai liéu da dang ky voi Bo Y té. S6
dang ky duoc Bo Y té Viét Nam cap phai dugc in 1én nhén thudc. S6 dang ky co
ky hiéu VN3-...-19 c6 gia tri 03 nam ké tir ngay ky Quyét dinh.

Piéu 3. Trong qua trinh luu hanh, cong ty dang ky thuoc nha san xuét
phai lién hé véi Cuc Khoa hoc cong nghé va Paotao- B0 Y té dé dugc hudng
dan thtr tinh dung nap, tinh an toan cta thuoc trén phy nir Viét Nam va tdng hop,
bao cdo theo dung quy dinh hién hanh mdi 06 thang mét l4n v& Cuc Quan ly
Duogc.



Diéu 4. Nha san xuft va cong ty ding ky thudc phai chép hanh da‘”ly da
phap luat cua nudc CHXHCN Vigt Nam va cac quy dinh ctia B6 Y té vé& nhép
khau thudc va luu hanh thude tai Viét Nam; néu cé bit ctr thay dbi gi trong qua
trinh luu hanh thubc & nudc so tai va ¢ Viet Nam thi phai bdo cdo ngay cho Cuc
Quan ly Dugc - B6 Y té Viét Nam.

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

Piéu 6. Giam dbc S&'Y té cac tinh, thanh phé truc thude trung uong, giam
ddc nha san xuét va cong ty ding ky c6 thude tai Piéu 1 chiu trach nhiém thi
hanh Quyét dinh nay./.

_ CUC TRUONG

Noi nhin:

- Nhu Diéu 6;

- B6 trudng Nguyén Thi Kim Tién (dé b/c);
-TT. Trucmg Quoc Cuo‘ng (c'x‘e b/c);

- Cuc Y té Glao thong van tai - B Giao thong vén tai;
- Téng cuc Hai quan - B Tai chinh;

- Bao hiém X4 hoi Viét Nam;

- Vu Phap ché, Cuc Quén ly Kham, chita bénh - B Y t&,
Thanh tra Bo Y té;

- Vién KN thuéc TW, Vién KN thudc TP. HCM;

- Téng Céng ty Duge VN;

- Céc Cong ty XNK Duoc pham;

- Cac Bénh vién & Vién c6 giudng bénh truc thude Bo Y té;
- Website ctia Cuc QLD, Tap chi Duge va MP - Cuc QLD;
- Luu: VT, KDD, BKT(10).

i Tuian Cuwong



CUC QUAN LY DUQC

BOY TE

CONG HOA XA HOI CHU NGHIA VIET NAM
Doc 1dp - Tw do - Hanh phic

DANH MUC 4 THUOC TRANH THAI DANG KY LAN DAU
PUQC CAP SO PANG KY HIEU LUC 3 NAM - POT 102

Ban hanh kém theo quyét dinh s6: /60./QD-QLD, ngay,ll../3../.sL04

1. Cong ty ding ky: Cong ty TNHH Thuwong mai Dich vu K§ thuét Dire Viét (P/c: s6 1, ngdch
26/31 Nguyén Héng, Phuwong Lang Ha, Qudn Pong Da, Ha Noi - Viét Nam)

1.1 Nha san xuit: PT. Tunggal Idaman Abdi (B/c: JI. Jend. Ahmad Yani No.7, Rawamangun,
Jakarta Timur - Indonesia)

A Hoat chit chinh - | Dang bao |[Tudi| Tiu | Quy cich <l el

SR ARG Ham hrong ché tho |chuin| dong gbi eoang Y

1 |Triclofem Medroxyprogesteron|Hdn dich 60 [NSX |[Hop4vixSlo | VN3-135-19
acetat 150 mg/ml _ |tiém thang| Xlml

2. Cong ty dang ky: Mega Lifesciences Public Company Limited (D/c: 384 Moo 4, Soi 6,
Bangpoo Industrial Estate, Pattana 3 Road, Phraeksa, Mueang, Samutprakarn 10280 - Thailand)

2.1 Nha san xuit: Mylan Laboratories Limited (P/c: Plot No 20/21, Pharmez, The
Pharmaceutical Special Economic Zone, Sarkhej-Bavlia NH No-8A4, Village Matoda, Ahmedabad

382213 - India)

B z Hoat chit chinh - | Dang bao |Tudi| Tiéu Quy cach S8 di ;
" : v 0 dang k
AlE Ten-thuar Ham hrong ché tho |chudn| dong géi S
2 |So-Ezzy 0,75 Levonorgestrel Vién nén bao| 24 [NSX [Hép1vix2 VN3-136-19
0,75mg phim thang|  |vien

3. Cong ty ding ky: Stragen Pharma SA (BD/c: Chemin du Pré-Fleuri 3, 1228 Plan-les-Ouates -

Switzerland)

3.1 Nha sin xuit: Haupt Pharma Munster GmbH (B/c: Schleebruggenkamp 15, 48159 Munster,
North Rhine-Westphalier - Germany)

Ioat chiét chinh -

Tuoi

" £ Dang bao Tiéu Quy cach S6 diine v

L Teresloge Ham lwgng ché | tho |chuin| déng goi 0 cang &y

3 |Gesdonyl Ethinylestradiol Viénnén bao| 36 |NSX [Hop1vix2l VN3-137-19
20mcg; Gestodene |[dudng thang vién :

75mcg

Trang 1




Gesdonyl Ethinylestradiol Vién nén bao| 36 |[NSX |Hop 1 vix2l VN3-138-19
30mcg; Gestodene |dudng thang vién
75mcg
CUC TRUONG

Trang 2



