
BOYTE
uc QUAN LY DlJQC

CONG HOA xA HOI CHU NGHIA VI~T NAM
DQc l~p - Tl,l do - H;;tnh phuc

S ': W/5 /QD-QLD na N¢i, nga» 1.,.9 thdng CD ndm 2018

QUYETD1NH
Ve i~c ban hanh danh muc 01 thuoc mroc ngoai (thuoc tranh thai - so dang
ky c" hieu hrc 03 nam) dUQ'Ccap so dang ky hru hanh tai Vi~t Nam - DQ't101

Cl)C TRlfONG Cl)C QUAN LY DlfOC

Can eu Luat DU<?,engay 06/4/2016;

Can eu Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 cua Chinh phu quy
chirc nang, nhiem vu, quyen han va co cau t6 chirc cua BQ Y te;

Can eu Quyet dinh so 3861/QD-BYT ngay 30/9/2013 cua B¢ tnrong B¢ Y
te q y dinh clnrc nang, nhiem vu, quyen han va co cau t6 chirc cua Cue Quan ly
dire thuoc B¢ Y te;

Can err Thong nr so 44/2014m-BYT ngay 25/11/2014 cua BQ Y te quy
di viec dang ky thu6e;

Can err y kien cua Hoi dong nr van e~p giay dang ky hru hanh thu6e,
ngu en lieu him thuoc - B¢ Y te;

Xet de nghi eua Tru<mgphong Dang ky thuoe - ~e Quan ly DU<?,e,

QUYETD1NH:

Dieu 1: Ban h3.nh kern thea Quyet dinh nay danh ml;le 01 thuoe nuae
ngo i (thu6e tn1nh thai - so dang ky co hi~u lve 03 nam) dU<?,ee~p so dang ky luu
h' tc;tiVi~t Nam (danh ml;lekern theo) - Dqt 101.

Dieu 2: Nha san xu~t va eong ty dang ky thu6e co tnkh nhi~m eung e~p
thu 'e van Vi~t Nam thea dung cae h6 sa tai li~u da dang ky v6i B¢ Y teoS6 dang
ky u<?,eB¢ Y te Vi~t Nam e~p phai dU<?,ein len nhan thu6e. S6 dang ky co ky
hi~ VN3- ... -18 co gia tri 03 nam k~ tit ngay ky Quyet dinh.

Dieu 3: Trong qua trlnh lUll hanh, eong ty dang ky thu6e, nha san xu~t
pha lien h~ v6i (\Ie Khoa hge eong ngh~ va Dao tc;to- B¢ Y te d~ dU<?,ehuang
dful thi'rtinh dung nc;tp,tfnh an toan eua thu6e tren phl;lnu Vi~t Nam va t6ng hqp,
bao eao thea dung quy dinh hi~n hanh m6i 06 thang m¢t lftn ve ~e Quan ly
Du e.



Dietl 4. Nha san xuat va cong ty dang ky thu6c phai chap hanh day du
phap luat cua mroc CHXHCN Viet Nam va cac quy dinh cua B¢ Y te v6 nhap
kh~u thu6c va hru hanh thu6c tai Viet Nam; neu co bat ell thay d6i gl trong qua
trinh hru hanh thu6c a mroc sa tai va a Viet Nam thi phai baa cao ngay cho Cue
Quan ly Diroc - B¢ Y te Viet Nam.

Dietl 5: Quyet dinhnay c6 hieu hrc k~ tit ngay ky ban hanh,

Dietl 6. Giam doc sa Y te cac tinh, thanh pho tnrc thuoc trung UO'Ilg, giam
d6c nha san xuat va cong ty dang ky c6 thu6c tai Dieu 1 chin trach nhiem thi
hanh Quyet dinh nay./.

Nui nhan:
- Nhir Dieu 6;
- B9 tnrong Nguyen Thi Kim Tien (d~b/c);
- TT. Truong Quoc CUOng(d~b/c);
- CI,lCQuan Y - B¢ Quoc phong, Cue Y te - B¢ COng an;
- CI,lcY te Giao thOng v~n tii - B9 Giao thOng v~ tai;
- T6ng CI,lCHili quan - B9 Tai chinh;
- Bao hi~mXii hOi Viet Nam;
- VI,lPhap che, CI,lCQ~an1:9Kham, chua b¢nh - B9 Y te,
Thanh tra B9 Y te;
- Vi¢n KN thuoc TW, Vi¢n KN thu6c TP. HCM;
- T6ng COng ty DU<;1cVN;
- cac COng ty XNK DU<;1cphfun;
- cac ~nh vi¢n & Vi¢n c6 giuOng b¢nh trt,rcthu9c B9 Y te;
- Website cua Cl,lc.QLD, T~p chi DU<;1Cva MP - C~c QLD;
- LUll: VT, KDD, DKT(10).

CUCTRUONG.



BOY
cuc ouxx

CONG HOA xA HOI cnu NGHlA VIeT NAM
Dqc I~p- Tv do - Hanh phtic

DANH MTJC01 TRUOC TRANH THAI DANG KY LAN DAu
D QC cAP SO DANG KY LVU HANH HI8U Ll)'C 03 NAM - DQT 101.

1. Cdng ty dang kY: Gedeon Richter PIc. (Dlc: Gyomroi tit 19-21,Budapest, 1103 - Hungary)

1.1 Nha s n xuit: Chemical Works of Gedeon Richter Ltd. '(IJ/c: Gyomroi ut 19-21,Budapest,
1103 - Hu gary)

Hoat chAt chinh -
Ham hrong

Dang bao TuAi Tieu~ .che thQ chuan
Quy each
dong goi

1 Rosina Drospirenone 3mg;
Ethinylestradiol
O,03mg

Vien nen bao 36 NSX
phim thang

Hop 1 vi, 3 vi x
ZIvien '

VN3-89-18

STT

Tu§n Cuong

Trang 1


