
BOYTE
uc QUA.NLY DlfOC

CONG HOA xA HOI cnu NGHIA VI~T NAM
DQc I~p - T1! do - H~nh phuc

": J4~/+ /QD-QLD Ha Nr)i, ngay·~ thdng to ndm 2018

QUYETD~NH
Ve v ec ban hanh danh muc 01 thuoc mroc ngoai (thuoc tranh thai - so dang

y co hieu hrc 03 nam) dUQ'Ccap so dang ky hru hanh tal Vi~t Nam
DQ't101(b8 sung)

CQCTRVONGCQcQuANLYDVQC

Can cri Luat Diroc ngay 06/4/2016;
.~",

Can cri Nghi dinh s6 75/2017/ND-CP ngay 20/6/2017 ella Chinh phu quy
hire nang, nhiem vu, quyen han va co cau t6 clnrc cua B9 Y t€;

Can cu Quyet dinh s6 3861/QD-BYT ngay 30/9/2013 cua B¢ tnrong B¢ Y
t€ q dinh chirc nang, nhiem vu, quyen han va co cau t6 clnrc cua Cue Quan 19
diroc thuoc B¢ Y t€;

Can CU Thong nr s6 44/2014m-BYT ngay 25/11/2014 cua B¢ Y t€ quy
dinh viec dang ky thu6c;

Can err 9 kien cua Hoi dong nr van cap gi§.y dang k9 hru hanh thuoc,
ngu en lieu lam thu6c - B¢ Y t€;

X6t d~ nghi clla TruOng phong Dang ky thu6c - ~c Quan ly Duqc,

QUYETD~NH:

Dieu 1: Ban hanh kern theo Quy€t diM nay danh rnl;lc 01 thu6c nuoc
ngo i (thu6c tninh thai - s6 dang ky co hi¢u h!c 03 nam) duqc cap s6 dang k9 luu
han t(;1.iVi¢t Nam (danh ml;lckern theo) - Dqt 101 (b6 sung).

Dieu 2: Nha san xuat va cong ty dang ky thu6c co tnich nhi¢m cung cap
thu" c vao Vi¢t Nam thea dung cac h6 sa tai li¢u da dang ky vm B¢ Y t€. S6 dang
ky uqc B¢ Y t€ Vi¢t Narn cap phai duqc in len nhan thu6c. S6 dang ky co ky
hi¢ VN3- ... -18 co gia tri 03 nam ke til ngay ky Quy€t dinh.

Dieu 3: Trong qua mnh luu hanh, cong ty dang ky thu6c, nha san xuat
pha' lien h¢ vm Cl;lcKhoa h9C cong ngh¢ va Dao t(;1.o- B¢' Y te de duqc hu6ng
dful thu tfnh dung n(;1.p,tmh an toan cua thu6c tren phl;lnu Vi¢t Nam va t6ng hqp,
bao cao thea dung quy dtnh hi¢n hanh rn6i 06 thang rn¢t 'Ian v~ Cl;lCQuan ly
Du c.



DieD 4. Nha san xuat va cong ty dang ky thu6c phai chap hanh dfty du
phap luat cua mroc CHXHCN Viet Nam va cac quy dinh cua B¢ Y te v6 nhap
khau thu6c va hru hanh thu6c tai Viet Nam; neu co bat cu thay d6i gi trong qua
trinh hru hanh thu6c a mroc sa tai va a Viet Nam thi phai bao cao ngay cho Cue
Quan ly Diroc - B¢ Y te Viet Nam.

DieD 5: Quyet dinh nay co hieu hrc k~ tlr ngay ky ban hanh,

DieD 6. Giam d6c Sb Y te cac tinh, thanh pho tnrc thuoc trung irong, giam
d6c nha san xuat va cong ty dang ky co thu6c tai Dieu 1 chiu trach nhiem thi

. hanh Quyet dinh nay./.

Noi nhan:
- Nhir Di~i.I6;
- 139 tnrong Nguyen Thi Kim Tien (d~ b/c);
- TT. Truong Qu6c CUOng (d~b/c);
- C1;lCQUill Y - 139 Qu6c phong, CI:lCY te' - 139 Cong
- C1;lcY te' Giao thong v~n th - 139 Giao thong v~ tai; ,~
- T6ng cuc Hai quan - B6 Till chinh. (l \ ~.~ ... / /~

- Bao hi~"mXii hOi Viet Nam; , ~ Q
- V1;lPhap che', CI:lCQuan 19 Kham, chua b¢nh - 139Y te',
Thanh tra 139 Y te';
- Vi~n KN thu6c TW, Vi~n KN thu6c TP. HCM;
- T6ng COng ty Dugc VN;
- cac COng ty XNK Dugc phfim;
- cac ~nh vi~n & Vi~n co giuCm.gb~nh m,c tbu¢c 139 Y te';
- Website cua CI:lCQLD, T~p chi Dugc va MP - C1;lcQLD;
- Luu: VT, KDD, DKT(lO).

CljCTRUONG

ii Tuin Cuirng



BO Y T eONG HOA xx HOI em) NGIDA VIET NAM
eve QUliN L D{>cl~p - TV do - Hanh phiic

ANH Ml)C 01 THUOe TRANH THAI DANG KY LAN DAu
mroc C ~ SO DANG KY LUlJ HANH msu urc 03 NM1 - DOT 101 (BO SUNG).

an harm kern theo quyet dinh s6:(f1~Ll1QD-QLD,ngay,!-))../JQ./ ..,v.s],.(

ang ky:Gelnova Laboratories (India) Pvt., Ltd. (Dlc: C-125, TTC Industrial Area,
ane), Navi Mumbai - 400705, Maharashtra - India)

1.1 Nha sa xu!t: Acme Formulation Pvt. Ltd. (Dlc: Ropar Road, Nalagarh, Dist: Solan, HP.
174101 - In ia)

Hoat ch§t chinh -
Ham hrong

Dang bao TuAi Tieu
ch~ tho chuAn

Quy each
dong goi

sa dang kY

1 Sicagrel Levonorgestrel
1,5mg

Vien nen bao 24 BP . ,H9P l vi x 1
phim thang 2017 ' vien

VN3-104-18I
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Trang I


