


Dieu 4. Nha san xuat va cong ty dang ky thuoc phai chap hanh dffy du
phap luat cua mroc CHXHCN Viet Nam va cac quy dinh cua B¢ Y te v~ nhap
khau thuoc va hru hanh thu6c tai Viet Nam; neu co bat err thay d6i gi trong qua
trinh hru hanh thu6c a mroc so tai va a Viet Nam thi phai bao cao ngay cho Cue
Quan ly DUQ'c- BQ Y te Viet Nam.

Di~u 5. D6i voi cac thudc ban harm kern thea quyet dinh nay va thuoc
danh muc thuoc dQCva nguyen lieu dQc lam thu6c theo quy dinh tai Thong nr
06/2017/TT-BYT ngay 03/5/2017 cua BQY tS vS viec ban hanh danh muc thuoc
dQcva nguyen li~u dQc lam thuoc; cong ty dang ky, co sa san xu~t phai C?Pnh?t
quy dinh vS thuoc dQc tren nhan va huang d~n sir dung thea quy dinh tai Thong
tu 01/2018/TT-BYT ngay 18/01/2018 cua BQ Y tS quy dinh ghi nhan thu6c,
nguyen li~u lam thu6c va to huang d~ su dVng thu6c va chi duQ'c san xu~t, lUll
harm thu6c tren thi truang sau khi eVc Quan ly DuQ'c phe duy~t nQi dung C?P
nh?t nay.

Dieu 6. Quyet dinh nay co hi~u l\lc k~ tU ngay ky ban hanh.

Dieu 7. Giam d6c sa Y te cac tinh, thanh ph6 tf\lC thuQc trung uang, giam
d6c nha san xuat va cong ty dang ky co thu6c t';li Di~u 1 chiu trach nhi¢m thi
hanh Quyet dinh nay./.

Noi nhq.n:
- NhuDi~u 7;
- B¢ truCmgNguyen Thi Kim Ti€n (de b/e);
- TT. Truong Qu6e CUOngCdSb/e);
- C~eQufulY - B¢ Quoe Phong, ~e Y t€ - B¢ Cong
- C~eY t€ Giao thOngv~n tai - B¢ Giao thOngv~n tai;
- T6ng e~e Hill quan - B¢ Tai ehinh;
- Eliohiem Xa h¢i Vi¢t Nam; ,r..
- V~ PMp eh€, C~e Khoa h<;>eeong ngh¢ va Dao ~o, ~e Quan"?..._..,~
19Kham, chua b¢nh - B¢ Y t€, Thanh tra B¢ Y t€;
- Vien KN thuoe TW, Vien KN thuoe TP. HCM;
- T6~g COngty Duqe VN·;
- cae eong ty XNK Duqe phfun;
- Cae B¢nhvi¢n va Vi¢n co giuang b¢nh tI1!ethu¢e B9 Y t€;
- Website eua C~eQLD, T~p chi Duqc va MP - C~e QLD;
- LUll: VT, KDD, DKT(10).

CVCTRUONG



BQY
CVCQUAN

CQNG HOA xA nor cnu NGHlA VIET NAM
DQc l~p - Tl}' do - Hanh phuc

DANH Mt)C 0 THUOCmroc NGOAI co HO~T CHATLAN DAU, PHOI HQP HO~.T CHATLAN
DAU DANG K DVOC cAP so DANG KY LUlJ HANH HIEU UjC 03 NMt - DOT 101(BO SUNG)

Ban hanh kern thea quyet dinh s6:~L1/Q:E>-QLD,ngay~ ..I..H?/ .. ~~

1. Cong dang ky: Cong ty TNHH DKSH Vi~t Nam (Die: S6 23 Dai 19D9CLdp, khu cong
nghiep Vi t Nam - Singapore, huyen Thudn An, tinh Binh Du071g- Vi¢tNam)

1.1 Nha an xuit: Astellas Pharma Tech Co., Ltd. Takaoka Plant. (Die: 30 Toidesakae-machi,
Takaoka ity, Toyama 939 - 1118 - Japan)

STT sa dang kYHoat chit chinh -
Ham hreng

Dang bao Tu8i Tieu
ch~ thQ chuan

Quy cach
dong goi

1 Mycamin for injection micafungin natri
50mg/via 50mg

BQtdong 36 NSX HQPI'IQ'
kho pha thang
dung dich
tiem

VN3-102-18

2. Cdng dang ky-: Sanofi-Aventis Singapore Pte Ltd. (Die: 38 Beach Road, #18-11, South
Beach To er, Singapore (189767) - Singapore)

2.1 Nha an xuit: Sanofi Aventis S.A. (Dlc: Ctra. C-35 La Batlloria a Hostalric, Km 63,09 17404
RIELLS VIABREA (Girona) - Spain)

Tu8i Tieu Quy each
thQ chuan dong goi

sa dang ky

VN3-103-1836 NSX HQP 9 vi x 10
thang vien

Hoat chit chinh - Dang bao
Ham lUQ'I1g ch~

Acid Valproic (diroi Vien nen
dang Valproate khang acid
semisodium (natri da day
divalproex)
538,200mg) 500mg

Trang I




