BO YTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Poc 1ap - Tw do - Hanh phuc
SO>/5(?>y/QLD-BK Ha Nbi, ngayQy thangy nim 2019
V/v dinh chinh quyét dinh cap
s6 dang ky
Kinh glri: - SO Y té cac tinh, thanh phé truc thuéc Trung wong;

- Céc co s& dang ky co6 thudc duwoc dinh chinh.

Can clr ho so dang ky thudc cla cac co s¢ luw tai Cuc quan ly Duoc;

Cuc Quan ly Duwogc théng bao dinh chinh thong tin cla cac thudc dwoc cap
gidy dang ky lvu hanh nhu sau:

1. Quyét dinh s6 297/QB-QLD ngay 15/07/2016 cla Cuc trudng Cuc Quan
ly Dwgc vé viéc ban hanh danh muc 404 thu6c san xuat trong nwéc dwgc cap so dang
Ky lvu hanh tai Viét Nam - Dot 154:

1.1. Thudc Robcipro, sé dang ky: VD-2505!-16 do Céng ty TNHH Robinson
Pharma U'SA dang ky, trong quyét dinh c6 ghi quy cach déng géi cla thudc la “Hop
03 vi X 10 vién”; nay dinh chinh thanh “Hop 03 vi X 10 vién, Hop 10 vi X 10 vién”;

2. Quyét dinh s6 547/QB-QLD ngay 15/11/2016 cla Cuc truéng Cuc Quan ly
Dugc vé viéc ban hanh danh muc 469 thu6c san xuét trong nwéc dugc cp s dang
Ky lvu hanh tai Viét Nam - Dot 156:

2.1. Thubc Vién nang luc vi, s6 dang ky: VD-25912-16 do Cdng ty C06 phan
thwvong mai dwgc VTYT Khai Ha dang ky, trong quyét dinh cé ghi hoat chét chinh,
ham lwong 1a “Cao khd hon hop (twong ng: Thuc dia 800mg; Hoai son 300mg; Son
thu 300mg; Trach td 300mg; Bach linh 300mg; Mau don bi 248mg) 248mg; Bot min
Hoai son 100mg; Bot min Son thu 52mg”; nay dinh chinh thanh “Cao kho hon hop
(twong ng: Thuc dia 800mg; Hoai son 300mg; Son thu 300mg; Trach td 300mg;
Bach linh 300mg; Mau don bi 248mg) 248mg; Bt min Hoai son 100mg; Bot min
Son thu 100mg; B6t min Mau don bi 52mg”;

3. Quyét dinh s6 406/QD-QLD ngay 19/09/2017 clia Cuc trwdng Cuc Quan
ly Dwgc vé viéc ban hanh danh muc 992 thudc san xuét trong nuéc duoc cap sé dang
ky lvu hanh tai Viét Nam - ot 159:

3.1. Thudc Con xoa bép Nhat Nhat, s6 dang ky: VD-28517-17 do Céng ty
TNHH Duoc phdam Nhat Nhat dang ky, trong quyét dinh c6 ghi hoat chat chinh, ham
luong 1a “Mbi 1000 ml chira: M4 tién 10mg; Huyét giac 10mg; O dau 10mg; Long
ndo 10mg; Bai hdi 10mg; M6t dugc 10mg; Bia lién 10mg; Nhi huong I0mg; Binh
hwong 10mg; Qué 10mg; Girng 10mg ’; nay dinh chinh thanh “M®6i 1000 ml chia:
Ma tién 2g; Huyét giac 10g; o dau 10g; Long nao I0g; Bai hoi 10g; Mét dugc 10g;
Dia lién 10g; Nhii hvong 10g; Binh hwvong 10g; Qué 10g; Girng 10g™;

4. Quyét dinh s6 706/QB-QLD ngay 08/10/2018 cua Cuc truéng Cuc Quan
ly Dwgc vé viéc ban hanh danh muc 413 thudc san xuat trong nwéc dwoc cap s6 dang
Ky lvu hanh tai Viét Nam - ot 163:

4.1. Thu6c Betriol, s0 dang ky: VD-31237-18 do Céng ty Co6 phan Dugc
phdm VCP dang ky, trong quyét dinh c6 ghi han dung cla thu6c la “36 thang”; nay
dinh chinh thanh “24 thang™;



5. Quyét dinh s6 108/QB-QLD ngay 27/02/2019 cla Cuc trwédng Cuc Quan
ly Dwoc vé viéc ban hanh danh muc 1064 thubc san xuét trong nuwéc duoc cap s6 dang
ky lvu hanh tai Viét Nam - Dot 164:

5.1. Thudc Ginkgo Biloba 40mg, so dang ky: VD-32013-19 do Cong ty co
phan duvoc pham VCP dang ky, trong quyét dinh cd ghi hoat chat chinh, ham luong
cla thudc la “Cao kho 14 bach qua (twong duwong 9,6 mg ilavonoid toan phan) 40mg”;
nay dinh chinh thanh “Cao kho 1a bach qua (twong dwong véi khdng dwéi 9,60 mg
tlavonoid toan phan) 40mg”’;

5.2. Thudc Meyerilavo, s6 dang ky: VD-32331-19 do Cdéng ty Lién doanh
Meyer-BPC dang ky, trong quyét dinh c6 ghi quy cach déng goi cla thudc la “Hop
01 vi, 10 vi X 03 vién; nay dinh chinh thanh “Hop 03 vi X 10 vién, Hép 10 vi X 10
vién”;

5.3. Thubc Becozido, s6 dang ky: VD-32321-19 do Cong ty Lién doanh
Meyer-BPC dang ky, trong quyét dinh c6 ghi quy cach déng goi cla thudc la “Hop
03 vi X 10 vién; Chai 1 chai 60 vién”; nay dinh chinh thanh “Hép 03 vi X 10 vién;
Hop L chai 60 vién™;

5.4. Thubc Esomeprazol 40-MV, sb dang ky: VD-32468-19 do Cdéng ty
TNHH TM DP Qudc té Minh Viét dang ky, trong quyét dinh c6 ghi hoat chat chinh
cla thu6c la “Esomeprazol (dang vi hat bao tan trong rudt chira Esomeprazol
magnesium dihydrat)””; nay dinh chinh thanh “Esomeprazol (dang vi hat bao tan
trong rudt chtra Esomeprazol magnesium trihydrat)”’;

5.5. Thudc Clamogentin 0,5/0,1, s6 dang ky: VD-32009-19 do Cong ty co
phan Duwgc pham VCP dang ky, trong quyét dinh cd ghi tiéu chuan chat lvong la
‘DDBVN 1V”; nay dinh chinh thanh “DBVN V.

5.6. Thudc Gingkgo Biloba 40mg, s6 dang ky: VD-32013-19 do Cong ty co
phan Dwoc pham VCP dang ky, trong quyét dinh c6 ghi ton thudc la “Gingko Biloba
40mg”; nay dinh chinh thanh “Gingkgo Biloba 40mg™;

5.7. Thu6c Fexofenadin 60-HV, s6 dang ky: VD-32372-19 do Cong ty TNHH
Dugc pham Huy Van dang ky, trong quyét dinh c6 ghi tén thudc la “Pexodenadin
60-HV”’; nay dinh chinh thanh “Fexofenadin 60-HV””;

6. Quyét dinh s6 303/QD-QLD ngay 10/05/2019 clia Cuc trwéng Cuc Quan
ly Dugc vé viéc ban hanh danh muc 141 tén thudc san xuét trong nwéc duoc cap
s6 dang ky lvu hanh tai Viét Nam - Dot 164 bo sung:

6.1. Thudc Piperacilin 4g, s6 dang ky: VD-32653-19 do Cong ty cd phan
Duwgc phdm VCP dang ky, trong quyét dinh cé ghi quy cach déng géi la “Hop 01 lo
+ 02 lo 6ng nuwéc cat 10ml (s6 dang ky VD-18637-13 hodac VD-22389-15)”; nay dinh
chinh thanh “Hop 01 lo + 04 lo 6ng nuéc cat 10ml (s6 dang ky VD-18637-13 hoac
VD-22389-15)";

6.2. Thudc Cadicelox 200, s6 dang ky: VD-32705-19 do Cong ty c6 phan US
Pharma dang ky, trong quyét dinh cé ghi quy cach déng go6i la “Hép 3 vi, 10 vi X 10
vién”; nay dinh chinh thanh “Hop 3 vi, 10 vi X 10 vién, Chai 200 vién™

6.3. Thu6c Solrivit, s6 dang ky: VD-32711-19 do Coéng ty c6 phan US
Pharma dang ky, trong quyét dinh c6 ghi hoat chat chinh-ham luong la “vitamin Bl
IOOmg, vitamin B6 200mg, vitamin B12 200mg”; nay dinh chinh thanh “vitamin Bl
iOOmg, vitamin B6 200mg, vitamin B12 200mcg”;



6.4. Thuoc Tabrison (white), sd dang ky: VD-32739-19 do Cong ty cd phan
WS Pharma dang ky, trong quyét dinh c6 ghi quy cach déng goi la “Hop 3 vi, 5 vi,
10 vi X 10 vién”; nay dinh chinh thanh “Hop 3 vi, 5 vi, 10 vi X 10 vién, Chai 100
Vvién™

7. CoOng van sb 24515/QLD-bK ngay 28/12/2018 cua Cuc Quan ly Dugc vé
viéc duy tri hiéu luc s6 dang ky cho Céng ty c6 phan duoc pham & TBYT Hai Anh:
Trong cong van ghi tén thudc la “NspNorvir”, nay dinh chinh tén thuéc la:
“USPNovir”

8. Cong van s6 4728/QLD-bK ngay 02/04/2019 clia Cuc Quan ly Duoc vé
viéc duy tri hiéu lyc sd dang ky cho Céng ty c6 phan dugc pham VCP: Trong cong
van ghi tén thudc la “Cefotazim VCP”, nay dinh chinh tén thu6c la: “Ceiotaxim
VCP”.

Cuc Quan ly Dugc thong bao dé cac don vi biét./.

Noi nhan: KT.CUC TRUONG
- Nhu trén;

- BT. Nguyén Thi Kim Tién (de b/c);

- TT. Trwong Qudc Cuong (dé b/c);

- CT. Vi Tudn Cuong (dé b/c);

- Cuc Quan y - Bd Qudc phong, Cuc Y té - Bd Cong an;

- Cuc Y té giao thong van tai - B6 GTVT;

- Téng Cuc Hai Quan - B6 Tai Chinh;

- B30 hiém x& hoi Viét Nam;

-Vu Phéap ché; Cuc Quan ly Y DuwoC cb truyén; Cuc Quan ly
Kham, chira bénh - B0 Y t€; Thanh tra B0 Y t€;

- Vién KN thudoc TW, VKN thudc TP.HCM;

- Téng Cong ty DwoC VN;

- Cac Bénh vién, Vién cé givong bénh tric thudc BYT,;

- Website clla Cuc QLD, Tap chi Dugc & My pham; p.
QLKDD;

-Lwu: VT, BKT(IOb).



