BO Y TE CONG HOA XA HOI CHU NGHTA VIET NAM

CUC QUAN LY DUQC Pac 1ap - Tw do - Hanh phtc
/QLD-bK Ha Noi; ngayJ/i thangQ.j_nam 70i9
VI Binh chinh cdng van duy
Lii hiéu lyc s6 dang ky thu6c
nudc ngoai
Kinh gri: - S& Y t€ cac tinh, thanh phé truc thudc Trung wong;

- C4c cong ty dang ky co thudc dugc dinh chinh.

Cuc Quan ly Duoc théng bao dinh chinh mét sé ndi dung trong cac cong van
duy tri hiéu lwc sé dang ky thudc nuéc ngoai nhu sau:

1 Céc thubc Cefimed 200mg, sd dang ky VN-15536-12 va thuéc Medocef Ig,
s6 dang ky VN-15539-12 do Medochemie Ltd. dang ky, trong cbng van sb
13445/QLD-DK ngay 16/7/2018 clia Cuc Quan ly Dugc vé viéc duy tri hiéu lwc so
dang ky thudc c6 ghi “Dongy dé Cong ty tiép tuc duy tri hiéu luc sd dédng ky 12 thang
ké tir ngay hét hiéu luc sd dang ky”, nay diéu chinh thaiti “Dong y dé Cong ty ti€p tuc
duy tri hiéu lvc s6 dang ky 12 thang ké tir ngay hét hiéu lwc sd dang ky (ngay
22/6/2018)".

2. Céac thudc Ceilmed, s6 dang ky VN-5524-10 va thudc Taver, s6 dang ky VN-
5530-10 do Medochemie Ltd. dang ky, trong céng van s6 17758/QLD-BK ngay
18/9/2018 cla Cuc Quan ly Duoc vé viéc duy tri hiéu luc s6 dang ky thudc c6 ghi
“Dong y dé Cong ty ti€p tuc duy tri hiéu lvc s6 dang ky 12 thang ké tir ngay hét hiéu
lvc sO dang ky”, nay diéu chinh thanh “Dong y dé Coéng ty tiép tuc duy tri hiéu lwc s6
dang ky 12 thang keé tlr ngay hét hiéu luc s6 dang ky (ngay 13/7/2018)”.

3. Thudc Solondo [Qiiig, s6 dang ky VN 15026 12 do Cong ly c6 plian Tulink
Viét Nam dang ky, trong cong van sd 4085/QLD-DK ngay 09/3/2018 ctia Cuc Quan ly
Duoc Ve viéc duy tri hiéu lwc so dang ky thudc c¢6 ghi “Dong y dé Cong ty ti€p tuc
duy tri hiéu luc s0 dang ky ké tlr ngay hét hiéu lwc sd dang ky (ngay 22/5/2018)”, nay
diéu chinh thanh “Dong y dé Cong ty ti€p tuc duy tri hiéu lvc so dang ky 12 thang ké
tlr ngay hét hiéu luc s6 dang ky (ngay 22/5/2018)”.

4. Thudc Akurit-4, s dang ky VN-12157-11 do APC Pharmaceuticals &
Chemical Ltd dang ky, trong cong van s6 18461/QLD-DK ngay 28/9/2018 cla Cuc
Quan ly Duoc vé viéc duy tri hidu lyc s6 dang ky thuéc c6 ghi s dang ky la “VN-
12157-12”, nay diéu chinh s6 dang ky thanh “VN-12157-11".

5. Céac thudc Gaviscon, s6 dang ky VN 13849 11 va Nurofen for children, s6
dang ky VN-13851-11 do Reckitt Benekiscr Healthcare Manufacturing (Thailand) Ltd
dang lcy, trong cong van s6 19310/QLD-DK ngay 11/10/2018 cta Cuc Quan ly Duoc
VE Viéc duy tri hiéu lwc s6 dang ky thube c6 ghi thoi han duoc duy tri ti€p hiéu luc sd
dang ky la 12 thang ké tlr ngay 06/11/2018, nay diéu chinh thanh 12 thang ké ti ngay
31/10/2018.

6. Thudc Wosulin 30/70 (401U/ml- 6ng 3ml), s6 dang ky VN-13424-11 do
Wockhardt Ltd. dang ky, trong céng van s6 23185/QLD-BK ngay 19/12/2018 clia Cuc
Quan ly Duwoc veé viéc duy tri hiéu luc s6 dang ky thudc co ghi tén thudc la “Wosulin
30/70 (401U/ml- 6ng 3ml)”, nay diéu chinh thanh “Wosulin 30/70 (401U/ml- lo 10ml)”

7. Thu6c Tractocile, s6 dang ky VN-11875-11 do Ferring Pharmaceuticals
Ltd dang ky, trong c6ng van s6 23354/QLD-DK ngay 21/12/2018 ctia Cuc Quan



ly Dwoc vé viéc duy tri hiéu luc s6 dang ky thudc cé ghi s6 dang ky la “ -11875-
11”7, nay diéu chinh thanh “VN-11875-11".

8. Thudc Belsartas 300mg; so dang ky VN-16609-13 do Cong ty cd phan
Dwoc Pham Pha No dang ky, trong cong van sd 18473/QLD-DK pgay
28/9/2018 clia Cuc Quan ly Dugc vé viéc duy tri hicu luc s6 dang ky thudc cé
ghi tén cong ty dang ky la “Céng ty c¢6 phan DP Pham Pha no”, nay diéu chinh
thanh “Cong ty c¢6 phan Dwoc Pham Pha No”.

9. Thuoc Belsartas 150mg; s6 dang ky VN-16990-13 do Céng ty c6 phan
Dwgc Pham Pha No dang ky, trong coéng van s6 20017/QLD-BK ngay
22/10/2018 cla Cuc Quan ly Dugc vé viéc duy tri hiéu lwc s6 dang ky thudc cé
ghi dia chi cong ty dang ky la “396-398 Cach Mang thang tdm, Q. Tan Binh, Tp
HCM-Viét Nam ”, nay diéu chinh thanh “31 H6 Biéu Chanh, Phuwdng 12, Quéan
Phd Nhuén, TP. H6 Chi Minh-Viét nam”.

10. Thudc Ceftazidime Panpharma lg, s6 dang ky VN-16407-13 do Cong
ty CO phan Dwgc phdm Vipharco dang ky, trong cdng van sé 13871/QLD-BK
ngay 19/7/2018 clia Cuc Quan ly Dwoc vé viéc duy tri hiéu luc s6 dang ky ya
thay doi cong ty dang ky thudc cé ghi s6 dang ky la “VN-16047-13", nay diéu
chinhtha”V N -16407713". t

11. Thubc Terpine Gonnon; SDK; sd dang ky VN-16832-13 do Merck
KGaA dang ky, trong cdng van s6 18473/QLD-DK ngay 28/9/2018 cua Cuc
Quan ly Dugc vé viéc duy tri hiéu lyc sd6 dang ky thudc cd ghi ton cong ty dang
ky la “Merck Export GmbH?”, nay diéu chinh thanh “Merck KGaA”.

12. Thu6c Vismed; s6 dang ky VN-15419-12 do TRB Chemedica
(Thailand) Co., Ltd dang ky, trong cbng van s6 19640/QLD-DK ngay
17/10/2018 clia Cuc Quan ly Duoc vé viéc duy tri hiéu lwc s6 dang ky va thay
doi cong ty dang ky thudc co ghi dia chi cong ty dang ky la “66 Q. House Asoke
Building 19th Floor, Sukhumvit 21 Road (Asoke), North KlongToey, Vadhana,
Bongkok 10110, Thailand”, nay diéu chinh thanh “66 Q. House Asoke;Building
19th Floor, Sukhumvit 21 Road (Asoke), North KlongToey, Vadhana, Bangkok
10110, Thailand”.

13. Thu6c Sunprolomet 50, s6 dang ky VN-9390-09 do® céng ty Sun
Pharmaceutical Industries Ltd (India) dang ky, trong cong van s6 22212/QLD-
DK ngay 4/12/2018 cta Cuc Quan ly Duogc vé viéc duy tri hiéu lwc s6 dang ky
thubc cé ghi tén thudc la “Sunptolomet 50”, nay diéu chinh thanh “Sunprolomet
50”.

Cuc Quan ly Duuc tliug bao do cac doii vi biét./.

Noi nhan: KT. cuc TRUONG

- Nhw trén;

- Thi trudng Ti vuiig Quéc Cuong (dé b/c),

- Cuc trvdng Vi Tudn Cuong (dé blc);

- Cuc Quan ly Kham chita bénh, Thanh fra B Y t€, Vu
Bao hiém Y té- BO Y té;

- C&c bénh vién, Vién cé givdng bénh tric thudc BO Y t€;
- Bdo hiém Y té Viét Nam;

- Tong cuc Hai quan - B0 Tai chinh;

- Website Cuc QLD, Tap chi Duvoc & MY phdm - Cuc
QLD;

- Lwu: VT, Céc Phong thuéc Cuc QLD, BKT(4 ban).





