BOYTE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Djc 1ip - Ty do — Hanh phiic
Sé: QIDN-PK He Ni, ngay 44 thing 04 nim 2019
Vi {')111’3? ctinh ¢dng van duy 1 4
trl hiéu lyc sb ding ky thube
nurdc ngodi

Kinhgii: - S& Y té céc tinh, thinh phé tryc thudc Trung wong;
- Céc cong ty ding ky c6 thubc duge dinh chinh.

Cuc Quén Iy Dugc théng béo dinh chinh mt s6 ndi dung trong céc cong vin
duy tri hiéu Iyc s ding ky thube nwéc ngoai nhy sau: :

1. Céc thubc Cefimed 200mg, s ding ky VN-15536-12 va thube Medocef 1g,
s6 ding ky VN-15539-12 do Medochemie Ltd. ding k¥, trong cbng vin sO
13445/QLD-BPK ngay 16/7/2018 ciia Cuc Quan 1y Duoc vé vige duy tri hiéu hyc sb
ding k¥ thube 6 ghi “Pdng y 8 Cong ty tiép tuc duy tri hiéu hye s6 diing ky 12 thing
ké tir ngay hét hiéu lyc s ding ky”, nay didu chinh thanh “Ddng y 4é Céng ty tiép tuc
duy trl higu lyc sé ding ky 12 thing k& tir ngay hét hidu hye sb ding ky (ngiy
22/6/2018)”.

2. Céc thubc Cefimed, sb dang ky VN-5524-10 va thubc Taver, s6 d4ng ky VN-
5530-10 do Medochemie Ltd. ding ky, trong cong vin sé 17758/QLD-DK ngly
18/9/2018 ciia Cuc Quén ly Dugc vé viéc duy tri higu lyc sb dang ky thuoe c6 ghi
“Ddng ¥ d& Céng ty tiép tuc duy tri hiéu lyc sb ding ky 12 thang ké tir ngay hét higu
lc s6 ding ky™, nay diéu chinh thanh “Ddng ¥ 4 Cong ty tiép tuc duy tri hidu lyc sb
dang ky 12 thang ké tir ngay hét higu luc sé dang ky (ngay 13/7/2018).

3. Thube Solondo 10ing, sb daug kg VN 15026 12 do Coug ty ¢b phin Fulink
Vit Nam déang ky, trong cdng van s6 4085/QLD-PK ngay 09/3/2018 cia Cuc Quin ly
Dugc vé viée duy tri hi¢u luc sb dang ky thude c6 ghi “Déng y dé Cong ty tiép tyc
duy tri hiéu lyc s6 ding ky ké tir ngay hét hidu lyc s6 dang ky (ngdy 22/5/2018)”, nay
diéu chinh thanh “Pdng y d& Cong ty tiép tuc duy trl hiéu lyc sé ding ky 12 thang ké
tir ngay hét hidu lyc sb déing ky (ngdy 22/5/2018).

4. Thubc Akurit-4, s6 ding ky VN-12157-11 do APC Pharmacéuticals &
Chemical Ltd &%ng ky, trong cong van 56 18461/QLD-PK ngay 28/9/2018 cua Cyc
Quin Iy Duge v& viée duy ted hiGu lyc sé ding ky thubc c6 ghi sé ding ky 13 “VN-
12157-12”, nay diéu chinh s ding ky thanh “VN-12157-11".

5. Cée thudc Gaviscon, sé diing ky VN 13849 11 va Nurofen for children, sb
diing ky VN-13851-11 do Reckitt Benckiser Iealthcare Manufacturing (Thailand) Ltd
diing ky, trong cong vin sé 19310/QLD-DK ngay 11/10/2018 ciia Cuc Quin ly Duoc
vé viée duy tri hidu lyc sb diing ky thube ¢6 ghi thdi han dugc duy tri tiép hiéu Iyc sé
ding ky 1a 12 thdng k¢ 1ir ngay 06/11/2018, nay diéu chinh thauk 12 thing k& wr ngay
31/10/2018.

6. Thuéc Wosulin 30/70 (40IU/ml- éng 3ml), sb ding ky VN-13424-11 do
Wockhardt Ltd. dang ky, trong céng van sb 23185/QLD-PK ngay 19/12/2018 ciia Cyc
Quén 1y Duoc vé viée duy tri hidu lye sé ding ky thubc c6 ghi tén thuéc 12 “Wosulin
30/70 (401U/ml- 6ng 3ml)”, nay didu chinh thanh “Wosulin 30/70 (401U/ml- lo 10ml)”

7. Thubc Tractocile, s d3ng ky VN-11875-11 do Ferring Pharmaceuticals
Ltd dang ky, trong cong vin s6 23354/QLD-PK ngiy 21/12/2018 ciia Cuc Quan



1y Duge vé vigc duy tri higu lyc sé dang ky thude ¢ ghi sb dang ky 1a « -11875-
117, nay diéu chinh thanh “VN-11875-11".

8. Thuoc Belsartas 300mg; sé ding ky VN-16609-13 do Cong ty cbd phan
Dugc Phim Pha No dang kY, trong cong vin sd 18473/QLD-DK ngay
28/9/2018 cia Cyc Quén ly Duagc vé vige duy tri hidu lyc sb ding ky thuoc cod
ghi tén cong ty dang ky 1a “Céng ty ¢b phin DP Phim Pha no”, nay diéu chinh
thanh “Céng ty ¢é phdn Dugc Pham Pha No”.

9, Thuc Belsartas 150mg; sb ding ky VN-16990-13 do Cong t§ cb phan
Dwoc Phidm Pha No ding ky, trong cong vian sO 20017/QLD-BK ngay
22/10/2018 ciia Cyc Quan 1y Duge vé viée duy tri hiéu huc sb ding ky thudc c6
ghi dia chi cong ty ding ky 1a “396-398 Cach Mang thing tdm, Q. Tan Binh, Tp
HCM-Viét Nam ”, nay di€u chinh thanh “31 Hd Biéu Chanh, Phudng 12, Quén
Pht Nhuén, TP. Hb Chi Minh-Viét nam”.

10. Thube Ceftamdlme Panpharma 1g, sé dang ky VN-16407-13 do Céng
ty Cb phin Dugc pham Vipharco déng ky, trong cong van sb 13871/QLD-BK
ngdy 15/7/2018 cia Cuc Quan ly Duqc ve viéc duy tri hiéu lyc sé ding ky vé
thay dbi cong ty ding ky thudc c6 ghi sb ding ky 1a “VN-16047-13", nay diéu
chinh thanh “VN- 16407-13” t

11. Thudc Terpine Gonnon; SDK sb dang ky VN-16832-13 do Merck
KGaA ding ky, trong cdng vin sé 18473/QLD-DK ngay 28/9/2018 cta Cyc
Quén 1y Dugc vé viéc duy tri hidu lyc sb ding ky thudc co ghi tén cong ty ding
ky 1a “Merck Export GmbH”, nay diéu chinh thanh “Merck KGaA”.

12. Thubc Vismed; s6 ding ky VN-15419-12 do TRB Chemedica
(Thailand) Co., Ltd dang ky, trong cong vin s6 19640/QLD-DK ngay
/71072018 ciin Cye Quin 1y Duge v& viéc duy tri higu lye sd ding ky va thay
dbi cbng ty dang ky thubc co ghi dia chi cdng ty ding kg 13 “66 Q. Llouse 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, Sukhurvit 21 Road (Asoke), North KlongToey, Vadhana, Bangkok
10110, Thailand”.

13. Thubc Sunprolomet 50, s6 ding ky VN-9390-09 do cong ty Sun
Pharmaceutical Industries Ltd (Indla) dang ky, trong cBng vin 6 22212/QLD—
bK ngéy 4/12/2018 cua Cuc Quén 1y Duge v& viée duy tri higu lyc sb dang ky

thudc c6 ghi tén thudc 1a “Sunptolomet 50”, nay diéu chinh thanh “Sunprolomet
SO”
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