BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pic lap — Twr do — Hanh phiic
S6;15054 IQLD-DK. Ha Ngi, ngdy p 3thdng § ndm 2019
Vv éinh chinh quyét dinh cap
so dang ky

Kinh giri: - S& Y té céc tinh, thanh phé truc thuéc Trung uong;
- C4c co s& ding ky c6 thudc duge dinh chinh,

Cin cir hd so ding ky thube cia céc co s& luu tai Cyc quan Iy Duge;

Cuc Quan ly Dugc thdng béo dinh chinh théng tin ctia cac thube dwoc cép
gidy dang ky luu hanh nhu sau:

1. Quyct dinh sé 297/QD-QLD ngéy 15/07/2016 cua Cuc trudng Cuc Quan
ly Dugc vé viéc ban hanh danh muyc 404 thudc san xuét trong nuéc duge cap sé ding
ky luwu hanh tai Viét Nam — Pot 154:

I.1. Thudc Robeipro, s dang ky: VD-25051-16 do Cdng ty TNHH Robinson
Pharma USA dang ky, trong quyét dinh c6 ghi quy céch déng géi ctia thube 13 “Hop
03 vix 10 vién™; ; nay. dinh chinh thanh “Hp 03 vi x 10 vién, Hfp 10 vix 10 vién”;

2 Quyet dinh sb 547/QD-QLD ngay 15/1 1/2016 ctia Cyc truong Cuc Qué.n ly
Dugec vé viée ban hanh danh muc 469 thudc san xuit trong nuée duge cap s6 ding
ky luu hanh tai Viét Nam — Dot 156:

2.1. Thudc Vién nang lyc vi, s ding ky: VD-25912-16 do Céng ty C phén
thuong mai duge VTYT Khai Ha ding ky, trong quyét dinh ¢6 ghi hoat chét chinh,
ham lugng 1a “Cao kho hdn hop (twong img: Thuc dja 800mg; Hoai son 300mg; Son
thi 300mg; Trach ta 300mg; Bach linh 300mg; MAu don bi 248mg) 248mg; B4t min
Hoai son 100mg; Bot min Son thi 52mg”; nay dinh chinh thanh “Cao khd hdn hop
(twong Umg: Thuc dia 800mg; Hoai son 300mg; Son thi 300mg; Trach ta 300mg;
Bach linh 300mg; Miu don bi 248mg) 248mg; Bt min Hoai son 100mg; Bt min
Som thu lOOmg, Bot min M3u don bi S52mg”;

3. Quyet dinh sb 406/QP-QLD ngay 19/09/2017 cua Cyc trudng Cuc Quéan
ly Dugc vé viéc ban hanh danh muc 992 thudc san xudt trong nuée duge cip s ding

k¥ Iuu hanh tai Viét Nam - Dot 159:
3.1. Thubc Cén xoa bop Nhét Nhét, s§ dﬁng ky: VD-28517-17 do Cong ty

TNHH Dugc phdm Nhét Nhit ding kY, trong quyét dinh c6 ghi hoat chét chinh, ham
" luong 13 “M&i 1000 ml chira: M3 tién 10mg; Huyét giac 10mg; O ddu 10mg; Long
ndo 10mg; Pai hdi 10mg; Mét duoc 10mg; Dia lién 10mg; Nhii huong 10mg; Pinh
huong 10mg; Qué 10mg; Gimg 10mg ”; nay dinh chinh thanh “M&i 1000 ml chita:
M3 tién 2g; Huyét giac 10g; O déu 10g; Long nfio 10g; Dai hdi 10g; Mt dugc 10g;
Dia lién 10g; Nhii huong 10g; Pinh huong 10g; Qué 10g; Gimg 10g”;

4. Quyét dinh sé 706/QP-QLD ngay 08/10/2018 ciia Cuc trudng Cuc Quén
ly Dugc vé viéc ban hanh danh muc 413 thudc sén xuét trong nuéc dugce cp sé ding
ky luu hanh tai Viét Nam — Dot 163:

4.1. Thubc Betriol, s6 ding ky: VD-31237-18 do Céng ty Cé phin Duge
phim VCP dang ky, trong quyét dinh ¢6 ghi han ding cia thubc 13 “36 théang”; nay
dinh chinh thanh “24 thang”;
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3 Quyet dinh s6 108/QP-QLD ngay 27/02/2019 cta Cyc trudng Cuc Quan
1y Duoc vé viéc ban hanh danh muc 1064 thubc san xuat trong nude duge cép sb ding

ky luu hanh tai Viét Nam ~ Dot 164:
5.1. Thudc Ginkgo Biloba 40mg, sb ding ky: VD-32013-19 do Céng ty C4

phén duge phdm VCP ding ky, trong quyét dinh c6 ghi hoat chét chinh, ham lugng
ciia thudc 12 “Cao khé 14 bach qua (twong duong 9,6 mg flavonoid toan ph%’in) 40mg”;
nay dinh chinh thanh “Cao khd 14 bach qua (tuong duong véi khong dudi 9,60 mg
flavonoid toan phin) 40mg”;

5.2. Thubc Meyerflavo, sé dang ky: VD-32331-19 do Cong ty Lién doanh
Meyer-BPC dang ky, trong quyét dinh ¢6 ghi quy cach déng goi clia thudc 13 “Hop
01 vi, 10 vi x 03 vién”; nay dinh chinh thanh “Hép 03 vi x lD vién, Hop 10 vix 10
vién”;

5.3. Thudc Becozido, s6 ding ky: VD-32321-19 do Céng ty Lién doanh
Meyer-BPC ding ky, trong quyét dinh c6 ghi quy cach dong goi cta thude 1a “Hop
03 vi x 10 vién; Chai 1 chai 60 vién”; nay dinh chinh thanh “Hop 03 vi x 10 vién;
Hop 1 chai 60 vién”;

5.4. Thubc Esomeprazol 40-MV, s ding ky: VD-32468-19 do Cong ty
TNHH TM DP Quéc té Minh Viét ding ky, trong quyét dinh ¢6 ghi hoat chét chinh
cia thudc 13 “Esomeprazol (dang vi hat bao tan trong rudt chira Esomeprazol
magnesium dihydrat)”’; nay dinh chinh thanh “Esomeprazol (dang vi hat bao tan
trong rudt chira Esomeprazol magnesium trihydrat)”;

5.5. Thudc Clamogentin 0,5/0,1, s6 ding ky: VD-32009-19 do Céng ty C
phin Dugc phdm VCP ding ky, trong quyét dinh c6 ghi tiu chuin chét luong 14
“DDVN IV”; nay dinh chinh thanh “DDVN V*;

5.6. Thubc Gingkgo Biloba 40mg, s6 ding ky: VD-32013- 19 do Céng ty CH
phén Dugc phidm VCP dang ky, trong quyét dinh ¢6 ghi tén thudc 12 “Gingko Biloba
40mg”; nay dinh chinh thanh “Gingkgo Biloba 40mg”;

5.7. Thubc Fexofenadin 60-HVY, s6 ding ky: VD-32372-19 do Cong ty TNHH
Dugc phim Huy Vin ding ky, trong quyét dinh c¢6 ghi tén thudc 12 “Fexodenadin
60-HV”; nay dinh chinh thanh “Fexofenadin 60-HV”;

6. Quyét dinh s 303/QD-QLD ngay 10/05/2019 cia Cyc trwéng Cyc Quan
ly Dugc vé viéc ban hanh danh muc 141 tén thude san xuét trong nuéc duge cap

sé dang ky huru hanh tai Viét Nam — Dot 164 bd sung:
6.1. Thubc Piperacilin 4g, sb ding ky: VD-32653-19 do Céng ty Cb phén

Duoc phim VCP ding k¥, trong quyét dinh c6 ghi quy céch déng gbi 1a “Hop 01 lo
+02 lo 6ng nuée cht 10ml (sé ding ky VD-18637-13 hoic VD-22389-15)"; nay dinh
chinh thanh “Hop 01 lo + 04 lo ng nudc cat 10mi (sb ding ky VD-18637-13 hoic
VD-22389-15);

6.2. Thubc Cadicelox 200, s6 ding ky: VD-32705-19 do Céng ty Cé phin US
Pharma d#ng ky, trong quyét dinh c6 ghi quy cdch déng géi 12 “Hép 3 vi, 10 vix 10
vién”; nay dinh chinh thanh “Hop 3 vi, 10 vi x 10 vién, Chai 200 vién”;

6.3. Thudc Softrivit, sé ding ky: VD-32711-19 do Céng ty Cb phan US

~ Pharma dang ky, trong quyét dinh c6 ghi hoat chét chinh-ham hrong 1a “vitamin B1

100mg, vitamin B6 200mg, vitamin B12 200mg”; nay dinh chinh thanh “vitamin B1
100mg, vitamin B6 200mg, vitamin B12 200mcg”;



6.4. Thubc Tabrison (white), sb ding ky: VD-32739-19 do Céng ty C8 phén
US Pharma dang ky, trong quyét dinh c6 ghi quy cach déng géi 1a “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
vién”;

7. Céng vin s 24515/QLD-BK ngay 28/12/2018 cia Cuc Quén Iy Dugc vé
viée duy tri higu luc s ding ky cho Cong ty C8 phén dugc phdm & TBYT Hai Anh:
Trong cdng vin ghi tén thudc 13 “NspNorvir”, nay dinh chinh tén thudc 1a:
“USPNovir”.

8. Cong vin sb 4728/QLD-PK ngay 02/04/2019 ciia Cuc Quén Iy Dugc vé
viée duy tri hiéu lwc s6 ding ky cho Cong ty C6 phan dugc phdm VCP: Trong cong
vin ghi tén thudc 1d “Cefotazim VCP”, nay dinh chinh tén thudc 14: “Cefotaxim
NCD=,

Cuc Quén Iy Dugc thong béo dé céc don vi biét./.

KT.CUC TRUONG

Noi nhign: B
) PHO CUUC TRUONG

- Nhur trén; o

- BT. Nguy&n Thi Kim Tién (4 b/c);

-TT. Tru'o*ng Quéc Cu'crng (48 blc);

- CT. Vii Tuidn Cmﬁng (dé ble),

- Cuc Quény - B Qudc phong, Cuc Y té - B6 Cong an;
- Cuc Y té giao thong van tai - B6 GTVT:
- Tong Cuc Hai Quan - BS Tai Chinh;
- Béo hiém xa hoi Viét Nam;
- Vu Phép ché; Cyc Quan ly Y Duge cd truyen Cuc Quan ly
Kham, chita bénh - B Y té; Thanh traBO Y té;
- Vién KN thube TW, VKN thudc TP.HCM;
- Téng Céng ty Duoc VN;
- Céac Bénh vién, Vién co6 giwdng bénh truc thuge BYT;
- Website ciia Cuc QLD, Tap chi Dugc & M§ phim; P.
QLKDD;
- Lwu: VT, DKT (10b).




	15054_QLD-DK_030919_CP1VY_001.jpg
	15054_QLD-DK_030919_CP2VY_002.jpg
	15054_QLD-DK_030919_CP3VY_003.jpg

