KD,

Pharma

CONG TY TNHH DUQC PHAM  CONG HOA XA HQI CHU NGHIA VIET NAM

KHUONG DUY Poc lap — Tu do — Hanh phic
R 0 50 -

Sé: 224 12023/CV-KD ‘
(Vv thay doi thong tin thuéc trung thau) TP. H6 Chi Minh, ngay 13 thang 11 ndm 2023

Kinh girzi: SO Y TE PONG NAI

Truéce hét, Cong ty TNHH Duoc pham Khuong Duy xin chan thanh cam on sy hop tac clia
Quy S& vai Cong ty chung t6i trong sudt thoi gian qua..

Cin ctr Quyét dinh sb 1572/QD-SYT ngay 16/12/2022 ciia S& Y té Pdng Nai vé viéc phé
duyét két qua lua chon nha thdu (1an 1) G6i thiu sb 01: Thudc Generic, Cong ty TNHH Dugc
phdm Khwong Duy d4 triing thiu san phdm Entecavir STELLA 0.5mg s6 dang ky: QLDB-560-16.

Tuy nhién, theo Quyét dinh s 352/QD-QLD ngay 25/05/2023 cta Cyc Quan Ly Duoc san
phdm Entecavir STELLA 0.5mg da dwge cip s6 ding ky gia han véi ciu tric méi (theo ciu
trac quy dinh tai thong tu 08/2022/TT-BYT ngay 05/09/2022) va Cong vin s6 5578/QLD-BK
ngay 29/05/2023 ctia Cuc Quan Ly Dugc phé duyét thay doi ting han dung (tai liéu dinh kém).

Do d6, bing vin ban nay, Cong ty chiing t6i xin dugc 4p dung va tiép tuc cung cip thudc
triing thiu theo S8 diing ky dwoc gia han va han ding méi thay déi, cu thé nhu sau:

Théng tin thudc tring thau Théng tin thay doi
A A
N Nhom = £ Txe i ho?t §0 Han $6 déing ky Han
TT | trong TCKT Tén thuoc chat — Ham dang aiva s i ditn
HSMT lrong ky B gl g
Entecavir Entecavir QLDbB- 24 36
: 15 . STELLA 0.5mg | 0,5mg 560-16 | thang Srotidlibs thang

Nhitng thong tin con lai ctia mét hang néu trén vin gitt nguyén khong thay dbi.
Kinh mong nhén dugc sy xem xét va chép thuan tir Quy Sé.

Tran trong,

Noi nhin:
- Nhu trén

- Lwu HC

CONG TY TNHH DU'(JC PHAM KHUONG DUY
NNI1-NNIA Bach Ma, Phuong 15, Quén 10, TP. Ho6 Chi Minh DT: 028.3863 2083 Fax: 028.3977 0850 Website: www.khuongduy.com.vn

]



BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

Sb: 7359 /BYT-QLD Ha Ngi, ngay 30 thdng 12 ndm2020
V/v cap nhat mot $6 thong tin tai cac Quyét
dinh c6ng bd Danh muc thudc c6 ching

minh twong duong sinh hoc

Kinh guri:
- S& Y té cac tinh, thanh phé tryc thuoc Trung wong;
- Céc bénh vi¢n, vién c6 givong bénh truc thudoc BO Y té.

Bo Y té thong bao mot s6 thong tin cap nhat tai Danh muc thude co chiing
minh tuong duong sinh hoc ban hanh kém theo céc Quyét dinh s6 896/QD-BYT
ngay 21/3/2013 (Dot 4), Quyét dinh sé 1739/QD-BYT ngay 20/5/2013 (Dot 5),
Quyét dinh s6 2498/QD-BYT ngay 07/7/2014 (Dot 9), Quyét dinh s6 241/QD-BYT
ngay 23/01/2015 (Dot 10), Quyét dinh s6 718/QD-BYT ngay 29/02/2016 (Dot 13),
Quyét dinh s6 4404/QD-BYT ngay 16/8/2016 (Dot 14), Quyét dinh s6 235/QD-BYT
ngay 23/01/2017 (Pot 15), Quyét dinh s6 1832/QD-BYT ngay 10/5/2017 (Pot 16),
Quyét dinh sé 3412/QD-BYT ngay 27/7/2017 (Dot 17), Quyét dinh sb 4764/QD-
BYT ngay 24/10/2017 (Pot 18), Quyét dinh s6 1471/QD-BYT ngay 27/02/2018
Dot 19), Quyét dinh s6 5152/QD-BYT ngay 23/8/2018 (Dot 20), Quyét dinh sd
5694/QD-BYT ngay 25/9/2018 (Pot 21), Quyét dinh sé 31/QP-QLD ngay
18/01/2019 (Dot 22), Quyét dinh sb 4007/QD-BYT ngay 03/9/2019 (Dot 23) va
Quyét dinh s6 207/QD-BYT ngay 21/01/2020 (Dot 24) vé viéc cong bd Danh muc
thudc c¢6 chimg minh twong dwong sinh hoc.

Thong tin cac thubc duge cap nhat tai Danh muc kém theo cong van nay.

B0 Y té thong bao cho cac don vi biét./.

No’}i1 nhgn: KT. BO TRUONG
- Nhu trén; ey ¥ »

- B6 truong (dé ble); Y N U TRUON

- Cac Thir truong BO Y té (dé p/h); g
- Bao hiém x4 hoi Viét Nam;

- Cuc Quén y - B6 Qudc phong;

-CucyY té - B6 Cong an;

- Cuc Y té giao thong van tai - Bo GTVT;
- Hiép hoi Doanh nghiép duoc Viét Nam;
- Cac Cong ty co thude duoc cap nhat;

- Céng thong tin dién tr BO Y té;

- Website Cuc QLD;

- Luu: VT, QLD (02b).

i

Brfong Quoc Cudng



BO Y TE CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic
CAP NHAT MOT SO THONG TIN VE DANH MUC THUOC TPSH PA CONG BO
(Ban hanh kém theo van ban s6 .I33YBYT-QLD ngay 30./.12./..2020  ciia B6 Y té)
STT Tén thude Hoat chat Ham lrong | Dang bao ché Quy cach S6 ding ky Co so san xuit Dia chi co s sin xuit, S, ngay, N6i dung cip nhit
déng goi Nuée sin xuit Quyét dinh cong bd
1 |Bivitanpo 100 |Losartan kali 100mg |Viénnénbao [Hop 3 vi VD-31444-19 [Cong ty ¢b phan BV |Ap 2, Xa Tan Thanh Tay, [Dot 24: Quyét dinh s6 - Tén co s6 san xuat: Cong ty
phim (nhom- Pharma Huyén Cu Chi,Thanh phé [207/QD-BYT ngay TNHH BRYV Healthcare;
PVC/PVdC) x H& Chi Minh 21/01/2020 - Dia chi: Khu A, s6 18 duong
10 vién; 3 vi s6 09, 4p 2A, x4 Tan Thanh
(nhom-nhom) Tay, huyén Cii Chi, thanh ph
x 10 vién Hb Chi Minh
2 |Seroquel XR |Quetiapin (duéi 300 mg Vién nén Hop 3 vix 10 | VN-22284-19 |AstraZeneca 587 Old Baltimore Pike, Dot 24: Quyét dinh s6 Co so san xuat: AstraZeneca
dang Quetiapin phong thich vién Pharmaceuticals LP  |Newark, Delaware 19702, [207/QD-BYT ngay Pharmaceuticals LP
fumarat) kéo dai USA 21/01/2020 Pia chi co s& san xuét: 587 Old
Baltimore Pike, Newark,
Delaware 19702, USA.
Co so dong goi: AstraZeneca
UK Limited
Dia chi co s¢ dong goi: Silk
Road Business Park,
Macclesfield, Cheshire, SK10
2NA, UK.
3 |Seroquel XR |Quetiapin (dudi 200 mg Vién nén Hop3vix 10 | VN-22283-19 |AstraZeneca 587 Old Baltimore Pike, Dot 24: Quyét dinh sb Co s& san xuat: AstraZeneca
dang Quetiapin phong thich vién Pharmaceuticals LP  |Newark, Delaware 19702, [207/QD-BYT ngay Pharmaceuticals LP
fumarat) kéo dai USA 21/01/2020 Pia chi co s6 san xuat: 587 Old

Baltimore Pike, Newark,
Delaware 19702, USA.

Co s¢ dong goi: AstraZeneca
UK Limited

Dia chi co s¢ dong goi: Silk
Road Business Park,
Macclesfield, Cheshire, SK10
2NA, UK.




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
4 |Seroquel XR |Quetiapin (dudi 50 mg Vién nén Hop3vix 10 | VN-22285-19 |AstraZeneca 587 Old Baltimore Pike, Dot 24: Quyét dinh sé Co s6 san xuit: AstraZeneca
dang Quetiapin phong thich vién Pharmaceuticals LP  |Newark, Delaware 19702, [207/QD-BYT ngay Pharmaceuticals LP
fumarat) kéo dai USA 21/01/2020 Dia chi co s6 san xuit: 587 Old
Baltimore Pike, Newark,
Delaware 19702, USA.
Co s¢ dong goi: AstraZeneca
UK Limited
bia chi co s¢ dong goi: Silk
Road Business Park,
Macclesfield, Cheshire, SK10
2NA, UK.
5 |Midefix 200 |Cefixim (dudi dang |Mdi g6i 2,8 g [Thudc botpha [Hop 10 gbix | VD-27952-17 [Céng ty c¢b phan duoc |L6 E2 - Pudng N4- KCN  |[Dot 18: Quyét dinh sb L6 E2 - Puong N4- KCN Hoa
Cefixim trihydrat) chira: Cefixim [hdn dich uéng 2,8 g phidm Minh Dan Hoa Xa, xa Loc Hoa, TP |4764/QD-BYT ngay Xa, phuong Loc Hoa, TP Nam
(dudi dang Nam Dinh, tinh Nam Dinh (24/10/2017 DPinh, tinh Nam Dinh
Cefixim
trihydrat) 200
mg
6 |Midantin Amoxicilin (dudi 500mg Botphahdn  |Hop 12 gbi x 3g| VD-26902-17 |Céng ty cb phan dugc [L6 E2, dwdng N4, KCN Dot 19: Quyét dinh sb L6 E2 - Puong N4- KCN Hoa
500/62,5 dang Amoxicilin dich ubng phdm Minh Dan Hoa X4, x4 Loc Hoa, Tp.  [1471/QD-BYT ngay Xa, phuong Loc Hoa, TP Nam
trihydrat) Nam Dinh, tinh Nam Binh, [27/02/2018 DPinh, tinh Nam Dinh
Acid Clavulanic 62,5mg Viét Nam
(dudi dang Kali
clavulanat: cellulose
vi tinh thé t1 18 1:1)
7 |Cefuroxime |Cefuroxim (dudi Mbi 5ml hén  |Thudc bot pha [Hop 11040 g [VD-29006-18 |Cong ty cd phan duge [L6 E2, duong N4, KCN Dot 20: Quyét dinh sb Lo E2 - Buong N4- KCN Hoa
125mg/5ml dang Cefuroxim dich chira hén dich ubng  |bot pha 60 ml pham Minh Dan Hoa X4, xa Loc Hoa, TP |5152/QD-BYT ngay Xa, phuong Loc Hoa, TP Nam
axetil) Cefuroxim hén dich Nam Dinh, tinh Nam Dinh |23/8/2018 Pinh, tinh Nam Dinh
(dudi dang -
Cefuroxim
axetil) 125mg
8 |Cefixime Cefixim (du6i dang |M&i goi 1,4g |Thudc cdm pha |Hop 10 goix  |VD-32525-19 |Céng ty ¢b phan dugc |L6 E2, dudng N4, KCN  [Dot 23: Quyét dinh s6 L6 E2 - Puong N4- KCN Hoa
50mg cefixim trihydrat) chua Cefixim |hdn dich uéng |1,4g pham Minh Dan Hoa X4, xa Loc Hoa, TP |4007/QD-BYT ngay Xa, phuong Loc Hoa, TP Nam

(dudi dang
cefixim
trihydrat) 50
mg

Nam Dinh, tinh Nam Dinh

03/9/2019

Pinh, tinh Nam Dinh




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
9 |Cefixime Cefixim (dudi dang  |Mdi goi 1,4g  [Thudc cém pha |Hop 10 goix  |VD-32524-19 [Céng ty ¢b phan dugc |Lo E2, duong N4, KCN  |[Dot 23: Quyét dinh s6 L6 E2 - Buong N4- KCN Hoa
100mg cefixim trihydrat) chira Cefixim |hdn dich uéng 1,4g phém Minh Dan Hoa X4, xa Loc Hoa, TP |4007/QD-BYT ngay Xa, phuong Loc Hoa, TP Nam
(dudi dang Nam Binh, tinh Nam Dinh [03/9/2019 DPinh, tinh Nam Dinh
cefixim
trihydrat) 100
mg
10 |Cefixim Cefixim (dung dang | 600 mg/ 1o 30 | Thubc cém pha |Hép 01 lo VD-32855-19 Céng ty cb phian dugc |L6 E2, duong N4, KCN  |[Dot 24: Quyét dinh sé L6 E2 - Buong N4- KCN Hoa
50mg/5ml Cefixim trihydrat) g dé pha 60 hén dich pham Minh Dan Hoa X4, xa Loc Hoa, TP |207/QD-BYT ngay X4, phuong Loc Hoa, TP Nam
ml hén dich Nam Binh, tinh Nam Pinh (21/01/2020 Pinh, tinh Nam Dinh
11 |SaVi Valsartan 80 mg; Viénnénbao [Hop3vix 10 | VD-23010-15 [Céng ty c6 phan duoc [L6 Z01-02-03a KCN/KCX [DPot 24: Quyét dinh sb Tén thudc: SaVi Valsartan Plus
Valsartan Hydroclorothiazid phim vién phim SaVi Tan Thuan, Phuong Tan  [207/QD-BYT ngay HCT 80/12.5
Plus HCT 12,5 mg Thuan Pong, Quan 7, Tp. |21/01/2020
80/12,5 Hb Chi Minh
12 |Bivolcard 5  |Nebivolol 5mg viennénbao  [Hop 3 vix 10 | VD-24265-16 [Cong ty c6 phan duoc (L6 Z.01-02-03a KCN Dot 24: Quyét dinh sb Hoat chét: Nebivolol (du6i
phim vién; pham SaVi trong KCX Tan Thuén, 207/Qb-BYT ngay dang Nebivolol HCI)
phuong Tan Thuan Pong, |21/01/2020
quén 7, Tp. HCM
13 [Mibetel HCT |Telmisartan 40mg;  |viénnén Hop3vix 10 | VD-30848-18 |Congty TNHH Lién |L6 B - Puongsé 2 -Khu (Dot 24: Quyét dinh s6 Hoat chét: Telmisartan;
Hydrochorothiazid 12,5 mg vién; hop 5 vi doanh Hasan- cong nghiép Dong An - 207/QD-BYT ngay Hydroclorothiazid
x 10 vién; hop Dermapharm Thi xa Thuén An - tinh 21/01/2020
10vix 10 Binh Duong
vién; hop 20 vi
x 10 vién
14 |Fordia Metformin 500 mg Viénnén  [Hop 01 vix 10 | VD-33976-19 |Céng ty TNHH S6 16 VSIP IT - Puong s6  |Dot 24: Quyét dinh sb Quy c4ch dong goi: Hop 01 vi
hydroclorid vién; Hop 06 vi United International |7 - Khu cong nghiép Viét (207/QD-BYT ngay x 10 vién; Hop 10 vi x 10 vién

x 10 vién

Pharma

Nam-Singapore II - Khu
lién hgp Cong nghi¢p-Dich
vy-bo thi Binh Duong -
Phuong Hoa Phu - Tp.

Tha Dau Mét - Tinh Binh
Duong

21/01/2020




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat

dong goi Nudc san xudt quét dinh cong bb
15 |Fordia Metformin 850 mg Vién nén Hop 01 vix 10 | VD-33977-19 |Cong ty TNHH S6 16 VSIP II - Puong sé  |Dot 24: Quyét dinh sb Quy cach dong goi: Hop 01 vi
hydroclorid vién; Hop 06 vi United International |7 - Khu cong nghiép Viét [207/QD-BYT ngay x 10 vién; Hop 10 vix 10 vién
x 10 vién Pharma Nam-Singapore II - Khu 21/01/2020

lién hop Cong nghi¢p-Dich
vu-bo thi Binh Duong -
Phuong Hoa Phu - Tp.

Tha Dau Mot - Tinh Binh

Duong
16 |Imexime 200 |Cefixim (dudi dang 200 mg Viénnénbao |Hop 1vix 10 | VD-32836-19 |Chinhanh 3 - Cong ty |S6 22, dudng s6 2, KCN  |Dot 24: Quyét dinh s6 Tén thudc: Imerixx 200
cefixim trihydrat) phim vién ¢b phan dugc phdm | Viét Nam-Singapore II, 207/QD-BYT ngay
Imexpharm tai Binh  |Phuong Hoa Phu, TP Thu |21/01/2020
Duong. Déu Mét, tinh Binh Duong
17 |Acyclovir Acyclovir 800mg Vién nén Hop 7 vi, 10 vi | VD-10720-10 |Congty TNHHLD  [K63/1 Nguyén Thi Séc, Dot 9: Quyét dinh s6 Tén thude: Acyclovir Stella
Stada 800mg x 5 vién SPBK cap nhét: [Stada-Viét Nam Ap My Hoa 2, X Xuan 2498/QD-BYT ngay 800mg
VD-23346-15 Théi Bong, Huyén Hoc 07/07/2014. - Tén co s& san xuat: Cong ty
Mon, Tp. H6 Chi Minh.  |Céng vin s6 6527/BYT-  |TNHH lién doanh Stellapharm -
QLD ngay 18/9/2014. Chi nhéanh 1.
Coéng van sb 1082/BYT- - bia chi: S6 40 Pai 16 Ty Do,
QLD ngay 02/3/2016. Khu cong nghi¢p Viét Nam -
Singapore, phudong An Phu,
Thi xa Thuin An, tinh Binh
Duong
18 |[Cetirizine Cetirizin 10 mg Viénnénbao |Hop 1vix 10 | VD-18108-12; |Céngty TNHH lién  [S6 40 Dai 16 Ty Do, Khu  |Pot 14: Quyét dinh sb Tén thudc: Cetirizine Stella
Stada 10 mg |dihydroclorid phim vién; hop 5 vi | SPK cép nhat: [doanh Stellapharm -  |cong nghiép Viét Nam - 4404/Qb-BYT ngay 10mg
x 10 vién; Hop | VD-30834-18 [Chi nhanh 1. Singapore, phuong An 16/8/2016
1 chai x 200 Phu, Thi xa Thuin An, Cap nhat theo Van ban )
vién tinh Binh Duong 17248/QLD-CL ngay

24/10/2017.

Cép nhat theo Van ban sb
525/QLD-CL ngay
18/01/2019.

Cép nhat theo Van ban )
5141/BYT-QLD ngay
03/9/2019.

Cap nhat theo Vin ban sb
322/BYT-QLD ngay
21/01/2020




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
19 |Clarithromyci |Clarithromycin 250 mg Viénnénbao |Hop2vix 10 |VD-31395-18 [Céngty TNHH lién |S6 40 Dai 16 Tw Do, Khu |Cdng bd Dot 22: Quyét Tén thude: Clarithromycin
n Stada phim vién doanh Stellapharm -  |cong nghiép Viét Nam - dinh s6 31/QD-QLD ngay |Stella 250mg
250mg Chi nhéanh 1. Singapore, phuong An 18/01/2019.
Phu, Thi xa Thuan An, Cép nhat theo Van ban )
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
20 |Diltiazem Diltiazem 60 mg Vién nén Hop3vix 10 | VD-27522-17 |Céng ty TNHH lién ~ [S6 40 Dai 16 Ty Do, Khu  [Pot 21: Quyét dinh sb Tén thude: Diltiazem Stella 60
Stada 60 mg |hydroclorid vién, hop 1 doanh Stellapharm -  |cong nghiép Viét Nam - 5694/Qb-BYT ngay mg
chai 100 vién Chi nhénh 1. Singapore, phudng An 25/9/2018
Phu, Thi xa Thuan An, Cép nhat theo Van ban )
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
21 |Entecavir Entecavir (duéi dang (0,5 mg Viénnénbao |Hop3vix 10 | QLDPB-560-16 [Congty TNHH lién S6 40 Pai 16 Ty Do, Khu  |Pot 21: Quyét dinh s Tén thudc: Entecavir Stella
Stada 0.5mg |Entecavir phim vién doanh Stellapharm -  |cong nghiép Viét Nam - 5694/Qb-BYT ngay 0.5mg
monohydrat) Chi nhénh 1. Singapore, phudong An 25/9/2018
Phu, Thi x8 Thuén An, Cép nhat theo Vin ban s6
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
22 |Fluconazol Fluconazol 150mg Vién nang ctmg |Hop 1 vix 1 VD-18110-12, [Cong ty TNHH lién  [S6 40 Pai 16 Ty Do, Khu  |Céng bd Dot 5: Quyét dinh |Tén thude: Fluconazole Stella
Stada 150mg vién; SBK cap nhéat: [doanh Stellapharm -  |cOng nghié¢p Viét Nam - s6 1739/QD-BYT ngay 150mg
Hop 1 vix 10 | VD-32401-19 |Chi nhénh 1. Singapore, phudong An 20/05/2013
vién Pha, Thi x4 Thuan An, 'Cép nhat SDK theo Vian
tinh Binh Dwong ban s 560/BYT-QLD
ngay 23/1/2015.
Cap nhat theo Van ban )
17248/QLD-CL ngay
24/10/2017.
Cép nhat theo van ban )
5141/BYT-QLD ngay
03/9/2019.
Cap nhat theo van ban $6
322/BYT-QLD ngiy
21/01/2020
23 |Irbesartan Irbesartan 150 mg Viénnénbao |Hop2vix 14 | VD-19189-13 |Céngty TNHH lién  |S6 40 Pai 16 Ty Do, Khu  |Pot 21: Quyét dinh sb Tén thudc: Irbesartan Stella

Stada 150 mg

phim

vién

doanh Stellapharm -
Chi nhanh 1.

cong nghiép Viét Nam -
Singapore, phuong An
Phu, Thi xa Thuan An,
tinh Binh Duong

5694/Qb-BYT ngay
25/9/2018

Cap nhat theo Vian ban sb
322/BYT-QLD ngay
21/01/2020.

150 mg




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
24 |Irbesartan Irbesartan [ 300mg Viénnénbao |Hop2vix 14 | VD-18533-13 |Céngty TNHH lién  [S6 40 Pai 16 Ty Do, Khu  |Pot 10: Quyét dinh sb Tén thudc: Irbesartan Stella
Stada 300mg phim vién doanh Stellapharm -  |cong nghiép Viét Nam - 241/Qb-BYT ngay 300mg
Chi nhénh 1. Singapore, phuong An 23/01/2015
Phu, Thi xa Thuan An, Cép nhat theo van ban s6
tinh Binh Duong 17248/QLD-CL ngay
24/10/2017.
Cap nhat theo vin ban sb
322/BYT-QLD ngay
21/01/2020
25 |Metformin  |Metformin HCI 500mg Viénnénbao |Hop3vix 10 | VD-23976-15 |Céngty TNHH lién  |S6 40 Pai 16 Ty Do, Khu  |Pot 13: Quyét dinh sb Tén thudc: Metformin Stella
Stada 500 mg phim vién, hop 6 vi x doanh Stellapharm -  |cong nghiép Viét Nam - 718/QD-BYT ngay 500 mg
10 vién Chi nhénh 1. Singapore, phudong An 29/02/2016
Phu, Thi x8 Thuén An, Cap nhat theo Vin ban sb
tinh Binh Duong 17248/QLD-CL ngay
24/10/2017.
Cap nhat theo Van ban $b
322/BYT-QLD ngay
21/01/2020.
26 |Trimetazidine |Trimetazidin 35 mg Viénnénbao |Hop3vix 10 | VD-25029-16 |Congty TNHH lién S6 40 Pai 16 Ty Do, Khu  |Pot 15: Quyét dinh s Tén thudc: Trimetazidine Stella
Stada 35 mg |dihydroclorid phim phoéng vién, hop 6 vi x doanh Stellapharm -  |cong nghiép Viét Nam - 235/QDb-BYT ngay 35mg
MR thich kéo dai 10 vién Chi nhanh 1. Singapore, phudong An 23/01/2017.
Phu, Thi x4 Thuén An, Cap nhat theo Vin ban sb
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
27 |Venlafaxine |Venlafaxin (dudi 75mg Viénnénbao |Hop2vix 14 | VD-23984-15 [Congty TNHH lién S6 40 Pai 16 Ty Do, Khu  |Pot 13: Quyét dinh s Tén thudc: Venlafaxine Stella
Stada 75 mg |dang venlafaxin HCI) phim phoéng vién doanh Stellapharm -  |cong nghiép Viét Nam - 718/QD-BYT ngay 75mg
thich kéo dai Chi nhénh 1. Singapore, phuong An 29/02/2016

Phti, Thi x4 Thuan An,
tinh Binh Duong

Cép nhat theo Van ban sb
17248/QLD-CL ngay
24/10/2017.

Cép nhat theo Van ban )
322/BYT-QLD ngay
21/01/2020.




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
28 |Lostad HCT |Losartan kali, 100 mg; Viénnénbao |Hop3vi,6 vi | VD-10766-10, |Cong ty lién doanh S6 40, Pai 16 Ty do, KCN  |DPot 24: Quyét dinh sb Tén thudc: Lostad HCT 100/25.
100/25mg Hydroclorothiazid 25 mg; phim x 10 vién, hop | SDK cép nhat: |TNHH Stada Viét Viét Nam-Singapore, 207/QDb-BYT ngay Tén co s6 san xudt: Cong ty
1 chai 100 vién | VD-23975-15 |Nam Thuan An, Binh Duong. 21/01/2020 TNHH lién doanh Stellapharm -
Chi nhanh 1.
Dia chi co s& san xuét: S6 40
Pai 19 Tu Do, Khu cong nghiép
Viét Nam - Singapore, phuong
An Phu, Thi xa Thuén An, tinh
Binh Duong.
29 |Loratadin Loratadin 10mg Vién nén hop 2 vix 10 VD-9029-09 |Coéng ty TNHH lién S6 40 Pai 16 Ty Do, Khu  |Pot 4: Quyét dinh sb Quy cach dong goi: Hop 02 vi
Stada 10mg vién SDK cap nhat: |doanh Stellapharm - [cong nghi€p Viét Nam - 896/Qb-BYT ngay x 10 vién; hop 10 vi x 10 vién.
VD-23354-15 |Chi nhénh 1. Singapore, phudong An 21/03/2013
Tén cap nhat: Phu, Thi xa Thuan An, Pinh chinh theo Van ban
Lorastad 10 tinh Binh Duong s6 1082/BYT-QLD ngay
Tab. 02/3/2016.
Cap nhat theo Van ban $b
4231/BYT-QLD ngay
27/7/2017.
Cap nhat theo Vin ban sb
525/QLD-CL ngay
18/01/2019.
Cap nhat theo Van ban )
322/BYT-QLD ngay
21/01/2020.
30 |Glimepiride |Glimepirid 4 mg Vién nén Hop3vix 10 | VD-23969-15 [Cong ty TNHH lién  [S6 40 Pai 16 Ty Do, Khu Dot 21: Quyét dinh sb Tén méi: Glimepiride Stella 4
Stada 4 mg vién, hop 6 vi x doanh Stellapharm -  |cong nghiép Viét Nam - 5694/Qb-BYT ngay mg
10 vién Chi nhénh 1. Singapore, phuong An 25/9/2018
Phu, Thi x4 Thuén An, Cap nhat theo Vin ban sb
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
31 |Metformin Metformin 1000 mg Vién nén Hop 3 vix 10 VD-27526-17 |Cong ty TNHH lién Sb 40 Pai 16 Ty Do, Khu [DPot 17: Quyét dinh 6 Tén maéi: Metformin Stella
Stada 1000 hydroclorid phong thich vién, hop 6 vi x doanh Stellapharm -  |cong nghi¢p Viét Nam - 3412/Qb-BYT ngay 1000 mg
mg MR kéo dai 10 vién Chi nhénh 1. Singapore, phuong An 27/7/2017
Phi, Thi x3 Thudn An, Cap nhat theo Vin ban sb
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
32 [Metformin Metformin 850 mg Viénnénbao |Hop4vix 15 VD-26565-17 [Cong ty TNHH lién  |S6 40 Pai 16 Ty Do, Khu  |DPot 16: Quyét dinh sb Tén méi: Metformin Stella 850
Stada 850 mg |hydroclorid phim vién, hop 6 vi x doanh Stellapharm -  |cong nghiép Viét Nam - 1832/Qb-BYT ngay mg
15 vién Chi nhénh 1. Singapore, phuong An 10/5/2017
Phu, Thi xa Thuan An, Cép nhat theo Van ban )
tinh Binh Duong 322/BYT-QLD ngay
21/01/2020.
33 |Azicine 500 Azithromycin (dudi 500 mg Viénnén bao [Hop 1 vix 3 VD-33095-19 |Chi nhanh Cong ty S6 40 Pai 16 Tu Do, KCN  |DPot 24: Quyét dinh sb Tén co s6 san xuét: Cong ty
dang Azithromycin phim vién, 6 vién, 8 TNHH LD Stada-Vié¢t |Viét Nam - Singapore, 207/QD-BYT ngay TNHH lién doanh Stellapharm -
dihydrat) vién, 10 vién Nam Thuén An, Binh Duong 21/01/2020 Chi nhanh 1.
Dia chi co 6 san xuit: S6 40
Pai 10 Tu Do, Khu cong nghiép
Viét Nam - Singapore, phuong
An Phu, Thi xa Thuin An, tinh
Binh Duong.
34 |Azicine 250  [Azithromycin (dudi 250 mg Vién nén bao |Hop 1 vix 6 VD-33889-19 |Chi nhanh Cong ty S6 40 Pai 16 Ty Do, KCN  |Pot 24: Quyét dinh sb Tén co sO san xuit: Cong ty
dang Azithromycin phim vién, 8 vién, 10 TNHH LD Stada-Vi¢t |Viét Nam - Singapore, 207/QD-BYT ngay TNHH lién doanh Stellapharm -
dihydrat) vién Nam Thuén An, Binh Duong 21/01/2020 Chi nhéanh 1.
Dia chi co so san xuét: S6 40
DPai 10 Tu Do, Khu cong nghiép
Viét Nam - Singapore, phuong
An Phu, Thi xa Thuin An, tinh
Binh Duong.
35 |Clarithromyci |Clarithromycin 500 mg Viénnénbao |Hop2vix 7 VD-26559-17 |Congty TNHH Lién |S6 40 Pai 16 Ty Do, Khu |Bot 16: Quyét dinh s6 Tén thude: Clarithromycin
n STADA 500 phim vién; Doanh Stellapharm — |cong nghiép Viét Nam - 1832/Qb-BYT, ngay STELLA 500 mg
mg Hop4vix7 Chi nhanh 1 Singapore, Phuong An 10/05/2017.
vién Phu, Thi x4 Thuén An, Cap nhat theo vin ban sb
Tinh Binh Duong 322/BYT-QLD, ngay
21/01/2020.
36 |Felodipin Felodipin 5mg Viénnénbao [Hop 10 vix 10 | VD-26562-17 [Cong ty TNHH Lién [S6 40 Dai 16 Tu Do, Khu Dot 16: Quyét dinh sb Tén thudc: Felodipine
STADA 5 mg phim phéng vién Doanh Stellapharm —  |cong nghi¢p Viét Nam - 1832/Qb-BYT, ngay STELLA 5 mg retard
retard thich kéo dai Chi nhénh 1 Singapore, Phuong An 10/05/2017.

Phu, Thi xa Thuan An,
Tinh Binh Duong

Cap nhat theo vin ban sb
4928/BYT-QLD,
23/08/2018.

Cép nhat theo van ban $6
322/BYT-QLD, ngay
21/01/2020




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb

37 |Rosuvastatin |Rosuvastatin 10 mg Viénnénbao |Hop3vix 10 [VD-19690-13 |Céngty TNHH Lién [S6 40 Dai 16 Ty Do, Khu  [Pot 10: Quyét dinh Tén thudc: Rosuvastatin

STADA 10 mg |(dudi dang phim vién Doanh Stellapharm — |cong nghiép Viét Nam - 241/Qb-BYT, ngay STELLA 10 mg
Rosuvastatin calci) Chi nhanh 1 Singapore, Phuong An 23/01/2015.

Phu, Thi xa Thuan An, Cép nhat theo van ban s6

Tinh Binh Duong 17248/QLD-CL, ngay
24/10/17.
Cap nhat theo vin ban sb
322/BYT-QLD, ngay
21/01/2020.

38 |Panfor SR-500|Metformin Metformin Vién nén Hop 5vix20 | VN-20018-16 |Inventia Healthcare F1-F1/1, Additional Dot 15: Quyét dinh sb Tén co so san xuét: Inventia

hydrochlorid 500 mg |hydrochlorid |phdng thich vién Pvt. Ltd Ambernath M.1.D.C.. 235/Qb-BYT ngay Healthcare Limited
500 mg cham Ambernath (East), Thane |23/01/2017
421 506 Maharashtra State |Cap nhat theo Van ban sb
- India 4231/BYT-QLD ngay
27/7/2017.
39 [Panfor SR- Metformin 1000 mg Vién nén Hop 5vix20 | VN-20187-16 |Inventia Healthcare F1-F1/1, Additional bot 15: Quyét dinh s Tén co s& san xuat: Inventia
1000 hydrochlorid; phong thich vién Pvt. Ltd. Ambernath M.1.D.C., 235/Qb-BYT ngay Healthcare Limited
cham Ambernath (East), Thane |23/01/2017
421 506 Maharashtra State |Cap nhat theo Van ban sb
- India. 4231/BYT-QLD ngay
27/7/2017.

40 |Panfor SR-750|Metformin 750 mg Vién nén Hop 10 vix 10 | VN-20188-16 |Inventia Healthcare F1-F1/1, Additional bot 15: Quyét dinh s Tén co s& san xuat: Inventia

hydrochlorid phong thich vién Pvt. Ltd. Ambernath M.I.D.C., 235/QDb-BYT ngay Healthcare Limited
cham Ambernath (East), Thane |23/01/2017
421 506 Maharashtra State |Cap nhat theo Van ban sb
- India. 4231/BYT-QLD ngay
27/7/2017.

41 [Perglim M-1 |Glimepiride; Glimepiride 1 |Vién nén Hop 16nx 5 VN-20806-17 [Inventia Healthcare  [F1-F1/1, Additional Dot 18: Quyét dinh sb Tén co s6 san xudt: Inventia
Metformin mg; phong thich hop nho x 1 vi Pvt. Ltd. Ambernath M.I.D.C.. 4764/Qb-BYT ngay Healthcare Limited
hydrochloride Metformin cham 20 vién; Hop 5 Ambernath (East), Thane |24/10/2017

hydrochloride vi x 20 vién; 421 506, Maharashtra Cap nhat theo Vian ban sb
500 mg Hop 1 vix 20 State, India 525/QLD-CL ngay
vién 18/01/2019 ctia Cuc QLD

42 |Perglim M-2 |Glimepiride; Glimepiride 2 |Vién nén Hop lonx 5 VN-20807-17 |Inventia Healthcare F1-F1/1, Additional Dot 18: Quyét dinh s6 Tén co s6 san xudt: Inventia
Metformin mg; phong thich hop nho x 1 vi Pvt. Ltd. Ambernath M.I.D.C.. 4764/Qb-BYT ngay Healthcare Limited
hydrochloride Metformin cham 20 vién; Hop 5 Ambernath (East), Thane |24/10/2017

hydrochloride
500 mg

vi x 20 vién;
Hop 1 vix 20
vién

421 506, Maharashtra
State, India

Cap nhat theo Vian ban sb
525/QLD-CL ngay
18/01/2019 cua Cuc QLD




STT Tén thudc Hoat chat Ham lwgng | Dang bao ché Quy cach S6 diing ky Co s& san xuat Dia chi co sé sin xuat, S$6, ngay, N@i dung ciap nhat
dong goi Nudc san xudt quét dinh cong bb
43 (Gly4par 30 Gliclazid 30 mg Vién nén Hop3vix 10 |VN-21429-18 |Inventia Healthcare F1-F1/1, Additional Pot 22: Quyét dinh sb [Tén co so san xuit: Inventia
phong thich vién Private Ltd. Ambernath M.1.D.C. 31/Qb-QLD ngay Healthcare Limited
kéo dai Ambernath (East), Thane |18/01/2019 ctia Cuc QLD
421 506, Maharashtra State
44 |Gly4par 60 Gliclazid 60 mg Vién nén Hop3vix 10 |VN-21430-18 |Inventia Healthcare F1-F1/1, Additional Pot 22: Quyét dinh s [Tén co so san xudt: Inventia
phong thich vién Pvt. Ltd. Ambernath M.1.D.C. 31/Qb-QLD ngay Healthcare Limited
kéo dai Ambernath (East), Thane |18/01/2019 ctia Cuc QLD
421 506, Maharashtra State
45 |Amdepin Duo |Amlodipin (dudi Amlodipin Viénnénbao  |Hop tox 10 VN-20918-18 |Cadila 1389, Trasad Road, Pot 20: Quyét dinh sb [Pia chico sé san xuat: Plot No.
dang amlodipin (dudi dang phim hop nho x 1 vi Pharmaceuticals Ltd. |Dholka-387 810, District: |5152/Qb-BYT  ngay 1389, Trasad Road, Dholka,
besilat); amlodipin x 10 vién Ahmedabad, Gujarat State |23/8/2018 City: Dholka - 382 225,
Atorvastatin (dudi  |besilat) 5 mg; District: Ahmedabad, Gujarat
dang atorvastatin Atorvastatin State, India
calcium) (dudi dang
atorvastatin
calcium) 10
mg L[]
46 [Gliclada Gliclazide 60 mg Viénnéngiai |[Hop 8vix 15 |VN-21712-19 |KRKA, D.D.,Novo [Smarjeska Cesta 6, 8501 |Dot 23: Quyét dinh s Quy cach dong goi: Hop 2 vi
60mg phong kéo dai  |vién Mesto Novo Mesto, Slovenia 4007/QD-BYT ngay |[x 15 vién
modified - 03/9/2019
release tablets
47 |Parazacol 150 |Paracetamol Mbi g6i 901,2 [Thudc botsui  |Hop 12 goi VD-28089-17 [Céng ty cb phin dugc |Thanh Xuén, Séc Son, Ha Dot 18: Quyét dinh s Dang bao ché: Thudc cdm

mg chua:
Paracetamol
150 mg

bot

phim Trung wong 1 -
Pharbaco

No6i

4764/QD-BYT
24/10/2017

ngay

sui bot
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BOYTE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Pjc lap - T do - Hanh phiic
86: L,itp /QLD-PK Ha Ngi, ngay 0% thdng A2~ ndm. 2019
Vv théng béo thay b1 e co s¢ E
dang ky, o §& san XuAt

Kinh gm Cong ty TNHH Lién doanh Stellapharm.
Dia chi: K6371 Nguyén Thi Séc, ap My Hoéa 2, xd Xudn Théi Dong,
huyén Hoc Mon, Tp. HCM.

Ngdy 24/10/2019, Cuc Quén ly Dugc nhén hd so dang ky thay ddi cua
cdng ty (so t1ep nhgm 4461!1’ DTN) vé viée thay dcn tén co s¢ déng ky, co s@ san
xuét d6i v6i thude san xuat trong nudc da duoe cap sb dang ky luu hanh.

Cén clir Thong tu 6 32/2018/TT- BYT ngay 12/11/2018 cia Bo trudng Bo
. ¥ig quy. dinh viée déng ky Iuu hanh thuoc nguyen liéu lam thuoc
" Cin ctt két lun tai Bién ban thm dinh hd so thay di/bd sung cua céng
ty, Cuc Quén 1y ; Dugc c6 ¥ kién nhu sau: a

-Bong y @& cong ty dugc thay ddi tén co s& ding ky co s& san xuét dbi vm
222 thudc thea danh muc dinh kém céng vén ndy, cu thé nhur sau:

1, Thay déitén co s& ding ky:

- Tén ¢co sé& dang ky da phé duyét: Corig ty TNHH Lién doanh Stada —
Viét Nam.

- Tén co s¢ déng ky thay dm Cong ty TNHH Llen doanh Stellapharm.

2. Thay dbi tén cor 6 san xudt: -

- Tén co s& san xudt da phé duyét: Ch1 nhanh Cong ty TNHH Lién doanh
Stada — Viét Nam.

- Tén co s& sin xuat thay ddi; Cong ty TNHH Lién doanh Stellapharm-
Chinhénh 1.

Ngeai ndi dung duqgc thay bi trén, tit ca cc ndi dung khac gifr nguyen
nhu hd so ding ky thudc huu tai Cuc Quan 1y Duge.

Co s& dang ky, co s¢ san xuht phai chiu trich nhiém vé chét luung dbi voi
thudc lwvu hanh trén thi truong va co trach nhlem ﬂmng béo su thay d6i nay dén
céc co quan lién quan va khach hang,

Sau 06 thdng ke tlir ngay ky cong vén nay, thubc khéng duo‘c san xuat voi
céendi dung cfi di d& nghi thay dbi.

Cuc Quén ly Dugc théng bo & cong ty biét va thue hién diing cdc-quy
dinh ctia Viét Nam vé san xuét va luu hanh thude./.

.Ngzh mtwn ' _ KT. CUC TRUONG
- Nbu trén; 2 i . \
- CT, Vit Tudn Cudng (48 b/e); iy PG TRUONG

- Liru: VT, DK (Chi).

.



BQYTE CONG HOA XA HQI CHU NGHIA VIET NAM
CUC QUAN LY DUQC PHc 1ap - Trr do - Hanh phiic

DANH M'UC ;
Cic thudc dé nghl thay ddi tén co s& ding ky, co s& sdn xuét
(Kém theo cong vin so.zaz%/QLD-DK ngay04 thang 42. ndm 2019)

i i b Tén thudc Sé diing ky
L. | Acyclovir STAﬁAéoo mg VD-26553-17
2. | Acyclovir STADA 400 mg VD-21528-14
3. | Acyclovir STADA 800 mg VD-23346-15
4. | Acyclovir STADA 800 mg VD-29496-18
5. | Adefovir STADA 10 mg VD-25027-16
6. | Albendazol STADA 200 mg D-26554-17
7. | Algelstad VD-23335-15
8. | Allopurinol STADA 300 mg VD-23985-15
9. | Almasane VD-23962-15
10. | Arastad 20 VD-17765-12
1L | Argistad 1G VD-23336-15
12 | Aspirin STADA 81 mg VD-27517-17
13. Asth.ri:‘la‘;:inlﬂ‘ VD-26555-17
14. | Asthmatin 4 VD-26556-17
09, | Auttmafins VD-26557-17
16. | Atenolol STADA 100 mg VD-29497-18"
17. | Atenstad 50 VD-25980-16
18 | asicine VD-20541-14

19 | Acicine 500, . VD-33095-19
20. | Bamstad VD-32398-19
,21. | Betahistine STADA 16 mg VD-25487-16
22. | Bicimax  VD-26558-17
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- 23. | Bisoplus HCT 5/12.5 VD-18530-13
24, | Bisoplus HCT 10 mg/25 mg VD-19188-13
25. | Bisoprolol 2.5 mg Tablets VD-32399-19
26. | Bisoprolol STADA 10 mg VD-21529-14
27. | Bisoptrolol STADA 5:mg VD-21530-14
9% | Biscstad 5"5 : VD-24559-16
29. | Bisostad 5 VD-23337-15
30. | Calcium STADA 500 mg VD-27518-17
31. | Calcium STADA. Vitamin C, PP VD-25981-16
32. | Captopril STADA 25 mg VD-22668-15
33. | Captopril STADA 25 mg D-27519-17
34. | Carvestad 12.5 VD-22669-15
35. | Carvestad 6.25 VD-29498-18
36.. | Cetirizine STADA. 10 mg VD-30834-18
37. | Citalopram STADA 10mg VD-27520-17
38."| Citalopram STADA 20 mg VD27521-17
39. | Clarithromycin STADA 250 mg VD-31395-18
40. | Clarithromycin STADA 500 mg VD-26559-17
41. | Clindastad 150 VD-24560-16
42. | Clopistad VD-23964-15
43. | Cotrimstada | VD-23965-15
44. | Cotrimstada forte VD-23966-15
45. | Diltiazem STADA 60 mg VD-27522-17
46. | Diosmin 500 VD-22349-15
47. | Domperidon STADA 10 mg VD-28558-17
48. | Dudencer VD-23338-15
49, | Batrio QLDB-787-19
50. | Efavirenz STADA 600 mg VD-26560-17




51.

Elnitine VD-32400-19
52. | Enalapril STADA 10mg VD-21768-14
33. | Enalapril STADA 5 mg VD-26561-17
54. | Entecavir STADA 0.5 mg QLDPB-560-16
35 Esqmepmzol.'STADA 2 mg VD-23339-15
56. Esomeprazol STADA 40 mg VD-23967-15
57. | Febustad 40 QLDB-687-18
58. | Febustad 80 QLDPB-563-16.
59. | Felodipin STADA 5 mg retard VD-26562-17
60. | Fenostad 160 VD-26563-17
61. | Fenostad 200 V/D-25983-16
62. | Fexostad 120 VD-25478-16
63. | Fexostad 180 VD-23968-15
64. | Flucoldstad VD-18109-12
65. | Fluconazol STADA 150 mg - VD-32401-19
66. | Fluotin 20 VD-18851-13
67. | Fluzinstad 5 VD-25479-16
68. | Gastryistad VD-25986-16
69. | Gemfibstad 300 VD-24561-16
70. | Glimepiride STADA 2 mg VD-24575-16
71. | Glimepiride STADA 4 mg VD-23969-15.
72. | Grippostad C VD-23340-15
73 Hemarexm : VD-16718-12
74. | Ibuprofen STADA 600 mg 'VD-26564-17
T | adepirs VD-26574-17
76. | Irbesartan STADA 150 mg VD-19189-13
77. | Irbesartan STADA 300 mg VD-18533-13
78. | Franstad - VD-22671-15




79.

Keamine | VD-27523-17
80. | Kidviton vn-zzooé-m
81. | Lactulose STADA VD-27524-17
82. | Lamiyudin STADA 150 mg VD-32402-19
83. Lamone 100 VD-21099-14
84. | Lamivudine Tablets 150 mg VD-29499-18
85. | Lamostad 100 VD-24562-16
86. | Lamostad 200 VD-24563-16
87. | Lamostad 25 VD-25480-16
88. | Lamostad 50 VD-24564-16
89. | Lamzidivir ¥D-29500-18
90. | Lansoprazol STADA 30 mg VD-21532-14
91. | Lercastad 10 VD-21101-14
92. | Levetstad 250 VD-21104-14
93. | Levetstad 500 VD-21105-14
94. | Levofloxacin STADA 250 mig, VD-31396-18
95. | Linestad 600 VD-25984-16
96} Lipistad 10 VD-23970-15
97. | Lipistad 20 VD-23341-15
98. | Lirystad 150 VD-30107-18
99. | Lirystad 75 VD31397-18..-
100. | Lisinopril STADA 10 mg VD-21533-14
- 101. | Lisinopril STADA 2,5 mg VD-23342-15
102. | Lisinopril STADA 20 mg VD-23343-15
103, | Lisinopril STADA 5 mg VD-22672-15
104. | Lisiplus HCT 10{-12.5- VD-17766-12
105. | Lisiplus HCT 20/12.5 vn-wiii_—lz
106. | Liverstad 140 VD-22673-15




107, | Loperamid STADA VD-23971-15
108. | Loperamid STADA VD-25985-16
105. | Lorastad 10 Tab. VD23354-15
110. | Lorastad D VD-23353-15
i11. | Lorastad Sp. VD-23972-15
112. | Loratadin STADA. 10 mg VD-24566-16
113. | Losartan STADA 100 mg VD-23973-15
114. | 1 psartan STADA 12,5 mg VD-23974-15
115. | Lostad HCT 100/12,5 mg VD-27525-17
116. | Lostad HCT 100/25 mg VD-23975-15
117. | Lostad HCT 50/12.5 VD-24567-16
118. | Lostad T25 VD-21534-14
119. | Lostad T50 VD-20373-13
120. L-Staﬂoxm 500 VD-24565-16
FETH frew ) S VD-23355-15
129, | Metformin STADA 1000 mg B
123. | Metformin STADA 500 mg VD-23976-15
124. Metformm STADA 850 mg VD-26565-17
125. | Mirastad 30 VD-27527-17
126. Myopaiﬁ-lso Vi)-20084-13
127. | Myopain 50 .-VD-ZO'OSS-I-S-
128. | NAC 200 eff vD-22674-15 ' |
129. | Nebivolol STADA 5 mg VD-23344-15
130. | Neuronstad  VD-26566-17
131. | Nifedipin T20 etard VD-24568-16
132, | Odistad 120 VD-21535-14
133. | Odistad 120 VD-26567-17
134. | Oistad 60  VD-12624-10




¢ 135

Olanstad 10 VD-27528-17
136. | Olanstad 5 VD-25481-16
137. | Osarstad 80 VD-26571-17 |
138. Pa.’uto‘st‘_'id‘l}o CAP VD-17211-12
139. | Pantoprazole STADA 40 mg VD-33096-19.
140. | Pantostad 20 VD-18534-13
141. | pantostad 40 VD-18535-13
142. | Partamol 150 VD-24569-16
143, | partamol 250 VD-18852-13
144. | partamol 325 VD-21536-14
145. | Partamol 500 ayD-21111-14
146. | Partamol §0 VD-23977-15
147. ,fmlc, VD-21112-14
- 148. | Partamol Codein eff. VD-14577-11
149. Partamol Cadein Tab. VD-29504-18
150, | Pagtamol off VD-24570-16
1si, Pa}tamol.Téb; | VD-23978-15
-152. | Partamol-Cafein VD-21113-14
153. | Pracetam 1200 VD-18536-13
154. | Pracetam 400 Vi).-2ﬁi'675..-153
155. | Pracetarn 400 CAP VD-25554-16.
156. | Pracetam 800 VD-18538-13 i
157. | Pranstad 1 VD-21114-14
158. | pravitee | VD-22346-15
159: | Praxinstad 400 VD-21115-14
160. | Quetiapin STADA 200 mg VD-27530-17
161. | Quetiapin STADA 100 mg VD-27529-17
162. | Quetiapin STADA 25 mg VD-27531-17
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163. | Rabestad 20 VD-20543-14
164. Ribastad 200 VD-‘3-2403—19
165. | Risperstad 1 VD-18853-13
166. | Risperstad 2 VD-18854-13
167, Rom§m STA.D_'Aio mg @-1969’0—13
168. | Rosuvastatin STADA 20 mg VD-19691-13
169. Scanax 500 VD-22676—15
170. | Seameuron VD-22677-15
171. | Scammeyiron-Forte VD-22013-14
172. | Sestad VD-30835-18
173. | Sezstad 10 - VD-21116-14
174. | sifstad 0.18 VD-27532-17
175. | Sifstad 0.7 VD-27533-17
176. Slmvastatln STADA 10 ﬁﬁg VD-22347-15
177. | Simvastatin STADA 10 mg VD-26568-17
178. | Simvastatin STADA 20 mg VD-30836-18
179, Staclazide 30 MR VD-28559-17
180. | Staclazide 60 MR VD-29501-18
181, | Stacytine 200 VD-20374-13
182. | Stacytine 200 CAP VD-22667-15
183. | Stacytine 600 | VD-23979:15
184, .Sfad'ejﬁne; VD-27542-17 . ~{
185. | Stadleucin VD-27543-17
186. Stadloric 100 VD-25555-16
187. | Stadloric 200 ' vn-zészsals
188. | Stadnex 20 VD-23980-15
189. | Stadnex 20 CAP VD-22345-15
190. | Stadnex 40 VD-23981-15
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191. | Stadnex 40 CAP VD-22670-15
192. Stadnolol 50 VD-23963-15
193. | Stadovas 10 Tab. VD-30105-18
194. | Stadovas 5 CAP .\-ID-19692-I'3
195. | Stadovas 5 Tab. VD-30106-18
196. | Stadpizide 50 VD-25028-16
197. | Stadsidon 20 VD-25482-16
198. | Stadxicam 7.5 VD-21109-14
199. | Statripsine VD-21117-14
200. | Tadalafil STADA 10 mg VD-21118-14
201. | Tadalafil STADA 2,5 mg & VD-29502-18
202. | Tadalafil STADA 20 mg ~ VD-25483-16
203. | Tadalafil STADA 5 mg VD-24571-16
204. | Tamsustad | VD-22348-15
205. | Tefostad T300 VD-23982-15
206. { Tefostad 300 VD-28560-17
207. Telmisartan STADA 40 mg VD-22679-15
208. | Telmisartan STADA 40 mg VD-26569-17
209. | Telmisartan STADA so: mg VD-23345-15
210: Telmisartan STADA 80 g VD-25484-16
211. | Trimefazidin STADA 20 mg VD-27534-17
212, | Trimetazidine STADA 35 mg YD25029-16
m -
213. | Tusstadt VD-23983-15
214. | Ultradol - VD-22007-14
215. | Valsartan STADA 160 mg VD-25030-16
. 216. | Valsartan STADA 40 mg VD-26570.-17
- 217. | Venlafaxine STADA 37,5 mg VD-25485-16
218, Venlafaxine STADA. 75 mg
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219. | Vitamin C STADA 1 g

VD-25486-16

220. | Vorifend 500 VD-32594-19

221. | Vorifend Forte VD-27535-17

223, | Zopitad 1.5 VD-18856-13
Danh myc gbm 09 trang 222 thubc./.
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 BOYTE  CONGHOA XA HOI CHU NGHIA VIET NAM
CUC QUAN LY DUQC Pjc 1ap - Tw do - Hanh phic
$6: 420/ IQLD-PK Ha Ngi, ngay 0.5 thing 4 ndm 2020
Ve thay dbi tén thide thank phidm, j
mau nhan

Kinh gitri: Céng ty TNHH Lién doanh Stellaphdarm
Pia chi: K63/1 Nguyen Thi Séc; 4p My Hoa 2, x4 Xuén Théi Déng, huyén
Hoe Mén, Tp. HCM.

Cuc Quan Iy Dugc nhan duoc hd so b t1ep nhin 4662/TDTN ngay
05/11/2019 @bt v6i thudc san xuét trong nude 43 duge cép gidy dang ky luu hanh.

Cén ¢t Thong tu $6 32/2018/TT- BYT ngdy 12/11/2018 ctia B4 trrdng B§ Y
t& quy dinh viéc dang ky luu hanh thuéce, nguyén liéu lam thubic; Thong tw sb

‘01/2018/TT BYT ngay 18/01/2018 cia B§ truéng Bo Y té quy dinh ghi nhan

thubc, nguyén lidu lam thudc va t& huo‘ng din sir dung thuoc,
Can ot két luén tai Bién ban thim dinh hd so thay dbi/bb sung cla cong ty,
Cuc Quan ly Duge £6 ¥ kién nhur sau:
 Ddng ¥ d& cong ty duge thay @bi tén thude thanh phém, mau nhén dbi véi

thube. Entecavir STADA 0.5 mg; s6- ding ky: QLPB-560-16, cu th& nhw sau:

I. Thay dbi tén thube:

-Tén thuoc da phe duyét: Entecavir STADA 0.5 mg.

- Tén thube thay dbi: Entecavir STELLA 0.5 mg.

2. Thay d6i mAu nh#in: Mau nhén thay d6i dugc déng d4u xéc nhan cta Cuc

Quén Iy Duoc kém theo Cong van. nay.

Ngoai ndi dung dugc thay ddi trén, tht c& cac ndi dung khic giif nguyén nhu

hé so dang ky thude luu tai Cue Quan ly Duge.

Ca s& ding, ky, co 6 san xudt phéi chiju trach nhiém v& chit luo‘ng aéi véi
thude luu hanh trén thi truding va ¢6 trach nhigm théng béo su thay di ndy dén céo
co quan lién quan va khach hang.

Sau 06 thang ké tir ngay ky cdng vén nay, thudc khong dugce san xult véi,
céc noi dung cii da dé nghi thay doi.

Cuc Quéan Iy Duge thong béo dé cong ty biét va thuc hién ding céc quy dinh
ciia Viét Nam v& san xuéf va Iuu hanh thude./.

o KT. CUC TRUONG
- Nhurtrén; ' _ E
- Cuc trirotig (d€ ble)y o CUC TRUONG

- Linu: VT, BK (Chi).
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ek - | Entecavir st C DATLAI
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et o CHE KIEN (VND) (VAT) DOANH NGHIE Bkl
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Entecavir (durdi dang e 2
Entecavir t Hh Vien nen bac 5 : : = % i 5 i

Entecavir monohydrat) 0.5 mg 893114106523 g Hap 3 wix 10 wien Wign 28,500 Cang ty THHH Lign Doanh Siellapharm - Chi nhanh 1 Vit Nam
Stefla 0.5mg phim . -

0,5mg

https:/fdichvucong.dav.govan/congbogiathuoc/index#




H - a £ - QD1572 G111 Nam 2023 - 161222 - Cong bo - Excel m - x

File Home Insert Page Layout Formulas Data Review View @ Tell me what you want Sign in Q,_ Share

Kig44 - % v
Al B €| Db [ E [ E |49 [ H | [ [ 1 K L | M | N | O | P [ Q | R| 5 |
1l PHU LUC
2 DANH MUC KET QUA LUA CHON NHA THAU CUNG CAP THUOC NAM 2023 - 2024 (LAN 1)
3 GOI THAU S0 01: THUOC GENERIC
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