BOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

CUC QUAN LY DUQC Doc 1ap — Tu do — Hanh phic
S6: 43 /QLD-BPK , Ha N¢i, ngay o7 thangg, nam021
V/v dinh chinh thong tin tai Quyeét
dinh cdp GPKLH

Kinh giri:  Céc co sd dang ky c6 thude duoc dinh chinh

Cuc Quan Iy Duoc nhan duge cong vian cua cac cong ty dang ky thude vé
viéc dinh chinh thong tin trong cac Quyét dinh cap Gidy diang ky lwu hanh thude
cua Cuc Quan Iy Duoc.

Can ctr ho so ding ky thude luu tai Cuc Quan Iy Duge, Cuc Quan 1y Duoc
thong bao dinh chinh mot s nodi dung tai cac Quyét dinh cap Gidy ding ky luu
hanh thudc d6i véi cac thude tai danh muc cu thé nhu sau:

Danh muc céac thuc duge dinh chinh thong tin tai Quyét dinh cip Gidy
dang ky luu hanh thuoc (Phu luc I kem theo Cong van nay).

Cuc Quan 1y Duoc thong bao dé cac don vi biét va thuc hién./.
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BOY TE

CUC QUAN LY DUQC

CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phic

Phu luc I
DANH MUC 13 THONG TIN THUOC PUQC PINH CHINH THONG TIN TAI QUYET PINH CAP GIAY PANG KY LUU HANH
THUOC
(Kem theo Cong van so 43 QLD-DK ngay o7 /01 Aop1cua Cuc Quan Iy Duoc)
STT| Tén thubc Co s diang ky | SO ding ky S6 Quyét Ngay ky | Noi dung dinh | Théng tin di ghi Théng tin dinh chinh
dinh ban hanh chinh
Quyét dinh
Cong ty cd phan Hoat chét chinh Moi 5ml chita: M&i 5ml chira: Fexofenadin
1 Penzima £ syPM P VD-34370-20 | 274/QD-QLD | 15/06/2020 1 = Fexofenadin Preelorid ;‘Om
M8 | hydrochlorid 300mg Y g
Amox1(311.1 " (dl?m dang Amoxicilin (twong duong
Amoxicilin trihydrat e
Cong ty c¢6 phan compacted) 875mg; Amoxicilin trihydrat
o | Auclanivl duoe pham | VD-27058-17 | 229/0D-QLD | 22/06/2017 |03 chatchinh, 1\ i Clavulanic (duei | cOmPacted) 875me; Acid
875/125mg ) ham lugng . Clavulanic (tuong
Tipharco dang Potassium .
x duong Potassium
Clavulanat ket clavulanat/Avicel) 125m
hop véi Avicel) 125ng £
Auclanityl | O &y 0 phan
3 275/12 53/1 duoc pham VD-27058-17 | 229/QD-QLD | 22/06/2017 | Dang bao ché Vién nén bao phim Vién nén dai bao phim
£ Tipharco
Cong ty c6 phan L, . -
4 | Tiphapred s duoe pham | VD-28062-17 | 406/QD-QLD | 19/09/2017 |F03t chatehinh, 1y 4 icolon Smeg Prednisolon (du6i dang

Tipharco

ham luong

Prednisolon acetat) Smg




STT| Tén thudc Cosé dang ky | SO diang ky S6 Quyét Ngay ky | Noi dung dinh | Théng tin di ghi Théng tin dinh chinh
dinh ban hanh chinh
Quyét dinh
. Hf‘)p 100 ong;x 2ml; Hop 100 dng x 2ml; hop
Cong hop 10, 100 ong x £ R
Nudc cét pha ty c¢6 phan duogc Quy cach déng |4ml; hop 100 éng x 10, 100 ong x 4ml; hop
5 catp yeop 1 VD-31981-19 | 108/QD-QLD | 27/02/2019 | <1 €31 €ONg [FM5 HOp £ 100 éng x 5ml; hop 10, 50,
tiém pham trung goi S5ml; hop 10, 50, 100 Z N
iy J . 100 ong x 8ml; hop
uong Vidipha ong x 8ml; hop 10, 50, 10. 50. 100 éne x 10ml
100 bng x 100ml 2O £
Ciprofloxacin ty cd C}(l)gf duoc Hoat chit chinh Cli\/[roolfi(éje:?ilnc?(;rli;i Mbi chai Sml chira:
6 P Y ;p | VD-29878-18 | 181/Qb-QLD | 27/03/2018 C ’ P . . Ciprofloxacin (dudi dang
0.3% pham trung ham lugng dang Ciprofloxacin Ciprofloxacin HCI) 15m
uvong Vidipha HCI) 15mg P &
Cong ty c¢6 phan
7 | Bidicarlin 1,6mg Dg‘;ﬁfgﬁf VD-32999-19 | 457/QD-QLD | 01/08/2019 |  Tén thudc Bidicarlin 1,6mg Bidicarlin 1,6g
(Bidiphar)
Cong ty c¢o phan
Dugc-TTBYT . dc tiém bot do .
8 |Bidicolis 4,5M1U| oS VD-33724-19 | 652/QLD-PK | 23/10/2019 | Dang bao ché | 11u0c tiem bOtdong | 0 e dong kho
Binh Dinh kho
(Bidiphar)
Ondansetron Cong ty c6 phn Hop 10 dng nhya, Hop
9 Bidiphar DuocTTBYT | 1y 3406320 | 274/0D-QLD | 15/06/2020 | QWY €4ch d0ng |5 & o nhwa, Hop 50 |110P 3 Ong, 10 ong, 20 ong,
$me/4m Binh Binh 201 éne nhua x 4ml 50 ong x 4ml
(Bidiphar) g Hiax
Cong
jo |Vitamin Bl ty ¢0 phan duoc 1y 570016 [547/0D-QLD | 15/11/2016 |08 Chat chinh, |G in B1 250mg | Thiamin nitrat 250mg
250mg pham trung ham lugng

uvong Vidipha




STT| Tén thudc Cosé dang ky | SO diang ky S6 Quyét Ngay ky | Noi dung dinh | Théng tin di ghi Théng tin dinh chinh
dinh ban hanh chinh
Quyét dinh
Cong
11 [Lamivudin 100 | ;ﬁgi‘:uizqc VD-25788-16  |547/QB-QLD | 15/11/2016 |Tén thuée Lamivudin 100 Lamivudin 100mg
uong Vidipha
Cong
12 |Diacerein ty c0 phan duoc 1y 5191514 [679/0D-QLD | 08/12/2014 | Ten thuée Diacerein Diacerein 50mg
pham trung
uong Vidipha
ty o Cl?;:f duoc Quy cach don E(?f io ;/(;Oxvzioxvs(;l | Hop 20 vi x 20 vién; hop
13 |Prednisolon 5mg | ¥ °P  |vD-21916-14  |679/QP-QLD | 08/12/2014 | 2 & [hoopid T 100 vi x 20 vién; chai 150
pham trung 201 vién; chai 150 vien: chai 500 vien
uwong Vidipha vién; chai 500 vién ’
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