THUOC PUQOC FDA CHAP THUAN

Drugs@FDA bao gdm théng tin vé thudc ké ca cac ché pham sinh hoc dwoc st dung cho

ngudi khéng bao gdm céc san phdm duwoc FDA ch3p thuan do Trung tdm Danh gid va Nghién

ctu Sinh hoc quan ly (vi du: vac-xin, ch& phdm gay di (r'ng, mau va ch& pham tr mau, dan xuat

huyét tuong, san pham cua liéu phdp té€ bao va gen).

Doi vdi thude ban theo don, Drugs@FDA thuong dinh kém thdng tin trén nh3n gan day
nhat d3 duoc FDA chap thuan (vi du: Thong tin ké don va nhan d3 dwoc FDA chap thudn néu
cd), théng tin quy dinh va danh gia cla FDA dé dénh gid tinh an toan va hiéu qua cla thudc.

Theo d6, ngay 17/01/2023 FDA d3 cong khai 29 phé duyét bao gdbm ca phé duyét cudi
cung va phé duyét dy kién déi v&i cac phé duyét lan dau va bé sung ké tir ngay 13/01/2023.

Mot s6 phé duyét cling cd thé duoc bé sung vao co s& dit liéu vé thubc cha FDA sau khodng

thoi gian nay. Déi vdi cadc bdo cdo dugc phé duyét toan dién, ban doc cé thé tham khao muc "

All Approvals-Tat ca cac ndi dung duwoc Phé duyét" hang thang trén Drugs@FDA.

Danh muc 29 ché& pham cu thé nhu sau:

DANG BAO CHE/

STT TEN THUOC HOAT CHAT HAM LUONG BUONG DUNG GHI CHU

1 | CRESTOR ROSUVASTATIN CALCIUM 5MG VIEN NEN, UONG
2 | CRESTOR ROSUVASTATIN CALCIUM 10 MG VIEN NEN, UONG
3 | CRESTOR ROSUVASTATIN CALCIUM 20MG VIEN NEN, UONG
4 | CRESTOR ROSUVASTATIN CALCIUM 40MG VIEN NEN, UONG
5 | EXJADE DEFERASIROX 125MG VIEN NEN, UONG
6 | EXJADE DEFERASIROX 250MG VIEN NEN, UONG
7 | EXJADE DEFERASIROX 500MG VIEN NEN, UONG

Co quan xac

dinh san pham

AMITRIPTYLINE khong bi

8 | LIMBITROL HYDROCHLORIDE; 12.5MG; 5MG | VIEN NEN, UONG | ngitng  san

CHLORDIAZEPOXIDE xuat hay thu

hoi vi ly do an

toan/hiéu qua.

Co quan xac

dinh san pham

AMITRIPTYLINE khong bi

9 | LIMBITROL DS HYDROCHLORIDE; 25MG; 10MG VIEN NEN, UONG | ngitng  san

CHLORDIAZEPOXIDE

xuat hay thu
hoi vi ly do an
toan/hiéu qua.



https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=reportsSearch.process&rptName=1&reportSelectMonth=1&reportSelectYear=2023&nav#navigation

MIDAZOLAM IN

10 | 0.8% SODIUM MIDAZOLAM f’f&ﬂg//l\sﬂ(i')m THUOC TIEM, IV
CHLORIDE
MIDAZOLAM IN
11 | 0.8% SODIUM MIDAZOLAM (110&'\6/'/6[\;1?OML THUOC TIEM, IV
CHLORIDE
VIEN NANG,
12 | LOREEV XR LORAZEPAM 1IMG UBNG
VIEN NANG,
13 | LOREEV XR LORAZEPAM 2MG UBNG
VIEN NANG,
14 | LOREEV XR LORAZEPAM 3MG UBNG
VIEN NANG,
15 | LOREEV XR LORAZEPAM 1.5MG UBNG
Co quan xac
dinh san pham
khong bi
16 | DIAZEPAM DIAZEPAM 5MG/ML THUOC TIEM nglrtng  san
xuat hay thu
héi vi ly do an
toan/hiéu qua.
17 | KLONOPIN CLONAZEPAM 0.5MG VIEN NEN, UONG
18 | KLONOPIN CLONAZEPAM 1IMG VIEN NEN, UONG
19 | KLONOPIN CLONAZEPAM 2MG VIEN NEN, UONG
20 | KLONOPIN CLONAZEPAM 0.125MG VIEN NEN, UONG
21 | KLONOPIN CLONAZEPAM 0.25MG VIEN NEN, UONG
Co quan xac
dinh san pham
AMITRIPTYLINE khong bi
22 | LIMBITROL HYDROCHLORIDE; 12.5MG; 5MG VIEN NEN, UONG | ngltng  san
CHLORDIAZEPOXIDE xuat hay thu
héi vi ly do an
toan/hiéu qua.
Co quan xac
dinh san pham
AMITRIPTYLINE khong bi
23 | LIMBITROL DS HYDROCHLORIDE; 25MG; 10MG VIEN NEN, UONG | ngitng  san
CHLORDIAZEPOXIDE xuat hay thu
hoi vi ly do an
toan/hiéu qua.
24 | HALCION TRIAZOLAM 0.25MG VIEN NEN, UONG
25 | HALCION TRIAZOLAM 0.5MG VIEN NEN, UONG
26 | HALCION TRIAZOLAM 0.125MG VIEN NEN, UONG




27 | VALIUM DIAZEPAM 2MG VIEN NEN, UONG

28 | VALIUM DIAZEPAM 5MG VIEN NEN, UONG

29 | VALIUM DIAZEPAM 10MG VIEN NEN, UONG

Khi s&r dung san pham nay néu gdp phai phan &ng bat loi hodc cac van dé vé chat lwong cé thé bao
cdo vé chuong trinh MedWatch cta FDA theo link sau “https://www.fda.gov/safety/medwatch-fda-
safety-information-and-adverse-event-reporting-program/subscribe-medwatch-safety-alerts”./.

Ngubn dich: https://www.accessdata.fda.gov/scripts/cder/daf/index.cfm?event=report.page

Nguoi duyét Nguwoi dich

TS. Ha Hai Anh ThS. V6 Thi Bich Lién



https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/subscribe-medwatch-safety-alerts
https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program/subscribe-medwatch-safety-alerts

