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BOY 11 CONG HOA XA HOI CHU NGHIA VIET NAM
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THONG BAO
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Ve vige clip nhidt thong tin duge Iy d6i viri ché philm chira diacerein

y 19/9/2014, co quan quin 1y Duge phim Chiu Au (EMA) ¢ ri quyét dinh

cudi clng vé vige sir dung cic che pham ¢d chira dincercin suu khi hads thank dink gid

lon dch — nguy ¢ eda thudc

Can o cOng van s 5543/QLD-DK ngdy 27/03/2013 cia Cyc Quan 1y Duge - Bo
Y 1 thing bao vige ciip nhit thing tin vé chi dinh, lidu ding, cach ding. ching chi
dinh vit cinh bdo, thin trong khi sir dung thude dincerein;

cin luw § chi dinh, licu dong, chong chi
Bo

Gidm dd¢ bénh vién véa clu che béc
] .
dinh vé vi¢c su dung thudc dincerein phai theo hudmg dan cun Cye Quin Iy Duoc

Y 1, cutheé nhu sau

1. Chi dinh

Didu trj trigu chimg cho cic bénh nhiin thodi hoo khap héng hofie Khop gdi v
¢ dung chim. Khong khuyén cdo didu tri bing diacercin cho nhimg bgnh r
Ida kho

vii Dincerien

n thod:

Sig O Hén trign nhanh do nhimg bénh nhin nay ¢o thé dap img véu hon

2. Lidu ditng v cich ding
- Lidu hieyny vis cdeh ding triede diy

2 vién moi nghy (moi vién chirs discerten S0mg), chio lam

+ Negubi 1on ud
2 lan trong birs An
v Do1 voi b§oh nhin suy thin, gidm mdt nia licu & bénh nhdn &) thanh tha
Creatinin dwéd 30mUpht
- Lién lugng vt cdeh ding mai
+ Bo sung Khuyén cdo “Vide sir dung discerein nén dugc bat dau bai bic i
0 Kinh nghidm trong didu trj thodi hoa khop'

Thay doi litu trén ngudi lom, do mée 50 bénh nhin ¢6 the by di ngoai §

bita 11 trong vong 2-4 tudn ddu tién. Sau dd, cb the ting 1&n lica S0

12 holdic tidu chdy, lide Khin didu khuvén cio cda discerein 1 50n

g x 2lan‘ngay

Khi d6 nén udng thude cing vl biva fin (md vién vie b sing va vién con lai vike

i Iy

bitn 108). Thude phal duge nudt nguvén ven (Khdng duge Bim vo thute) v

mrex

Ngoai ra, Uit ¢a cac thing tm veé liéu ding cho bénht nhdn suy gan (néu co)

cin duge aoa Khds nnmg « sir dung vi diacerein di bj ching chi dinh cho 181 ¢t
bénh nhiin cd bénh vé gan

A Chong chi dinh

- Khuveén cio Khimg k€ diacerein cho bénb nbdn trén 65 tuoi
]

t Ky bénh nhin

Can bd y 1€ khong ké dom che che plsm chio discerein cho b

nio dang mic cic bénh gan hay cd tién sir cic binh vé gan v cin gldm it chit che

chire ndng gan trong suot qua trinh dicu tn
4. Cinh bdo vi thiin trong Khi sir dyng thube

Uibng dincerem thudmg xuyén ¢ the giy tidu chiy e do din tof mar moog v
gidem kali min, Bénh nhin nén ngimg thudc khi bj tiéu chay va trao dbi voi hée si didu

tr] vé cie bién phap digu tr thay thé

Giuam doc bénh vién dé 1 Triromg cde dom v) phad bien dén todn the cac bic sl

ndl dung théog bao trén vi thye hign dimg theo haiimg dan Cye Quin Iy Daoc - Bo Y
Té. Ca nhan & chiu trach nhi¢gm vige sal xM vé chi dinh ké dom thuite ducerdin ¢h

bénh nhiin
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THU NGHIEM LAM SANG: Thir thudc trén 1am sang Ia hoat
dong khoa hoc nghién ctru thudc trén nguwdi nham xac minh
hiéu qué 1am sang, nhan biét, phat hién phan rng c6 hai do tac
ddng cla san pham nghién clru; kha nang hap thu; phan bo ;
chuyén héa; thai trr cia san pham do, xac dinh sw an toan va
hiéu qua cla thudc. (GCP-BYT)

New Drug Clinical Trials

Downward Trend: Only 16 out of every 100 drugs that enter Phase 1 will make it to FDA approval.
Phase 1 NS Phase2 "\ $$ Phases

FDA Review /

Checking for Checking for Confirm Phacad trials
Safety Efficacy results

20-100 volunteers 100 - 500 patients 1,000 — 5,000 patients Safety surveillance in
[*" state of testing How well does - Drug MUST be safe ‘Real-life patients
in humans the drug work? - Comparison with current
'oold standard' treatment

L& Ngoc Anh (6/4/2015). Cac md hinh quan Iy va diéu hanh nghién ctru khoa hoc. Giao
ban Hoi trudng A. Bénh vién Cho Ray.



Vai suy nghi

e Thong tin y khoa luén thay déi
* Thong tin tv HOi chuyén khoa nhanh hon tw
sach

e Cac an pham cua khoa nén ghi rd thoi gian cap
nhat, nguwoi bién soan






