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Ha N9i, ngay;J7 thang 8 nam 2017

Kinh giri: - Cac Benh vien, Phong kham da khoa GTVT;
- Cac Trung tam y t€ chuyen nganh GTVT;
- Cong ty c6 phan Benh vien GTVT ..

Ngay 15/8/2017, C\lC Quan 1;'diroc - B9 Y t€ c6 Cong van s6 12312/QLD
TT v~ viec cung c~p thong tin lien quan d€n tinh an toan cua thuoc can quang c6
chua gadolinium; thuoc chua codein, tramadol; thuoc chua hyoscine butybromide
dang tiem; thuoc chua risperidone; thuoc sat trung chua chlorhexidine gluconate.
N9i dung cu the cua Cong van tren duoc dang tai tren trang thong tin dien til cua
C\lC Y t€ GTVT - Dia chi: http://ha.mt.gov.vn - Muc: Thong tin thuoc.

C\lC Y t€ GTVT thong bao de cac don vi biet va thuc hien.', +
Noi nhiin:
- Nhir t;en (Qua website Cue Y t~ GTVT);
- Luu: VT, NVYD&TTBYT.

Vii Van Trien



BQYTE
cue QUAN LY DU(jC

86: A.MAl. /QLD-TI
VIv cung cap thong tin lien quan den tinh an

toan cua thuoc can quang co chua
gadolinium; thuoc chua codein, tramadol;
thuoc chua hyoscine butylbromide dang
tiem: thuoc chua risperidone; thuoc sat
trung chua chlorhexidine gluconate

CONG HoA xX HOI CHl) NGHiA VI:¢T NAM
DQc I~p • Tl! do • H~nh phuc

Ha Noi, nga» .Ar:. thdng ..~ ... niim 2017

Kfnh goo: - Sa Y t~ cac tinh, thanh pho tnrc thuoc Trung irong:
- Cac benh vien, vien co giirong benh tnrc thuoc BQY te.

Ngay 19/5/2017, HQi dong Tu van cap S6 dang ky hru hanh thu6c - B¢ Y t~ dff
h9P xet duyet dot 158 - d6i v6i thu6c trong mroc va dot 97 - d6i voi thu6c mroc ngoai
dff thong nhat cap nhat cac thong tin ve tinh an toan cua: thu6c elm quang co chua
gadolinium; thu6c chua heat chat codein de dieu tri ho va giam dau, thu6c giam dau
chua hoat chat tramadol; thu6c chua hoat chat hyoscine butylbromide dang tiem; thu6c
chua heat chat risperidone; thu6c sat trung ngoai da chua hoat chat chlorhexidine
gluconate.

De dam bao su dung thu6c an toan, hop 19, ~c Quiin 19 Dugc yeu cAu sa Y t~
cac tinh, thanh ph6 tIVc thuQc Trung uong, cac b~nh vi~n, vi~n co giuang b~nh tIVc
thuQc BQY t~:

1. Thong bao cho cac co sa kham b~nh, chua b~nh, cac co sa kinh doanh dugc
tren dta ban cac thong tin lien quan d~n tinh an toan, hi~u qua cua cac thu6c neu tren
dugc ghi trong Ph~ l~c "C~p nh~t thong tin lien quan d~n tinh an toan thu6c" dinh kern
trong cong van nay, d6ng thai dugc dang tai tren c6ng thong tin di~n tu cua ~c Quan
19Dugc thea dta chi http://www.dav.gov.vn trong m~c "Thong tin thu6c" de cac can
b¢ y t~ co the tra CUu, c~p nh~t thong tin.

2. Huang dan cac co sa kham b~nh, chua b~nh tren dta ban tang cuang thea d6i,
phat hi~n va xu tri cac truang hqp xay ra phan U'ngco h~i cua cac thu6c neu tren (n~u
co). Goobao cao phan U'ngco h~i cua thu6c ve: Trung tAmqu6c gia ve Thong tin thu6c
va Theo d6i phan U'ngco h~i cua thu6c (13-15 Le Thanh Tong, Qu~ Hoan Ki~m, Ha
N¢i) hol).cTrung tAmkhu V1.Jcve thong tin thu6c va thea d6i phan U'ngco h~i cua thu6c
TP. H6 Chi Minh (201B Nguyen Chi Thanh, Qu~n 5, TP. H6 Chi Minh).

~c Quan 19 Dugc se ti~p t~c c~p nh~t cac thong tin lien quan Hnh an toan va
huang dan xu tri d6i v6i cac ADR cua cac thu6c neu tren de yeu cAucac cO sa dang k9
thu6c c~p nh~t vao nhan va to' huang dan su d~ng thu6c trong thai gian t6i.

~c Quan 19Dugc thong bao de cac don vt bi~t va tht,rchi~n./.

Nui nh~n: KT. elJe TRUONG
-N~W~ ,?

- BQ truemg BQY te (de b/c) ; elJe TRUONG
- cac Thu truemg BQY te (de b/c) ;
- Cl;lCQuan 19Kham chua b~nh;
- Cl;lCQuan Y - BQQu6c phong ;
- Cl;lcY te - BQ Cong an ;
- Cl;lcY te - BQ Giao thOng v~ tai; /'
- Trung tam DI & ADR Qu6c gia;
- Trung tam DI & ADR khu yVc TP. HCM; Nguyen Tat D~t
- Website Cl;lcQuan 19Duqc;
- Phong UKT, QLKD, QLCL - Cl;lcQuill ly DUQc;
- Luu : VT, IT.
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nguy co cua m6i benh nhan tnroc khi sir dung lieu l~p lai, Benh nhan va ngiroi cham i I

s6c benh nhan nen trao d6i voi bac si dieu tri cua ho neu ho co thac mac v~ viec sir
dung cac thuoc elm quang chua gadolinium d{ chup cong huang tir, .

2. Thuoc chua hoat chat codein d~ dMu tr] ho va glam dan, thuoc giam dan
chua hoat chat tramadol:

2.1. Ngay 20/4/2017, Co quan Quan ly Duoc va l111!C pham Hoa Ky (FDA) dff
thong bao gioi han sir dung codein va tramadol 0 tre em. Cac thuoc nay co nhfrng nguy
co nghiem trong, bao gom tho cham hoac kh6 tho va tir vong, nhtrng nguy co nay xay
ra nghiern trong hon 0 tre em dum 12 tudi, Hien t~i, cac thuoc chua don thanh phan
codein va t~t ca cac thuoc chua tramadol dtroc FDA phe duyet chi sir dung cho doi
nrong ngiroi Ian. FDA cung dang khuyen cao lai viec sir dvng codein va tramadol cho
phv nu cho con btl do kha nang gtiy h~i den tre nha dang btl my. Dong thai, FDA cling
dua ra nhfrng khuyen cao cho can b¢ y te, bo my va ngum cham s6c tre d~ giam thi~u
nguy co c6 th~ xay ra.

2.2. FDA dang yeu cau thay d6i nhfln thuoc cua t~t ca cac san phfim thuoc ke
don c6 chua cac thanh phan neu tren, cv th~ FDA yeu cau b6 sung nhu sau:

- Codein kh6ng sir dvng d~ di~u tq giam dau va ho. Tramadol khong duqc sir
dlJng d~ di~u tri giam dau 0 tre em dum 12 tu6i.

- Chong chi dinh sir dvng tramadol 0 tre em dum 18 tu6i d~ giam dau sau thu
thu~t citt amidan vaJho~c n~o V.A. (Doi v6i codein: FDA dii yeu C{i'ub6 sung chong
chi dinh nay tit thang 02/2013).

- Canh bao khong khuyen cao sir dvng codein va tramadol cho thanh thieu nien
tic 12 den 18 tu6i beo phI ho~c c6 cac tlnh tr~ng b¢nh nhu ngung tho khi ngu do dc
nghen ho~c b¢nh ph6i nghiem trQng, dtiy la nhfrng yeu to lam tang nguy co cua nhfrng
vfin d~ ho h~p nghiem trQng.

- Canh bao cac ba my khong cho con btl khi dang di~u tri vm codein ho~c
tramadol do nguy co cac phan Ung bfit lqi nghiem trQng c6 th~ g~p phai 0 tre btl my.
Nhfrng phan Ung b~t lqi nay bao gam: u~ oai, ngu nhi~u, kh6 cho an ho~c cac v~n d~
nghiem trQng v~ ho h~p, th~m chi la tir vong.

2.3. Ngay 07/7/2016, Cl.;lcQuan ly Duqc dfl co c6ng van s612973/QLD-DK yeu
cau c~p nh~t thong tin duqc ly cua cac thuoc chua codein trong d6 dfl neu cac n¢i dung
c~p nh~t v~ chi dinh (duqc chi dinh cho b¢nh nhtin tren 12 tu6i), mvc li~u luqng va
cach dung (doi vm truang hqp giam dau quy dinh li~u cho tre em tu 12-18 tu6i, doi vm
chi dinh di~u tri ho thl khong khuyen cao cho tre tu 12-18 tu6i co suy giam chuc nang
ho h~p va chong chi dinh cho tre dum 12 tu6i), b6 sung chong chi dinh cho phVnu cho
con btl va b¢nh nhtin mang gen chuy~n h6a thuoc qua CYP2D6 sieu nhanh, c~p nh~t
th~n trQng cho b¢nh nhtin suy ghim chuc nang ho h~p, sir dvng sau phau thu~t cho tre
em, ...).

So vm cac khuyen cao tt;ti cong van so 12973/QLD-DK neu tren, FDA c6
khuyen cao b6 sung nhu sau:

+ Doi vai chi dinh giam dau: theo cong van huang dAn la chi dinh cho b¢nh
nhtin tren 12 tu6i va khuyen cao khong sir dvng cho doi tugng nay, tuy nhien FDA da:
chuy~n tic khuyen cao sang chong chi dinh cho tre dum 12 tu6i.

+ B6 sung khuyen cao khong sir dvng codein cho thanh thieu nien tic 12 den 18
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