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Phuoc Long, ngay 04 thang 06 nam 2021

THONG TIN THUOC THANG 06 NAM 2021
(Cap nhat thong tin lién quan dén tinh an toan caa khang sinh nhém quinolon va
fluoroquinolon)

Can clr cong van s6 5785/QLD-DK, ngay 24 thang 05 nim 2021 ctia Cuc quan
ly Duoc Vé viéc cung cap thong tin lién quan dén tinh an toan caa khang sinh nhom
quinolon, fluoroquinolon, va c¢d kém theo phuc luc. Nay Pon vi théng tin thudc xin
thong tin thudc theo cong van 5785/QLD-DK dén cac can bo y té tai don vi caa minh
cac thong tin lién quan dén tinh an toan, hiéu qua cua khang sinh nhém quinolon va

fluoroquinolon nhu sau:

1. Nguy co ha dwong huyét nghiém trong va anh hwéng lén sirc khée tim than

Ngay 10/07/2018, Co quan Quan 1y Thudc va Thuc pham Hoa Ky (US.FDA)
thong bao can ting cudng cac canh bao vé nguy co ha duong huyét nghiém trong va
anh hudng bat 1oi 1én stc khoe tam than trong théng tin ké don cia cac khang sinh
nhém fluoroquinolon tac dung toan than sir dung theo dudng udng hodc tiém truyén.
Nong do dudong huyét thap 1a nguyén nhan dan dén mot s6 van dé nghiém trong, bao
gom ca hon mé, dic biét & ngudi cao tudi va bénh nhan dai thao duong dang diéu tri
bang thudc hodc insulin. US.FDA yéu cau thong tin vé cac tac dung bat loi trén can
duogc thé hién ndi bat hon trén nhin thude va nodi dung can nhat quan gitra cac thude
trong nhom. Quyét dinh nay dugc dua ra sau mot cudc ra soat gan ddy caa US.FDA
cho théy c6 mot loat bao cdo vé ha duong huyét de doa tinh mang, trong d6, mot )
truong hop co6 thém ca tac dung bat loi trén tAm than khi st dung cac khéang
sinh fluoroquinolon. Trén thé gidi, nguy co ha dudng huyét nghiém trong va anh
huong stc khoe tdm than ciing dd dugec Co quan Quéan 1y Duoc pham Australia
(TGA) canh béo.

2. Nguy co tic dung bat lgi nghiém trong, giy tan tit va khong hdi phuc

Ngay 15/11/2018, Co quan Quan 1y Duoc pham Chau Au (EMA) thong bao két
thuc cudc ra soat vé tac dung bat loi nghiém trong, giy tan tat va khong hoi phuc lién



quan dén viéc sir dung khang sinh quinolon va fluoroquinolon tac dung toan than theo
duong udng, tiém truyén hodc dang hit. EMA két luan ngimg gidy phép luu hanh céc
khang sinh quinolon bao gdm cinoxacin, flumequin, acid nalidixic va acid pipemidic
do cac khang sinh nay chi dugc phé duyét chi dinh diéu tri mot s6 it loai nhiém khuan
ma hién khong con sir dung. Vi cac khang sinh fluoroquinolon, EMA khang dinh
viéc st dung ciling nén dugc gidi han. Theo do6, khong st dung khéang
sinh fluoroquinolon trong cac trudng hop:

 Dicu tri nhiém khuan co6 thé cai thién ma khong can di€u tri hodc cac nhiém
khuan khong nghiém trong;

« Piéu tri cac nhiém tring khong do vi khuan nhu viém tuyén tién liét khong do
vi khuan (man tinh);

* Du phong ti€u chay khi di du lich hodc nhiém khuan duong ni¢u duoi tai phat;

« Piéu tri cdc nhiém khuan tir nhe dén trung binh ning trir khi cac khang sinh
dugc khuyén cao pho bién khac khong sir dung duoc.

Dic biét luu ¥ tranh st dung cac khang sinh fluoroquinolon & bénh nhan c6 tién
str gip tac dung bat loi nghiém trong véi fluoroquinolon hoidc quinolon. Pic biét thian
trong khi st dung khang sinh nay & ngudi cao tudi, bénh nhan c6 bénh than, bénh
nhan d3 ghép tang hodc ngudi duge diéu tri bang corticosteroid do cac bénh nhan nay
c6 nguy co cao bi tén thuong gan. Khuyén cdo cua Hoi dong Thube st dung cho
ngudi cia EMA (CHMP) da duoc giri dén Uy ban Chau Au va Uy ban Chau Au da co
quyét dinh phap 1y cudi cung ap dung trén toan Chau Au vao thang 3/2019.

Trude d6, dé giam thiéu nguy co xay ra phan tng c6 hai nghiém trong c6 kha
nang khong hoi phuc va gay tan tat lién quan dén gan, co, xuwong va than kinh trung
uvong do st dung céc khang sinh nhém fluoroquinolon, US.FDA da thong bao gidi
han sir dung cac thudc nay trong diéu tri viém xoang, viém phé quan va nhiém khuan
duong ni¢u khong phuc tap. Tai Viét Nam, Cuc Quan 1y Dugc cling da c6 Cong van
s6 5748/QLD-DK ngay 27/4/2016 yéu cau cip nhat thong tin dugc 1y d6i véi thude
chira khang sinh fluoroquinolon theo khuyén céo ctia US.FDA.

3. Nguy co dut hoic rach dong mach chu

Ngay 20/12/2018, US.FDA canh bao tdng nguy co dut hodc rdch dong mach
chi & bénh nhan diéu tri bang khang sinh fluoroquinolon tac dung toan than str dung
theo dudng udng hoic tiém truyén. US.FDA di ra soat cic bao cdo bién cb bat loi va
4 nghién ctru quan sat dugc cong bd chi ra nguy co phinh dong mach chu va tach
thanh dong mach chu ting lién quan dén viéc st dung fluoroquinolon. Nguy co nén



bién c6 phinh dong mach chi duoc udc tinh dao dong tir 9 bién c6/100.000
ngudi/ndm trong quan thé chung va dén 300 bién ¢6/100.000 ngudi/nim & quan thé
c6 nguy co cao nhat. Pong mach chu bi rach hay con goi 1a tach thanh déng mach
chu, hodc dut phinh dong mach chu cé thé dan toi xuét huyét nghiém trong, tham chi
tr vong. Do nhiéu nghién ctru da chi ra nguy co nguy co dut va rach thanh dong mach
chu tang trén 2 1an ¢ nhiing ngudi sir dung fluoroquinolon, US.FDA xéc dinh van dé
nay can canh bdo cho can bd y té va bénh nhan. Theo do, khong nén st dung cac
khang sinh fluoroquinolon & bénh nhén c6 nguy co cao gip bién cb bat loi trén trir khi
khong c6 bién phéap diéu tri thay thé. Cac bénh nhan c6 nguy co cao gip bién cb nay
bao gém: tic nghén hodc phinh dong mach chi hodc cic mach mau khac, ting huyét
ap, cac ri loan gen lién quan dén thay doi mach mau va nguoi cao tudi. US.FDA yéu
cau bo sung canh bao vé nguy co trén vao thong tin san pham va hudng dan cho bénh
nhan cua tit ca cac khang sinh fluoroquinolon tac dung toan than. Trén thé gidi, nguy
co dut hodc rach dong mach chu ciing d3 dugc Co quan Quan ly Duoc pham
Australia (TGA) va Singapore (HSA) canh bao.
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