THONG TIN THUOC - DUQC

1. Nguy co sir dung thiéu liéu calci gluconat tr
nghiém trong?

Mudi calci (calci clorid hodc calci gluconat) duge sit dung dé on dinh co' tim
va ngan ngua ngu’ng tim ¢ nhitng bénh nhan bi tang kali mau nghiém-trong. Tuy
nhién, hai loai mudi nay khong twong duong nhau vé lidu lugng calci. Dam bao dung
dung liu theo chi din cua bac si/duoc si dé tranh dung thiéu lidu calci trén bénh
nhén tang kali mau nghiém trong.

Vai tro ciia mudi calci trong diéu tri ting kali mau nghiém trong

Tang kali mau nghiém trong (noéng do kali huyét tuong > 6,5 mmol/]) la tinh
trang y té khan cip va phai diéu tri kip thoi. Calci gluconat duoc sir dung dé 6n dinh
co tim va ngdn ngura 161 loan nhip tim va ngung tim.

Trudce day, mudi calci chi duoc st dung off-label dé diéu tri tinh trang co tim
bi kich thich trén cac bénh nhan bi ting kali mau nghiém trong. Tuy nhién, gan day,
Co quan Quan 1y Dugc pham Anh (MHRA) da cap phép st dung calci gluconat
trong trudong hop ting kali mau nghiém trong cap tinh va hdi stc tim do tang kali
mau nghiém trong. Calci gluconat chi nén dugc st dung trong cac truong hgp tang
kali mau nghi€ém trong da dugc ghi nhan, khong nén st dung thuong xuyén trong
khi ngtrng tim.

Huéng dan thuc hanh 1am sang diéu tri tang kali mau cap tinh ¢ nguoi 16n cap
nhat nam 2020 cta Hoi than hoc Anh d3 chi rd mudi calci khong Iam giam lugng
kali huyét thanh nhung gitp bao vé tim. Hudng din khuyén céo st dung calci clorid
hoic calci gluconat, tuy nhién cac mudi nay khong twong duong vé luong calci. Dé
dat duoc liéu luong calci khuyén cado la 6,8 mmol, phai dung 30ml calci gluconat
10% hodc 10ml calci clorid 10%. Ca hai ché pham calci gluconat va calci clorid déu
o dang lo 10ml & néng do 10% (w/v), do do can 3 lo calci gluconat dé dat duoc licu
luong thich hop trong khi chi can 1 lo calci clorid. Pudong dung thudc nén 1a tiém
tinh mach cham, c6 thé phai tiém nhéc lai.

Nhiing thay d6i trén dién tam d6 (ECG) cung cap bang chiung vé ngd doc kali
nhung khong phai lic nao ciing xuét hién tir dau. Nén theo ddi dién tdm d6 khi nong
do kali mau trén 6.0 mmol/L. Calci gluconat biéu hién tac dung trén dién tam
dd trong vong 3 pht sau khi dung va kéo dai 30-60 phut. Nén tiém tinh mach 1 liéu
30ml calci gluconat 10% trong 10 phut. Tac dung ctia mudi calci nﬁn can nhic
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dung liéu nhéc lai néu van ghi nhan bét thug
10 phut sau liéu dau tién. ‘

Mudi calci khong lam giam nong d6 kali mau. N
tim ty 1€ thuan voi mirc do nghiém trong cua tar
lam ha kali mau va giai quyét nguyén nhén co ba
hién ngay lap tac.

Danh gia viéc dung thiéu lieu cuaa calci gluconat

MHRA da ra soat cac ngu(‘A)n dwr liéu hién c6 tai Anh lién quan dén viée sur
dung calci gluconat khong phu hgp va phat hién mot s6 truong hop dic biét xay ra
sai sot y khoa bao gom: mét truong hop tir vong khi su dung 10ml calci
gluconat trong qué trinh hoi strc tim phoi. Ngoai ra, c6 6 bién c6 dugc ghi nhan lién
quan dén viéc st dung va gidm sat calci gluconat khong chinh xac trong tinh
trang tang kali mau nghiém trong va ngung tim (5 truong hop tir vong, 1 két qua
khong 16). Lo ngai an toan ¢ day lién quan dén viéc dung thiéu lidu calci gluconat;
thiéu lidu lap lai khi duoc chi dinh; thiéu diéu tri ha kali va thiéu hodc theo ddi dién
tam d6 khong phu hop.

MHRA da xem xet va xin tu vén tir Uy ban st dung Thudc cho Nguoi (CHM).
Theo d6, thong tin san phdm cua nhiing loai thudc nay s€ dugc cap nhat nham dam

bao sur dung calci gluconat an toan va hiéu qua hon trong diéu trj tang kali mau
nghiém trong va dé canh bao vé kha ning dung thiéu liéu.

Khuyén cdo danh cho nhén vién y té:

- Muéi calci (calci clorid hodc calci gluconat) dwoce sir dung dé on dinh co tim va
ngan ngua ngung tim. Hai ché pham nay khong twong dwong nhau vé liéu luong
calci.

- Thén trong voi nguy co thiéu liéu khi sir dung calci gluconat thay vi calci clorid va
kiém tra chinh xdc lwong muoi calci trieoc khi dung: 30ml calci gluconat 10% cung
cdap 6,8mmol calci (twong dwong véi 10ml calci clorid 10%).

- Tiém tinh mach chdm toan bé liéu trong 10 phut

- Cdn thiét sir dung liéu ldp lai do tdc dung cia calci ngan, kéo dai 30 dén 60 phiit.

- Bdo cdo cdc phan vimg bat loi nghi ngo lién quan.

Ngudn: https://www.gov.uk/drug-safety-update/calcium-chloride-calcium-gluconate-
potential—risk-of-underdosinq-with-calcium-qluconate-in-severeﬁerkalaemia



https://www.gov.uk/drug-safety-update/calcium-chloride-calcium-gluconate-potential-risk-of-underdosing-with-calcium-gluconate-in-severe-hyperkalaemia
https://www.gov.uk/drug-safety-update/calcium-chloride-calcium-gluconate-potential-risk-of-underdosing-with-calcium-gluconate-in-severe-hyperkalaemia

Mot nghién curu tai Chau Au nam 202
khong steroid (NSAID) tur sau tuan tht 20 cta thi
co thleu b1 va r6i loan chuc nang than ¢ Y thal nh1

va nén su dung lidu thap nhét ¢6 hiéu qua trong thoi gian ng ahateo-the. Néu sir
dung cac NSAID dai ngdy, cling can nhic thém viéc theo doi tre SO s1nh Khuyén
c40 nay bo sung thém canh bao trudc ddy vé viéc khong sir dung NSAID trong ba
thang cudi thai ky.

Cac NSAID duong toan than (ubng va tiém truyen) nhu ibuprofen, naproxen
va diclofenac di bi chéng chi dinh trong ba thang cu6i cua thai ky (sau 28 tudn mang
thai) do tang nguy co co thit 6ng dong mach va rdi loan chirc ning than. Cac NSAID
cling lam kéo dai thoi gian chay mau do tac dung wrc ché két tap tiéu cau va co thé
trc ché co that tir cung, dan dén chuyén da cham hoic kéo dai.

Mot nghién ctru tai Chau Au nam 2022 da phat hién ra rang viéc st dung
NSAID dai ngay sau tuan thir 20 ctia thai ky ¢ thé lién quan dén viéc ting nguy co
thiéu 6i va co that 6ng dong mach. Thiéu di va co that 6ng dong mach c6 thé 1a
nhimg tinh trang nghiém trong co co6 thé han ché sy phat trién cia thai nhi va rdi
loan chue nang tim. Cu the, trong nghién ctru quan sat nay, dir liéu dugc thu thap tu
nam 2008 dén 2017 cho thdy, thiéu 6i c6 kha niang do r6i loan chirc nang than, co
lién quan dén viéc sir dung NSAID tir tudn tir 20 cua thai ky. Trong tong s6 1092
phu nit mang thai c6 sit dung NSAID trong ba thang gitra va/hoac cuoi thai ky, ghi
nhan 41 truong hop (3,8%) thiéu b1, so v6i 29 trudng hop (2,5%) trong sd 1154 phu
nit mang thai str dung NSAID trong ba thang dau thai ky. Ciing theo nghién ctru nay,
mot s6 trudong hop dong dng dong mach sém ciing d3 dugc ghi nhan sau khi ngudi
me st dung NSAID trong 3 thang gitta hodc 3 thang cudi thai ky. Khong c6 bao cdo
nao lién quan dén tinh trang trén khi dung NSAID trong ba thang dau.

Nhom chuyén gia tu van vé thudc str dung cho nhi khoa va phu nir thugc Uy
ban vé thudc sir (dung trén nguoi (CHM) ctia Co quan Quan ly Duogc pham Anh
(MHRA) ciing dong thudn voi cac khuyén cdo tir nghién ctru trén. CHM nhan thay
nguy co co that 6ng dong mach khi diung NSAID kéo dai la nghiém trong va can cap
nhat canh bao nay trong thong tin san pham. Mic du vdy, bang ching vé nguy co
khi sir dung NSAID ngan ngay (dudi vai ngay) trong giai doan cu6i cua 3 thang gitra
thai ky con han ché. Trong truong hop can thiét sir dung NSAID, nén theo ddi nguy
co thiéu 6i va co thit dng dong mach tir sau tuan thir 20 cta thai ky. Thong tin séan
phiam cho NSAID tai Anh dang duogc sira d6i dé canh bao nguy co thiéu 6i, dong
som ong dong mach khi sir dung trong 3 thang giita thai ky va khuyén céo tranh sir
dung tur tuan 20 cua thai ky tr¢ di trur khi thue su can thiét. ﬁ



dén thai ky trong thong tin sin pham ddi v6i thuoc e che

Lo1 khuyén cho cac nhan vién vy té:

- Chdng chi dinh cac thudc NSAID duong toan than (udng va tiém truyén) trong ba
thang cudi (sau 28 tuan) cua thai ky do nguy co dong sém ong dong mach va rdi
loan chirc ning than & thai nhi, kéo dai thoi gian chay mau & me va (rc ché co that tir
cung trong qué trinh chuyén da.

- Mot nghiényczj’u nam 2022 da chi ra viéc sw dung NSAID kéo dai sau tuan 20 cia
thai ky co thé lién quan dén viéc tang nguy co:

+ Thiéu 6i do réi loan chirc ndng thin cua thai nhi: tinh trang nay co thé khoi phat
sém sau khi sir dung thubc va thwong hoi phuc sau khi ngirng thuéc

+ Co thdt éng déng mach: thwong hoi phuc sau khi ngimg thudc

- Trdnh ké don NSAID dwong toan than tir tuan 20 cia thai ky triv khi 1dm sang thuec
sw can thiet va ké don liéu thdp nhat co hiéu qua trong thoi gian ngan nhat.

- Can nhéc theo ddi tién san dé phat hién sém thiéu 6i néu ngudi me da ding NSAID
dai ngay sau tuan thtr 20 cua thai ky; nén ngung NSAID néu c6 hi¢n tugng thiéu 61
hodc 1am sang khong can thiét sit dung NSAID nira.

- Khuyén bénh nhan dang mang thai tranh sir dung NSAID sau tuan thtr 20 cia thai
ky néu khong c6 su tu van cia nhan vién y té.

Ngudn: https://www.gov.uk/drug-safety-update/non-steroidal-anti-inflammatory-drugs-
nsaids-potential-risks-following-prolonged-use-after-20-weeks-of-pregnancy
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Canh bao cua FDA (9/2007): Ban thong tin mdi nay s& dé cap toi tuong tac

3. Twong Ky giira Ceftriaxone va ché

thudc gitra ceftriaxone va cac ché pham chua calcium dya trén cac bao céo vé cac
ca tir vong trén ddi tugng tré méi sinh. Mic du khong ghi nhan duoc tinh trang tir
vong trén cac ddi tuong khac ngoai tré méi sinh, tuong tac thudc ndy co kha ning
hién dién & bat c Ira tudi nao.

Nhin chung, tinh trang tir vong c6 lién quan véi viée st dung cuing mot Iuc
ceftriaxone véi cac ché pham chira calcium. Str dung hai san phdm nay ¢ hai thoi
diém khac nhau va qua nhitng dudng day truyén khac nhau ciing c6 thé din t6i tur
vong. Vi vy, ceftriaxone khdng nén dwgc hoa cung véi bat et ché pham calcium
nao, ciing khong dwoc sir dung gin nhau trong vong dwéi 48 gio, bat ké 1a cung
hay khac dwong diy truyén ciing nhuw vi tri tiém thudc. Thong tin diy du danh
cho ké don cua ceftriaxone duge bd sung vé tuong tac thude giira ceftriaxone voi
cac ché pham chira calcium va tac hai dan toi tir vong cua chung trong muc CHONG
CHI DINH, CANH BAO, LIEU DUNG va PUONG DUNG.

Pé xuit va khuyén cdo cho cic nhan vién y té:

Khong pha ché hay hoa tron ceftriaxone véi ché pham chua calcium, vi
du nhu dich Ringer hay dich Hartmann hay dich truyén tinh mach c¢6 chira
calcium vi ¢6 thé tao thanh tiéu phan két tap.

Khéng cho bénh nhan sir dung ceftriaxone va ché pham chua calcium
dang truyén, ké ca dich truyén tinh mach, gan nhau dwéi 48 gio, bat ké
1a ciing hay khac duong ddy truyén cling nhu vi tri tiém thube. Céc trudng
hop tir vong ghi nhan cac tiéu phan két tap phirc hop ceftriaxone — calcium
& phoi va than & tré mdi sinh da duoc bao cdo. Mic du hau hét cac ca xay
ra khi dung hai loai thudc cting mot luc, twong tac cling xuat hién khi st
dung chung & nhing thoi diém khac nhau va qua duong day truyén khac
nhau. Vi thudc thudng duoc dao thai hoan toan sau 5t1/2 cua ceftriaxone,
c6 kha nang vé 1i thuyét 13 twong tac c6 thé dién ra trong vong 48 gio sau
khi dung ceftriaxone.

Mic du chua ghi nhan truong hop két tu ceftriaxone — calcium ¢ trén dbi
tuong nao khac ngoai tré moi sinh, kha nang xay ra twong tac nay ¢ cac
Iira tudi khac 1a hoan toan c6 thé.

Khoéng c6 dir liéu vé tuong tac gitra ceftriaxone truyén tinh mach va ché
pham chtra calcium dung duong udng, hay gitra ceftriaxone tiém bép va
ché pham chira calcium dung dudng udng.

Truéc khi bat dau diéu tri bang ceftriaxone hodc calcium, can xem xét ki
tién st dung thudc cua bénh nhan, cac thong tin vé thudc dung hi¢n tai
cling nhu dung trong vong 48 gid trudc do.




= Bdo cao lai cac truong hop bénh nhan c6 phan tng phu sau khi dung
ceftriaxone vé cho chuong trinh Canh giac dugc qubc gia.

- Thong tin cho bénh nhin: Céc bac si dang ké ceftriaxone can thao luan
v6i bénh nhan hodc ngudi chim soc vé viée ceftriaxone va cac ché pham
chtra calcium co6 tuong tac va co thé gy tu vong. Bénh nhan can thong
tin cho béc si dang diéu tri cho minh vé tit ca cac thudc minh da dugc
nhan, dic biét 1a cac thude truyén vao tinh mach trong vong 2 ngdy gan
day.

——————

Ngudn: http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPati
entsandProviders/DrugSafetyInforma



