Tiéu ban théng tin thudc- Bénh vién Mdt tinh Gia Lai

Noi dung thong tin Piém tin sb

Nguy co qud liéu khi siv dung kem béi da chiva prilocain va lidocain 1
0 tré nho
Nguy co roi loan ngoai thap khi sie dung metoclopramid ¢ tré em 2
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PIEM TIN SO 1

TGA: NGUY CO QUA LIEU KHI SUDUNG KEM BOI DA CHUA
PRILOCAIN VA LIDOCAIN O TRE NHO

Co quan Quan 1y Dugc pham Uc (TGA) di ghi nhan 2 tré nho gip bién ¢ bat
loi nghiém trong sau khi boi kem gay té tai chd chira prilocain va lidocain (Biét dugc:
EMLA). Trong d6, ca hai truong hop trén déu dugce danh gia 13 ¢ thé lién quan dén
viée stir dung qua lidu. Kem béi da prilocain/lidocain dugc str dung dé gy té tai chd
truge khi thuc hién cac tiéu phau.

Qua liéu prilocain/lidocain c6 thé gy ra cac tac dung khong mong mudn
nghiém trong, bao gdm methemoglobin huyét 1a mot tinh trang 1am giam kha ning
van chuyén oxy ctia hong cau. Mot sb truong hop tién trién ning, methemoglobin
huyét c6 thé dan dén co giat hodc tir vong. Cac triéu ching cia methemoglobin huyét
c6 thé bao gém: dau dau, chong mat, kho the, budn non, giam phéi hop van dong, da
nhot nhat hodc tim tai. Ngoai ra, mdt sb bién chirng nghiém trong cé thé xuit hién
nhu co giat va roi loan nhip tim.

TGA da phdi hop véi cac voi cac nha san xuat cac ché pham kem boi da chira
prilocain/lidocain dé cap nhat day da thong tin vé€ nguy co qua liéu trong thong tin
san pham cua cac ché pham nay.

Khuyén cdo danh cho cha me va ngudi chim séc

- Luu ¥ rang qua liéu kem bdi da prilocain/lidocain c6 thé giy cac bién co bat
loi nghiém trong & tré dic biét 1a tré nho dudi 3 thang tudi.

- Tuan tha cac hudng dan vé liéu va cach dung khi st dung thudc trude phiu
thuat cit bao quy dau & tré, cu thé liéu khuyén cdo 13 1 g boi 1én bao quy dau, trong
t6i da 1 gio.

Khuyén cdo danh cho nhan vién y té

- Hudng dan can than cho bd me va ngudi cham soc vé viée sir dung bat ky
loai thudc gay te tai chd nao, dic biét khi dung cho tré so sinh va tré nho.

- Nhan manh véi cha me va ngudi chdm séc vé tim quan trong cua viéc tuan
thi dang liéu lugng va thoi gian sir dung dé phong ngira nguy co qua liéu.

Nguén: https.:.//www.tga.gov.au/safety-and-shortages/safety-monitoring-and-
information/safety-alerts/risk-overdose-babies-when-using-prilocainelidocaine-
cream-emla-and-generic-brands
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PIEM TIN SO 2

FDA HOA KY: CAP NHAT NHAN THUOC TIEM ACID TRANEXAMIC VE
NGUY CO TIEM NHAM PUONG TUY SONG

FDA yéu cau thay doi nhan thuéc nhim ting cudng canh bao rang acid
tranexamic dang tiém chi dugc st dung theo duong tiém tinh mach. Cac ché pham
acid tranexamic dang tiém khong dugc tiém tuy song hodc tiém ngoai mang cimg.
Khuyén nghi ndy duoc dua ra sau khi FDA ghi nhan va danh gia mot s truong hop
sai sot trong str dung thudc do tiém nham acid tranexamic theo dudng ndi tiy hoic
ngodi mang cung, thay vi str dung thudc gay té tai chd (vi du: bupivacain, lidocain,
mepivacain, ropivacain), din dén hau qua nghiém trong cho nguoi bénh, bao gdm
kéo dai thoi gian nam vién va tir vong.

Nguyén nhan dan dén sai sOt bao gdm mot sb yéu t6 lién quan dén con ngudi
& cap do thuc hanh va co sy té (vi du: bao quan acid tranexamic gan thudc gay té
tai chd hoic khong kiém tra lai tén thudc trudc khi st dung).

Acid tranexamic dang tiém duoc chi dinh st dung ngan han (tir 2 dén 8 ngay)
0 bénh nhén hemophilia nham diéu tri hodc dy phong xuat huyét va giam nhu cau six
dung liéu phap thay thé trong va sau khi nho ring. Acid tranexamic chi dugc str dung
theo dudng tiém tinh mach.

Thudc duoc dong goi dudi dang dng tiém liéu don hodc 1o tiém liéu don, chira
1.000 mg acid tranexamic trong 10 mL, dugc luu hanh dudi té€n bi¢t duoc
Cyklokapron va thudc generic twong tmg. Acid tranexamic ciing c6 dang bao ché
dung dich natri clorid tiém truyén, dong tai liéu don 100 mL chta 1.000 mg acid
tranexamic truyén tinh mach.

FDA yéu cdu cdp nhdt thay déi trong thong tin ké don ciia acid tranexamic
dang tiém nhw sau:

- B6 sung Canh bao dic biét (Boxed Warning) dé luu ¥ nguy co sai sot trong
str dung thudc lién quan dén viéc tiém nham acid tranexamic theo duong than kinh
trung uong.

- B0 sung nodi dung néu rd rang acid tranexamic dang tiém chéng chi dinh sir
dung theo dudng than kinh trung uong.

- Cap nhat myc Liéu dung va Cach dung d¢ 1am rd rang acid tranexamic dang
tiém chi dugc dung theo dudng tinh mach, dong thoi bd sung huéng dan pha lodng
va str dung dung dich tiém truyén.
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Ngoai ra, FDA khuyén nghi cap nhat nhan ngoai ctia acid tranexamic dang tiém
nhin r0 rang tén thudc va duong dung tinh mach.

Khuyén c4o cho nhén vién y té

Bao quan

- Khong bao quan lo hoac éng acid tranexamic gan thudc gay té tai chd hoic
trong cac bo dyng cu gay té tuy song hodc gdy t€ ngoai mang cimg.

- Sip X€p thudc sao cho nhan dugc nhin thay rd rang, tranh nhan dang thudc
dua vao mau nap lo.

- St dung h¢ théng quét ma vach khi nhap kho dé dam bao thube duoc dat
ding vi tri.

- Bao quan acid tranexamic trong xe thudc riéng biét bén ngoai phong mo hoic
ngan ta c6 khoa yéu cau quét ma vach khi lay thude.

Pha ché va sir dung

- Khi c6 thé, uu tién sir dung tai truyén tinh mach da dugc pha ché sin dé giam
nham 1an véi thudc gay té dang lo/dng.

- Ludn quét ma vach va kiém tra nhan trén bao bi trudc khi chon va sir dung
thudc.

- Néu rut thude acid tranexamic tir 1o hodc 6ng, phai dan nhan 6ng tiém ngay
sau khi pha, trir khi dugc tiém ngay 1ap tiec.

- Néu sir dung bo dung cu giy té tiry séng hoic ngoai mang climg dong géi san,
can kiém tra k§ nhan thudc trong b kit dé xac nhan dung thudc trudce khi sir dung.

Khuyén nghi bo sung cho co sé'y té

- Dan nhén phu canh béo rd rang “CHUA ACID TRANEXAMIC” trén tat ca
lo va dng acid tranexamic dang tiém.

- B sung acid tranexamic dang ti€ém vao danh muc “thudc uu tién canh bao”
(high-alert medications) ctua don vi, dong thoi xay dung quy trinh, chinh sach dam
bao str dung an toan va giam nguy co nham 1an véi thube khac.

Nguén: https://www.fda.gov/drugs/drug-safety-and-availability/fda-provides-
update-health-care-professionals-about-risk-inadvertent-intrathecal-spina
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