NOI DUNG

% Thong tin thudc

Cap nhét nhan thudc tiém acid tranexamic vé nguy co tiém nham duong tay song
£ Thong tin diéu tri

Luu ¥ vé an toan khi str dung céc thude diéu tri ADHD & ngudi 16n.
+Canh giac dugc

Nguy co phi mach dudng rudt khi sir dung céac thude e ché men chuyén va

thudc chen thu thé angiotensin II.
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CAP NHAT NHAN THUOC TIEM ACID TRANEXAMIC VE NGUY CO
TIEM NHAM PUONG TUY SONG

FDA yéu cau thay do6i nhan thudc nham ting cudng canh bao ring acid
tranexamic dang tiém CHI PUQC sir dung theo dwdng tiém tinh mach. Cac ché
pham acid tranexamic dang tiém KHONG dwoc tiém tiy song hodic tiém ngoai
mang cung.

Khuyén nghi nay dugc dua ra sau khi FDA ghi nhan va dénh gia mot s truong
hop sai sot trong st dung thudc:

+ Do tiém nham acid tranexamic theo dudng ndi tay hodc ngoai mang ctng, thay
vi sir dung thudc gay té tai chd (vi du: bupivacain, lidocain, mepivacain, ropivacain),
dan dén hau qua nghiém trong cho ngudi bénh, bao gom kéo dai thoi gian nam vién va
tr vong.

+ Ngoai ra sai sot bao gom mot s6 yéu to lién quan dén con nguoi & cip do thuc
hanh va co so y t& (vi du: bao quan acid tranexamic gan thudc gay té tai chd hoic
khong kiém tra lai tén thudc trude khi str dung).

Chi dinh: Acid tranexamic dang tiém duogc st dung ngan han (tir 2 dén 8 ngay) &
bénh nhan hemophilia nham diéu tri hodc dy phong xuit huyét va giam nhu cau sir
dung liéu phap thay thé trong va sau khi nho ring.

FDA yéu ciu cdp nhit thay doi trong théng tin ké don ciia acid tranexamic
dang tiéem 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 dudng than kinh trung
uong.

- B sung ndi dung néu rd rang acid tranexamic dang tiém chdng chi dinh sir
dung theo dudng than kinh trung wong.

- Cép nhat muc Liéu dung va Cach dung dé 1am rd ring acid tranexamic dang
tiém chi duoc dung theo duong tinh mach, dong thoi bod sung hudng dan pha lodng va
st dung dung dich tiém truyén.

Ngoai ra, FDA khuyén nghi cip nhat nhin ngoai clia acid tranexamic dang tiém
nhin r rang tén thudc va dudng dung tinh mach.

Khuyén c4o cho nhin vién y té

Bao quadn

https://www.fda.gov/drugs/drug-safety-and-availability/fda-provides-update-

Ngudn
health-care-professionals-about-risk-inadvertent-intrathecal-spinal
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- Khong bao quan lo hodc dng acid tranexamic gan thudc gy té tai chd hodc
trong cac bo dung cu giy té tay sdng hoic giy té ngodi mang cing.

- Sép xép thudc sao cho nhan duoc nhin thiy rd rang, tranh nhan dang thudc dua
vao mau nép lo.

- Sir dung hé théng quét ma vach khi nhap kho dé dam bao thudc dugc dit dung
vi tri.

- Bao quén acid tranexamic trong xe thudc riéng biét bén ngoai phong mé hoic
ngin ta c6 khoa yéu cau quét mi vach khi 1ay thude.

Pha ché va sir dung

- Khi ¢6 thé, vu tién st dung thi truyén tinh mach d3 duoc pha ché sin dé giam
nham 1an véi thude gay té dang lo/6ng.

- Ludn quét ma vach va kiém tra nhdn trén bao bi trude khi chon va sir dung
thude.

- Néu rat thudc acid tranexamic tir lo hodc éng, phai dan nhan dng tiém ngay sau
khi pha, trir khi dugc tiém ngay lap tuec.

- Néu str dung bo dung cu gy té tiy sdng hodc ngoai mang ctimg dong géi san,
can kiém tra k¥ nhén thudc trong bo kit dé xac nhan dung thudc trude khi sir dung.

Khuyén nghi bo sung cho co s& y té

- Dan nhan phu canh bao rd rang “CHUA ACID TRANEXAMIC” trén tét ca lo
va 6ng acid tranexamic dang tiém.

- Bb sung acid tranexamic dang tiém vao danh muc “thudc wu tién canh bao”
(high-alert medications) ctia don vi, dong thoi xay dung quy trinh, chinh sich dam bao

sir dung an toan va giam nguy co nham 1an véi thudc khac.

https://www.fda.gov/drugs/drug-safety-and-availability/fda-provides-update-

Ngudn
health-care-professionals-about-risk-inadvertent-intrathecal-spinal
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LUU Y VE AN TOAN KHI SU DUNG CAC THUOC PIEU TRI ADHD O
NGUOI LON

1. Réi loan ting dong giam chi y & ngwoi l6n

Réi loan ting dong giam chil ¥ (ADHD) & ngudi 16n dic trung bai cac tridu
chtng nhu: giam chu ¥, boc dong, bon chon, din dén khé khin trong cac hoat dong
sinh hoat hang ngay, giam kha nang tham gia vao cong viéc, hoc tap va cac hoat dong
xa hoi.

Tinh trang r6i loan chirc ning diéu hanh (nhu kho khin trong viéc 1ap ké hoach,
t6 chtrc, wru tién va hoan thanh nhiém vy) va rdi loan diéu hoa cam xuc (khé khan trong
viéc phan tmg va kiém soat cam xuc) ciing thuong duoc nghi nhan.

Trong dé, biéu hién ADHD dic trung ¢ ngudi 16n thwong gip 1a giam cha y,
trong khi véi tré em 1a triéu chirng ting dong va boc dong thwong dién hinh hon.

2. Thudc diéu tri ADHD & nguoi I6m

Thudc diéu tri ADHD chia 1am 2 nhém: nhom thude kich thich than kinh trung
wong (stimulants), nhém thude khdng kich thich (non-stimulants).

+ Nhém thudce kich thich c6 tac dung trc ché tai hap thu noradrenalin va dopamin.
O New Zealand, lisdexamfetamin va methylphenidat 13 2 thudc thuéc nhém nay duogc
phé duyét dé diéu tri ADHD & nguoi 16n. St dung thudce 13 mot phan khong thé thiéu
trong diéu tri toan dién cho bénh nhan ADHD, bén canh cac bién phap khac nhu tdm
1y, gido duc, xa hoi.

+ Nhom thude khong kich thich atomoxetin, c6 tic dung tc ché tai hap thu
noradrenalin, dugc chi dinh trong cac truong hop chdng chi dinh voi nhom thude kich
thich, that bai diéu tri hodc khi c6 nguy co lam dung cac thude kich thich.

Trong cac thudc nay, methylphenidat 1a dai dién duy nhat dang dwge cap
phép luu hanh tai Viét Nam.

Bang 1: Po an toan khi ké don cac thudc diéu tri ADHD & nguoi 16n.

Phan ung c6 hai Canh bao va than trong

Réi loan tdm than

R&i loan tAm than | ADHD thuong di kém voi cac r6i loan tAm than khac, vi thé can
dong mic phai xem xét tién st tAm than c4 nhan va gia dinh cta bénh nhan
khi ké don. Vi du, khong nén bat dau diéu tri ADHD bang cac
thudc kich thich than kinh trung wong & bénh nhan méic mot sd
tinh trang cap tinh nhu loan than, hung cam hodc c¢6 ¥ dinh tu sat.

Nguén https://www.medsafe.govt.nz/profs/PUArticles/September2025/Safety-of-medicines-
used-to-treat-ADHD-in-adults.html
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Phan wrng ¢6 hai

Canh bao va than trong

Khong khoi tri & bénh nhan co dau hiéu hodc hanh vi tu sat. Can
theo doi cac dau hi¢u nay ¢ bénh nhan, dic biét trong vai thang
dau di€u tri va khi thay doi licu.

Y dinh tu sat

Hoi chirng
Tourette hoac
Tics

Khéng st dung lisdexamfetamin trén bénh nhan méic Tics va hoi
ching Tourette. Methylphenidat c6 thé giy khéi phat hodc lam
nang thém tinh trang hdi chung Tourette hodc Tics. Pa c6 bao bao
ghi nhan truong hop tics khi sir dung atomoxetin cling da c6 bao
cao gay Tics.

Hanh vi bao luc

Theo ddi nguy co khai phat hodc tram trong hon hanh vi bao luc &
bénh nhan trong qua trinh diéu tri. C6 thé tang hoac gidm liéu néu
can.

Bénh tim mach

RO1 tim

mach

loan

D3 ¢6 bao cdo vé truong hop dot tur khi dung thudc kich thich &
bénh nhdn c6 bat thudng ciu tric tim nhung chua khing dinh
dugc nguyén nhan. Khong nén st dung cac thudc nay trong dleu
tri cho nguoi trudng thanh cé bat thuong cau trac tim hodc cac van
dé tim mach nghiém trong nhu bénh co tim, r6i loan nhip tim.
Trude khi ké don can danh gia tién st rdi loan tim mach, tién st
gia dinh c6 d6t ttr hodc loan nhip, do huyét 4p va nhip tim.

Theo ddi thuong xuyén huyét ap va tinh trang tim mach.

Tang huyét
hodc nhip tim

ap

Mot s6 bénh nhan c6 thé ting huyét 4p hodc nhip tim déng ké vé
lam sang. Can than trong khi diéu tri cho nhiing bénh nhan co
bénh 1y mac kém bi anh hudng bai tinh trang tang huyét 4p hoic
nhip tim.

Khéac

Pong kinh Cac thudc kich thich than king trung wong c6 thé ha ngudng co
giat & bénh nhan c6 hoac khong co6 tién st dong kinh trudc do.
Ngoai ra, da c6 bao cdo vé cac con co giat trong qua trinh diéu tri
bang atomoxetin.

Hoi chtng | Hoi chimg serotonin c6 thé xay ra khi phdi hop voi cac thude tac

serotonin dong 1én serotonin nhu SSRIs, SNRIs.
Néu phai phoi hgp voi cac thudc nay, can than trong va theo doi
cac dau hiéu va tri¢u chiing cua héi chung serotonin.

Nguy co lam | Co nguy co lam dung, nghién, 1¢ thudc hodc sir dung ngoai chi

dung (nhém | dinh dugc cap phep dbi cac cac thudc nhom kich thich. Trude khi

thudc kich thich) | ké don cin danh gia nguy co va theo ddi cac dau hiéu lam dung,

nghién thudc trong qua trinh diéu tri.

Nguén https://www.medsafe.govt.nz/profs/PUArticles/September2025/Safety-of-medicines-

used-to-treat-ADHD-in-adults.html
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Phan &ng c6 hai Canh bao va than trong

Tén thuong gan |Canh bdo chi ra ring atomoxetin c6 thé giy ton thuong gan
(atomoxetin) nghiém trong, bao gom: ton thuong gan cap tinh, ting enzym gan
va bilirubin kém vang da.

Nguodn https://www.medsafe.govt.nz/profs/PUArticles/September2025/Safety-of-medicines-
used-to-treat-ADHD-in-adults.html
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NGUY CO PHU MACH PUONG RUOQT KHI SU DUNG CAC THUOC
U'C CHE MEN CHUYEN VA THUOC CHEN THU THE ANGIOTENSIN II
Thudc e ché men chuyén (ACEI) va thudc chen thu thé angiotensin II (ARB)
12 2 nhém thude tic dong 1én hé renin—angiotensin—aldosteron (RAA - mét hé thong
quan trong givip diéu hoa thé tich mdu, can bang dién gidi va sitc can mach mdu).
Bang 1: Cac thudc e ché men chuyén va chen thu thé angiotensin II

tai Viét Nam va tai bénh vién

Thudc trc ché men chuyén Thudc d6i chen thu thé angiotensin II

(ACELI) (ARB)

Captopril Candesartan

Enalapril Irbesartan

Lisinopril Losartan

Perindopril Valsartan

Quinapril
Ramipril

1. Phu mach lién quan ACEI/ARB

Phu mach 1a tinh trang sung cuc b dudi da hodc dudi niém mac do dich thoat ra
khoi 1ong mach vao cac mo k&. Bat ky mo niém mac nao cling c¢6 thé bi anh hudng,
tuy nhién phu mach thudng gip nhit & ludi, mit va dudng ho hap trén.

Thudc trc ché men chuyén (ACEI) giy pht mach do lam tich tu bradykinin. Phu
mach do ACEI ¢6 tan suat hiém gip, xuat hién & khoang 0,1-0,7% bénh nhan sir dung
nhom thube nay. Cac thuéc ACEI chdng chi dinh & nhitng ngudi c6 tién sir phit mach
do cac thudc trong nhom.

So véi ACEI, nguy co phtt mach khi sir dung ARB thap hon. Mot s6 nghién ctru
da cho thiy nguy co phi mach do ARB 1a tuwong tu v&i cac nhom thudc ha huyét ap
khac nhu thudc chen beta va véi gia dugc. Pén hién tai, co ché gay phu mach do ARB
hién van chua rd rang. Mic di, ARB khong chdng chi dinh ¢ nhirng bénh nhén c6 tién
st phu mach do ACEIL nhung tinh trang phu mach tai phat van dugc ghi nhan trén
khoang 1,5% bénh nhan khi chuyén sang ARB. Ngoai ra, cdc ché pham phdi hop
sacubitril/valsartan ¢6 chdng chi dinh & nhitng bénh nhan c6 tién st phi mach lién
quan dén ACEI/ARB.

2. Phu mach dwong rugt do ACEI/ARB

Phu mach cting co thé xay ra ¢ ni€ém mac rudt c6 hoac khong kém phu & céac vi tri

khac. Tuy nhién, bién c6 nay thuong kho phat hién va khong duoc bao céo day du do

Ngudn http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/5778/medsafe-nguy-co-phu-mach-

duong-ruot-lien-quan-acei-arb.htm
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biéu hién 1am sang khong dién hinh. Bénh nhan co6 thé xuit hién céac triéu chung trén
tiéu hoa nhu dau bung, tiéu chay, budn non hodc non. Do nhiéu bénh 1y khéc ciing co
tri¢u ching tuong tu, nén viéc chan doan phu mach duong rudt gap nhiéu kho khan.
Mot sb truong hop bénh nhan di phai tién hanh mot sé thu thuat khong can thiét chi dé
loai trir nhitng nguyén nhan bénh 1y khac. Mot s6 bénh nhan cho biét cac tridu ching
ctia ho c6 thé tir cai thién trong vong 2-3 ngay, ngay ca khi ho khéng ngimg st dung
thude nghi ngd. Tuy nhién, mot sb6 khac lai xuét hién céc triéu chiing cua phu mach
dudng rudt trong nhiéu nam trudce khi duge chin doan xéac dinh.

3. Khuyén c4o danh cho nhén vién y té

Can can nhic dén nguy co phu mach tai rudt & bénh nhan dang sir dung thudc
ACEI/ARB khi bénh nhan c6 biéu hién sau:

- Xuét hién dau bung c6 hodc khéng kém céc triéu ching trén dudng tiéu hoa
khéc.

- Hinh anh cit 16p vi tinh hodc siéu 4m bung/khung chiu cho thiy thanh rudt day,
c6 hoac khong co6 dich ) bung.

- Nong d6 chat trc ché C1-esterase binh thudng.

- CAc triéu chung giam rd rét sau khi ngimg thubc ACEI/ARB.

- Néu xac dinh phi mach rudt, can ngimg ngay cac thudc nghi ngd.

Ngudn http://canhgiacduoc.org.vn/CanhGiacDuoc/DiemTin/5778/medsafe-nguy-co-phu-mach-

duong-ruot-lien-quan-acei-arb.htm
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