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TONG QUAN VE PO AN TOAN CUA

KHANG SINH FLUOROQUINOLON - PHAN 1
Nguyén V&n Long, Tran Hitu Hoang Hiép, Cao Thi Thu Huyén

Nguon: Infectious Diseases Now, Volume 55, Issue 4, June 2025, 105064

La nhom khang sinh quan trong trong thuc hanh lam sang, tuy nhién,
fluoroquinolon (FQ) lai c6 lién quan dén nhiéu tac dung bat Igi nghiém trong,
trong d6 mot s6 phan (ng cb thé khdi phat mudn va tién trién sau khi ngling
thuSc. Cac tac dung bat Igi thudng gép lién quan dén FQ bao gbém: tén thuong
gan (viém hodc dut gan), doc tinh trén than kinh trung uong (co giat, bénh ndo),
bénh ly than kinh ngoai bién, doc tinh trén tim mach (kéo dai khoang QT, phinh
hodc boc tach dong mach chu), réi loan dudng huyét, phan ing nhay cam vdi
anh sang (doc tinh quang hoc), nhiem C. difficile, suy than cap va doc tinh trén
gan. Bai viét nay tap trung trinh bay vé cac tac dung bat Igi nghiém trong chinh

dudc ghi nhan cta nhém khang sinh nay.

Tac dung bat Igi trén hé co
xuong khép

Tén thuong gén (viém gan va
dirt gan)

Fluoroquinolon (FQ) c6 thé gay
viém gan va dat gan, ngay ca khi s
dung trong th&i gian ngdn. Ton
thuong thuong gdp nhat la & gan
Achilles (khoang 90%), nhung cling co
thé anh hudng dén cac gan khac nhu
gan cd nhi dau, cd tr dau dui va chop
xoay Vvai, xuat hién mot bén hodc doi
xUng hai bén. Mac du triéu chiing co
thé xudt hién trong vong 48 gid dau,
thai gian khdi phat trung binh thudng
sau khodng 6 ngay va nguy cd ton
thuong gan van con duy tri trong vong
ba thang sau khi ngting thudc (khoang
mot nira s6 trudng hgp dugc ghi nhan
xay ra sau khi ngiing FQ). Tat ca cac
FQ hién dang s dung trén lam sang
déu cd nguy cd nay. Cac yéu té nguy
co bao gém: tudi cao (> 65 tudi), tién
s dit gan hodc mac bénh géan
Achilles, dung dong thgi corticosteroid
(dac biét la dudng toan than), suy
than, diéu tri kéo dai, liéu tich Ity cao
va & bénh nhan sau ghép tang. Co ché
gdy ton thuong gan dugdc cho 1a lién
quan dén su thodi hda collagen va
giam téng hgp proteoglycan. Cac
nghién c(u dich té dugc hoc cho thay
nguy cd dit gan khi s dung FQ tang

gan gap 3 lan, dac biét & gan Achilles
va c6 thé tdng dén 20 Ian khi dling
dong thdi vai corticosteroid.

Hoi chuang tan tat lién quan dén
fluoroquinolon

HOi ching tan tat lién quan dén
fluoroquinolon dugc mo ta lan dau vao
nam 2015 véi cac triéu ching khdi
phat trong khi diing thudc va tién trién
sau khi ngrng du bénh nhan khong cé
bénh nén lién quan. HGi chdng nay
bao gém nhiéu biéu hién nghiém trong
nhu viém gan, yéu cd, bénh ly than
kinh ngoai bién, roi loan than kinh tu
chi, mat ngu, suy giam nhan thirc va
roi loan tdm than, ggi y vé mai lién
quan dén doc tinh than kinh-tam than.
MOt s6 chuyén gia da dua ra gia
thuyét vé ca ché& gdy doc tinh & ty thé,
khai phat mudn. Mac du s6 ca ghi
nhan la rat thap nhung do mic do
nghiém trong va nguy cd kéo dai
nhiéu thang dén nhiéu nam, tham chi
khong hoi phuc, cac cg quan quan ly
dugc phdm trén thé gidi nhu FDA va
EMA da dua ra canh bao vé nguy co
trén va thu hep chi dinh cta FQ.

Nhuoc co

Do cac ddc diém cdu tric tuong tu
nhu cac dan xudt quinolin la nhitng
chat ngan qua trinh dan truyén than
kinh va lam tang cudng do yéu cd &
nhitng ngudi mac bénh nhugc cd, FQ
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co thé lam trdm trong thém bénh ly
nay ¢ ngudi bénh.

Tac dung bat Igi trén than kinh
- tam than

Fluoroquinolon ¢ thé gdy céc tac
dung bat Igi trén than kinh - tam than
V@i ty 1€ khoang 1-4,4%. Mac du phan
I6n phan ’ng & mic d6 nhe (nhu cau
gdt, mat ngu), so véi mot s6 khang
sinh  khac nhu  macrolid hoac
amoxicillin/acid clavulanic, FQ dugc
ghi nhan lam tang nguy cc cac bién c6
nghiém trong han bao gom r6i loan hé
than kinh trung uagng (bénh nado, co
giat...) va than kinh ngoai bién. Boc
tinh trén than kinh trung ucng lién
quan dén ndng db thudc trong huyét
tuong, trong khi bénh ly than kinh
ngoai bién phu thudc vao liéu tich Ily
va thai gian diéu tri.

Tac dung bat loi trén hé than
kinh trung uong

Fluoroquinolon (FQ) cd thé gay ra
cac tac dung bat Igi trén hé than kinh
trung udng (co giat, bénh nao) thong
qua cd ché Uc ché GABA va hoat hda
thu thé N-methyl-D-aspartat (NMDA).
Nguy cd tang lén khi dung liéu cao,
tién sir co giat, ngudi cao tudi, réi loan
dién giai, suy giam chdc nang than/
gan, dung dong thdi NSAID hodc
thudc lam giam ngudng co giat. Mot
s6 nhdm churc trong cong thific cua FQ
va tang kha nang tham vao than kinh
trung uong cb thé lam gia tdng nguy
cd nay. Mac du hién chi co levofloxacin
va ofloxacin bi chéng chi dinh & bénh
nhan cd tién s co giat, nhung can luu
y tat ca cac FQ déu c6 kha ndng lam
giam ngudng co giat. Cac triéu ching
thudng cai thién sau vai ngay ngung
thuSc. Ngoai ra, FQ cling co thé gay
tang ap luc ndi so lanh tinh. Cac phan
(ng trén tam than chd yéu ¢ mic do
nhe (lo au, bon chon, mat ngu, ac
mdng...) nhung cling c6 thé xuét hién
cac trudng hgp nghiém trong nhu ao
giac hay mé sang, dac biét & ngudGi
cao tudi. Bé&n canh céc yéu t6 nguy co
da dugc xac dinh 1a tudi cao va dung
thuGc chdng loan than, phan U'ng nay
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phu thuéc vao néng doé thuGc trong
mau, do dd, nguy cd cd thé gia ting
néu ngudi bénh khong dugc hiéu
chinh liéu phu hgp. Chua cd bang
chirng ro rang vé mai lién hé gilra FQ
va nguy cg tu sat.

Bénh ly than kinh ngoai bién

MOt s6 nghién clfu da cho thay viéc
st dung fluoroquinolon c6 thé lam
tang nguy cd bénh ly than kinh ngoai
bién tir 1,5 dén 2 [an. Tuy nhién, ty 1é
Xay ra la rat thap (tan suat khoang
1/200.000 - 1/120.000 ngudi bénh).
Nguy cd mdc bénh ly than kinh ngoai
bién (bao gom bénh ly da day than
kinh cdm giac hodc cam giac - van
dong) gia tang theo thdi gian diéu tri
va lieu tich Ily. Cac triéu ching
thudng cai thién cham sau khi ngirng
thudc va c6 thé khdéng hdi phuc hoan
toan. MGt s trudng hgp bénh ly than
kinh sgi nho cdp tinh cé thé bi chan
doan mudn do dién co d6 (EMG) ban
dau van trong gigi han binh thudng.

Tac dung trén tim mach

Loan nhip tim: Kéo dai khoang
QT va xoan dinh

Fluoroquinolon c6 thé gay kéo dai
khoang QT va lam tdng nguy cc xodn
dinh, dac biét khi dung liéu cao,
truyén tinh mach nhanh hodc c6 yéu
t6 nguy cd di kem nhu r6i loan dién
giai, tién sir bénh tim hodc dang dung
thudc gay kéo dai khoang QT. N gidi
cling c6 kha nang bi anh hudng nhiéu
han. Trong s6 cac FQ, moxifloxacin co
nguy cd kéo dai QT cao nhat, dac biét
khi dung theo dudng tinh mach va bi
chong chi dinh & ngudi bénh cé yéu td
nguy cd gay xodn dinh (ha Kkali/
magnesi mau, nhip tim cham, suy tim
nang, hoac cé tién s loan nhip cé y
nghia lam sang). Khi si dung
moxifloxacin dudng tinh mach, can
dam bdo vé toc do truyén (= 60 phut)
va liéu khong vuot qua 400 mg/ngay.
Cac FQ khac (levofloxacin,
ciprofloxacin, norfloxacin va ofloxacin)
cd nguy cc gdy xodn dinh thdp han
nhung van can than trong & ngudi co
yéu t6 nguy cd va khi dung dong thdai



vGi cac thudc gay kéo dai khoang QT.
Do phan ng trén phu thudc vao nong
do thudc trong mau, can theo doi dién
tdm d6 (ECG) tai thdi diém ndng do
thudc dat dinh.

76n thuong déng mach chu: boc
tach, phinh va vo phinh déng mach
chu

Nhiéu nghién ciru d3 chi ra rang
fluoroquinolon c6 thé lam tdng nguy
cd boc tach hodc phinh v& dong mach
cha tir 1,5 dén 2,5 lan, chu yéu khi so
sanh v&i amoxicillin. Mac du van con
mot s6 két qua trai chiéu, thudng lién
quan dén sy khac biét vé thuGc doi
chirng hodc vi tri nhiém trung, phan
I6n cac nghién clu ang hd méi lién
quan nay. Vi vay, cac chuyén gia van
khuyén cao nén than trong khi dung
FQ cho nhitng bénh nhan cé nguy cc
yéu thanh dong mach chid. Co ché
chinh xac van chua dugc xac dinh,
nhung cd thé lién quan dén su tucng
dong cau truc gilra thanh mach va gan
- nhitng mé da dudc biét la chiu tac
dong bat Igi tor FQ, cling nhu anh

hudng cia thuéc dén enzyme
metalloproteinase trong chat nén
ngoai bao.

Bénh van déng mach chu va
van hai la

Trong bon nghién cltu phan tich vé
mai lién quan gilta FQ va rGi loan van
tim, hai nghién clru (gébm mot nghién
cltu v@i c@ mau rat nho) ghi nhan
nguy cd tang nhe, trong khi hai nghién
cltu con lai khdng phat hién mai lién
quan. Nhin chung, bang chling hién tai
chua du dé khang dinh FQ lam ting
nguy co tén thuong van tim, nhung
cling chua thé hoan toan bac bd kha
ndng nay.

Tac dung bat Igi trén than

Fluoroquinolon c6 thé gay bién
chirng suy than nhung vdi tan suat
hiém gdp. Ton thuong phd bién nhat
la viém &ng than k& cap do phan (ing
di Ung - mién dich, thuGng xuat hién
trong vong ba tuan dau diéu tri, dac
biét trong vong 10 ngay dau va khong
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phu thudc vao nong do thudc. Ngoai
ra, FQ c6 thé gdy hinh thanh tinh thé
niéu dan dén suy than cap, cha yéu
vG@i ciprofloxacin va norfloxacin. Tinh
trang nay c6 thé xay ra khi dung liéu
cao, khong hiéu chinh liéu & bénh
nhan suy than, mat nudc, dung dong
thGi vdi thuéc gay doc than hodc &
ngudi cao tudi. Tinh thé niéu thudng
xuat hién trong vong 15 ngay dau va
c6 thé hdi phuc. M6t dang tén thuong
khac cling da dugc ghi nhan la hoai tr
ong than cap, chd yéu khi dung liéu
cao.

ROi loan dudng huyét

Bénh nhan diéu tri bang
fluoroquinolon cé nguy cd mac réi loan
dudng huyét (bao gbm ha dudng
huyét va tang dudng huyét) téng tu
1,3 dén 2 Ian so vdi nhitng ngudi dung
cac khang sinh khac. Nguy cc nay
dugc ghi nhan thap hon doi vdéi
levofloxacin hodc ciprofloxacin. Nguy
cd roi loan dudng huyét tang Ién, ddc
biét & bénh nhan dai thao dudng, dan
dén cac khuyén cao vé theo doi dudng
huyét chat ché trong thdi gian diéu tri.
Co ché dudgc goi y la FQ gay anh
hudng dén cac kénh kali nhay cam
ATP & t€ bao dao tuy, lam tang dong
ion calci vao trong t€ bao va kich thich
giai phong insulin.

Poc tinh trén gan

M6t s6 FQ co thé gdy tén thuong
gan nghiém trong, mdc du ty I€ ghi
nhan la hiém gdp. Trong do,
ciprofloxacin, norfloxacin va ofloxacin
thuGng chi gay tang nhe enzyme gan
G 1-3% bénh nhan sir dung thudc. Mot
nghién cltu dd udc tinh tén thuong
gan cap cb y nghia lam sang xay ra &
khoang 1/100.000 ngudGi dung FQ,
thap han nhiéu so va&i amoxicillin/acid
clavulanic (20/100.000) va gan tugdng
duong erythromycin  (2/100.000).
Fluoroquinolon hiém khi gy ra tén
thuaong t€ bao gan cap nghiém trong
(hoai ti gan va suy gan) vGi cd ché
lién quan dén phan (ng di ing - mién
dich, thuong khéi phat trong vong 1-4
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tuan dau diéu tri. Ciprofloxacin va
levofloxacin dugc ghi nhan nhiéu nhat
vé ton thuong gan, tuy nhién cling la
hai thudc dugc ké don rong rai. Do cd
ché di i’ng - mien dich, khong khuyén
cdo viéc ti€p tuc dung lai thudc.

Tac dung béat Igi_trén da va
phan 'ng di i'ng - mién dich

Nguy cd gap cac phan (ng da
nghiém trong (SCAR) nhu héi ching
Stevens-Johnson, hoai tr thugng bi
nhiém doc hay hoi chiing DRESS khi
dung FQ nhin chung thap hon mot s6
khang sinh khac. Ti Ié gdp cac phan
Ung di U’ng tdc thai khi dung FQ la
hiém gdp. Trong truGng hgp phan vé
xay ra khi sir dung mot FQ, viéc chéng
chi dinh dung mot FQ khac chi dugc
dua ra sau khi da dugc tu van tUr
chuyén khoa di Uing, nguy cgd tai phat
phan (ng khi d6i thudc la khoang
15%. Tat cd cac FQ déu cd thé gay
nhay cam vdéi anh sang (tro
delafloxacin), nhung mic d6 khac
nhau tuy theo cau tric hda hoc cla
thudc (lomefloxacin > ciprofloxacin
enoxacin > levofloxacin > ofloxacin >
norfloxacin > moxifloxacin). Vi vay,
trong thdi gian diéu tri, bénh nhan can
tranh ti€p xudc truc ti€p véi anh sang
mat trGi hoac tia UV, con Vdi
levofloxacin la thém 48 gid sau khi
ngung thudc.

Nhiém Clostridioides difficile

Nhiém C difficile 13 mot trong
nhitng tac dung bat Igi dugc ghi nhan
nhiéu nhat khi dung FQ, du ban dau
nhém thudc nay dugc cho la it nguy co
hon so v@i cac khang sinh khac.
Ciprofloxacin va moxifloxacin dugc thai
trlr chi yéu qua mat va dat nong do
cao trong phan, nén vé ly thuyét cé
anh hudng I6n nhat dén hé vi sinh
dudng rudt, dac biét vdi moxifloxacin
do cé hoat tinh véi vi khudn ky khi.
Ciprofloxacin va norfloxacin cé ty Ié
nong do phan/huyét tudgng cao nhat
(khoang 100 I[an). V&i levofloxacin,
moxifloxacin va ofloxacin, ty I€ nay la
khoang 10-15 lan. Ngoai ra, 6 ngudi
tinh nguyén khoée manh, ciprofloxacin
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van dat nong do rat cao trong phan
(xap xi 1 g/g) dén bay ngay sau khi
uéng mot liéu duy nhat.

Tac dung trén mat

D3 cb it nhat 5 nghién cttu dich té
dugc hoc danh gia vé nguy cc bong
vong mac khi st dung FQ, nhung két
qua dua ra lai khéng théng nhat. Hién
tai, ca dir liéu dich té va cac ngudn
khac (nghién clru tién Iam sang, Canh
giac Dugc) déu con han ché. Cg ché
gia thuyét dugc dua ra 1a FQ c6 thé (c
ché téng hgp mét sb loai collagen von
can thiét d€ gan véng mac vao mang
mach. VGi viém mang b6 dao, da co 3
nghién clu dich té dugc cong bg,
nhung chi mot nghién cltu cho thay FQ
lam tdng nguy cd, do vay chua gilp
khdng dinh vé& méi lién quan nay.

Tom lai, ho s an toan cua FQ hién
da dugc danh gia tuong doi day da,
vGi anh hudng trén nhiéu hé co quan
nhu cd xuong khdp, than kinh - tam
than, tim mach, da, r6i loan dudng
huyét va nhiem Clostridioides difficile.
Bién chiing suy than va doc tinh trén
gan nghiém trong thugng it dugc ghi
nhan. Dac biét, hién van c6 quan ngai
lién quan dén mot s6 phan ('ng hi€ém
gap, nhu bong vong mac. Cac phan
(fng nay xay ra vdi tan suat thap do do
thr nghiém lam sang trong giai doan
nghién clru phat trién thudc thudng
khong phat hién dugc, hoé sd an toan
cua FQ chi dugc hoan thién dan khi
san co dir liéu tUr cac nghién clu quan
sat hau mai, phan tich gop tu thor
nghiém lam sang va nghién ciu dich
té Dugc hoc. Khi mét nguy cd mdi
dugc ghi nhan, cac nghién clru nay
khong chi gilp xac nhan mai lién quan
vdi viéc st dung FQ ma con mo ta dac
diém 1dm sang va xac dinh cac yéu t&
nguy cd. Trong sO ti€p theo cua ban
tin Canh giac Dudc, bai viét sé tiép tuc
tap trung lam rd cac yéu té nguy co
dan dén tac dung bat Igi lién quan dén
fluoroquinolon, nhédm déi tugng dac
biét, tuang tac thudc-thudc va khuyén
cao Ve viéc xur tri mét sd phan (ng lién
quan dén nhom khang sinh nay.



http://canhgiacduoc.org.vn

TONG KET CONG TAC BAO CAO ADR NAM 2024

Nam 2024, Trung tédm DI&ADR
Qudc gia va Trung tam DI&ADR khu
vuc TP. H6 Chi Minh da ti€p nhan va
XU ly 29.345 bdo cdo (dat 290 bdo
cao/1 triéu dan). Trong do, 24.789 bao
cao ADR dugc gui tur cac ¢ s kham,
chira bénh; 3241 bao cdo ADR xay ra
trén I13nh thS Viét Nam tir cac don vi
san xudt, kinh doanh dugc pham
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(38 bado cao trung vGi bao cdo tur cac
cd s& kham, chira bénh); va 1353 bao
cao bién c0 bat Igi nghiém trong tir cac
nghién cru th&r nghiém lam sang tai
Viét Nam.

S6 lugng bdo cao nhan dugc tu
nam 2003 dén nam 2024 dudc trinh
bay trong Hinh 1.

29345

A R A Nam

Hinh 1: S6 lugng bao cao ADR hang nam trong giai doan 2003 - 2024

Trong sO cac bao cao da ti€p nhan,
c6 28.660 (97,7%) bao cao vé bién co
bat Igi cia thudc, 60 (0,2%) bao cao
vé sai sot trong sU dung thudc, 55
(0,2%) bao cao vé chat lugng thudc va
570 (1,9%) bao cdo vé cac van dé

khac (bao cdo lién quan dén sur dung
thuéc vdi chi dinh chua dugc phé
duyét, thi€u hiéu qua diéu tri...). Chi
tiét s6 lugng bao cao da nhan dugc Ity
ti€n theo tung thang trong ndm 2024
dudc trinh bay trong Hinh 2.
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Trung tam DI & ADR Qudc gia
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Hinh 2. S6 Iurgng bao cao ADR nam 2024 theo tirng thang
I. BAO CAO ADR TU' CAC CO'SG'  Phan 16n bdo cdo dugc guri tir cac dan
KHAM, CHUA BENH vi § Bong Nam b va vling déng bang

1. Tinh hinh bao cao tir cic don vi song Hong, tir cac bénh vién tuyén
N&m 2024, 1016 cd s kham bénh, tinh, bénh vién da khoa va bénh vién
chifa bénh cla t4t ca cac tinh, thanh thuoc khoi cac benh vien cong lap
phd trong ca nudc da tham gia bao (Himh 3). Thanh pho HO Chi Minh va
c40 ADR (t3ng 2,5% so v6i ngm 2023).  thanh pho Ha Noi co ty le bao cao cao

Viing dia Iy Tuyén khim, Loai hinh

chira bénh da khoa/chuyén

khoa
2.9% "
2.0%
= Bbng bing séng Hong = Trung wong
= Trung du v mién ndi phia Bic = Tinl/Thanh phd
= Bic Trung Bo va Duyén hai mién Trung = Huyén/Quan » Pa khoa
Tay Nguyén Nganh
= Pong Nam Bo * Truomg Pai hoe = Chuyén khoa
= Pong bing séng Cm Long = Twnhan

Hinh 3. Phan loai bao cao ADR theo vuing dia ly, tuyén kham, chira bénh
va loai hinh cua don vi gtri bao cao
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nhat chiém ty Ié tuong (ng 32,9% va bao cao/1 triéu dan) va thanh phd Can
13,7% téng s& bdo cdo clia tat cad cAc  Tha (451,2 bao cdo/1 triéu dan) (Hinh
cd s@ kham, chita bénh. 17 tinh/thanh 4 va Hinh 5). Cac don vi c6 s6 lugng
phd c6 s6 bao cdo/1 triéu dan cao hon bao cdo ADR cao tap trung tai TP. HO
200 (bdo cdo/1 triéu dan), trong dé Chi Minh, trong d6 Bénh vién da khoa
cac tinh/thanh phé cd s6 bao cdo/1 Tam Anh la don vi c6 s6 bao cdo ADR
triéu dan cao nhat ca nudc la thanh nhiéu nhét trong ca nudc, chi€ém 3,9%
phd Da Nang (934,8 bdo cdo/1 triéu tong sd bdo cdo ADR tir cac don vi
dan), thanh phd H6 Chi Minh (863,5 kham, chita bénh (Bang 1).

c
@ 1000 oo 35% o
- 863.5 <
3 900 32.9% =
@ '\ 30% =~
S 800 s
- '
~ 259%
2 7%
(=)
< 600 20%
o
(]
B s00 4512
(=} 6.2 3957 3751 15%
\© 400 13.7% i 3411
g’ 300 10%
3 200
28 100 4.7% 4.7% 5%
2.3% 3% 2 2.9% .
S T 17
0%

0
PaNang TP.H6 CanTho Ha Noi Hai AnGiang Nghé An Thira Khinh  Thai
Chi Minh Phéng Thién Hoa  Nguyén
Hué

S bao cao/1 tridu dan Ty 1& % (n = 24789)

* Dén s6 tinh theo sé liéu so bd cua Téng cuc Théng ké ndm 2023
Hinh 4. 10 tinh/thanh pho guri bao cao ADR nhiéu nhat

Bang 1. Danh sach 10 bénh vién giri bao cao nhiéu nhat

Tinh/Thanh S6bao Ty Ié (%)

Pon vi giri bao cao

pho N=24789
1 Bénh vién Pa khoa Tam Anh TP. HO Chi Minh 963 3,9
2 Bénh vién Nhan Dan Gia Dinh TP. H6 Chi Minh 694 2,8
3 Bénh vién Dai Hoc Y Dugc TP. H6 Chi Minh ~ TP. Hd Chi Minh 673 2,7
4  Bénh vién Hung Vuadng TP. H6 Chi Minh 472 1,9
5  Bénh vién Phdi Trung uang Ha Noi 450 1,8
6  Bénh vién Thong Nhat TP. H6 Chi Minh 373 1,5
7  Bénh vién Trung ucng Quan doi 108 Ha NGi 358 1,4
8  Bénh vién Tir Dii TP. H6 Chi Minh 342 1,4
9  Bénh vién Bach Mai Ha Noi 339 14
10 Bénh vién Da khoa Khu vuc Tha Bic  TP. H6 Chi Minh 321 1,3
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S6 lwgng bao caoltriéu dan cua cac tinh/thanh phé nam 2024

S8 bdo cao/triéu dan

H 9348
103

Hinh 5. S0 lugng bao cao/1 triéu dan cua cac tinh/thanh ph6 nam 2024

Nhan vién y t€ guii bao cdo chd yéu (26,0%) va ti€p theo la diéu duGng va
la dugc si (50,9%), bac si - y si nirho sinh (17,8%) (Hinh 6).

3.9%

—\].4%

|

= Dugce si

=Bacsi-Y s

= Piéu dudng - Nit hd sinh
Khong c6 thong tin

= Khac

Hinh 6: Ty Ié nhan vién y té tham gia bao cao ADR
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2. Cac thuoc nghi ngé gay ADR
dugc bao cao nhiéu nhat

Trong 24.789 bdo cdo cé 51 bao
cao vé chat lugng thudc va 1 bdo cao
V€ sai sét trong s dung thudc, do dé
thong tin vé thudc nghi ngG dudc
thong ké trén 24.737 bdo cdo, tucng
ng vdi 28.969 thudc nghi ngd (ty 1é
1,2 thubc/1 bdo cdo). Cac thubc nghi
ngd gay phan Ung cdé hai xuat hién

http://canhgiacduoc.org.vn

nhiéu nhat trong cac bao cdo ADR
thuéoc 2 nhdm chinh: khang sinh
(ceftriaxon, cefotaxim, ciprofloxacin,
vancomycin, cefoperazon, levofloxacin,
cefazolin, amoxicilin/chat (c ché
betalactamase, ceftazidim) va nhdm
thu6c gidam dau, ha s6t, chong viém
(diclofenac). Ceftriaxon la thudc nghi
ngd dugc bao cao nhiéu nhat vdi ty I€
8,3%.

Bang 2. Cac nhom du'gc ly dudgc bao cao nhiéu nhat

Nhom thuéc S6 lugng (T‘v:|2é4(7°é°7))
J01D Eggﬁaglossfjggn tt;]eé’;ah-éa&tra{n dé’llil‘lélé,ccaSlto)ggen(é’:(“l%n)1 7992 32,3
JOIM  Khang sinh nhém quinolon 2259 91
MO1A  Thudc ch6ng viém, chdng thap khdp 2091 8,5
JO1C Khang sinh ho beta-lactam, nhém penicillin 1804 7,3
Khang sinh nhém khac (bao gom khang sinh
JO1X  nhdédm glycopeptid, cac polymyxin, dan chat 5 1644 6,6
nitro-imidazoal,...)
JO4A Thudc diéu tri lao 1437 5,8
VO8A  Thudc can quang chtra iod 1178 4,8
L0O1X  Thudc diéu tri ung thu khac 721 2,9
NO2B  Thudc giam dau va ha s6t khac 639 2,6
NO5A  Thudc chdng loan than 611 2,5

Bang 3. Danh sach 10 thudc nghi ngé dudc bao cao nhiéu nhat

Tén thudc S lugng (E9=|2é4(7°:/-;°7))
1 Ceftriaxon 2058 8,3
2 Cefotaxim 1372 5,5
3 Diclofenac 1340 5,4
4 Ciprofloxacin 1251 51
5 Vancomycin 1097 4,4
6 Cefoperazon 782 3,2
7 Levofloxacin 749 3,0
8 Cefazolin 744 3,0
9 Amoxicilin/chat (rc ché betalactamase 633 2,6
10 Ceftazidim 593 2,4
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II. BAO CAO ADR TU CAC PON
VI SAN XUAT, KINH DOANH DUOQOC
PHAM

Trong nam 2024, 70 cd sG kinh do-
anh dugc da gui bao cdo ADR dan lé,
75 dan vi san xuat va kinh doanh dugc
pham da gli bdo cdo téng hap dinh ky
(PSUR, PBRER...) va 83 cd s@ kinh do-
anh dugc da gui bao cdo an toan (2A,
2B) vé Trung tam DI & ADR Quéc gia
va Trung tam DI & ADR khu vuc TP.
HG6 Chi Minh.

T6ng sd bao céo ADR xay ra tai Viét
Nam da dugc cac cd s kinh
doanh dugc ghi nhan la 3241. Trong
do, cong ty Hoffmann La Roche Ltd. ¢
sO lugng bao cdo nhiéu nhat (19,3%).
Cac thu6c nghi ngd dudc bao cao
nhiéu nhat tir cac co sd kinh doanh
dugc thuéc 3 nhédm chinh: nhém (c
ché protein kinase (osimertinib,
regorafenib, lenvatinib), nhém khang
thé don dong, phic hop thubc-khang
thé  (pertuzumab,  atezolizumab,
trastuzumab, pembrolizumab,
daratumumab); va thubc U'c ché mién
dich  (mycophenolate  mofetil va
tacrolimus). Trong do, osimertinib la
thuéc nghi ngé dugc bao cao nhiéu
nhat vGi ty 1€ 7,5%.

III. BAO CAO ADR TU NGHIEN
CcUU THU NGHIEM LAM SANG

Nam 2024, Trung tam DI & ADR
Quoc gia da nhan dugc 1353 bao cao
bién c6 bat Igi nghiém trong (giam
14,4% so vGi nam 2023) xay ra trong
97 nghién clru thir nghiém lam sang tai
Viét Nam, tUr 48 don vi nhan th
nghiém lam sang.

IV. CAC TRUONG HOP KHAN
LIEN QUAN DEN AN TOAN THUOC

Trong nam 2024, Trung tam DI &
ADR Quéc gia da xur ly 44 trudng hgp
phan hodi khan lién quan t&i an toan
thudc. Trong dd, 37 truGng hdp la bao
céo ADR khan phan hoi cho can bd y té
va dan vi gui bao cao ADR va 7 trudng
hgp céng van cung cap thong tin vé an
toan thubc cho cac cd quan quan ly
cla BO Y té. Trong cac trudng hgp bao
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cdo ADR khan, 32 trugng hgp ti vong
va 5 trudng hgp chuoi bdo cado ma
phan 'ng co hai xay ra v&i cung mét 16
thudc trong mot thdi gian ngan [bao
gdm cac ché phdm Omnipaque
(iohexol), Vinrolac (ketorolac),
Hemafer-S (sat sucrose), Smoflipid
20%, Fentanyl va Nupovel (propofol)].
Song song Vvai cdng tac phan hoéi khan
cho ca nhan, dan vi glri bao cao ADR,
Trung tdm DI & ADR Qudc gia cling
cap nhat cac théng tin vé an toan
thuGc guii co quan quan ly clia BO Y té€
bao gom:

- Canh bdo nguy cd tac dung khong
mong muodn trén tam than kinh khi st
dung montelukast.

- Cung cdp thong tin vé viéc hudng
dan kiém tra ma tdy déi véi ngudi diéu
khién phuong tién tham gia giao
thong.

- Cap nhét thong tin san phdm cua
thudc chira dan chat heparin va thudc
tiém chira promethazin hydroclorid.

- Cap nhéat thdng tin san pham cla
thudc cha van thu thé GLP1.

- Cung cap thong tin vé khuyén cao
khong s dung mang polyacrylonitril
trong loc mau trén bénh nhan dang
diéu tri bang caspofungin.

- Cung cap thong tin thudc phuc vu
xay dung cap nhat danh muc thudc
thudc pham vi dugc hudng cia ngudi
tham gia Bao hiém y té.

- Cung cap théng tin vé khuyén cao
chong chi dinh promethazin hydroclorid
dudng ubng cho tré em dudi 6 tudi.

V. KET LUAN VA BE XUAT

Trong nam 2024, s6 lugng bao cao
ADR dugc Trung tam DI & ADR Qudc
gia va Trung tdm DI & ADR khu vuc
TP. H6 Chi Minh da ti€p nhan tang
10,9% so véi nam 2023, ty |€ bao cao
van chua doéng déu gilta cac dia
phuong, khu vuc va cac tuyén bénh
vién. Do dd, hoat dong bao cao ADR
can tiép tuc dugc thic ddy hon nifa,
dac biét tai don vi, dia phudng chua
tham gia bdo cao ADR. Bén canh cac



ADR r8i loan toan than va bi€u hién
trén da, cac ADR lién quan dén thudc
khang sinh va thubc giam dau, ha sGt,
chong viém, nhan vién y té€ cling can
chu y theo doi, phat hién va bao cao
cac bién co bat Igi cia cac nhdm thudc
khac (dac biét cac nhdom thube cod nguy
cd cao gay ADR, thubc co6 pham vi diéu
tri hep), cac ADR trén cac hé cg quan
khac, cac bién c6 bat Igi can giam sat
thong qua cac tham do chic nang
chuyén sau hay xét nghiém can lam
sang, cac ADR c6 kha nang phong
tranh dugc (tac dung phu ctua thudc).
Trong qua trinh x&r ly bdo cdo ADR,
Trung tam nhan thdy cé mot s6 bao
cao ADR gui tur cac don vi bi that lac
khi glri qua dudng buu dién. D€ dam
bao viéc trao ddi thong tin dugc day
dq, kip thdi, Trung tdm xin dé nghi cac
don vi tdng cudng trién khai bdo cdo
bdng cac hinh thic khac (bdo cao truc
tuyén hodc gui thu dién tir) bén canh

http://canhgiacduoc.org.vn

hinh thifc giri qua dudng buu dién vé
Trung tam. Nam 2025, Trung tam ti€p
tuc duy tri gui thu cdm an, phan hoi va
cung cap cac thong tin khac vé ADR
cho cac don vi qua dudng thu dién tur
va trang web (http://
canhgiacduoc.org.vn/). Trong truGng
hdp ¢d nhu cdu hodc thay d6i can bd
dau moi, dé nghi cac don vi gui cong
van tdéi Trung tam DI&ADR Qudc gia,
dé xuat cr 01 can bé dau modi phu
trdch c6ng tdc Canh gidc Dudc dé
nhan cac thong tin néu trén (céng van
can ghi ro ho tén, chirc vu, dan vi, s6
dién thoai va dia chi email clia cac ca
nhan dugc dé xuat).

Trung tam DI & ADR Quéc gia xin
tran trong cdm dn su hgp tac cua cac
don vi va can b6 y té da tham gia bao
cdo ADR va mong muon ti€p tuc nhan
dugc su phdi hgp dé trién khai hiéu
qua hoat dong giam sat ADR.
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T()’NG Kl“s"r POT DI'\NH GIA CHfNH THl’J’c chA T6 CHUC
Y TE THE GIOT POI VOT HE THONG QUAN LY QUOC GIA
VIET NAM VE THUOC VA VAC XIN

Hé théng quan ly thubc, vac xin va
sinh phdm déng vai trd quan trong
trong viéc dam bao chat lugng, an
toan va hiéu qua cuta vac xin, thudc va
sinh phdm y té. M6t quéc gia c6 hé
thong quan ly y té€ hiéu qua sé dong
gdp vao nhiing két qua, su ddi mdi va
nang cao chat lugng sic khée cong
dong.

TU ndm 2015, Viét Nam lan dau
tién dugc T6 chirc Y té€ thé gidi danh
gia dap (ng dat NRA ddi véi vac xin.
Dén ndm 2018, WHO da thuc hién viéc
tdi danh gia theo phan mém danh gia
toan cau (Global Benchmarking Tool —
GBT) vdi 09 chirc ndng va tiéu chi cu
thé.

Cu0| nam 2020, WHO cong nhan

Nguyén Ha Nhi

hé thdng NRA vé vac xin cua Viét Nam
dat cdp do6 hoan thién 3, cap do cao
th(r hai trong thang danh gia phan loai
cia WHO vé hé théng quan ly qudc
gia. VGi muc tiéu khdng ngirng nang
cao chat lugng cong tac quan ly, dam
bao ngudi Viét Nam dugdc s dung
thudc, vac xin an toan, hiéu qua, B Y
t€ da dé nghi WHO danh gia hé thong
quan ly ctia Viét Nam khong chi véi vac
xin ma m@ rong danh gia doi v&i thudc
trong lan danh gia nay.

Ngay 30/06/2025, |& khai mac dot
danh gia clia T6 chic Y t& thé gidi ddi
V@i hé thong quan ly quéc gia Viét Nam
vé thubc va vac xin da dién ra tai BOY
t& do Th& trudng BO Y t&€ PO Xuan
Tuyén cha tri.

— - ndd .

hl *

DANG cous SAN
VIET NAM,
NGUOI ﬂlllm.
10 CHUE

CUR#‘!

VIET NA e

.

ajn.if* ‘V

’0.“-0‘“1 NGQUASS CUO(GI ’
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Hinh 1. Lé khai mac dgt danh gia chinh thirc tai Bo Y té

Trong khudn khG dot danh gid,
Trung tdm DI & ADR Qudc gia la don vi
dau mai cho chirc nang Canh giéc dugc
d6i véi thudc (VL thuoc), dong thdai
phdi hgp chdt ché vdi cac don vi dau
moi cla chlfc nang Hé thdng quan ly
(RS) va Canh giac dugc ddi vdi vac xin
(VL vac xin).

Sang ngay 1/7/2025, doan lam viéc
ctia chirc nang VL thudc da cé chuyén
thuc dia tai Bénh vién Bach Mai. TS.
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Geraldine Hill, chuyén gia dai dién
WHO khu vuc Tay Thai Binh Duang ghi
nhan va danh gid cao cac hoat dong
cdng tac Canh giac Dugc da dudc trién
khai tai Bénh vién.

Trung tam DI & ADR Qudc gia va
Cuc Quan ly Dugc da phdi hgp, lam
viéc cung chuyén gia WHO vdi tinh
than trach nhiém cao, tich cuc ra soat
tirng chi s6 danh gia thudc chiic nang
VL thubc, dong thdi cung cdp cac bang
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Hinh 2. Thu'c dia chirc nang Canh giac Du'gc tai Bénh vién Bach Mai

chirng chirng minh két qua hoat dong,
tinh hiéu qua cta hé théng quan ly
thu6c, vdc xin cla Viét Nam trong
nhirng ndm qua. Két qua danh gia chic
nang VL thu6c dat mic d6 2 (ML 2).
Chuyén gia cia WHO da c6 24 khuyén
cao, trong d6 cd 14 khuyén cdo bat
budc thuc hién dé dat mdc d6 3 (ML
3). NOi dung khuyén cdo bao gom:

- Xay dung, slfa ddi Hudng dan
Quoc gia vé Canh giac Dugc, quy dinh
vé nhan su phu trach Canh giac Dugc
tai cac don vi kinh doanh dugc;

- Chuén hda quy trinh chia sé thdng
tin trong hé thdng Canh giac Dudc;

- Xay dung quy ché, quy trinh hoat
ddng clia Ho6i ddng chuyén gia tham

“ 0

e

e A

&

Hinh 3. TS. Geraldine Hill, chuyén gia WHO Tay Thai Binh Ducng

dinh bao cdo ADR;

- Trién khai cdng tac dao tao/ tap
huan cho chuyén gia, nhan vién lam
hoat dong Canh giac Dugc vé K& hoach
quan ly nguy cd — RMP va bdo cao
PBRER/PSUR;

- Trién khai hé thdng VigiFlow dé
chia sé dir liéu bao cao ADR trong hé
thong va trén thé gigi (WHO-UMC).

Trong thdi gian tdi, Trung tam ti€p
tuc xay dung va trién khai k& hoach
khdc phuc, hoan thién d6i véi chic
nang Canh gidc Dugc nodi riéng va hé
théng quan ly quéc gia néi chung dé
Viét Nam dat dugc mirc do 3 va tién téi
murc do 4.

- ; —

chup anh ciung nhan vién Trung tam DI&ADR Qudc gia
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DIEM TIN CANH GIAC DUOC

BuUi Thi Phucng Thao, Pham Thi Thu Ha, Nguyén Thi Thu Huyén,

'NGUY CO' GAP CAC PHAN UNG
cO_ HAI NGHIEM TRONG TREN
THAN KINH KHI TIEM NOI TUY
CAC THUGC POI QUANG TU CHUA
GADOLINIUM: THONG TIN TU BO
Y TE CANADA (HEALTH CANADA)

Cac thu6c d6i quang tu chlra
gadolinium (gadolinium-based contrast
agent - GBCA) dudc st dung trong
chup céng hudng tir (MRI) nham tang
kha n&ng quan sat md va ho trg chén
doan lam sang. Tai Canada, cac thubc
nay chi dugc phé duyét sir dung theo
dudng tinh mach (IV) va khong dugc
cap phép dudng tiém ndi tuy. Trong
giai doan ndam 2019 - 2024, Health
Canada ghi nhan khoang 2,5 triéu
bénh nhan sir dung GBCA tai Canada.
Health Canada cling nhan dugc bao
cao vé trudng hgp s dung GBCA theo
dudng tiém noi tuy (off-label) nhung
khong co sO liéu thdng ké chinh thirc.
Sau canh bao cua Co quan Quan ly
Thuc phdm va Dudc phdm Hoa Ky,
Health Canada da ti€n hanh danh gia
nguy cd xuat hién cac bién c6 bat Igi
nghiém trong nhu co giat, bénh ly ndo,
hon mé va tir vong lién quan dén sur
dung cac GBCA.

Két qua danh gia cua Heath Canada:

Health Canada da ti€n hanh ra soat
Ca sd dir liéu Canada Vigilance, tai liéu
y van hién c6 va xem xét y kién cua
cac chuyén gia lam sang. Health Cana-
da ghi nhan dudc 22 bénh nhan (bao
gom 1 bénh nhéan tai Canada va 21
bénh nhan trén thé gidi) gap phan Uing
c6 hai nghiém trong khi stir dung GBCA
theo dudng tiém ndi tay. Trong s6 22
bénh nhan nay, mdi lién quan gilra
viéc sir dung GBCA va bién cO bat Igi
dugc danh gid ¢ mirc dd “cd thé” & 18
bénh nhan (gobm 1 bénh nhan tai
Canada va 17 bénh nhan trén thé
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Vi Thi Ngoc Mai, Nguy&n Mai Hoa

gidi). Trong s6 dd, bién cd xay ra &
11/18 bénh nhan da dugc mo ta trong
cac tai liéu y van cong bo trudc dé. Vai
4 trudng hop con lai, khdng thé phan
loai dugc mGi quan hé nhan qua do
thi€u thong tin. Liéu dung dudc ghi
nhan trong 15/18 trudng hgp trén dao
dong tur 1,5 mmol dén 12 mmol (liéu
trung binh la 3 mmol). Toan bd 18
trudng hgp nay déu ghi nhan & bénh
nhan ngudi I6n. Sau khi x& tri phan
(tng, 17/18 bénh nhan (bao gom 1
bénh nhan tai Canada) da hé6i phuc
hodc dang hoi phuc, 1 bénh nhan tu
vong. Health Canada cling phan tich
28 nghién cllu da cong b6 vé thudc
nay. Két qua cho thay khong cd bao
cdo nao vé cac phan ng cé hai trén
hé than kinh nhu co giat, bénh nao,
hon mé hodc tr vong sau khi dung
GBCA dudng noi tuy.

Khuyén cao tur Health Canada:

Health Canada két luan cé mai lién
quan gilra viéc sir dung GBCA dudng
tiém ndi tay (off-label) va nguy co
phan 'ng c6 hai nghiém trong trén hé
than kinh nhu co giat, bénh ly ndo,
hon mé va tr vong.

- Health Canada dang phdi hgp véi
cac nha san xudt dé bd sung nguy cd
nay vao théng tin san pham ddi vdi
tdt cd cac thubc chira GBCA tai
Canada.

- Health Canada khuyén khich
ngudi bénh va nhan vién y té bao cao
bat ky tac dung khong mong mudén
nao lién quan dén viéc sir dung GBCA
va cac thudc khac.

- Health Canada sé ti€p tuc giam
sat d6 an toan cua cac thuéc GBCA
cling nhu cac thudc khac dang luu
hanh tai Canada, d& phat hién nguy
cd mdi, dong thdi, thuc hién cac bién
phap quan ly nguy cd phu hgp.




NGUY CO TANG THAN NHIET
KHI SU DUNG MIENG DAN CHONG
SAY TAU XE CHUA SCOPOLAMIN
THONG TIN TU CO’ QUAN QUAN LY
THUC PHAM VA DUOC PHAM
(FDA) HOA KY

Nam 1979, miéng dan trén da chlra
scopolamin dugc FDA Hoa Ky phé
duyét lan dau tién vdi chi dinh du
phong bubn nodn va nén do say tau xe
& ngudi I6n. Sau d6, ch& phdm nay
dugc ma rong chi dinh du phong bubn
non va non & giai doan phuc hoi sau
gay mé hodc lién quan dén s dung
thuéc giam dau opioid trong phau
thuadt. Scopolamin la thudc khang
cholinergic cé tac dung (c ché dan
truyén than kinh, tir d6 lam giam cam
giac budbn non va non. Miéng dan chira
scopolamin dugc dan sau tai va thdi
gian tac dung lén tGi 3 ngay.

Nguy co tang than nhiét khi s
dung miéng dan scopolamin

Tinh dén 16/08/2024, FDA Hoa Ky
da ghi nhan 13 bdo cao trén thé gidi
(bao gom 7 truong hop tai My) vé
phan (’ng tang than nhiét lién quan
dén miéng dan chla scopolamin.
Trong dd, 10 bao cao c6 thong tin cu
thé vé than nhiét cla bénh nhan, cu
thé, 3 bdo cdo co nhiét dd co thé cao
nhat tu 40°C trg lén va 7 bao cdo cd
nhiét dd ca thé tir 37°C - 40°C. Ngoai
ra, 8/13 bao cdo xay ra ¢ dbi tugng tré
em duGi 17 tudi va 4 bdo cdo & ngudi
cao tudi (trén 60 tudi). Hon nita, 4/13
truGng hgp trén can nhap vién, 2
truGng hgp tir vong (bao gom 1 tré em
va 1 bénh nhan cao tudi). Hai bénh
nhan tir vong déu cd cac yéu té nguy
cd lam ndng thém phan (fng tang than
nhiét nhu st dung dong thGi véi mot
thuéc khang cholinergic khac hoac
dang ti€p xuc vdi nguon nhiét tur bén
ngoai. Muc dich cua viéc s dung
miéng dan scopolamin trén cac bdo
cdo nay la kiém soét tiét nudc bot (6
bdo cdo), say tau xe/bubn non (4 bao
cao), 3 trudng hgp khong ro ly do
dung thudc. Cac biéu hién phan ing cé
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hai dugc mo ta bao gom it nhat mot
triéu chiing khang cholinergic: gian
dong tur, do giac, Iu lan, mat phuong
hudng hodc bi tiéu. Thdi gian khdi
phat tdng than nhiét thudng dudi 72
gid k& tir khi s dung miéng dan
scopolamin.

FDA Hoa Ky nhan dinh rdng mai
quan hé nhan qua gilra viéc sir dung
miéng dan chlra scopolamin va phan
Ung tang than nhiét phu hgp véi cg
ché tac dung cua thudc do kha nang
thuéc vugt qua hang rao mau ndo.
Ngoai ra, phan ('ng tang than nhiét cé
thé lién quan dén hdi chi’ng khang
cholinergic gay ra bdi viéc sif dung
dong thgi nhiéu thu6c khang
cholinergic, dan dén cac triéu chirng
nhu khé miéng, nhin m& va gian dong
tur.

Canh bao an toan tir FDA Hoa Ky

FDA Hoa Ky canh bao miéng dan
trén da chfa scopolamin cé thé gay
tang than nhiét va cac bién ching lién
quan tang than nhiét, dan tdi nhap
vién hodc tham chi t&r vong trong mét
sO trudng hgp. Da s6 bién c6 nay dugc
ghi nhan trén nhitng d6i tugng nhay
cam vdi su thay ddi nhiét do co thé,
bao gém: tré em (< 17 tudi) va ngudi
cao tudi (= 60 tudi). Do d, FDA Hoa
Ky yéu cdu théng tin san pham cla
miéng dan chlra scopolamin cdn b&
sung canh bao vé nguy cd nay.

bang chd vy, tinh trang tang than
nhiét gay ra bién chifng nghiém trong
thudng dugc ghi nhan khi s’ dung
miéng dan scopolamin & tré em. Trong
khi d6, FDA Hoa Ky khdong cap phép
miéng dan nay cho bat ky chi dinh nao
¢ tré em, tuy nhién, da cé trudng hgp
ké dan ngoai chi dinh dugc cap phép
dé ki€ém soét tinh trang téng tiét nudc
bot quéa muc & tré bai ndo hodc mac
cac rdi loan than kinh khac.

Tang than nhiét thudng xuat hién
trong khoang 72 gid sau khi dung
miéng dan scopolamin & lan dau tién
st dung. Miéng dan trén da ch(a
scopolamin cé thé anh hudng dén kha
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nang diéu hoa than nhiét clia cg thé,
tlr d6, dan tdi tdng nhiét dd cd thé.
Ngoai ra, miéng dan nay ciing lam
giam tiét mo6 hoi, gop phan nang thém
phan ('ng tang than nhiét. Cac trudng
hgp nghiém trong c6 thé dan tdi bién
chirng nhu 14 1an, mat y thdc, hon mé
hodc t& vong. Phan (ng tdng than
nhiét cling c6 thé trdam trong hon khi
bénh nhan dang trong moi trudng cd
nhiét do cao hodc st dung cac thiét bi
tao nhiét nhu chan sudi,...

Do do, FDA Hoa Ky khuyén cdo bG
sung canh bdao mdi va cac thong tin
khac lién quan nguy co gay tang than
nhiét vao thdng tin san pham cua cac
ché phdm miéng dan trén da chira
scopolamin. Trong do, thong tin cap
nhat can bao gobm cac bién phap giam
thi€u nguy co nay, déc biét trén doi
tugng tré em va ngudi cao tudi. Dong
thdi, khuyén cdao bénh nhan gd bo
mi€ng dan khi than nhiét tang hodc cg
th€ khéng d6 md hdi khi néng va
thdng bdo ngay cho nhén vién y t& dé
dudgc xr tri kip thai.

Khuyén cao danh cho nhén |

viény té

- Canh bao bénh nhan vé nguy co
tang than nhiét lién quan dén mié€ng
dan trén da chira scopolamin, dac biét
G ddi tugng tré em va nguGi cao tudi.
Nguy cd nay c6 thé dan dén hdu qua
nghiém trong, can nhap vién, tham
chi t&r vong. Thdi gian khdi phat tang
than nhiét thudng trong vong 72 gic
k€ tr khi s dung miéng dan
scopolamin.

- FDA Hoa Ky yéu cau bd sung
canh bao vé nguy cd tang than nhiét,
dan dén hau qua nghiém trong vao
thdng tin san phdm clia céc ché phdm
miéng dan chilra scopolamin.

- Thong bao cho bénh nhan vé
phan (’ng tang than nhiét lién quan
dén miéng dan chlra scopolamin co
thé tram trong hon khi bénh nhan
dang trong moi truGng nhiét do cao
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hodc dang sur dung cac thiét bi tao
nhiét nhu chan sudi....

Hudng dan bénh nhan nhan biét
cac dau hiéu nhan biét tang than
nhiét, bao gdm nhiét do co thé ting
cao hodc khdng dé md hdi khi ndng.
Pong thdi, can thong bao ngay cho
nhan vién y t€ va gé miéng dan qua
da ch(ra scopolamin khi xuat hién cac
triu chiing nay.

- Luu y bénh nhén rang cac triéu
chirng tdng than nhiét c6 thé van con
ngay ca sau khi da g& miéng dan do
thuéc chua dugc thai trir hoan toan
khoi ca thé.

- Bdo cdo cac tac dung khong
mong muon nghi ngé do miéng dan
trén da chira scopolamin.

LUU Y VE PHAN UNG QUA MAN
MUON TREN DA DO THUGC CAN
QUANG CHUA IOD: THONG TIN TU
CO' QUAN QUAN LY DUQC PHAM
PHAP (ANSM)

Thulc can quang chilra iod dugc sir
dung trong chan doan hinh anh dugc
s dung qua dudng tiém, dudng udng
hodc ddt truc trang, nham tdng do
tuogng phan, ho trg quan sat rd hon
cac cd quan va tén thuong trong co
thé. Hién nay, thudc can quang chira
iod dudc st dung rat phé bién, dac
biét trong chup cdt Ip vi tinh.

Phan (ng qud man mudn thudng
xuat hién trong khoang han 1 gig dén
vai ngay sau khi ti€p xuc véi di nguyén
hodc thu6c. Cac phan ¢ng nay thong
qua cac té€ bao mién dich clia co thé
(ddc biét la t€ bao lympho T), kich
hoat dap ¢'ng mién dich mudn. Trong
da sb trudng hop, phan (ng biéu hién
dudi dang ban do va nglra xuat hién
trén da, thuong nhe va bién mat
nhanh khi ngirng thuéc gay phan (ng.
Tuy nhién, mot s6 phan (fng nghiém
trong mac du rat hiém gdp, cb thé xuat
hién nhiéu tuan sau d6, anh hudng
dén cac cd quan khac nhau, tham chi



c6 thé dan dén tir vong, bao gom:

- Phan (’ng do thuGc dac trung bdi
tinh trang tang bach cau ai toan va cac
triéu chiing toan than (DRESS): khdi
phat phan ng thudng gém cac triéu
chirng gia cim (s6t, mét mdi...), sau
dd xuat hién phat ban trén da kém phu
mat kéo dai, c6 thé cd ton thuong
miéng, mat va cc quan sinh duc;

- HOi chirng phat ban mun mu ngoai
ban toan than cap tinh (AGEP): dac
trung bgi dot bung phat cla nhiéu
mun mu nho trén nén ban dé, kem so6t
va mét mai;

- HGi chiing Stevens - Johnson: la
mot phan (ng trén da nghiém trong
bi€u hién bdi tinh trang bong da (dudi
dang bong nudc), sot, dau, phat ban
va/hodc tdn thucng niém mac miéng,
mat;

- Hoai tir thugng bi nhiém doc (hoi
chiing TEN): la sy pha hdy nhanh va
rong khdp cac I6p thugng bi va niém
mac, biéu hién véi cac nét dang bong
nudc, dau va bong da trén khdp co
thé.

Gan day, ANSM nhan dugc cac bao
cao mO ta phan ‘hg qua man muodn
trén da khi st dung thudc can quang
chira iod trong chadn doan hinh anh.
Cac phan (ng nay thudng khong
nghiém trong, gém cac bi€u hién nhu:
ngfa, man do xuat hién trong vong vai
gid dén vai ngay sau khi tiém cac
thubc can quang chira iod. Cac triéu
chirng nay hoi phuc sau khoang mét
dén vai tuan. Bén canh do, ANSM ciing
ghi nhan nhiing trudng hgp xay ra
phan (ng qua man hiém gdp nhung
nghiém trong, tham chi gay t&r vong
cho ngudi bénh. Cac thudc can quang
chira iod da c6 bao cao vé phan Ung
qua man muon trén da bao gom:
iobitridol, iopromid, iohexol, iodixanol
va iopamidol. Dong thdi, ghi nhan
phan (’ng chéo giltra cac thudc trong
nhém thudc nay, dac biét giira 2 thudc
iohexol va iodixanol.

Luuy:

Trong thuc t€, khong ton tai viéc di
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Ung vdéi iod. Mot s6 bénh nhan va
nhan vién y t€ cho rang néu bénh
nhan di Ung vdi ca hodc loai giap xac
cling s& di (’ng vGi cac san pham co
chira iod (vi du: chat sat khun, thdm
chi véi cac thudc can quang iod dugc
dung trong cac chan doan hinh anh).
Can nhdn manh réng, khéng c6 mdi
lién hé nay, nhitng phan Ung di Ung
nay khac nhau va doc 1ap vdéi nhau.
Tuy nhién, mot so trudng hgp rat hi€ém
gdp co thé xay ra tinh trang bénh nhan
di Ung dong thdi vdi nhiéu tac nhan
néu trén, mac du cc ché doc lap. Viéc
khdng hiéu rd van dé nay co thé khién
mot s6 bénh nhan khong dugc s
dung thu6c can quang trong khi thuc
hién chan doan hinh anh, dan dén khé
khan trong chdn doan hodc diéu tri.

Khuyén cao danh cho nhan
viény té

Truoc khi ké don thudc can quang
chua iod dé chén doan hinh anh, luu
'z

- Pdm bao viéc chan doan hinh
anh co sur dung thudc can quang chira
iod thuc su can thiét cho viéc chan
doan hoac diéu tri cia bénh nhan,
khdng cd phuong phdp chan doan
hinh anh nao khac cung cap du thong
tin can thiét ma khong st dung thudc
can quang chura iod.

- Ra soat tién sur di ing cla bénh
nhan, dac biét néu bénh nhan tiing
gdp phan (ng qua man véi thudc can
quang chtra iod.

- Nam r6 cac dau hiéu va triéu
chirng clia cac phan ‘hg qua man
muon nghiém trong nhu da mé ta &
trén.

- Théng bao cho bénh nhan vé
nguy cd qua man muon, dac biét vé
nguy cd phat ban trén da cé thé xuat
hién sau mét khoang thdi gian ké tir
khi sir dung cac thudc can quang
chira iod.

Trong khi thuc hién chén doan
hinh anh:

- Kiém tra tién str di ting clia bénh nhan.
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- Ghi rd tén thudc can quang iod da
st dung, bao gom ca so 16 lén bao
c&o chan dodan hinh anh dé Iuu vao ho
sd bénh an, gilp truy xuat tién sl st
dung vdi thudc can quang iod.

XU tri khi gdp phan ung qué mén
muon

- SUr dung corticosteroid bdi tai chd
dé kiém soat cac triéu chiing di Ung
khéng nghiém trong trén da. Trong
truong hodp phan (ng qua man
nghiém trong, bénh nhan can nhap
vién diéu tri ngay lap tiec.

- Khi bénh nhan xuat hién phan
U’ng trén da (bat k€ mdrc dd nghiém
trong) va nghi ngd lién quan dén viéc
st dung thuGc can quang iod, nén
ti€n hanh test di i’ng va&i nhiéu thudc
can quang iod khac nhau, khong chi
riéng hoat chat da s dung. Viéc nay
nhdm xac nhan ban chat di (’ng cua
phan Ung va dam bao an toan cho
qua trinh chadn doan hinh anh sau dé
do c6 nguy cd phan ('ng chéo giira tat
ca cac thudc can quang chira iod.

- Thong bao cho bénh nhan vé két
qua cua test di U'ng, cac thudc cho két
qua xét nghiém dugng tinh (chong chi
dinh d6i vGi bénh nhan) va cac thudc
cho két qua &m tinh (c6 thé dugc sur
dung cho bénh nhan trong tuang lai).
Khuyén cdo bénh nhan truéc moi lan
ti€én hanh chup chiéu, can théng bao
cho béc si chan doén hinh anh (va cac
nhan vién y t€ lién quan) vé cac thudc
gay di ing nay.
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NGUY CO VIEM NAO LIEN
QUAN BEN VAC XIN THUY PAu:
THONG TIN TU CO' QUAN QUAN LY
DUQ'C PHAM CHAU AU (EMA)

Uy ban Panh gia Nguy cd Canh giac
Dugc (PRAC) thudc Ca quan Quan ly
Dugc phdm Chéu Au (EMA) da hoan
tat viéc danh gia nguy cd viém nao lién
quan dén cac vac xin thay dau (Varilrix
va Varivax). Banh gia nay dugc khdi
dong ngay sau khi ghi nhan mot
trudng hgp viém ndo dan dén tir vong
sau tiém vac xin Varilrix.

Sau khi danh gia toan dién cac bang
chirng tir thr nghiém lam sang, tai liéu
y van va dir liéu hau mai, PRAC khuyén
cdo thdng tin san phadm cua Varilrix va
Varivax can cap nhat nham mo ta chi
tiét vé mdc do nghiém trong cua nguy
cG viém ndo sau khi tiém vac xin thay
dau sbng giam ddc luc, trong d6 cb ca
trudng hdp dan dén ti vong & bénh
nhan. PRAC luu y rdng hai vac xin nay
chdng chi dinh véi bénh nhan c6 tinh
trang suy giam mién dich, ngoai ra,
chua yéu cau bd sung thém bién phap
giam thiéu nguy co nao khac.

Ngoai dang dan thanh phan, véc xin
thiy dau cling dugc luu hanh & dang
phdi hgp dé phong bénh sai - quai b -
rubella - thiy dau (MMRV). PRAC ciing
khuyén cdo théng tin san pham cla
cac véac-xin ph6i hogp nay ciling can
dugc cap nhat tuong tu nhu cac vac-
xin thdy dau don thanh phan. PRAC
khuyén cao bénh nhan dén co s¢ y té
gan nhat dugc ho trg kip thai khi xuat
hién cac dau hiéu nghi ngG nhiém
trung hodc viém ndo.



Phu luc 5

BAO CAO PHAN I’'NG cO HAI CUA THUGC

NOEDAOICAD: . .cusmsumeenrmmuemmrommsssvevammsesing ssmws

ADR

THONG TIN VE NGUO'I BAO CAO, BENH NHAN VA DON V| BAO CAO

SEDUOQC BAO MAT

Ma sé bao céo clia don vi:.

Ma s6 bao cao (do Trung tam quéc gia quan Iy)

Xin anh/chi hdy béo céo ké ca khi khdng chéc chén vé sén phdm da gay ra phén ting va/hoac khong co day du céc thong tm

A. THONG TIN VE BENH NHAN

1 HOVAtBN: e

3. Gigitinh
ONam ON@

4. Can nang:

2. Ngay sinh:
kg

Hodctudi:... ...

B. THONG TIN VE PHAN (PNG CO HAI (ADR)

5. Ngay xuét hién phan ¢ng: / /

6. Phan (rng xuat hién sau bao lau (tinh t&v an dung cudi cling cla
thudc nghi ngd):. e

7. M6 ta biéu hién ADR

8. Céac xét nghlem Ilen quan den phan ung —

9. Tién str (df (ng, thai nghén, nghién thudc 14, nghién ruou, bénh
gan, bénhthan..))

10. Céach xtr tri phan trng

11. Mrc d6 nghiém trong ctia phan trng
[ T vong
[ Pe doa tinh mang

[ Nhap vien/Keéo dai thoi gian ndm vién
[ Tan tét vinh vién/nang né

O Dj tat thai nhi
[ Khéng nghiém trong

12. Két qua sau khi xtr tri phan trng

O Ter vong do ADR ) i [ Chwa héi phuc O Hai phuc ¢6 di ching [ Khéng ré
[T vong khong lién quan dén thuoc Bang hdi phuc [ Hoi phuc khéng co di chirng
C. THONG TIN VE THUOC NGHI NGO’ GAY ADR
S6 lan T
N 2 Ngay dieu tri
S| 13.Thube (ten gbo va bovos, | Nha . Léu | 29 | oong | (Nodythang/ndm) )
il o o | OE S616 dung rong . Ly do duing thudc
T tén thuong mai) ham san xuat mét Bn ngay/ dung N o
lwong ? tuén/ Bat dau | Kétthuc
thang.
i
ii
iii
iv
STT | 14.Sau khi nglrng/giam liéu clia thudc bi nghi ngd, phan tng c6 | 15.Tai st dung thudc bi nghi ngd ¢d xuét hién lai phan trng

(Twong | duoc cai thién khéng? khéng?
ung13) [ C6 [ Khéng | Khéng nglrng/giam liéu | Khéng cé thong tin Co Khéng [ Khéng tai st dung Khéng ¢6 théng tin

i O O] [} O ] ] ] [m]

ii O | L O O] O ] [m]

iii ] L] O Ll O L 0

iV ] [m] [ [ | L] [m]
16. Cac thudc dung dong hoi (Ngoa/ [ céc thuéc dtJng dieu tn/khéc phuc hau qua cua ADR)

Tén thuée

Tén thuée { Dang bao ché, | N

ham luong

i
i
L




D. PHAN THAM DINH ADR CUA BON V|

17. Banh gia moi lién quan gitra thuoc va ADR

Chac chan
O cokha nang
O cothé

O Chwa phan loai
O Khéng thé phan loai

Khéng chéc chan O Khac

18. Bon vitham dinh ADR theo thang nao?

O Thang WHO

O Thang Naranjo

19. Phan binh luan ctia can bo y t& (néu cd)

E. THONG TIN VE N BAO CAO

20. Ho va tén:
Bbién thoai lién lac:.

Nghé nghiép/Chuic vu:
Email .

21. Chir ky

| 22. Dang bao cao:

O Lan gaw O BS sung 23. Ngay bdo cdo:......... . — Y R— :

Xin hdy béo cdo tat ca cac phan (ng cé
hai ma anh/chi nghi ng&, dac biét khi:

Céc phan tng lién quan t&i thube méi
Céac phan tng khéng mong muédn
hoac chua dwoc biét dén

Cac phan trng nghiém trong

Twong tac thuée

Thét bai trong diéu tri

Céc van dé vé chat lwgng thubc

Cac sai sot trong qua trinh str dung
thudc.

MAu béo cdo nay dwoc ap dung cho cac
phan ng gay ra b&i:

Thubc va cac ché pham sinh hoc

Vac xin

Cac thudc cb truyén hoac thubc co
ngudn géc dwoc liéu

Thwe phdm chirc nang

Nguwi bao cdo cé thé 1a:

Bac st

Dwoc si

Nha si

Y ta/ didu dudng/nik hd sinh

Cac nha cung cép dich vu cham séc
strc khoe khac.

Xin chan thanh cam on!

HUONG DAN LAM BAO CAO

Céch bao cdo:

«  Dién thong tin vao mau bao cao
«  Chican dién nhitng phan anh/chij cé théng tin
e Cothé dinh kém thém mét vai trang (néu mau bao céo khong di khoang tréng dé
di&n thong tin hay c¢6 nhirng xét nghiém lién quan).
«  Xin hay giri bdo cdo vé Trung tam Quéc gia vé Théng tin thuéc va Theo ddi phan
(rng ¢6 hai clia thubc theo cac dia chi sau:
= _-.n"f:" Thw: Trung tdm Quéc gia v'eA Théng tin thudc va Theo déi phan trng
L c6 hai cua thudc
Trwong Bai hoc Duoc Ha Noi
13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Néi

Fax: (024) 3933 5642

Dién thoai: (024) 3933 5618

Website: http://canhgiacduoc.org.vn
Email: di.pvcenter@gmail.com

Anh/chi c6 thé l&y mAu bao céo nay tai khoa Duoc, phong Ké hoach téng
hop clia bénh vién hoc tai tir trang web http://canhgiacduoc.org.vn. Néu cé bt
ky th&c méc nao, anh/chi c6 thé lién hé véi Trung tam Quéc gia vé& Théng tin
thudc va Theo d6i phan tng c6 hai cla thudc theo sé dién thoai: (04) 3933 5618
hoc theo dia chi email di. pvcenter@gmail.com.

Phén danh cho Trung tam DI & ADR Quéc gia

e doa tinh mang/ gay t&r vong

1. GUixac nhan téi don vi bao cao O 3. Phan rng da co trong y van/ SPC/ CSDL : O
2. Phan loai phan (ing L | 4. Nhap di¥ lidu vao hé co s& dir liéu quéc gia O
e []Thudc moi [ Thuoce ci O N T

s [JNghiém trong [ Khéng nghiém trong i 5. Nhap di¥ liéu vao phan mém Vigiflow ; O
6.

Mtrc d6 nghiém trong cla phan trng

O Nhap vién/ kéo dai thi gian ndm vién

O Gay di tat/tan tat O Lien quan téi lam dung/ phuy thuée thuée

7. Giri béo cdo t6i hoi ddng tham dinh o '}‘gaylgu" 8. G bao cdo cho UMC O ngay ‘/3“"
9. Ket qua tham dinh

O cChéc chan [0 Khéng chic chan

O Cé kha nang O Chua phan loai

O cothé [0 Khéng thé phan loai R
10. Nguoiquan ly bao cao 12. Chir ky
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