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Drugs Information

PO AN TOAN CUA CAC VITAMIN VA KHOANG CHAT

THUONG DUNG

Pham Thi My Linh, Nguyén Manh Ha, Pham Thi Ngoc Cém,

Ché pham bd sung, trong d6, phd bién
nh4t 1a vitamin va khoang chét, dwoc st
dung rat rong rai do tam ly ngudi s
dung nghi cac ché pham nay an toan.
Théng tin quang cao vitamin va khoang
chét cling thwong nhéc dén loi ich trong
khi rat it khi d& cap dén nguy co tiém an.
Tuy nhién, twong tw nhuw thubc, cac vita-
min va khoang chét cé thé tiém tang cac
nguy co nhw phan rng c6 hai, twong tac
thudc, tdn kém chi phi, tri hoan diéu tri
bang phwong phap hiéu qua hon, gay do
twdng vé hiéu qua va tang ganh nang st
dung thubc. Mét sé thanh phan trong ché
phadm bd sung da dwoc ghi nhan co6 thé
gay ra tac dung bat loi, dac biét la khi
duing véi liéu cao, vi du lidu cao vitamin A
va selen.

Tai cac co s y t&, mot sé vitamin va
khoang chéat duwgc st dung dé diéu tri
hodc phong ngtra céc tinh trang thiéu hut
cac yéu t6 vi lwong va mot sé bénh ly
khac. Vi du, vitamin B3 dwgc st dung
trong rdi loan lipid mau hay acid folic
dwoc sir dung trong thai ky dé& ngan
nglra di tat bAm sinh. Liéu ctia mét hoat
chat thuwéng can ci trén nghién ciru
chirng minh & murc lidu do, loi ich vwot
tréi so v&i nguy co. Vi vay, lidu lvong
chinh la yéu t6 quan trong trong viéc st
dung an toan cac vitamin va khoang
chat. Tuy nhién, khi tw mua cac ché
phdm chiva vitamin va khoang chét trén
thi trwéng, bénh nhan hiém khi can nhéc
dén liéu hiéu qua hoac an toan. Trén
thwe té, nguy co qua liéu khi dung nhiéu
ché phdm cliing c6 mét thanh phan (vi du
pyridoxin hodc vitamin A) thwong bi bd
qua. Khi khai thac tién str, nhan vién y té
nén hdi thém bénh nhan vé cac vitamin

Nguyén Thi Héng Loan

va khoang chat ma ho dang st dung dé
danh gia dwoc ca hiéu qua va an toan
cling nhw nguy co qua liéu tich ldy tir
nhiéu ché pham khac nhau.

Duwéi day |a thong tin tdng hop vé do
an toan cla cac vitamin va khoang chét
thwdng gap:

Vitamin A

Vitamin A, con dwoc goi la retinol, cé
thé gay ngd doc cap tinh va man tinh.
Ngd doc cép tinh xay ra chi yéu la do vo
tinh uéng = 300.000 IU vitamin A. D4u
hiéu va triéu chirng ngdé déc bao gom
dau dau, m& mét, chéng mét, budn nén,
ndén va gidm phdi hop van dong thi phat
do tang ap lyc nbi so.

Ng6 doc vitamin A co thé xay ra khi
thwong xuyén ubng >10.000 IU mdi ngay
(c6 thé bao gdm ca retinoid tdng hop).
Triéu chrng thira vitamin A man tinh bao
gdm bong da, suy gan, méat thi lyc va
tang ap Iwc ndi so nghiém trong.

Str dung vitamin A & phu nir mang
thai co thé lién quan dén dij tat bam sinh.
Uébng vitamin A liéu cao (>15.000 U/
ngay tlr ché d6 an két hop véi ché pham
bd sung hodc >10.000 IU/ngay chi tw
ché phdm bd sung) cé lién quan dén sw
gia tang ty 1é mac dj tat so mat cling nhw
hé thadn kinh trung wong, tim va béat
thwong chi.

Vitamin B3

S& dung liéu trung binh dén cao cua
vitamin B3 (niacin/acid micotinic) (=500
mg/ngay) thuong lién quan dén tac dung
gian mach ngoai vi gay ra dé bwng da,
cam giac néng rat, ngtra toan than va ha
huyét ap, triéu chirng kéo dai khoang 20-
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30 phut va gidm dan vé mc do va tan
suét theo thi gian. Niacin ciing gay ra
gidn mach & mét, c6 thé dan dén phu
hoang diém dang nang c6 thé phuc héi,
v&i ty 18 0,67% bénh nhan s dung liéu
3-4,5 g niacin méi ngay. S& dung niacin
lidu = 3g/ngay gay mo mat, phu mi mét,
giam thj lwc do nhiém déc, 16i mat, rung
I6ng mi, 16ng may va viém giac mac
cham néng.
Vitamin B6

Vitamin B6 (pyridoxin) cé lién quan
dén bénh than kinh ngoai vi nghiém
trong, thwdng xay ra & liéu > 200 mg/
ngay.

Vitamin C

Acid héa nuwéc tiéu do bd sung vita-
min C (acid ascorbic) v&i liéu thap 250
mg/ngay cé lién quan dén tao tda sdi
than cystein, urat hoac oxalat, dac biét
la & nam gidi va ngudi ¢ nguy co bj soéi
than.

Vitamin D

Vitamin D (cholecalciferol) vé&i liéu
1000-2000 1U/ngay cé thé dung nap tét.
Tuy nhién, bao céo vé& ngd doc vitamin
D c6 xu hwéng tang lén, cé thé lién quan
dén sai sot trong san xuét, ké don va
tang s dung cac ché pham vitamin D
lidu cao. Ngd doc vitamin D biéu hién
b&i tang ndng do calci huyét va cac triéu
chirng khac nhau nhw khat nwéc, da
niéu dén co giat, hdon mé va tlr vong.
Vitamin D liéu cao tir 300.000-500.000
IU tiém bap hang nam dé diéu tri loang
xwong c6 lién quan dén viéc tdng nguy
co gay xwong. Liéu 4.000-10.000 U/
ngay lién quan dén gidm mat dd xwong.

Vitamin E

Vitamin E ¢6 lién quan dén tac dung
khang tiéu ciu. Hai th&r nghiém lam
sang da cho thay tang nguy co dét quy
xuét huyét ndo & nhirng ngudi st dung
alpha-tocopherol. Hai phan tich gop cac
thtr nghiém |am sang ngau nhién ciing
dat ra cau hdi vé suw an toan cla viéc st
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dung vitamin E liéu cao hang ngay =
400 IU trong hon mét nam. Cac phén
tich cho thdy cé sw lién quan gitra viéc
bd sung vitamin E v&i sy gia tdng nhd
nhwng coé y nghia thdng ké ty 1& t& vong
do moi nguyén nhan.

Calci

Viéc bd sung calci, dac biét la & dang
mudi carbonat, c6 thé gay trao nguoc da
day va tao bon. Calci lidu cao cé thé gay
vdi héa mach mau va md mém, tang
calci niéu, séi than va suy tuyén can
giap th&r phat. Calci cling gay can tr&
viéc hap thu magie, sat va kém trong
trwdng hop st dung dong thoi.

Magie

Magie liéu cao t cac ché pham bd
sung hodc ché pham thubc thudng gay
tiéu chay, budn nén va dau quan bung
do tac dung thdm thdu cia cac mudi
khéng dwoc hap thu & rudt. Cac loai
mudi cé kha nang cao gay tiéu chay bao
gdm mubi magie carbonat, clorid,
gluconat va oxyd. Cac triéu chirng tang
magie mau thwdng xuat hién khi néng
dd magie huyét thanh vwot qua 1,74 -
2,61 mmol/L kem theo cac triéu chirng
ha huyét ap, budn nén, nén, dé birng
mat, bi tiéu, tic rudt, tram cadm va mét
méi. Cac triéu chirng c6 thé dién tién
thanh yéu co, khé thé, tut ha huyét ap,
loan nhip tim va ngirng tim.

Kém

Kém, ké ca va&i lidu lwong nhd, cling
c6 lién quan dén tac dung khéng mong
mudn trén vij giac va khiru giac. St dung
kém liéu cao ngan ngay (>40 mg/ngay)
c6 thé gay budn nén, nén, dau quén
bung, tiéu chay va dau diu. Pa cé bang
chirng rd rang vé viéc st dung kém liéu
cao kéo dai c6 thé gay ra tinh trang
thiéu ddng. Trong nghién clru Bénh vé
mat lién quan dén tudi (AREDS), viéc st
dung ké&m oxyd liéu 80 mg/ngay trong
trung binh 6,3 nam cé lién quan dén
viéc tang dang ké ty 1& nhap vién do cac
nguyén nhan niéu - sinh duc. St dung
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kém liéu cao kéo dai cling gay anh
hwéng xau dén tuyén tién liét.
Selen

Ngd doc selen coé thé xay ra khi st
dung lidu cao ngan ngay hodc dai ngay.
Céc dau hiéu s&m cla viéc st dung quéa
liéu selen la hoi thé c6 mui téi va miéng
cé vi kim loai. DAu hiéu cta nhiém doc
selen man tinh bao gdém rung téc, gay
méng, gion mong, ton thwong da va hé
than kinh, budén nén, tiéu chay, phat
ban, rang 16m dém, mét mdi va dé cau
gét.

Muéi sat

Tac dung khéng mong muédn clia céac
ché phdm bd sung sat dworng udng phu
thudc liéu. Do do, diéu quan trong dé du
doan doc tinh 1a xac dinh lwong sat
nguyén t6 dang st dung. Mot sé san
phdm bd sung sat chi cha liéu lwong
nhd (10-20 mg sat/don vi) gidp lam gidm
nguy co gap tac dung khéng mong muén
nhwng cling lam giam lgi ich. Tac dung
khéng mong mudn dién hinh cla sét &
liéu diéu tri (100-200 mg/ngay) bao gdm
dau bung, budn nén, nén, tao bon, tiéu
chdy va di ngoai phan den. Cac ché
phdm sé&t dang 16ng con co thé gay den
rang.

Acid folic

Acid folic dwoc dung nap tét tir cac
ché phdm bd sung v&i Ién dén 1 mg/
ngay khi st dung theo chi dinh. Liéu t& 5
-15 mg/ngay ¢ lién quan dén mot sb tac
dung khéng mong muén trén dwong tiéu
héa bao gdm dau quan bung, tiéu chay,
budn nén, day hoi va miéng cé vi dang.
Do c6 tac dung déi khang, acid folic lam
giam tac dung phu cua methotrexat st
dung trong diéu tri viém khép dang thap.
Tuy nhién, acid folic cé thé lam giam
hiéu qua cla methotrexat trong diéu tri
bénh bach cau nguyén bao lympho cép
tinh va bénh vay nén. Thira folat hodc
acid folic c6 thé che gi4u tinh trang thiéu
hut vitamin B12.

Két luan

Cac ché pham bd sung chi cé it lgi ich
trong khi tiém &n nhiéu nguy co. Can
lwu y, khéng can st dung vitamin hodc
cac ché phdm bd sung cho nhirng ngudi
binh thwdng khde manh, khéng mang
thai hoac cho con bu va ngudi co ché do
an ubng can bang. Bénh nhan nén can
nhé&c loi ich - nguy co trwéde khi dua ra siv
dung cac ché phdm bd sung. Cac nha
san xuat cling nén lam rd cac théng tin
vé nguy co dé ngudi st dung cé thé hiéu
va dwa ra quyét dinh s dung phu hop.

NGUY CO SUY THAN CAP DO SOI THAN
SAU KHI SU DUNG CEFTRIAXON

Ceftriaxon dwoc s dung rat phd bién
trén 1am sang do cé wu diém nhw khéng
can hiéu chinh liéu & bé&nh nhan suy than
va co6 thdi gian ban thai kéo dai nén chi
can s dung 1 lan trong ngay. Mac du
khéng can hiéu chinh liéu & bénh nhan
suy than nhwng ceftriaxon van cé nguy
co gay suy than cép theo co ché khac
biét. Trong khi doc tinh trén than cla cac
khang sinh cephalosporin thuwdng lién

Thach Phéan, Nguyén Manh Ha

quan dén viém than ké, cac trwong hop
suy than cap do ceftriaxon lai thwdng bi
nghi ngd do sdi than [7]. Nhiéu trwong
hop sdi than sau khi st dung ceftriaxon
da dwoc bao céo trén thé gidi [2], [3].
Tai Viét Nam, mac du chwa c6 thdng ké
day da, mot sb ca suy than cép, trong dé
c6 phat hién séi, lien quan dén ceftriaxon
& bénh nhan nhi cling da dwoc Trung
tam DI & ADR Quéc gia ghi nhan.
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Bénh nhan K., 5 tudi, 29 kg dwoc chi
dinh ceftriaxon v&i liéu 2g/lan x 1 1an/
ngay dé diéu tri viem amydal cap, nhiém
trung huyét.

Ngay 4/6/2023, bénh nhan bét dau
dwoc truyén tinh mach ceftriaxon. Két
qua siéu am 6 bung ngay 4/6 cta bénh
nhan khoéng c6 séi mat.

Ngay 6/6, bénh nhan xuét hién dau
bung quanh rdn.

Ngay 7/6, bénh nhan siéu am lai 6
bung va thay xuét hién sdi bun tui mat.
Bénh nhan xuét hién tiéu hoi can, tiéu it
di tiéu dau nhiéu c6 mau. Dén 19h51
ngay 7/6, bénh nhan mi mét hoi né, chuwa
di tiéu duwoc.

Ngay 8/6 siéu &m bang quang it nwéc
tiéu, tré van chwa di tiéu duwoc. 6h22
ngay 8/6, bénh nhan dau quan bung
nhiéu, sau do, dwoc chuyén 1én diéu tri
tai Bénh vién Nhi Trung wong. Tai day,
bénh nhan dwoc chan doan suy than sau
than do lang dong canxi.

Khoang 50 - 60% ceftriaxon & dang
nguyén ven duoc thai trir qua nwéc tiéu
[1]. Két qua th® nghiém véi nuwoc tiéu
nhan tao cho thdy, ceftriaxon & ndng do
diéu tri co thé két tinh v&i calci tw do
trong nwéc tiéu. Cac tinh thé nay co6 thé
bam chat vao bé mat té bao bng than
[4]. Thém vao do, mot nghién cru khac
khdo sat néng dd calci/creatinin trong
nwéc tiéu & 83 bénh nhi con cho thay,
ceftriaxon lam tang rd rét bai tiét calci
qua nuéc tidu [6]. Chinh sy ting bai tiét
calci va hinh thanh séi do két tinh véi
calci da gay lang & 6ng than va dan dén
suy than cép sau than.

TuUa ceftriaxon - calci thwdng dwoc ghi
nhan xady ra trong tui mat va gay gia soi
mat (biliary pseudolithiasis), dac biét trén
déi twong bénh nhan nhi va st dung lidu
= 1 g/ngay [1], [5]. TUa ceftriaxon - calci
gay soéi & dwong tiét niéu it gap hon, voi
ty 1é dwoc bao cao & tré em khoang 1,4%
[8]. Trong mdt nghién ctru trén 156 tré
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st dung ceftriaxon v&i nhiéu ché do liéu
khac nhau, 27 tré (17%) phat hién soi
trong dwdng mat so v&i chi 1 tré (0,6%)
phét hién sdi trong dwéng tiét niéu [5].

Trong mot téng két trén 31 tré suy
than sau khi st¢ dung ceftriaxon, trong dé
11 tré xuét hién sdi niéu quan, cac triéu
ching chinh thwong gap ngoai vo niéu
bao gbm dau man swdn (v&i tré trén 3
tudi), khoéc nhidu (véi tré dwdi 3 tudi) va
nén [7]. Tuy nhién, cling c6 nhirng
trwdng hop phat hién séi sau khi str dung
ceftriaxon nhwng khéng xuét hién triéu
chirng béat thuong trong thdi gian st
dung thudc. Cac két qud xét nghiém
creatinin, ure va calci trwdc va sau diéu
tri cling déu nam trong khoang gia tri
binh thuwdng [2].

Siéu am thuwong duwoc khuyén céo &
bénh nhan co triéu chirng béat thuong
nhdm phat hién sdi than [1]. Qua siéu
am 31 tré suy than cép sau khi st dung
ceftriaxon, phat hién 11 tré c6 séi niéu
quan, v&i kich thwdc trung binh la 3 mm.
Bang phan tich khéi phdé song song,
ceftriaxon dwoc xac dinh & thanh phan
chinh cua séi & 4 tré [7]. Trong mét
nghién ctru khac, kich thwéc sdéi duoc
phat hién sau khi dung ceftriaxon cling
twong dbi nhé, véi trung binh khoang 2
mm [2]. Th&i gian phat hién sdi trong
khoang 10 - 20 ngay nhwng cling c6 sw
khac nhau kha nhiéu gitra cac nghién ctru
[2], [8].

Vé diéu tri, hién khéng cé diéu tri dac
hiéu trong cac trwong hop nay, chi yéu
la diéu tri hd tro bao gdm st dung thubc
lam gian niéu quan, gidm co that, gidm
phu né & khung chau than va va niéu
quan, dong thoi, phong ngira cac bién
chirng nhw nhiém toan va nhiém tring
duwong tiét niéu [7]. Sau khi ngirng thubc,
séi co thé ty tan hodc bi tbng day ra
ngoai. Cac sdi kich thuwéc nhd co thé
duwoc thai trr d& dang qua duwong tiét
niéu ngay trong tudn dau sau khi ngirng
thudc nhung véi cac séi co kich thuwde Ién
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hon, c6 thé mat hang thang dé sdi thai
ra ngoai [8]. Trong trwdng hop sdi clrng
chéc va gay tc dwong tiét niéu, khéng
dap tng véi thube, cé thé dat bng théng
niéu quan ngwgc dong mét bén hodc hai
bén [7].

Sv hinh thanh séi sau khi dung
ceftriaxon chiu anh huéng bdi nhiédu yéu
td nguy co nhw & dong nudec tiéu, tién
st gia dinh, cac bat thwéng vé chuyén
héa (nhw tang calci mau), pH nuwéc tiéu
bat thworng, nhiém tring, nhiét dé cao,
lwu lwong nuéc tiéu thap, st dung thudc
liu cao va kéo dai, ty l& thubc bai tiét
qua nuwéc tiéu Ién va cac thubc dung
dong thoi [8]. Mot sé bao cao ca cho
rang lidu cao ceftriaxon lam tang nguy
co xuét hién séi nhwng c6 nghién ctru lai
cho thdy séi than duoc hinh thanh & ca
bénh nhan dung ché dd lidu thwong
dung va liéu cao cla ceftriaxon [2]. Do
tudi cling cé thé dwoc can nhac la mot
yéu tb lién quan. Pa sb cac nghién ciru
va bao céo ca vé séi dwdng tiét niéu sau
khi dung ceftriaxon tap trung vao ddi
twong tré em, tuy nhién, bién cb nay
cling da dwoc ghi nhan trén ca ngudi lon
[3]. Trong mét tbng quan hé théng moi
céng bd gan day, nira sb tré em phat
hién séi dudng tiét niéu sau khi dung
ceftriaxon c6 dd tudi dui 3 [8].

Toém lai, suy than cép nghi nge do sy
hinh thanh sdi trong dwdng tiét niéu da
dwgc ghi nhan sau khi sk dung
ceftriaxon, nhat 1a & bénh nhan nhi. Cac
bénh nhan c6 tién s sdi than hodc tang
calci niéu nén dwoc danh gia nguy co -
loi ich can than trwdc khi st dung
ceftriaxon [1]. Nhirng bénh nhan s
dung lidu cao, kéo dai ceftriaxon nén
dwoc giam sat chat ché cac xét nghiém
chirc ndng than va siéu am, it nhat trong
cudi tudn dau tién didu tri bang thubc
nay [2]. Ngoai ra, mot sb tac gia goi y, &
nhirng ddi twong nguy co cao hinh thanh
séi hodc tén thwong than do ceftiaxon,
viéc theo déi ndng dod calci/creatinin
nwoc tiéu cd thé dem lai loi ich [6].
Trong trwdng hop cé hinh thanh sdi,

viéc ngrng ceftriaxon cling c6 thé giup
ngudi bénh phuc hdi do x( tri kip thdi cd
thé giup soi tw tan [8].
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TANG THAN NHIfiT CAP TINH DO THUOC

Pham Thi My Linh, Thach Phéan

Lwoc dich tire: Australian Prescriber, 42 (1): February 2019.

Tom tat

Thubc co6 thé gay rdi loan diéu hoa truc dudi ddi-tuyén yén-thwong than va dan
dén tang than nhiét trung tdm. Tinh trang tdng than nhiét nay khéng dap ng voi
thudc ha sét va cé thé di kém cac bién chirng nhuw tiéu co' van, suy da tang va déng

mau rai rac trong long mach.

Can loai trlr cac nguyén nhan thuong gay sét nhw nhiém khuan. Céac triéu chirng
thwong gap khi st do thubéc bao gdbm hoi chirng an than kinh &c tinh, tac dung khang
cholinergic, cwong giao cdm va hoéi chirng serotonin.

Viéc phan biét gitra hdi chirng an than kinh ac tinh va hoi chirng serotonin phu
thudc vao nhém thudc gay phan ng va mdi twong quan gitra phan (rng va thdi gian

bat dau hodc ngirng str dung thudc.

Bénh nhan gap cac phan &rng nay can dwoc nhap vién diéu tri noi tra ngay lap tec.
Bién phap x{ tri quan trong nhat |4 ngrng thudc va diéu tri hé tro' tai khoa Hoi strc

tich cwc.

Cac thuoc thudng lién quan dén
tang than nhiét

Thubc tac dong lén cac chét dan
truyén  than kinh noradrenalin
(norepinephrin), dopamin va serotonin co
thé anh hudng dén chirc nang diéu hoa
than nhiét cla truc dwdi  doi-tuyén
yén-thwong than. Trong phan (ng tang
than nhiét do thubc, nhiét do trung tam
lubn cao trén 38,3°C. Tang than nhiét
qua mirc cé thé dan dén cac bién chirng
de doa tinh mang nhw tiéu co van va
tang kali mau th cap, nhiém toan
chuyén hoéa, suy da tang, va déng mau
rai rac trong long mach.

Céac thubc thuwdng gép &nh huéng dén
didu hoa than nhiét bao gbém thubc
chdng loan than, thuéc tac déng lén hé
serotonergic (dac biét khi st dung phdi
hop), thubc cudng giao cam, thudc gay
mé va thubc cé tac dung khang
cholinergic (Bang 1).
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Cac nguyén nhan gay tang than
nhiét khong do thudc

C6 nhiéu nguy&n nhan khién than
nhiét tang cao phuc tap nhwng khong
phai do s dung thuéc (Bang 2). Can
can nhac va loai trr cac nguyén nhan
khong do thubc. Viéc chan doan nén dua
trén tién st va bbi canh lam sang. Nhiém
doc tuyén giap va u tly thwong than nén
dwoc can nhéc trong khi chan doan phan
biét tang than nhiét. Tuy nhién, cac tinh
trang nay it khi di kém v&i co clrng co.

Pic diém Iam sang cha cac tinh
trang tang than nhiét va tang
chuyén héa do thudc

Chan doan phan biét cac tinh trang
lién quan dén tang than nhiét do thubc
c6 thé khé khan, tuy nhién cé thé tim
hiéu dién bién cla cac triéu ching lam
sang (Bang 3). Nhan vién y té ciing can
khai thac tién st s dung thubc dé tim
hiéu nguyén nhan.
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Bang 1: Mot s6 thudc thudng lién quan dén tang than nhiét va co cirng co

Hoi chirng

gay ra do thudc Thudc lién quan

Thubc chdng loan than (haloperidol, olanzapin),
mot s6 thudc chong nén (metoclopramid),
héi chirng cai thubc diéu tri Parkinson

Hoi chirng an than kinh
ac tinh

Thubc tre ché thu héi serotonin, thuéc trc ché monoamine
oxidase (dextromethorphan, tramadol, tapentadol, linezolid,
St. John’s wort). Bdc tinh thwdng xay ra khi
st dung phéi hop thubc.

Ho6i chirng serotonin

Thudc chong co that co, thuéc khang cholinergic,
alkaloid thwc vat (nhw belladonna Brugmansia) va nam
(Amanita)

Hoi chirng khang
cholinergic

Cac phenthylamin nhu amphetamin, methaphetamin (MDMA),

Ho6i chirng cwdng giao cam . o P’ . .
; 9 99 cocain, thuoc (rc ché monoamine oxidase

Thudc gay mé dwong hd hap va thube gian co khir cuc

Tang than nhiét ac tinh (suxamethonium)

Gian doan phan trng

ohosphoryl héa oxy hoa Dan chét salicylat (qua liéu), dinitrophenol

Bang 2: Nguyén nhan tang than nhiét va co cirng co khong do thuéc

Nguyén nhan Déc diém 1am sang

khong do thuéc
H&i chirng tang treong lwc Co ctrng co nghiém trong di kém véi loan than,
nghiém trong rdi loan cam xuc nghiém trong, lo mo

Mat nwéc nghiém trong, van dong hodc stress
Séc nhiét trong méi trwdng ndng m, dac biét & bénh nhan
st dung thuéc loi tiéu

Nhi&m khuén

than kinh trung wong Mét méi, suy giam nhan thirc, kich thich mang nao

DAu hiéu trismus, co clrng co tir cb tré xudng,

Uon van va mbd hdi, tang co cirng khi c6 kich thich
Nhiém déc tuyén giap Nhip tim nhanh, run, tdng huyét ap
U tay thwong than Nhip tim nhanh, ting huyét ap, run, va mé héi, kich thich
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Bang 3: Dic diém Iam sang cua hdi chirng an than kinh ac tinh, hdi chiing

serotonin, hoi chirng khang cholinergic va hoi chitng kich thich giao cam

Hoi chirng P Hoi chirng HGi chirng
. Hoi chirn Fp . p
an than kinh : . 9 khang kich thich
2 serotonin* . . . :
ac tinh cholinergic giao cam
e px Cham Nhanh
R Nhanh Nhanh
Khgi phat (1-3 ngay) (vai phit-gi&r) an an
Hé than kinh thuc vat: t
Khéng 8n dinh " ¢ - -
Bién thién
o o & (HA tdm thu >30
Tang huyét ap mmHg so v&i ban . * *
dau)
Bién thién
Nhip tim nhanh  (>30 I&an/phut so voi " *" e
ban dau)
P& mbd hoi "0 *" — *
Tang than nhiét " * s t *"
Tinh trang tam than
A2 4 (giaidoan
Me sang e muon) e .
Kich déng Biing ”B?é%' khong o s "
HOon mé *" - ¢ -
Hé van dong
Van dong cham *" - - -
Run ray . *"e — *"e
Co cirng *" * - -
'Il'jgg truong _ o . _
Tang phan xa - *e . *e
. "
Clonus (co _ (chi dwoi _ .
chan/mat) nhiéu hon chi
trén)
Giat co - ‘. - -
Co giat - + (hiém gé&p) - *"
Khac Khac Khac Khac Khac
Tiéu cd van " *" - *"
Gian dong tu - *"e *" *"
Chu thich bang 3:
— Khéng anh hwéng
¢ nhe
4¢ trung binh
444 nghiém trong
HA huyét ap
* Co ché do dv thtra serotonin
T Cac dac diem nay khong dién hinh va khong c6 gia tri phan biét gitra cac hoi chirng
1 Co ché la khéng d6 md héi dwgce va dopamin trung wong khong kiém soat dan dén
roi loan
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X tri

Trong tat ca cac trwdng hop tang than
nhiét do thuéc kém theo co cirng co,
bién phap x& tri co ban la ngay lap tic
ngrng thudc nghi ngd gay phan (rng va
diéu tri triéu chirng tai bénh vién. Cac
bién phap cu thé bao gém tich cwc lam
mat bénh nhan trong phong hdi strc, diéu
chinh réi loan dién giai, truyén dich tinh
mach, dw phong huyét khéi va theo dbi
hé hap. Triéu chirng co clrng co va kich
thich thuwong dap (ng voi dan chat
benzodiazepin. Thuéc ha sbét khéng co
hiéu qua diéu tri tang than nhiét do
thuéc do co ché kiém soat than nhiét qua
trung wong khéng hoat ddng binh
thwong.

DPbi v&i hdi chirng an than kinh ac
tinh, chi diéu tri bang thudc trong truéng
hop phirc tap, co cing co twong dbi
manh kém theo tang than nhiét. Dwa
trén cac bang ching tr bdo cao ca,
thudc chd van dopamin (bromocriptin) cé
thé dem lai hiéu qua. Can theo ddi bénh
nhan dé phat hién tac dung khéng mong
mudn cla thudbc trén, bao gdm viém gan
va &rc ché hd hap. Can than trong khi tai
st dung mét thuéc chdng loan than khac
sau 2 tuan khi da hét triéu ching. Tuy
nhién, phan &ng tai xuat hién trong
khoang mét phan ba sé trwérng hop.

HGi chirng serotonin thwdng duwoc xir
tri bang diéu tri hd tro, do cac triéu
chirng thwong gidm dan khi thubc duoc
thai tre. Cac triéu ching thwong hét
trong vong 24-72 gi® sau ngirng thudc.
Trong trwdng hop nghiém trong, xo tri
bang thuéc an than benzodiazepin, gay
té liét va dat nodi khi quan dé giam hoat
dong co va lam mat co thé. Cac bién
phap nay can duwoc thwc hién trudc khi
tinh trang bénh nhan dién tién xau.
Clorpromazin va cyproheptadin (thudc
ddi khang thu thé serotonin 5-HT2a)
duwoc khuyén céo trong cac trwong hop
doc tinh trung binh dén nghiém trong.

HOi chirng khang cholinergic trung
binh dén nghiém trong can x& tri béng
thubc tly vao céac triéu chirng. Cé thé
ddo nguwoc doc tinh bang cach sk dung
physostigmin dé& tidng néng do
acetylcholin. Viéc s dung thudc can
tham khdo y kién bac si chuyén khoa
Chéng doc va can chu y tac dung khéng
mong mudn cla thuéc 14 ha nhip tim va
co giat. Cé thé st dung droperidol trong
trwdng hop bénh nhan kich ddng manh.

Két luan

Tang than nhiét do thubc kém co
clng co ¢o thé 1a tinh hubng cép clu va
thweng can nhap vién diéu tri. Qua trinh
danh gia 1am sang va chan doan phan
biét can loai trlr cac nguyén nhan khac.
Dé x& tri phan (ng, ngirng thubc nghi
ng® va diéu tri hé tro. Cac trwéng hop
nghiém trong can didu tri bang thubc.
H&u hét cac trwdng hop sé can sy tham
van cuia bac si chuyén khoa Chdng déc.
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HIfiu QUA VA AN TOAN CUA KHANG SINH
FLUOROQUINOLON DUONG TOAN THAN TREN TRE EM

Khang sinh fluoroquinolon (FQ) cé wu
diém phd khang khuan rong, bao phi
dwoc ca vi khuan dién hinh 1an khéng
dién hinh, vi khudn Gram dwong lan
Gram am. Tuy nhién, quan ngai vé tac
dung khéng mong muén nghiém trong,
dac biét trén hé co xwong khép dang
trong giai doan phat trién da dan dén
gi¢i han viéc st¢ dung khang sinh nay &
tré em. Mac du vay, day van la mét
nhém thudc quan trong cé thé dwoc can
nhac trong mét sd nhiém khuan nang &
déi twong nhi khoa khi cac khang sinh
lwa chon dau tay khéng phu hop. Bai viét
nay sé& tbng két lai cac chi dinh cda
khang sinh FQ dwong toan than duoc
cép phép ciing nhw khuyén céo vé viéc
st dung cac khang sinh nay cho bénh
nhan nhi trong cac hwéng dan diéu tri
trén thé gidi va tai Viet Nam. Dong thoi,
dd an toan cta nhom thubc nay trén tré
em ciing sé duwoc khai quat lai qua tbng
quan cac bang chirng lam sang.

1. Chi dinh cida khang sinh
fluoroquinolon dugc cap phép trén
tré em

Mac du chi dinh clda khang sinh FQ
trén thé giéi twong déi han ché, tuy
nhién quan diém cda cac nwéc ciing cd
sw khac biét nhat dinh.

Tai Hoa Ky, hai khang sinh
fluoroquinolon cé chi dinh dwoc cap phép
st dung & tré em la ciprofloxacin va
levofloxacin, v&i chi dinh dy phong bénh
than dwéng hoé hap va diéu tri bénh dich
hach [1], [2]. Riéng ciprofloxacin co
thém chi dinh diéu tri nhiém khuan tiét
niéu phire tap va viém than - bé than gay
ra b&i Escherichia coli nhung dwgc nhan
manh khoéng phai chi dinh dau tay déi voi
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nhiém khudn nay do tac dung khéng
mong muén trén khép va/hodc cac mod
lién két xung quanh [1]. Cac khang sinh
FQ khac dang lwu hanh tai Hoa Ky gém
ofloxacin va moxifloxacin khéng cé chi
dinh s dung dwdng toan than trén tré
em va ciing khéng cé chéng chi dinh trén
ddi twong nay [3], [4].

Khac véi Hoa Ky, théng tin san pham
clia levofloxacin, moxifloxacin,
norfloxacin va pefloxacin dwoc cip phép
& Anh va Phéap ghi ré chdng chi dinh trén
tré em va tré vi thanh nién [5], [6], [7],
[8]. Riéng ciprofloxacin c6 chi dinh trén
tré em va thanh thiéu nién trong diéu tri
nhidm khudn phé quan phdi gay ra bdi
Pseudomonas aeruginosa & tré mac bénh
xo' nang, bénh than dwdng hé hap (dw
phong sau phoi nhiém va didu tri triét
can), nhiém khuan tiét niéu phuc tap,
viém than - bé than cép, va diéu tri cac
nhiém khudn ndng trong trwdng hop
thwe sw can thiét [9].

Tai Viét Nam, trong Duoc thu Qubc
gia Viét Nam lll, chuyén Iluan
levofloxacin, moxifloxacin va pefloxacin
c6 chéng chi dinh trén tré em.
Norfloxacin va ofloxacin khéng c6 chéng
chi dinh trén tré& em, tuy nhién, khuyén
cao khong nén dung trén tré em duwoi 18
tudi trr khi loi ich vwot trdi nguy co.
Ciprofloxacin la khang sinh
fluoroquinolon duy nhat cé chi dinh trén
tré em, bao gém diéu tri viem dwdng hod
hap dwéi & tré bi xo nang, bénh than do
hit, nhiém khuéan dwong tiét niéu cé bién
chirng va nhiém khuan tiéu héa nang
[10].
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2. Khuyén cao vé viéc sir dung
khang sinhjluoroquinolon trong
cac hudéng dan diéu tri trén thé gidi
va tai Viét Nam

Nhiém khuén tai miii hong

Levofloxacin dwérng ubng voi liéu
10-20 mg/kg/ngay dwoc Hiép hdi Bénh
nhiém trung Hoa Ky (IDSA) ndam 2012
khuyén céo la khang sinh thay thé trong
phac dd kinh nghiém diéu tri viém mdi
xoang cap tinh do vi khuan & tré co tién
s qua man typ 1 véi khang sinh
B-lactam hodc cé nguy co vi khuén
khang thubc hodc that bai véi phac dd
ban dau. Levofloxacin dwéng tinh mach,
véi liéu twong tw, cé thé sir dung & bénh
nhi nhiém khuan n&ng cin nhap vién
[11]. Hwéng dan diéu tri viém xoang cép
do vi khuédn & tré em tir 1 dén 18 tudi
clia Hoi Nhi khoa Hoa Ky (AAP) nam
2013 ciing cho rdng levofloxacin la
khang sinh thay thé c6 thé ké don néu
c6 nguy co vi khuan khang thubc [12].
Trong hwéng dan diéu tri viém tai gitra
cép tinh cia AAP nam 2013, levofloxacin
cling cé thé chi dinh trong trwéng hop
¢6 nguy co vi khuan khang thuéc [13].

Viém phéi mac phai & céng déng

Trong hwéng dan diéu tri viém phoi
cong ddng cho tré so sinh va tré t 3
tudi tr& 1én cta Hiép hdi Truyén nhiém
Nhi khoa (PIDS) va IDSA nam 2011,
levofloxacin 1a khang sinh duwoc khuyén
cao cho bénh nhi da trwéng thanh hoac
khéng dung nap vé&i khang sinh macrolid
trong diéu tri viem phdi do vi khuan
khéng dién hinh diéu tri noi tra.
Levofloxacin 1a khang sinh thay thé cho
ceftriaxon hoac cefotaxim trong diéu tri
viem phdi nghi ngd do vi khuan dién
hinh diéu tri ndi trd & tré chwa tiém
phong Haemophilus influenza typ B va
Streptococcus pneumoniae day di va &
ving c6 ty 1&é phé cau dé khang voi
penicilin & mirc d0 cao. Ciling theo
hwéng dan nay, levofloxacin dwdng

udng la khang sinh wu tién trong diéu tri
viem phdi do phé cidu dé khang véi
peniclin c6 MIC = 4 ug/mL. Ngoai ra,
levofloxacin, ciprofloxacin va
moxifloxacin la cac lwa chon thay thé
trong phac dé khang sinh dwéng tinh
mach va duwong ubng dé diéu tri viem
ph6i da xac dinh dwgc can nguyén do
Streptococcus pneumoniae,
Haemophilus influenza, Mycoplasma
pneumoniae, Chlamydia trachomatis
hoac Chlamydophila pneumoniae [14].

Tai Viét Nam, hwéng dan diéu tri
bénh thuwong gap & tré em cia Bo Y té
nam 2015 khuyén céo levofloxacin liéu
20 mg/kg/ngay la lwa chon thay thé
nhém macrolid trong diéu tri viém phdi
khong dién hinh [15]. Hwéng dan chan
doan va diéu tri bénh tré em cap nhat
nam 2020 cua Bénh vién Nhi Trung
wong ciling khuyén céo twong tw, voi
bénh nhan viém phdi ndng do vi khuan
khong dién hinh hodc viém phdi do vi
khudn khéng dién hinh that bai voi
nhém macrolid (bénh nhan khéng hét
s6t sau 48h, va’hodc suy hé hap néng,
va/hodc tén thuwong phdi nang), khang
sinh FQ 1a moét lwa chon thay thé, véi
liéu 20 mg/kg/ngay chia 2 lan véi tré
dudi 5 tudi va 10 mg/kg x 1 lan/ngay
V&I tré trén 5 tudi [16],

Lao phéi

Levofloxacin va moxifloxacin dwoc
khuyén céo trong ca phac dé dai han va
phac d& ngan han diéu tri lao khang
thudc cia Td chirc Y t& Thé gidi nadm
2022 va Bo Y té ndm 2021 va khéng c6
gi¢i han vé& dd tudi s dung hai thubc
nay [17], [18]. Levofloxacin con duwoc
T chirc Y té Thé gidi khuyén céo s
dung trong vong 6 thang, két hop voi
céac thubc chdng lao khac trong phac dd
dw phong lao khang da thuéc (MDR-TB)
& tré em co tiép xuc véi bénh nhan MDR
TB[18].
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Nhiém khuén tiéu héa ning

Trong Hwéng dan diéu tri cac bénh ly
thwong gap & tré em cla Té chirc Y té
Thé gi¢i ndm 2013, cé chi dinh cla
ciprofloxacin dwdng uéng trong diéu tri
cac nhiém khuén tiéu hoa bao gém: (1)
Diéu tri t& do trwc khuan ta (V.cholerae)
trén tré tr 2 tudi tré 1én, cé triéu chirng
mat nwéc nghiém trong hodc sbc véi liéu
10-20 mg/kg x 2 lan/ngay trong vong 5
ngay (liéu tdi da 500mg/lan); (2) Diéu tri
tieu chady do ly trwc trung (Shigella) voi
lidu 15mg/kg x 2 lan/ngay trong vong 3
ngay néu khéng rd tinh hinh khang
thubc cla vi khuan; (3) Diéu tri sét
thwong han véi liédu 15 mg/kg x 2 l1an/
ngay hodc cac khang sinh FQ khac
(gatifloxacin, ofloxacin, pefloxacin) (Iwa
chon dau tay) trong 7 - 10 ngay [19].

Tai Viét Nam, hwéng dan diéu tri
bénh thworng gép & tré em cla Bo Y té
nam 2015 ciing khuyén céo ciprofloxacin
15 mg/kg/lan x 2 lan/ngay x 3 ngay la
khang sinh wu tién trong diéu tri tiéu
chay do ly trwe trung.

Nhiém khuén tiét niéu phirc tap

AAP khuyén céo fluoroquinolon Ia
khang sinh thay thé dwoc lya chon dau
tién trong diéu tri viém than - bé than
hodc nhiém khudn tiét niéu phirc tap khi
cac khang sinh dwoc wu tién ké don khac
khéng phu hop dwa trén dir liéu dé nhay
cdm cua vi khuan, tién st di 'ng hodc
tién sl gdp phan rng cé hai cta bénh
nhan. AAP ciing tiép tuc tng ho viéc st
dung ciprofloxacin dwéng ubng trong
diéu tri nhiém khuan dwdng tiét niéu va
viem than - bé than gay ra béi hoadc vi
khudn Gram am da khang trén tré em ti
1 dén 17 tudi [20].

Hwéng dan diéu tri nhiém tring
duwong tiét niéu trén tré em cta Hiép hoi
Tiét niéu chau Au (EAU)Hiép hoi Tiét
niéu Nhi khoa chau Au (ESPU) nam 2013
dé cap ciprofloxacin la khang sinh dw triy
trong diéu tri nhiém khuan tiét niéu phirc
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tap & tré em [21]. Tuy nhién, t&r sau
phién ban nam 2021, EAU/ESPU chi
khuyén cdo phac d6 ban dau cho nhiém
khudn tiét niéu phic tap & khang sinh
phd rong va cé kha nang thAm vao mé
t6t ma khéng dé cap cac khang sinh cu
thé [22], [23]. Thoi gian didu tri khoang
3 tudn, bat du bang khang sinh dwdng
tinh mach va chuyén sang dwéong udng
phu hop véi can nguyén vi khuan [22].

Tai Viét Nam, hwéng dan diéu tri cac
bénh than - tiét niéu cta BO Y t& nam
2015 khuyén céo khéng sir dung khang
sinh FQ cho tré em duéi 15 tudi [24],
[25].

3. PO an toan cua khang sinh
fluoroquinolon trén tré em

Méi quan ngai I&n nhét cta viéc st
dung khang sinh FQ trén tré em chinh la
anh huéng bat loi cia thudc 1&n hé co
xwong khop & tré em. Cac nghién clru
trén dong vat cho thay cac thubc nay tac
dong dén sun khép dang phat trién cla
cac dong vat con nhd, gay viém va tén
thwong vinh vién cac khdp chiu lwc cla
co thé. Tuy nhién, mirc d6 anh hwéng
khac nhau rat nhiéu gitra cac thubc ciing
nhw gilba cac déng vat thi nghiém [26].
Trén ngudi, da cé rat nhiéu nghién ctru
khac nhau danh gia dé an toan cia FQ
nhdm wéc doan ty 1& thuwe sy xuét hién
cac bién cb trén co xwong khép & tré
em. Két qua tdng hop di¥ liéu cta 16.184
bénh nhi cé str dung ciprofloxacin tr 105
nghién ctru cho thay, ty 1& xuét hién bién
cb bat loi trén co xwong khép khoadng
1,6%. Dau khop la bién cd co xwong
khép thworng gap nhét (chiém hon 50%)
& tré tly 7 thang dén 17 tudi. Tat ca céac
bién cb nay déu cai thien hodc phuc héi,
trong d6, modt sd can ngirng thubc va
khéng cé treong hop nao ghi nhan sy e
ché phat trién xwong [27].

Khi kéo dai thdi gian theo déi, moét
nghién ctru trén 2233 tré dwgc theo doi
trong 1 n&m sau khi bt dau dung thuéc
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da ghi nhan ty 1& xuat hién it nhat mot
réi loan co xwong khép (dau khép, viem
khép, bénh gan hodc co dang di bat
thwdng) & nhom s dung khang sinh FQ
(cu thé l1a levofloxacin) cao hon so v&i
khéng s&r dung khang sinh nhém nay &
thoi diém 2 thang (2,1% so v&i 0,9%; p
= 0,04) va 12 thang (3,4% so v&i 1,8%;
p = 0,03) sau khi dung liéu dau
levofloxacin. Phan Ién cac bién cé dwoc
b&o c4o & hai nhom déu la dau khép &
cac khop chiu lyc [28]. D& danh gia thém
vé anh hwéng lau dai cta viéc st dung
FQ, mét nghién ctru tiép ndi da thu thap
207 tré da xuét hién hoac c6 nguy co cao
gap bién cb béat loi trén co xwong khép
trong nghién ctu trudc dé dé tiép tuc
theo déi thém 4 nam. Két qua l1a, méi
nhém st&r dung va khéng sir dung khang
sinh FQ déu ghi nhan mét trwéng hop cé
thé lién quan dén thudc nhung dén cudi
giai doan theo doi 5 nam, khéng trwdng
hop nao dwoc xac nhan [29]. Mét tbng
quan hé théng méi cong bd gan day vé
dd an toan cula quinolon trén tré em wéc
tinh ty 1& xu4t hién bién cd béat loi ndi
chung & tré em s&r dung khang sinh
nhom nay 1a 5,39%. Céc bién cb trén co
xwong khép & tré em khong phd bién
(0,76%). Tré em trong khodng 13 - 18
tudi cé nguy co gap cac doc tinh trén co
xwong khép ctia quinolon cao hon cac dé
tudi khac. Céac tac dung trén co xwong
khép thwdng ngén han va déu phuc hoi.
Khéng cé trwéng hop nao ton thuwong co
xwong khép nghiém trong dwgc bao cao
& tré em [30].

Viém gan, dwt gan la mét tac dung
khéng mong muén nghiém trong khac
cia khang sinh fluoroquinolon. Tuy
nhién, ty 1& viém gan, d¢t gan & tré em
thwc sw rat hiém gap. Theo moét phan
tich 7,6 triéu don ké khang sinh cho 4,4
triéu tré trong dod tudi 12 - 18 tudi tai
Hoa Ky, ty I&é d®t gan trong 90 ngay
dwoc woéc tinh khoang 13,6/100.000 tré
diéu tri bang FQ so v&i 11,6/100.000 tré
st dung khang sinh khac; ty Ié twong
ng lan lwot dbi voi viem gan duwoc

woc tinh la  200,8/100.000 so voi
178,1/100.000. Mac du st¢ dung FQ co
lién quan dén sy tdng nhe nguy co dut
gan va viém gan nhwng khéng cé y nghia
l&m sang [31].

Bién cb bat loi trén dwong tiéu héa
(ndn, budn nén, tiéu chay..) 1a tac dung
khéng mong muén thwong gdp khi st
dung khang sinh FQ. Mot nghién ctu
trén 2000 tré nhi s dung ciprofloxacin
cho thay ty 1& xuat hién cac bién cd nay
khoang 4,9% [32]. Téng quan hé théng
nam 2022 ciing cho thay bién cb bét loi
trén dwong tiéu hoa thuong gdp nhét,
voi ty 18 2,02% [30]. Két qua nay twong
ddng v&i moét phan tich bat dbi xing vé
dd an toan cla khang sinh quinolon & tré
em trong bé co s& dir liéu bao cao bién
cb bét loi cla Hoa Ky (FAERS) tir 2004
dén 2022. Theo d6, phan tng c6 hai trén
tiéu hoa Ia bién cb lien quan dén st dung
khang sinh FQ thuwdng gap nhéat [33].
Theo khuyén cao cia AAP, khang sinh
FQ cung v&i  clindamycin  va
cephalosporin dwérng ubng la cac khang
sinh ¢4 lién quan dén sy tadng nguy co
tiéu chay do Clostridium difficile [20].

Ngoai cac phan ng cé hai néu trén,
bién cb trén than kinh trung wong (co
giat, dau dau, chéng mat, rdi loan giac
ngl, &o giac) va viém day than kinh
ngoai vi cling la cac tac dung khéng
mong mudn dién hinh cla nhém khang
sinh FQ, tuy nhién, cac tac dung bat loi
nay rat it gdp & tré em [20]. Céac tac
dung khéng mong mudn khac da ghi
nhan trén tré em st dung ciprofloxacin
bao gébm: phdn (*ng qua man trén da
(phat ban, nglra, may day: 3,3%), tang
enzym gan (1,7%) va phan (ng nhay
cam v&i anh sang (0,4%) [32].

Két luan

O tré em, khang sinh FQ van c¢6 vai
trd nhét dinh trén 1am sang trong diéu tri
nhiém khudn gay ra bdi vi khudn da
khang thubc hodc déng vai trd 1a khang
sinh thay thé khi cac khang sinh duwoc wu
tién ké don khac khéng phu hop dwa trén
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dir liéu dd nhay cdm cla vi khuan, tién sir
di rng hodc tién st gap phan &ng co hai
ctia bénh nhan. M&c du méi quan ngai lon
nhét lién quan dén d6 an toan cta khang
sinh FQ la bién cb bat lgi trén co xwong
khép & tré em nhwng hién tai, da sb cac
nghién ctu déu khong cho thdy hau qua
nang né cla bién ¢ nay & dbi twong bénh
nhan nhi. Cac bién cb co xwong khép xay
ra & tré em thuwdng gap nhat la dau khép
thoang qua va thwong tw hét sau khi
ngrng thuéc. Lo ngai v& nguy co tac dung
khéng mong mudn da gi¢i han viéc s
dung nhém khang sinh nay trén bénh nhi.
Tuy nhién, trong trwedng hop lam dung
ho&c s dung khi khéng thuc sw can thiét
c6 thé dan téi nguy co bung phat dé khang
khang sinh FQ. D& han ché nguy co nay,
viéc kiém soat chat ché tinh phu hop cla
viéc slr dung khang sinh FQ trén tré em
doéng vai trd quan trong. Trong trwdng hop
can thiét ké don khang sinh FQ, can bod y
t& nén hiéu rd cac nguy co bién cb bat loi
c6 thé xay ra nhu tiéu chay, phat ban, bién
cb trén co xwong khép hodc than kinh dé
c6 bién phap theo doéi va x tri kip thoi.
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TONG KET HOAT PONG BAO CAO PHAN NG CO HAI CUA THUOC 6 THANG CUOI NAM 2023

STT TEN THUOC

Ciprobay
400mg/200ml

2 Bactamox 1.5g

3 Bofalgan
1g/100ml

4 Paracetamol
1g/100ml

5 Omnipaque
300mg/ml

6 Nexium 40mg INJ

7 Misoprotol 200mg

HOAT CHAT

Ciprofloxacin

Amoxicillin +
Sulbactam

Paracetamol

Paracetamol

lohexol

Esomprazole

Misoprotol

DUGNG
DUNG

Tiém
truyén

Tiém
Tiém
truyén
Tiém
truyén
Tiém

Tiém

Uéng

KHOA

XAY RA

ADR

Cép ctru
San
San
San

CbHA

Cép ctru

San

NGAY

25/07/2023

05/08/2023

22/09/2023

14/11/2023

24/11/2023

06/12/2023

08/12/2023

Thach Phan

BIEU HIEN ADR

Mé day dui phai 3 dén 4 mang, kich
thudc 1-2cm, nglra

Non 61, lanh run, ndéi man dudi cam
Ttc nguc, khoé thd, va mo hoi, non
01, tang huyét ap

Bénh nhan n6i man ngura, sau do lan
ra vung nguc bung.

Bénh nhan mét moi va mo hoi, dau
bung nhicu.

Ngura rai toan than, t€ moi.

Lanh run, s6t 41°C.
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PIEM TIN CANH GIAC DUOC

Pham Thi My Linh, Nguyén Manh Ha

Nguyén Thj Héng Loan, Pham Thj Ngoc Cd4m, Thach Phan

Tranh s dung topiramat & phu
nitr c6 thai do nguy co roi loan
phat trién than kinh sau khi tré
phai nhiém véi thudc tir giai doan
phat trién trong tu cung: Khuyén
cao tur mot s6 Co quan Quan ly
Dugc pham trén thé gigi

Co quan Quan ly Dudc pham
Chéau Au (EMA)

Ngay 01/09/2023, Uy ban Danh gia
Nguy co Canh giac Dwoc (PRAC) thuéc
EMA da dwa ra khuyén céo vé viéc ap
dung cac bién phap mdi nham tranh
viéc st dung topiramat & phu nir co
thai do thudc nay co thé lam tang nguy
co réi loan phat trién than kinh sau khi
tré phoi nhiém véi thuéc tlr giai doan
phat trién trong t& cung. Trwdc do,
topiramat da dwoc chirng minh gay ra

16 ||s62-2023

nhirng di tat bam sinh nghiém trong khi
st dung cho phu nir trong th&i ky mang
thai.

Khuyén cao trén dwoc dwa ra sau khi
PRAC ra soat toan bd bang chirng y van
hién co, trong d6 coé ba nghién clru
quan sat méi dwoc céng bd gan day.
Hai trong ba nghién clru nay s dung
phan I&n trén cung moét bd div liéu, da
cho th4y, tré sinh ra tr me méc doéng
kinh va co6 str dung topiramat trong thoi
ky mang thai c6 nguy co méc cac rbi
loan than kinh cao gép 2-3 lan, d&c biét
la réi loan phd tw ky, thiéu nang tri tué
ho&c rdi loan tdng déng gidm chu y so
vOi tré sinh ra tr me khéng sir dung
thubc chéng déng kinh trong thai ky.
Nghién ctu th& ba khéng cho thay sw
tadng nguy co xuét hién cac bién cb trén

>

& tré sinh ra tr me cé sk dung
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topiramat trong thai ky, so v&i tré sinh ra tw
me khéng s dung thudc chéng déng kinh.
T cac két qua ra soat y van, PRAC da
xac nhan cé sy gia tang nguy co di tat bAm
sinh va suy gidm phat trién & tré trong bung
me khi nguwoi me st dung topiramat trong
thai ky. Di tat bAm sinh xay ra vé&i tan suét
4 - 9 tré/100 tré dwoc sinh ra tir me co st
dung topiramat trong thai ky, so v&i chi 1 -
3 tré/100 tré dwoc sinh ra tr me khoéng st
dung thubc nay. Hon nira, khodng 18
tré/100 tré nhé hon va cé can nang nhe
hon wéc doan vao luc sinh khi me st dung
topiramat trong thai ky, so vé&i chi 5 tré/100
tré sinh ra t me khong méc déng kinh va
khong st dung thuéc chdng ddng kinh.

T cac bang chirng vé nguy co trén,
PRAC khuyén cédo, v&i bénh nhan dang
st¢ dung topiramat dé& diéu tri dong
kinh, PRAC khuyén cdo tranh s dung
thudc trong thoi ky mang thai ngoai triv
trwdng hop khéng cé thube khac thay
thé. PRAC ciing khuyén céo ting cuéng
cac bién phap nham tranh cho tré phoi
nhiém vo&i topiramat t& giai doan phat
trién trong t& cung. Theo d6, tat ca
bénh nhan ni¥ c6 kha nang mang thai
déu dwoc canh bao vé nguy co cla
topiramat khi s&r dung trong thai ky va
cac bién phap tranh thai can tuan thd
dé tranh mang thai trong thoi gian st
dung thuéc.

PRAC ciing khuyén céo, can bo y té
can dam bao tat ca bénh nhan diéu tri
bang topiramat déu hiéu rd vé nguy co
ctia thubc khi st dung trong thai ky.
Céan bd y té nén can nhac cac thubc
khac thay thé va danh gia lai nhu cau
st dung topiramat tdi thiéu hang nam.
Théng tin san phdm cla cac thubc
chtra topiramat s& dwoc cap nhat dé

nh&n manh nguy co trén va cac bién
phap can thuc hién.

Bo Y té Canada

Ban tin InfoWatch thang 8/2023 cua
Bo Y té Canada ciing dé cap dén viéc
théng tin sdn phdm clha thubc chira
topiramat & nwéc nay dang dwoc cap
nhat cac ndi dung chdng chi dinh, canh
bao va thén trong do nguy co roi loan
phat trién than kinh.

D liéu tir hé thdng dang ky thong
tin ca bénh da cho thay cé sw gia tang
nguy co rdi loan phat trién than kinh (vi
du: réi loan phd tw ky, thiéu nang tri
tué) & tré so sinh cd phoi nhiém voi
topiramat tlr trong bao thai. Trwdc do,
cac nguy co di tat bam sinh (vi du: st
moéi va/hodc hd ham éch) cla
topiramat cling d& dwgc chirng minh.

B Y té Canada khuyén cédo, truéc
khi bat ddu ké don topiramat cho cac
bénh nhan nir c6 kha nang mang thai,
can tién hanh thir thai va dé nghi bénh
nhan s dung cac bién phap tranh thai
c6 hiéu qua cao. Bénh nhan nén dwoc
nh&c nhé day du vé nguy co lién quan
dén viéc s dung topiramat trong thai
ky. Phu nir co ké hoach mang thai nén
kham tién sadn dé& danh gia nguy co
dong kinh va can nhéc cac thubc khac
thay thé. Trong trwong hop dang st
dung thubc & ba thang dau thai ky, can
theo dai thai ky can than.

Co quan Quan ly Dudc pham
Singapore (HSA)

Trwdc do, ngay 03/03/2023, HSA
ciing gt thw dén can bo y té canh bao
vé sw gia tdng nguy co rdi loan phat
trién than kinh & tré phoi nhiém
topiramat tr giai doan phat trién trong
tlr cung cling nhw nhac nhé lai vé cac
nguy co khac da biét lien quan dén
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thudc nay khi st dung trong thai ky.
Thong tin sdn phdm cua topiramat &
Singapore sé& dwoc cap nhat, bé sung
nguy co trén, trong d6, khuyén cao
bénh nhan nir c6 kha nang mang thai
nén tién hanh cac bién phap tranh thai
c6 hiéu qua cao trwdc khi bat dau diéu
tri, déng thdi, nhédc nhé bénh nhan vé
cac nguy co cla thudc nay khi st dung
trong thai ky.

Khuyén cao danh cho
y té:

- Nguy co di tat bam sinh va
phat trién & tré trong giai doan pk
trong t¢ cung c6 phoi nhié
topiramat da dwgc ching minh.
bang chirng y van gan day cho tha
gia tdng nguy co rdi loan phat trién t
kinh & tré cé me str dung topiramat tro
thai ky.

- Trong diéu tri déng kinh, chéng chi|
dinh topiramat cho phu ni* c6 thai trw
trwong hop khéng cé thubc khac thay
thé, déng thoi, chéng chi dinh cho phu
nlr c6 kha nang mang thai khéng st
dung bién phap tranh thai co hiéu qua
cao.

- Topiramat chi dwoc ké don cho phu
nir c6 kha nang mang thai khi dap rng
day da diéu kién tranh thai dwéi day:

+ Thtr thai trwdc khi bat dau diéu tri

+ Puwoc canh bao vé nguy co khi st
ung topiramat va sw can thiét s&v dung
n phap tranh thai cé hiéu qua cao
g qua trinh diéu tri

a&m bdo da ndm dwoc théng tin vé

0 va bién phap phong tranh khi st
iramat.

can nhac cac thuéc khac thay

h gia lai nhu ciu s dung

i thiéu hang nam.
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Nguy co tiém an khi st dung
NSAIDs dai ngay sau 20 tuan thai
ky: Thong tin tu Co quan Quan ly
Dugc pham Anh (MHRA)

Mét nghién cu tai Chau Au nam
2022 d& phat hién ra rang viéc st dung
thuéc chdéng viém khong steroid
(NSAIDs) dai ngay sau tuan thr 20 cua
thai ky c6 thé lién quan dén viéc tang
nguy co thiéu 6i va co that éng dong
mach. Thiéu 6i va co that 6ng dong
mach cé thé la nhiing tinh trang
nghiém trong c6 thé han ché sy phat
trién cda thai nhi va réi loan chirc ndng
tim. Cu thé, trong nghién ctru quan sat
nay, di liéu dwoc thu thap tr nam
2008 dén 2017 cho thay, thiéu 6i co
kha nang do rdi loan chirc nang than,
c6 lién quan dén viéc sir dung NSAIDs
tr tudn tr 20 cla thai ky. Trong téng
s6 1092 phu nir mang thai c6 st dung
NSAIDs trong ba thang gilra va/hoac
cudi thai ky, ghi nhan 41 trwdng hop
(3,8%) thiéu 6i, so véi 29 trwdng hop
(2,5%) trong s6 1154 phu nir mang
thai str dung NSAIDs trong ba thang
d4u thai ky. Cling theo nghién ctru nay,
mot sb6 trwdng hop déng dng dong
mach s&m ciling da dwgc ghi nhan sau
khi ngwoi me sir dung NSAIDs trong 3
thang gita hodc 3 thang cudi thai ky.
Khéng cé bao cao nao lién quan dén
tinh trang trén khi dung NSAIDs trong
ba thang dau.

Nhém chuyén gia tw van vé thubc st
dung cho nhi khoa va phu ni thuéc Uy
ban vé thuéc str dung trén ngudi (CHM)
ctia Co quan Quan ly Duwgc phdm Anh
(MHRA) ciing ddng thuan véi céac
khuyén cédo t» nghién ctru trén. CHM
nhan thdy nguy co co that éng doéng
mach khi dung NSAIDs kéo dai la
nghiém trong va can cap nhat canh bao
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nay trong théng tin san pham. Mac du
vay, bang ching vé nguy co khi s
dung NSAIDs ngan ngay (dwéi vai
ngay) trong giai doan cudi clia 3 thang
gitra thai ky con han ché. Trong truwdng
hop can thiét s dung NSAIDs, nén
theo déi nguy co thiéu 6i va co that
bng déng mach tir sau tuan thir 20 cla
thai ky. Théong tin san phadm cho
NSAIDs tai Anh dang dwoc stra dbi dé
canh bao nguy co thiéu 6i, déng sém
dng ddong mach khi st dung trong 3
thang gitra thai ky va khuyén céo tranh
st dung tir tudn 20 cuda thai ky tré di
trir khi thyc sy can thiét.

Nghién ctru trén khéng danh gia cac
NSAIDs tac dung tai ché (gel va kem
bdi c6 chira NSAIDs). Cac nhan vién y

té nén tuan tha cac chéng chi dinh va
canh béao lién quan dén thai ky trong
théng tin sdn phadm cda cac thubc nay.
DPanh gia gan day ciing khéng xem xét
cac NSAIDs c6 tac dung chon loc trén
COX-2 (coxibs). Tuy nhién, can lwu y
rang tat ca cac coxib déu bi chéng chi
dinh trong 3 thang cubi cta thai ky va
mot sd coxib bi chéng chi dinh trong
subt thai ky. Coxib trc ché tbng hop
prostaglandin twong tw nhw cac NSAIDs
khac va c6 lién quan dén thiéu &i, & tor
cung va déng sém éng dong mach. Cac
nhan vién y té nén tuan tha theo cac
chdéng chi dinh va canh bao lién quan
dén thai ky trong théng tin san pham
dbi vai thube tre ché COX-2.

Khuyén cao cho nhan vién y té:

tlr cung trong qua trinh chuyén da.

- Chéng chi dinh NSAIDs dwdng toan than (udng va
thang cudi (sau 28 tuan) cua thai ky do nguy co déng sé&m 6n
loan chirc nang than & thai nhi, kéo dai th&i gian chay mau & me va

- M6t nghién clru nam 2022 da chi ra viéc st dung NSAIDs kéo dai sau tu
cua thai ky c6 thé lién quan dén viéc tang nguy co':

+ Thiéu &i do rdi loan chirc ndng than cua thai nhi: tinh trang nay cé thé khéi
phat sém sau khi str dung thudc va thuweng hdi phuc sau khi ngrng thude
+ Co that 6ng ddong mach: thuwéng héi phuc sau khi ngtrng thudc
- Tranh ké don NSAIDs dwéng toan than to tudn 20 cla thai ky trir khi 1am
ang thue sw can thiét va ké don liéu thap nhat cé hiéu qua trong thdi gian ngan

hac theo dbi tién san dé phat hién sém thiéu 6i néu nguoi me da dung
ay sau tuan thir 20 cda thai ky; nén ngirng NSAIDs néu c6 hién
¢ lam sang khéng can thiét sir dung NSAIDs nira.

han dang mang thai tranh st dung NSAIDs sau tuan thw
5 y kién clia nhan vién y té.
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Nguy co s dung thiéu liéu
calci gluconat trén bénh nhan
tang kali mau nghiém trong:
Thong tin tir MHRA

Vai tro cua mudi calci trong diéu
tri tang kali mau nghiém trong

Tang kali mau nghiém trong (néng
do kali huyét thanh = 6,5 mmol/l) 1a
tinh trang y té khan cap va phai diéu tri
kip th&i. Calci gluconat dwoc str dung
dé 6n dinh co tim va ngan ngtra roi
loan nhip tim va ngtrng tim. Trwdc day,
mudi calci chi dwoc str dung off-label
dé diéu tri tinh trang co tim bj kich
thich trén cac bénh nhan bij tang kali
mau nghiém trong. Gan day, Co quan
Quan ly Dwoc phdm Anh (MHRA) da
cap phép st dung calci gluconat trong
trwdng hop tang kali mau nghiém trong
cép tinh va héi sirc tim do tang kali
mau nghiém trong. Calci gluconat chi
nén duwgc sir dung trong cac trwdong
hop tang kali mau nghiém trong da
dwoc ghi nhan, khéng nén st dung
thwong xuyén trong khi ngirng tim.

Hwéng dan thwe hanh 1am sang diéu
tri tang kali mau cép tinh & nguwoi lon
cap nhat nam 2020 cua Hoi Than hoc
Anh da chi rd mubi calci khéng lam
gidm lwong kali huyét thanh nhung
gitp bdo vé tim. Hwéng dan khuyén
cao sr dung calci clorid hoac calci
gluconat, tuy nhién cac mudi nay khéng
twong dwong vé lwong calci. Dé dat
dwoc lidu lwong calci khuyén céo 13 6,8
mmol, phai dung 30ml calci gluconat
10% hoac 10ml calci clorid 10%. Ca hai
ché pham calci gluconat va calci clorid
déu & dang lo 10ml & ndng d6 10%
(w/v), do d6 can 3 lo calci gluconat dé
dat dwoc lidu lwong thich hop trong khi
chi can 1 lo calci clorid. Buwéng dung
thudc nén 1a tiém tinh mach cham, co
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thé phai tiém nhac lai.

Nhitng thay ddi trén dién tam do
(ECG) cho thay bang chirng vé& ngd doc
kali nhwng nhitng diu hiéu nay cé thé
khéng xuét hién tr dau. Nén theo dbi
dién tam dd khi néng do kali mau trén
6,0 mmol/L. Calci gluconat biéu hién
tac dung trén dién tam do trong vong
3 phut sau khi dung va kéo dai 30-60
phat. Nén tiém tinh mach 1 liéu 30ml
calci gluconat 10% trong 10 phut. Tac
dung ctia muéi calci ngan nén can nhéc
dung liéu nhéc lai néu van ghi nhan bt
thwong trén dién tam d6 trong vong 5
dén 10 phut sau liéu dau tién. Mubi
calci khéng lam gidm néng dé kali mau.
Nguy co rdi loan nhip tim va ngirng tim
ty 1&é thuan véi mirc d6 nghiém trong
cla tang kali mau. Do do, cac bién
phap 1am ha kali mau va gidi quyét
nguyén nhan co ban gay tang kali mau
can dwoc thue hién ngay lap tirc.

Danh gia viéc dung thiéu liéu
cua calci gluconat

MHRA d3 ra soat cac nguén div liéu
hién cé tai Anh lién quan dén viéc st
dung calci gluconat khéng phu hop va
phat hién mot sé trwong hop dic biét
xdy ra sai sot y khoa bao gébm: mot
trwong hop t&r vong khi st¢r dung 10ml
calci gluconat trong qua trinh hdi strc
tim phéi. Ngoai ra, cé 6 bién cbé duoc
ghi nhan lién quan dén viéc st dung va
giam sat calci gluconat khéng chinh xac
trong tinh trang tang kali mau nghiém
trong va ngirng tim (5 trwong hop tor
vong, 1 trueng hop khong ré két qua).
Lo ngai an toan & day lién quan dén
viec dung thiéu liéu calci gluconat;
thiéu liéu 18p lai khi dwoc chi dinh;
thiéu diéu tri ha kali va thiéu hoac theo
dai dién tam d6 khong phu hop.
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MHRA da xem xét va xin tw van tir
Uy ban s dung Thuéc cho Nguoi
(CHM). Theo d6, théng tin san pham
cla nhirng loai thubc nay sé dwoc cap
nhat nhdm dadm bao s& dung calci
gluconat an toan va hiéu qua hon trong
diéu tri tdng kali mau nghiém trong va
dé canh bdo vé kha ndng dung thiéu
lieu.

Khuyén cdo cho n
y té:

- Mubi calci (calci clorid ho2
gluconat) dwoc st dung dé 6n
co tim va ngan nglra ngirng tim.
ché phdm nay khong twong duwo
nhau vé liéu lwong calci.

- Than trong v&i nguy co thiéu liéu
khi sir dung calci gluconat thay vi
calci clorid va kiém tra chinh xac
lwong mudbi calci trwdc khi dung: 30ml
calci gluconat 10% cung cap 6,8mmol
calci (twong duwong voi 10ml calci
clorid 10%).

- Tiém tinh mach cham toan bd
iéu trong 10 phut

- Can thiét st dung liéu lap lai do
ung cla calci ngén, kéo dai 30
phut.

cdo cac phan tng béat loi
ién quan.

Nguy co hoi chirng thuc bao
mau lién quan dén co-trimoxazol
(sulfamethoxazol/ trimethoprim):
Thong tin tir Bo Y té Canada
(Health Canada)

Ho6i chirng thuwc bao mau xay ra khi
mot s lwong 16n t& bao bach cau tap
trung lai, pha hiy co quan va cac té
bao mau khac. Pay Ia tinh trang hiém

gap nhwng nguy hiém va cé thé de doa
tinh mang. Sau khi EMA cap nhat thong
tin san phdm cGa thubc chia
co-trimoxazol, Health Canada cling da
danh gia théng tin va tim ra mdi lién
quan gitra viéc st dung cac thudc nay
véi nguy co méc hoi chirng thwc bao
mau.

Két qua danh gia an toan cua
Health Canada:

- Vao thoi diém danh gia, Health
Canada chwa ghi nhan bao cao nao tai
Canada vé hoi chirng thuc bao mau lién
quan dén viéc st dung co-trimoxazol
tai Canada.

- Health Canada da xem xét 10
trwdng hop xay ra hdi chirng thwe bao
mau & nhirng bénh nhan dung co-
trimoxazol trén thé gisi tr co s& dir liéu
Canh giac Canada va cac tai liéu y van.
Trong d6, 1 ca dwoc danh gia cé nhiéu
kha nang lién quan dén thuéc, 8 ca co
thé lién quan va 1 ca it c6 kha nang
lién quan. Trong 8 trwéng hop co thé
lién quan, bénh Iy mac kém clia bénh
nhan (hau hét 1a cac nhiém trung thdng
thwong) cling cé thé 1am tang nguy co
cua hdi chirng thwc bao mau. Véi 2
trong sd 10 truéng hop tlr vong, cé 1
trwong hop dwoc phat hién co thé lien
quan dén co-trimoxazol, trwdng hop
con lai it cd kha nang lién quan.

- Health Canada cling danh gia 2 bai
bao dwoc céng bd trong y van vé hoi
chirng thyrc bao mau & bénh nhan dung
co-trimoxazol. Két qua, méi lién hé gitra
viec s dung co-trimoxazol va hdi
chirng thwc bao mau chwa thyc sy ro
rang do nhirtng han ché trong thiét ké
nghién ctru va cac yéu tb nguy co khac
trén bénh nhan.
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Khuyén cao cho nhan vién y té:

chirng thwe bao mau.

ham nhdm nham canh bao nguy co nay.

- C6 thé co sw lién quan gitra viéc st dung co-trimoxazol vé&i nguy ¢
- Health Canada dang lam viéc v&i cac nha san xuat dé cap nhat théng tin san

khICh nhan vién y té va bénh nhan bao cao bét ky tac dung phu nao
azol va cac san pham y té khac.

Nguy co phan ng trén da
nghiém trong lién quan dén
lamotrigin: Thong tin tir Co quan
Quan ly Dugc pham Phap (ANSM)

Lamotrigin & thubc dwoc chi dinh
trong diéu tri bénh dong kinh va rbi
loan lwdng cwc. Phan (ng trén da
nghiém trong & mét trong sé cac tac
dung khéng mong mudn hiém gép cla

lamotrigin, bao gdm hoi chirng Stevens-
Johnson, hdi ching Lyell (hoai tw
thwong bi nhiém doc) va hoi chirng
DRESS (phadn trng qua man véi thubc
gay tang bach cdu ai toan va cac triéu
chirng toan than). Nhirng phan &rng nay
c6 thé dan dén t& vong va thwong
dwoc ghi nhan trong vong hai thang
dau diéu trj.

Khuyén cao cho nhan vién y té:

lién quan dén lamotrigin.

tuan theo phac do sau:

trong 2 tuan dau tién.

cho dén khi dat muc tiéu liéu duy tri

- Khi st¢r dung lamotrigin don tri liéu cho bénh nhan,
khuyén céo trong 4 tuan dau dé lam giam nguy co phan &ng

- Lamotrigin c6 twong tac dwoc déng hoc v&i acid valproic va
(valpromid, divalproat), lam tdng nguy co phat ban khi két hop thué
khuyén cédo dung ddng thoi véi cac thude nay.

- Dbi v&i bénh nhan nguwoi 16N, khuyén cdo ché do liéu tdng dan trong 6 dén
+ Liéu khéi dau: 12,5mg/ngay (twong dwong 1 vién 25mg dung cach ngay)

+ Liéu 25mg/ngay trong 2 tuan tiép theo.
+ Panh gia lai dap ng 1am sang sau mdi 2 tuan va tang liéu thém 25mg/ngay

\ Do6i voi bénh nhi, khuyén cao than trong khi hiéu chinh liéu: nén Iwa chon
liéu khéi dau gidm moét niva (0,15 mg/kg/ngay trong 2 tudn) va sau d6 tham
ong tin chi tiét trong t& thdng tin sdn pham dé hiéu chinh liéu phu hop.

ip th&i danh gia bénh nhan (ca ngudi I6n va tré em) gap phan rng trén
& dung lamotrigin. Ngirng lamotrigin ngay lap trc néu nghi ng®
n nhan gay ra phan &ng.

5i nhitng bénh nhan can ngirng diéu tri do phan &ng trén da
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+ Tham kham chuyén khoa da liéu va dj tng.
+ Khéng tai st dung lamotrigin khi da xac dinh dwgc méi quan hé nhan qua

gitra thubc va phan (ng trén da.
mng ¢6 hai nghi ng® do thubc.

Khuyén cao bénh nhan phong
tranh phan &*rng nhay cam véi anh
sang khi st dung methotrexat:
Thong tin tir MHRA

Co quan Quan ly Dwoc phdm Anh
(MHRA) da nhan dwoc bao cao vé mot
trwong hop phan rng nhay cam véi anh
sang & bénh nhan s&r dung methotrexat.
Phan (rng nhay cam v&i anh sang la tac
dung khéng mong muén da biét khi st
dung methotrexat. Cac nhan vién y té
nén khuyén cdo bénh nhan cé cac bién
phap béo vé da dwdi anh ndng mét troi.

Pic diém cua phan dng nhay
cam vdi anh sang

Phan ng nhay cam véi anh sang
thwong twong tw phdn (rng chay nang.
Phan trng nay cé thé khién ving da tiép
xUc v&i anh ndng mat troi bi phat ban,
man dd, swng tay, phong rop, ndi man
dd hoéc tén thwong ri dich. Trwong hop
nghiém trong c6 thé gay nhiém trung da
thir phat. Phan &ng nhay cam anh sang
bao gébm hai loai: phan (rng doc véi anh
sang va phan rng di (rng v&i anh sang.

Trong cac phan ung déc vdéi anh
sang, thubc dwoc kich hoat khi tiép xuc
véi tia UV va gay ra nhirng tén thwong
trén da gan twong tw phan (rng chay
nang hodc phat ban. Nhirtng phan (rng
nay cé thé xdy ra trong vong vai phut
ho&c sau nhiéu gi¢ tiép xic va thwong
chi gi¢i han & vung da da tiép xdc véi
anh nang.

Phan ung di ing anh sang xay ra
khi tia UV twong tac véi cac thanh phan
trong thubc hodc cac sadn phadm khac
dwgc boi truwc tiép 1én da. Hé théng
mién dich clia co thé nhan thdy nhiing

thay ddi do tiép xdc v&i anh ndng mat
troi 1a méi de doa tlr bén ngoai nén san
sinh ra khang thé va tan céng, tv do
gay ra phan &ng dij trng.

Nhirng phan &ng nay khac véi cac
phan ng “tai phat’, khi viém da va
phan rng chay nang do blc xa cé thé
tai dién khi da tiép xuc lai voi birc xa va
anh nang mat troi trong qua trinh sl
dung methotrexat.

Panh gia phan ng nhay cam
anh sang khi dung methotrexat

Gan day, Co quan Quan ly Duoc
phdm Anh (MHRA) da nhan dwoc bao
cado vé mot trwong hop phan tng nhay
cam v&i anh sang & bénh nhan sr dung
methotrexat. Phan (rng nay dwoc nhan
dinh c6 thé gop phan dan dén t& vong
do nhiém trung tht phat. Trén co sé& do,
MHRA d3 xem xét théng tin hién co6 vé
phdn &ng nay va tham khéo y kién tir
nhém céac chuyén gia Tw van Canh giac
Dwoc (PEAG) ctia Uy ban Thuébc st dung
trén nguwdi. Phan (rng nhay cam véi anh
sang la tac dung khéng mong mubn da
biét khi diéu tri bang methotrexat va da
duwoc liét ké trong t& thong tin san
phdm. Tuy nhién, PEAG lo ngai rang
nhidu bénh nhan khong biét dén tac
dung khéng mong muén nay va khéng
nhan thirc dwoc nguy co khi tiép xuc véi
anh nang mat troi trong qua trinh diéu
tri bang methotrexat.

Khuyén cdo cho nhéan Vm
- Phan &rng nhay cam véi anh sang

la nhirng tac dung khéng mong muén
da biét khi diéu tri bang methotrexat
3 c6 thé xay ra & ca ché do liéu thap
cao cua methotrexat.

23 No. 2-2023



Drugs Information

- Phan trng nhay cam v
bao gdm phan &ng nhiém doé
sang va phan ng di rng v
sang.

- Phan (rng nhay cam v&i anh sa
c6 cac biéu hién twong tw phan &n
chay nang nghiém trong (phat ban cé
mun san hodc phdng rop, mot sbé
bénh nhan bi swng tay..). M&c du
hiém gap, phan (ng nhay cdm anh
sang co thé gép phan gay tlr vong do
nhiém trung th(r phat.

- C4c nhan vién y t& nén thong bao
o bénh nhan vé& nguy co phan trng
cdm v&i anh sang va khuyén cao
han st dung sadn pham cé chi
a0 va mac quan 4o che kin da
€ v&i anh sang mat troi.

L

Sai sot lién quan dén mot s6 ché
phdm bdé sung khoang chat:
Khuyén cao tir Bo Y té Canada

O Canada, mét sé trworng hop sai sét
lién quan dén nham lan gitra ham lwong
nguyén td va ham lwong dang mudi cla
khoang chét ghi trén nhan san phadm da
dwoc bao cdo. B Y té Canada d3 tién
hanh phan tich cac bao cao sai sot khi
st dung ché pham béd sung khoang chét
(d&c biét 1a cac ché pham don thanh
phan c6 calci, sat, magie va kém) duwoc
glri tr nhan vién y té. Nhirng sai sét nay
dan dén qua liéu, trong mot sb truwdong
hop, con gay thwong tén nghiém trong
cho bénh nhan. Nguyén nhan mét phan
xuét phat tr ndi dung trén nhan cac san
phadm gay ra sy nham lan vé ham lwong
gitra dang nguyén t6 va dang mudi, gay
ra qua lidu hoac thiéu lidu. Dwdi day la
tom tat mot trudng hop ngwdi Canada
c6 nham l1an vé ham lwong ghi trén
nhdn cGa mot sadn pham bd sung
khoang chét (calci).

Trong tredng hop nay, bénh nhan

24 ||s62-2023

dwoc ké don st dung san pham cé nhan
"calci carbonat 500 mg" (hinh 1). Trong
khi chudn bj don cho bénh nhan, nha
thubc da hiéu sai la mbi vién san pham
nay c6 chtra 500 mg calci cacbonat
trong khi thuwc té méi vién chira 500 mg
calci nguyén t6. Hau qua la bénh nhan
da dung liéu cao gép 2,5 lan so vai liéu
duwoc ké don, dan dén phai nhap vién.
Sau khi ndm duwoc 16i nay, Bo Y té
Canada d3 lam viéc v&i nha san xuat dé
stra dbi nhan san pham (hinh 2) nham
han ché nham I&n va ngan ngra nhirng
sw ¢cb twong tw xay ra trong twong lai.

Calcium
500 mg

Hinh 1. San pham ban dau
(chua stra doi)

—_—

[SSeSY. |
Calcium

Carbonate
500 mg

Hinh 2. San pham
sau stra doi

Sau khi ra soat cac trwong hop sai
sét dwoc bao cao, BO Y té Canada da
cung cap thém huwéng dan cho cac nha
san xuat nham khac phuc viéc ghi nhan
cac ché phdm bd sung khoang chéat
(calci, sat, magie va ké&m) giup gidm
thiéu s nham |an ham lwong gitra dang
nguyén t6 va dang mubi. Nhan vién y té
nén biét dwoc sai sét nay dé tranh sy
nham lan twong tw, gay qua liéu cho
bénh nhan.
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BAO CAO PHAN IPNG CO HAI CUA THUOC  [toivsoceo:

THONG TIN VE NGUGT BAO CAO, BENH NHAN VA BON V| BAO CAO Ma 56 b0 C40 Clia G0N Vir.oo o
SE DUQ'C BAO MAT Ma s6 béo céo (do Trung tam quéc gia quan Iy)

ADR

Xin anh/chi hdy béo céo ké ca khi khong chéc chén vé san pham da gy ra phan tng va/hodc ang c6 day ducéc thong tin

A. THONG TIN VE BENH NHAN

3. Gigitinh 4. Can nang:
ONam ONG | .o kg

2. Ngay sinh:.

T HO VAN Hodctudi... ...

B. THONG TIN VE PHAN I’NG CO HAI (ADR)
5. Ngay xuét hién phan &ng:... ....... /S 7 S ———

6. Phan (rng xuat hién sau bao lau (tinh ttr lan dung cudi cling cua
thudc nghi ngd):.. TP ST
7. Mé ta bieu hién ADR 8. Cac xét ngh|em I|en quan den phan wng

9. Tien str (i ting, thai nghén, nghién thudc 14, nghién ruou, bénh
gan, bénh than...)

10. Cach xtr tri phan trng

11. Mtrc d6 nghiém trong clia phan trng

[ T vong [ Nhap vién/Kéo dai thoi gian ndm vién [ Dj tat thai nhi
[ Pe doatinh mang [ Tan tat vinh vien/nang né [ Khéng nghiém trong
12. Két qua sau khi xt tri phan trng Rk
O Tk vong do ADR . . [ Chua héi phuc [0 Hai phuyc c6 di chirng [ Khéng ré
T vong khong lién quan dén thude [OPang hdi phuc [ H&i phuc khéng o6 di chirng
C. THONG TIN VE THUOC NGHI NGO’ GAY ADR
86 lan o 5
R 4 Ngay diéu tri
? 13.Thubc (t&n gbe va ba%agﬁé, Nha sé16 dLL'ﬁ]u ﬂiﬂg Puong | (Ngay/thang/nam) L9 do ding thuée
4 tén thuong mai) ham | san xuét st | ma | ding” [ . d 9
lwong motian - ygn Bét ddu | Kétthuc
. thang.
i
ii
iii
iv
STT 14.Sau khi nglrng/giam liéu cla thudc bi nghi ngd, phan ting c6 | 15.T4i str dung thude bi nghi ngd cé xuat hién lai phan trng
(Twong | duoc cai thién khéng? khéng?
ung13) | C6 | Khéng | Khéng nglrng/giam lieu | Khéng cé théng tin Cé Khéng | Khéng tai st dung Khéng c6 théng tin
i O [ ] | | O [ 0
i | [ ] | | O [ ]
iii O [ 0 O O ] ] ]
iv ] L] ] [ L ] L] L]

16. Cac thudc dung dong thoi (Ngoai trer cac thuée dung diéu tn/ khac phuc hau qua ctua ADR)
| Dang bao ché, i Ngay dieu tri (ngay/thang/nam) | Dang bao ché, {_Ngay dieu tri (ngay/thang/nam)_|

ham luong | Batdau | Kéthic Jén thuoc ! hamluong | BAdAU | K&t thic

Tén thuéc




D. PHAN THAM DINH ADR CUA BON V|

17. Danh gia mai lién quan gitra thude va ADR

O Chéc chan O Khéng chic chén O Knac ...
0O Cékha nang O Chwa phan loai g
O cothé [0 Khéng thé phan loai
18. Bon vi tham dinh ADR theo thang nao?
O Thang WHO [0 Thang Naranjo L] Thang KRaGs st s S s

19. Phan binh luan ctia can bé y t& (néu cé)

E. THONG TIN VE NGUO'I BAO CAO

Bién thoai lién lac:
21. Chir ky

’ 22, Dang bdo céo; O Lan daw O Bé sung 23. Ngaybaocao.........f.... ...

Xin chan thanh cam on!

HU'ONG DAN LAM BAO CAO

Xin hay béo cdo tit ca cac phan (ng cd | Cach bdo cao:
hai ma anhfchi nghi ngé, déc biét khi:

s Cac phan (ng lién quan t&i thude mai

s Cac phan Gng khéng mong mudn

hodc chra duoc bigt dén
«  Cac phan rng nghiém trong
o Tuong tac thude

= Bién théng tin vao mau béo cao

« Chicén didén nhirng phin anhichi co théng tin

e Cdthé dinh kém thém mét vai trang (néu mau bao céo khdng di khodng tréng dé
dién thong tin hay co nhi¥ng xét nghiém lién quan)

&  Xin hay gli béo cdo vé Trung tam Québc gia vé& Thang tin thude va Theo dai phan

Thét bai trong didu tri

Céc van dé vé chit krong thube

Cac sai sot trong qua trinh s0 dung
thuoc.

Miu bdo cdo ndy dwoe 4p dung cho céc
phan (ng gay ra bel:

Thuée va cac ché pham sinh hoc
Ve xin

¥ng cb hai cia thudc theo cac dia chi sau:
_;l\ Thu: Trung tdm Quéc gia vé Théng tin thude va Theo dbi phan ng
@ﬂ c6 hai cla thude
4 Trwéng Bai hoc Duoc Ha Ni
13-15 Lé Thanh Tang, Quan Hoan Kiém, Ha Noi

Fax (024) 3933 5642

e Céc thubc cd truyén hodc thudc cd f{v Dign thoai (024) 3933 5618
ngudn gbe duoe ligu oA ~":"../
e Thwe pham chic nang. =
e BT ~(ILA Website: http /icanhgiacduos.org vn
R bfm cABco sk s Email: di. pvcenter@gmail.com
+ Bacsl
*  Duocsl Anhfchi ¢t thé 14y maAu bdo cdo nay tai khoa Duoc, phang Ké hoach téng
s Mhasl

¥ taf didqu dufng/nik hd sinh
Céc nha cung cp dich vu chim séc
slrc khoe khac

hop cla bénh vién hofic tai tir trang web http:/icanhgiacduce org.vn. Néu c6 bét
ky thic méc nao, anhichi o thé lién hé vai Trung tam Qudc gia vé& Thang tin
thuéc va Theo ddi phan (rng cd hai clia thudc theo s6 dién thoai: (04) 3933 5618
hoéc theo dia chi email di pvcenter@agmail com.

Phén danh cho Trung tam DI & ADR Quéc gia

1. Glixac nhan tdi don vi bao cao 3. Phan &rng da cé trong y van/ SPC/ CSDL O
2. Phan loai phan ng . 4. Nhap di¥ lieu vao hé co sd dit liéu quéc gia |
e []Thuoc méi [ Thudc cii O !
o [ Nghiém trong [ Khéng nghiém trong ; 5. Nhap di liéu vao phan mém Vigiflow O
6. Mtrc dd nghiém trong cla phan rng
Ope doa tinh mang/ gay ttr vong O Nhép vién/ kéo dai thoi gian ndm vién O Gay di tat/ tan tat O Lien quan téi lam dung/ phy thuée thude
7. G bdo céo t6i hoi ddng tham dinh O ’}‘gaylgu" 8 GhibdocsochoUMC | [ ! ngay ?“"
9. Két qua tham dinh

O Chéc chan O Khéng chéc chan O Khac:....

O Cékha nang O Chua phan loai

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

Phu luc 5: Théng tu s6 23/2011/TT-BYT:Huéng dan st dung thuéc trong cdc co sé y té ¢6 giudng bénh




BENH VIEN

AN SINH

THONG TIN THUOC




