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ROI LOAN VAN DONG
DO THUOC

TOMTAT:

Nhiéu thudc diéu tri va chat gay nghién sit dung bat hop phéap co thé gay réiloan van dong. Trong
do, phé bién nhét 1a cac thuéc chéng loan than va thudc chdng nén. Réi loan van dong c6 thé khai
phéat cap tinh, ban cadp hoac hay mudn, véi mic do ti nhe dén nang, tham chi de doa tinh mang.
Viéc nhan biét sém roéi loan van déng do thudc dong vai trd quan trong gidp ti€n hanh kip thai cac
bién phap x{ tri, bao gdm ngiing thuéc nghi ngd, chdm séc hd trg va st dung thudc diéu tri trong

mot s truong hop.

GIOI THIEU

Ca thube diéu tri va cdc chit giy nghién sir dung
bét hop phép déucothé gayra cdc phan Lrng co hai
trén than kinh, trong d6 co r6i loan van déng.

Nhom thude pho bién gdy rbi loan van dgngla cac
thuoc trc ché thy thé dopamin, bao gém thude
ch(mg loan than va thude chéng non (bang ). Cac
ri loan ¢6 thé & mire d6 nhe (nhu run) dén cac hoi
chirng nang, de doa tinh mang. Dya trén thoi gian
khaoi phat, cé thé phéan loai cac 161 loan van dong
thanh 3 loai: Cép tinh, ban cip va mudn.

CACROILOAN CAPTINH

R6i loan vén dong cap tinh c6 thé x4y ra trong vai
phut den vai ngay sau khi dung thude, bao gbm
ching nim ngoéi khéng yén, run, hdi chimg an
than kinh 4c tinh, hoi ching serotonin, roi loan
tang than nhiét kiéu Parkinson va rdi loan truong
luc co cap.

Nim ngéi khﬁng vén

Chirng nim ngm Kkhong yén (akathisia) la 11 loan
van dong kha pho bién, nhung thurdong bi xem nhe.

Chimg nay c6 thé xdy ra cdp tinh, ban cap hoic
mudn, vdi cac biéu hién bao gf“)ln cam giac bon
chdn, dé bi kich thich, cing thing, nhung khéng
nhit thiét phai thé hi¢n thanh cac diu hiéu thue
thé. Nam ngoi khong yén khac vi hoi chimg chan
khong nghi (restless leg syndrome) thudng co
mure 36 nghiém trong hon va cac biéu hién thuong
ning hon vé dém. Cac thuoc da duoc ghl nhén lién
quan dén chimg nim ngdi khong yén bao gém
thuoc trc ché thu thé dopamin, thude tic chc tai thu
hoi chon loc serotonin (SSRI) thube ohong dong
kinh va cocain. Phan rng ¢6 hai nay ¢ the Xay ra
sau khi bit diu sir dung thube e ché thy thé
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dopamin, ting liéu hogc chuyén sang dung thude
thay thé.

Chimg nam ng01 khéng yén thuong cdi thién sau
khi ngu:ng thude ngh1 ngd. Cac nhém thudce da
dugc su dung dé xr tri phan (mg nay bao gém
thude khang cholinergic, thudc chen beta, cac
benzodiazepin, mantadin, mirtazapin va clonidin.
Tuy nhién, tuy nhién hiéu qua xu tri con dao dong
va it duoc hd trg boi cac ban g chimg tin cdy.

Run

Run (tremor) do thudc ¢o thé 1a run tu thé, véan
dong hodc ca hai. Phin (mg nay thuong dbi ximg
va xay ra cap tinh sau khi dung thude hoic tang
liéu. Mot truorng hop ngoai 1€ 1a run thir phat do
valproat, co thc Xay ra trong giai doan diéu tri on
dinh hodic xuit hién mudn (hlem gip). Nhiéu
thuoc co thc gély run thir cép, bao gom SSRI, lithi,
thudc chbng trdm cam ba vong, thudc Lhong dong
kinh (dac biét la valproat), thuoc gian phe quan,
amiodaron va thudc rc ché mién dich. Can chén
doan loai trir cac nguyén nhan gay run khac nhu
bénh Parkinson, run v6 can hodc cudng giap.

Céc bién phép xir trf run bao gbm hiéu chinh liéu
ding hodc nging thude nghi-ngo (neu €O the)
hodc chuyén sang dung thudc thay thé. Ncu can
tlep tuc st dung thudc ngh1 ngo gay Fun, can fu
van k¥ cho bénh nhan vé loi ich va nguy ce khi
dung thude; dong thoi, cé thé can nhic dung cae
thude diéu tri run vo can (nhu propanolol).
Hoichirng serotonin

1161 chimg serotonin (serotonine syndrome) thir
cAp xuAt hién khi st dung cac thude lam tang hoat
tinh serotonin (bang /). Tuong tu cac hdi chung
an than kinh ac tinh khac, hoi chiing seretonin co
thé xay ra voi mirc ¢ nhe hodc thim chi de doa



tinh mang. Céc biéu hién lam sang cta héi chimg

nay bao gom:

- Thay dbi trang thai tam thén;

- Céc diu hiéu qua kich thich thin kinh trung
uong:

+ Réi loan vén dng, bao gbém rung gidt co,
run, nim ngol khong yén;

+ Tang phan xa bat thuong, rung giat, liét
cung (spasticity) hodc ctrng do (rigidity), co
giat.

- Rbi loan than kinh thuc vét, bao gdm gian dong
tir, sOt, nhip tim nhanh.
Thay dbi trang thai tdm than, réi loan than kinh
thue vét, va liét cing hodc cimg do kem theo ting
creatin kinase 13 cac déu hiéu chng lap v6i hdi
chimg an than kinh &c tinh. V&i hoi chimg
serotonin, quéa trinh khoi phat thudong xay ra rat
nhanh, trong vong vai gio thay vi vai ngay, va cac
diu hiéu qud kich thich thin kinh trung wong
thuong ndibat hon.
Xirtri:
Bién phdp xit tri wu tién bao gdm ngimg thude
nghi ngd va cham séc hd tro. Trong trudng hop
héi chimg serotonin xay ra & mirc d§ it nghiém
trong, c6 thé diing cyproheptadin, néu ¢é dap iing
lam sang thi tiép tuc sir dung dén khi cac tridu
chimg thuyén giam. Vi truomg hop ning, ¢o thé
str dung cac thude nhwr benzodiazepin, thude dbi
khang thu thé 5-hydroxytryptamin 2 (nhu
clorpromazin hodc olanzapin).
Roiloan ting cao thin nhiét kiéu Parkinson:
Réi loan tang cao than nhiét kidu Parkinson
(Parkinsonism-hyperpyrexia disorder), con goi 1a
con bat dong, 1a mot bién chimg hiém gip nhung
c6 thé gay tir vong ctia bénh Parkinson. Céc trigu
chig bao gom dién bién ning 1én cia hoi chimg
Parkinson (cé thé kém theo bénh nio), tz'mg cao
than nhiét, rdi loan than kinh thyc vét va ting
creatin kinase. R6i loan nay thuong gap nhat o
bénh nhan ngimg hodc giam lidu thuoc, diéu tri
Parkinson. Nhiém khuan hodc cac roi loan chuycn
hoa khac ¢o thé thiic day khot phat tinh trang nay.
Céc biéu hién 14m sang ciia rdi loan nay c6 thé
chdng ldp véi hdi chirng an thin kinh 4c tinh. Can
chan do4n loai trir cac nguyén nhan khic nhu
nhiém khuan, cac bat thuong chuycn hoéa, hodc
dot quy. Thot gian hoi phuc cd thé kéo dai tir vai
gidr dén vai tudn sau khi xir tri.
Xirtri:
Bién phap xu tri chinh bao gbm sir dung lai thude
dleu tr1 Parkinson. Do chitmg kho nuot thuong
xuat hién trén bénh nhdn mic héi ching
Parkinson nghiém trong, thudc thuomg phai st
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dung qua sonde da day. Co thé cin nhic tiém ngat
quang hoac truyén lién tuc apomorphin trong
truong hop phan img ¢ mirc d¢ trung binh hoic
nang.

Loan trueng luc co cflp tinh:

Loan trwong luc co cip tinh (acute dystonic
reactions) chu yéu xdy ra ¢ bénh nhin tré tudi va
xuét hién sém sau khi ding thuoc e ché thy thé
dopamin, trong dé cé thude Lhong non (nhu
metoclopramid, procloperazm) va thudc chéng
loan than Bic trung ctiardi loan nay lacocling co
dau ¢ cap tinh, ng()cu ra c6 thé xuat hién con vén
nhan, tinh trang co ctrng than dan dén tu thé uon
cong, rdi loan truon gluc cochan tay. Loan truong
lyc co thanh quan cip tinh c6 thé din den tac
nghen duong hé hip, de doa tinh mang va can cép
clrungay lép ture.

Xir tri:

Ngirng thubc nghi ngd, tiém tinh mach hodc tiém
bip thudc khang cholinergic (benzatropin hodc
trihexyphenidyl hydroclorid). Do thudc dung
dudmg tiém tinh mach ¢6 théi gian ban thai ngan,
can dung thém mot dot diéu tri ngan thube khang
cholinergic du()ng _uéng sau do. Cac
benzodiazepin cling ¢6 thé dugc sir dung. Khéng
tai sir dung thude nghi ngd vi nguy co tai phat
phan tng loan truong lyc co. Cén tr van dé bénh
nhan biét vé& nguy co nay.

Hoi chirng an thin kinh ac tinh

116 chimg an thin kinh 4c tinh (neuroleptic
malignant syndrome) la phan (ng c6 hai cé kha
ning de doa tinh mang, giy ra do thudc chéng loan
than dién hinh va khong dién hinh ciing nhur cac
thuéc khang thy thé dopamin khdc, bao gom
tetrabenazin, lithi va thube chong noén nhu
metocloprdmld Gén dy, tiéu chuin chan doén dya
trén dong thuan Delphi da duoc dua ra, bao gom:

- Dung thude doi khang thu thé dopamin hodc
ngimg dung thudc chu van thy thé dopamin
trong vong 72 gio trude do;

- Sbt(itnhat2 dot st trén 38°C);

- Cuingdo;

- Thay déi trang thai tam than;

- Tangcreatin kinase;

- Rbi loan thin kinh thuc vit (bao goém ting
chuyén hoa: Nhip tim nhanh, nhip thé nhanh),

- Loai trirnguyén nhan khéc.

Ngoai tang creatin kinase, xét nghiém cling cho

thay ting bach cau, rdi loan dién giai, suy than, xét

nghiém chirc nang gan bat thucmg va rbi loan

dong mau. Hoi chl'mg, cling co thé xay ra & mure do

nhe¢ hon vakhéng cé cac biéu hién lam sang trén.



Can ¢6 céc bac si chuyén khoa danh gié dé chan
doan phan biét (nhu hdi chitng serotonin) va chan
doan xac dinh. Vi dy, hi chung serotonin thudng
khoi phét cap tinh hon héi chirng an than kinh &c
tinh. Trong héi LhL'rng an than kinh 4c tinh, bénh
nhén thudng bi cirng do; con rung gidt co, tang
phan xa bit thuong kém giat rung, va gidn dong tir
thuong gap hon & héi chirng serotonin.,

Xirtri:

Bénh nhan cin nhap vién didu tri ngay néu nghi
ngo gap héi chung, an than kinh ac tinh. Bién phap
XU tri bao gdm gém ngung ngay thude nghi ngo,
cham séc hd trg (co thé cham soc tich cuc trong
trrong hop nang), dung thube tac dung trén hé
dopaminergic nhu bromocriptin. Co thé tiém dudi
da apomorphin. C6 the sir dyung benzodiazepin de
giam tinh trang tiéu co van va cai thi¢n tinh trang
ctmg do.

Hoi chimg thuong dat trang thai én dinh sau dé cai
thién trong vong 2-3 tuin sau khi khoi phat. Do
do, can tiép tuc su dung bromocriptin trong vai
tudn dé chac chan hoéi ching d3 hdi phuc. Cén
tham khao y kién bac si chuyén khoa tim than khi
xem x¢t téi st dung thube chdng loan thin cho
bénhnhan.

Bang 1: Rl loan van ddng do thubc

RGi logn vidn ddng Thubc giy ra
Nam ngdi khéng Thuc Uc ché thy thé dopamin
yen Thudic (e ché téi thu hai chon loc serctonin (SSRI)
Thudc chdng déng kinh
Run SSRI
Lithi
Thudic chng trdm cam ba vbng
e
Amiodaron
Thudic (c ché mién dich (tacrolimus, cidosporin)
Hoi chung serotonin SSRI
(thubing do qua Bu  Thudic Ut ché tai thu hdi serotonin-noradrenalin (SNRI)
hodc ding dBng Thudc ching tram cam ba ving
thél nhigu thudc
kich thich
serotoninergic) Opicid (pethidin, tramadol, propentadal)
Thudc chdng déng kinh (valproat, lamotrigin)
Co thanh John
l::u&mu:w Thudc Uc ché thy thé dopamin (vi dy: thubc chdng logn than,
SSRI
Oricid
Rivastigmin
Albendazel
Gabapentin
Foscarnet
Quinin
Propofol
Sevofluran
HOI anthdn  ThuBc chdng loan than (nhy haloperidal, fluphenazin, clorpromazin)
kinh ac tinh Prodoperazin
Metodopramid
Droperidol
Promethazin
Tetrabenazin
Lithi
¥ Thudc (e ché thy thé vi dy: thudc than|
Hi ching dﬂﬁgﬁ"ﬂﬂwt dy: chéng loan than)
Thubic chdng déng kinh (nhy phenytoin, levetiracetam)
wmmmmmmﬂMM)
HGa tri iy (vi dy: cytosin arabinasid, cydophosphamid, vincristin,
adriamycin, do: padlitaxel, etoposid)
Thudc (c ché mién dich (vi dy: cidasporin, tacrolimes)
Chét ddc (vi dy: 1 1.2,
(MPTP), thudc trir sdu phospho hilu cd, mangan, methanol, cyanid,
Roiloan van 8ong  Thuoc chong loan than
mudn do thudc Thudic ching ndn (nhu metodlopramid)

CACROILOAN BAN CAPTINH

Réi loan ban cép tinh do thude co thé xay ra trong
vai ngay dén vai tuan sau khi str dyng thude. Mét
s6 hoi chung dioc liét ké ¢ bang 1 c6 thé xay ra
bén cép tinh. Cac r6i loan niy thudng ¢é dép img
khi ngtrng thude nghingd.

Hoi chirng Parkinson

Hoi chimg Parkinson do thudc (parkinsonism)
dac trung boi van dong cham, cang do va roi loan
tu thé. Thudc 1 nguyén nhan phé bién tha 2 gy ra
hoi chirng Parkinson sau bénh Parkinson tur phat.
Mot s6 thude lién quan dén hoi chimg Parkinson
duoc liétké trong bang 1.

Khac voi bénh Parkinson tu phat, hdi ching
Parkinson do thu6e thuomg c6 biéu hign cimg do
mét van déng cé tinh chét déi xung, khoi phat sau
khi st dung thudc vai ngiy, vai tudn hodic vai
thang. Hoi chirng nay dap tng kém voi thube didu
tr1 Parkinson dién hinh (nhu levodopa, thude chi
van thu thé dopamin va thude khéng cholinergic).
Viée nging thude nghi ngd thudmg gitp céc triéu
chimg héi phuc hoan toan.

Mot sb ddc chit cling cé thé gay ra héi ching
Parkinson, bao gém I-methyl-4-phenyl-1,2,3,6-
tetrahydropyridin (MPTP), thude trir siu phospho
hitu co, mangan, methanol, cyanid, carbon
monoxid, carbon disulfit. Khac vai thuf)u cac doc
tb thuontT pha hay céu truc hach nén khong héi

phuc, c6 thé quan sat dugce trén két qua chup cong
huong tir (MRI).

Roiloan van dong do levodopa

Levodopa 12 nguyén nhin phé bién giy roi loan
van dong (levodopa-induced dy-;kmeqm) ¢ bénh
nhén Parkinson. Co ché cuardi lognnay nhiéu kha
nang do tuong quan gitfa giam sé hrong thu thé
dopamin va dap Gmg cua co thé ddi voi levodopa,
hon 14 chi do qua liéu levodopa. Cac yéu tb nguy
co cla roi loan van dong bao gém khot phat bénh
Parkinson khi con tré, dung levodopa liéu cao, can
ning lhap, tinh trang bénh ning. Khai thic chi tiét
tin su giup xdc dinh thoi diém khoi phat va
khoang thoi gian xay ra réi loan van dong, tir d6
lam cin cirdé hiéu chinh liéu levodopa.

Tuy thudc thor gian xdy ra o1 loan vin djng,
thudng co6 thé giam liéu dung levodopa ma van
dam bao hiéu qua diéu tri. Vi rdi loan véin dong
nhe, khong gély kho chiu cho bénh nhan va khong
anh hmmg dén cac chirc ning cla co thé, 6 the
khong cin hi¢u chinh lidu levodopa. Co thé st
dung amantadin dé kiém soat réi loan van don gdo
levodopa, Vi bénh nhén ¢ giai doan sau cua bénh,
can chuyen bénh nhén dén bac si chuyén khoa dé
xem xét viée diéu tri bang cac thiét bi ho tro.
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ROILOAN VAN DONG MUON

R&i loan van dong muédn (tardive disorders) do
thudc xdy ra trong thoi gian sir dung thube, hodc
sau khi nging thude vai tuan, va kéo dai it nhét 1
thang. Thoi gian dung thude tbi thiéy la 3 thang,
hodc 1 thémg v(ibénh nhan trén 60 tudi. Cac thude
thuong gay r01 loan nay bao gdm thudc chéng
loan than, thudc chong ndén (metoclopramid va
procloperazin), mot s6 thudc chen kénh calci ¢o
dac tinh chen thu thé dopamin (cinnarizin va
flunarizin).

R&i loan van dong mugn bao gf)m loan van dong
(dién hinh 13 rdi loan van déng miéng - ludi), rbi
loan dinh hinh (kiéu vén dong lap di ldp lai khong
c6 myc dich), nim ngdi khéng yén, loan trrong
lwc co (cuc bd, phin doan hay toan thé), rung giat
co, Tun va may co. Ngoai ra, bénh nhan cling co
thé mic hoi chirng Parkinson muén. O tré em, r6i
loan van dong co thé xuét hién khi ngimg thube
dot ngdt sau khi sir dung thudce chéng loan than
mot thot gian dai. Tai su dung thude co thé giiup
giam réi loan nay. Liéu ding sau d6 co thé duoc
giam tur tur.

Xurtri:

Hién chwa c6 bing chimg dang tin ciy vé viée xir tri
1 loan van dong mudn do thude. Bién phap xur tri
thu'(‘mg bao gém ngimg thude nghi ngés va thir két
hop céc thude khac nhau. Clonazepam to ra cé higu
qua cho chimg rung giét co. Trong mét 56 truong
hop, can téi st dyung thuoc nghi ng¢ hodc chuyen
sang dung mét thudc chdng loan thin khong dién
hinh. Uu tién ding clozapin & bénh nhén rdi loan
tam than man t1nh Gé,n day, mdt lua chon diéu tri
khac da duoc dé xudt 1a thum tre ché kénh vén
chuyén monoamin trong té bio 2 (VMAT2) nhu
deutetrabenazin va valbenazin. Céc thube dudng
udng khac cling da duoc kiém chimg 1am sang bao
gdm tetrabenazin, amantadin, propranolol.

Céc chit chong oxy héa, bao gém vitamin E,
vitamin B6 va Ginkgo biloba cling dang duoc
nghién ciru. Cac ghi nhan vé hiéu qua cia vitamin
E con mau thuan. Vitamin B6 va Gmkgo biloba co
thé co hi¢u qua trong diéu tri rdi loan van dong
muén. Can than trong khi ding Gmkgo biloba do
thudc ¢ tac dung chéng ket tap ticu céu, dac bi¢t &
bénh nhin dang dung thude chong két tap tiéu cau
hoic thude chong dong. Thupc khang cholinergic
cling dugc dé xuat sir dung dé ngan ngura hodc han
ché mirc 36 nghiém trong cia rdi loan van déng do
thude, nhung chua c6 bang chimg vé hidu qua cua
cach dungnay.

Tiém doc té botulinum cé thé ¢6 hiéu qua trong
diéu tri loan truong luc co mudn thé cuc bd. K§
thuat kich thich néo sau, nhim vao nhin béo nhat,
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¢6 thé co hidu qua trong cac treong hop nghiém
trong.

CAC CHAT GAY NGHIEN SU DUNG
BAT HOP PHAP:

R&i loan van dong thir cip do thude bat hgp phap
thudng cp tinh va ti gidi han, nhung déi khi c6
thé de doa tinh mang (bang 2). Cocain (e ché tai
hap thu dopamin, do d6 kich thich tfmg dan truyén
dopaminergic. Amphetamin gay kich thich
catecholaminergic, nhu’ng néu dung lau dai s& dan
dén can kiét dopamin va cé kha ning pha hity chat
den. 3,4-methylendioxymethamphetamin
(MDMA) c6 thé gdy ra hoi ching Parkinson va
mothdi chirng teong tu hdi1 chimg serotonin.
Thuéc RGi loan van ddng
Cocain Chifng mua giat mua vdn

R&i loan dinh hinh

Run

Rung gidt cd

Hanh ddng |3p di I3p lai khong co cha y
Run

Loan truging lutc cd

Chifing muia gidt mia vén

Loan van dong miéng - luBi
3,4-methylendioxymethamphetamin  HGi chiing serotonin

(MDMA) Hdi chiing Parkinson

Amphetamin

Opioid Rung gidt co

Réi loan van dong do thudc thuong xay ra sau khi
sir dung thube, nhung ciing co thé xay ra khi
ngung thudc. Thong thudng, cac tridu chimg cia
roi loan vin dong thuong giam di khi ngung
thudc, nhung ciing ¢6 thé kéo dai ¢én vai thing.
Chua c6 bién phap diéu tri dac hiéu cho rdi loan
van ddng do str dung thuoc bat hop phap.

KET LUAN a
Réi loan van dong 1a mdt phan (mg ¢o hai pho
bién ddi khi de doa tinh mang va cd thé do nhiéu
thude gy ra. Thude thuong gap nhét giy r6i loan
nay la thubc rc ché thy thé dopamin. Bénh nhan
thuong ding dong thai nhidu thude ¢ thé gay réi
loan vén dong, gdy kho khan cho viée xac dinh
thude thue su géy ra phan tmg nay. Viée chan doan
doi hoi can co kién thire vé cac rbi loan vén dong
dién hinh, cac hoi ching co thé xuét hién va thoi
gian xuat hién khi ding nhitng nhom thude khac
nhau. Diéu nay dong vai trd quan trong vi phan
1&n cae bién phap xir tri r6iloan vandong do thude
la ngimg thude nghi ngd, o thé két hop vai cac
bién phap diéu trj hd tro hodic didu tri bang thude.

Ngudn: http.//magazine.canhgiacduoc.org.vn/Magazine/Details/225




Diém Tin
Canh Giac Duoc

I. Tang cudng canh bao dacbiétvé tacdungkhéng mongmudntréntamthanva
gidi han st dung trong diéu tri viém miii di tng ciia montelukast: Thong tin tu
FDA HoaKy

Co quan quanly Thude va Thue pham Hoa Ky (FDAHoaKy) dang tang cuong mdt canh bao hién
o6 vé thay ¢di tam thn va hanh vinghiém trong lién quan dén str dung montelukast (Singulair va
cac thude generic), mot loai thude ké don cho hen phé quén va tinh trang di ing. Dong thai nay cua
FDA Hoa Ky duoc thuc hién sau khi ra soat cac thong tin hi¢n c6 dan dén tai danh gia cin bang loi
ich - nguy co khi sir dung montelukast. Thong tin ké don montelukast da c6 canh bao V& tac dung
khéng mong mudn trén tim than, bao gdbm ¥ dinh hodc hanh vi ty tir, tuy nhién, nhiéu canbyy téva
bénh nhan/nguoi cham séc khdng cé nhén thic vé nguy co trén. FDA Hoa Ky quyet dinh tang
cuong canh bao sau khi thye hién cude ra sodt mo rong trén cac thong tin sin 6 va lay y kién mot
nhém cée chuyén gia bén ngoai, va co quan nay di xac dinh cin bé sung mét canh bao dic biét
(Box Warning).

Do nguy co tac dung khéng mong mudn trén tam than, loi ich ciia montelukast ¢6 thé khéng vurot
tr1 hon nguy co trén mot s6 bénh nhén, diic biét khi cac triéu Lhu:ng cua bénh ¢ mire d nhe va co
thé duoc diéu trj bang thudc khac. Péi véi viem mii di tng, nhur sot mua he, FDA Hoa Ky quyét
dinh can du trit montelukast cho cae trudng hgp bénh khong duge diéu tri hiéu qua hodc khong
dung nap cdc thudc dicu tri di tmg khac. D01 véi bénh nhin hen, FDA Hoa Ky khuyén cao canbd y
té can nhic loi ich va nguy co tac dung khéng mong mudn trén tim thén trude khi ké don
montelukast.

FDA Hoa Ky yéu cau bd sung canh bao dic biét trong thdng tin san pham ctia montelukast dé mo
ta cac tac dung phu nghlem trong trén tim than va dé khuyen cao montelukast nén dwoc du triv
trong dleu tri viém miii di ing ¢ bénh nhan khon g dugc diéu tri higu qua hoiic khéng dung nap cac
thude didu tri di ung khac, FDA Hoa Ky ciing yéu céu xdy dyng Hudng dan dung thude mai cho
bénh nhan dé gido duc cac bénh nhan/ngudi cham séc vé loai thude nay.

Montelukast 1a thude duoc FDA Hoa Ky phé duy¢t diéu tri hen phé quanvaditung. Day la thube ké
don dy phong con hen va diéu tri dai han hen & nguoi 16m va tre tie | tudi tro 1én. Thude duge cap
phép dé du phong hen do van don gObénh nhén tir 6 tudi tror 1én. Montelukast cting duge Lap phép
dé kiém soat triéu chung viém miii di ing thoi tiét theo mua ¢ bénh nhin tir 2 tudi tror 1én va di tmg
quanh nam khong theo mua ¢ bénh nhén tir 6 thang tudi tra 1én. Thudce cai thién cac tridu chimg
hen va viém miii di img bang cach canh tranh thu thé véi cac chét trung gian gay viém trong co thé.

Théng tin danh cho can b y té

FDAyéu cdu bd sung canh bao didc biét vé cac bién ¢b nghiém trong trén tim than kinh, ¢é thé bao
gom hanh dgng va y dinh tu tir, duge bao cdo ¢ bénh nhan dang sir dung montelukast.

FDA khuyén cdo chi nén sir dung montelukast dié“:u‘ tri viém miii di tng ¢ bénh nhan dap tng
khong pha hop hodc khong dung nap v bign phap diéu tri khac.
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- Khai thic tién str bénh lu tim than cta bénh nhan trude khi diéu tri.

- Céan nhic cac nguy co va lgi ich clia montelukast khi quyét dinh ké don hoic tiép tuc cho bénh
nhan sir dung thuoc.

- Khuyén cao tit ca cac bénh nhan vé bién ¢b tAm than, thin kinh khi dugc ké don montelukast. Céac
canh bao vc tac dung khéng mong mudn trén di duoc liét ké trong To théng tin san pham, tuy
nhién, nhidu can b y té vabénh nhan/ngu’m cham soc khong ¢ nhan thire vé nguy conay nén bién
cd turtir va cdc tac dung khéng mong mudn khac tiép tuc duoc bao céo.

- Khuyen cao cdc bénh nhan va cha me/nglrm chidm soc nén nglmg su dung montelukast va lién hg
voi can bo y té ngay néu bénh nhén cé thay d6i hanh vi hoiic xuat hién cac triéu chirng tam than,
than kinh mai, y dinh hodc hanh vi tu tir.

- Theo ddi cac dau hiéu tim than, than kinh trén tit ca cac bénh nhan duoc di€u tri baing montelukast.
Céac bién ¢ 6 thé xdy ra & bénh nhan ¢ hodc khdng ¢ tién sirbénh tdm than trude do.

- Hau hét cac truong hop phan tng xay ra trong khi dang diéu tri bang montelukast, tuy nhién, mét
56 trLr(mg hop xay ra sau khi ngimg thude. Trong nhiéu truong hop, phan img cai thién sau khi
ngirmg montelukast. Tuy nhién, trong mét sé truong hop khéc, céc tridu chirng khéng méit di sau
khingimg thudc.

- Khuyén khich bénh nhén va cha me/ngudi chim séc doc Huong dan sir dung thube ma ho nhén
dugc khi dugce ké don montelukast. Huong dan nay giai thich cac nguy co an toan thude va cung
cAp céc thong tin quan trong khac.

- Bao cdo phan img c6 hai nghi ngd lién quan dén sir dung montelukast cho trung tdm theo ddi phan
ung cé hai cia thudc.

Ngudn: http://magazine.canhgiacduoc.org.vn/Magazine/Details/236

Il. Co quan Quan ly Dugc pham Chau Au (EMA): Céng bé Ban du thido Huéng
dan slfa d6i nham tang cuéng cac phuong phap phat trién khang sinh méi
trén phamvitoan cau

- Ngay 14/1/2018, EMA dé cong bd Banstra d6i Huéng dan vé}viéc danh gia cic loai thude duoc chi
dinh dé dieu tri cac bénh nhiém khuan trong mt cude tham van cfng dong kéo dai sdu thang.

- EMAdong mét vai tro quan trong trong cudc chién chéng lai khang khang sinh béng cach hd tro
phat trién cac loai thude va phuong phdp diéu tri mai, dic biét ddi vai nhing bénh nhéan bi nhiém
trung do vi khuan da khang thqoc va viée lua chon thube diéu tri bi han ché. Co quan nay dang cé
nhimg hoat dong rét tich cyc dé cap nhat cac tai lidu chuyén mén lién quan dén linh vue quan 1y va
huéng dan sir dung khéng sinh.

- Cdc co quan quan ly ¢ Lién minh chéu Au, Hoa Ky va Nhit Ban d tién hanh cdc cude thao ludn
réng rai trong vai nam qua dé tim hiéu va théng nhit vidclam thé nao dé diéu chinh cang nhiéu
cing t6t cic yéu cu dir liéu trong Gmg dé cdc nha phat trién thude ¢6 thé thiét ké cdc thir nghiém
lam sang va dua ra duoc chimg cir dap tng yéu cau cila nhidu co quan quan 1y khac nhau. Ban du
thao Hudng dan stra d6i vira cong bd di phan dnh két qua ciia cac cude théo lufn nay.

- Ngoai ra, Dy thao hudng dan méi con lam séng to Vé sy phat trién 1dm sang ctia céc  khang sinh du
kién s& glal quyet dugc nhitng nhu cdu cép thiét can duogc dap ung trong cude chlen chong lai sur
xam ling cua cac loai vi khuan dya trén nhimg kinh nghiém thu duoc tir cdc quyét dinh diéu chinh
trudc day.

- thyén cdocu thfﬁ cling da duoc bélsung cac yéu Cf‘i,u diéu chinh cua EU trong phat trién cac loai
thudc diéu tri nhiém triang dudng tiét niéu khong bién chiing va bénh lau. Ban du thao s€ tiép tuc
ghinhin cac y kién dong gop vé ndi dung cho dén 31/07/2019.

Ngudn: https://www.ema.europa.eu/en/news/revised-guideline-aims-strengthen-global-approach-
development-new-antibacterial-medicines
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THUOC
PINH CHI
LUU HANH

A. Can c Céng van s6 18716/QLD-CL ngay 01/11/2019 vé viéc dinh chi luu hanh thuéc
Ibucine 400 khéng dat tiéu chuan chatluong

Thu héi toan qudc thudc vién nén bao phim Ibucine 400 (Ibuprofen 400mg), SPK: VD-
25569-16, s6 16: 906019, NSX: 20/06/2019, HD: 20/06/2022 do Coéng ty TNHH dugc pham
USA - NIC sanxuat, do khéng dat tiéu chuan chat lugng vé chitiéu D6 hoa tan, tap chat lién
quan.

. Céngvansd 5555/QLD-CL ngay 04/05/2020 vé viéc dinh chiluu hanh thuéc Dekasiam
khong dattiéu chuan chitlugng
Thu héi toan quéc thudc Dekasiam (Acid acetylsalicylic IOOmg), SPK: VD-22510-15, S6 16:
101218; HD: 13/12/2020 do Céng ty c6 phan Dugc pham Sao Kim san xuét, do khong dat
tiéu chuan chatlugng vé chitiéuDg hoatan, tap chatlién quan, dinh lugng.

. Ngay 31/1/2020, Cuc Quan ly Dugc Viét Nam c6 Céng van sé: 838/QLD-CL vé viéc dinh

chi luu hanh thuéc khéng dat tiéu chuan chat luong (Vién nén bao phim Buclapoxime
(Cefpodoxime Proxetil Tablets USP 200 mg))
Cuc Quan ly Dugc Viét Nam théng bao thu hoi toan quéc thudc vién nén bao phim
Buclapoxime (Cefpodoxime Proxetil Tablets USP 200 mg), SPK: VN-1727813, BCT1018003;
HD: 09.10.2020 do céng ty Brawn Laboratories Ltd. (An D) san xuat, Cong ty TNHH Nutri
Pharma USA nhap khau do thudc khong dat tiéu chuan chat lugng vé chitiéu ham luong.

D. Ngay 24/01/2019, Cuc Quan ly Dugc VN (DAV) da c6 cdng van so: 884/QLD-LD vé viéc
dinh chiluuhanh ché phdm Chymomedi (Chymotrypsin 21 microkatals

Cuc Quan ly Dugc théng bao dinh chi luu hanh toan quéc Chymomedi (Chymotrypsin 21
microkatals), SDK: VD-25331-16, SO 16: 254418; NSX: 21/8/2018; HD: 20/8/2020 do Céng ty
¢6 phén Dugc Trung Uang Mediplantex san xudt, do hai mau thudc Vién kiém nghiém thuéc
Trung uang ldy bé sung theo yéu cau tai Cong van s6 22650/QLD-CL ngay 12/12/2018 cla
Cuc Quan ly Dugc khéng dat tiéu chuan chat lugng vé chitiéu Dinh lugng.
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