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TU' LY THUYET DEN THUC HANH
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Ban tin Canh gidc duoc s6 1 — 2024

Thu6c c6 ddc tinh khang cholinergic ¢ cd thé gay ra cac tac dung khong mong
mubn nhu khd miéng, tdo bon, bi tiéu. O' ngudi cao tudi, str dung cac thudc nay
con co thé gop phan gay suy giam nhan thirc va mat kha nang hoat dongsmh
hoat hang ngay. Nhiéu thudc khéng thuoc nhom khang cholinergic nhu’ng van co
ddc tinh khang cholinergic, trong d6 c6 thudc chdng tram cam, thudc chdng loan
than va thudc khang histamin. S dung dong thdgi nhiéu thuoc cod dac t|nh khang
chollnerglc sé dan dén ganh nang khang chollnerglc Vi vay, dua vao cac cong cu
danh gla ganh nang khang chollnerglc bac SI lam sang 6 thé xac dinh benh nhan
nao c6 nguy cg khi st dung nhém thudc nay Ngoal ra, bac si 1am sang co thé
dung sir dung cac cong cu trén d€ danh gia nguy co vé mat dugc ly va quyét dinh
ti€p tuc hay ngirng thudc cé dic tinh khang chollnerglc NgLrng kédaon thubc co
dac tinh khang chollnerglc mang. lai nhiéu Igi |ch tiém tang doi VO'I ngerl cao tudi.
Ngoa| viéc han ché tac dung khdng mong mudn, ngirng thudc c6 thé ngan chin
cac van dé nhu té nga.

Pai cuong vé thuoc co dac tinh
khang cholinergic

Cac thudoc co6 dac tinh khang
cholinergic Uc ché thu thé acetylcholin
tai cdc mo than kinh trung udng va
ngoai Vi (Hinh 1). Béi khang cholinergic
nay cd thé mang lai tdcdung diéu tri
hodc tdc dung khéng mong mudn.
Ngoai cac thudc trong nhém khang
cholinergic, nhiéu thudc

khac cling c6 tac dung khang
cholinergic, trong dé cé thubc chéng
tram cam, thudc chdéng loan than va
thudc khang histamin. Cac thudc nay
terdng dugc st dung dé diéu tri mot
s6 bénh ly nhu Parkinson, tram cam,
tiéu tién khong tu chu, di Lrng va giam
dau g ngerl cao tudi. Mot sO bangchu‘ng
cho thay c6 khoang 20 - 50% ngudi cao
tudi dudc k& don thudc cd dic tinh

khang cholinergic.

@ Acetylcholine

A Thudc irc ché
acetylcholinesterase
‘ Thudc khang
muscarinic

Acetylcholinesterase

Thu thé muscarinic
acetylcholine

Hinh 1: Tac ddng cua thudc khang cholinergic trén thu thé
muscarinic acetylcholin
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SU dung dong thai nhiéu thube Uc
ché thu thé acetylcholin cd thé gay ra
tac dung hiép dong dan dén ganh ndng
khang cholinergic cho bénhnhan. Ganh
nang khang cholinergic dang coé xu
hudng ngay cang gia tang.MG6t nghién
cUu tai Anh cho thay, ganhnang khang
cholinergic tang t&i 9 lan trong 25 ndm
cUng vGi viéc gia tangso lugng ké dan
cac thudc khang cho- linergic va viéc st
dung dong thai nhiéu thuGc ngay cang
phé bién.

Phan (rng cé hai cia thuoc

Thubc c6 ddc tinh khang cholinergic
gay ra nhiéu phan u’ng ¢6 hai tac dong
dang ké dén cudc séng bénh nhan. Cac
phan u’ng 6 hai terdng gap bao gom
khd miéng, bi tiéu, tdo bdn, suy giam
nhan thirc va mat kha nang tht_,rchlen
cac hoat dong sinh hoat hangngay.
Phan ('ng c6 hai nay ddc biét phic tap
G nhitng bénh nhan cao tudi do su thay
d0| dugc dong hoc dugc luc hoc theo
tudi, tinh trang mé&c nhiéu bénh Iy, sur
dung dong thdi nhiéu thudc va cac van
dé 130 khoa nhu suy nhugc co thé. Mét
nghién crutrén bénh nhan cao tudi st
dung thudc khang cholinergic cho thay
58%gap tinh trang khé miéng va 42%
mactao bon.

Panh gia ganh nang khang
cholinergic

Hién tai, chua c6 phuong phap danh
gid ganh ndng cholinergic chung dé ap
dung trong thuc hanh lam sang.Mét s6
cobng cu dugc phat trién dé& udctinh anh
hudng tich Ity cua cac thudc nay trén
tirng bénh nhan. Cac cong cunay dudgc
xay dung dua trén dongthuan y kién
chuyén gia, hoat tlnhkhang chollnerglc
trong huyet thanh hodc cac nguyén tac
dugc ly. Mot s6 thang diém phd bién
dudc trinh bay trong Bang 1. Su thdng
nhat gilra cac phuong phap danh gia
ganh ndng khang cholinergic con thap
do moi cong cu xac dinh cac loai thudc
cd ddc tinh khang cholinergic khac
nhau, dat cac trong s6 khac nhau cling
nhu st dung cac tiéu chi khac nhau.
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S« dung phu hgp cac thudc co
dac tinh khang cholinergic

banh gid ganh ndng khang
cholinergic gitip cac bac si lam sang can
nhdc nguy co tich Ity tac dung khong
mong mudn cua thubc. Bac si lam sang
can can nhac nguy cd va Igi ich cla
viéc ti€p tuc s dung thudccho tiing
bénh nhan. Néu c6 quyét dinh tiép tuc
cho bénh nhéan diéu tri bang thudc cé
dac tinh khang cholinergic, can can
nhdc mot s6 nguyén tdc sau:

1. Han ché s dung thudc khang
cholinergic:

T6i uvu hoa cac bién phap diéu tri
khong dung thu6c cho bénh nhan;

T6i uvu hoa cac bién phap diéu tri
khong dung thu6c cd dac tinh khang
cholinergic;

St dung thu6c khang chollnerglcvdl
liéu thap nhat co hiéu qua trong thdi
gian ngan nhat dé kiém soéat tinh trang
cla bénh nhan.

2. Chu dong phong tranh cac phan
Lrng c6 hai cta thubc khangcholinergic.
Vi du: dp dung céc bai tapthé duc dé
gidam nguy cd té ngd va suy nhugc.

3. Han ché sur dung cac loai thubc
gép phan tidng ganh nang khang
cholinergic. Khai thac tién sur sir dung
thudc cta bénh nhan, bao gom ca cac
thudc khong ké don nhu thubc khang
histamin.

4. Theo doi bénh nhan chat ché (va
hudng dan bénh nhan tu theo d&i) dé
dam bao an toan va hiéu qua. Tham
khao cac bién phap diéu tri khac khong
c6 tac dung khang cholinergic. Thudng
xuyén danh gid lai viéc sirdung cac
thudc.

5. Néu can s dung cac thubc cé
dac tinh khang chollnerglc tham khao
cac muc 1-4 dé giam thi€u cac phan
Ung cb hai cho bénh nhan.

Ngirng ké don thuoc khang
cholinergic

Céc thang diém danh gia ganh
nang khang cholinergic la cd s deé
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Bang 1: Pac diém cua cac thang diém ganh néng khang cholinergic

Co xem
xét lieu
dung

Cd sd danh gia ganh nang khang cholinergic

Ngudén
goc

AAS Khéng Ty 1& gan v3i thu thé acetylcholin/ hoat tinh Na Uy
khang cholinergic huyét thanh, y kién chuyén gia
ABC Khong Ty 1& gan v3i thu thé acetylcholin/ hoat tinh Phap
khang cholinergic huyét thanh, y ki€n chuyén gia
ACB Khong Ty 1& gan vai thu thé acetylcholin/ hoat tinh My
khang cholinergic huyét thanh, tac dung khang
cholinergic, y ki€n chuyén gia
ADS Co Tac dung khang cholinergic My
AEC Khong MUrc d6 chon loc thu thé acetylcholin, hiéu luc Anh
khang muscarinic, kha nang tham qua hang rao
mau ndo, bao cao vé tac dung khong mong
ALS Khdng Ty 18 gan v3i thu thé acetylcholin/ hoat tinh Uc
khang cholinergic huyét thanh, y ki€n chuyén gia
ARS Co Tac dung khang cholinergic va y ki€n chuyén gia My
CAB Co Ty 18 gén vdi thu thé muscarinic acetylcholin/ My
hoat tinh khang cholinergic huyét thanh, tac
dung khang cholinergic va y ki€n chuyén gia
DBI Co Tham khao sach Mosby’s Drug Consult and My
Physician’s Desk Reference

quyét dinh ké don hodc ngung ké dan
cac thudc cd nguy cd trén. Th tu' uu
tién ngung thudc phu thudc vao lua
chon diéu tri, can bang Igi ich - nguy
cd va mic do phuc tap cta hoi chirng
cai thuGc. Khi xem xét cac tiéu chi nay,
néu cd thé, can uu tién ngiing ké don
thudc chéng loan than trong trudnghaop
dudc st dung dé kiém soat triéu chirng
hanh vi va tdm ly ctia bénh sa sut tri tué.

Trén thuc t€, tac dung cia thudc
khang cholinergic rat khé dé phan biét
vGi anh hudng cua lao héa va bénh ly.
Tuy nhién, c6 thé phan biét dugc phan
Ung co hai clia thudc dua trén dacdiém
da sO cac triéu chiing sé cai thiénkhi
ngung thudc.

CH thé nglng k& don thudc khang

cholinergic, tuy nhién, can giam liéu ttr
tUr dé ngan ngura cac phan (ng khi cai
thudc. HOi ching cai thubc xuat hién khi
ngung dot ngot thudc cé dac tinh khang
cholinergic, bao gém cac triéu ching
buén n6n, va mo hoi, bi tiéu, tuthuyét
ap tu thé dirng, nhip tim nhanh, lo lang
va mat ngu.

Khi can nhac viéc ngirng ké donthudc
khang cholinergic, can can nhac nguy
cd vdi Idi ich ctia bénh nhan. Pa s6 phan
(rng c6 hai clia thudc khang cholinergic
la cac héi chirng cé nhiéu yéu t6 anh
hudng, vi du nhu té nga, suy giam chic
ndng, |4 lan, tao bon, khd miéng va bi
tiéu. Thudc la mot yéuto gop phan gay
ra cac hoi chrng nay va la yéu t6 de dao
ngugc nhat. Chi can dao ngugc mét
y€u to cb thé giup
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diém=
ACB
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Bang 2. Vi du thang diém ganh nang khang cholinergic Ién nhan thirc
(thang dieém ACB)

3(thudc A, s6 ngay dung thudc x diém ACB)+(thudc B, sd ngay dung thudc x diém ACB)+(thudc X...)

Tong s6 ngay ca dgt diéu tri

Piém ACB cua mét s6 thudc thudng gap:
(*danh sach nay chi liét ké mot s6 thudc va khong day du cac thudc cd dac tinh

khang cholinergic)

Diém ACB = 1
Captopril
Cetirizin Nefopam

Codein
Colchicin
Digoxin
Furosemid
Nifedipin
Tramadol

Diém ACB = 2
Carbamazepin

Amitryptilin
Atropin
Clorpheniramin
Clorpromazin
Clozapin
Diphenhydramin
Hydroxyzin
Olanzapin

T§ng diém ACB trén 3 c6 t,hé’ tang nguy cd suy giam nhan thirc, suy giam hoat
dong sinh hoat hang ngay, té nga va tu’ vong ¢ nguGi cao tudi (> 50 - 65 tudi).

cai thién tinh trang cta bénh nhan. Khai
thac tién sir dung thuéc va tam ngung
thudc cé thé gilp cai thién dugc cac tinh
trang trén.

Két luan

Nhiéu loai thu6c thudng dugc ké don
c6 tac dung khang cholinergic. Nguy cg
chiu ganh ndng khang cholinergic cao c6
thé gdp & bénh nhan sur dung dong thai
nhiéu loai thudc c6 dac tinh nay. O nguGi
cao tudi diéu nay co thé dan dén
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suy giam chdc nang va cac tai nan nhu
t€ ngd. MOt s6 cong cu dé danh gia
ganh ndng khang cholinergic, cé thé ho
trg bac si lam sang trong viéc thay doi
phuong phap diéu tri cho bénh nhan.
Giam ganh ndng khang cholinergicthong
qua thodi don (deprescribing) cé thé
mang lai mot so Igi ich nhat dinhcho
bénh nhan.
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_SU'DUNG THUOC HQP LY TREN BENH NHAN
CAO TUOI: CAP NHAT VE CAC BO CONG CU PANH GIA

TREN THE GIO1

Pham Thi My Linh, Thach Phan, Nguyén Thi Hong Loan

T6i uu hoéa diéu tri dong vai tro quan
trong trong cham sdc ngerl bénh cao
tudi [1]. Tuy nhién, str dung thudc
khong phu hgp lai la t|nh trang phé bién
o} ngu‘dl cao tudi. Theo mot phan tich
meta cong b ndm 2023 d& téng hop dir
liéu cia 94 nghién ciu vai hon
371 triéu ngudi cao tudi tai 17 qudc
gia, ty suat gop vé thubc cé kha nang
khong phu hgp (PIM) la 36,7%. Nghién
cru cling chi ra tinh trang st dungthudc
khdng hgp ly phd bién nhat & nhitng khu
vuc thu nhap thap va da tang Ién trong
vong 20 nam trd lai day [1], [2].

Ké don thudc khong hgp Iy c6 thé dan
dén hau qua la cac bién co bat Igi (AE)
cd thé phong tranh dugc. Do dd, can luu
y Vé kha nang xay ra AE khi st dung
thudc cho ngu‘dl cao tudi, bat ky triéu
chng ndo mdi xuat hién ciing candugc
can nhac vé mdi lién quan dén thudc cho
dén khi dugc xac dinh do nguyén nhan
khac [1].

Viéc k& don cho ngudi cao tudi la
mot thach thirc I6n bdi nhiéu ly do khac
nhau. Nguyén nhan dau tién la bdi cac
thr nghiém lam sang terdng khong
dugc thuc hién trén ngudi cao tudi va
litu thudc dugc khuyén cdo cd thé
khong phu hgp cho nhém doi tugng nay.
Bén canh dd, nhiéu loai thudc can dugc
su dung hét stc than trong bdi nhitng
thay doi vé dudc dong hoc va dugc luc
hoc lién quan dén qua trinhldo hda,
lam thay doi kha nang dung _nap thuoc
va tang nguy cd gap bién c6 bat Igi &
ngu’dl cao tudi. Ngoai ra, van dé str dung
cung ldc nhiéu thuéc gay anh hu’dng I6n
dén ngudi cao tudi (nguy cd bién co bat
Igi cao hon, tugngtac thudc - thudc tiém
tang, khd tuan thu didu tri...) [1]. Vi
vay, viéc thodidan doi vai cac loai thudc
khong phu hgp la mot trong nhitng uu
tién nham

cai thién chat lugng ké dan trén nguoi
cao tudi [1], [3].

Trén thé gidi, cac cong cu sang loc
khéc nhau dé danh gia viéc ké don thudc
& ngudi cao tudi d3 dugc xdy dung,
dugc chia thanh 2 nhom 13 “cong cu
dong” va “cong cu ma”. Cac cong cumd
dua trén nhiing danh g|a lam sang,
thudng 13 bd cau hdi vé cac van dé ké
don thudc dé danh gia ting thudc riéng
lé trén tirng bénh nhan cu thé. Ngugc
lai, cong cu déng 1a nhitng bd coéng cu
dUa trén tiéu chudn hudng theo thudc
hay bénh Iy nhat dinh, bao gém danh
sach cac thu6c hoac nhom thudc, tucng
tac thudc - thudc, tudng tac thudc -
bénh... Hau hét cac cong cu dong déu
danh gia van dé ké don qua muc va ké
dan sai, ngoai ra, mot sd cac céng cu
dong cling xem xet danh gia ké don dudi
muc [4], [5]. Bang 1 tong hop nerng bo
cong cu dong d3 dugc cong b trén thé
gldl dé danh gia vé su phu hdp clia Viéc
str dung thudc trén bénh nhén cao tudi
hién nay.

Tiéu chuan Beers, bat dau dugc ban
hanh vao nam 1991, la bd c6ng cu dugc
ap dung rong rai nhat dé danh gla viéc
ké don thu6c khéng phu hgp. BO tiéu
chudn 13 danh sach céc thubccd kha
nang dugc s dung khong phu hgp &
ngudi cao tudi, chl yeu lién quanden cac
nguy cd cao Ve bién co bat Igi va du’cjc
phan chia thanh 5 nhém: thudc c6 kha
nang khong phu hdp trén hau hét ngudi
cao tudi, thudc nén tranhtrén nhimng
nhém dbi tugng bénh nhan nhat dinh,
thudc can than trong do phan Ung co
hai, tuang tac thudc-thudeva hiéu chinh
liéu dua trén chirc nang than [1], [6].

Nam 2023, Tiéu chudn Beers da
dugc Hiép hdi Ldo khoa Hoa Ky (AGS)
ti€p tuc cap nhat va cé mot sé thay doi
so V@i phién ban nam 2019. Trong do,
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N3m Qi:(;c Po6i Phuong
Tén bd < gt twon  phap . am a o "
A cong vung z = Pac diém chinh Uu diém Han ché
cong cu bé linh gap xay
tho dung dung
IPET 2000 Canada =265 Khong 14 tiéu chi: 10 tudngtdc  Cong cu xac dinh nhanh - Chu yéu bao gbm cac
(Improved tudi  co thong thlié’c - pénh, 2 nhom vé PIM loai thubc hqéng th”érl va
Prescribing tin thuoc khong phu hop, 2 tim mach, b6 qua nhieu
in the Elder- khuyén cao ve thai gian don t’huog khong phu‘hcjp;
ly Tool) diéu tri do do, viéc ap dung con
han ché.
bong thuan 2007 Phap 275 Delphi 34 tiéu chi: 29 thudc - Giai thich ngén gon vé - Cac hudng dan dua trén
cla Phap tudi (2 vong) hodc nhém thudc nén su’ khong phu hap. cac thubc & Phap, co it
tranh, 5 tuong tac thudc - Bao gbm viéc dung nghién clu danh gia bo
- bénh. thudc trung lap. tiéu chi nay; do do, viéc ap
- D€ xuat cac liéu phap dung con han ché.
thay thé an toan hon.
BO ti€uchi 2008  Thai Bénh Delphi 77 tiéu chi: 33 thudc - C6 phan loai cac tiéu chi - Tap trung vao viéc st
cla Thai Lan Lan nhan (3vong)  hodc nhém thudc nguy theo murc do khac nhau. dung thudc trén bénh
cao co cao va ADR, 32 tuang " DA An A& Chi nhan cao tudi tai Thai Lan,
tudi tac thudc - bénh, 12 canDhe\(/:‘g%guerAUméotngthllgi khéng rd vé kha nang ap
tuang tac thudce - thudc. lién quan dén cac thudc dung trén thuc té.
nguy cg cao.
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Bang 1. B6 cong cu dong dung trong danh gia sir dung thudc trén ngudi cao tudi [3], [5], [6], [7], [8], [9], [10], [11], [12]

N3m Quoc Poi  Phuong
Tén bo A gia/ tugn phap g . e ~
cbng cu cb%ng e ks ey Pac diém chinh Uu diém Han ché
lanh dung dung

NORGEP 2009 NaUy =270 Delphi 36 tiéu chi: 21 PIM dua - Bao gom thoai dan. - Bao gom mot so loai
(The Norwe- tudi stra doi  trén thudc va liéu dung, - C6 thé ap dung ma thudc it dugc sir dung trén
gian General (3 vong) 15 PIM vé phoi hop khong cé thong tin [am lam sang, nén viéc ap
Practice Cri- thudc. sang. dung con han ché.

teria) - Khong dé cap tuang tac
thudc - bénh.

APAC 2012 Uc >65 RAND/ 41 tiéu chi vé tudng tac - C6 tiéu chi vé viéc ké - C0 s bang chiing phan
(Australian tuoi UCLA thudc - bénh, ké don don trung 13p va ké don I6n tr dir liéu cda Uc, nén
Prescribing (Delphi  dudi murc, thude can theo dudi mic viéc ap dung & cac quoc

Appropriate- stra doi - doi, tuong tac thudc - - Co tiéu chi vé tiém gia khac con han ché.
ness Crite- 2 vong) thudc, van dé thay doi chiing va st dung thudc
fia) thudc, st dung thudc 1a 13, day la nhitng van dé it
va tiém chdng theo mua.  dudgc dé cap trong cac bo
tiéu chi khac.
EURO- 2023 Chau 265  Delphi 267 thuoc/nhém thudc - Cobng cu ra soat nhanh - Chua dugc ap dung rong
FORTA (Fit Au tudi (2 vong) trong 27 chi dinh (dua ho trg trong thuc hanh. rai.
fOR The trén chan doan hoac - C6 b3 himna RCT va - Cd sa phan loai thubc
Aged) phién triéu chdng lam sang) IGi ﬁ:ﬁ?gngq gélr.]rg:ggiém Y(Z chua dudc giai thich.
ban 2 dudc xép loai thanh 4 Y - Khong dé cap tuang tac

muc A, B, C, D tur cd Igi

ich va an toan dén can

tranh khi sir dung trén
ngugdi cao tuoi.

don dudi murc, giam ké

dan qua murc, giam ADR

va cai thién diém churc
nang.

thudc - thudc, thudc -
bénh.
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Bang 1. B6 cong cu déng dung trong danh gia sir dung thudc trén ngudi cao tudi [3], [5], [6], [7], [8], [9], [10], [11], [12]

. Quoc s
PPN Nam = Doi Phuong
Ten I::c_zlcong céApg \%Er‘é tugng phap xay Pic diém chinh Uu diém Han ché
) bo lanhthe 9P dung dyng
Tiéu chudn 2023 HoakKy =2 65 Delphi ~ Phan loai thanh 5 danh - Bugc ap dung rong rai - Tap trung vao cac thudc
Beers 2023 tuoi sira doi muc: bdi bac si diéu tri, cdc nha  dugc sir dung pho bién &
(2vong) - Cac PIM vGi nguGi cao  nghién cdu, nha gido duc Hoa Ky nén dugc ap
tudi ndi chung va nha quan ly y té. dung phu hgp nhat cho
- Cac PIM vdéi nhitng - Stic tich. cuna cai Hoa Ky.
PRI A 7 , cung cap n oy
nhoém bénh nhan nhat khuy&n nghi cu thé va cé - Khdng xac dinh dugc

N (eI thUOe ™ ganh o i doneng (359 G 1 o o

bénh) chin
- Cac thubc can than B hai it d?rlliéu Am cac yéu to 1am sang.
a0 S
, p n € cu thé.
- Cac tuang tac thudc - N
thudc cd y nghia 1dm - Khong ap dung trong
sang trén ngudi cao tudi dan vi cham soc giam
, o o Lin nhe va cham sdc cudi
- Cac thuoc can hieu ddi.

chinh liéu theo chirc nang
than.
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Bang 1. B6 cong cu dong dung trong danh gia sir dung thudc trén ngudi cao tudi [3], [5], [6], [7], [8], [9], [10], [11], [12]

. QUOC  p&i  Phuong
Tén bo Nam  gia/ tuon phap < am . » o~
~ - cong vung z A Pac diem chinh Uu diém Han ché
cong cu b& linh gap xay
tho dung dung
STOPP/ 2023 Chau 265 Delphi 190 tiéu chi: - Ap dung & hau hét cac - Khong dé xuat thubc
START Au tudi (4 vong) - 133 tiéu chi STOPP don vi lam sang khac thay thé.

. (cong cu sang loc ké don ‘nhau & Chau Au. - Can thém cacthor
(Screening trén ngudi cao tudi) cdnh - S8p x&p hé thdng theo  nghiém tién cltu dd 16n dé
Tool of Old- bao vé cac PIM. nhém dugc ly, phu hop danh gia viéc ap dung
elgrljaig(i)n-s - 57 tiéu chi START (cong  V6i cach ti€p can cta cac  nghiém ngdt bd tiéu chi

ESCrip cu sana loc dé& canh ba bac si lam sang cling nhu cua STOPP/START co6
tions/ - g loc de canh bao 2% ; i Sl

/ bac si trong didu tri ra soat tong quat. mang lai Igi ich Iam sang

Screening , ,ong CU Tl . _C6 bing chimg RCT v@ rd ran
Tool to Alert dung) danh gia vé van dé 0 bang chung RCI g.
" k& don dudi murc. lgi ich IamNsang: giam
to Right PIM, ADR, s& lugng thuéc
Treatment) va chi phi diéu tri.
phién ban 3

Chu thich: PIM (potentially inappropriate medication): thudc c6 kha nang khong phu hgp, ADR (Adverse Drug Reaction): phan &ng cé
hai cta thudc, RCT (randomized controlled clinical trial): Thir nghiém lam sang ngau nhién cé doi chirng
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Tiéu chuan Beers nam 2023

Bang 2. Mgt s6 cap nhét dang chi y cua Tiéu chuin Beers
nam 2023 [1], [6], [13]

Thuéc/nhém Khuyén cao

thuoc

Hé tim mach

Warfarin Tranh st dung trong diéu tri ban dau & bénh nhan rung nhi khéng do
bénh van tim hodc huyét khdi tlnh mach (VTE) do tang nguy cd Xuat
huyét nghiém trong. Khuyén cao diéu tri thay thé bang cac thudc khac (vi
du: nhém DOAC).

Tranh ph6i hgp véi cac thude SSRI do tang nguy cd xuat huyét. Giam sat
chat ché chi s6 INR néu khong cé thudc thay thé.

Rivaroxaban Tranh st dung kéo dai trong diéu tri rung nhi khong do bénh van tim
hoac huyét khoi tinh mach (VTE) do tang nguy cg xuat huyét. Khuyén cao
diéu tri thay thé bang thubc khac (vi du: apixaban).

Giam liéu trén bénh nhan cd CICr < 50 ml/phut dua trén khuyén cao cla
nha san xuat.

Apixaban SUr dung an toan trén bénh nhan cé CICr < 25 ml/phat. Gidm sat chat ché
cac bién c6 bat Igi nhu xuat huyét.

Aspirin Tranh st dung aspirin d& du phong bénh tim mach tién phat 6 ngudi cao

tudi. Viéc chi dinh/ngling thu6c dudc dua trén danh gia Igi ich - nguy cg
theo do tudi, mic do bénh tim mach va nguy ca chay mau khi dung.

Hé noi tiét

Cac sulfonylu-
rea

Tranh st dung nhu' phéac d6 don tri liéu dau tay hodc hang 2, hodc liéu
phap bo sung, trir khi khong cé Iua chon thay thé an toan va hiéu qua
hon. Néu bat budc dung, nén chon thudc tac dung ngan (nhu glipizid).

Thudc Uc ché
SGLT-2

Than trong & ngudi cao tudi do tdng nguy cd nhiém tring tiét niéu va
nhiém toan ceton do dai thao dudng.

Cac estrogen

Khong chi dinh estrogen tac dung toan than (vi du: vién u6ng hodc miéng
dan qua da). Can nhac ngiing ké don & nhitng phu nit 16n tudi dang st
dung cac thudc nay.

Hé than kinh trung uong

Thudc khang
cholinergic

Khuyén cdo vé giam ganh nang vé thudc khang chollnerglc do viéc dung
dong thai nhiéu loai thudc nay trén ngerl cao tudi co lién quan dén gia
tang nguy cd té nga, gay xugng, mé sang va sa sut tri tué.

Thudc kich
thich than kinh

Tranh phéi hgp = 3 loai thudc kich thich than kinh trung ueng. B& sung
thém cac thudc gabapentinoid va thudc gidn cg vao danh sach cac thubc

trung uong tac dung lén than kinh trung uong can tranh két hgp do tang nguy cc nga
va gay xuang.

Cac opioid SU dung cac opioid trén ngudi cao tudi lam tang nguy cd xudt hién chiing
mé sang. Giam thiéu t6i da viéc dung opioid bang khong dung thudc va
cac thudc khong opioid.

Thubc chdng Dif li€u mdi cho thay V|ec sur dung cac thudc SNRI co the lam téng nguy

tram cam co té nga Can danh gia hiéu qua & ngudi cao tudi, giam dan liéu roi
ngurng néu Igi ich khong ro rang.

Baclofen Tranh st dung trong trudng hgp eGFR < 60 mI/phut Neu khéng cd lua
chon thay thé, dung liu thap nhét cd thé va gidm sét cac bi€u hién doc
tinh than kinh trung uong.

Thuoc khac

PPI Tranh st dung > 8 tuan do nguy cd viém phéi va ung thu dudng tiéu

hoa, trir bénh nhan c6 nguy ca cao hoac thudc khang histamin H2 khong
hiéu qua.

10 | Ban tin Canh giac dugc | No. 1-2024
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cac thudc it dugc st dung hoac khong
con luu hanh trén thi trudng Hoa Ky da
dugc loai bo bao gom: flurazepam,
quazepam, ranitidin,  methyldopa,
dexchlorpheniramin, cac NSAID nhu
fenoprofen, ketoprofen, meclofenamat
va acid mefenamic... [6]. MOt sGkhuyén
cao m@i dang chu y trong Beers 2023
dugc trinh bay & Bang 2.

Mot trong nhirng trong tam cua Tiéu
chuan Beers la nhitng cap nhét liénquan
dén cac thubc diéu tri bénh tim mach
[13]. Theo d6, Beers 2023khuyén nghi
tranh s dung warfarintrong diéu tri ban
dau rung nhi khéng do bénh van tim
hodc huyét khdi tinh mach 6 ngusi cao
tudi, bai nhiing bangchu’ng cho thay khi
so sanh Vi cac thudc chdng dong
dudng udng tac dung truc ti€p (DOAC),
warfarin c6 nguy cd gay xuat huyét cao
han trong khi lai c6 hiéu qua tuong tu
hoac thap hon. Rivaroxaban dugc
khuyén cao tranh sir dung kéo dai trong
diéu tri rung nhi khong do bénh van tim
hodc huyét khoi tinh mach do nguy cd
xuat huyét cao haon so vdi apixaban
hodc dabigatran. Beers 2023 ciing
khuyéncéo tranh phoi hgp warfarin va
thu6c ic ché tai thu hodi chon loc
serotonin (SSRI) cho ngudi cao tudi do
nguy cd tucong tac thudc bat Igi. Bén
canh d6, hudng dan hiéu chinh liéu
DOAC theo chirc ndng than cung duagc
cap nhéat.Cu thé, khuyén céo tranh sl
dung apixaban khi dd thanh thai
creatinin < 25 mL/phuat da dugc loai bo.
Ngoal ra, Beers 2023 khuyén nghl tranh
sur dung aspirin du phong tién phat
benh tim mach & ngu®i cao tudi. Can luu
y, aspi-rin van dudc chi dinh trong du
phong th( phat va dir liéu tir thir nghiém
lam sang cho thdy nguy cd xuat huyét
tiéu hda, xuat huyét ndi so va dot quy
do xuat huyét khong vugt troi han Igi ich
ma aspirin liéu thap mang lai trong du
phong cac bién c6 tim mach [6], [13].

Mot cap nhat vé viéc sir dung cac

thudc sulfonylurea & bénh nhan caotudi
dd dudc bd sung trong Beers 2023.

Trong phién ban trudc, chi cac
sulfonylurea tac dung dai (vi du:
glibenclamid va glimepirid)  dugc

khuyén nghi tranh sir dung cho ngudi
I6n tudi do nguy cd ha dudng huyét

kéo dai. Khuyén cao ndm 2023 da dé
cap ca thudc sulfonylurea tac dung ngan
(vi du: glipizid) va tac dung kéo dai d
ngu‘dl Idn tudi do gia tang nguy cd vé
bi€n cd tim mach, t& vong do moi
nguyén nhan va ha dudng huyét. Trong
khi do, Iuva chon thay thé phd bién cho
sulfonylurea la cac thudc trc ché SGLT-2
cling nén dugc s dung than trong do
nguy cd nhiém trungdudng niéu (dac
biét & phu nLr) trong thang dau diéu tri
va nguy cg tién triénbénh nhiém toan
ceton & bénh nhan dai thao dudng [6],
[13].

Khuyén nghi tranh st dung estrogen
c6 hodc khéng co progestin khdng phai
la mdi trong Tiéu chudn Beers, nhung
ban cap nhat da nhan manh viéc tranh
ké cac thudc estrogen tac dung toan
than (vi du: vién uong hoac miéng dan
thdm thau qua da) va can nhdc ngung
estrogen o} nerng phu nif 16n tudi dang
su dung cac loai thudc nay [6], [13].
Estrogen tai chd (vi du: kem boi hoac
viém dat am dao) van phu hgp trong
diéu tri teo am dao co tri€u chlnghodc
du phong nhiém trung dudng niéu [1],
[6].

Beers 2023 ti€p tuc canh bao nguy co
mé sang, té nga va gay xuang lién quan
dén viéc s dung thudc khang
cholinergic, thudc an than, opioid va
thudc chong tram cam [13]. Mac du cac
rdi ro lién quan dén thudc khang
cholinergic da dugc dé cap trong nhiing
phién ban trudc, ban cdp nhét bd sung
khuyén cao vé su gia tang cuanguy co
mé sang, té nga va gay xuongtrong tac
dong tich Iy cta viéc sirdung dong thai
nhiéu thudéc cung cé dac tinh khang
cholinergic [6], [13]. Cac thubc
gabapentinoid va thudc gian cd cling
dugc thém vao danh sach cac chat co
tac dung lén hé than kinh trunguong
can tranh phdi hgp do lam tang nguy co
vé té nga va gay xuang [13]. Dua trén
cac dir lieu mdi, opioid da dugc thém
vao danh sach thudc co thelam tram
trong thém tinh trang mésang d ngudi
cao tu0| Baclofen dugc dua vao danh
sach cac thudc can tranhké don khi
eGFR < 60 mL/phut donguy co vé
bénh nao gan can nhapvién & ngudi
cao tudi [6].

Thubc Urc ché bom proton (PPI) da
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nam trong danh sach PIM cua Tiéu
chuan Beers 2015 do tdng nguy cg
nhiém Clostridioides difficile, mat
xuong Va gay xuong khi st dung kéo
dai hon 8 tuan. Trong_ban cap nhat
2023, dif liéu méi d& dan dén Viéc bo
sung Viém phdi Va ung thu derng tiéu
héa Vao danh muc nguy co cé thé xay
ra khi st dung cac PPI [13].

Tiéu chuan STOPP/START phién
ban 3

Tiéu chuan STOPP/START cling la
mot bd cOng cu dong phd bién trénthé
giGi dé danh gla VEé ké don khOng phu
hgp, dugc gidi thiéu lan dau Vao nam
2008 Va cap nhat gan nhat Vao nam
2023 [1].

Trudc khi cac tiéu chi dugc dua Vao
danh gia cho phién ban mdi nhat, c6 3
ti€u chi trong ban truéc do da dudc
loai bé do dudc cho la khOng con phu
hgp, bao gom:

STOPP C2: Aspirin trén bénh nhan c6
tién sir loét da day ta trang ma khOng
dung dong thgi thudc (c ché bom
proton (nguy cd tai phat loét da day ta
trang);

STOPP H7: Cac NSAID chon loc trén
COX-2 trén bénh nhan cé bénh ly tim
mach (tang nguy cd nh6i mau cd tim Va
dot quy);

START B1: ThuGc cha Van B-2 dang
hit hodc gian phé quan khang musca-
rinic (Vd: ipratropium, tlotroplum) doi
V&i bénh nhan hen phé& quan hodc mac
bénh ph0| tac nghé&n man tinh (COPD)
tur thé nhe dén trung binh [7].

Trai qua 4 Vong thdm dinh, da co
190 tiéu chi dugc lua chon cho bdcOng
cu STOPP/START phlen ban 3, nhiéu
hon dang ké so Vdi phién ban 2 (114
tiéu chi) [7].

Tiéu chudn STOPP/START cung cap
mot goc nhin can bang trong Viec ké
dan thudc cho ngudi cao tudi, baogom
ca cac thudc nén Va khOng nén chi
dinh. Khoang 2/3 trong danh muc tiéu
chi cla STOPP/START la cac thubccan
nguing s dung. Theo do, trong s6133
tiéu chi STOPP, c6 53 tiéu chi mdi Vdi
nhiing bé sung dang chu y nhu thudc
c ch€ SGLT2 cho ngudi bénh biha
huyét ap cd triéu chiling, aspirintrong
du phong tién phat bénh tim
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mach Va leVothyroxin trong suy giap
can lam sang [14].

Phién ban 3 cling dua ra danh sach
57 thubc dudc coi la can dudc ké don
(tu’dng Ung V@i 57 tiéu chi START) -
tdng 23 thudc so VGi ban trudc do,
nhan manh su bat Igi cho ngu’dl cao tu0|
néu khOng dudc can nhéc nhiing liéu
phap diéu tri t6i uu. Nhiing b sung
dang cht y dua trén béng chitng méi
cla START 2023 la Vaccin SARS- CoV-2
Va thuSc nhudn trang tham thducho
bénh tao bén man tinh VO c&n hodc thir
phét lanh tinh [14].

Céc tiéu chi b8 sung trong STOPP/
START phién ban 3 phan anh nhiéu haon
cac tuong tac thudc - thube Va thudce -
bénh thuGng gap Va quan trong trong
thuc hanh Iam sang hién nay. S6 lugng
tiéu chi tang lén trong phlen ban 3 co
thé gilip ho trg t6t hon Viéc phét hién
Va du phong cac tudng tac bat Igi trong
qua trinh danh gia dinh ky V& s dung
thudc so Vé&i cac phién ban trudc cla
STOPP/START [7].

Két luan

Cac b6 cOng cu danh gia khac nhau
dad dudc xay dung nhdm xac dinh
nerng thudc khOng nén ké don hodc
can dugc sir dung than trong trén ngerl
cao tudi. D& dam bao dudc gia tri Vé
lam sang, nerng tiéu chudn nay sé
lubn can dugc cap nhat thudngxuyén
Va mé rong VGi su bd sung khOng
ngung Vé cac danh gia dua trenbang
chirng y khoa Va su phét trién clia cac
thuéc méi [4]. Tuy nhién, nhiing ti€u
chudn trén khOng thay the cho cac
danh gid lam sang cua bac si, cac
chuyén gia y t€ khac hay mong mudn
cla ngudi bénh ma chi dong Vaitro dinh
hu6ng cac nha 1am sang trongcac quyét
dinh ké dan hodc thodi dan, cung nhu
lam nén tang cho nerngnghlen ctru Va
can thiép lam sang trong tuang lai dé&
nang cao chat lugng ké don trén ngudi
cao tudi [1], [6], [7]. Hon nira, do sy
khac nhau Vé danh muc thudc, mO hinh
bénh tat Va hudng dan diéu tri tai moi
quoc gia, Viéc ap dung cac bé cOng cu
danh gia sir dung thudc trén ngudi cao
tudi cd thé chua hoan toan phu hgp Véi
boi canh tai Viét Nam. Vi Vay, khi ap
dung
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cac bo cOng cu trén, can lua chon Va
diéu chinh tiéu chi danh gia phu hgp Véi
diéu kién thuc té. VGi cac dugc si, bén
canh Viéc xem xét ky luGng Va hiéu ro
cd s@ ly luan ciing nhu cac khuyén nghi
cho tung loai thudc, co thé két hgp Vai
cac cOng cu m& nham danh gia Ve tinh
trang lam sang, nhu cau Va muc tiéu
diéu tri cya ting bénhnhan dé tu Van
nhiing thOng tin chinhxac nhat cho bac
si diéu tri.
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TONG KET CONG TAC BAO CAO ADR NAM 2023

Ndm 2023, Trung tdm DI&XADRQuGC
gia Va Trung tam DI&ADR khu Vuc TP.
HO Chi Minh da ti€p nhan Vax(r ly 26457
bado cdo (dat 266 bao cdo/1 triéu dan).
Trong do, 22190 bao cao ADR dugc gui
tor cac cd s6 kham chira bénh; 2716
bdo cdo ADR xay ra tren lanh tho Viét
Nam tir cdc don Vi san xu&t, kinh
doanh dugc pham (30
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Nguon: Canh giac dugc

bdo cdo trung Véi bao cdo tur cac cd sd
kham, chira bénh); Va 1581 bao cao
bién c6 bat Igi nghiém trong tuUr cac
nghién cltu thir nghiém lIam sang tai Viét
Nam.

S0 lugng bao cdo nhan dugc tir nam
2003 dén nam 2023 dudc trinh bay
trong hinh 1.

26457
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Hinh 1: S6 lurgng bao cao ADR hang nam trong giai doan 2003 - 2023
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Trong s6 cac bao cao da ti€p nhan,
c6 26137 (98,8%) bao cao Vé bién cd
bat Igi cta thudc, 115 (0,4%) bao cdo
VEé chat lugng thudc, 20 (0,1%) bao cao
V& sai sot trong st dung thudc Va
215 (0,8%) bao cao Vé cac Van dé
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khac (bdo cdo lién quan dén thiét bi y
t€, sir dung Véi chi dinh chua dugc phé
duyét...). Chi tiét s6 lugng bao cdo da
nhan dugc lly tién theo tirng thang
trong nam 2023 dugc trinh bay trong
hinh 2.
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Hinh 2: SO Iugng bao cao nam 2023 theo tirng thang

I BAO CAO ADR TU CAC CO' SO
KHAM, CHUA BENH

1. Tinh hinh bao cao tir cac don
vi

Nam 2023, 991 cd sG kham bénh,
chira bénh clia 63 tinh, thanh pho trong
ca nudc da gui bao cao ADR(tang 17%
so V&i nam 2022) Phan Iénbao cdo
dugc gui tu cac don Vi 6 DOngNam bo
Va Vung dong b&ng sOng Hong, tur cac
bénh Vién tuyen tinh,bénh Vién da khoa
Va bénh Vién thudc kh0| cac bénh Vién
cOng lap (h|nh 3). Trong do, thanh pho
HO6 Chi Minh Va thanh ph6 Ha Noi co ty
|é bdo cdo cao nhat chiém ty Ié tucng
irng 35,8% Va

12,9% t6ng s8 bdo cdo cua tat ca cac
c0 s@ kham, chira bénh. Cac tinh/thanh
pho cd s6 bao cdo/1 triéu dan cao hon
200 bao cdo/1 tri€u dan bao gom thanh
phd Pa Nang, thanh ph6 H6 Chi Minh,
thanh ph6 Can Tha, thanh phd Ha Noi,
tinh An Giang, tinh Nghé An, tinh Bac
Giang, tinh Quang Ninh, tinh Thlra
Thién Hué, tinh Thai Nguyén, tinh Bac
Liéu, thanh phé Hai Phong, tinh Bén
Tre, tinh Ha Tinh Va tinh Khanh Hoa.
Trong do, thanh ph6é Ba Nang la dia
phudng cé cOng tac bao cao ADR hiéu
qua nhat Vé&i 879,4 bao cao/1 triéu dan
(hinh 4 Va hinh 5). Cacdan Vi c6 s6
lugng bdo cdo ADR caotap trung tai
TP. H6 Chi Minh, trong do
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benh Vién da khoa Tam Anh la don Vi
6 s6 bdo cdo ADR nhiéu nhat trong ca
nudc, chiém 2,6% tong s6 bdo cdoADR
tlr cac dan Vi kham, chita bénh (bang

1).
2. Cac thuoc nghi ngé gay ADR
dudc bao cao nhiéu nhat

Trong 22190 bao cdo c6 99 bao cao
Ve chat lugng thu6c Va 12 bao cao loai
khac (my pham stra, rudu,...), do do
thOng tin Vé thudc ngh| ngd du’dc thdng
ké trén 22079 bdo cdo, tucng (ing VGi
17820 thudc nghi ngd (ty 1€1,2 thudc/1
bao cdo). Cac thudc nghi ngd gay phan
Ung cd hai xuat hién nhiéu nhat trong
cac bao cao ADR thudc 3 nhém chinh:
khang sinh (ceftriaxon, cefotaxim,
ciprofloxacin,Vancomycin, leVofloxacin,
cefoperazon, cefazolin), nhém thudc
diéu tri lao (rifampicin/ isoniazid/
pyrazinamid, ethambutol) Va nhom
thudc giam dau, ha s6t, chong Viém
(diclofenac). Ceftriaxon la thudc nghi
ngd dugc bao cao nhiéu nhat Véi ty 1é
8,8%.

II. BAO CAO ADR TU CAC DON
VI SAN XUAT, KINH DOANH DUQ'C
PHAM

Trong nam 2023, 58 co sd kinh
doanh dugc da gu’l bdo cdo ADR don
le, 78 ddn Vi san xudt Va kinh doanh
du’dc phdm da gui bdo cdo tong hdp
dinh ky (PSUR, PBRER...) Va 78 cd s&
kinh doanh dugc da gui bao cdo an toan
(2A, 2B) Vé Trung tam DI & ADR Qudc
gia Va Trung tdm DI & ADR khu Vuc TP.
HO Chi Minh.

T6ng s6 bao cdo ADR xay ra tai Viét
Nam da dugc cac cg sé kinh doanh dugc
ghi nhan la 2716. Trong dd, cOngty
Hoffmann La Roche Ltd. cd s0 lugngbao
cao nhiéu nhat (20,5%). Cac thudcnghi
ngc‘j dudc bao cdo nhiéu nhat tir cac cg
sd kinh doanh dugc thudc 3 nhdém
chinh: nhédm khéng thé don dong, phuc
hgp thubc-khdng thé (pembrolizumab,

trastuzumab,
pertuzumab, beVacizumab, rituximab);
nhdm (Gc ché protein  kinase
(regorafenib, lenVatinib) Va thuGc can
quang (iohexol). Trong dd, regorafenib
la thuGc nghi ngd dugc bao cdo nhiéu
nhat Véi ty 1€ 11,3%.
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III. BAO CAO ADR TU NGHIEN
CUU THU NGHIEM LAM SANG

Nam 2023, Trung tam DI & ADRQuOc
gia da nhan dugc 1581 bao cao bién c6
bat Igi nghiém trong (giam 19,1% so
VGi ndm 2022) xay ra trong 74 nghién
ctru thr nghiém lam sang taiViét Nam,
tur 52 dan Vi nhan thr nghiém lam sang.

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

Trong ném 2023, Trung tam DI &

ADR Quéc gia da xu ly 71 trerng hdp
phan hdi khan lién quan téi an toan
thudc. Trong do, 48 trudng hap la bao
cao ADR khan phén hGi cho can bo y té€
Va don Vi gui bao cao ADR Va 23trudng
hgp cOng Van cung cap thOng tin Vé an
toan thudc cho cac cd quan quan ly cta
B6 Y té. Trong cac trudng hgp bao cao
ADR khéan, 44 trudng hogp tr Vong, 1
trudng th chua hoi phuc Va 5 trerng
hgp chu6i bao cao maphan Ung co
hai xay ra Véi cung mot IOthudc trong
mot thdi gian ngan (bao gom céc ché
phdm  Amphot, Ceftriaxone 1000,
Heparin  Sodium Ffanpharma 5000
IU/ml, N|rp|d 10%,Vac xin DPT-VGB-
Hib (SII) Va OPV)
Song song VGi cOng tac phan hoi khan
cho ca nhan, don Vi gui bao cdo ADR,
Trung tam DI & ADR Qudc gia ciing
cap nhat cac thOng tin V& an toanthudc
guii cd quan quan ly cua BO Y t€.Mot s6
trudng hop nhu sau:

- Tong hdp thOng tin V& hiéu qua,
an toan Va tinh hinh luu hanh ctiathudc
EVusheld.

- Cung cdp thOng tin V& nguy cd u
mang nao lién quan dén cac thudc chira
progestin.

- Cung cap thOng tin lién quan dén
thudc l-ornithin l-aspartat ducng tiém.

- Cung cap thOng tin lién quan dén
thudc chira cefoxitin.

- Ra soat lai hudng dan s dung
thubc dong goi lieu cefdiner ham lugng
125mg Va thubc ph6i hgp amoxicilin/
acid claVulanic ham lugng
250mg/62,5mag.

- Canh bao nguy co rGi loan phat
trién than kinh Va gay di tat bam sinh &
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Ving kinh té Tuyén diéu tri Loai hinh
da khoa/chuyén khoa

3.1%

260

R
4

1.4%
= Pong bing séng Hong = Trung wong = Loai hinh
T = Tinh/Thanh phé = Da khoa
= Trung du va mién nui phia Bac R B = Chuyén khoa
* Huyén/Quan
= Bic Trung B va Duyén hai mién ' Y té Neanh
Trung R - )
= Tay Nguyén * Bénh vién dai hoe

= Tunhén
= Péng Nam Bo

= Pong bing séng Ciru Long

Hinh 3: Phan loai bao cao ADR theo vi tri dia ly, tuyén va loai hinh don
vi gui bao cao
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TP.H6 HaNoi DPaNing Nghé An An Giang Can Tho  Hai Bic DéngNai Thanh
Chi Minh Phong  Giang Hoéa

e S5BC/1 triéu dan  ==@=TY I& (%) (1=22190)

* Dan sd tinh theo s& liéu s bd clia Téng cuc Thdng ké ndm 2022
Hinh 4: 10 tinh/thanh pho guri bao cao ADR nhiéu nhat
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Sé lwgng bao caoltrigu dan cla cac tinh/thanh phé nam 2023

$6 bao cdo/triéu din

|879.‘

9.1

Hinh 5: S0 lugng bao cao/1 triéu dan cua cac tinh/thanh ph6 nam 2023
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Bang 1: Danh sach 10 bénh vién gtri bao cao nhiéu nhat

i Tinh/ SO 1yIlé (%)
STT bon vi gui bao cao Thanh phé Iééag N=22190
1 Bénh Vién DBa khoa Tam Anh ~ TP. H6 Chi Minh 579 2,6
2 Bénh Vién Pham Ngoc Thach ~ TP. HO Chi Minh 554 2,5
3 Bénh Vién Nhi Bong o
Thanh pho H6 Chi Minh TP. HO Chi Minh 492 2,2
4 Bénh Vién Hung Vuong TP. H6 Chi Minh 439 2,0
5 Bénh Vién Thong Nhat TP. HO Chi Minh 424 1,9
6 Bénh Vién Dai Hoc Y Dugc o
Thanh pho HO Chi Minh TP. H6 Chi Minh 431 1,9
7 Bénh Vién Binh Dan TP. HO Chi Minh 413 1,9
8 Bé&nh Vién TU Dii TP. H6 Chi Minh 389 1,8
9 Bénh Vién Lao Va bénh Phoi )
Bac Giang Bac Giang 342 1,5
10 Bénh Vién Bach Mai Ha Noi 325 1,5

Can b y té gui bao cdo chu yéu la dudc si (46,4%), bac si - y si (28,4%) Va
ti€p theo la diéu dudng Va nit ho sinh (20,0%) (hinh 6).

® Dugc si

= Bacsi-Y si

= Diéu dudng - Nit ho sinh
Khac

= Khong co thong tin

Hinh 6: Ty Ié can bo y té gtri bao cao ADR
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Bang 2: Cac nhom dugc ly dugc bao cao nhiéu nhat

Ma phan

loai ATC

Nhom thuoc

So6
lugng

Ty 1€ (%)
(n=22079)

Khang sinh beta-lactam khac (bao gom
JoiD cephalosporin thé hé tir 1 dén 4, 7023 31,8
carbapenem)
JO4A Thuoc diéu tri lao 2167 9,8
JO1M Khang sinh nhdm quinolon 1915 8,7
MO1A Thuoc chong Viém, chong thap khdp 1864 8,4
Khang sinh ho beta-lactam, nhom
J01C 3 S nicilin 1463 6,6
Khang sinh nhém khac (bao gom khang
JO1X sinh nhém glycopeptid, cac polymyxin, 1346 6,1
dan chat 5 nitro-imidazol, ...)
VO8A Thuoc can quang chira iod 871 3,9
LO1X Thudc diéu tri ung thu khac 749 3,4
NO02B Thudc giam dau Va ha s6t khac 604 2,7
NO5A Thudc chong loan than 374 1,7

Bang 3: Danh sach 10 thuoc nghi ngé dugc bao cao nhiéu nhat

. > S6 Ty 1€ (%)
Tén thuoc lugng  (n=22079)
1 Ceftriaxon 1939 8,8
2 Cefotaxim 1330 6,0
3 Diclofenac 1280 5,8
4 Ciprofloxacin 981 4,4
5 Vancomycin 903 4,1
6 Rifampicin/isoniazid/pyrazinamid 765 3,5
7 LeVofloxacin 688 3,1
8 Ethambutol 667 3,0
9 Cefoperazon 619 2,8
10 Cefazolin 610 2,8

thai nhi khi ba me st dung topiramat
trong thai ky.

- Cap nhét thOng tin ké dan thudc
giam dau opioid.

- Cung cdp thOng tin thdng nhat
cach dung doi Véi thudc chira alpha -
chymotrysin.

- Cung cap thOng tin tinh trang cap
phép luu hanh d6i Vi cac thudc thudc
14 phGi hgp hoat chat bi thu hoi tai An
DO.

- Cung cap thOng tin lién quan dén
phan 'ng c6 hai clia thuéc Methotrexat
Biddiphar 50mg/2ml, SBK: QLDB-638-
17.
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- Canh bdo nguy co suy hO hap Va
s6c nhiéem trung lién quan dén
Teropressin.

- Canh bdo nguy cd cao méc di tat
bam sinh nghiém trong & tré phaoi nhiem
VGi hydrochloroquin trong thai ky.

- Cung cap thOng tin V& bao cdo
bién cd bat Igi lién quan dén Van xin
DPT-VGB-Hib (SII); Vac xin OPV Va Vac
xin IPV.

- Cung cap thOng tin V& chuoi bao
cao bién s6 bat Igi lién quan dén ché
pham Heparine Sodique Panpharrmo
5000 UI/ml.
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- Cung cap thOng tin lién quan dén
phan rng cé hai cua thudc Nirpid 10%.

- Cap nhat nguy cd gap phan Ung co
hai nghiém trong khi st dung thudc
chira pseudoephedrin.

V. KET LUAN VA BE XUAT

Trong nam 2023, s6 lugng bao cao
ADR dugc Trung tam DI & ADR Qudc
gia Va Trung tam DI & ADR khu Vuc TP.
HO Chi Minh da ti€p nhan tdang35% so
VGi nam 2022, ty I€ bao cao Van chua
dong deéu gilra cac dia phuong, khu Vuc
Va cac tuyen bénh Vién. Do d6, hoat
dong bdo céo ADR can tiép tuc dugdc
thic ddy hon nita, dic biét tai don Vi,
dia phudng chua tham gia bao cdo ADR
Bén canh cac ADR rdi loan toan than Va
bi€u hién trén da, cac ADR lién quan dén
thudc khang smh thudc chong lao Va
thudc giam dau, ha s6t, chéng Viém,
nhan Vién y t€ cling can chu y theo doi,
phathién Va bao cao cac bién c6 bat Igi
ctacac nhom thudc khac (dac biét cac
nhom thudc cd nguy cd cao gay ADR,
thudc cé pham Vi diéu tri hep), cacADR

trén cac hé cd quan khac, cac bién c6

bat Igi can giam sat thOng qua cac
thdm do chiic nang chuyén sauhay
xét nghiém can lam sang.

Trong qua trinh x{r ly bdo cdo ADR,
Trung tam nhén thé’y co mét s6 bao
cao ADR gu” i tUr cac don Vi Va thu cam
on, phan hoi tr Trung tam bi that lac khi
gu’ qua dugng buu dién. Dé dam bao
Viéc trao doi thOng tin dugc day du, kip
thdi, Trung tam xin dé ngh| cacddn Vi
tang cudng trién khai bdo cao bang cac
hinh thirc khac (bao cao truc tuyén hodc
guri thu dién tdr) bén canh hinh thdc gui
qua dudng buu dién VE Trung tam. Nam
2024, Trung tam ti€p tuc duy tri gui thu
cam dn, phan hoi Vacac thOng tin khac
Vé ADR cho cac danVi qua du’dng thu
dién tor. Trong trerng hgp cé nhu cau
hodc thay doi can bo dau moi, dé nghi
cac don Vi guiicOng Van tdi Trung tam
DI&ADR Qudc gia, dé xudt cir 01 can b
dau mai phu trach cOng tac Canh glac
Dugc dé nhancac thOng tin néu trén
(cOng Van can ghi rd ho tén, chifc Vu,
dan Vi, s6 dién thoai Va dia chi email
cUa cac ca nhan dugc dé xuat).

Trung tam DI & ADR Quéc gia xin
tran trong cam dn su’ hgp tac cla cac
don Vi Va can b6 y t€ da tham gia bao
cao ADR Va mong muon tlep tuc nhan
dudc su phoi hgp dé trién khai hiéu
qua hoat dong gidm sat ADR.
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TONG KET CONG TAC BAO CAO ADR 2024 (1)

Pl

Thach Phan

STT TEN THUOC

1 Nexium 40mg

2 Misoprostol 200mcg Misoprostol

3 Ciprobay 400mg
4 Diazepam 10mg
5 Ceftriaxon 29

6 Bactamox

/  Bactamox 1.5¢

Augbactam
1g/200mg

9 Ceozim 200mg

HOATCHAT o e
Esomeprasol ~ Tiém
Ngam
Ciprofloxacin Ut
mach
Diazeparm Tiém tinh
P mach cham
Cotrianon Truyen tinh
mach
Amoxicillin, Tiém tinh
Sulbactam mach
Amoxicilinva ~ Tiém tinh
Sulbactam mach
Amoxicillin, acid ~ Tiém tinh
Clavulanic mach
Celecoxib Uong

PUONG

KHOA/
PHONG

Cap cuu
San
Cap cuu
Noi

Cap cuu
Hoi sic
San
Ngoai

Cap cuu

NGAY  BIEU HIEN ADR
06/12/2023 Ban ngua rai rac toan than, t& moi

08/12/2023 Lanh run, s6t, mach tang 180 I/phut

Hong ban canh-cang tay trai (ndi truyén) kem
ngufa sau khi truyén

29/01/2024 Tri giac |d ma, thd ngap, SPO2 giam

09/01/2024

04/02/2024 Phi mi mat phai, hong ban viing nguc, bung

14/02/2024 Ngira ving lung, mét nhiéu

NGi mén nglra tir déu, mét, lan xudng co, toan
than

09/05/2024 Sau chich 5 pht ndi man do, nglra toan thén

Do da toan than, nglra, két mac mat xung
huyét

17/04/2024

17/05/2024




DIEM TIN CANH GIAC DUOC

) Pham Thi My Linh, Thach Phan
Nguyén Manh Ha, Pham Thi Ngoc C&m, Nguyén Thi Hong Loan

_ NGUY CO_ GAP PHAN UNG DI
UNG NGHIEM TRONG KHI SU
DUNG CLORHEXIDIN: THONG TIN
TU _CO QUAN QUAN LY _DUQC
PHAM VA SAN PHAM Y TE PHAP
(ANSM)

Clorhexidin dugc su dung trong
nhiéu ché& phadm duing ngoai hoac nudc
suc miéng, dung dich xit mleng, Vién
ngam, thudc nhd mat hoac gel sat trung
du’dng niéu, V4i Vai tro chat sat khuan.
Ngoa| ra, clorheX|d|n con cé mat trong
cac san pham khac nhu’ kemdanh réng
Va trong mét s6 loai my pham, Vi Vai
tro chat bao quan.

Gan day, ANSM ghi nhén su’ gia tang
déu dan s6 lugng bao cdo phan (ng di
Ung nghiém trong lién quan dén
clorhexidin. Phan (tng di ing sau khistr
dung clohexidin hiém gap Vathudng
xay ra trong Vong mét gig, VGi cac triéu
chrng nhu may day, phu mat, khé thg
hodc tham chi s6c phan Vé. ANSM da
dua ra mot s6 bién phap du phong dé
glam thiéu nguy cd gap phan u’ng di ing
tirc thi, nghiém trong khi st dung
clohexidin.

Khuyén cao danh cho nhan
vién y té:

Néu nghi ngd hodc da xac dinh
bénh nhan di Ung Vi cIorheX|d|n
khuyén cdo st dung cac ché& pham
khac thay thé.

Tuy thudc Vao muc dich s dung,
c6 thé lua chon poVidon-iod, dan chat
clor (natri hypoclorid) Va con sat
khuan thay thé clorhexidin. Vi du:

+ Trong cac can thiép ngoai khoa,
c6 thé sir dung poVidon-iod hoac
natri hypoclorid;

+ Khi thuc hién cac ky thuat tiém
truyén hodc Idy mau mau, st dung
con sat khuan;

+ Khi lam sach Vét thugng ngoai
da, khuyén bénh nhan s dung xa
phong Va nudc.
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Luu y rang, Viéc su’ dung cac chat
sat khuan nay cling ¢ lién quan dén
nguy cd di Ung.

Trong trudng hgp xuat hién phan
ung di ung sau cac can thiép ngoai
khoa, clorhexidin cling c6 thé la
nguyen nhan Va nén dua Vao thir test
dé xac dinh nguyén nhan gay di ing.

SU DUNG THUGC CHONG PONG
KINH TRONG THAI KY VA NGUYCOQ'
DOI VOT THAI NHI: THONG TIN TU
ANSM

Sau bao cao ban dau dugc cOng bd
Vao nam 2019, ANSM mdi day da tién
hanh mot danh gia mdi V& nguy cd gay
anh hudng Ién thai nhi cla cac thubc
chong dong kinh str dung trong thai ky.

Valproat va cac dan chat
valpromid, divalproat: loai thudc
chong dong kinh c6 nguy co cao
nhat khi sif dung trong thai ky

Khi ngudi me sur dung thudc trong
thai ky, VaIproat Va cac dan chat ¢
nguy co gay di tat cao nhat cho tré, Vai
nguy cg tang gap 4 -5 lan (11%) so VGi
khi khOng su dung thudc. Thudc cung
gay nguy cd cao gay réi loanphat trién
than kinh, V@i tan suat khoang 30 - 40%
tré cé phdi nhiém thudc trong tr cung.
Theo khuyén cdo cua ANSM, Valproat
Va cac dan chat bi chong chi dinh tuyét
doi trén _phu nirco thai Vi muc dich
diéu tri réi loan Ierng cuc Va tranh su
dung cho phu ndr co thai m&c bénh
dong kinh, trir khikhOng cé bién phap
diéu tri thay thé.

Ngoai ra, nguy cd tiém an Vé roi
loan phat trién than kinh con lién quan
dén Viéc ngudi cha s dung Valproat
trong Vong ba thang trudc thu thai.
Nguy cc nay mdi day cling da dudgc Co
quan Quan ly Dugc phdm Chau Audénh
gia Va canh bao.
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TEN HOAT CHAT NGUY CO D TAT BAM SINH NGHIEM TRONG  NGUY CO ROI LOAN PHAT TRIEN THAN KINH
Lamotrigin = Khéng cb nguy co dugc xac dinh = Khbng cb nguy co dugc xac dinh
Levetiracetam = Khéng co nguy co dugc xac dinh = Khéng co nguy co dugc xac dinh
Vigabatrin 2 Théng tin chura dy du 7 Théng tin chua day di

Felbamat 7 Théng tin chura dy di 7 Théng tin chwa diy da
Zonisamid 7 Théng tin chura dy da 7 Thong tin chura ddy ad
Gabapentin 9 Théng tin chura ddy @u 9 Théng tin chwa day du
Oxcarbazepin 7 Théng tin chura dy di 2 Théng tin chuwa day du
Pregabalin 71 Nguy co gia ting 9 Théng tin chua day du
{Fos)Phenytoin A Nguy co gia ting 7 Théng tin chua day du
m;::’h"ﬂ' # Nguy co gia ting 7 Thong tin chua dly da
Carbamazepin 71 Nguy co gia ting 71 Nguy co gia ting

Topiramat: nguy co r0| loan
phat trién than kinh dudc xac nhan

Nguy co r6i loan phat trién than kinh
Gtré phai nhiém topiramat trong thai ky
tang gap 2 - 3 lan (nguy co roi Ioan phé
tu ky 1én dén 6% Va nguy cd mac bénh
tam than Ien dén 8%) so Vdi tré sinh ra
tlr me mac dong kinh khOng s dung
thudc chéng dong kinh. Trudc dé,nguy
cd di tat nghiém trong khi sCrdung
topiramat tang gap 3 lan so VGi khi
khOng s dung thudc, cling da dugc
canh bao.

ANSM da dé xuat Cd quan Quan ly
Dugc phdm Chau Au (EMA) danh gla lai
nhiing dir liéu mdi V& nguy cg réi loan
phét trién than kinh sau khi tré phai
nhiém Vdi topiramat tUr giai doan phat
trién trong t&r cung. Trén cd s& do Vao
thang 10/2023, EMA da dua ra khuyen
cao chong chi dinh s dung topiramat
trong thai ky dé dleu tri dong kinh ngoai
trir trudng hdp khOng cd thudc khac
thay thé. Topiramat ciing bi chéngchi
dinh dé du| phong dau nlra dau Va kiém
soat can nang. Bénh nhan cd ké hoach
mang thai budc phai ngu‘ng dung thuéc.
Bénh nhan trong do tudi sinh san can sur
dung bién phap tranh thai co hiéu qua
cao tdi thiéu 4 tuan trudc khi nglrng sir
dung topiramat.

Carbamazepin: nguy co gia tang
nguy co rdi loan phat trién than
kinh

Theo cac dit liéu mdi hién cd, nguy cd
rdi loan phat trién than kinh & tré cothé
tdng khi phai nhiém V4i

carbamazepin trong thai ky so Vdi tré
khOng phai nhiém Vdi thubc nay trudc
do. Nguy cd di tdt bdm sinh nghiém
trong cla carbamazepln hién da dugc
xac dinh cao gap 2 - 3 lan so Vé&i quan
thé chung.

P& dam bao cung cip thOng tin day
dd cho bénh nhan Va giam s6 lugng phu
nif co thai st dung carbamazepin con
qua 1én tai Phap, tr nam 2024, bénh
nhan Va bac si ké dan sé phal ky Vao
g|ay xac nhan thOng tin Va gui chodugc
si trudc khi cd quyét dinh c&pphéat
thudc.

Pregabalin: nguy co di tat da
dudc xac dinh

D{r liéu mdi hién co6 xac nhan nguy
cd di tat nghiém trong & tré em li€én quan
dén phai nhiem pregabalin trong thai ky.
Nguy cd nay cao gap gan 1,5 lan so VGi
nhom tré chua ting phoi nhiem V@i
thudc nay. Nguy ca trén mdi chi dugc dé
cap trong bao cdo nam 2019 ctia ANSM.

Oxcarbazepin: dang danh gia vé
kha nang tang nguy co di tat

Nguy cg anh hudng trén thai nhi ctia
oxcarbazepin Van dang ti€ép tuc dugc
danh gia Va can cé thém cac nghién ciru
trudc khi dua ra két luan Vé nguy cc gay
di tat cua thudc.

Cac thudéc chéng dong kinh
khac: khong thay doi két luan ndm
2019

Doi Vai Iamotrlgln Va leVetiracetam,
cac dit liéu hién c6 khOng dua ra dugc
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bang chtIng VEé kha nang gia tdng nguy
co di tat bam sinh nghiém trong hodc
roi Ioan phat tr|en than kinh lién quan
dén hai thudc nay.

Lién quan dén Vigabatrin, felbamat,
zonisamjd Va gabapentin, thOng tin
hién khOng day du dé két luan Vé su
gia tang nguy ca di tat bam smh nghiém
trong hodc rGi loan phéat trién than kinh.

Lién quan dén (fos)phenytoin,
phenobarbital Va primidon, Viéc phai
nhiém VGi cac thuGc nay trong thai ky
¢ nguy co gay di tat bam sinh nghlem
trong. Lién quan dén nguy,cd réi loan
phat trién than kinh, cac thOng tin hién
cd chua day du dé dLIa ra két luan.

Cudi cung, dbi Vi mot s6 thudckhac
bao gom: briVaracetam, cannabidiol,
cenobamat,
eslicarbazepin, ethosuximid,
fenfluramin, lacosamid, perampanel,
rufinamid Va tiagabin, h|en khOng ¢
thOng tin dé k&t luan V& nguy cd di tat
badm sinh Va r6i loan phéat trién than
kinh ctia cac thudc nay.

Can luu y, Viéc thiéu dir liéu khOng
dong nghia VGi khOng cd nguy cda.
ThOng tin hién chua rd rang & thai diém
hién tai.

CANH BAO VE HOI CHUNG
DRESS KHI SU DUNG
LEVETIRACETAM: THONG TIN TU
CO' QUAN QUAN LY THUOC VA
THUC PHAM (FDA) HOA KY

Ngay 28/11/2023, FDA Hoa Ky da
dua ra canh bao Vé thudc chong dong
kinh leVetiracetam cé thé gay ra hoi
chilng DRESS (phan (ng hiém gap
nghiém trong de doa dén tinh mang,
V@i cac triéu chirng gom sot, phat ban,
sung hach bach huyét, hodc ton
thuong cac co quan nhu: gan, than,
ph0| tim hodc tuyén tuy). Nhan Vién y
t€ can tu Van cho bénh nhan Vé cac dau
hiéu Va trieu chiing cia hoi ching
DRESS Va ngiing st dung thudc, tham
kham ngay néu nghi ngd gap hoi chirng
DRESS trong qué trinh s dung
leVetiracetam. Triéu chi’ng ban dau
cia hdi ching DRESS la phat ban
nhu’ng cd thé tién trién nhanh chdng
tdi ton thuong cd quan can nhép Vién
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Va tham ch| tir Vong. Do d6, FDA Hoa
Ky yeu cau bd sung canh bao Ve nguy
cg trén Vao ThOng tin ké don Va Herng
dan st dung thudc cho benh nhan doi
V@i thudc chlra hoat chat nay.

Khuyén cao danh cho nhan
vién y té:

Nhan Vién y té can nhan thic dugc
tam quan trong cla Viéc chan doén
Va diéu tri kip thdi hoi chu’ng DRESS
nh&m cai thién tinh trang lam sang Va
glam ty 1é tuor Vong. Chan doan hi
chirng nay thu’dng gap khé khan do
nhu’ng dau hiéu Va triéu chiing ban
dau nhu s6t Va sung hach bach huyét
c6 thé xuat hién khOng di kém Véi phat
ban.

HGi chiing DRESS c6 thé tién trién
trong Vong 2 - 8 tuan sau khi bat dau
st dung thudc, cac triéu cerng Va muc
do nghlem trong co thé rat khac nhau
trén tirng bénh nhan.

Ho6i chirng DRESS cé thé bi nham
lAn V&i nhiing phan Gng trén da
nghiém trong khac nhu hoi ching
SteVens-Johnson (SJS) hodc hoai tir
thugng bi nhiém doc (TEN).

Can tu Van cho bénh nhan Vé cac
dau hiéu Va triéu chirng cia hdi chiing
DRESS Va ngung s dung thudc, di
kham ngay néu nghi ngG gap hoi
chirng DRESS trong qua trinh s dung
leVetiracetam.

KHUYEN CAO VE BIEN PHAP
GIAM THIEU TAC DUNG KHONG
MONG MUON KHI SU DUNG THUOC
CHUA PSEUDOEPHEDRIN THONG
TIN TU EMA VA ANSM

Co quan Quan ly Dugc pham
Chau Au

Ngay 01/12/2023, Uy ban Banh gia
Nguy cd Canh giac Dugc (PRAC) cua
EMA da dua ra khuyén cdo Vé Viéc ap
dung cac bién phap méi nham giam
thiéu nguy cd gap cac phan rng cé hai
nghiém trong khi st dung thudc chira
pseudoephedrin, bao gom hoi ching
bénh ndo sau cd hoi phuc (posterior
reVersible encephalopathy  syndrome
- PRES) Va hoi ching co that mach ndo
cd hdi phuc (reVersible cerebral
Vasoconstriction syndrome - RCVS).


http://canhgiacduoc.org.vn/

DON VI THONG TIN THUGC

PRES Va RCVS la cac hoi chirng hiém
gap, c6 thé 1am giam luu thOng méu [én
ndo Va gay ra bién chu’ng nghlem trong
de doa tinh man . Bénh nhan gdp PRES
hoac RCVS c6 thé h0| phuc sau khi dugc
chan doén Va diéu tri kip thdi.

PRAC khuyén céo khOng st dung
thudc chura pseudoephedrin trén bénh
nhan tang huyet ap nghiém trong hodc
khOng kiém soat dugdc (khOng diéu tri
b&ng thudc hodc khang tri), hodc bénh
nhan mdc bénh than cap tinh/man tinh,
PRAC ciing khuyén cao nhan Viény t€
can tu Van bénh nhan ngliing str dung
thudc Va trao d6i Vi bac si ngaykhi
xuat hién cac triéu chirng cia PREShoac
RCVS, bao gom nhuc dau dir doi khai
phat dot ngot, buon nOn, nOn, I lan,
co giat Va roi loan thi giac.

Khuyén cao trén dugc dua ra sau khi
PRAC ra soat toan b6 bang chiing yVan
hién cd, bao gébm dir liéu an toan hau
mai, cho thdy mdi lién quan cua
pseudoephedrin VGi nguy cd gap PRES
Va RCVS. banh gia cta PRAC dua trén
y kién cua cac bac si da khoa, bac si
chuyén khoa tai miii hong, bac si
chuyén khoa di i'ng, dai dién cta bénh
nhan Va can nhac cac y kién tir dai
dién cua nhan Vién y té.

ThOng tin san phdm clia t&t ca thudc
chlra pseudoephedrin sé& dugccap nhat
bé sung V@ nguy cd gap PRESVa RCVS
Va cdac bién phap can thuc hién. Hién da
cd han ché chi dinh Va canh bdo than
trong trong tG thOng tinsan pham cua
nhitng thuSc trén nhdm giam thiéu
nguy cd thi€u mau tim mach cuc b6 Va
thi€u mau nao.

Cd quan Quan ly Dugc pham va
San pham y té Phap

Panh gia trén cua PRAC dudc thuc
hién theo dé xuat cia ANSM, sau khi
c6 cac dir liéu an toan mdi cua thudc
co mach dudng ubng chira
pseudoephedrln Tuy nhién, ANSMdanh
gia khuyen cao tur PRAC la chu’a day du
dé giam thiéu nguy cd gapphan u’ng
khOng mong muén nghlem trong trén
bénh nhan. Quan diém cta ANSM dua
trén nguy cd tim mach da biét (dot quy,
nhoi mau co tim, V.V) Vanguy cd mdi
bao gobm PRES Va RCVS

trén nhitng bénh nhén khOng c6 tién str
hodc yeu to nguy cd, mac du da co bién
phap giam thiéu nhiing nguy cd nay tai
Phap. Do Vay, ANSM ti€p tuc duy tri
khuyén cao mai nhat tir thang 10/2023,

yéu cau khOng st dung thudcco mach
derng uong chira pseudoephedrin dé
lam giam triéu ch&fng cam cum.

_NGUY CO'RUNG NHI LIEN QUAN
PEN ACID BEO OMEGA-3 DANG
ETHYL ESTER: THONG TIN TU EMA

Acid béo omega-3 dang ethyl ester
dugc chi dinh dé€ diéu tri tdng triglycerid
khi Viéc diéu chinh ché doan Va thay
ddi 16i s6ng dan thuankhOng lam giam
triglycerid trong mau. Tang triglycerid
mau cling la mot trongnhitng yéu to
nguy cé mac bénh déng mach Vanh.
Bénh nhan s dung thudc nay thuGng
mac kém nhiing bénh ly khac nhu bénh
tim mach Va dai thao dudng.

EMA d3 tién hanh téng quan héthdng
Va phan tich gop cac th’ nghiémlam
sang ngau nhién, c6 dbi ching,Vdi
trén 80.000 bénh nhan cé bénh ly tim
mach nén hodc coé nguy cg tim mach.
Két qua cho thay nguy cc rung nhi tang
phu thudc liéu & nhitng bénh nhan mac
bénh tim mach hodc cé nguy cg tim
mach khi sir dung acid béo omega-3
dang ethyl ester so V@i gia dudc. Nguy
cd rung nhi cao nhat dudc ghi nhan khi
sur dung thudc Vdi lieu 4g/ngay. Néu
xuat hién tinh trang rung nhi, bénh
nhan nén dung thudc Vinh V|en Dua
trén nerng bang cerng nay, EMA
khuyén cdo bd sung tac dung khOng
mong muon rung nhi trong t& thOng
tin san phadm clda thuScchlra acid béo
omega-3 dang ethyl ester, Vi tan suat
thudng gap.

Nhan Vién y té can tu' Van bénh nhan
dén gap bac si néu xuat hién triéu
ching rung nhi, bao gém choang Vang,
mét mai, tim dap nhanh hodc kho thd.
Trong trudng hgp cd rungnhi, can lap
tlrc ngiring thudc.
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Phu luc 5

ADR

BAO CAO PHAN UNG CO HAI CUA THUOC

Noi bao céo:..

THONG TIN VE NGUGT BAO CAO, BENH NHAN VA BON V| BAO CAO
SE BUQ'C BAO MAT

Xin anh/thi hay béo céo ké ca khi khéng chic chin vé san pham da gay ra phan tng ua/hoac khong o day du céc !hong tin
A. THONG TIN VE BENH NHAN

1. Hovatén. ... ..
B. THONG TIN VE PHAN LPNG CO HAI (ADR)

5. Ngay xuat hién phan ¢ng:... ...

M4 s6 bao céo clia don vi:..

Mé so bao cao (do Trung tam quoc gia quan Iy)

2 Ngay sinh:
Hogctuor... ...

3, Gigitinh

ONem O Nty

4. Can nang:
...kg

6 Phan (rng xuat hién sau bao lau (tinh ti &n dung cubi cling cua

thudc nghi ngd):.

7. M6 ta bigu hién ADR

8 Céc xét nghlém Ilén quan dén phan umg E—

)

9. Tién st (di ting, thai nghén, nghién thudc Ia, nghién ruou, bénh
gan, bénh than..

10. Céach xi¥ tri phan teng

O Pe doa tinh mang

11. Mlrc d6 nghiém trong cua phan (rng
[ T vong

] Nhap vien/Kéo dai thoi gian ndm vién

[ Tantat vinh wem‘nang né

O Di tat thai nhi

O Khéng nghiém trong

12. Két qua sau khi xtr trf phan trng

O T vong do ADR i ) O Chua hdi phuc O Hai phuc ¢ di chiing O Khéng ro
[T vong khéng lién quan dén thude DDang héi phuc [ Hoi phuc khéng o6 di chirng
56 lan -
) Dang X ding Ngay dieu tri
? 13.Thubc (tengécva | baoché, | Nha i ‘;-Lﬁ]” rong | Buong | (Ngdythang/mam) | o s
T tén thuong mai) ham san xuét mét an | ™37 | dung s . : .
lrerng : tudn/ Bét Gau | Két thuc
théng
i
ii
iii
iv
sSTT 14.Sau khi nglrng/giam liéu clia thude bi nghi ngd, phan tng cd | 15.Tai st¥ dung thuéc bi nghi ngé co xuat hién lai phan rng

(Twong | dugc cdi thién khéng? khéng?
img 13) [ C6 [ Khdng [ Khéng ngirng/giam liéu [ Khéng cd théng tin Co Khéng | Khéng tai st dung | Khéng cé théng tin

i ] ] [ L] 0l [H] ] LJ

ii [m] ] [m] O ] ] ] [m]

il O 0 O ] ] ] [0

iv [m] ] ] ] ] ] [
16. Cac thude dung ddng thoi (Ngoaj tror céc !huéc dﬂng cfeu fn/khéc phuc hau qua cua ADR)

Tén thuée

Tén thude

| Dang bao ché,

ham luong Bat dau

”Ngay dieu trj (ngaylthaqglnam)

Két thuc




D. PHAN THAM DINH ADR CUA BON VI

O Chéc chan
0 Cékha nang
O Cothé

17. Danh gia moi lién quan gitra thuoc va ADR

O Khéng chic chan
O Chuwa phan loai
O Khong thé phan loai

O Thang WHO

18. Bon vi tham dinh ADR theo thang nao?

O Thang Naranjo O Thang khac:..

E. THONG TIN VE NGU'O1 BAO CAO

Dién thoai lién lac:

19. Phan binh luan cta can bd y te (neu co)

Nghé nghiép/Chirc vu:

21. Chir ky

| 22. Dang bao cao: 23. Ngay bao cao.........

Xin hay bao cdo tat ca cac phan trng cé

hai ma anh/chi nghi ngo, dac biét khi:

Mau bao céo nay dwoc ap dung cho cic

.

Cac phan (rng lién quan téi thuée

Céac phan (ng khéng mong muén

hoac chwa dwoc biét dén

Cac phan trng nghiém trong
Tuong tac thube

Thét bai trong diéu tri

Céc van dé vé chat lugng thubc

Cac sai sot trong qua trinh st dung

thuéde.

phan (rng gay ra bo'i:

Thubc va cac ché pham sinh hoc
Véc xin

Cac thubc cb truyén hoac thudc co

nguén géc duoc liéu
Thyc pham chirc nang.

Ngwei bdo céo cé thé la:

Bac st

Duoc si

Nha st

Y ta/ diéu dudng/nii hd sinh

Céc nha cung cap dich vu cham séc

surc khoe khac.

Xin chan thanh cam on!

HWONG DAN LAM BAO CAO

Cach béo cao:

«  Dién théng tin vao mau bao céo

Chi can dién nhirng phan anh/chj cé thong tin

C6 thé dinh kém thém mét vai trang (néu mau bao cao khong du khoang tréng dé
dién théng tin hay cé nhirng xét nghiém lién quan).

Xin hay glri bao cdo vé Trung tam Quéc gia vé Théng tin thudc va Theo ddi phan
(rng c6 hai clia thudc theo cac dia chi sau:

mai
.

Thu: Trung tam Quéc gia vé Thdng tin thudc va Theo déi phan (rng
¢6 hai cua thubc

Truong Bai hoc Duoc Ha Noi

13-15 Lé Thanh Téng, Quan Hoan Kiém, Ha Noi

@;{3 Fax: (024) 3933 5642

Vo
A

Pon o
- il)\

Anh/chi c6 thé Idy mAu bdo céo nay tai khoa Duoc, phong Ké hoach téng
hop clia bénh vién hoc tai tir trang web http://canhgiacduoc.org.vn. Néu c6 bat
ky thc méc nao, anh/chi c6 thé lién hé véi Trung tam Quéc gia vé Thong tin
thubc va Theo déi phéan (rng cé hai clia thube theo s dién thoai: (04) 3933 5618
ho&c theo dia chi email di. pvcenter@gmail.com.

Pién thoai: (024) 3933 5618

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

Phan danh cho Trung tam DI & ADR Quéc gia

1. GUi xac nhan téi don vi bao céo 3. Phan (rng da c6 trong y van/ SPC/ CSDL O
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6. Mcrc do nghiém trong cua phan tng
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9. Két qua tham dinh
O Chéc chan O Khéng chac chan O KREC: ..o o
O Co6kha nang O Chua phan loai
O cothé [0 Khéng thé phan loai SR
10. Ngudiquan ly bao cao 12. Chir ky

11. Ngay:...

Phu luc 5: Théng tu s6 23/2011/TT-BYT:Huéng dén st dung thudc trong cdc co sé y té c6 giudng bénh
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