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THAN TRONG VE NGUY CO TON THUONG THAN CAP DO THUOC

Thdi gian gan day, ty 18 ton thuong
than cdp (AKI) & ngudi cao tudi cd xu
hudng gia tang, trong d6 mot trong
nhitng nguyén nhan chinh la do doc tinh
trén than cla thudc. Day la hé qua cla su
két hop gilta tinh nhay cam véi tdn
thuong than va viéc stf dung thuGc cd xu
hudng gia tdng & ngudi cao tudi [1]. Mot
s6 nhom thudc lién quan dén tang ty lé
tdn thuong thén bao gom thudc e ché hé
renin-angiotensin, khang sinh va cac
thudc héa tri liéu. Bai viét nay s€ dé cap
dén cac thudc Urc ch€ men chuyén (ACEI),
thudc chen thu thé angiotensin-II (ARB),
thudc chong viém khong steroid (NSAID)
va thudc Igi tiéu, 1a nhitng thudc dugc ké

0 NGUGI CAO TUOI

Nguén: US Pharm. 2020;45(7/8):32-35
Ngudi dich: Vii Thiy Dung, Ludng Anh Tlng

don phd bién va thudng dugc st dung
dong thai [2]. Do cac bién phap diéu tri
ton thuong than do thudc con han ché va
bénh nhan can dugc chdm séc ho trg, nén
viéc phat hién sém tinh trang nhiém ddc
than cling nhu ap dung cac bién phap du
phong déng vai trd quan trong. Vi vay,
can gidi han viéc phai nhiém véi cac thudc
cd doc tinh trén than (bdng 1) dé lam
giam ty 18 AKI & ngudi cao tudi [1]. NOi
dung bai viét sé tap trung vao viéc nang
cao nhan thdc vé van dé quan trong nay
va cung cap thém thong tin gilp giam
thi€u nguy cd AKI mdc phai trong cdng
dong.

Bang 1: Cac thudc va bénh ly lién quan dén ton thuong than cip [8,12-14]

Cac thudc c6 doc tinh trén than cé thé truc tiép gay ton thuong than cap:
Khang sinh aminoglycosid (vi du: gentamicin, tobramycin, amikacin)

Amphotericin B

NSAID (vi du: cac thudc Uc ché khong chon loc COX-2 [nhu ibuprofen, naproxen,
sulindac] va thudc c ché chon loc COX-2 [celecoxib])

Cyclosprorin
Tacrolimus
Thuéc e ché men chuyén (bang 2)

Thuéc chen thu thé angiotensin-II (béng 2)

Khac: thuGc can quang

Cac thudc cé thé gay ddc tinh trén than hoac tdn thuong than cip truéc

than:
Thuéc |gi tiéu (bdng 2)
ThuGc diéu tri tang huyét ap

Tinh trang suy giam cung lugng tim
Suy tim sung huyét

Nh6i mau co tim

S&c nhiém khuén

Ha huyét ap

Cac nguyén nhan gay giam thé tich 16ng mach:

Xuat huyét
Mat nudc
Mat dich tiéu hoa
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Pinh nghia va chan doan

Tén thuong than cdp (acute kidney
injury - AKI) bao gébm toan bd cac loai tén
thuang than, tir nhitng thay déi nho & chirc
nang than dén bénh than giai doan cudi
can ap dung liéu phap thay thé than. AKI
c6 y nghia day du hon thuat ngir cii la suy
than cap (acute renal failure). Theo Huéng
dan Thuc hanh L&m sang vé Ton thuong
Than Cap cua KDIGO (Kidney Disease:
Improving Global Outcomes), chdn dodn
AKI can dat mot trong cac tiéu chi sau [3]:

e Tang creatinin huyét thanh (SCr) it
nhat 0,3 mg/dL (27 micromol/L)
trong vong 48 gid,

e Tang creatinin huyét thanh >1,5 lan
so V@i gid tri ban dau trong vong 7
ngay trudc do, hoac

e Lugng nudc tiéu it hon 0,5 mL/kg/
gid trong it nhat 6 gid.

Cd ché gay ton thuong than cd thé do
anh hudng cla huyét dong, doc tinh trén
0ng than hodc cau than, va viém than ké.
Nhirng nguyén nhan tiém tang dan dén AKI
bao gom:

e Nguyén nhan trudc than (nhu giam

tuGi mau than).

e Nguyén nhan tai than (vi du: tac

dong truc ti€p & than).

e Nguyén nhédn sau than (nhu tdc

nghén dudng niéu).

Cac tac nhan thudong gap

Mot s6 nghién clru chi ra rang thudc (ic
ch& men chuyén c6 thé gay AKI c6 hoi
phuc & ngugi bénh tang huyét ap, suy tim
sung huyét va bénh than; cac bénh nhan
nay thudng dugc k& don thudc Igi tiéu
ddng thdi véi thudc c ché men chuyén
[5]. Thém vao d6, ca thudc Igi ti€u va
NSAID déu dugc s dung rong rai, va viéc
dung dong thgi cac thudc nay la van dé
thudng gdp & ngudi cao tudi. SI dung
NSAID cho bénh nhan dang dung thudc Igi
ti€u c6 thé 1am gidm hiéu qua cua thudc Igi
ti€u va cd nguy cd gay suy tim sung huyét.
VGi ngudi bénh cao tudi, s’ dung NSAID
ddng thdi vai thubc Igi ti€u cd thé lam tang
2 lan nguy cd nhap vién do suy tim sung
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huyét, dac biét & bénh nhan suy tim sung
huyét nang.

Cd ché can bdng nudc va dién giai cling
suy giam & ngudi bénh cao tubi va cac
bénh nhan nay thudng gdp tinh trang mat
nudc nang han vdi lugng dich bi mat tucng
dudng vdi ngudi tré tudi. Pay 1a van dé can
dugc chu y lién quan dén viéc dung thudc
lgi ti€u & ngudi cao tudi. AKI trudc than cd
nguyén nhan do thay ddi huyét dong & cau
than dan dén gidm muc loc cau than (GFR)
ma khéng gay ton thuong nhu md than [2].
M4t nudc hodc xudt huyét dan dén suy
giam thé tich lobng mach 1a nguyén nhan
phé bién gay AKI trudc than va lIa mét yéu
t6 nguy cd & ngudi cao tudi.

Hon nita, cac NSAID, ACEI va ARB co
thé gy AKI chlic ndng do cac thudc nay
tac dong vao ca ché tu diéu chinh cua than
[8]. Nhu da dugc dé cap, cac ACEI, ARB,
NSAID va thudc Igi tiéu (bdng 2) dugc ké
don phd bién va thudng dugc chi dinh
dong thai [2]. Phoi hdp 2 hoac 3 loai thuGe
nay co lién quan dén tang ty & AKI trudc
than.

Prieto-Garcia va cong su da cong bo
mot nghién clu vé tac dong qua lai phic
tap gilta cac NSAID, ACEI/ARB va thudc Igi
ti€u, khi dung don déc va phéi hop trong
phac do két hgp 2 hodc 3 loai thubc. Cac
nha nghién clu cling danh gid kha ndng
tiém tang cua viéc phGi hgp nay doi véi
thay d6i cd ché& can bang trong kiém soat
huyét ap (ap luc tudi mau than) va murc loc
cau than dan dén tdng nguy cd ton thudng
than cap do nguyén nhan két hgp gilta ha
huyét 4p va thay ddi cd ché tu diéu chinh
cta than. Nhoém tac giad da dua ra mot mo
hinh khai quat hon vé tdn thuong than cap
trudce than dua trén mo hinh da lién hé, chi
ra mot s6 yéu té can thiét dé€ lam giam t6c
d6 loc thuc mot cach hiéu qua. Trong s6
cac phdi hgp thubc dan dén giam tudi mau
trong dé cc ché tu diéu chinh cla than
khong dugc thuc hién day dd hoac bi bat
hoat [2], nghién cu phat hién phéi hgp 3
thudc co lién quan dén AKI trudc than clng
vGi mot sO yéu t6 nguy cd khac.
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Bang 2: Cac thudc rc ch& men chuyén, thudc chen thu thé angiotensin-I1I
va thudc Igi tiéu [14-16]

AKI do thudc can quang

Cac thubc can quang dugc dung trong
chan doan hinh anh, nhu cadc mudi chira
iod cta acid benzoic tan trong nudc, cé
thé gay ra AKI do thudc can quang. Cac
yé&u t6 nguy cd dan dén AKI do thudc can
quang bao gém tudi cao, bénh than man,
dai thao dudng, mat nudc, dung dong
thai vGi thudc cd doc tinh trén than, va
dung thu6c can quang liéu cao. Viéc sir
dung thudc can quang khong ion hda bi

han ché & bénh nhan cdé nguy cd cao (do
chi phi cao), trong khi doc tinh trén than
cla thu6c can quang ion hdéa & nhiing
bénh nhan nay to ra nghiém trong hon so
v@i bénh nhan c6 nguy cd thap.

Can nhic khi quyét dinh liéu dung
cua thuoc

Panh gia chic nang than: banh gia
chirc nang than cta bénh nhan dua trén
bi€u hién 1dm sang (vi du: cac triéu chiing
nhu tiéu chady, nglra, vé ni€u xen ké vdi
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da niéu; hodc cac biéu hién nhu cing tinh
mach c8, ran ng, suy tu thé€ van déng, ha
huyét ap tu thé), xét nghiém can lam sang
(nhu tang creatinin huyét thanh [SCr],
tang urea nitrogen mau [BUN], ty lé
BUN:SCr >20:1, tdng kali mau, nhiém
toan chuyén hda); cac thong s6 lién quan
dén nudc ti€u (d6 thdm th3u niéu, ndng
d6 natri niéu, khoi lugng riéng clia nudc
ti€u, ty |é creatinin trong nudc ti€u va
huyét tugng, phan suat thai natri) [8].
Trong khi ndng do creatinin huyét thanh
don ddc khdng dugc dung dé€ danh gid
chirc nang than, va thi€u dé nhay cam
trong phat hién AKI, thi xu hudng thay ddi
creatinin hodc tang cap tinh creatinin
huyét thanh cé thé phu hgp trong danh
gid 1dm sang bénh nhan va hd trg phat
hién AKI [8, 10]. Creatinin huyét thanh va
BUN tang trong trudng hgp suy giam chirc
nang than, nén viéc theo doi creatinin
huyét thanh va BUN va so sanh véi gia tri
ban dau cd thé gilp xac dinh chifc ndng
than cta bénh nhan dang tién trién xau di
hodc da dugc cai thién han. So vGi
creatinin huyét thanh, BUN la chi dau kém
nhay hdn trong danh gid AKI. Hon nira,
mot s6 tinh trang khac cling c6 thé lam
tang BUN nhu xudt huyét tiéu hda hoac
ché d6 an chlra qua nhiéu protein. Giam
lugng nudc ti€u 1a ddu hiéu cd dd nhay
cao han so véi tang creatinin huyét thanh
ddi véi AKI giai doan dau, méc du biéu
hién nay khong xudt hién & tat ca cac
bénh nhan. Ngoai ra, lugng nudc tiéu
dugc bai xuat trong AKI thudng khong co
khac biét rd rang gitfa cac loai t&n thuang
trudc than, tai than va sau than [4].

Thay déi duoc déng hoc cua thudc:
Can xem xét nhiing thay ddi vé dugc déng
hoc clia thudc dé Iua chon ché dd diéu tri
hgp ly cho bénh nhan, trong doé can luu y
cac van deé:

— Do hién tugng gilt nudc trong AKI,

thé tich phan bd thudc cd thé téng
Ién.

— Giam bai xudt thuéc va cac chat

chuyén hda qua than.

— C6 thé giam dd thanh thai ngoai
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than ctia mot s6 thudc.

Khac: Trong AKI, can xem xét van dé
suy giam thé tich dich ngoai bao va doc t&
than, cac thdng s6 chan doan lién quan
dén nudc tiéu, va do thé tich bang quang
ton du d€ xac dinh tinh trang tdc nghén
[4]. Tranh st dung thuGc can quang chira
iod dudng tinh mach trong chan doan
hinh anh [4].

Néu bénh nhan khong dap (rng véi cac
bién phap diéu tri khac, trong trudng hagp
can thiét, can tham tach hodc loc mau vdi
trudng hop phu phdi, tdng kali mau,
nhiém toan chuyén hdéa hodc cac triéu
chiing lién quan dén ure mau [4].

Bién phap du phong va giam thiéu
nguy co

Co thé giam thi€u nguy cd tdn thuong
than cdp trén bénh nhan thong qua cac
bién phap:

— Duy tri cdn béng dich binh thudng.

— Tranh phoi nhiém véi cic chat cd
doc tinh trén than (bao gom ca
thuSc can quang) néu cd thé.

— Thut hién cac bién phap du phong,
nhu truyén dich hoac dung thudc,
khi can st dung thudc can quang
hoac liéu phap huy té bao.

AKI nghiém trong 6 bénh nhan
nang

AKI lubn dudc nhan manh la héi chirng
c6 kha nang de doa tinh mang xay ra chu
yéu trén bénh nhan ndi trd va gay khd
khan trong diéu tri bénh nhan cé tinh
trang bénh ly ndng [8]. Ban chat phirc tap
cla cac bénh ly ndng thudng yéu cau phai
dung nhiéu loai thuc dé diéu tri, trong do6
nhiéu thuBc co thé gay ton thuang than
khi ding don doc hoac phdi hgp [11]. Viéc
st dung thubc cd doc tinh trén than dugc
coi la nguyén nhan gay ra khoang 25%
cac trudng hgp AKI nghiém trong & nhifng
bénh nhan ndng. Trong khi hoai ti dng
than cap la biéu hién tdn thuang than phd
bién nhat do phai nhiém véi cac chat ddc
than, cac loai suy than khac cling da dugc
ghi nhan. P& du phong AKI & bénh nhan
ndng, can co chién lugc toan dién nham
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tranh gay doc tinh trén than, bao gom
tranh phoi nhiém véi cac chat gay doc
tinh trén than néu cé thé va ngiing su
dung ngay lap tdc cac thubée nghi ngd gay
doc tinh trén than trong truGng hgp cd
bi€u hién réi loan chirc ndng than [11].

Két luan

Dugc si cb thé gép phan nang cao
nhan thc va tu van cho bac si nén tranh
phdi hop cac thudc &c ché men chuyén,
thuSc chen thu thé angiotensin-II, thuéc
lgi ti€u va NSAID (bao gom thudc (c ché
COX-2) néu co thé, théng qua dao tao

hoac cung cap tai liéu chuyén mon vé
Thong tin thubc. Pong thdi, dugc si ¢
thé gidp hd trg tdng cudng theo ddi,
cham sdc bénh nhan trong trudng hgp sur
dung thudc &c ché men chuyén va NSAID
cho bénh nhan suy than; tu van cho bac
si vé hiéu chinh liéu dung cua thudc cho
bénh nhan cling nhu xay dung chién lugc
diéu tri phu hgp nhdm giam thi€u nguy
cd AKI do thudc.

Tai liéu tham khao
(xem trang 17)

CAC THUOC CHONG VIEM KHONG STEROID (NSAID):

Cac thu6c chong viém khong steroid
(NSAID) dugc st dung phd bién dé giam
dau va ha so6t trong nhiéu tinh trang khac
nhau nhu dau dau, viém khdp, cdm cim.
Thdi gian st dung thudc kéo dai cd thé lam
tang nguy cd gap bi€n c6 bat Igi nhu loét
da day, xuat huyét tiéu hda, doc tinh trén
gan, bénh ly tim mach [3], [8].

Cac thudc NSAID dugc chia thanh 2
nhoém bao gom nhém s dung khong can
ké dan (over-the-counter - OTC) va nhéom
sir dung can dugc k& don. Cac ché phdm
thuéc nhdm OTC cé ham lugng hoat chat
thadp hon ché phdm can k& don [1], [10].
Tat ca cac thubc trong 2 nhom déu dugc
khuyén cado st dung liéu thap nhat cé hiéu
qua trong thdi gian ngdn nhit d€ han ché&
tac dung bat Igi [8], [10]. Khuyén cao vé
thai gian diéu tri t6i da khac biét gilta hai
nhém:

Nhom NSAID st dung khong can
ké don:

e P& ha sbt: Co quan quan ly Dugc
phdm Phap (ANSM) va T& thong tin
san pham (SPC) cua céc thudc luu
hanh tai Hoa Ky déu khuyén cao
khong nén s dung qua 3 ngay [2],
[5], [6].

THO1 GIAN SU DUNG T0I DA

Nguyén Thi Tuyén

e DE& gidm dau: ANSM khuyén cdo
khong sir dung thudc qua 5 ngay,
SPC cac thudc tai Hoa Ky khuyén
cao khong dung qua 10 ngay [2],
[6], [10].

Nhom NSAID can ké don trudc khi
stir dung: TS thdong tin san phdm cla
thuGc NSAID c6 dé cap dén thdgi gian sur
dung, tuy nhién, khéng c6 khuyén cdo cu
thé vé thdi gian st dung t6i da. Vi du, d6i
vGi ibuprofen, dap (ng lam sang khi st
dung vién nén ibuprofen trong trudng hgp
man tinh dugc ghi nhan sau vai ngay dén
1 tuan, thudng trong vong 2 tuan sau khi
bt dau dung thudc [7]. Ddi véi diclofenac,
thgi gian s dung thudc ghi nhan trong
mot nghién clru hoi ctu bénh - chiing tai
Chau Au c6 thé lén dén han 90 ngay. Tuy
nhién, nghién ctru nay cling chi ra thdi gian
s dung diclofenac kéo dai la mot trong
cac yéu t6 nguy cd dan dén ton thuong
gan lién quan dén thudc [9].

Chuyén luan cac thuéc NSAID cla Hiép
hoi Dugc si Canada dé cap dén thdi gian
st dung t6i da cla mot s6 hoat chat tuy
thudc vao dbi tugng (tré em, ngudi I6n),
phan loai thuéc (OTC, thuGc ké daon) chi
dinh va liéu lugng thudc. Cu thé, st dung
diclofenac t6i da 1 tuan & bénh nhan ngudi
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I6n trong trudng hgp dau ca, khdp cap
tinh véi liéu 2-4 g [4]. Hoac s dung
ketorolac 10 mg mdi 4-6 gid (néu can) toi
da trong 5 ngay sau phiu thuét (7 ngay
trong diéu tri dau cg xuong khdp). Hiép
hoi Dugc si Canada ciing khuyén cdo bénh
nhan c6 thé dap ng khac nhau vdi tiing
thudc NSAID trong diéu tri viém khdp dang
thap, tang dan liéu trong 1-2 tuan dau s
dung thudc. Néu bénh nhan coé dap Ung
khong phu hgp hoac dung nap kém sau 4
tudn diéu tri, cdn nhdc s’ dung NSAID
khac. Xin tham khao khuyén cdo liéu lugng
va thdi gian st dung t6i da cia mot sd
thudc NSAID trong bang 1 va bang 2 [4].

Nhu vay, thdi gian s dung t6i da cua
cac thu6c NSAID tuy thudc vao hoat chat,
dang bao ché, chi dinh, liéu lugng, doi
tuong s’ dung. Can nhac thdi gian si
dung thudc t6i da vdi tirng trudng hgp lam
sang cu thé theo khuyén cdo tir cac tai liéu
thong tin thudc cap nhat.
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S6 lugng bao cdo ADR

Trung tdm DI & ADR Qudc gia

TONG KET HOAT DONG BAO CAO PHAN UNG CO HAI CUA
THUGC (THANG 11/2019 - THANG 7/2020)

Tu thang 11/2019 dén hét thang 7/2020,
Trung tdm DI & ADR Qudc gia va Trung tam
DI & ADR khu vuc TP. H6 Chi Minh da tiép
nhan 10983 bao cdo ADR (tang 1,7% so Vdi
cung ky nam 2019). Trong do, 9939 bao cao
ADR dugc gui tir cac cg sd kham, chira bénh
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va 1080 bdo cdo ADR xay ra trén lanh thd
Viét Nam tUr cac don vi san xuat, kinh doanh
dugc phdm (trong dé c6 36 bdo céo trung
vGi bdo cdo tir cac co s& kham, chira bénh).
S6 lugng bao cdo ADR Iuy ti€én theo thang
dugc thé hién trong Ainh 1.
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i Co s6 KCB

mm Pon vi SX&KDDP

—8— S5 bao cdo lly tién

Hinh 1: S6 lvgng bao cao ADR tir thang 11/2019 dén thang 7/2020

Bao cao ADR tur cac co s6 kham
bénh, chira bénh

Tinh dén hét ngay 31/7/2020, 827 cd sb
kham bénh, chira bénh cua 63 tinh, thanh
pho trong ca nudc da giri bao cdo ADR (tang
9% so V@i cung ky ndm 2019). Phan Ién bdo
cao dugc guri tir cac dan vi & vung Ddng Nam
B0, sau dd la dong bang sbng Hong va Bac
Trung BO va Duyén hai mién Trung. Bén
canh dé, bdo cdo dugc gl chl yéu tir cac
bénh vién tuyén tinh, bénh vién da khoa va
bénh vién thudc khoi cong lap (hinh 2).
Trong do, thanh phé HO6 Chi Minh va Ha NGi
cd s6 lugng bado cdo cao nhat (tuong (ng
26,7% va 12,2% t6ng s6 bao cdo nhan dudc
clia cd nudc). TP. Pa Nang la dia phudng co
cobng tac bdo cdo ADR hiéu qua nhat véi s
bdo cdo/1 triéu dan cao nhéat trong ca nudc
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(461,8 bao cao/1 triéu dan) (hinh 3). Cac
daon vi c6 s6 lugng bdo cdo ADR cao tap
trung tai TP. H6 Chi Minh. Bénh vién Tir Dii
la don vi c6 s6 bao cdo ADR nhiéu nhat trong
ca nudc, chiém 3,4% tong s6 bao cdo ADR
tur cac daon vi kham, chira bénh (bang 1).

D6i tugng gui bao cao chu yéu la dugc si
(42,4%), bac si - y si (26,1%), ti€p theo la
diéu duBng va nir ho sinh (23,6%) (hinh 4).

Bao cao ADR tir cac don vi san xuat,
kinh doanh dugc pham

Trong giai doan 11/2019-07/2020, 37 don
vi san xudt va kinh doanh dugc phdm da gui
bdo cdo ADR dan |é va 51 don vi san xuat va
kinh doanh dugc phdm da gui bdo céo téng
hgp dinh ky vé Trung tam DI & ADR Qudc
gia va Trung tdm DI & ADR khu vuc TP. HO6
Chi Minh.
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Vi trf dia Iy Tuyén diéu tri Loai hinh da
khoa/chuyén khoa
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Hinh 2: Phan loai bao cao ADR vé vi tri dia ly, tuyén va loai hinh don vi gtri bao cao
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Hinh 3: Danh sach 10 tinh/thanh ph6 gui bao cao ADR nhiéu nhat
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Trung tam DI & ADR Qudc gia

Bang 1: Danh sach 10 cd sé kham, chira bénh gtri bao cao ADR nhiéu nhat

Pon vi giri bao cao Tinh/thanh pho Sc::::o (:: Igeg‘;og)
1 Bénh vién T D{ TP. HO Chi Minh 341 3,4
2 Bénh vién Pham Ngoc Thach TP. HO Chi Minh 188 1,9
3 Bénh vién HUng Vuaong TP. HO Chi Minh 187 1,9
4  Bénh vién Trung udng Quan doi 108 Ha Noi 181 1,8
5 Bénh vién Bénh Nhiét Déi TP. H6 Chi Minh 147 1,5
6 Bénh vién Phdi Trung ucng Ha Noi 143 1,4
7 Bénh vién Nguyén Dinh Chiéu Bén Tre 137 1,4
8 Bénh vién Bach Mai Ha Noi 137 1,4
9 Bénh vién Dali(g:ga Hoan My ba Pa Ning 132 13
10 Bénh vién Phu San MéKéng TP. H6 Chi Minh 130 1,3

1.4%

" Dugc si

= Bacsi- Y si
Diéu dudng - Nir ho sinh
Khac

= Khéng 16

Hinh 4: Nhan vién y té gtri bao cao ADR

Bang 2: Danh sach cac don vi san xuét, kinh doanh dugc pham gtri bao cao ADR
nhiéu nhat

Pon vi bao cao S6 bao cao (:: If;;/;)
1 VPDD Hoffmann La Roche Ltd 280 25,9
2 VPDD Bayer (South East Asia) Pte Ltd 214 19,8
3 VPBD Novartis Pharma Services AG 176 16,3
4 VPDD Boehringer Ingelheim Int GmbH 56 5,2
5 VPDD Merck Sharp & Dohme (Asia) Ltd 44 4,1
6 VPDD Janssen - Cilag Ltd 39 3,6
7 Cong ty Sanofi - Aventis Viét Nam 37 3,4
8 VPDD Baxter Healthcare (Asia) Pte Ltd 33 3,1
9 VPDPD A Menarini Singapore Pte Ltd 27 2,5
10 VPDD GlaxoSmithKline Pte Ltd 21 1,9
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T6ng s6 bdo cdo ADR xay ra tai Viét Nam
da dudc cac don vi san xudt, kinh doanh
dugc phdm ghi nhan 1a 1080 (trong dé c6 36
bdo cdo trung véi bao cdo tir cac co sG kham,
chira bénh). Cac dan vi san xuat, kinh doanh
dugc phdm cd s6 lugng bdo cdo ADR nhiéu
nhét dugc téng hop trong bang 2.

Bao cao ADR tir nghién ciru thu
nghiém lam sang

TU thang 11/2019 dén hét thang 7/2020,
Trung tam DI & ADR Qudc gia da nhan dugc
1164 bao cdo bién c6 bat Igi nghiém trong
trong 68 nghién clru thir nghiém lam sang
dugc ghi nhén tai 60 t& chirc nhan thr tai
Viét Nam.

Két luan

Trong giai doan tUr thang 11/2019 dén

thang 7/2020, s6 lugng bao cdo ADR dugc
ti€p nhan la 10983 bao cdo. SO lugng bao
cdo ghi nhan van chua dong déu gilta cac dia
phuang, khu vuc va cac tuyén bénh vién. Do
dd, cong tac bao cdo ADR can ti€p tuc dugc
thic ddy hon nita, ddc biét tai don vi, dia
phudng chua tham gia bao cao ADR. Dugc si
la d6i tugng chinh tham gia bao cao ADR va
can ti€p tuc phat huy haon nita vai tro cla
minh trong cong tac dam bao an toan thudc
ndi chung va hoat dong theo doi, bdo cao
ADR noi riéng.

Trung tam DI & ADR Quéc gia xin trén
trong cdm dn su hgp tac clia cac don vi va
can bo y t€ da tham gia bdo cao ADR va
mong muon ti€p tuc nhan dugc su phdi hgp
dé trién khai hiéu qua hoat ddng gidm sat
ADR.

BIEM TIN CANH GIAC DUQC

Cap nhat nhan thuoc hydro -
clorothiazid vé nguy co ung thu da
khong té bao hic t6: Thong bao tir FDA
Hoa Ky

Theo thong bao ngay 20/8/2020, Cd quan
Quan ly Dugc phdm va Thuc phdm Hoa Ky
(FDA Hoa Ky) da phé duyét cac thay doi trén
nhan thudc hydroclorothiazid (HCTZ) dé canh
bdo cac can bd y té va bénh nhan vé nguy co
ung thu da khong té€ bao hdc t6 (ung thu da
té€ bao day hodc ung thu da té bao vay) lién
quan dén viéc sr dung hydroclorothiazid va
khuyén cdo bénh nhan bao vé da khoi anh
nang mat troi.

Hydroclorothiazid la thudc Igi ti€éu dugc sir
dung dé diéu tri tdng huyét ap va mét s6 tinh
trang bénh ly khac. Nguy co ung thu da
khong t€ bao hdc td lién quan dén viéc sur
dung hydroclorothiazid da dugc nhiéu cg
quan quan ly dudc phdm trén thé gidi canh
bdo tir nam 2018. Gan day, FDA Hoa Ky da
dua ra yéu cau cdp nhat nhan thudc dé phan
anh nguy cd nay, véi nhitng thay déi cu thé
bao gom:

Trong muc Phan ung co hai, DT liéu theo
dbi sau khi lu hanh: bd sung thdng tin vé

Nguyén Thi Huyén Trang, Nguyén Thi Tuyén

tang nguy cd ung thu da khong té€ bao hac té
lién quan dén hydroclorothiazid.

Trong tG 7hdng tin danh cho bénh nhan:
bé sung thong tin hudng dan bénh nhan bao
vé da khdi anh ndng mat trdi va test sang loc
ung thu da dinh ky.

Nguy co téng thé d6i véi ung thu da
khdng t& bao hic t tdng khi tudi bénh nhéan
tang Ién va khi bénh nhan ti€p xic nhiéu hon
véi anh nang mat trdi. Mdc dd tang nguy cd
ung thu da khong t€ bao hac t6 khi ding
hydroclorothiazid la thap mac du thudc nay co
lién quan dén nhay cam vdi anh sang (tang
nhay cam vdi anh sang mat troi).

Mot nghién clru clia FDA Hoa Ky (Sentinel
Initiative) cho thdy nguy cg gia tang cha yéu
ddi véi ung thu bi€u md té bao vay (SCC).
Trong quan thé nghién cliu, nguy cd gia téng
ung thu biéu mé t&€ bao vay & bénh nhan diéu
tri bang hydroclorothiazid la khoang 01 ca
trén 16.000 bénh nhan - ndm.

Bién phap diéu tri ung thu da khong té
bao héc t6 thudng 1a diéu tri tai chd, véi ty I&
ty thanh cong cao va ty Ié tir vong rat thap.
Trong khi d6, nguy cg huyét ap khong dugc
ki€ém soat cd thé nghiém trong, bao gém dau
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tim hodc dot quy de doa tinh mang. Do do,
bénh nhan nén ti€p tuc s dung
hydroclorothiazid va thuc hién cac bién phap
chdm séc, bao vé da dé lam gidam nguy co
ung thu da khong t€ bao hic td, trlr trudng
hop ¢ hudng dan khac tir can bo y té.

Cac bién phap han ché ti€p xuic véi anh
ndng mat tr&i bao gém s dung kem chéng
nang phé rong cé chi s& bao vé chdng nang
(SPF) it nhéat la 15, thoa lai kem ch8ng nang
thudng xuyén va han ché thai gian ti€p xuc
vdi anh ndng. Mac quan do bao v&, deo kinh
ram va doi mi rong vanh cling la nhitng bién
phap gilp tranh ti€p xGc véi anh nang mét
trai.

Hiéu qua va tinh an toan khi két hgp
atezolizumab véGi paclitaxel trong diéu
tri ung thu vi: Canh bao tir FDA Hoa Ky

Ngay 08/9/2020, FDA Hoa Ky canh bao
cac can bo y té va nghién cru vién vé nhirng
lo ngai lién quan dén tinh an toan va hiéu
qua khi phdi hgp atezolizumab va paclitaxel
trong diéu tri ung thu va.

Theo dd, FDA Hoa Ky thong bdo vé mot
thr nghiém Iam sang nghién cru vé viéc st
dung atezolizumab (Tecentriq) va paclitaxel
trén bénh nhan ung thu vi b ba am tinh di
can (metastatic triple negative breast cancer
— mTNBC) hodc tién trién tai chd khong thé
phau thudt chua dugc diéu tri trudc dé cho
thdy phdi hgp khéng dem lai tdc dung dang
ké.

Atezolizumab phGi hgp vGi paclitaxel
khéng dudc phé duyét dé diéu tri ung thu
vU. Tuy nhién, mét ché phdm phéi hgp khac
gilta atezolizumab va paclitaxel gan protein
(Abraxane) gan day dugc phé duyét dé diéu
tri bénh nhdn mTNBC cd khéi u biéu hién
PD-L; (nhudm mau t& bao mién dich tham
nhiém khéi u biéu hién PD-L; & cudng d6 bat
ky bao phu >1% dién tich khoi u), dugc xac
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dinh bdi xét nghiém do FDA Hoa Ky chap
thuan. Viéc duy tri phé duyét ché& phdm phdi
hop atezolizumab va paclitaxel gén pro-
tein c6 thé phu thudc vao Igi ich diéu tri dugc
chirng minh trong cac thir nghiém lam sang
b6 sung. Can bd y t& khdng nén st dung
paclitaxel thay cho Abraxane trong thuc hanh
lam sang.

IMpassion131 la thr nghiém Ilam sang
pha 3, da trung tdm, ngau nhién, mu ddi, c6
ddi chiing, so sanh phdi hgp atezolizumab va
paclitaxel véi gia dugc va paclitaxel trén bénh
nhan mTNBC. Trong th(r nghiém nay, diéu tri
vGi atezolizumab va paclitazel khong lam
gidam dang k& nguy co tién trién ung thu va
tlr vong so Véi gia dugc va paclitaxel 3 nhém
bénh nhan PD-L; dudng tinh. Két qua thdi
gian sdng thém toan bo tam thdi ting ho phoi
hgp paclitaxel + gid dugc hon phéi hgp
paclitaxel + atezolizumab trén cd nhdm bénh
nhan PD-L; duang tinh va trén toan bo bénh
nhan trong nghién clu.

FDA Hoa Ky sé xem xét cac phat hién cua
thr nghiém IMpassion131 va thong bao cac
thong tin mdéi lién quan dén két qua thlr
nghiém nay cling nhu bat ky thay déi nao vé
thong tin ké don ngay khi hoan thién danh
gid cudi cung. FDA Hoa Ky cling dang danh
gia viéc st dung atezolizumab va paclitaxel
trong cac thr nghiém lam sang dang dugc
ti€n hanh trén bénh nhan ung thu va va sé
dua ra khuyén cdo thay d6i bd sung phu
hgp.

Bénh nhan dang st dung atezolizumab va
paclitaxel cho cac chi dinh dugc phé duyét
khac nén tiép tuc dung thudc theo hudng
dan cla can bod y t&. Bénh nhan nén trao doi
véi bac si néu cd bat ki cau hoi hodc thac
mac nao vé van dé nay.
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i Trwdong Bai hoc Duwoc Ha Noi

13-15 L& Thanh Téng, Quan Hoan Kiém, Ha Noi

@% Fax: (024) 3933 5642
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MAu bao cao nay dwoc ap dung cho cac
phan (ng gay ra béi:
e Thubc va cac ché phdm sinh hoc
« Vicxin
e Cac thubc cb truyén hoic thubc co
nguédn géc dwoc liéu
e Thuc pham chirc nang.

Website: http://canhgiacduoc.org.vn

Ngui bao cdo o the la: Email: di.pvcenter@gmail.com

e Bacsi
= Duocsi Anh/chj c6 thé Iy mau béo céo nay tai khoa Duoc, phong Ké hoach téng
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e Y ta/ didu dudng/nit ho sinh
s Cac nha cung cap dich vu cham séc
strc khoe khac.
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