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Health Canada: Nguy co vo lach khi
sir dung thudc chong dong dwong uong
Sau khi thyc hién danh gia, Health
Canada da xac nhan nguy co v& lach cé
thé lién quan dén viéc sir dung cac thude
chéng dong duong udng. Health Canada
dang phdi hop véi cac nha san xuat dé cap
nhat bo sung nguy co v& lach khong do
chan thuong trén to thong tin san pham
ctia cac thude nay tai Canada.

Thudc chong dong dudng udng la cac
thudc ngin ngira qua trinh déong mau, va
duogc chi dinh trong cac truong hop:

- Ngén ngtra hinh thanh cuc mau dong sau
phau thuat thay khép gbi hodc hong.

- Giam nguy co d6t quy hodc thuyén tic
hé théng & bénh nhan rung nhi.

- Piéu tri huyét khdi tinh mach sau va
thuyén tic phoi, dong thoi giam nguy co
tai phat.

Hién nay, cac thudc chong dong duong
uéng dang luu hanh tai Viét Nam, bao
gém: apixaban, dabigatran, edoxaban,
rivaroxaban va warfarin, acenocoumarol.
Panh gia méi lién quan nguy co vo lach
(splenic rupture) va sir dung thudc
chéng dong

Health Canada d3 tién hanh danh gia dwa
trén cac y van hién c6 va dir li¢u tr co s&
dir liéu Canada Vigilance. Health Canada
da tién hanh phan tich trén 42 truong hop
(3 nguoi Canada va 39 truong hop trén thé
gidi) gip bién cb v lach khi sir dung
thudc chéng déng dudng udng, trong dod
c6 39 bénh nhan ghi nhan tir cac y van da
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cong bd. Trong sb 42 bénh nhan, mbi lién
quan gitra thudc va bién ¢b v& lach duoc
danh gia 1a c6 kha nang (1 bénh nhan), co6
thé (21 bénh nhan gdm 1 ngudi Canada),
khong chic chan (16 bénh nhan) va 4
truong hop khong thé danh gia do thiéu
thong tin (gdm 2 ngudi Canada). Hon
nita, ngoai viéc s dung thudc chéng
dong, bién cd v lach khong thé giai thich
bang tinh trang bénh 1y khéc trén 9 trong
21 bénh nhan véi mbi lién quan & mic 6
thé. Tuy nhién, Health Canada ciing nhan
dinh nguy co v& lach khong do chan
thuong doi khi van c6 thé xay ra.

Cung v6i d6, ting nguy co xuit huyét
cling 13 bién cb dd ghi nhan ddi v6i nhom
thube chéng dong. Vi vay, bénh nhan su
dung cac thubc nay co thé gay nguy co
xudt huyét tai lach, din dén v& bao lach
(16p ngoai bao quanh lach).

Health Canada cling di xem xét két qua tir
mdt nghién ctiru khdo sat hon 27.000 bao
c40 quodc té vé cac phan ng c6 hai nghi
ngd lién quan dén thubc chong dong
duong udng. Két qua nghién ciru cho thay
cac bién ¢b v lach duoc bao cao thuong
xuyén hon so v6i ky vong dbi voi cac
thudc nay, diéu niy cang cing ¢ mbi lién
quan nay.

Khuyén c4o ciia Health Canada

Danh gia cta Health Canada xéc dinh c6
mdi lién quan giita st dung thudc chéng
dong duong ubng va nguy co v& lach
khong do chan thuong.



Health Canada s& phdi hop cic nha san
xuat dé bd sung nguy co ndy trén cac to
thong tin san pham tai Canada (CPM) cho
tat ca cac thude chéng dong dudng udng.
Health Canada khuyén khich ngudi bénh
va cac nhan vién y té bao cdo bat ky tac
dung khéng mong mudn nao lién quan
dén viéc sir dung thude chéng dong duong
ubng hodc cac san pham y té khéc.
Health Canada s& tiép tuc giam sat vé an
toan ctia cac thubc chéng dong dudng
ubng, cling nhu tat ca cac san pham y té
khac c6 mat trén thi truong Canada.
Health Canada tiép tuc phét hién va ddnh
gia cac nguy co tiém tang, dong thoi, thuc
hién céc bién phap xu tri thich hop néu co
bién c6 bat lgi méi.

Nguén: https://www.canada.ca/en/health-
canada/services/drugs-health-
products/medeffect-canada/health-
product-infowatch/march-
2025.html#al.5

Health Canada: Nguy co tiéu co’ van
do twong tac thudc giira thudc e ché
kinase phu thugc cyclin (CDKI)
va cac statin

Health Canada da tién hanh danh gid moi
lién quan gilta nguy co ti€u co van va
trong tac thudc giira cac thudc e ché
kinase phu thudc cyclin (cyclin-
dependent kinase inhibitors - CKDI) va
cac thuéc e ché enzym HMG-CoA
reductase (statin). Viéc danh gid an toan
nay dugc thyc hién sau khi Co quan Duogc
pham Chau Au (EMA) tién hanh nghién
clru vé nguy co tiéu co van khi phdi hop
palbociclib véi cac statin. Tiéu co van 1a
mot tinh trang hiém gip nhung c6 thé de
doa tinh mang, trong do, cac té bao co van

bi pha hily va cac san pham cta qué trinh
nay duoc giai phong vao mau. Piéu nay
c6 thé din dén ton thuong nghiém trong
cac co quan nhu suy than. Tiéu co van la
phan tng c6 hai di dugc ghi nhan dbi voi
cac thudc statin. Ngoai ra, mdt s6 loai
thudc c6 thé 1am ting muc d6 phoi nhiém
ctia co thé véi statin, tir d6 1am gia ting
nguy co tiéu co van lién quan dén statin.
Do do, nghién clru nay tap trung vao vi¢c
danh gia nguy co tiém an cua tiéu co van
lién quan dén twong tac thudc giita CDKI
va statin.

Béi canh tai Canada

Nhém thude CDKI duge chi dinh dé diéu
tri mot loai ung thu va phé bién. Tai
Canada, CDKI da dugc cap phép luu hanh
tir nam 2016. Hién tai, nhom CDKI g6m
3 thubc 1a abemaciclib, palbociclib va
ribociclib, duoc bao ché dudi dang vién
nén hoic vién nang uéng don thanh phan.
Statin (bao gom: atorvastatin, fluvastatin,
lovastatin, pravastatin, rosuvastatin and
simvastatin) 1a thudc ké don, thuong dugc
stt dung két hop véi ché do an ubng dé
gidm muc cholesterol va triglycerid trong
mau, dong thoi giam nguy co nhdi mau co
tim hoac dot quy & nhiing bénh nhan cé
cac yéu to nguy co vé bénh 1y tim mach.
Statin da dugc luu hanh tai Canada ttr nam
1995. Céc statin duoc bao ché dudi dang
vién nén hoic vién nang udng chira don
thanh phan hodc dang phdi hop.

Trong 5 ndm gan day, c6 hon 27.000 don
thudc CDKI duoc cép phat tai Canada,
trong d6 palbociclib chiém gan 80% tong
s6 don thudc. Trong cung khoang thoi
gian d6, khoang 237 triéu don thudc statin
dugc cip phat, trong d6 rosuvastatin va
atorvastatin chiém trén 90% tong s6 don.
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Két qua danh gia an toan

Health Canada tién hanh danh gia dua trén
cac thong tin dugc cung cap boi nha san
xut, co so dit liéu Canada Vigilance va
tai liéu y van hién c6. Health Canada ghi
nhan dugc 13 bénh nhan (1 bénh nhan tai
Canada va 12 bénh nhén trén thé gi6i) bi
tiéu co van khi sir dung dong thoi CDKI
(palbociclib hodc ribociclib) va statin
(rosuvastatin hodc simvastatin). Tat ca
cac trudong hop nay déu duoc danh gid 1a
c6 lién quan dén twong tac thudc giira
CDKI va statin. Khong ghi nhan dugc
truong hop tr vong nao trong 13 ca bénh
trén. Cu thé, 13 bénh nhan déu dung statin
trude khi bat dau CDKI. Trong d6, 8 bénh
nhan dung statin hon 1 ndm ma khong ghi
nhan bién cd tiéu co van. Tuy nhién, 6
trong 8 bénh nhan Xuét hién tinh trang tiéu
co vén trong vong 30 ngdy sau khi bit dau
phéi hop véi CDKI. Diéu nay cho thay
CDKI c¢6 thé 1am gia ting sy phoi nhiém
clia co thé véi statin va dan dén tinh trang
tiéu co van.

Hién tai chwa co thong tin canh bao vé
tuong tac giita hai nhom thudc nay, tuy
nhién thong tin vé co ché hoat dong tir to
thong tin san pham cua cac thuéc CDKI
va statin cho thdy c6 kha ning xdy ra
tuong tac nay.

Health Canada cling danh gid mdt nghién
cru phan tich twong tac thudc giira
palbociclib lidu 125 mg/ngay va
atorvastatin lidu 40 mg/ngay bang phuong
phap mo phong trén may tinh. Két qua
cho thiy palbociclib ¢6 thé lam tang mirc
d6 phoi nhiém cta co thé véi atorvastatin
0 nguoi khoe manh, do d6 tang nguy co
ti€u co van.

Maic du, hién nay cac trudong hop ti€u co
van moi chi dugc ghi nhén trén cac bénh

nhan su dung dong thot
palbociclib/ribociclib Vol
rosuvastatin/simvastatin, nhung tong thé
bang ching cho thiy rang tiéu co vén la
nguy co tiém 4n do twong tac thudc giira
2 nhom thude CDKI va statin.

Khuyén cao tir Health Canada

- Health Canada két luan c6 méi lién quan
giita tiéu co van va tuong tac thube giira
CDKI voi statin. Health Canada s€ cap
nhat théng tin canh bao vé nguy co tiéu co
van do twong tac voi statin trén tat ca cac
td thong tin san pham cua CDKI. Pong
thoi, thong tin vé twong tac nay dén cac
nhan vién y té

- Health Canada khuyén khich bénh nhan
va nhan vién y té bao cao tit ca cac tac
dung khéng mong muén lién quan dén
CDKI hoac statin.

- Health Canada s& tiép tuc gidm sat an
toan khi phdi hop hai nhom thudc nay,
cling nhu cac thudc dang luu hanh trén thi
truong Canada va sé bién phap quan ly
phut hop néu phat hién nhiing bién cb bat
loi moi.

Nguén: https://dhpp.hpfb-
dgpsa.ca/review-
documents/resource/SSR1742565339867

Health Canada: Canh bao vé cac phan
wrng c6 hai nghiém trong lién quan dén
thiéu hut dihydropyrimidin
dehydrogenase (DPD) khi sir dung
thudc fluoropyrimidin (5-fluorouracil
va capecitabin)
Fluoropyrimidin toan than dugc chi dinh
don doc hoic két hop véi thude khac
trong diéu tri nhiéu loai ung thu. Trong
do, vién nén capecitabin va 5-fluorouracil
(5-FU) duodng tinh mach 1a cac thude c6
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hiéu Iyc manh va chi nén duoc ké don boi
cac bac si kinh nghiém trong hoa tri licu
ung thu.

Cac phan @ng nghiém trong, de doa
tinh mang va tir vong lién quan dén
fluoropyrimidin

Fluoropyrimidin c6 lién quan dén nhiing
phan mg c6 hai nghiém trong, c6 thé de
doa tinh mang hodc tor vong, nhu viém
miéng, tiéu chay, giam bach ciu trung tinh
va doc tinh trén than kinh. Nguyén nhan
chinh cua cac phan tng nay dugc cho la
do thiéu hut hoat dong cua enzym
dihydropyrimidin dehydrogenase (DPD),
mot enzym quan trong trong qua trinh
chuyén héa capecitabin va fluorouracil.
DPD dugc ma hdéa bdi gen
dihydropyrimidin dehydrogenase
(DPYD). Bénh nhan c6 dot bién gen
DPYD, dan dén tinh trang thiéu hut DPD
hoan toan hodc gin nhu hoan toan cé
nguy co cao gap phai cac phan ing c6 hai
nghiém trong nay. Bén canh do, tinh trang
thiéu hyt DPD mot phan ciing gy ting
nguy co gip cac bién co bat loi nay. Do
do, viéc st dung capecitabin va
fluorouracil chong chi dinh ¢ nhitng bénh
nhan thiéu hut DPD hoan toan, vi khong
¢6 liéu dung dugc chirg minh 13 an toan
v6i ddi tuong nay.

Khuyén cio vé viéc xét nghiém enzym
DPD

B0 Y té Canada khuyén cdo nhan vién y
té xét nghiém thiéu hut DPD trudc khi bat
dau diéu tri véi capecitabin hodac
fluorouracil. Xét nghiém kiéu gen la mat
phuong phap phé bién dé phat hién tinh
trang thiéu hut DPD. Tuy nhién, co bon
bién thé DPYD chinh lién quan dén thiéu
hut DPD (c.1905+1G>A, c.2846A>T,
¢.1679T>G, ¢.1236G>A), va phan 16n cac

bang ching vé nhimg bién thé nay dugc
xac dinh tir cac bénh nhan gdc chau Au.
Vi vay, xét nghiém nay c6 thé bi han ché
¢ nhitng dan toc hodc chung tdc khac, do
c6 thé co cac bién thé nguy co khéc, ching
han nhu bién thé ¢.557A>G xuit hién &
bénh nhan 13 nguoi gbe chau Phi.

Te ngay 01/01/2019 dén  ngay
05/02/2025, Health Canada da nhan duoc
10 bao céo lién quan dén cac phan tng cd
hai nghiém trong do fluoropyrimidin,
trong do c6 6 truong hop tr vong. Mot
trong s6 cac trudng hop tir vong do xét
nghiém kiéu gen DPYD d thét bai trong
vi€c phat hién tinh trang thiéu hut DPD
cia bénh nhan. Sau d6, cic bién thé
DPYD nay da dugc xac dinh thong qua
giai trinh tu gen day du. Trong 5 trudng
hop tor vong con lai, khong ro liéu xét
nghiém kiéu gen c6 phan anh chinh xac
tinh trang thiéu hut DPD hay khong do
thiéu thong tin.

Khuyén cdo danh cho nhén vién y té

- Nhén thtrc r& cac nguy co lién quan dén
thiéu hut DPD va canh béo bénh nhéan vé
cac nguy co nay trude khi bat dau diéu tri.
Khuyén cédo bénh nhan nging sir dung
vién nén capecitabin hodac 5-FU duodng
tinh mach va bao ngay cho nhan vién y té
khi gdp bat ky phan ing nghiém trong nao
nhu viém miéng, tiéu chay, giam bach cau
trung tinh va doc tinh than kinh.

- Can nhac tién hanh xét nghiém thiéu hyt
DPD truéc khi didu tri véi céc
fluoropyrimidin dya trén cac hudéng dan
diéu tri hién hanh tai dia phuong.

- Tim hiéu nhitng han ché ciia cac phuong
phap xét nghiém thiéu hut DPD. Hau hét
cac xét nghiém kiéu gen lién quan thiéu
hut DPD thuong dic hiéu dé xac dinh mot



s6 bién thé gen cu thé. Trong khi, mot sb
bénh nhan (khong phai ngudi goc chau
Au) c6 thé mang bién thé gen DPYD
khong bao gém trong cac bién thé gen do.
- O nhirng bénh nhén bi thiéu hut DPD
khong dugc phat hién, hodc nhitng nguoi
c6 két qua xét nghiém am tinh voi cac
bién thé DPYD cu thé, van c6 thé gap doc
tinh nghiém trong nhu tinh trang qué liéu
cap tinh. Ngimg thudc ngay khi ngd doc
cap tinh mic do 2 - 4. Can nhic ngimg
thudc vinh vién dua trén danh gia 1am
sang vé su khoi phat, thoi gian va mirc do
nghiém trong cua doc tinh.

Nguén: https://www.canada.ca/en/health-
canada/services/drugs-health-
products/medeftect-canada/health-
product-infowatch/march-
2025.html#al.5

Medsafe: Cac yéu to6 nguy co ngd doc
colchicin

Tai cudc hop thang 12/2024, Hoi d@)ng
phan mg c6 hai cua thuéc (Medicines
Adverse Reactions Committee - MARC)
d3 tién hanh phan tich hai bao céo ca vé
ngd doc colchicin. Trén co s& do, hoi d@)ng
khuyén c4o bac si can dic biét luu y vé
mdt sd bénh ly méc kém va tuong tac
thudc khi ké don colchicin cho bénh nhan.
Dau hiéu va triéu ching ngd doc
colchicin

Colchicin 14 thudc c6 khoang diéu tri hep,
khac biét giita lidu diéu trj va lidu gdy doc
chua dugc xac dinh 1o rang. Ngo doc
colchicin co6 ty 1¢ tu vong cao.

Thoi gian khéi phat cua ngd doc colchicin
thuong kéo dai 2 - 12 gio ké tir khi s
dung qué liéu colchicin dén khi xuét hién
cac dau hiéu trén duong tiéu hoéa. Dau

hiéu ban dau cia ngd doc cod thé 1a cam
giac nong rat miéng, hong, kho nudt, sau
d6 1a budn nén, ndén, dau bung va tiéu
chay xuat huyét. Ngoai ra, doc tinh trén
tim mach c6 thé xuat hién & bat ky thoi
diém nao sau khi dung thubc, dic trung
bo1 sy tang troponin mau va co tién lugng
1am sang x4u.

Khoang 24 - 72 gid sau khi qua liéu, bénh
nhan c6 thé xuit hién triéu ching suy da
tang, bao gdm: doc tinh trén than kinh
trung wong, tc ché tiy xuong, ton thuong
gan, than va suy ho hp. Tir vong cé thé
xay ra do hau qua cta suy ho hap, loan
nhip tim, truy tim mach ho#c nhiém trung
huyét.

Hién nay chua c6 thude giai doc dic hicu
cho colchicin. Theo Trung tam Chéng doc
Quéc gia New Zealand, xur tri ngd doc
colchicin cip chil yéu sir dung than hoat
tinh hodc rtra rudt trong vong 2 gid sau khi
ubng colchicin nham han ché hap thu
colchicin. Ngoai ra can can nhic cac bién
phap diéu tri hd trg nhu dung G-CSF (yéu
t6 kich thich dong bach cau hat tai to hop)
dé giam nguy co nhiém trung huyét do
giam bach cdu trung tinh boi colchicin.
Yéu t6 nguy co ngd doc colchicin

Suy thdn

Khoang 10-20% liéu colchicin duoc bai
tiét qua nudc tiéu, do do suy than co thé
lam giam d0 thanh thai va kéo dai thoi
gian ban thai cua colchicin. Hiéu chinh
liéu theo do thanh thai creatinin cia bénh
nhan nhu sau:

- Cler < 50 mL/phat — Giam nitra liéu
colchicin

- Cler < 10 mL/phut — Chéng chi dinh
dung colchicin
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Suy gan

Colchicin duge chuyén hoéa qua gan. O
bénh nhan suy gan, can nhic giam liéu
dung 1 1an hodc tong liéu/ngay, hay kéo
dai khoang cach dua liéu colchicin. Pic
biét, colchicin bi chdng chi dinh ¢ bénh
nhan suy gan mtrc d§ ndng.

Bénh nhan cao tuéi

Bénh nhan cao tudi thudng suy giam chirc
ning thin va st dung dong thoi nhiéu
thude co thé tuwong tac véi colchicin. Vi
vay, can nhic céac liéu phap diéu tri thay
thé & bénh nhan cao tudi c6 thé trang nho
(dué6i 50 kg) hoic mic kém bénh 1y suy
gan, suy than.

Twong tac thude

Céc thudc e ché P-glycoprotein (P-gp)
hodc cytochrome P450 3A4 (CYP3A4)co
thé gdy ting ndng do colchicin trong
huyét tuong, din dén ting nguy co ngd
ddc colchicin. Mot sb thude co thé tuong
tac v4i colchicin bao gom: thubc khing
ndm  azol (itraconazol, fluconazol,
ketoconazol), khéng sinh macrolid
(clarithromycin, roxithromycin,
erythromycin), thudc chen kénh calci
amiodaron,

(diltiazem,  verapamil),

ciclosporin.

Colchicin chdng chi dinh & bénh nhan suy
gan hodc suy than va dang sir dung cac
thudc trc ché manh P-gp hoic CYP3A4. O
bénh nhdn cé chic nang gan/thdn binh
thuong nhung dang sir dung cac thudce e
ché manh P-gp hoic CYP3A4, can hi¢u
chinh liéu colchicin va theo ddi cac tac
dung khong mong muén lién quan dén
colchicin.

R6i loan huyét hoc (giam bach cau, giam
tiéu cau) do colchicin c6 thé nghiém trong
hon khi dung ddng thdi hodc gan ddy co

stt dung mot sb thude gay réi loan huyét
hoc hodc suy tity xwong nhu thudc khang
viém, thuéc wc ché men chuyén,
carbamazepin, clozapin, methotrexat,
hodc thude chdng trim cam ba vong.
Colchicin ciing ¢6 thé lam tang nguy co
xudt huyét & bénh nhan dang st dung cac
thudc c6 anh huéng dén qua trinh dong
mau nhu thudc chéng dong.

Khuyén cdo cho nhén vién y té

- Panh gia chic nang gan, chic nang
than, d6 tudi va cac thudc dung dong thoi
cua bénh nhan trudc khi khoi tri va trong
sudt qua trinh diéu tri voi colchicin.

- Gi4o dyc bénh nhan vé nguy co ngd doc
va cac dau hiéu nhan biét sém cua ngd doc
colchicin.

- Ngung colchicin ngay 13p tirc va xir tri
phu hop khi xuét hién cac dau hiéu ngd
doc colchicin. Ngimg diéu tri colchicin it
nhit 3 ngdy sau khi gip cac tac dung
khong mong mudn trén tiéu hoa.

- Luu y bénh nhan vé thoi diém va cach
dung colchicin dé giam nguy co ding qua
liéu hodc sir dung colchicin ngoai chi dinh
duoc cap phép (vi du: diéu tri con dau cap
tinh khong lién quan dén bénh gout).

- Luu ¥ vé cach bao quan va tiéu huy
thudc an toan, dic biét ddi voi bénh nhan
co tré nhd.
Nguon: https://medsafe.govt.nz/profs/PU
Articles/PDF/Prescriber-Update-46-
No.1-March-2025.pdf

TGA: Ting cwdng canh bao ddi voi
khang sinh nhém fluoroquinolon

Fluoroquinolon (ciprofloxacin,
norfloxacin va moxifloxacin) la cac
khéng sinh pho rdng duogc chi dinh cho

cac nhieém khuan do cac chung vi khuan
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con nhay cam va chi nén st dung khi
khong c6 lya chon diéu tri khac phu hop.
Céc canh bao chi tiét hon vé& mot sb phan
ung c6 hai nghiém trong dang duoc cap
nhat bd sung vio to théng tin san pham
clia tit ca cac ché pham fluoroquinolon
duong udng va dudng tinh mach, bao
gom:

- Run, bdn chén, chéng mat; 4o giac
hoic co giat (hiém gip)

- Ton thuwong gan: viém gan va dirt gan.

- R6i loan tim than: nhu 1a 13n, lo 4u
hodc trdm cam.

Mic du hiém gip nhung cic tac dung
khong mong mudn nay cé thé giy tan tat
va c6 thé khong hoi phyc trén bénh nhan.
Chung c6 thé xay ra & bat ky do tudi nao
ma khong can c6 yéu té nguy co tir trudc.
Ngoai ra, cac phan tng c6 hai nay c6 thé
xay ra dong thoi trén mot bénh nhan. Cac
phan g trén than kinh va tim than c6 thé
xudt hién ngay sau liéu khang sinh dau
tién.

Nhitng canh bdo cap nhat nay khong ap
dung cho fluoroquinolon dang nho mit
hoac nho tai.

Khuyén nghi danh cho nhén vién y té

- Nhén thtc & vé nhitng phan tng c6
hai nghiém trong tiém 4n khi chi
dinh fluoroquinolon

- Ké don khang sinh fluoroquinolon phu
hop véi hudéng dan didu tri
- Canh bao bénh nhén vé cac dau hiéu cua
phan tng c6 hai nghiém trong khi diéu tri
v6o1 khang sinh nhom fluoroquinolon va
khuyén céo lién hé nhan vién y té dé duoc
XU tri kip thoi.
- Ngirng str dung thudc ngay khi xuat hién
céc tac dung khong mong mudbn va can
nhic liéu phéap diéu tri thay thé.

Nguén: https://www.tga.gov.au/news/saf
ety-alerts/strengthened-warnings-broad-
spectrum-antibiotics

TGA: Cap nhit canh bio vé nguy co
rdi loan tAm than va roi loan tinh duc
lién quan dén isotretinoin
Isotretinoin (Biét duogc: Roaccutane) la
thube ké don duoc st dung trong diéu tri
mun tring ca nghiém trong khi khong dap
g vai cac liéu phap diéu tri khac. Thong
tin bo sung lién quan dén cac nguy co tiém
4n d3 xac dinh nhu rdi loan tdm than va
r6i loan tinh duc s& duoc cap nhat ddi vai
tat ca cac ché pham chura isotretinoin khac
nhau dang dugc luu hanh trén thi truong.

Théng tin cap nhat bao gom:

- Khuyén nghi méi dé danh gia stc khoe
tam than cho tat ca bénh nhan trudc khi
bat dau dung isotretinoin.

- Bién phap xir tri néu xuat hién triéu
chtng thay d6i tAm trang

- Canh bao va khuyén nghi méi vé céc tac
dung khong mong mudn lién quan dén
stc khoe tinh duc.

Nguy co rdi loan tim than/tinh duc lién
quan dén isotretinoin

Theo Hiép hoi Da liéu Uc (Australasian
College of Dermatologists - ACD), bénh
nhan mic muyn trang ca co thé ty ti vi
ngoai hinh x4u, cam giac ¢6 1ap vé mit xa
hdi va ngai tham gia vao céc hoat dong
hang ngay. Nhiing dnh huong nay co thé
kéo dai ké ca khi cac ton thuong trén da
do mun da thuyén gidm. Ngoai ra, nhiing
bénh nhan bi mun trirg ca thuong gap lo
léng, trc gian, trAm cam va that vong. Do
do, i1sotretinoin duoc khuyén cao la
phuong phéap hiéu qua trong diéu tri mun
trung ca muc dd nhe-trung binh, ning, dai
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ding va/hodc co nguy co dé lai seo. ACD
d3 cong bd khuyén cdo nay vao thang 10
nam 2024.

TGA bét dau danh gia mdi lién quan giira
isotretinoin va cac phan tng bat loi trén
tam than vao nim 2016, két qua cho thay
nhiing canh bao tai thoi diém dé trong to
thong tin san pham dang luu hanh tai Uc
la phu hop. Chang t6i1 da dua ra cap nhat
vé an toan thudc (Medicines Safety
Update - MSU) dé luu ¥ bac si vé nguy co
va su can thiét cta viéc danh gia strc khoe
tam than trudc va trong qua trinh diéu tri
bang isotretinoin.

Uy ban thuéc danh cho nguoi
(Commission on Human Medicines -
CHM) thudc Co quan quan Iy Duoc pham
chau Au (EMA) da cong bd bio cio vé
isotretinoin va nguy co rdi loan tdm than
va tinh duc vao thang 4 nam 2023. B0 Y
té Canada cling di cong bd ban tom tat
danh gia an toan thudc vao thang 6 nim
2024 lién quan dén isotretinoin va nguy
co tiém 4an rdi loan chirc nang tinh duc,
bao gdm ca r6i loan chirc ning tinh dyc
dai dang sau khi ngimg thudc. Theo do,
TGA da tién hanh mot cude danh gid dua
trén tat ca dit liéu dén thoi diém hién tai
lién quan tin hiéu an toan nay. Két qua cho
thay khong thé loai trir mdi lién quan giira
isotretinoin va céc rdi loan tm than/tinh
duc. Trong bdi canh d6, TGA khuyén céo
nén cép nhat to huéng dan sir dung nhu
mat bién phdp du phong va quan 1y nguy
co cua isotretinoin phu hop.

Bio cao ca tai Uc

Co s dir liéu vé bién cb bt loi (Database
of Adverse Event Notification - DAEN)
tinh dén ngay 28/01/2025 ghi nhan dugc
117 trudng hop gap bién cb bat loi nghiém
trong trén tdm than lién quan dén

isotretinoin. Cac bién c6 bat loi dugc bao
c40 bao gdm: trAm cam (48 ca), co y dinh
tu sat (28 ca), tu sat (26 ca), cd géng tur sat
(18 ca), r6i loan tdm than (15 ca), va lo
ling (14 ca). Mot s6 truong hop bénh
nhan c6 thé co gip dong thdi nhiéu hon
mot bién cb bat loi.

Bén canh d6, 24 bao cdo mo ta bién cb rdi
loan chtrc nang sinh duc bao gff)m: rdi loan
cuong duong (5 ca), gidm cam giac (4 ca),
khé am dao (3 ca), giam ham muén tinh
duc (2 ca), mat ham mudn tinh duc (2 ca)
va r6i loan chirc nang tinh duc (2 ca).
Cép nhit trong to thong tin sin pham
Muc: Canh bdo dac biét va than trong
khi sir dung

R6i loan tAm than:

Tram cam, triéu chimg loan than, hay cac
tinh trang hiém gap nhu tu sat, y dinh va
hanh vi tu sat da dugc bao cdo khi s dung
isotretinoin (Biét duoc: Roaccutane). Tét
cd bénh nhian nén dwgce danh gia sirc
khée tim than va tién sir gia dinh mic
cac bénh vé sirc khée tim than truéc
khi bit diu diéu trj bing isotretinoin.
Can theo ddi cac ddu hiéu tram cam cua
tit ca bénh nhan, dic bi¢t 1a bénh nhan co
tién st trAm cam. Xir tri ngirng thude va
¢6 bién phap diéu tri tAm than phu hop
khi bénh nhan xuit hién triéu chirng
ciia trAm cam. Co ché cua phan tng c6
hai nay chua rd rang, viéc ngirng thude cd
thé khong lam giam céc triéu ching va do
d6 can danh gia thém vé tdm than hoic
tam ly cua bénh nhan.

Réi loan chtre ning tinh duc:

Roi loan cuong duong, giam ham mudn
tinh duc, kho am ho - am dao, gidam cam
giac va chirng nguc to & nam gid1 da dugce
bdo cao khi st dung isotretinoin. Nhan



vién y t& cAn hoi bénh nhan vé cac dau
hi¢éu hodc triéu chung cua r6i loan chire
nang tinh dyc trude khi bat dau diéu tri va
can dugc theo ddi sy xuit hién cua céac roi
loan tinh duc méi trong qua trinh diéu tri.
Co ché cua phan Gmg c6 hai ndy chua rd
rang, viéc ngimg thudc c6 thé khong lam
giam céc triéu ching va do d6 can tham
khao thém y kién chuyén mén cia cac
chuyén gia.

Muc: Tac dung khong mong muén

Moéi quan hé nhan qua giira sit dung
isotretinoin va rdi loan chirc ning sinh
duc chua dugc xéc dinh.

Khuyén cdo danh cho nhén vién y té

- Canh giac va theo ddi cac rdi loan tAm
than va tinh duc tiém an lién quan dén
isotretinoin, dic biét 1a ¢ d6i tuong thanh
thiéu nién.

- Panh gia stc khoe tdm than ctia bénh
nhan va tién s bénh tdm than trong gia
dinh truéc khi bit dau st dung
isotretinoin.

- Ngtng thudc ngay 1ap tirc néu xuat hién
cac thay ddi vé tam trang va tham khao ¥
kién chuyén gia néu cac triéu chimg van
tiép tuc sau khi dimg thudc.

- Canh bao cho bénh nhéan vé cac dau hiéu
nhan biét khi gap phan Gng c6 hai cia
thudc bao gom: traim cam, thay doi hanh
vi (hung hing, bon chdn), c6 y dinh hoic
hanh vi tu sat, rdi loan chirc nang sinh duc
(ri loan cwong duong, giam ham mudn),
kh6 am ho, gidm cam gidc, ching nguc to
O nam gidi.

Nguén: https://www.canada.ca/en/health-
canada/services/drugs-health-
products/medeffect-canada/health-

product-infowatch/march-
2025.html#al.5

Mot s6 diém tin an toan cip nhat tir
Bén tin WHO s6 01/2025

1. Nguy co sét khi sir dung mebendazol.
Trung tdm Canh gidc Dugc Ha Lan
(Kingdom of  the Netherlands
Pharmacovigilance Centre) thong bdo sé€
cip nhat bd sung nguy co sbt trong to
thong tin san phadm cua cac ché pham
chtra mebendazol.
Mebendazol 1a thube diéu tri cac bénh
nhiém giun ky sinh nhu giun kim va giun
dia.
Trung tdm Canh gidc Dugc Ha Lan da ghi
nhan va tién hanh phan tich 23 bao cdo md
ta tinh trang s6t sau khi st dung
mebendazol. Panh gid bao cdo va mot sd
ngudn tai lidu y vin cho thiy c6 méi lién
quan gilta viéc st dung mebendazol va
tinh trang s6t. Thong tin nay da duoc gui
dén Hoi dong Panh gia thuéc Ha Lan
(MEB) va MEB quyét dinh yéu cau cic
nha san xuit bo sung thong tin vé nguy co
s6t vao thong tin san pham cua
mebendazol.
2. Nguy co gip hdi chirng tiét hormon
ADH khong thich hgp khi st dung
olanzapin.
Health Canada d3 bo sung canh bao vé
nguy co tiém 4n cia hoi chimg tiét
hormon chéng bai niéu khong thich hop
(Syndrome of inappropriate secretion of
antidiuretic hormone - SIADH) vao to
thong tin san pham cua olanzapin.
Hoi chung SIADH déac trung bdi tinh
trang tang tiét qua mirc hormon chéng bai
niéu din dén khong thé bai xuat nudc ra
ngoai co thé. SIADH thuong dan dén ha
natri mau, c6 thé gay de doa tinh mang va
td vong cho nguoi bénh. Hién nay,
olanzapin dang dugc chi dinh trong diéu
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tri cac tinh trang tam than phan liét, roi
loan tAm than, va rdi loan ludng cuc.
Hién nay, mbi lién hé gitra viéc sur dung
olanzepin va SIADH chua duogc xac dinh
r0 rang. Tuy nhién, dy trén cac dir li¢u
hién c6, Health Canada khéng dinh khong
thé loai trir kha ning nguy co SIADH va
ha natri mau lién quan dén thudc
olanzepin. Dong thoi, sau khi xét dén su
phd bién cua olanzepin trong diéu tri va
dac diém cua nhom ddi tuong bénh nhan
duogc ké don olanzepin tai Canada, Health
Canada d3 quyét dinh canh bao vé nguy
co SIADH va ha natri mau lién quan dén
olanzapin.

3. Khuyén cao theo déi huyét ap cho
bénh nhan khi sir dung bromocriptin
Bromocriptin la mot chit chi van
dopamin dugc chi dinh trong dy phong
hoic trc ché hién tugng tiét sita sinh 1y sau
sinh.

MHRA da ghi nhan dugc mét bao céo ca
nhdn manh sy can thiét phai theo doi
huyét ap trong sudt qua trinh diéu tri bang
bromocriptin, dac biét la trong nhiing
ngay dau tién sir dung thudc.

Khuyén cdo danh cho nhén vién y té:

- Khi ké don bromocriptin cho bat ky chi
dinh nao, can theo ddi chit ch& huyét ap
cua bénh nhan, dic biét trong giai doan
bét dau diéu trj va khi ting liéu.

- Khi bénh nhan c6 biéu hién ting huyét
ap, can ngimg ngay viéc diéu tri bang
bromocriptin va danh gia lai bénh nhan dé
c6 bién phap xur tri phu hop.

4. Nguy co hong ban nhiém sic c¢6 dinh
khi st dung
metronidazol va tetracyclin

cac khang sinh
Hoi dong chuyén gia Panh gia Tin hiéu
thudc Uy ban Duoc dién An D6 (IPC) x4c
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dinh bién cd héng ban nhiém sic ¢ dinh
(fixed drug eruption) 12 lién quan dén viéc
st dung cac khang sinh metronidazol va
tetracyclin

Sau khi phan tich cac bdo cao ca riéng 1¢é,
IPC d3 phat hién dugc mbi lién quan giira
st dung metronidazol hodc tetracyclin va
phan tng hdng ban nhiém sic c¢b dinh.
Theo d6, IPC da khuyén cdo bd sung tic
dung khong mong mudén hong ban nhiém
sic ¢d dinh vao to thong tin san pham cua
cac thude trén.

Ngudn: https://iris.who.int/bitstream/han
dle/10665/381509/9789240110755-
eng.pdf?sequence=1

MHRA: Canh bao vé nguy co lam
dung thudc chii vin beta-2 tic dung
ngin (SABA) trong diéu tri hen va cip
nhit quan trong trong huéng din ké
don SABA
Thudc chi van thu thé beta-2 tac dung
ngin (Short-acting beta 2 agonists -
SABA) dugc chi dinh dé lam giam triéu
chtng trong diéu tri hen. Cac SABA dang
duoc cdp phép luu hanh bao gdém

salbutamol va terbutalin.

Trudc thang 12 ndm 2024, SABA dang hit
duoc khuyén cdo st dung dé cat con hen.
DPdi v6i bénh nhan co cac con hen xuét
hién ngan va khong thuong xuyén, cung
v6i chirc nang phdi binh thudng, ¢ thé st
dung SABA dang hit don trj liéu dé kiém
soat triéu chung hen cua bénh nhan.

Céip nhit thong tin san phim thudc
SABA tai Anh

Co quan Quan 1y Dugc phim Anh
(MHRA) va Uy ban Canh giac Dugc cua
Co quan quan 1y Duoc phdm Chau Au
(PRAC) di bit ddu danh gid nguy co lam


https://iris.who.int/bitstream/handle/10665/381509/9789240110755-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/381509/9789240110755-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/381509/9789240110755-eng.pdf?sequence=1

dung SABA vao nam 2022. Panh gia
dugc tién hanh dya trén dit lidu tir 187.675
bénh an dién tir cia cac bénh nhan hen tur
12 tudi tré 1én tai Anh hodc tai cac nude
thanh vién khac. Két qua nghién ctru chi
ra rang viéc str dung ba 6ng hit SABA tré
1én trong vong mot nim co lién quan dén
nguy co bénh nhan gdp phai cac con hen
kich phat nang. Méi lién quan nay hoan
toan dgc lap vaéi viée sur dung cac thude
chdng viém trong phac do diéu trj hen.
Dua trén két qua danh gia nay, nim 2023,
MHRA d3 ting cuong canh bao vé nguy
co bénh hen tién trién xau di khi lam dung
SABA dé cat con hen. Cac khuyén cao
dugc bo sung trong to thong tin san pham
ciia cac thubc SABA dang luu hanh tai
Anh, bao gom:

- Viée st dung thudng xuyén céac thube du
phong hen 13 quan trong ké ca khi bénh
hen da dwoc kiém soat tt hodc hiém khi
can str dung cac thudc cit con dang hit.

- Khuyén cdo bénh nhan bao ngay cho
nhan vién y té khi tan suat sir dung SABA
tang 1én, ddm bao kip thoi danh gia lai
phac d6 diéu tri hen.

Cép nhat huéng din diéu tri hen tai
Anh nam 2024

Hudng dan diéu tri hen ctia Anh duoc cap
nhat vao thang 11 ndm 2024 sau khi phan
tich dit liéu tir nhiéu ngudn bao gdm cac
tong két qudc gia vé ti 16 tir vong do bénh
hen & ca ngudi 10n va tré em. Két qua nay
nhan manh réng viéc st dung SABA don
thuan s& cho thay két cuc xau nhat trén
lam sang ddi v6i bénh nhan hen & moi
nhém tudi. Déng thoi, lam dung SABA c6
lién quan dén nguy co con hen kich phat
nang, can nhdp vién va tham chi la tu
vong, bit ké mirc d6 ning cua tinh trang
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hen hay viéc c6 hay khong str dung dong
thoi cac thude chdng viém. Hudng dan
cap nhat nay khong con khuyén céo sir
dung don tri liecu SABA dang hit trong
diéu tri bénh hen ma duogc ké don dff)ng
thoi mot loai thude corticosteroid dé du
phong con hen tai phat. Huéng dan hién
tai khuyén nghi rang phan 16n bénh nhan
hen nén dugc kiém soat con hen bang liéu
phap cit con (anti-
inflammatory reliever - AIR) hodc li¢u

chong viém

phap diéu tri duy tri va cat con
(maintenance and reliever - MART) ma
khong can st dung SABA. Pong thoi,
hudng dan khuyén cdo danh gia hiéu qua
ctia phac d6 diéu tri hen trén bénh nhan
mdi 1an tai kham dé dam béo t6i wu hoa
diéu tri.

Bio cdo tir Co sé Dir liéu Quéc gia
Mot nghién ctru duge cong bd vao thang
12 nam 2024 vé cac trudng hop tir vong &
tré em do hen hoac phan vé giai doan tur
thang 04/2019 dén thang 03/2023. Két
qua nghién ctiru nay gbp phan ung ho cac
bang chimg trude d6 vé nguy co lién quan
dén lam dung SABA. Cu thé, 47 tré trong
s6 54 tré tir vong do hen (chiém 87%) c6
stt dung qua mic SABA (3 6ng hit tro
1én/nam) dé cit con vao nam trude khi tir
vong, trong do, 27 tré (50%) dugc st dung
tir 12 dng hit SABA trd 1én. Ngoai ra, 35
tré (chiém 65%) khong duoc st dung cac
thudc du phong hen tai phat day di trong
nam trude khi tir vong (< 9 6ng hit/nam),
trong do, 23 tré (43%) chi nhan téi da 4
6ng hit.

Khuyén c4o danh cho nhan vién y té

- Viée str dung qua muc thuéc SABA dé
cat con hen c6 thé che gidu tinh trang tién
trién xau di ctia bénh hen va ting nguy co



xuét hién cdc con hen nang kich phat,
tham chi de doa t&1 tinh mang.

- Khong ké don SABA cho bénh nhan hen
& bat ky d6 tudi nao trir khi ké don dong
thoi corticosteroid dang hit (ICS)

- Pam bao moi bénh nhan hen déu duoc
diéu tri duy tri bang phac dd chéng viém
phu hop ngay cé khi tinh trang hen da
dugc kiém soat tot. Ca nhan héa diéu tri
d6i v6i timg nguoi bénh.

- Can nhéc danh gia va diéu chinh phac db
diéu tri hen ddi cAc bénh nhan can sir dung
SABA dé giam triéu ching > 2 lan/tuan

- Can danh gi4 lai phac d6 diéu tri ngay
ddi v6i cac bénh nhan c6 s6 don thude
chira SABA dang hit tang hodc khong
tuan tha phac do duy tri véi thue chéng
viém da ké don.

- Khuyén céo st dung liéu phap thay thé
nhu liéu phap AIR va liéu phap MART
d6i v6i ddi twong bénh nhan trén 12 tudi
chua kiém soat hen tot

- Bao cdo nhiing truong hop nghi ngo 1a
phan mg c6 hai cta thudc

Nguén: https://www.gov.uk/drug-safety-
update/short-acting-beta-2-agonists-saba-
salbutamol-and-terbutaline-reminder-of-
the-risks-from-overuse-in-asthma-and-
to-be-aware-of-changes-in-the-saba-
prescribing-guidelines

EMA: Khuyén c4do bi¢n phap giam
thiéu nguy co roi loan tim than khi sir
dung thudc finasterid va dutasterid
Sau mét danh gid dya trén cac dit li€u su
dung thudc finasterid va dutasterid trén
toan Lién minh Chau Au, Uy ban Canh
giac dugce ciia Chau Au (PRAC) da xac
nhén rang viéc xuét hién v dinh tu sat 1a
mot tac dung khong mong mudn khi sir
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dung vién nén finasterid ham lugng 1mg
va 5 mg véi tan suat chua rd.

Hién nay, finasterid dang vién nén Img
dugc st dung trong diéu tri chimg rung
toc (rung toc ndi tiét té androgen) o giai
doan som. Vién nén finasterid Smg va
vién nang dutasterid 0.5mg dugc sir dung
dé diéu tri ting san tuyén tién liét lanh
tinh.

Phan 16n cac truong hop xuat hién y dinh
tu sat dugc bao cao ¢ nhitng bénh nhan st
dung vién nén finasterid 1mg dé diéu tri
rung toc do noi tiét t6 & nam gidi. Thong
tin san pham cua cac ché pham chira
finasterid da bao gdm cac thong tin canh
bao vé nguy co rdi loan tAm than nhu trAm
cam va co y dinh ty sat. Bénh nhan nén
tham khao y kién bac si va ngimg thudc
finasterid khi xuat hién cac triéu ching
nay.

T& thong tin san phdm cua finasterid ciing
s& cap nhat thong tin canh bao vé cac tac
dung khong mong muén lién quan dén
chtrc ning sinh duc (nhu giam ham mudn
hoic rdi loan cuong duong), bién cd nay
cling gop phan din dén rdi loan tdm than
trén bénh nhan

Thé thong tin danh cho bénh nhan s€ duogc
bd sung trong cac ché pham finasterid
dang vién nén dé lvu y bénh nhan vé cac
nguy co nay va huéng dan cach xu tri phu
hop.

Céc khuyén cdo nidy duoc dua ra sau khi
EMA két thuc viée dénh gia nguy co lién
quan dén xuat hién y nghi va hanh vi tu
sat khi sir dung finasterid va dutasterid.
PRAC di xac dinh xuét hién y nghi tu sat
la mot phan g c6 hai cua finasterid va
dutasterid. Tuy nhién, PRAC ciing két
luan ré'mg loi ich diéu tri cta finasterid va


https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines
https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines
https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines
https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines
https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines
https://www.gov.uk/drug-safety-update/short-acting-beta-2-agonists-saba-salbutamol-and-terbutaline-reminder-of-the-risks-from-overuse-in-asthma-and-to-be-aware-of-changes-in-the-saba-prescribing-guidelines

dutasterid van vuot trdi nguy co & tat ca
cac chi dinh dugc phé duyét hién nay.

Dt li€u hi¢n nay chua thé xac dinh moi
quan h¢ nhan qua gitra dutasterid va nguy
co xuét hién y dinh ty sat. Tuy nhién do
co ché tac dung cua dutasterid twong dong
v6i finasterid nén canh bao vé nguy co rdi
loan tAm théan do dutasterid cling s€ dugc
b6 sung vao muc Than trong trong to
thong tin san pham.

Panh gia ciia PRAC vé nguy co rdiloan
tAm than lién quan finasterid va
dutasterid

PRAC tién hanh danh gia dua trén dit liéu
hién c6 vé hiéu qua va do an toan cua
finasterid va dutasterid, bao gdm dir liu
tir cac thtr nghiém 1am sang, co s¢ dit lidu
EudraVigilance (co s& dir liéu bao céo vé
phan tng c6 hai cua chau Au), tai lidu y
van va cac nghién ctru khoa hoc.

Co so dir licu EudraVigilance ghi nhan
dugc 325 truong hop xuat hién y dinh tu
sat, trong d6 313 truong hop nghi ngd do
finasterid va 13 truong hop nghi ngo do
dutasterid, trong d6 1 truong hop bénh
nhan duoc st dung ca hai thudc nghi ngo.
Nhitng bao cdo nay duoc danh gid moi
lién quan giita thudc va bién cd & mirc do
"c6 thé" hodc "co kha nang", hau hét bénh
nhan st dung thudc dé diéu tri triéu ching
rung toc. Két qua nay dugc ghi nhan trong
bbi canh sir dung thudc 1a khoang 270
triéu nam-nguoi bénh (patient-year) bénh
d6i v6i finasterid va 82 triéu nam-nguoi
bénh dbi v6i dutasterid (trong d6 1 nim-
nguoi bénh dugce dinh nghia 1a dir li¢u st
dung thudc trong mot nim ctua mot nguoi
bénh).

Trong sudt qua trinh danh gia, PRAC da
tiép nhan va danh gia cac thong tin lién
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quan tir bénh nhan, nguoi cham soc, nhan
vién y té, nha khoa hoc va cac t6 chirc ctia
bénh nhan va nguoi tiéu dung.

Khuyén cdo danh cho nhén vién y té

- Khuyén céo bénh nhin dang st dung
finasterid dé diéu trj rung toc (rung téc do
noi tiét to androgen) ngirng thude va tham
khao ¥ kién béc si diéu tri néu xuat hién
chan nan, tram cam hodc y nghi tu sat.

- Finasterid ciing lién quan dén nguy co
1oi loan chitc nang tinh duc, diéu nay co
thé gop phan gay réi loan tim than trén
bénh nhan. Do d6, can tu van va can nhic
ngimng thude khi bénh nhan c6 nhiing biéu
hién nay.

- Mbi hop thubc finasterid s& duoc bd
sung mat thé thong tin danh cho bénh
nhan dé luu ¥ bénh nhan vé nguy co va
huéng dan cach xtr tri phu hop.

- EMA di két thuc viéc danh gia dya trén
dit liéu trén toan Lién minh chau Au vé
cac thudc finasterid (vién nén ham luong
Img va 5 mg, xit ngoai da) va dutasterid
(vién nang 0,5mg), EMA da két luan mirc
d6 bang chimg vé nguy co réi loan tim
than 13 c6 su khéc biét gifra cac hoat chit,
chi dinh va cac dang bao ché.

- Panh gia cho thay chua dii bang chung
dé thiét 1ap mdi lién hé nhan qua giira sir
dung dutasterid va nguy co xuét hién ¥
nghi tu sat. Tuy nhién, dya trén co ché tac
dung cta nhom e ché 5-alpha reductase
(5-ARIs), théng tin san pham cua
dutasterid ciing s€ dugc cap nhat dé bod
sung canh bao vé nguy co nay.

- EMA s& glri mot van ban thong tin vé
nguy co roi loan téi cac nhan vién y té va
dang tai trén trang website chinh thirc ctia
EMA.



Nguén: https://ansm.sante.fr/actualites/a
nti-inflammatoires-non-steroidiens-ains-
chez-les-femmes-enceintes-ameliorer-
linformation-sur-les-risques-pour-un-
meilleur-usage

EMA: Cac khuyén c4o méi vé chi dinh
ciia khang sinh azithromycin tir Uy
ban thudc sit dung cho ngudi (CHMP)
Uy ban thudc sit dung cho nguoi
(CHMP) thu¢c Co quan quan ly Dwge
phim chiu Au (EMA) dwa ra mot sb
khuyén cdo méi vé viéc sir dung khang
sinh azithromycin & chau Au. Cu thé,
CHMP dé xuit han ché mét so6 chi dinh
ciia azithromycin, nham t6i wu héa viéc
sir dung khang sinh nay va giam thiéu
si gia ting tinh trang vi khuin khang

khang sinh ddi voi azithromycin.
Azithromycin 1la khang sinh nhom
macrolid, dugc chi dinh trong diéu tri cac
nhiém khuan do vi khuan Gram duong va
Gram am trén nguodi 16n va tré em. Cac
ché pham chira azithromycin dang luu
hanh dugc bao ché dudi dang dang dudng
ubng va dang truyén tinh mach.

Hi¢n nay, azithromycin dang dugc s
dung rat pho bién trong diéu tri va thudc
danh muc thudc thiét yéu cua T6 chic Y
t¢ Thé gi6i (WHO).
azithromycin c6 nguy co cao gy ra tinh

Tuy nhién,

trang khang khang sinh, do d6 dugc phan
loai 1a khang sinh nhom theo doi (Watch)
theo phan loai AWare cia WHO. Theo
WHO cac khang sinh nhom Watch nén
dugc wu tién sir dung cho mot s6 chi dinh
chinh va can giam sat can than. Tuy nhién,
mot nghién ctu thuc hién boi EMA va
DARWIN EU cho thdy azithromycin
thudc top 5 khang sinh duoc ké don nhiéu
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nhat & 5 qubc gia chdu Au (Phap, Vuong
qudc Anh, Pirc, Ty Ban Nha va Ha Lan)
giai doan 2012 dén 2021. Pdng thoi, dir
liéu tor cac co so dir licu ATLAS va
SENTRY tai cing thoi diém ciing ghi
nhan duoc su gia tdng cua tinh trang
khang azithromycin trén toan cau. Hon
nita, sy gia ting ndy c6 mbi lién quan voi
cac chi dinh cua azithromycin da dugc
phé duyét tai chau Au.

Do d6, voi muc dich tang cuong st dung
thudc hop 1y va dam bao hiéu qua diéu tri
cua cac khang sinh macrolid, CHMP da
tién hanh danh gia lai loi ich va nguy co
ctia azithromycin (bao gom: dang duong
ubng va duong truyén tinh mach). Tat ca
dir liéu san c6 duoc dua vao danh gia, bao
go6m két qua tir cac nghién cru 14m sang,
dich t& khang thudc cua cac tic nhin giy
bénh lién quan dén cac chi dinh d3 duoc
phé duyét tai chau Au, danh gia nguy co
khang thubc trong qué trinh diéu tri, cac
khuyén nghi trong cac huéng dan hién
hanh va huéng dan diéu tri cua Lién minh
chau Au (EU).

Cap nhit khuyén cdo méi vé chi dinh
Dya trén danh gia toan dién nay, CHMP
khuyén nghi cap nhat hau hét cac chi dinh
ctia thudc azithromycin dang dudng udng
va duong truyén tinh mach. Cung véi do,
cac cap nhat nay ciing duoc diéu chinh
phu hop nhét dya trén cac khuyén nghi vé
lidu luong va chéng chi dinh, tuong tac,
st dung trong thai ky, tac dung khong
mong mudn va dit liéu tir cac nghién ctru
lam sang tUr tit ca cac ché pham
azithromycin dang luu hanh. Cu thé, cic
chi dinh quan trong dugc ra soat va cap
nhat nhu sau:

- Nhiém khuan duong ho hap trén va dudi
(nhiém trung mili, hong, khi quan va
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phdi): viém xoang cép tinh do vi khuan,
viém amidan va viém hong cap do lién
cau khuan, dot cAp cua viém phé quan
man tinh va viém phoi mic phai trong
cong dong;

- Cac bénh lay qua duong tinh dyc: viém
niéu dao va viém cd tu cung do
Chlamydia trachomatis hodc Neisseria
gonorrhoeae;

- Nhiém khuan phy khoa: viém ving
chau;

- Nhiém khuan ring: ap xe nha chu va
viém nha chu. Piéu tri va du phong cac
loai nhiém khuan phuc tap giy bai
Mycobacterium avium trén bénh nhan
nhiém HIV-1.

Ngoai ra, CHMP khuyén céo khéng str
dung azithromycin dudng udng trong cac
truong hop sau:

- Mun trirmg c& mure d§ trung binh, nguyén
nhan do 15 chan 16ng bi tic nghén béi dau
thira va té bao chét;

- Diét trir vi khuan Helicobacter pylori
giy nhiém khuan da day dan dén tinh
trang viém va loét da day man tinh;

- Du phong con hen cdp co/khong kém
tang bach cau 4i toan

Cap nhat canh bao méi

CHMP nhdn manh vé nguy co khang
khang sinh trong t& thong tin san pham.
Theo d6, azithromycin c6 thé thiic dy su
gia ting tinh trang khang thudc do ndng
d6 thubc trong mau va mé van duy tri &
mirc thap trong mot khoang thoi gian dai
sau khi di nging thudc. Canh bao méi
nay nhan manh azithromycin chi nén
dugc str dung khi da can nhéc can than loi
ich va nguy co, tinh trang khang thudc tai
dia phuong, va khi phac dd diéu tri dau
tay khong phu hop.
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Dé xuit cia CHMP di dugc giri dén Lién
minh chau Au dé ban hanh céc quyét dinh
mang tinh phap 1y, c6 hiéu lyc trén tat ca
cac qudc gia thanh vién.

Khuyén c4o danh cho can b y té
khong chi dinh
azithromycin duong udng trong diéu tri

- Khuyén céo
mun trirng ca mtrc do trung binh, diéu trj
vi khuan Helicobacter pylori va dy phong
cac dot hen cip co/khong ting bach cau 4i
toan.

- Cap nhat canh bdo mai trong to thong tin
san phdm cua azithromycin vé nguy co
gia ting tinh trang khang thudc khang
sinh.

- Can nhic can than loi ich va nguy co,
dich t& khang thudc tai dia phwong, cac
liéu phap uu tién khac trudc khi ké don
azithromycin.

Nguén: https://www.ema.europa.eu/en/n

ews/changes-use-antibiotic-azithromycin

FDA: Canh bao vé nguy co ngira
nghiém trong khi ngirng thudc khang
histamin dwong udng sau dot diéu tri

kéo dai

Tém tit

Co quan Quan ly Thyc phim va Dugc
pham Hoa Ky (FDA) canh bao vé nguy co
ngra nghiém trong nhung hiém gip khi
ngimg cac thudc khang histamin duong
udng sau mot thoi gian str dung dai.

Céc thudc khang histamin bao goém ca
nhimg thubc ké don va khong ké don
(OTC). Tinh trang ngtra da dugc ghi nhan
trén bénh nhan st dung cac thubc nay
hang ngdy va kéo dai it nhét vai thang dén
vai nam. Cac bénh nhan nay cting khong
c6 tién str ngtra trude khi khoi dau diéu tri
v6i cac thude khang histamin. Cac trudng
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hop dugc bao céo tuy hiém gip nhung
nghiém trong, bénh nhan thuong co6 biéu
hién ngira nghiém trong, lan rong va can
dén can thiép y té. Do d6, FDA dang b
sung canh bao trén td thong tin san pham
vé nguy co ngira khi ngirng thudc sau khi
stt dung céc thudc khang histamin ké don
(bao gdm: cetirizin va levocetirizin) kéo
dai. FDA sé& yéu cdu cac nha san xuit bd
sung canh bao vé nguy co niy trén nhin
thudc cua cac khang histamin khong ké
don (OTC). Trong thoi gian chd cap nhat,
FDA tiép tuc theo ddi va canh bao cho
cong dong vé phan tng c6 hai hiém gip
nhung nghiém trong nay.

Nguy co ngira nghiém trong lién quan
dén cetirizin va levocetirizin

Cetirizin va levocetirizin 1a cac thudc
khang histamin, c6 tac dung doi khang vai
histamin do co thé giai phong trong cac
phan ung di tmg. Ca hai thuéc déu dugc
phé duyét cho chi dinh diéu trj di tng theo
mua & ngudi 16n va tré em tir 2 tudi tro
1én, di rng quanh nam (viém mii di rng
quanh ndm va may day man tinh quanh
nam) ¢ bénh nhén tir 6 thang tudi trd 1én.
Trong khoang thoi gian tor ngay
25/04/2017 dén ngay 06/07/2023, FDA da
ghi nhin duogc 209 trudng hop trén thé
gidi (197 truong hop 6 Hoa Ky) xuat hién
ngua sau khi ngiig sur dung cetirizin (180
truong hop), levocetirizin (27 trudong
hop), hodc ca hai thubec (2 trudng hop)
trong co s& dit liéu cua hé thdng béo céo
bién cb bat loi FDA (FDA Adverse Event
Reporting System - FAERS). Trong tat ca
209 trudng hop, bién ¢b ngira déu c6 moi
lién hé phu hop vé thoi gian véi viée
ngimg thudc, cu thé thoi gian khoi phat
ngua trung vi 1a 2 ngay, dao dong tur 1 - 5
ngay. 182 truong hop (chiém 87%) duoc
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bao cdo truc tiép tir nguodi dung thude,
trong d6 6 truong hop do nhan vién y té
tu bao cdo tricu chung cua chinh ho.
Trong d6, 106 trudng hop cé thong tin vé
thoi gian sir dung thude, khoang 92% (97
truong hop) co thoi gian dung thude trén
3 thang, cho thay viéc sir dung kéo dai c6
thé 1a mot yéu td nguy co gy bién ¢ nay.
Trung vi cta thoi gian s dung thudc
trude khi xuat hién ngira sau khi ngimng
thudc 13 33 thang, tuy nhién dao dong rat
16n tir 1 tuan dén 23 nam. Ngoai ra, sb ca
ngira tang khi thoi gian st dung thudc
tang, cho thdy rang thoi gian st dung
thudc cang kéo dai thi cang ting nguy co
gip bién cb bét loi nay.

Nhiéu bao cdo md ta tinh trang ngira lan
rong toan than sau khi ngirmng thudc, giy
anh hudng nghiém trong dén chét lugng
cudc séng va sinh hoat cia nguoi bénh.
Céc bién chung nghiém trong bao gom:
tan tat (48 truong hop), nhap vién (3
truong hop), xuat hién y dinh hoic hanh
vi tu sat (2 truong hop). C6 92/93 trudong
hop ghi nhan duoc bién cb ngua lai xuat
hién sau khi tai su dung sau d6 ngung
thude. Tuy nhién, viéc tai st dung thude
giip giam ngra ¢ 71/79 truong hop
(chiém 90%), sau do, giam liéu thudc tir
tir gitp cai thién tridu ching & 9 trong sb
24 truong hop thur st dung phuong phap
nay (chiém 38%).

Hau hét
levocetirizin dugc cip phat dudi dang
thude (OTC). Cu thé, ndm 2022, wéc tinh
c6 khoang 26,8 tri¢u don thudc cetirizin

cac thudc cetirizin va

va levocetirizin duoc cip phat tir cac nha
thudc ngoai tra tai Hoa Ky, trong do, 65%
(17,5 triéu don thuéc) 1a cac ché phém
OTC, 35% (9,3 triéu don) 1a thube ké don.
Ngoai ra, udc tinh 62,7 triéu goi thudc



cetirizin va levocetirizin OTC dugc ban
cho nguo1 bénh tir cac co s ban Ié.

Mic du, co ché chua rd rang, tuy nhién
danh gia ctia FDA cho thiy c6 méi lién
quan gilra phan rng nglra vo1 viée ngung
cac thudce cetirizin va levocetirizin. Nhiéu
bao cao mo ta tinh trang ngura lan rong,
can can thiép y té, dong thoi anh hudng
dang ké va kéo dai dén chat lugng cudce
séng va sinh hoat ctia bénh nhan. Hau hét
bénh nhin xuit hién ngira sau khi nging
thudc déu co thoi gian sir dung thude kéo
dai hon 3 thang, chi mot sd it truong hop
xuat hién khi dung thudc dudi 1 thang.
Viéc tai st dung thubc giup lam giam
ngira & da s6 truong hop, ngoai ra, & mot
s6 bénh nhan, viéc giam lidu tir tir sau khi
tdi st dung cling gilp cai thién triéu
ching. Hién nay, FDA chua xac dinh
dugce yéu td nguy co nao khac din dén
tinh trang ngtra sau khi nging thudc.
FDA luu ¥ rang tat ca cac loai thudc déu
c6 thé gy ra tac dung khong mong mudn
ngay ca khi dugc stir dung véi chi dinh phu
hop. Mdi ca thé bénh nhan c6 thé phan
ng voi thude theo cach khac nhau, tiy
thudc vao tinh trang sic khoe, yéu t6 di
truyén, cac loai thudc dung déng thoi, ...
Do d6, FDA chua thé x4c dinh chinh xéc
kha nang mgt bénh nhan gdp phai phan
ung ngtra sau khi ngiing stir dung cetirizin
hoac levocetirizin.

Khuyén cdo danh cho nhén vién y té:

- Nhéan vién y té can luu y nguy co ngira
nghiém trong khi ngimg céc thudc khang
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histamin (cetirizin, levocetirizin) sau dot
str dung kéo dai. Bao cdo vé phan tng c6
hai nay da dugc ghi nhan & bénh nhan
dung thudc khang histamin hang ngay va
kéo dai it nhit vai thang, tham chi 1a vai
nam.

- Thot gian khoi phat ngtra thuong trong
vong vai ngdy sau khi ngimg thudc, d6i
v6i ca thubc ké don va OTC chira
cetirizin, levocetirizin.

- Khuyén cdo bénh nhan thong bio véi
nhan vién y té khi xuat hién ngira nghiém
trong sau khi ngung cetirizin hodc
levocetirizin.

- Hi€u qua cua cac bién phdp xu tri phan
mg ¢6 hai nay chua duoc danh gia day
da. Tuy nhién, triéu chung nglra giam &
hau hét bénh nhén khi tai sir dung thude,
va & mot s6 bénh nhan giam lidu tur tir sau
khi tai sir dung thude.

- Trude khi ké don nhiing thudc khang
histamin duong uéng, dic biét khi can st
dung cac thudc nay kéo dai, thao luan véi
bénh nhéan vé nguy co ngira nghiém trong
khi ngung cetirizin hodc levocetirizin.
Nguy co ndy can duogc thao luan di véi
ca nhirng bénh nhan sir dung thuéc OTC
chura cetirizin hoac levocetirizin.

- Béo céo cac bién cb bat loi nghi ngd do
cetirizin hoac levocetirizin.

Nguén: https://www.fda.gov/drugs/drug-
safety-and-availability/fda-requires-
warning-about-rare-severe-itching-after-
stopping-long-term-use-oral-allergy-
medicines
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NHOM THUOC MIEN DICH TRONG PIEU TRI UNG THU PUONG MAT
(BTC)

1. Giéi thiéu chung

Ung thu duong mat (UTDM) 1a nhimng ton thuong 4c tinh xuét phat tir té bao biéu mé cia
duong mat, bao gdm: ung thu bong Vater, ung thu tii mat, UTPM trong gan va UTPM
ngoai gan [1]. Mic du dé c6 rat nhiéu nhitng tién bo trong y hoc néi chung va diéu tri ung
thu noi riéng, nhung tién lurong cua ung thu duong mat van con rat han ché. Tai thoi diém
chan doan, c6 dén 80% céc trudng hop khong thé phau thuat dugc [2] va ngay ca khi bénh
nhan duoc phau thuat thi ty 18 tai phat cing 1én dén 70%. Trong sudt 10 ndm qua phéc dd
phéi hop hoa tri Gemcitabine va Cisplatin (GemCis) van 1a diéu tri toan than tiéu chuan
cho nhitng bénh nhan ung thu dudng mat qua chi dinh phau thuat [1]. Tuy nhién, hiéu qua
ctia phac d6 nay van con han ché véi trung vi séng con toan bo khéng qua 12 thang [3].
Hién nay, v6i sy xudt hién cua liéu phap mai, ph01 hop giita mién dich voi phac d6 hoa tri
GemCis hira hen mang dén hiéu qua diéu tri t6t hon so voi héa tri don thuan.

Phéac d6 phdi hop Durvalumab + GemCis 13 phac dd phdi hop mién dich dau tién duoc
FDA phé duyét tor nam 2022 va da dugc BO'Y té phé duy¢t va luu hanh tai Viét Nam tur
31/12/2024 [4]. Két hop durvalumab véi phac @6 GemCis dd mé ra mot huéng diéu tri méi
cho bénh nhan mic ‘ung thu dudng méat. Nghién ciru 1am sang cho thay rang su phéi hop
nay gitp cai thién séng con toan bo va thoi gian song khong bénh tién trién va dap tng cla
bénh so véi khi chi sir dung héa tri don thuan [5].

2. Cac nghién ciru chirng minh hiéu qua va tinh dung nap ciia Durvalumab phdi hop
v6i GemCis trong diéu tri BTC

2.1 Nghién ciru TOPAZ-1 [5]

Day 1a nghién ctru pha 3, da trung tim, mu d6i, ngau nhién trén 685 bénh nhan BTC tién
trién tai chd hodc di can, khong thé phau thuat va chua diéu tri véi liéu phap toan than nao
trude do [5]. Nghién ctru so sach hiéu qua cua phéi hop Durvalumab v6i GemCis so v6i
hoa tri GemCis don thuan, két qua chi ra rang:

- Phéac d6 phéi hop Durvalumab + GemCis gitp loi ich cai thién séng con toan bg (OS) c6
¥ nghia thong ké va giam nguy co tir vong 20% so véi Gia duoc + GemCis.

- Tai thoi diém 36 thang, khoang 14.6% bénh nhan trong nhém diéu tri van con séng SO
v6i 6.9% trong nhom dbi ching [6].

- Phac d6 phdi hgp Durvalumab + GemCis d4 chimg minh loi ich kéo dai thoi gian séng
thém khong bénh tién trién (PFS) hon 1,5 thang so v6i Gia duge + GemCis, khac biét co y
nghia théng ké [5].

- Ty 1¢ dép ung cao hon & nhanh Durvalumab + GemCis (26,7%) so v&i Gid duge +
GemCis (18,7%) [5].
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- Phéi hop thém Durvalumab v6i GemCis khong lam tang cac bién cb ngoai y va duy tri
chat luong cudc song cho bénh nhan [5].

2.2 Nghién ciru doi thye (real word evidence) danh gia hi¢u qua cia Durvalumab phoi
hop véi GemCis trong dieu tri BTC tai Y [7]

Nghién ctru doi thue ¢ Y trén 563 bénh nhan cho thdy viéc thém Durvalumab vao phac dd
ph01 hop GemCis mang lai loi ich ca Ve Song con toan bo (0OS) va séng thém khong bénh
tién trién (PFS) trong bdi canh thyc té diéu tri & bénh nhan ung thu duong mat tién xa tai
chd hoic di can.

3. Cap nhit chi dinh ciia phdi hop mién dich va hoéa tri dang dwoc phé duyét tai Viét
Nam
3.1 Chi dinh: cip nhat dén 04/02/2025 [4]
Tén bi¢t dugc: Imfinzi (Durvalumab)
Chi dinh:
Imfinzi (Durvalumab), phdi hop voi gemcitabine va cisplatin, dugc chi dinh la liéu phap
di€u tri bude 1 cho bénh nhan truong thanh bi ung thu duong mat (BTC) tién trién tai cho
hoac di can.
3.2 Liéu dung [4]
Liéu dugc khuyén cio:
- Bénh nhan ¢6 can nang > 30 kg:
Imfinzi (Durvalumab) 1500 mg phdi hop voi hoa tri liéu* mdi 3 tuan (21 ngay) trong 8 chu
ky, ti€p theo 1a 1500 mg do tri liéu moi 4 tuan.
- Bénh nhén c6 can nang < 30 kg:
Imfinzi (Durvalumab) 20 mg/kg pho1 hop voi hoa tri* mdi 3 tuan (21 ngay) trong 8 chu
ky, tiép theo 13 1500 mg do tri liéu mdi 4 tudn.
Thoi gian diéu tri:
Cho dén khi bénh tién trién hodc xuat hién doc tinh khong thé chdp nhan duoc.
Chi thich: St dung Imfinzi (Durvalumab) trude héa tri trong cung mot ngay. Tham khao
thong tin ké toa cac thude sir dung phoi hop voi Imfinzi (Durvalumab) dé biét thém thong
tin v€ liéu dung khuyén cdo.

Nguén: Bénh vién TWOD 108

SU DUNG THUOC PIEU TRI THOAI HOA KHOP GOI
VA SU KHAC BIET GIUA CAC HUONG DAN HIEN NAY

Thodi hoa khép (osteoarthritis-THK) 12 bénh khdp man tinh phd bién nhat, anh hudong dén
khoang 302 triéu ngudi trén toan thé gi01 va la nguyén nhén hang dau gay ra khuyét tat &
nguoi cao tu(;i[S] Trong do, THK g01 chiém gan 4/5 s6 luong bénh nhan thoai hoa khép
trén toan thé gidi, ting dan theo tu01 tac, mic do béo phi. Bénh ddc trung bdi tinh trang
viém cuc b véi triéu ching chu yéu 1a dau, giam kha nang van dong va chirc ning cia
khép dan dén sy suy giam dang ké vé chat luong cudc song.
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1. Khuyén cao diéu tri thoai héa khép gbi va sw khac biét giira cac hwéng din hién
nay

Co réat nhiéu Hiép hoi uy tin trén thé gi6i dua ra huéng dan vé dicu trj thoai hoa khép, co
thé ké dén nhu:

- Hoi Thip khép hoc Hoa ky (American College Rheumatology —ACR) nim 2019.

- Hiép hoi Nghién ctu thodi héa khép Qudc té (Osteoarthritis Research Society
International -OARSI) ndm 2019.

- T6 chirc danh gia dic diém 1am sang va tac dong kinh té ciia bénh THK va lodng xuong
Chau Au (ESCEO- the European Society for Clinical and Economic Aspects of
Osteoporosis, Osteoarthritis and Musculoskeletal Diseases) nam 2019.

- Hoc vién Phau thuat Chinh hinh Hoa Ki (American Academy of Orthopaedic Surgeons-
AAOS) nam 2021.

C6 su khac biét vé huéng dan sir dung thudc diéu tri THK géi gitra cac Hiép hoi nay, mot
s0 khuyén nghi con chua nhat quan, nhu c6 thé thay trong Bang 1 va Bang2.

Bang 1: Cac khuyén cdo sir dung thudc duwong udng va duwong diing ngoai da pho bién
nhat trong diéu tri thoai hoa khop goi.

NSAIDs NSAIDs
) . Giam dau Opioid dwong | SYSADOA | dung ngoai
Huwéng o Acetami- A d
x Nam uong a
dan nophen

Tramadol Khac

Khuyén cio
c6 thé sir
dung (co tac
dung gidm
dau va cai
thién  chirc | Khuyén cdo
nang khop | st dung khi
gbi tir nhe | khéng  c6
dén  trung | CCP

binh, tuy
nhién bang
ching

khong nhat
quan)

Khuyén cao khong sir
dung Khuyén
(khong hiéu qua trong | cdo st
viéc cai thién con dau | dung khi
hodc chuc nang khop | khong co
gbi, gia ting dang ké | CCPH
bién cb bit loi)

Khuyén cdo
st dung khi
khong coé
CCb

AAOS 2021
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Khuyén cao
stt dung cé

diéu  Kkién <
(Ding  khi g“)“ye“
khong dung A .
nap hodc khong sw
CCb v6i| Khuyén ?gggbén Khuvén ]
NSAIDs, cao sir . £ e Khuyén cao
nén  dung| dung co chimg cdo 1a X manh
; . ‘i cho thay | Iwa chon | Khuyén cdo ~
ngan han va dicu loi ich rat thu manh mé me st
ACR 2019 | tung dot. kién Y A ., dung truéc
X . o khiémton | 2, sau khong sw s
Can theo doi | (Giam dau R khi dung
nhidm  doc | khi BN co | < dung| NSAIDs | dung NSAIDs
. .. |opioiddai| dung \ £
gan khi dung | CCD véi han  va | ngodi da dwong uong
lau NSAIDs :
ngay ) nguy co
O doc tinh,
khuyén céo, A o
Y X 1€ thudc
liéu to61 da cn 0) :
3g/ngay chia
lam  nhiéu
lan)
Khuyén céo
khong sw
dung ]
(bang chung ] Khuyén cao
trong  phan Khuyén la lya chon
tich tong caolaluwa dau tién (do
hop co it A . chon thiw n x |[it cac tac
OARSI [2019 | hodac khong Egiﬁ%nn;aﬁﬁlgiﬁg 2, sau Kh(c);ll% de dung phu va
c6 hi¢u qua : NSAIDs : tong lieu
o nhiing dung dung it hon
nguoi bi ngoai da NSAIDs
viem khép, dudng uong)
c6 kha nang
nhiém  ddc
gan)
Khuyén céo Khuyén K‘huyen cao
£ TiZe . L dung thém
yéu doi voi caolalua ] cimg
heu PP Khuyén co sir dyng | ShO1 (| KRUYEN €301 Gy s o
Z co dieu kién, A .~ | va acetami-
ESCEO |2019 |duogckéthop SYSAD |dau  tién
v6i phuong | L8 wa chon thir 3 sau o\ “ a1 gy i 1ay | ROPE:
. PIIONS | oySADOA, NSAIDs | ou tru6c  khi
phap difu tri tri trong | dai din
dau tay la thoi gian NS EIDS
SYSADOA ngan

dudng uong

Chii thich: SYSADOA- Nhém thudce chéng thodi héa khép tic dung chdm ( Symptomatic
Slow Acting Drugs for Osteoarthritis)
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Theo mét s6 nghién ctru, cac bién phap dleu tri bao gom tiém corticosteroid vao khop, tiém
axit hyaluronic, huyét twong giau tiéu cau hodc té bao gdc trung mé c6 thé lam cham tinh
trang THK hién tai. Tuy nhién, giita cac hudng dan tiém cta cac Hiép hoi cling c¢6 nhiing
diém khac nhau dugc thé hién rd qua Bang 2.

Bang 2: Huéng din sir dung thudc dang tiém ndi khép phéd bién nhét trong diéu tri
thoai h6a khép goi [2]

Hu’;i'n € | Nim Tiem n.@i l.(h(rp Ti.ém noi khé’? T&i’lzgh;l);it Té bao goc
dan corticoid acid hyaluronic
tiéu cau
Khuyén  nghi | Khuyén nghi X .
AAOS 2021 |muc do trung|muc do trung K}}uyeIl Iglghl Khéng dé cap
binh binh mirc 49 yeu
Khuyén cao | Khuyén céo
manh meé | manh mé
Khuyén cho khong Asfr khong Asfr
manh m¢é su Khuyén céo dl'l,n & (c?ng du}l & (c9ng
ACR 2019 : o o , thic  khong | thtc  khong
dung trong gidam | khong st dung 2 . 2 .
dau ngan han cl‘vluan }{oa, ctluan }{oa,
: bang chung|bang chiung
chat luong |chat  luong
thap) thap)
Khuyén cao | Khuyén céo
Khuyén c4o st | manh me | manh mé
Khuyén cdo st | dung co diéu kién | khong su | khong su
dung c6 diéu|(dung dai |dung (cong |dung (cOng
OARSI (2019 |kién, gidm dau|ngdy khi bénh |thac khong |thic khong
trong thoi gian |[nhan c¢6 CCP |chudn hoa, |chuan  hoa,
ngin tiém  corticoid | bang chung|bang chung
kéo dai) chat  luong |chdt  luong
thap) thap)
Khuyén céo yéu
vé giam dau | Khuyén cdo muc
ngan han | yéu
dung khi bénh|dung khi bénh
ESCEO |2019 rvﬂofn °§s§§§ 3ng 0(1)\1321(1:)2 Khéng d& cap | Khong dé cap
hodac khong du|hodc khong du
giam dau khi | giam dau khi diéu
diéu tri bang | tri baing NSAIDs
NSAIDs
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2. Sir dung thudc trong diéu tri THK gbi
Trong moi huéng dan diéu tri THK, thi céc bién phap khong dung thude nhu diéu chinh
can nang, co ché do tap luyén ding cach, tdng sirc manh cua co, tranh cic vi chin thuong,
st dung cac nep hd tro khép phu hop... duoc khuyén cdo hang dau, & moi giai doan cua
THK trude khi st dung cac thudc diéu tri triéu chimg.
Viéc st dung thudc diéu trj triéu chiing c6 nhiéu lya chon nhu: thudc giam dau (opioid va
khong opioid), thubc chong viém khong steroid, thudc chdng thoai hoa khép tac dung cham
(SYSADOA) va céc ché pham ding ngoai da véi cac két qua trén 1am sang da dang va két
luan khong nhit quan giita cac hiép hoi chuyén mon. Noi dung bai chu yéu nhic dén 2
nhom thudc sir dung nhiéu hién nay trong diéu tri 1a nhém NSAIDs va nhém SYSADOA.
2.1. Nhém thube NSAIDs
- NSAIDs diung tai chd: Mgt s6 NSAIDs dwoge bao ché duéi dang kem va gel dé ding
ngoai (bdi truc tiép 1én da) hodc miéng dan dung tai chd. Ca OARSI va ACR déu dong
thuan khuyén cdo NSAIDs dung tai chd nén dugc xem xét trude khi st dung NSAIDs
duong uéng trong diéu tri THK gbi. Do phoi nhiém toan than it nén cac tic dung phu phd
bién nhat ciia NSAIDs tai chd 12 phan ng da cuc bd, nhe va thoang qua. NSAIDs tai
chd ciing dwoc khuyen ca0 manh mé cho bénh nhan THK goi ¢6 cac van dé vé tiéu
hoa hoic nguy co tim mach cao.
- NSAIDs dung dwong udng: huéng dan ciia ACR khuyén cao manh mé day van 1a nhom
thudc ddu tay trong viéc quan 1y viém khop bang thue, mot sb thir nghiém da cho thay
hiéu qua ngan han cta chung. Nhém NSAIDs duoc phan ra lam hai nhom chinh 1a NSAIDs
{rc ché chon loc va khong chon loc dua vao kha nang trc ché cac loai enzyme COX riéng
khac nhau.

o Nhém NSAIDs irc ché khéng chon loc : cac thube trong nhom nay tre ché ca enzyme

COX-1 va COX-2 mot cach dang ké (aspirin, ibuprofen, meloxicam).

e Nhém NSAIDs irc ché chon loc: céac thudc trong nhom ndy tc ché chon loc

enzyme COX-2, mot enzyme dugc tim théy tai vi tri viém nhiéu hon enzyme COX-
1 thuong tim thay ¢ da day, tiéu cau va mach mau (celecoxib, etoricoxib). Nhoém
nay duoc khuyén céo dung cho cac bénh nhan bi viém loét dudng tiéu hoa, xuat
huyét tiéu hoa, rdi loai tiéu hoa dé thay thé cho cac thudc NSAIDs trc ché khong
chon loc.

Tat ca cac NSAIDs du co tac dung chon loc trén COX-2 hay khong déu lam tang nguy co

xuét hién bién cb tim mach. Cac phan tng c6 hai c6 thé xay ra du s dung ngan han hay

kéo dai. Tranh st dung NSAIDs cho bénh nhan ¢ nhitng bénh nhan méc bénh tim mach va

nhirng ngudi cd yéu té nguy co tim mach. Truong hop can thiét phai sir dung, can st dung

& liéu diéu tri thip nhit trong thoi gian ngin nhit c6 thé.

2.2. Nhom thudc chéng thoai héa khép tic dung chim (SYSADOA - Symptomatic

Slow Acting Drugs for Osteoarthritis)

Céc thudc thudc nhém niy bao gdm glucosamine, chondroitin, diacerein, bo dau twong
khong xa phong hoéa (avocado soybean unsaponifiables -ASU)...

- Glucosamine: Theo cac hiép hdi chuyén mén co xuong khép trén thé gioi, viée sir dung
glucosamine trong diéu tri viém thoai hoa khép gbi van chua théng nhat. Theo ESCEO,
glucosamine dang tinh thé ding don 1¢ hodc két hop véi acetaminophen 1a liéu phap dau
tay dai han trong THK gbi c6 triéu ching. Tuy nhién tai My van chi coi glucosamine 1a
thue phdm chire nang. Hoi Thap khép hoc Hoa Ki (ACR) khuyén cédo khong st dung
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glucosamine do c6 sy khac biét vé hiéu qua dugc bao cao trong cac nghién ciru, thiéu co
ché tac dung 3 rang va lo ngai vé cac tac dung phy tiém 4n nhu ting duong huyét[5]...0
Viét Nam, glucosamine duoc Cuc quan li Duoc phé duyét voi chi dinh “giam tri¢u chimg
cua thoai hoa khop goi nhe va trung binh". Viéc sir dung glucosamine trong diéu tri viém
thoai hoa khdp & cac vi tri khac ngoai khop gbi khong duge khuyén céo.

- ASU (Avocado Soybean unsaponifiables): Cao toan phan khong xa phong héa qua bo
va dau nanh. Thudc duge sir dung véi lidu 300mg/ngay co tac dung cai thién triéu ching
dau, ctng khop. Chi dinh trong cac truong hop THK g01 va khop hang. Co ché tac dong
chinh bao gom: Sy gia tang tong hop va uc ché thodi bién proteoglycans, kich thich tong
hop collagen bai té bao hoat dich va té bao sun khop.

2.3. Cac thudc dung dwong tiém diéu tri THK goi

Tiém corticosteroid noi khop va tiém axit hyaluronic gay ra nhiéu cudc thao luan va bét
dong giira cac huéng dan khic nhau, mic du chung hién dang dugc su dung trong thyc
hanh 1am sang hang ngay. Cac lya chon khac c6 thé ké dén nhu tiém huyét twong giau tiéu
cau va té bao goc trung mo, da cho két qua tot trong diéu tri cac triéu chimg THK, giup cai
thién dang ké chat lugng cude song ctia bénh nhén, dic biét khi két hop véi cac lga chon
diéu tri khac. Viéc khong dua céc liéu phap sau ndy vao hudng dan va lap truong khong
nhat quan gitra cac Hiép hoi doi hoi cac nghién ciru 16n hon dé kiém tra tac dung thuc sy
ctia cac liéu phap ndy va cap nhat cac huéng dan hién co.

3. Két luan

Thoai hoa khép gbi 1a mot bénh khdp tién trién da yéu t6 pho bién va dugc dac trung boi
dau mén tinh va khuyét tat chirc nang. Thudc diéu tri thodi héa khép g01 bao gom: cac
thudc chdng viém khong steroid — NSAIDs khi khop dau hoic ¢ dich; két hop ngay tir
dau va st dung kéo dai thudc chdng thoai héa khép tac dung cham (SYSADOA); tiém noi
khép corticosteroid khi c6 tinh trang viém, tran dich nhiéu; tiém noi khép axit hyaluronic
va tiém huyét twong giau tiéu cau tuy chua duoc dua vao huéng dan qubc té nhung van cd
vi tri nhét dinh do ¢6 dem lai hiéu qua gidm dau. Gifra cac hi¢p hoi van c6 su khac biét
diéu tri do do, viéc cap nhat cac hudng dan diéu tri c6 tac dong tich cuc trong viéc lam
chm qua trinh bénh viém khop goi ¢ giai doan dau va 1am giam dang ké mirc do khuyét
tat do hau qua cua viém khép gdi giai doan cubi gy ra.

Nguén: Bénh vién TWOD 108
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QUAN LY DUOC PHAM

I.  PINH CHI LUU HANH, THU HOI THUOC VI PHAM:
Can cuo Cong van s 1245/QLD-CL ngay 29/04/2025 cua Cyc Quan ly Duoc,
Cong van s6 1403/SYT-NVD ngay 06/05/2025 cua S0 Y t€ vé viéc thong bao thu hoi
thudc vi pham murc do 3.
Can ctr Cong van s6 841/QLD-CL ngay 19/03/2025 cua Cuc Quan ly Dugc, Cong

van s6 797/SYT-NVD ngay 21/03/2025 cta SO Y té vé viée thong bao thu hoi thude vi
pham muc do 3.

Can cir Cong van s 1430/QLD-CL ngay 28/05/2025 cua Cyc Quan ly Dugc,
Cong van s0 1827/SYT-NVD ngay 29/05/2025 cua S0'Y t€ v€ viée ki€m tra, xur 1y, truy
tim nguon goc thudc gia THEOPHYLLINE EXTENDED-RELEASE TABLETS

200mg.

Can cir Cong van s 1444/QLD-CL ngay 29/05/2025 cua Cuc Quan ly Dugc,
Cong van sd 1849/SYT-NVD ngay 30/05/2025 cua S¢' Y té vé viéc thong bao thude
gia, thudc khong rd ngudn goc va xir Iy vi pham.

Pon vi TTT — DLS thong tin chi tiét nhu sau:

Tén don vi

Tén thudc . S616 -NSX - | Sb ding ky Ly do
san
A HD
xuat
A A S6 16: 241600 Mau thudc khong dat
Vién nén Cong ty ] i 2 X
Tegrucil-1 CPDP Dat NSX: tiéu chuan chat luong
St 01/07/2024 VD-27453-17| ve chi tiéu Bong déu
(Acenocoumarol | ViPht san i X .
1mg) it HD: ham lugng (vi pham
01/07/2027 muc d6 3).
Cém pha han Cone tv cb So 16: 330823 Mau thuoc khong dat
dich ubng ohin duge | NSX: 21108123 tiéu chudn chat luong
Pyfaclor Kid pham | P: V0826 Iy 56427.17| VS chi ticu Tinh chat,
(Cefaclor Pymepharco So616: 050124 Dinh lugng (vi pham
125mg) sAn xuAt NSX: 25/01/24 muc do 3).
g HD: 25/01/27
Theophylhne Sé 16: 21127 Nghl ng(‘w V€ san
extended-release | Pharmmacy || gy 9610797 | Khongeo | Xudt, kinh doanh
tablets 200mg Laboratories N thude eia. thude
Theonhvlli HD: 26/02/26 thong tin g1a, thuoc
(Theophyliin Plus khong 10 nguon goc
200mg)
Thong béo thudc gia,
DIAMICRON ® Khong co S6 16: 23F603 Khoéng co thudc khong r&
MR 60mg thong tin HD: 04.2026 thong tin  [ngudn gbc va xir Iy vi
(Gliklazid) & s £ guon g Y
pham
Sb 16: Thong bao thudc gia,
N Khéng c6 Ml11 §4B91 Khéng c6 thuoc khong 1o
Oseltamivir thone tin Ngay sx: thone tin ngudn gdc va xur 1y vi
& 03.2021 ong pham
HD: 03.2023
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34 16- Thong bao thudc gia,
Crestor 20mg Khong c6 ’ Khong c6  [thuoc khong ré nguon|
(Rosuvastatin) thong tin A23237030 thong tin  |gdc va xtr Iy vi pham
HD: 04.2026 :
Janumet 34 16: Thong béo thudc gla
50/1000mg Khong c6 . Khoéng c6 thuoc khong rd nguon
e N 24497505A N
(Sitagliptin/ thong tin ) thong tin  |gbc va xir Iy vi pham
} HD: 07/2026
Metformin)
, A Sé 16: . |Thong béo thudc gia,
- Pl?‘glx | Iﬂ{"ng ©0 ELB04027 Khhf’ng €0 lthube khong o ngudn
(Klopidogrel) | thongtin |y 50007 | thONB N Jo5cva xir Iy vi pham
NEXIUM ® Thong bdo thude gia,
412?%1%25;1‘ Khongco | S616:23H420 | Khong co t%‘zojék)}zgrig o
p thong tin HD: 09.2027 thong tin | Y VIphe
Tablet

(Esomeprazol)
. ) S8 16: . . |Thong bao thudc gia,
Crestor IOrpg thng co A24236004 th)ng 0 |thuéc khong ré ngudn|
(Rosuvastatin) thong tin HD: 07.2007 thong tin gbc va xit Iy vi pham

II. QUANG CAO SAN PHAM :

Can ctt Cong vin s6 2008/SYT-NVY&ATVSTP ngay 11/06/2025 ctia So Y té vé
viéc thu hoi hiéu lyc Gidy xac nhan nodi dung quang cao ciia san pham thuc pham bao
v¢é suc khoe.

Theo d6, Cuc An toan thuc pham — B9 Y té da tién hanh thu hoi hiéu lyc cac Gidy
xac nhan ndi dung quang cdo sd 1873/2024/XNQC-ATTP cap ngay 31/08/2024 dbi voi
san pham thuc pham bao vé sirc khoée SIRO AN NGON do Cong ty TNHH Thuong mai
Qubc té A MY (dia chi: s6 43, t6 43 ph6 Tran Binh, phuong Mai Dich, quan Cau Giéy,
thanh phd Ha Noi, Viét Nam) dang ky xac nhan ndi dung quang cdo.

III. CAPNHAT THONG TIN SAN PHAM :

1. Can ctr Cong vin s6 2997/DL2-TBV ngay 11/06/2025 ctua Cong ty co phan
dugc lidu trung wong 2 vé viéc 1am rd san pham Janumet di cung tng trén thi truong
Viét Nam.

San pham Janumet 50mg/1000mg c6 s dang ky 001110999324 (SPK cii: VN-
17101-13), do Merck Sharp & Dohme (Asia) Ltd dang ky, chi nhanh Zuellig Pharma
Viét Nam 1a don vi nhap khau, Cong ty Phytopharma la don vi phan phdi, co s& ban
budn chinh thirc va mua thudc cta chi nhanh Zuellig Pharma Viét Nam. Vi vy ching
t6i cam két ludn cung ng hang chinh hing va 6n dinh véi chat lugng cao cho Quy Bénh
vién ma khong qua bét cir cong ty trung gian nao.

Chi nhanh Cong ty Zuellig Pharma Viét Nam (co so nhap khau thudc) kiém tra va
x4c nhan: mau thubc co tén JANUMET 50mg/1000mg dé cap trong cong vin sb
1444/QLD-CL khong phai 1a ngudn hang cua ching toi.

2. Can cir Cong vin sb 844/2025/Tender ngay 01/04/2025 cia Cong ty TNHH
dugc pham & trang thiét bi y té Hoang Pirc vé viéc thay d6i to HDSD Corneil-5 theo
cong van s6 5393¢/QLD-DK ngay 06/03/2024.

Dé dam bao quyén loi cho nguoi su dung thudc, Pon vi TTT — DLS thong bao den cac
khoa/phong dé pho bién rong rai ndi dung thong bao nay cho tat ca nhan vién y té trong
don vi biét.
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ADR

TONG KET CONG TAC BAO CAO ADR TAI BVDKTT AN GIANG

6 THANG DAU NAM NAM 2025

Trong 6 thang dau nim nam 2025 (01/1 — 26/06/2025), Khoa Dugc Bénh vién DPKTT
An Giang d3 giri vé trung taim DI & ADR khu vuc phia Nam 77 truong hop nghi ngo
thudc xay ra phan Gmg c6 hai cta thude.

1. Khoa lam sang bao cio:

S6 lwong bao cdo

2. Nhém thudc nghi ngé xay ra ADR
Bang 1: Nhom thudc lién quan dén ADR

STT Nhém thude S6 lwong Ti 18 %

1 Khéng sinh 52 67.5
2 Giam dau 7 9.1
3 Can quang 4 5.2
4 Chéng co git, chong dong kinh 3 3.9
5 Tiéu hoa 3 3.9
6 | Chong thoai héa khop 2 2.6
7 Ha lipid mau 2 2.6
8 Khong rd 2 2.6
9 | Chdng co that 1 1.3
10 | Mau va ché pham mau 1 1.3

Tong cong 77 100
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3. Khang sinh nghi ngo xday ra ADR

Bang 2: Ti 1é cac hoat chat khang sinh xay ra ADR

STT Hoat chat S6 ca bao cao ADR
1 Ciprofloxacin 13
2 Ceftriaxon 12
3 Ceftazidim 8
4 Cefuroxim 4
5 Piperacilin + Tazobactam 3
6 Cefoperazon 2
7 Cefoxitin 2
8 Sulfamethoxazol + trimethoprim 1
9 Amikacin 1
10 | Amoxicillin + Acid clavulanic 1
11 | Cefotiam 1
12 | Imipenem + cilastatin 1
13 Levofloxacin 750mg 1
14 | Metronidazol 1
15 Vancomycin 1g 1

Tong cong 52

4. Mirc d¢ nghiém trong ciia phan ing
Bang 3: Mirc d§ nghiém trong cua phan ing

STT Mirc do nghiém trong cia phan ung S6 lwgng Ty 1€ %
1 Khong nghiém trong 55 71.4
2 Nhap vién/ Kéo dai thoi gian nam vién 16 20.8
3 De doa tinh mang 6 7.8
Tong cong 77 100
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5. Két qua sau xir tri:
Bang 4: Két qua sau xir tri

STT Két qua sau xir tri S6 lwong Ty 18 %
1 | Hoi phuc khéng c6 di chimg 52 67.5
2 | Pang hoi phuc 25 32.5
Tong cong 77 100

6. Kétluan:

Cong tac giam sat ADR tai Bénh vién Da khoa trung tdim An Giang hi¢n dang duogc
dugc cac nhan vién thuc hién kha tét, nhiéu ca bao cdo ADR duoc quy dong nghiép giri
dén Khoa Dugc. Sau d6, Khoa Dugc gui dén trung tam DI & ADR khu vuc phia Nam.

Nham gép phan nang cao hiéu qua cong tac bao cdo phan ung c6 hai ciia thude, t6
giam sat ADR tai Bénh vién DPKTT An Giang xin kién nghi:

v Céc dong nghiép tiép tuc giri bao cdo phan ng c6 hai ctia thude dén Khoa Duoc.

v' Nhiing thudc duoc bao cao ADR dé nghi quy dong nghiép luu ¥ trong cong tac

diéu tri.

v Céc khoa lam sang tang cuong cong tac giam sat ADR tai don vi va bao céo kip

thoi, day du dén Khoa Duogc.

v Céc khoa nén thuong xuyén kiém tra hop thude chdng sdc, kip thdi bd sung thude

theo dung danh muc qui dinh ctia thong tu 51/2017/TT-BYT do B6 Y té ban hanh.
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