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MHRA: Canh b&o vé nguy co lam dung thudc chii van
beta-2 tac dung ngan (SABA) trong diéu tri hen va cap
nhat quan trong trong huéng din ké don SABA

Thudc cha van thu thé beta-2 tac
dung ngan (Short-acting beta 2 agonists -
SABA) duogc chi dinh dé lam giam triéu
chung trong diéu tri hen. Cac SABA dang
dugc cip phép lwu hanh bao gdm
salbutamol va terbutalin.

Trudc thang 12 ndm 2024, SABA
dang hit dugc khuyén céo str dung dé cat
con hen. Ddi v&i bénh nhan c6 cac con hen
Xuat hién ngin va khong thuong xuyén,
cling véi chirc niang phdi binh thuong, co
thé sir dung SABA dang hit don trj liéu dé
kiém soét triéu chiang hen cua bénh nhan.

Cap nhat thong tin san pham thuéc
SABA tai Anh

Co quan Quéan ly Duoc pham Anh
(MHRA) va Uy ban Canh giac Duoc cua
Co quan quan ly Dugc pham Chau Au
(PRAC) di bt dau danh gia nguy co lam
dung SABA vao nam 2022. Panh gia dugc
tién hanh dua trén dir li¢u tir 187.675 bénh
an dién tir cua cac bénh nhan hen tur 12 tudi
tro 1én tai Anh hoac tai cac nu6c thanh
vién khéc. Két qua nghién ciu chi ra rang
viéc st dung ba 6ng hit SABA tro lén
trong vOng mot nam co lién quan dén nguy
co bénh nhan gap phai cac con hen kich
phat nang. Méi lién quan nay hoan toan
doc 1ap véi viéc sir dung céac thude chong
viém trong phac do diéu tri hen. Dya trén
két qua danh gia nay, nam 2023, MHRA da
taing cuong canh bao vé nguy co bénh hen
tién trién xau di khi lam dung SABA dé cit
con hen. Cac khuyén cdo duoc bd sung
trong to théng tin san pham cua céc thube
SABA dang luu hanh tai Anh, bao gém:

- Viéc su dung thuong Xuyén cac
thudc du phong hen 1a quan trong ké ca khi
bénh hen di duoc kiém soat tot hoac hiém
khi can sir dung céc thudc cit con dang hit.

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

Cap nhat hwéng din diéu tri hen
tai Anh nam 2024

Hudng dan diéu tri hen cua Anh dugc
cap nhat vao thang 11 nam 2024 sau khi
phan tich dir liéu tir nhiéu ngudn bao gom
cac tong két qubc gia vé ti lé tir vong do
bénh hen & ca nguoi 16n va tré em. Két qua
nay nhan manh rang viéc sir dung SABA
don thuan s& cho thay két cuc xau nhat trén
lam sang d6i voi bénh nhan hen & moi
nhom tudi. Bong thoi, lam dung SABA c6
lién quan dén nguy co con hen kich phéat
nang, can nhap vién va tham chi 1a tu
vong, bat ké mic do6 nang cua tinh trang
hen hay viéc c6 hay khéng sir dung dong
thoi cac thudc chong viém. Hudng dan cap
nhat nay khong con khuyén céo st dung
don tri liéu SABA dang hit trong diéu tri
bénh hen ma dugc ké don dong thoi mot
loai thudc corticosteroid dé du phong con
hen tai phat. Huéng dan hién tai khuyén
nghi rang phan I6n bénh nhan hen nén
dugc kiém soat con hen bang liéu phap
chéng viém cit con (anti inflammatory
reliever - AIR) hoac liéu phap diéu tri duy
tri va cit con (maintenance and reliever -
MART) ma khéng can s dung SABA.
Pong thoi, hudng dan khuyén cdo danh gia
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hiéu qua ciia phac do diéu tri hen trén bénh
nhan m&i lan tai kham dé dam bao téi uu
hoa diéu tri.

Bao céo tir Co sé Dir liéu Quéc gia

Mot nghién ctu dugc cdng bd vao
thang 12 nam 2024 vé cac truong hop to
vong & tré em do hen hoac phan vé giai
doan tir thang 04/2019 dén thang 03/2023.
Két qua nghién cau nay gép phan ung ho
cac bang chung trudc d6 vé nguy co lién
quan dén lam dung SABA. Cu thé, 47 tré
trong s6 54 tré tar vong do hen (chiém
87%) c6 sir dung qua mic SABA (3 6ng
hit tré 1én/nam) dé cit con vao nam trudc
khi tir vong, trong do, 27 tré (50%) duoc
st dung tir 12 6ng hit SABA tré 1én. Ngoai
ra, 35 tré (chiém 65%) khong duoc st
dung cac thudc du phong hen tai phat day
du trong nam trudc khi tar vong (< 9 ong
hit/nam), trong d6, 23 tré (43%) chi nhan
t6i da 4 6ng hit.

Khuyén céo danh cho nhan vién y
té

- Viéc str dung qua muc thuéc SABA
dé cat con hen cé thé che gidu tinh trang
tién trién xau di cua bénh hen va ting nguy
co xuat hién cac con hen ning kich phat,
tham chi de doa td&i tinh mang.

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

- Pam bao moi bénh nhan hen déu
dugc diéu tri duy tri bang phac db chdng
viém phu hop ngay ca khi tinh trang hen da
duoc kiém soat tét. C4 nhan héa diéu tri
d6i véi tig ngudi bénh. - Can nhic danh
gia va diéu chinh phac d6 diéu tri hen doi
cac bénh nhan can sir dung SABA dé giam
triéu chitng > 2 lan/tuan.

- Can danh gia lai phac do diéu tri
ngay d6i voi cac bénh nhan cé sé don
thuéc chra SABA dang hit ting hoic
khdng tuan tha phac d6 duy tri véi thude
chéng viém d3 ké don.

- Khuyén céo sir dung liéu phap thay
thé nhu liéu phap AIR va liéu phap MART
d6i véi ddi twong bénh nhan trén 12 tudi
chua kiém soat hen tét.

- Béo céo nhirng truong hop nghi ngo
1a phan wng c6 hai caa thudc

Nguon: 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
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TONG QUAN VE PO AN TOAN CUA
KHANG SINH FLUOROQUINOLON - PHAN 1

La nhom khang sinh quan trong trong thuc hanh 1dm sang, tuy nhién, fluoroquinolon
(FQ) lai c6 lién quan dén nhiéu tac dung bat loi nghiém trong, trong d6 mot sé phan tng co
thé khoi phat muon va tién trién sau khi ngirng thubc. Céc tac dung bt loi thuong gap lién
quan dén FQ bao gém: ton thuong gan (viém hodc dut gan), doc tinh trén than kinh trung
wong (co gidt, bénh ndo), bénh ly than kinh ngoai bién, doc tinh trén tim mach (kéo dai
khoang QT, phinh hoic bdc tach dong mach chu), réi loan duong huyét, phan ¢ng nhay
cam véi anh sang (doc tinh quang hoc), nhiém C. difficile, suy than cap va doc tinh trén gan.
Bai viét nay tap trung trinh bay vé cac tac dung bét lgi nghiém trong chinh dugc ghi nhan

cta nhom khang sinh nay.

Téac dung bat lgi trén hé co xwong
khép

Tén thwong gdn (viém gdn va dut
gan)

Fluoroquinolon (FQ) c6 thé gay viém
gan va dut gan, ngay ca khi st dung trong
thoi gian ngan. Tén thuong thudng gip
nhat 1a & gan Achilles (khoang 90%),
nhung ciing ¢ thé anh huong dén cac gan
khac nhu gan co nhi dau, co tor dau dui va
chop xoay vai, xuat hién mot bén hodc doi
xang hai bén. Mac du triéu chang co thé
Xuat hién trong vong 48 gio dau, thoi gian
khéi phat trung binh thuong sau khoang 6
ngdy va nguy co ton thuong gan van con
duy tri trong vong ba thang sau khi ngung
thudc (khoang mot nira s6 trudong hop duoc
ghi nhan xay ra sau khi nging FQ). Tét ca
cac FQ hién dang str dung trén lam sang
déu c6 nguy co niy. Cac yéu td nguy co
bao gém: tudi cao (> 65 tudi), tién sir dut
gan hoac mac bénh gan Achilles, ding
ddng thoi corticosteroid (dic biét 1a duong
toan than), suy than, diéu tri kéo dai, liéu
tich iy cao va ¢ bénh nhén sau ghép tang.
Co ché gy ton thuong gan dugc cho a
lién quan dén sy thoai hoa collagen va

giam tong hop proteoglycan. Cac nghién
ctru dich t& duoc hoc cho thay nguy co dut
gan khi sir dung FQ ting gan gap 3 lan,
dic biét & gan Achilles va co thé ting dén
20 lan khi diung dong thoi VG
corticosteroid.

Héi ching tan tdr lien quan dén
fluoroquinolon

Hoi ching tan tat lién quan dén
fluoroquinolon duoc md ta lan dau vao
nam 2015 véi c&c triéu chung khoi phéat
trong khi dung thudc va tién trién sau khi
nging du bénh nhan khéng c6 bénh nén
lien quan. Hoi chiing nay bao gom nhiéu
biéu hién nghiém trong nhu viém gin, yéu
co, bénh Iy than kinh ngoai bién, ri loan
than kinh ty cha, mat nga, suy giam nhan
thirc va réi loan tdm than, goi y vé mdi lién
quan dén doc tinh than kinh-tam than. Mot
s6 chuyén gia di dua ra gia thuyét vé co
ché gay doc tinh & ty thé, khoi phat muon.
Mic di sé ca ghi nhan I rat thip nhung
do mac d6 nghiém trong va nguy co kéo
dai nhiéu thang dén nhiéu nim, tham chi
khong hdi phuc, cac co quan quan 1y duoc
pham trén thé gioi nhu FDA va EMA da
dua ra canh bao vé nguy co trén va thu hep
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chi dinh cua FQ.
Nhuwot co

Do cac dic diém ciu tric tuong tu
nhu cac din xuat quinolin 12 nhitng chat
ngin qua trinh din truyén than kinh va lam
tang cudng d6 yéu co ¢ nhitng ngudi mac
bénh nhuoc co, FQ c6 thé 1am tram trong
thém bénh ly nay & nguoi bénh.

T4c dung bat lgi trén than kinh -
tim thin

Fluoroquinolon c6 thé gay céac tac
dung bat lgi trén than kinh - tam than voi
ty 1& khoang 1-4,4%. Mic du phan Ion
phan ¢ng & mtc do nhe (nhu cau gat, mat
ngu), so voi mot so khang sinh khac nhu
macrolid hoac amoxicillin/acid clavulanic,
FQ duoc ghi nhan lam tang nguy co cac
bién cb nghiém trong hon bao gom ri loan
hé than kinh trung wong (bénh ndo, co
giat...) va than kinh ngoai bién. Poc tinh
trén than kinh trung wong lién quan dén
nong do thudc trong huyét trong, trong khi
bénh ly than kinh ngoai bién phu thudc vao
lidu tich lity va thoi gian diéu tri.

Tac dung bdt lgi trén hé than kinh
trung wong

Fluoroquinolon (FQ) c6 thé gay ra
cac tac dung bat loi trén hé than kinh trung
wong (co giat, bénh ndo) thong qua co ché
tc ché GABA va hoat héa thu thé N-
methyl-D-aspartat (NMDA). Nguy co tang
lén khi dung liéu cao, tién sir co giat, ngudi
cao tudi, réi loan dién giai, suy giam chuc
ning than/ gan, dung dong thoi NSAID
hodc thudc 1am giam ngudng co giat. Mot
s6 nhém chirc trong cong thirc cua FQ va
tang kha ning tham vao than kinh trung
wong c6 thé 1am gia ting nguy co nay. Mac
du hién chi cé levofloxacin va ofloxacin bi

chdng chi dinh ¢ bénh nhan cé tién st co
giat, nhung can luu ¥ tat ca cac FQ déu c6
kha nang lam giam ngudng co giat. Cac
triéu chirng thuong cai thién sau vai ngay
ngung thudc. Ngoai ra, FQ ciing c6 thé gay
tang ap luc noi so lanh tinh. Cac phan ung
trén tam than cha yéu & mirc d6 nhe (lo au,
bon chdn, mit nga, 4 mong...) nhung
cling co6 thé xuat hién cac truong hop
nghiém trong nhu a0 giac hay mé sang, dac
biét & nguoi cao tudi. Bén canh cac yéu to
nguy co da dugc xac dinh 1a tudi cao va
ding thuéc chéng loan than, phan tng
nay phu thuéc vao nong do thudc trong
mau, do dé, nguy co co thé gia ting néu
ngudi bénh khong dwgc hiéu chinh liéu
phl hop. Chua c6 bing chang rd rang vé
mdi lién hé gitta FQ va nguy co tu Sat.

Bénh Iy than kinh ngogi bién

Mot sd nghién ciru da cho thay viéc
sa dung fluoroquinolon c6 thé 1am ting
nguy co bénh Iy than kinh ngoai bién tir
1,5 dén 2 lan. Tuy nhién, ty Ié xay ra la rat
thdp (tan suat khoang 1/200.000 -
1/120.000 nguoi bénh). Nguy co mac bénh
ly than kinh ngoai bién (bao gém bénh Iy
da day than kinh cam giac hoic cam giéc -
van dong) gia ting theo thoi gian diéu tri
va liéu tich Iiy. Cac triéu ching thuong
cai thién cham sau khi nging thuéc va c6
thé khdng hoi phuc hoan toan. Mot sé
truong hop bénh 1y than kinh soi nho cap
tinh c6 thé bi chian doan mudn do dién co
d6 (EMG) ban dau van trong giGi han binh
thuong.

Tac dung trén tim mach

Logn nhip tim: Kéo dai khodng QT va
Xodn dinh

Fluoroquinolon c6 thé gay kéo dai
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khoang QT va lam ting nguy co xoan dinh,
dic biét khi dung liéu cao, truyén tinh
mach nhanh hoic c¢6 yéu t6 nguy co di
kém nhu réi loan dién giai, tién st bénh
tim hoic dang dung thudc gay kéo dai
khoang QT. Nir gidi cling c6 kha nang bi
anh huong nhiéu hon. Trong sb cac FQ,
moxifloxacin c¢6 nguy co kéo dai QT cao
nhat, dac biét khi dung theo dudng tinh
mach va bi chong chi dinh & nguoi bénh cé
yéu té nguy co giy xoan dinh (ha kali/
magnesi mau, nhip tim cham, suy tim
nang, hoic co tién sir loan nhip c6 ¥ nghia
lam sang). Khi sir dung moxifloxacin
duong tinh mach, cin dam bao vé toc do
truyén (> 60 phuat) va liéu khong vuot qua
400 mg/ngay. Cac FQ khac (levofloxacin,
ciprofloxacin, norfloxacin va ofloxacin) co
nguy co gay xoan dinh thap hon nhung van
can than trong & nguoi c6 yéu té nguy co
va khi dung dong thoi voi cac thudc gay
kéo dai khoang QT. Do phan ng trén phu
thuoc vao nong do thudc trong mau, can
theo ddi dién tdm d6 (ECG) tai thoi diém
nong d6 thudc dat dinh.

Tén thwong dpng mach chai: boc
tach, phinh va vé phinh déng mach chu

Nhiéu nghién ciu da chi ra rang
fluoroquinolon cé thé lam ting nguy co
boc tach hoac phinh vé dong mach chu tur
1,5 dén 2,5 lan, chu yéu khi so sanh véi
amoxicillin. Miac du van con mét sb két
qua trai chiéu, thuong lién quan dén su
khac biét vé thubc ddi chiing hoac vi tri
nhidm tring, phan 16n cac nghién ctu tng
ho méi lién quan nay. Vi vay, cac chuyén
gia van khuyén céo nén than trong khi
dung FQ cho nhitng bénh nhan cé nguy co
yéu thanh dong mach chu. Co ché chinh
X&c van chua dugc xac dinh, nhung c6 thé

lién quan dén su twong ddng cau tric giita
thanh mach va gén - nhitng mé da duoc
biét 1a chiu tac dong bat lgi tir FQ, ciing
nhu anh huong cua thudc dén enzyme
metalloproteinase trong chat nén ngoai
bao.

Bénh van dong mach cha va van hai
la

Trong bdn nghién ctu phan tich vé
mébi lién quan gitta FQ va rdi loan van tim,
hai nghién ctu (gom mét nghién ctu véi
c& mau rat nho) ghi nhan nguy co ting
nhe, trong khi hai nghién ctu con lai khéng
phat hién méi lién quan. Nhin chung, bang
chtng hién tai chua du dé khang dinh FQ
lam ting nguy co ton thuong van tim,
nhung ciing chua thé hoan toan bac bo kha
nang nay.

Téc dung bt lgi trén than

Fluoroquinolon c¢6 thé gay bién
chang suy than nhung véi tan suat hiém
gap. Ton thuwong phd bién nhat 1a viém
6ng than k& cap do phan ung di tng - mién
dich, thudng xuat hién trong vong ba tuan
dau diéu tri, dic biét trong vong 10 ngay
dau va khong phu thuoc vao nong do
thudc. Ngoai ra, FQ c6 thé gay hinh thanh
tinh thé niéu dan dén suy than cap, chu yéu
véi ciprofloxacin va norfloxacin. Tinh
trang nay co thé xay ra khi dung liéu cao,
khong hiéu chinh liéu & bénh nhan suy
than, mat nudc, dung dong thoi véi thube
gay doc than hoic & ngudi cao tudi. Tinh
thé niéu thuong xuat hién trong vong 15
ngay dau va cd thé hoi phuc. Mot dang ton
thuong khac cling da duoc ghi nhan la hoai
tir ong than cap, cha yéu khi ding liéu cao.

Réi loan dwdng huyét

Bénh nhdn diéu tri  bang
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fluoroquinolon c6 nguy co mac roi loan
duong huyét (bao gom ha duong huyét va
tang dudng huyét) ting tir 1,3 dén 2 lan so
véi nhirng nguoi dung cdc khang sinh
khac. Nguy co nay duoc ghi nhan thip hon
dbi vai levofloxacin hoac ciprofloxacin.
Nguy co rdi loan dudng huyét ting 18n, dic
biét & bénh nhan dai thio duong, dan dén
cac khuyén céo vé theo déi duong huyét
chat ché trong thoi gian diéu tri. Co ché
duoc goi y 1a FQ gay anh huong dén cac
kénh kali nhay cam ATP & té bao dao tuy,
lam ting dong ion calci vao trong té bao va
kich thich giai phong insulin.

Pgc tinh trén gan

Mot s6 FQ c6 thé gay ton thuong gan
nghiém trong, mac du ty I¢ ghi nhan la
hiém gap. Trong d6, ciprofloxacin,
norfloxacin va ofloxacin thuong chi gay
tang nhe enzyme gan & 1-3% bénh nhan su
dung thudc. Mot nghién ciu da wéc tinh
tén thwong gan cap c6 y nghia 1am sang
xay ra ¢ khoang 1/100.000 nguoi dung FQ,
thdp hon nhiéu so véi amoxicillin/acid
clavulanic (20/100.000) va gan tuong
duong erythromycin (2/100.000).
Fluoroquinolon hiém khi gay ra ton thuong
té bao gan cap nghiém trong (hoai tir gan
va suy gan) véi co ché lién quan dén phan
trng di ung - mién dich, thuong khoi phat
trong vong 1-4 tuan dau diéu tri.
Ciprofloxacin va levofloxacin dugc ghi
nhan nhiéu nhit vé tén thuong gan, tuy
nhién ciing 1 hai thuc dugc ké don rong
rdi. Do co ché di tng - mién dich, khéng
khuyén cdo viéc tiép tuc ding lai thudc.

Téc dung bét lgi trén da va phan
ng di &ng - mién dich

Nguy co gap cac phan tng da nghiém

trong (SCAR) nhu hoi ching Stevens-
Johnson, hoai tir thugng bi nhiém doc hay
hoi ching DRESS khi dung FQ nhin chung
thap hon mot sé khang sinh khéc. Ti 18 gap
cac phan trng di tng tuc thoi khi dung FQ
1a hiém gidp. Trong trudng hop phan vé xay
ra khi sir dung mot FQ, viéc chéng chi dinh
dung mét FQ khac chi duoc dua ra sau khi
da duoc tuw van tir chuyén khoa di tung,
nguy co tai phat phan tng khi doi thudc 1a
khoang 15%. Tat ca cac FQ déu co thé gay
nhay cam vai anh sang (trir delafloxacin),
nhung mitc d6 khac nhau tuy theo cu tric
héa hoc cua thudc (lomefloxacin >
ciprofloxacin enoxacin > levofloxacin >
ofloxacin > norfloxacin > moxifloxacin).
Vi vay, trong thoi gian diéu tri, bénh nhan
can tranh tiép xuc truc tiép voi anh sang
mat troi hodc tia UV, con véi levofloxacin
la thém 48 gid sau khi ngirng thudc.

Nhiém Clostridioides difficile

Nhiém C. difficile 1a mot trong nhitng
tac dung bat loi duoc ghi nhan nhiéu nhat
khi ding FQ, du ban dau nhdém thubc nay
dugc cho la it nguy co hon so vdi cac
khang sinh khac. Ciprofloxacin va
moxifloxacin duoc thai trir chu yéu qua
mat va dat ndng do cao trong phan, nén vé
ly thuyét c6 anh huong 16n nhat dén hé vi
sinh duong ruot, dac biét vai moxifloxacin
do c6 hoat tinh véi vi khuan ky khi.
Ciprofloxacin va norfloxacin c6 ty 18 nong
d6 phan/huyét twong cao nhat (khoang 100
Ién). Véi levofloxacin, moxifloxacin va
ofloxacin, ty 1&¢ nay Ia khoang 10-15 lan.
Ngoai ra, & nguoi tinh nguyén khoe manh,
ciprofloxacin van dat ndng do rat cao trong
phan (xap xi 1 g/g) dén bay ngay sau khi
uéng mét liéu duy nhat.
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Téc dung trén mit

D3 c6 it nhit 5 nghién ciu dich té
dugc hoc danh gia vé nguy co bong vong
mac khi str dung FQ, nhung két qua dua ra
lai khdng théng nhét. Hién tai, ca dix liéu
dich té va cac ngudn khac (nghién ciu tién
lam sang, Canh gidc Duoc) déu con han
ché. Co ché gia thuyét dugc dua ra 12 FQ
c6 thé uc ché tong hop mot sb loai collagen
von can thiét dé gan véng mac vao mang
mach. Vi viém mang bo dao, di co 3
nghién ctu dich t& dugc cong bd, nhung
chi mot nghién ciu cho thay FQ lam ting
nguy co, do vay chua gitp khing dinh vé
mébi lién quan nay.

Toém lai, ho so an toan cua FQ hién
da duoc danh gia teong d6i day da, véi anh
huong trén nhiéu hé co quan nhu co xuong
khép, than kinh - tdm than, tim mach, da,
réi  loan duong huyét va nhiém
Clostridioides difficile. Bién chung suy
than va doc tinh trén gan nghiém trong
thuong it duoc ghi nhan. Bic biét, hién van
c6 quan ngai lién quan dén mot sé phan

tng hiém gap, nhu bong vong mac. Cac
phan &ng ndy xay ra vai tan suét thap do do
thr nghiém lam sang trong giai doan
nghién ctu phét trién thudc thuong khong
phat hién duoc, hd so an toan cua FQ chi
duoc hoan thién dan khi sn co dit liéu tur
cac nghién curu quan sat hau mai, phan tich
gop tur thur nghiém Iam sang va nghién cuu
dich t& Duoc hoc. Khi mot nguy co mdi
dugc ghi nhan, cac nghién ciu nay khéng
chi giGp xac nhan méi lién quan vai viéc
st dung FQ ma con md ta dic diém 1am
sang va xac dinh cac yéu té nguy co. Trong
s6 tiép theo cua ban tin Canh giac Dugc,
bai viét s& tiép tuc tap trung lam rd cac yéu
t6 nguy co dan dén tac dung bat loi lién
quan dén fluoroquinolon, nhém dbi twong
dac biét, twong tac thudc-thude va khuyén
c4o Vvé viéc xu tri mot s6 phan tng lién

quan dén nhém khang sinh nay.
Nguon:http://magazine.canhgiacduoc.or
g.vn/Uploads/VVolume/Files/72_B%e1%ba%a3
n%20tin%20CGD%20S%e1%bb%91%202.%
202025.pdf
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UBND TINH AN GIANG CONG HOA XA HOI CHU NGHIA VIET NAM
SOYTE Péc lip - Tu do - Hanh phiie

S61820 /SYT-NVD An Giang, ngay27 thdng 9nam 2025
V/v nhil tromg tiém truyén
Lipidem cé giot két tu trong theo
ddi d6 6n dinh cua thude

Kinh guri:
- Cdc co so kham bénh, chira bénh trong tinh;
- Cac co so kinh doanh dugce trong tinh.

So Y té nhan duge Cong van so 2730/QLD-CL ngay 19/9/2025 cua Cuc
Quan Iy Duoc vé viée nhii tuong tiém truyén Lipidem cé giot két tu trong theo
ddi do 6n dinh cua thude. Theo d6, Cuc Quan Iy Duge théng bdo cdc ndi dung
lién quan dén béo cao cia Cong ty TNHH B. Braun Viét Nam tai Céng vin so
09/2025/BBVN ngay 10/9/2025 vé viée két tu trong san pham Lipidem khi thuc
hién nghién ciru theo ddi do 6n dinh cua thude Nhil twong tiém truyén Lipidem
(Medium-chain triglycerides 10g; Soya-bean oil, refined 8,0g; Omega-3-acid
triglycerides 2,0g trong 100 ml); so giay phép luu hanh: 400110020223 (S6 BK
cli: VN-20656-17), do B. Braun Melsungen AG (Carl-Braun-Strafe 1, 34212
Melsungen, Dirc) san xuat, Cong ty TNHH B.Braun Viét Nam nhép khau.

(Thong tin cu thé tai Cong vin so 2730/0LD-CL ngay 19/9/2025 va Ciéng
van so 09/2025/BBVN ngay 10/9/2025 giri kém).

Thue hién yéu cdu cia Cuc Quan Iy Dugc, dé dam bao an toan cho ngudi
sir dung, S& Y té thong bdo, dé nghi cc co s& kham bénh, chita bénh va cic co
so kinh doanh dugc trong tinh thue hién:

1. Ra soat lai so lugng, han dung cua cac 16 thude Nhil twong tiém truyén
Lipidem, s6 DKLH: 400110020223 (S6 DK cii: VN-20656-17) da tiép nhéin. Tam
ngimg viéc phan phoi, sir dung cac 16 thude Lipidem di san xuat trén 12 thang.

2. Khi sir dung thuoc Lipidem néu trén, cic co so kham bénh, chira bénh
trong tinh phai thue hién cac hoat dong sau:

- St dung b truyf‘:n dich co loc khi sir dung thude Lipidem.

- Kiém tra k¥ timg lo thuoc Lipidem trudc khi sir dung.
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- Khéng sir dung thude Lipidem néu cé nghi ngé vé viée két tu ticu phan
hodc cac van dé khac.

- Theo doi chit ché ngudi bénh trong qua trinh tiém truyén thuoc. Dimg
tiém truyén va xir ly kip thai khi c6 dau hiéu phan tmg phu xay ra.

S& Y té thong bao den céc co so dé bict, thye hién./ [

KT. GIAM bOC
Noi nhén: PHO GIAM POC
- Whar trén;
- OB, cac PGB 5YT;
- Cac CQ, BV thubc, true thudc SYT;
- Trang TTET 5%T;
-VPBT 8YT;
- Luru: VT, NVD, tinuong.

Ho Vin Diing
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UBND TINH AN GIANG ~ CONG HOA XA HOI CHU NGHIA VIET NAM
SOY TE DPic lap - Tw do - Hanh phic

S5:1986 /SYT-NVD 1 An Giang, ngay 30 thang 9 nam 2025
Vv xie minh, xir I§ thong tin vé
cac thuoc co dau hiéu gia mao

Kinh gun:
- Céc co so kham bénh, chira bénh trong tinh;
- Cac co so kinh doanh dwoc trong tinh.

So Y té nhin duge Cong vin 50 2647/ QLD-CL ngay 15/9/2025 cua Cuc
Quan Iy Duge vé viée xdc minh, xir Iy thong tin vé cic thude ¢o diu hiéu gid mao.
Tai Céng vin néu trén, Cuc Quan 1y Dugc thong bdo céc ndi dung lién quan dén
bao cdo cua Cong ty TNHH Novartis Viét Nam tai Cong vin s0 PHAR QA 14035-
08-25/25 ngay 25/8/2025 vé truomg hop nghi ngd thude gia doi voi cac san pham
Tobrex Sml, 02 16 s6: VEE98C, VEE90A; Maxitrol Sml, sd 16: VFDO9A;
TobraDex Sml, s6 16: VHNOTA (thong tin cu thé va hinh danh mau san pham nghi
ngo thuoe gia tai Cong vin sé 2647/QLD-CL ngay 15/9/2025 giii kém va déang tdi
rén Trang thong tin dién nr ctia So Y té theo duong dan:

https://syt.angiang.gov.vn).

Thuc hién yéu cdu cia Cue Quan ly Duore, dé dam bao an toan cho NgUo
sirdung, SoY té dé nghi cac co s& kham bénh, chira bénh va cic co so kinh doanh
duge trong tinh thure hién:

- Trién khai théng bao cia Cuc Quan Iy Duge dén cdc khoa, phong, bo phéin
co lién quan tai co so duge hiét, khong mua, ban hodc sir dung cac thude co tén
va 80 16 nhu trén (nhie hinh dnh tai liéu dinh kém cong van). Khi phat hién san
phﬁm co dac diém trén luu hanh trén thi trudmg, dé nghi co so, t6 chire, ca nhan
thong béo ngay dén S& Y té va céc co quan lién quan dé kip thoi kiém tra, xir 1y
theo quy dinh.

- Tiép tuc trién khai thuc hién nghiém Chi thi 13/CT-TTg ngay 17/5/2025
ctia Thu twéng Chinh phil vé ting cuwdng cong tac chong budn liu, gian 1in thuong
mai vi hing gia trong tinh hinh méi; K¢ hoach 614/KH-BYT ngay 13/5/2025 ciia
Bo Y té vé viée thue hién Cong dién s 41/CD-TTg va Céng dién sb 55/CD-TTg
cua Thu tudng Chinh phu.
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- Chi mua/ban thudc tai cic co s& kinh doanh duge hop phap; khong
mua/ban thudc khong ré ngudn goc; kip thoi théng bio cac dau hiéu nghi ngor vé
hoat dong san xuét, kinh doanh thude gia, thude khéng rd ngudn goc toi co quan
y té va co quan co chirc nang lién quan tai dia phuong.

S& Y té thong bao dén cac co siv dé biét, thuc hién./.(

KT. GIAM DOC

Noi nhdn : PHO GIAM bOC
- Whir trém; /
- GB, cac PGB SYT; 4
- Cac CQ), BV thudc, truc thuge SYT; .
- Trang TTDT SYT;: M,w
-VPBT SYT; L P
- Luw: VT, NVD, ttnuong. o — o
Hé Viin Diing
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1. Hinh anh méu thuédc gia lién quan dén Tobrex 5ml 16 VEE90A
Images of counterfeit sample relating to Tobrex 5ml lot VEES0OA

06 mat vo hdp/ 06 sides of folding box

Thuédc chinh hang/ Genuine product

Lo thuéc/ Bottle

Thuéc chinh hdng/ Genuine product Thubde gial Counterfeit
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2. Hinh anh mau nghi ngé thubc gia lién quan dén Maxitrol 5ml 16 VFDO9A/ /mages of suspected
counterfeit sample relating to Maxitrol 5ml lot VFD0SA

06 mat voé hdpl 06 sides of folding box

Thuéc chinh hdng/ Genuine product

) NOVARTIS —
ac of 5 i conaine
e&m:mmnn Novartis Oexarmetiasang 5 mg,

Neomyeln sufte 17500 14
Phing 1001, (B 10, Consc

Tower, 72-74 Nouyéa Thi Putympen B s LY
Mink K Baxaf 1 DRIPTAI

a3, Mk, drpenees of § i

Mi Bl T vit s padim, Indiations, adreinatiaten,
i vai Bng gor 028 30235060 canaisdcaton, and ofwr
Informasion: refer ©
eaciosed kalel

9 met stors 3l
Discard 28 depy
mmnp

Milg 5,0 mé chis

mi
i dinh va cic thing ?h"‘

wecmmwnm
din s queg thude
// mmmq%

CN sér dyng 3£ nhd mit
O xa tim tay trd sm
Doc kj hirtrag dés i
dyng trede kN ding
Like bj trirdre AN ding
SEX:VN-21435-18

MAXITROLY

|
. soovg  14-03-24
56!5!. VFDOPA
'Oiw 140326

| —

y l

“MAXITROL®

Dexamethasen 1 gawn Ty cnudn chll Weomg
Reomycin sufet 3500 e Tecs
Palyorvn B sgifat 6000 S/l Cor b sdn xait
HON DICH NHO MAT 8A ALCON-COUVREUR WV
Rikseag 14, 2970 Purs,
Smi Beizum DY

Nkt xr. &

@N()VARI IS

Thuéc nghi ngé gial Suspected counterfeit

& NOVARTIS
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3. Hinh anh mau nghi ngé thudc gia lién quan dén TobraDex 5ml 16 VHNO7A/ Images of suspected
counterfeit sample relating to TobraDex 5ml lot VHNO7A

06 mat vo hop/ 06 sides of folding box

Thubc chinh hdng/ Genuine product
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4. Hinh anh mau nghi ng® thubc gia lién quan dén Tobrex 5ml 16 VEE98C/ Images of suspected

counterfeit sample relating to Tobrex 5ml lot VEES8C

06 mat vo hop/ 06 sides of folding box

Thuéc chinh hang/ Genuine product
J s

‘ Each battie of 5 mé conles Mi 105 micira DNNE: Cty TNHH Novartis
Todbramycn 15.0 my Tobeamycin 15,0 mg ‘ Vigt Nam
Box of ¥ DROPTA Hop1lo Pnong 1001, 84 10, Centec
dispeesar of 5 = DAOPTAIN (a5 mi Towar, 72 yan Thi
Inficatisns, sdminatrason, Chidinh, ung, chéng A Khi ThSa. Q3
contrairdicatons. asd athor ki dirh vi cde thng Bn @ b Chi M.
informaticn: rofer to kb xem wong 10 rdng

Do net siore atm‘@ B30 quan khing qu SHARI0G O OR8 98239080

Diacare 25 days efer

first opaning

Prescription ealy

For topical ocular use only

Keep out of reach of
chiléren

Read the leafet caretully
before use

K"«Oﬂg dang sau khi

m #n i 28 ngay

Thude ké don

Chi sir dung a6 nhd mit
’ Di xa tim tay tré em

Boc k§ hudr ain sir

adung lvvéc aung

SOK: VN- 1038518

T-Au cP'uﬁr chi#t luong

Co x‘: 360 xudt

SA ALCON-COUVREUS N V.

enclosed oot dkn s dung thudc ke @: Moi thic mdc wé sdn phiim,

Rx

TOBREX®
Tobramyein 3 mg/mi

DUNG DICH NHO MAT

Riksweg 14, 2670 Paurs,

Smi
Befgiam (Bi)
— e Sén xult i BI
@)\'Akll\’

Thudc nghi ngé gidl Suspected counterfeit

Exh borde of 5 sl oo |

B

dweryerof Sl
Indications,

Mo,
COMTANSA NG and ethwr
nlarmation: rofer o
enConed ieaflet
O ot stone atow
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UBND TINH AN GIANG CONG HOA XA HOQI CHU NGHIA VIET NAM
SOYTE Déc Lip - Tw do - Hanh phue

S6:1992/SYT-NVD An Giang, ngay 30 thang 9 nam 2025
Vv thu héi do vi pham mic d6 2 coa
thude Pyfaclor Kid tai Quyét dinh si
475/QB-QLD ngay 29/9/2025
cia Cue Quan 1y Durge

KHAN

Kinh gin:
- Cdc co so kham bénh, chira bénh trong tinh;
- Céc co so kinh doanh dwoe trong tinh.

Can cir Quyét dinh 6 475/QD-QLD ngay 29/9/2025 cua Cuc Quan ly Dugc
ve viée thu hoi do vi pham mitre do 2 cua thude Pyfaclor Kid (S gi'.:ij-,f dang ky luu
hanh: VD-26427-17).

Sa Y té thong bao dén cdc co sé khiam bénh, chita bénh va cic co si kinh
doanh duoce trong tinh thue hién:

- Trién khai thuc hién Quyét dinh cua Cuc Quan Iy Dugre ve viée thu hoi
trén todn quéc 16 thude Com pha hén dich uéng Pyfaclor Kid (Cefaclor 125mg),
So GPKLH: VD-26427-17, S6 16: 410923 NSX: 13/09/2023 HD: 13/09/2026 do
Cong ty chd phfin duoe ph::im Pymepharco san xust (théng tin chi tiet tai Quvét
dinh 50 475/0P-QLD ngay 29/9/2025 giri kém va dang tai trén Trang théng tin
dién tir ciia So' Y té theo dwdmg ddn: https://syt.angiang gov.vn).

- Co s0 bin budn, ban lé, co i t6 chire chudi nha thube ngimg kinh doanh,
cung cip, cip phit 16 thude bi thu héi néu trén, thng biao va to chire thu hoi, tiép
nhin toan b 16 thude bi thu hoi néu trén, tra thude cho co so di cung {:;ip thudc.

- Co sir kham bénh, chita bénh va ngudi str dung thude ngimg viée ké dom, ban,

cap phét va sir dung 16 thude bi thu hdi néu trén, tra thude cho co so cung cip thude.

S&'Y té théng bio dén cic co s dé biét va khin trrong thue hign./,(

KT. GIAM POC
Neoi nhiin: PHO GIAM POC
- Mhir teén;, d
- GD, cic PGD SYT: . ;
- Cac COQ, Y thude, true thude SYT;
- Trang TTOT 5¥T;
-NVPBRT SYT:
- L VT, NVD, tinuong.




