PIEM TIN CANH GIAC DUQC

ANSM: Thuéc chéng viém Kkhéng
steroid va cac bién chieing nhiém khuan
nghiém trong

Thang 03/2023, cac trung tdm canh
giac dugc khu vue (CRPV) tai Phap da ghi
nhin mot sb truong hop xudt hién bién
ching nhim khuan, cé truong hop tir
vong & ngudi 16n va tré em sir dung thudc
chéng viém khong steroid (NSAID) ké
don hoidc khong ké don. Bién chting nhiém
khuan c6 thé xay ra ngay ca khi thudc
khang sinh duoc ké don dong thoi.

Trong bdi canh bung phat nhiém
khuan do lién cau nhom A, ANSM luu y
cac quy tic st dung NSAID hop 1.

NSAID (nhu ibuprofen, ketoprofen)
12 nhém thude duge sir dung nhiéu nhat dé
giam dau hodc ha s6t cho nguoi 16n va tré
em ma khong can ké don. Céc thudc nayco
thé 1am giam cic triéu chiing nhu sét hodc
dau, do d6 dan dén cham tré trong chan
doan, xtr trf va c6 thé dan dén nguy co gip
bién ching nhiém khuan nghiém trong.
Néu ¢6 tinh trang dau hoac sot, dic biét 1a
khi mic cac nhiém khuan thong thuong
(viéem hong, ho hodc nhiém khuin rang
miéng), khuyén cdo lua chon paracetamol
(thudc giam dau ha sot khong c6 tac dung
chdng viém).

Thong tin danh cho bénh nhin va
nhén vién y té

- Sur dung paracetamol trong trudng
hop dau hodc sdt, dic biét 1a khi mac cac
nhiém khuénthéng thuc‘mg nhu viém hong,
viém mii hong, ho, viém ph01 viém tai,
nhiém khuédn ring miéng, ton thuong da
hodc thuy dau.

- Luu y st dungNSAID ding cach
trong truong hop dau hodc sot:

+ Ké don va sir dung NSAID ¢ liéu
thap nhat va trong thoi gian ngan nhat c6
thé (3 ngay trong truong hop sot, 5 ngay
trong truong hop dau)

+ Ngimg thudc ngay khi hét triéu
ching

+ Khong dung dong thdi véi NSAID
khac

+ Tranh sir dung NSAID khi bi thuy
dau

- Phu huynh khong can cho tré ung
thudc ha sdt néu nhiét do6 cua tré dudi
38,5°C. C6 thé giam nhiét do cho tré bang
cac phuong phap don gian trude khi can
nhic st dung thudc ha sot: mac quan 4o
mong (khong duoc coi hét quan 4o cia
tré), dé tré nghi ngoi trong phong thoang
mat (nhiét d6 tir 18 dén 20°C). Cho tré
udng nude thuong xuyén.

Néu bénh nhin mic viém khép
dang thip hoic cic bénh dwogc diéu tri
biang NSAID kéo dai, khuyén cio khong
tw y dirng thudce va cin lién hé véi bac
s¥ khi cé nghi ngo, dac biét 1a trong
truong hop bi sot.

Chong chi dinh sir dung tit ca cac
thuéc NSAIDs & phu nitr mang thai tir 6
thang tré 1én. Than trong khi sir dung
cho phu nir mang thai giai doan truwéc
ao. Ngui‘)n: Actualité - Anti-inflammatoires ...
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ANSM: Du phong nguy co nhiém
toan lactic khi sir dung metformin

Khuyén c&o danh cho nhan viény té
va bénh nhan vé nguy co nhidm toan lactic
khi st dung metformin, dac biét & nhiing
bénh nhan suy giam chtrc ning than, mac
bénh vé tim mach hoic sepsis (nhiém
khuan nghiém trong).

Nhiém toan lactic 1a phan trng co6 hai
cia metformin va c6 thé dan dén tir vong
néu khong xu tri kip thoi. Bénh nhan co
nguy co nhiém toan lactic va c6 cac dau
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hiéu cta nhiém toan lactic can dugc tu vin
y té khén cap.

Metformin 1a thudc dao thai qua
than, dugc chi dinh dé diéu tri déi thao
duodng tuyp 2. Nguy co nhiém toan lactic
khi sit dung metformin ting 1én déi véi
cic bénh nhin suy gidm chirc niang
than. Dudi day 1a mot s6 bién phap nham
han ché nguy co nhiém toan lactic:

- Theo doi chirc nang than va chi dinh
lidu metformin phu hop véi chic ning
than.

- Panh gid nguy co suy gidm chuc
ning than: st dung cac thude gay doc than
va/hodc kha ning mat nudc c6 thé 1am ting
nguy co nhiém toan lactic.

- Ngung st dung metformin va tang
cuong theo doi chlitc ndng than trong
truong hop tiém thudc can quang chira iod,
lwu ¥ can dam bao co thé nguoi bénh du
nudc.

- Ngung sir dung metformin tam thoi
khi c6 tinh trang mat nudce cap tinh (do tiéu
chay, non mua dir doi, s6t hodc do giam
lwong nudc udng vao) va tai st dung thude
khi lwong nuéc trong co thé tré vé muc
binh thuong dong thoi khong ¢ tinh trang
suy giam chirc nang than.

- Théan trong ddi voi bénh nhan dai
thao duong khong kiém soat va/hodc co
tinh trang cdp tinh va/hoic c6 bénh man
tinh & trang thai mat bu (nhdi mau co tim
gan day, suy tim cap, suy hé hip, sdc) co
kha nang lam thay doi chtrc ning than, dan
dén nguy co nhiém toan lactic.

THONG TIN DANH CHO NHAN
VIEN Y TE

- Céc triéu ching lam sang ggi y
tinh trang nhiém toan lactic & bénh
nhan:

+ Non nhiéu lan

+ Pau bung

+ Chuot rut va dau co lan téa

+ Cam giac khé chiu va mét moi
nhiéu

+ Kho tho

+ Ha than nhié¢t va gidm nhip tim.

- Chi dinh ché d¢ liéu theo hwéng
din trong to téom tat cac dic tinh san
pham phu hop véi chire ning thin cia
bénh nhian va thuwong xuyén theo doi
chirc niing than bang cach tinh toan dd
thanh thai creatinin.

- Chéng chi dinh véi cic truong
hop:

+ C6 bat ky tinh trang nhiém toan
chuyén héa cép tinh nao (nhim toan
lactic, nhiém toan ceton)

+ Suy thin ning (d¢ thanh thai
creatinin <30 mL/phut)

+ Tién hon mé do dai thao duong;

+ Cac tinh trang c4p tinh c6 kha nang
lam thay d6i chirc ning ‘than nhu: mat
nudce, nhiém trung nang, soc;

+ Mic bénh cap tinh hodc bénh man
tinh c6 tinh trang mat bu cta nhu: nhdi
mau co tim gan ddy, suy tim mat bu, suy
ho hép, soc;

+ Suy té bao gan, ngd doc rugu cap
tinh, nghién ruou.

- Lwu y vé nguy co xay ra twong
tac thudc, bao gom:

+ Khong khuyén céo sir dung dong
thoi metformin voi cac thude can quang cé
chtra iod do c6 thé gdy suy giam chirc ning
than thoang qua hodc lam nang thém tinh
trang suy than da co tu trudc: dirng sir
dung metformin trwéc hoac tai thoi
diém chan dosn hinh anh. Chi tai st
dung thudc sau ti thiéu 48 gid, véi didu
ki€n chirc nang than 6n dinh sau khi danh
gia lai. Truéc va sau khi chup, can bu
nhiéu nude (udng it nhat 2 lit nude), ¢6 thé
tiém tinh mach trong truong hop giam thé
tich tuan hoan (dai thao duong kiém soat
kém hoidc glucose niéu do thude lgi tiéu
tham thau).

+ Mot sb thude c6 kha nang lam thay
ddi churc nang than: thudc ha huyet ap
(thudc rc ché men chuyén, thudc dbi
khang thy thé angiotensin II), thudc loi
tiéu, thuéc khang viém khong steroid
(NSAID), khang sinh nhém sulfonamid va
aminosid. Khi cac thudc nay duoc st dung
dong thoi voi metformin, néng do



metformin trong huyet tuong co thé tang
1én va co thé can phai hiéu chinh lidu
metformin dé giam nguy co nhi®m toan
lactic.

- Can thong bao cho bénh nhan vé:

+ Nguy co nhiém toan lactic c6 thé
xay ra khi sir dung metformin

+ Céc tinh trang c6 thé din dén
nhiém toan lactic nhu nhiém trung ning,
mAt nudc, bénh dai thao dudng kiém soat
kém hodc rdi loan tiéu hoa (tiéu chay, nén
mira)

+ Can duy tri uéng du nudc, dac biét
1a trong giai doan nhiém trung, rdi loan
tiéu hoa hodc trude khi thuc hién chan
doan hinh anh c6 tiém thudc can quang
chura iod.

+ Céac triéu chimg cta nhiém toan
lactic can dugc tu van y té kip thoi.

- Nén tam thoi dirng diéu tri bing
metformin:

+ Tai thoi diém st dung thudc can
quang c6 chira iod theo khuyén cao cia to
thong tin san pham

+ Trong trudng hop bénh nhan bi mat
nudc (do ti€u chay, non mua, s6t hodc do
giam luong nude udng vao), nén tam thoi
ngimg st dung metformin va can lién hé
ngay voi nhan vién y té.

+ Trong truong hgp c6 cac triéu
chimg 1am sang goi y nhiém toan
lactic: tam thoi ngung st dung
metformin (trong khi chd tw van y té) 1a
an toan, do nguy co nhiém toan lactic c6
thé giy tir vong.

THONG TIN DANH CHO BENH
NHAN

- Tuan thii nghiém ngiat liéu lugng
theo chi dinh cua bac si.

- Thong tin cho bac si vé cac thude
dang st dung, dac biét 1a thude diéu trj
ting huyét ap, suy tim, thudc giam dau
khang viém (NSAID) hodc thubc loi tiéu.
Diéu nay s& gilip bac si danh gia lidu sir
dung dong thoi metformin véi cac thube
trén c6 phu hop hay khong.

- Hay hoi bac s hoac dugc si dé duge
tr van néu ban can phai thuc hién chan

doan hinh anh c6 tiém thudc can quang
chura iod.

- Tranh udng qua nhiéu ruou va nhin
an kéo dai.

- Uong nudc thuong xuyén (1,5 dén
2 lit moi1 ngay): vi¢c uong du nudc va theo
doi chirc ndng than thuong xuyén gitp
phong ngira nguy co nhiém toan lactic.

- Than trong khi co thé bi mat nudac,
c6 thé do non mura, tiéu chay, sot tiép xtc
v6ingudn nhiét hoic chi 1a do udng it nude
hon binh thuong.

- Hay thong bao cho bac si vé cac yéu
t6 c6 thé 1am tang nguy co gip nhiém toan
lactic: tiéu chay, bénh dai thao duong kiém
soat kém, nhiém trung nghiém trong, cic
van dé vé gan hodc bénh tim, sut can nhanh
hodc tinh trang song nhi¢t tai noi ban dang
sinh séng.

- Bénh nhin can dugc tw van y
té khian cAp néu cé cac diu hiéu 1am
sang goi y tinh trang nhiém toan lactic:

+ Nén nhiéu lan

+ Tiéu chay

+ Pau bung

+ Chuot rut va dau co lan téa

+ Cam giac kho chiu va mét moi
nhiéu

+ Kho tho

Ngudn: https:/ansm.sante.fr/actualites/acidos...

Diém tin: CTV. Nguyén Ngoc Quynh Trang,
CTV. Phung Ngoc Mai
Phu trach: ThS.DS. Nguyén Thi Tuyén

EMA: Nhic lai vé cac bién phap
giam thiéu nguy co gip phan w&ng co
hai kéo dai, gay tan tat va khong hoi
phuc cua fluoroquinolon

Uy ban an toan cia EMA (PRAC)
khuyén cao cic nhan vién y té han ché st
dung khang sinh fluoroquinolon dudng
ubng, tiém hodc hit do nguy co gip cac
phan trng c6 hai gay tan tat, kéo dai va co
kha ning khéng hoi phuc.

Céc nguy co trén di duoc cong bd
vao ndm 2019 sau mot danh gia trén toan
EU vé cac phan Gmg co6 hai rat hiém gip
nhung nghiém trong nay. Mot nghién ctru
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do EMA tai trg chi ra rﬁng mac du viéc su
dung khéng sinh fluoroquinolon da giam
nhung nhitng loai thudc ndy van c6 thé
duge ké don ngoai chi dinh duoc khuyén
céo.

Han ché st dung khang sinh
fluoroquinolon c6 nghia 1a khong nén su
dung trong truong hop:

-Dé diéu tri cac bénh nhiém tring c6
thé khoi ma khong can diéu tri hodc khong
nghiém trong (nhu viém hong);

- Pé diéu tri cac bénh nhlem trung
khong do vi khuan, vi du, viém tuyen tién
liét (man tinh) khong do vi khuan;

- Pé ngin ngura ti€u chay hodc nhiém
trung duong tiét niéu dudi (nhiém tring
duong ni€u khong lan ra ngoai bang
quang) ¢ nguoi du lich;

- Dé diéu tri cac bénh nhiém trung do
vi khuan nhe hoc trung binh trir khi khong
thé sir dung cac loai thude khang sinh
thuong dugce khuyén dung cho nhitng bénh
nhiém triung nay.

Can tranh st dung fluoroquinolon &
nhirng bénh nhan da gap phan Umg c6 hai
nghiém  trong v&1  khang  sinh
fluoroquinolon hoac quinolon. Pac biét
than trong khi str dung thudc ¢ ngudi cao
tudi, bénh nhan mac bénh than va & nhiing
nguoi da ghép tang vi nhitng bénh nhan
nay c6 nguy co bi ton thwong gan cao hon.
Vi viéc st dung corticosteroid véi
fluoroquinolon ciling lam ting nguy co
nay, nén tranh st dung két hop cac loai
thudc nay.

Nghién ctru danh gié dit li¢u tir co s&
chiam séc ban dau ¢ sau quoc gia Chau Au
(Bi, Phap, Dtric, Ha Lan, Tay Ban Nha va
Vuong qudc Anh) tr nam 2016 dén nim
2021 cho thay rang cac bién phap duogc
thuc hién dé han ché su dung cac loai
thudc ndy c6 tac dong khong dang ké.

Thu giri can bo y té (DHPC) s& nhin
manh rang cc san pham nay chi nén duoc
ké don theo cé4c chi dinh da dugc phé duyét
va sau khi danh gia can than veé loi ich va
rui ro ¢ tung bénh nhan.

Thong tin cho bénh nhin

Thubc khang sinh fluoroquinolon ¢6
thé gy ra phan Gmg c6 hai nghiém trong
lién quan dén hé than kinh, gan, co va
khdp. Béc si chi nén ké don cac loai thude
nay theo chi dinh da dugc phé duyét.

- Céc phan tng c6 hai rat hiém gip
nhung nghiém trong bao gém viém hoic
rach gan, dau hodc yéu co, dau hoidc sung
khop, di lai kho khan, cam giac kim cham,
dau rat, mét mot, tram cam, cac van dé vé
tri nho, glac ngu, thi lyc va thinh giédc, va
thay doi huong vi va mui.

- Sung va ton thuong gan c6 thé xay
ra trong vong 2 ngay sau khi bat dau diéu
trj bang fluoroquinolon, tuy nhién tham
chi ¢ thé xay ra vai thang sau khi ngimg
diéu tri.

- Néu ban trén 60 tudi, co tién sir
bénh than hodc da tung ghép tang, hodc
néu ban dang dung corticosteroid (cac loai
thudc nhu prednisolon hodc
hydrocortison), ban c6 nguy co bi ton
thwong gan cao hon khi dung
fluoroquinolon.

- Néu ban gap cac biéu hién sau day,
hdy ngimg diéu tri va lién hé véi bac si
ngay lap tuc:

+ Pau hodc sung gan, dac biét 1a &
mat c4 chan hodc bap chan. Néu diéu nay
xay ra, hiy dé ving bi dau nghi ngoi;

+ Pau, té, ngtra ran, sung hoac yéu
co & cac by phan khac nhau cua co thé,
thudng bat dau ¢ ban tay hodc ban chén,
tinh trang nay tré nén t6i té hon theo thoi
gian;

+ Mé&t méi nghiém trong, trAm cam,
tri nhd kém hodc kho ngt nghiém trong;

+ Thay d6i vé thi giac, thinh giac, vi
giac va khtru giac;

+ Sung ¢ vai, canh tay hoac chan,
hodc dau khop.

Ban va bac si s& quyét dinh xem ban
c6 thé tiép tuc diéu tri hay thay thé bang
mot loai khang sinh khac

- Ban khong nén dung thudc
fluoroquinolon néu d tién s gip phan
ung c¢6 hat nghiém trong Vi
fluoroquinolon hodc quinolon.



- Néu ban co bat ky cau hoi hodc thic
mic ndo vé thudc ctia minh, hiy ndi
chuyén véi bac s hodc dugc si cua ban.

Thong tin cho cic nhén vién y té

- Két qua cia mot nghién ctu do
EMA (EUPAS37856) uy quyén cho thdy
rang fluoroquinolon tiép tuc dugc ké don
ngoai chi dinh dugc khuyén nghi.

- EMA ciing luu y ring nghién ctru
nay c6 nhitng han ché va do dé nén than
trong khi bién giai dit liéu cua no.

- Nhén vién y té duoc nhic lai vé két
qua ciia mot danh gid trén toan EU vé
thuéc  khang sinh  quinolon va
fluoroquinolon dang hit va toan than da
duwoc EMA tién hanh vao nam 2018. Panh
gia nay da dan dén nhitng han ché dang ké
trong viéc str dung cac loai thudc nay do
nguy co xay ra cac phan tmg c6 hai hiém
gip nhung kéo dai (Ién dén hang thang
hodc hang nam), nghiém trong, gay tan tat
va c6 kha nang khong hoi phuc dnh hudng
dén cac hé théng khac nhau trong co thé
(co xuwong, hé than kinh. tdm than va cac
giac quan), doi khi 12 dong thoi nhiéu hé
théng.

- Nhitng phan tmg c6 hai nay c6 thé
duoc han ché béng cach chi ké don cac loai
thude nay theo chi dinh da dugc phé duy¢t
va sau khi danh gia can than vé loi ich va
rui ro ¢ tung bénh nhan.

- Can dic biét than trong khi ké don
fluoroquinolon cho bénh nhan 16n tudi,
bénh nhan suy than, ghép tang hoac dung
corticosteroid toan than vi nguy co xay ra
mot s6 phan tng ¢ hai (vi du viém gan,
dut gan) cao hon. Nén tranh diéu tri dong
thoi fluoroquinolon va corticosteroid.

- Bénh nhan nén duoc thong bao vé
nhiing rai ro lién quan dén fluoroquinolon
trude khi bat dau diéu tri, bao gdm ca tinh
chat nghiém trong va kha ning kéo dai ctia
nhiing tac dung phy nay, dong thoi khuyén
nén ngimg diéu tri va thao luan véi bac si
khi c6 dau hiéu hodc triéu ching dau tién
ctia nhitng phan Gmg bét loi nay.

- Nén ngung diéu tri bang
fluoroquinolon va can nhac diéu tri thay

thé khi c6 dau hiéu dau tién cua dau hodc
viém gan hodc cac triéu chiing cta bénh
thz‘in kinh nhu dau, rat, ngira ran, t€ hodc
yéu, dé ngan ngua sy phat trién cua cac
phan tng bat loi khong the d4o ngugc.

Thong tin thém vé thudc

Fluoroquinolon la mdt nhom thudc
khang sinh pho rong co tac dyng tiéu diét
vi khudn va chong nhiém trung. Ching
duoc str dung dé diéu tri mot s loai nhiém
trung nghiém trong khi cac loai khang sinh
khac khong phu hop.

Dénh gid trén toan EU, dugc EMA
tién hanh vao nim 2018, lién quan dén céc
loai thudce fluoroquinolon dugc st dung
toan than (bang dudng udng hoic tiém) va
cac loai thudc dang hit va cac loai thudc
duge bao hiém co chira ciprofloxacin,
flumequin, levofloxacin, lomefloxacin,
moxifloxacin, norfloxacin, ofloxacin,
pefloxacin, prulifloxacin va rufloxacin.
Thudc Fluoroquinolon duoc cip phép &
nhiéu Qudc gia Thanh vién EU dudi cac
tén thuong mai khac nhau

Nguén: https://www.ema.europa.eu/en/news/fluoro...

Diém tin: CTV. Kim Thi Khénh Huyén
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Medsafe: Sit dung dong thoi
methotrexat va natri valproat c6 thé
lam giam tac dung chéng dong kinh
hoic kiém soat tam trang

Tém tit

- Mot sb bao cao cho thiy nong do
natri valproate trong huyét thanh giam
dang ké ngay sau khi str dung methotrexat,
dan dén cac con dong kinh.

- Nguyén nhan lam giam ndng do
natri valproat trong huyét thanh c6 thé 1a:
Lién két canh tranh véi protein, chuyén vi
tir albumin va chuyén héa nhanh

- Khi bit dau diéu tri bang
methotrexat & bénh nhin dung natri
valproate, nén theo doi phan ung 1am sang
ctia bénh nhéan (kiém soat con dong kinh
hoic kiém soat tim trang) va ndng do natri
valproat trong huyét thanh khi thich hop.

Co so
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Chuyén luan natri valproat (Epilim)
dugc cap nhat dé bd sung twong tic véi
methotrexat. Mot s6 bao cao cho thiy ndng
d6 natri valproate trong huyét thanh giam
dang ké ngay sau khi ding methotrexat,
dan dén cac con dong kinh.

Ban tin nay nhan manh cic bao cdo
da cong bd, co ché va cach quan 1y cho
tuong tac thude-thude nay.

Bao céo ca

Hai bao cao trong tai li¢u da ghi nhan
tyong tac thudc-thude ndy. Truong hop
dau tién lién quan dén viéc st dung
methotrexate liéu thip hang tuan dé diéu
trj bénh vay nén, trong khi truong hop thir
hai lién quan dén viéc truyén methotrexat
liéu cao diéu tri bénh bach cu & tré em.
Trong ca hai truong hop, nong do natri
valproat huyét thanh giam dang ké da duoc
ghi nhan ngay sau khi dung methotrexate,
dan dén cac con dong kinh

Ké tir ngay 1 thang 12 nam 2022,
khong c6 truong hop twong tic thudc-
thudc nao duoc bao cio cho Trung tdm
theo doi phan trng c6 hai.

Pé xuit co ché twong tac

Methotrexat (mot axit yéu va ty 1¢
lién két véi albumin 13 75%) canh tranh
v6i natri valproat (lién két véi albumin
90%) dé lién két véi albumin. Sau khi natri
valproat bi dich chuyén khoi albumin,
noéng do ty do ting 1én lam ting chuyén
hoéa ¢ gan, din dén giam ndng do natri
valproate trong huyét thanh.

Quan ly twong tac

Khi chi dinh st dung d6ng thoi natri
valproat va methotrexat, cac nhan vién y té
phai biét vé giam tac dung chong dong
kinh va kiém soat tdm trang

Theo doi phan Uung lam sang cua
bénh nhan khi diéu trj dong thoi va can
nhic theo dai ndng do natri valproat trong
huyét thanh.

Quan ly twong tac nay c6 thé yéu cau
diéu chinh lidu natri valproat. Nén xem xét
mot phuong phap thay thé khong twong tac
v61 methotrexat & nhitng bénh nhan dung

natri valproat.
Ngudn: https://www.medsafe.govt.nz/profs/PUArticles...

Diém tin: CTV. Nguyén Lé Phuong Nga;
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Medsafe: Theo dbi nong dé lithium
trong huyét thanh dwoc khuyén céo
trén bénh nhan co sir dung doéng thoi
empagliflozin hoac dapagliflozin

Empagliflozin va dapagliflozin co
thé lam ting bai tiét lithium qua thén dan
dén giam nong d¢ lithium zrong huyét
thanh. Theo déi néng dé  lithium
trong huyét thanh thwong xuyén hon dwoc
khuyén cdo ké tir khi bat dau dimg thuéc
ikc ché SGLT2 hodc sau khi thay doi liéu.
Hiéu chinh liéu lithium néu can thiét.

Thudc e ché SGLT2 lam ting bai
tiét lithium qua than

Kénh ddéng van chuyén Na
- Glucose 2 chiu trach nhiém tai hép
thu natri va glucose tir 1ong 6ng than vao
mau.

Thubc lic ché SGLT2 e
ché kénh dong van chuyén nay lam
giam kha nang tai hap thu glucose, do
d6 duge st dung trong diéu tri dai thao
duong typ 2 nhim kiém soat mic
d6 duong huyét ctia bénh nhan .

Lithium c6 céu trac hoéa hoc tuong
tu natri vé mat nguyén ta, do doco
thé dwoc van chuyén thong qua kénh
natri. Chinh vi vay, viéc st dung dong
thoi thude tre ché SGLT2 va lithium c6 thé
lam tang bai tiét lithium qua than din dén
giam nong do lithium trong mau.

Pinh ky theo déi nong
dd lithium trong huyét thanh déng vai
trd quan trong nhim dam bao nong d
thudc trong pham vi diéu tri

Lithium 1a thudc c6 pham vi diéu tri
hep, do d6 theo ddi thuong xuyén nong
do lithium trong méau 1a can thiét ¢¢ dam
bao noéng do thude trong pham vi diéu tri
va ti wu hoa ché do lidu sir dung.

Conhiéu thudcsit dung dong
thoi anh  huong dén  do  thanh
thai cua lithium thong qua thay d6i luu
lwong mau dén than, toc do loc cau than va
su can bang natri.


https://www.medsafe.govt.nz/profs/PUArticles...

Theo ddi ndng d6 lithium trong mau
cua bénh nhan thuong xuyén hon dugc
khuyén céo ké tir khi bat dau dung thudc
trc ché SGLT2 hodc sau khi thay d6i liéu.
Hiéu chinh liéu lithium néu can thiét.

Cac bao cao ca & New Zealand

Cho dén ngay 9/1/2023 Trung tim
theo ddi phan mg c6 hai cia thudc
(CARM) da khong ghi nhan bat cir bao
cho nao vé tu’ong tac thude xay
ra gitra lithium va thuéc Gc ché SGLT2

(empagliflozin, dapagliflozin).
Ngudn: https://www.medsafe.govt.nz/profs/PUArticles...
Piém tin: CTV. Nguyén Phuong Thao,
CTV. bang Thuy Tién
Phy trach: DS. Nguyén Thi Clic

HSA: Corticosteroid tac dung tai chd
va nguy co ton thwong da khi ngirng
thuéc

Corticoid tic dung tai chd (TCS)
duogc str dung dé 1am giam céc triéu ching
viém, ngtra trong nhiéu bénh 1y da liéu,
trong d6 c6 eczema va vay nén. TCS duoc
cap phép st dung & nhiéu noi bao gdm

betamethason, clobetasol, desonid,
diflucortolon, fluocinolon, fluticason,
hydrocortison, mometason va

triamcinolon. Theo HSA, hién nay da phat
hién nhiéu truong hop tron cortioid vao
trong cac my pham lam trang da lan tran
trén thi truong.

Tén thwong da khi ngirng steroid
tai chd (TSW)

Tén thuong da khi ngirng steroid tai
chd (TSW) bao gébm nhiéu triéu ching két
hop nhu 1€ thudc vao corticoid, hoi chung
d6 da, viém da do steroid. Nhiéu y kién
cho réng TSW phat sinh tir viéc 1€ thudc
vao corticoid tai chd, dic biét trong cac
truong hop ting lidu, ting tan suat sir dung
ciing nhu st dung trong thoi gian dai. Cac
biéu hién trén da s& trd nén tram trong hon
khi ngimg corticoid tai chd va c6 thé lan
rong véi nhiéu hinh thai ton thuong khac
nhau so v6i tinh trang da ban dau.

Céc tong quan hé théng di dbi chiéu
va mo ta cac dic diém lam sang cia TSW
tlr cac bao céo ca, chudi ca va nghién ctru

mo ta cat ngang di dugc cong bo.
TSW chu yéu anh huong dén ving mat,
b phéan sinh duc, véi cac triéu chiing bao
gdm ngira, bong rat va cham chich. Thoi
gian su dung TCS trong phan 16n cac
truong hop duoc ghi nhin déu tir 6 thang
trg 1€n va thoi gian khoi phat TSW trong
khoang vai ngdy dén vai thang sau khi
nging st dung TCS. C6 hai biéu hién 1am
sang khac biét cia TSW :

- Tinh trang ban d6, phti né, nong rat
xuat hién thuong xuyén hon & nhitng bénh
nhan eczema/viém da co dia .

- Tinh trang san mun Xuét hién &
nhitng bénh nhan st dung TCS véi muc
dich 1am dep (VD: cac loai kem lam trang
da co tron corticoid trén thi trudng)

Céc nghién ctu két luan rang TSW
c¢6 kha nang 1a tac dung khong mong muén
cua vi¢c su dung TCS thuong xuyén, kéo
dai va khong phu hop. Tuy nhién, bang
chtirng thu nhan dugc (VD tur cac nghién
clru quan sat) chua c6 do tin cay cao va cd
thé c6 nguy co sai léch, can c6 thém céc
nghién ctru dugc thiét ké t6t hon dé hiéu
va xac dinh 18 van dé nay.

Viéc chan doan x4c dinh TSW van 1a
mot thach thire do chua ¢6 su déng thuan
vé tiéu chuan chan doan cho TSW, dong
thoi TSW ciing ¢6 nhitng dic diém chong
lap voi cac bénh 1y khac, nhu viém da di
tmg do tiép xuc va dot bung phat lai tinh
trang viém hodc nhiém khuén trén da da co
tir trude). Thém vao d6, viée chan doan
bang cac thu thuat (VD: sinh thiét da)
thudng han ché trong viéc phan biét TSW
va sy bung phét cua cac bénh 1y trén da san
c6. Cac co ché dugc dé xuat bao gém gidn
mach do tang nong d6 NO, rdi loan diéu
hoa cac thu cam thé (receptor) cua
glucorticoid va hién tuong dung nap thudc
nhanh (tachyphylaxis). Tuy nhién, bang
ching hién tai con nhiéu han ché va chua
thuc su thong nhat.

Danh gia cua co quan quan ly dugc
phim va cac sin phim chim séc sirc
khoe tai Anh (MHRA)
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Nam 2021, MHRA da thuc hién danh
gia cac bang chimg dua trén y van da duoc
cong b ciing nhu cac ca TSW ¢6 lién quan
dén sir dung TCS trong phan 16n cac ca
bénh dugc bao cdo. Co quan nay da ghi
nhin bang ching vé TSW c¢6 lién quan
dén st dung TCS lién tuc, khong hop 1y
trong thoi gian dai ngay cang gia ting.
Mac du MHRA chua uéc tinh duoc tinh 1€
mac TSW, tuy nhién co quan nay co thé
dua ra dénh gid rang s6 luong bao cdo vé
cac truong hop bi ton thuong da nghiém
trong la rat hiém khi xét dén sd luong bénh
nhan diéu trj bang TCS. Péanh gia nay da
di dén két luan rang TCS van la mot
phuong phéap diéu tri an toan va hiéu qua
cho céc r6i loan vé da khi duoc st dung
dung cach (liéu t6i thicu co tac dung, thoi
gian st dung ngan hodc khong lién tuc
trong thoi gian kéo dai).

Thue trang va tw vin ciia HSA

Cho dén nay, HSA da nhan dugc ba
bao cdo vé TSW, tat ca déu co lién quan
dén viéc sir dung céac san pham boi ngoai

da c¢6 chua TCS kéo dai (vai nam). HSA
d3d dua ra thong bao nhim canh bao vé
viéc mua va st dung cac my pham (c6 thé
tron corticoid) troi ndi trén thi trudng va
nang cao nhan thirc vé nguy co ctia TSW
khi st dung TCS kéo dai. HSA ciing dé
cap dén van dé nay trong ban tin canh giac
duge dé théng bao cho cac nhan vién y té
vé nhitng san pham d6 va canh giac voi cac
tri¢u ching ciia TSW co thé xuét hién &
nhirng nguoi st dung ching.

Céc béc sinén can nhic cac thong tin
trén khi ké don TCS cho bénh nhan va xem
xét nguy co TSW & nhiing bénh nhén c6
tién str str dung TCS lién tuc kéo dai khi c6
dau hiéu 1am sang. Khuyén khich cac nhan
vién y té bao cdo cho HSA vé bat ky
truong hop nao nghi ngd TSW 1ién quan
dén viéc st dung TCS.

Nguon: https://www.hsa.gov.sg/announcements;...
Piém tin: CTV. Lé Pinh Vin,

CTV. Kim Thi Khanh Huyén
Phy trach: DS. Nguyén Thi Ctic
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PIEU TRI

TONG QUAN VE TANG THANH THAI THAN VA LIEU PHAP
KHANG SINH O NGUOI BENH CO TANG THANH THAI THAN

Tang thanh thai than 12 mét tinh trang c6 thé gap phai ¢ cac bénh nhan diéu tri
noi tri. Néu khong dugc phat hién, danh gia va diéu chinh phac do (vi du, thay d6i liéu
thudc) tinh trang nay c6 thé dan toi dap tng diéu tri khong téi vu. Bai viét ndy téng quan
vé ting thanh thai than (dinh nghia, co ché, tiép can danh gia ting thanh thai than) va
cung cap huéng dan vé chinh liéu ciia mot s6 khang sinh & nguoi bénh tang thanh thai
than.

1. Giéi thiéu vé hién twong ting thanh thai than

Tang thanh thai than (Augmented Renal Clearance - ARC) la hién tugng tang
chirc nang than, thuong duogc xac dinh khi @6 thanh thai (Clcr) trén 130/ml/phut/1,73m2.

Mic du da xuét hién tr 1au va thuong hién dién & 20 - 65% nguoi bénh nang
nhung ARC méi dugc quan tam trong mot thap nién tro lai day. ARC c6 thé lam thai
trir thuc nhanh hon, dic biét déi véi cac thudc khang sinh than nude nhu nhoém beta-
lactam, aminoglycosid, glycopeptid; cac khang sinh than nu6c trung binh nhu
fluoroquinolon. H¢ qua la nong do6 caa thude dudi ngudng tri lidu, ting nguy co that bai
diéu tri va phat sinh dé khang cua vi khuan.

Céc yéu t nguy co ciia gap ARC bao gom:

+ Treé tuoi (dudi 50 tudi)

+ Gigi tinh nam

+ Chan thuong

+ Bénh it nang hon (diém mutc do nghiém trong cua bénh thap hon, vi du danh
gia qua cac thang diém nhu SOFA, SAPS II, APACHE II).

2. Cach xac dinh tang thanh thai thin

C6 thé sir dung céc yéu té nguy co va mé hinh du doan dé sang loc ra hhiing bénh
nhén c6 nguy co cao gdp ARC. Tuy nhién dé chan doan ARC chinh xéc yéu cau can do
luong mic loc cau than (GFR). Xac dinh do thanh thai inulin 12 tiéu chuan vang dé do
GFR, tuy nhién phuong phap niy can sir dung chat ngoai sinh inulin, dit tién, khdng
phd bién, chu yéu sir dung trong pham vi nghién ctru. Ngoai ra cé thé do ludng do thanh
thai creatinin (Cler) thdng qua thu thap nudc tiéu 8 gio dén 24 gio; day ciing 13 phuong
phap phd bién nhat dé do luong chirc ning than tai cac co so 1am sang.

Trén thyc té 1am sang, viéc do ludng GFR maot cach thuong quy trén cac bénh
nhan 1a bat kha thi. Do vay, GFR thudng duoc udc tinh thdng qua cac cong thic xay
dung dua trén cac thong sé hoc quan thé, tir d6 gitp nhanh chong xac dinh bénh nhan
cd ARC. Céc cong thirc phd bién dugc st dung dé wée tinh GFR bao gdom CG (Cockcroft
Gault), MDRD (Modification of Diet in Renal Diseases) hay CKD-EPI (Chronic Kidney
Disease-Epidemiology). Khi sir dung cac cong thicc dé ude tinh GFR, ludn luu ¥ cac
cong thtrc dé woc tinh mirc loc cau than (eGFR) s& khdng chinh xac bang do ludng muc
loc cau than trong viéc xac dinh bénh nhén c6 ting thanh thai than. Mot s6 nghién ctu
da chi ra khi str dung cac cong thirc CG, MDRD hay CKD-EPI dé wdc tinh mic loc cau
than (eGFR) c6 thé khong danh gia duoc hodc bo sét cac trudng hop bénh nhan ARC.
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Khi bénh nhan c6 eGFR trong khoang cho phép thi van chua loai trir hoan toan ARC do
sai s6 ciia phuong phéap uéce tinh GFR.

Bén canh do, cac cong thire nhu CG va MDRD chi duoc danh gia va tham dinh
trén nhitng d6i trong c6 chirc ning than 6n dinh va suy than man; do dé cac cong thirc
nay bi han ché trong trudng hop nguoi bénh chirc ning than khdng 6n dinh (thay doi
lién tuc). Cac cdng thirc nay ciing c6 d6 nhay thip & ngudi bénh giam du trix protein va
suy dinh dudng. Nong do creatinin huyét thanh do c6 thé bi anh huang bai tudi tac, gioi
tinh, chang toc, su trao ddi chat, ché d6 dn ung va mac d6 hydrat héa nén anh huéng
dén tinh chinh xac cua hai cong thic ndy. O ngudi bénh 6n dinh 14m sang, wéc lugng
Cler dya trén cong thic CG c6 thé dy doan chinh x4c chirc nang than. Tuy nhién & bénh
nhan nang, dit liéu cho thay Cler uée tinh twong quan kém véi Cler do bang cach thu
thap nudc tiéu 24 gio. Theo y vin, CrCl uéc tinh thap hon dang ké so véi CrCl do duoc
& cac nguoi bénh tai khoa hoi stc tich cuc; do vay & bénh nhan ning, can nhac vu tién
phuong phap do nuéc tiéu thu thap trong khoang thoi gian 8-24 gio dé sang loc nguoi
bénh ARC.

Cong thire tinh do thanh thai creatinin than bang di liéu thu thap nuéc tiéu:

clc ( ml ) Nbéng ds creatinin nwéce tidu (%)x Thé tich nwéce tiéu (ML) 1,73
r — ] = ; .
phuat Néng dd Creatinin huyét thanh (%)x T (phit) BSA
Trong do:

BSA = 0,007184 x chiéu cao®’?5 x can nang®4?°

T: Thoi gian thu thap nuéc tiéu

Gia tri ngudng CICr dé xac dinh bénh nhan c6 ting thanh thai than hay khéng
hién nay con chua c6 quy dinh chinh théng. Tuy nhién céc nghién ctru thuong lay gia
tri 16n hon 130ml/phat/1,73m? la gia tri “diém cit” dé xac dinh bénh nhan ARC. Tuy
nhién mot s6 y van c6 thé lay gid tri diém cat 12 120 ml/phit.

3. Co ché va hé qua ting thanh thai than

Co ché chinh xac cia ARC van con chua rd. Mot mo hinh nghién ciu dé xuat
rang phan ang viém hé théng & nguoi bénh nang dan dén sy gia tang cac chét trung gian
gay viém. Céc chat trung gian nay lam giam sac can mach mau ngoai bién va ting cung
lwong tim, dan dén tang luu lwong mau dén than va ting muac loc cau than, biéu hién 1a
ARC. Ngoai ra ngudi bénh tai khoa héi sirc tich cuc thudng dugc diéu tri bang phuong
phép truyén dich va str dung thudc van mach, do d6 lam ting cung lugng tim, gop phan
dan dén tinh trang trén (hinh 1).

BENH NHAN NANG

Phan vmg viém hé théng ’

-

Gia tang chat trung gian « _ = =
== o e Thudc van mach Dich truyen
gay viém - =

| — - - 6

Tang cung hrong

Giam sirc can mach mau %
5 tim

.
Tang hru lvong mau dén
than
+ "
o Tang bai tiet anion
Tang GFR - ey e
S & ong than
Liéu thong thudomg — e e - TDM thudc
ARC 1
Dwudn ngudmg phon . e B = =T = -
S I'6i vu héa PK/PD
nhiem
- - _+
Giam hiéu qua dieu tri. Tang hiéu qua dieu tri. giam
tang de khang khang sinh de khang khang sinh

Hinh 1. Nguyén nhan va h¢ qua cia ARC
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4. Tiép can tAm soat tiing thanh thai than

Dé tim soat cac bénh nhan ting thanh thai than cac bac si c6 thé sir dung so d6
goi ¥ trong hinh 2. Trén thyc hanh 1am sang, tét nhat 1a do ludong chirc nang than dé
chan doan chinh x4c ARC. C6 thé thuc hién do luong chirc ning than qua do luong Cler
st dung nudc tiéu thu thap trong 8 — 24 gio. Tuy nhién, trong treong hop khdng thé do
ludng Cler, bac sy ¢6 thé danh gia nguy co gap ARC dua trén cac yéu td trén bénh nhan,
cac thang diém danh gia nguy co. Dé xac dinh bénh nhan c6 ARC mét cach hiéu qua
va nhanh chéng, hién nay c6 hai thang diém phd bién nhat 1a thang diém ARC va
ARCTIC (Bang 1). Thang diém ARC tinh phtic tap hon vi phai tinh diém SOFA, nhung
¢6 d6 nhay va dic hiéu cao hon so véi dung thang diém don gian ARCTIC. Sau khi do
luong chic niang than va/hoic danh gia nguy co trén bénh nhan, bac sy can nhic dén
tinh trang 1am sang va cac thudc bénh nhan dang st dung dé téi vu héa phac do, bao
gom: thay ddi diéu tri, thay doi liéu, thuc hién giam sat nong do thude (néu cd thé).
Bang 1. Hé théng tinh diém nguy co ARC cta bénh nhan

Thang diém ARC [2, 3] Thang diém ARCTIC [4]

SCr < 62 pmo/l = 3 diém
Gidi tinh nam = 2 diém
Tudi < 56 = 4 diém

Tudi: 56 - 75 = 3 diém

Tudi < 50 = 6 diém
Tiéu chi Chan thuong = 3 diém
Diém SOFA < 4 = 1 diém

Dién aidi 0 - 6 diém: nguy co ARC thap < 6 diém: Nguy co ARC thap
ién giai
7 -10 diém: nguy co ARC cao > 6 diém: Nguy co ARC cao
D6 nhay 100% 84%
Do dac hiéu 71% 68%
ARC (augmented renal clearance): Tang thanh thai than
ARCTIC (augmented renal clearance in trauma intensive Care): Tang thanh thai than & ngudi
Chd thich bénh hdi strc tich cure chan thuong

SOFA (Sequential Organ Failure Assessment): Danh gia suy chirc ndng da co quan (phu luc 1)

SCr (Serum creatinin): Néng dd creatinin huy&t thanh

5. Tam soat ting thanh thai than & nguwoi bénh ning

Hinh 2. Banh gia tang thanh thai (ARC) 6 nguoi bénh tai khoa héi strc tich cuc
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D6i voi nguoi bénh dugce xac dinh ting thanh thai, cAn can nhic theo ddi ndng
d6 thudc va hiéu chinh liéu ddi voi céc thudc thai trir qua than. Ngoai ra, nén xem xét
cac liéu phap thay thé khong anh huéng béi chirc ning than thay d6i, chang han thudc
chuyén hoa qua gan 1a chu yéu chi khdng phai thai trir qua than. Tuy nhién, tinh trang
lam sang va két cuc cua ngudi bénh méi 1a diém mau chét dé dua ra quyét dinh diéu tri.

Déi véi khang sinh, cac chién luoc dé téi vu dat dugc dich duge dong hoc/duoc
lyc hoc (PK/PD) cho bénh nhan ARC 14 tang lidu, truyén kéo dai hoac lién tuc, dic biét
dbi voi cac khang sinh phu thudc thai gian nhu beta-lactam. Ngoai ra viéc xac dinh ndng
d6 wc ché tdi thiéu cua vi khuan (MIC) cua vi khuan ciing 1a mét yéu t6 anh huong quan
trong trong viéc xac dinh liéu cua khang sinh ddi véi vi khuan dé, ciing nhu dit liéu vi
sinh tai dia phuong.

6. Két luan

ARC 1a mét tinh trang phé bién & nhitng bénh nhan nang, dic biét 1a ¢ nhitng
ngudi tré tudi. Can can nhic dé toi vu hoa viéc s dung thude trén nhém bénh nhan nay,
dic biét 1a d6i véi cac nhom thude than nude nhu mot sé nhoém khang sinh, beta-lactam,
glycopeptid, aminoglycosid... Trai ngugc Vi tinh trang suy than, viéc st dung khang
sinh trén cac dbi tuong bénh nhan ARC phan 16n can tang lidu st dung, viéc su dung
lieu thap, khong tbi vu PK/PD c6 thé 1am dudi ngudng ndng do thudc dan dén that bai
diéu tri. Vi vay trong thuc hanh 1am sang, cac bac si c6 thé tham khao va can nhic céc
ché do liéu d6i véi bénh nhan tang thanh thai than dé toi uu phac do khang sinh diéu tri.
Tai ligu tham khdo
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NHOM THUOC UC CHE SGLT2 TRONG PIEU TRI BENH THAN MAN

Nhém thuée SGLT2i ra doi véi chi dinh dau tién diéu tri dai thao dwong type 2.
Sau ddy, do co cac lo ngai vé an toan tim mach, FDA da yéu cau thuc hién cdc thir
nghiém lam sang vdi tat cd thuoc diéu tri DTD mdi. Tuy nhién, két qud lai cho thdy loi
ich vuot tréi trén tim mach va budce dau cho thdy hiéu qua bdo vé trén than. Nhitng
nghién civu tiép theo vé sau di ngay cang ciing cé nhitng tac dong tich cuc trén thin
ciia nhém thuéc SGLT2i nay.

1. Gidi thiéu chung

Nhom thude te ché kénh dong van chuyén natri — glucose 2 (SGLT21i) ra doi véi
co ché tac dong duong huyét doc 1ap voi insulin ¢ mo ra co hdi trong quan 1y bénh dai
thao duong (DTD) type 2. Trong d06, hoat chit dau tién duoc FDA phé duyét la
canagliflozin vao thang 3/2013, sau day lan luot 13 dapagliflozin va empagliflozin
(1/2014 va 8/2014).

Nam 2008, do c6 su xuat hién cua cac lo ngai lién quan dén an toan tim mach cta
cac thuéc SLGT2i, Cuc quan Iy Thuc pham va Duoc pham Hoa Ky (FDA) da yéu cau
thyc hién cac thur nghiém 1am sang l6n dé chirng minh tinh an toan trén tim mach véi
tat ca cac thude didu tri DPTD mdi. Pang cha y 13, khi ba nghién ctru ban 16 EMPAREG-
OUTCOME (empagliflozin), CANVAS (canagliflozin) va DECLARE-TIMI 58
(dapagliflozin) cong bd két qua, nhom thuée SGLT2i khong chi chimg minh duoc nhiéu
loi ich vuot trdi trén tim mach & bénh nhan DPTH, ma con budce dau cho théy hiéu qua
bao vé trén than. Va nhitng nghién ctu tiép theo nhu DAPA-HF va EMPAROR-
Reduced da ngdy cang cing cb nhitng tac dong tich cuc trén than ctia nhom thudc
SGLT?2i.

2. Co ché tac dung ciia nhém thude vrc ché SGLT2 trong diéu tri bénh than
man

Trén bénh nhan c6 hoac khong c6 DTD, mot sé co ché bao vé - ngin ngira tién
trién bénh than ctia nhom tre ché SGLT2 dugc dé xuat nhu [3] [4] [5]:

 Thong qua phuc h01 phan xa cau - 6ng than va san xuat adenosine, SGLT2i lam
giam huyét 4 ap no1 cau than va hién tuong siéu loc;

o Cai thién than kinh thé dich: giam hoat tinh hé¢ RAAS va hoat dong hé giao cam;

« Giam viém, giam xo hoa;

o Tang san xut prostagladin gitip gidn tiéu dong mach di;

o Tang kha nang cung cap oxy va giam nhu cau su dung oxy ¢ than nho giam stress
tai hap thu glucose ¢ té bao 6ng than va hoi phuc san xuat erythropoietin;

o Loi ni¢u tham thau va natri niéu dan dén giam huyét ap, giam thé tich ngoai long
mach va bao ton thé tich ndi mach;

« Can bang calo 4m giup giam cin, dong thoi co thé thiéu ning luong khién thuc
day ly giai mé md va oxy hoa acid béo;

o Tuong tac gitra SGLT2i va NHE-3 c6 thé 1a co ché tiém nang bao v¢ than;

o Giam HbAlc va hién tugng ngd doc duong;

o Tang thai acid uric.

3. Cac nghién ciru chirng minh lgi ich ctia nhém thudc e ché SGLT2 trong
diéu tri bénh thian man

3.1 Nghién ciru DAPA-CKD (dapagliflozin)
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bay la tht nghiém dau tién nghién ctru chuyén biét bénh than man cé hoac khong
c6 DTD trong nhom e ché SGLT2. Pang chu v, trong nghién ctru nay c6 282 bénh
nhan Viét Nam [6]. Qua 2,4 ndm theo ddi, két qua cho thiy dapagliflozin:

o Giam 39% bién cd chinh (giam eGFR > 50%, bénh than giai doan cudi hoic tir
vong do than hay tim mach)

o Giam 29% nguy co tir vong do tim mach hodc nhép vién vi suy tim, dic biét gidam
31% tir vong do moi nguyén nhan [2]. Pay 1a mot bude tién vi trong tat ca liéu
phap diéu tri bénh than man hién tai, dapagliflozin 1& thuc dau tién chimg minh
dugc kha nang giam nguy co tir vong do moi nguyén nhan ¢ bénh nhan. Nhom
thudc (e ché men chuyén (ACEi) hodc chen thu thé (ARB), cac thude diéu tri
bénh than man hién tai, chua cho thay lg1 ich giam tir vong do moi nguyén nhan
qua cac thir nghiém RENAAL, IDNT hay phan tich gop tor 119 tht nghiém lam
sang [10] [11].

« Giam 50% nguy co gip bién cb chinh & nhém bénh nhan khéng mic DTD [2]
[1].

3.2 Nghién ciru EMPA-KIDNEY (empagliflozin)
Két qua cua nghién ciru EMPA-KIDNEY d3 cung c6 thém bang chimg cho thay
loi ich bao vé than cia nhom thudc SGLT2i. Trong nghién ciru ndy, empagliflozin:
o Giam 28% nguy co tién trién bénh than hodc tir vong tim mach
o Giam 14% nhap vién do moi nguyén nhan [9].
« Empagliflozin chua chirng minh duogc g1 ich gidm tir vong do moi nguyén nhan
qua nghién citu EMPA-KIDNEY [1].
4. Cap nhit chi dinh diéu tri bénh thin man ciia cic thuéc SGLT2i:
4.1. Chi dinh: cap nhat dén 27/06/2023

Chi dinh cép nhit tai Dwoc thw Qudc gia xuit ban

Hoat chat lin ba

Dapagliflozin Chi dinh diéu trj bénh thin man & nguoi truong thanh

Empagliflozin Chua duoc cép chi dinh bénh than man

4.2. Liéu dung, cach dung Dapagliflozin

Céch dung: Dapagliflozin c6 thé udng 1 lan/ngay vao bat ky thoi diém nao trong
ngay cung voi thie an hoac khong.

Liéu lwong:

bai thao duong typ 2: Liéu khoi dau dugc khuyén cdo 1a Smg, udng 1 lén/ngay.
C6 thé ting liéu 1én 10mg udng 1 lan/ngay dé ting hiéu qua kiém soat dudng huyét.

Khi dapagliflozin dugc st dung két hop véi insulin hogc thudc kich thich bai tlet
insulin, chang han nhu sulphonylure, can nhéc liéu insulin hodc thudc kich thich bai tiét
insulin thdp hon dé giam nguy co ha dudng huyét.

Suy tim: Liéu khuyén cao 1a 10mg dapagliflozin 1 lan/ngay. Dapagliflozin dugc
sir dung cuing véi cac liéu phap diéu tri suy tim khac.

Bénh than man: Liéu khuyén c4o 1a 10mg dapagliflozin 1 lan/ngay. Dapagliflozin
dugc st dung cung véi cac liéu phap diéu trj bénh than man khac.

5. Luwu ¥ trong thanh toin bao hiém nhém thudc e ché SGLT2 trong bénh
than man
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Ngay 31/12/2022, B6 Y té ban hanh thong tu 20/2022/TT-BYT, trong d6 quy
dinh nguyén tic chung vé thanh toan chi phi thuéc d6i véi ngudi bénh tham gia bao
hiém y té. Cu thé, Dapagliflozin va Empagliflozin dwoc Quy Bio hiém Y té thanh
toan 70% [12] trong truong hop chi dinh thude pht hop véi chi dinh ciia mot trong s6
cac tai liéu sau:

— T& huéng dan sir dung thude kém theo hé so ding ky thude dd duge Bo Y té
cap phép;

— To hudng dan str dung thudc kém theo hé so dang ky thude ctia thude biét dugc
gbc, sinh pham tham chiéu d3 duoc BO Y té cip pheép;

— Huéng dan chin doan va diéu tri cua BO Y té;

— Duoc thu Quoc gia Viét Nam phién ban maéi nhét.

Ngay 23/12/2022, BO Y té da ban hanh Quyét dinh s6 3445/QD-BYT vé viéc ban
hanh Dugc thu Qudc gia Viét Nam, xuat ban lan thtr 3. Noi dung bao gom 743 chuyén
luan thudc va 25 chuyén luan chung. Trong chuyén luan dapagliflozin, nhém thudc nay
d3 duoc cip chi dinh diéu tri bénh than man & ngudi 16n [8].
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QUAN LY DU'QC PHAM

I. THUOC PINH CHI LUU HANH, RUT SO PANG KY LUU HANH TAl
VIET NAM:

_ Cén cir Cong van s6 670/SYT-NVD ngay 28/03/2023 cua S¢' Y té tinh An Giang
vé viéc tam ngung nhap khau, phan phoi, luu hanh va sir dung cac thuoc do co s¢ Arena

Group S. A. (Romania) san XUAL;

Can ctr Cong vin sd 979/SYT-NVD ngay 27/04/2023 cua S¢ Y té tinh An Giang
vé viéc canh bao doi véi mot sb san pham siro ho bi cam s dung;
Pon vi TTT — DLS théng bao dén cac khoa/phong nhu sau:

: Tendonvi | >° 9ang , .
STT Tén thuoc . Fo ky, so 10, Ly do thu hoi
san xuat \
han dung
1 - Do co s& Arena - Co quan quan ly dugc
Group  S.A. phim  Chau Au
(Romania) san (EMA) c6 théng bao
XUat. thu hoi gidy chung
nhan GMP cuda co so
san xuat Arena Group
S. A. (Romania), do
co s& nay Vi pham vé
viéc khong tuédn thu
nguyén tic GMP va
quy dinh vé san xuat
thudc.

2 Promethazine Oral | Maiden ML21-202 | 14 san pham siro ho c6
Solution Pharmaceticals chira Diethylene c6
= ) | Limited thé din dén ton
| paoweTAznE EE *:: thwong suc  khoé
| sourioN 5P nghiém trong hoac tu
t P vong cho nguoi Su
B MIHJ Mlllll dung.

3 Kofexmalln Baby | Maiden ML21-199
Cough Syrup Pharmaceticals

Limited
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Makoff Baby

Maiden ML21-203
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.1/‘;.1\.(‘)1’1'5] o Limited
=8 AR
Maiden ML21-198
Pharmaceticals
Limited
Pt Konimex AUG22A0
4 6
i
'a
i P
|
'!." N &
I“ i G :
Flurin DMP Syrup | Pt Yarindo | T4t ca cac
Tr— Farmatama 16
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8 | Unibebi Cough Pt  Universal | Tt ca céc
Pharmaceutical | 16
Industries
9 Unibebi Demam | Pt Universal | Tat ca cac
paracetamol Drops | Pharmaceutical | 16
r—— | Industries
10 | Unibebi Demam | Pt Universal | Tat ca céc
Paracetamol Syrup | Pharmaceutical | 16
3 £ Industries
11 PT Afi Farma | Tat ca céc
16
12 | Paracetamol Syrup | PT Afi Farma | Tat ca cac
(bac ha) 16
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13

PT Afi Farma

T4t ca cac

16

14

PT AFI
FARMA

DXS2104

P/DXS- H/
2101

DXS2105
DXS2106
DXS2107
DXS2108
DXS2109
DXS2201
DXS2202
DXS2203
DXS2205
DXS2206
DXS2207
DXS2208
DXS2209

DXSH220
1

DXSH220
2
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II. TANG CUONG CONG TAC PHONG CHONG NGO PQC DO
CLOSTRIDIUM BOTULINUM:

Cin cir Cong vin s6 790/SYT-NVD ngay 10/04/2023 cua S¢'Y té tinh An Giang
vé viéc tang cuong cdng tac phong chong ngd doc do Clostridium botulinum. Pon vi
TTT — DLS thong tin dén céc khoa/phong nhu sau:

Trong thoi gian vira qua trén pham vi ca nuée da xay ra mot s6 vu ngd doc thuc
pham do doc t6 vi khuan Clostridium botulinum, 1am mét sé ngudi ngd doc phai nhap
vién diéu tri, trong d6 di c6 trudong hop tir vong. Bé chu dong bao dam an toan thuc
pham, phong chéng ngd doc do vi khuan Clostridium botulinum trong thai gian téi trén
dia ban tinh An Giang, S& Y té dé nghi cac don vi trién khai cac noi dung sau:

1. Bay manh cdng tac tuyén truyen, gido duc kién thac an toan thuc pham va bign
phap phong chbng ngd doc thyc pham do vi khuan Clostridium botulinum cho cong
dong, dac biét chu y husng dan bién phap ché bién, bao quan dam bao an toan d6i V4i
cac thuc pham truyén thdng hoic theo tap quéan cua dia phuong, nham nang cao nhan
thirc, thay doi hanh vi, thdi quen khdng bao dam vé sinh an toan thuc pham trong lya
chon, ché bién, bao quan va sir dung thyc pham.

2. Trong san xuit, ché blen phai dung nhitng nguyén li¢u bao dam an toan thuc
pham, tuan thu theo ding yéu cau quy dinh ve v¢ sinh trong quy trinh san Xuat. Trong
san xuat o hop, phai chap hanh ché do khtr khuan mot cach nghlem ngat; Chi st dung
cac san pham thyc pham nguyén li¢u thuc pham c6 ngudn gbc, Xuat Xt rd rang, tuyét
d6i khdng sir dung cac san pham dong hop da hét han su dung, bi phong bep, bién dang,
hoen gi, khéng con nguyén ven hoic c6 mui vi, mau sic thay d6i khac thuong. Khong
nén tu dong goi kin cac thuc pham va dé kéo dai trong diéu kién khong dong da.

3. T0 chirc cAp ciru, diéu trj kip thoi d6i véi cac bénh nhan bi ngd doc thuc pham,
diéu tra xac dinh nguyén nhan vu ngd doc theo quy dinh va cong khai két 2 qua dé kip
thoi canh bao cho cong dong. Trong trueong hop can thiét can két néi hoi chan lién vién,
bénh vién tuyén trén dé nhan duoc sy hd tro kip thoi.

4. Cac don vi y té trén dia ban chuan bi san sang cac phuong an, luc lwong thuong
truc, phuong tién, vat tu, hoa chat dé kip thoi khac phuc, giam thiéu anh huong khi c6
ngo doc xay ra.

I11. THUOC NGHI NGO GIA MAO:

Cin ctr Cong vin s6 1539/SYT-NVD ngay 23/06/2023 cua So' Y té tinh An Giang
vé viéc thyc hién quy dinh kinh doanh dugce. Pon vi TTT — DLS thong bao dén céc
khoa/phong nhu sau:

Theo d6, Cuc Quan 1y Dugc nhan duoc cic béo céo vé viéc phat hién cac mau
san pham nghi ngo 1a thudc gia, thudc khong ré nguon goc tén nhan ghi “IMPLANON
NXT” kém cac thong tin dang ban trén trang thwong mai dién tir Shopee va Lazada.
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Dé dam bao cac hoat dong kinh doanh dugc ding quy dinh, tranh viéc str dung
thudc khdng rd ngudn géc xuat xir, khong dam bao chit lwong va an toan cho ngudi sir
dung. S¢' Y té dé nghi:

1. Phong Y té cac huyén, thi x4, thanh phé ting cuong phdi hop thuc hién viéc
thanh tra, kiém tra cac co s& kinh doanh, ban budn, ban I¢ thudc trén dia ban dam bao
kinh doanh thudc c6 day du hoéa don, chirng tir hop 18; kip thai phat hién va ngan chin
cac hanh vi kinh doanh thuéc khdng rd ngudn gc xuat xt, thuc nhap lau. X ly nghiém
truong hop vi pham (néu cd);

- Phéi hop Véi cac co quan truyén thong, thong tin dén nguoi dan biét d¢é khong
mua thudc qua cac thong tin trén mang internet, chi mua thudc tai cac co sé kinh doanh
Duoc hop phap, c6 day du hoa don, gidy to chitng minh ngudn géc xuat xi, chat lwong
cua thudc.

2. Thi truéng cac don vi y té trong tinh thong tin cho tat ca cac nhan vién y té
trong don vi biét dé thyc hién.

3. Thanh tra So Y té phdi hop véi cac co quan chirc ning cé lién quan tién hanh
Kiém tra cac co s¢ kinh doanh thudc trén dia ban; xac minh théng tin va truy tim ngudn
goc vé san pham “IMPLANON NXT” nghi ngd gia néu trén, xt ly cac t6 chuc, ca nhan
Vi pham theo quy dinh hién hanh.
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ADR

TONG KET CONG TAC BAO CAO ADR TAI BVPKTT AN GIANG
06 THANG PAU NAM 2023

‘ Trong 06 thang dau nim 2023, Khoa Dugc Bénh vién DPKTT An Giang da gui
vé trung tam DI & ADR khu vyc phia Nam 57 truong hop nghi ngo thuoc xay ra phan
ung co hai cua thuoc.

Biéu dd 1: S6 hrgng bio cdo 06 thang dau nim 2023 theo

thang
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Théang 1 Théang 2 Théng 3 Théng 4 Théang 5 Théng 6

B S lugng bio céo

1. Khoa lam sang béo cao:
Ngoai niéu
Tai mai hong

Noi tdng hop
No6i A

RRRRRRRRE

Chéan thwong chinh hinh

N NN

N6i THHH

B

Nai tiét

[€,]

ICU noi

[e)]

[e)]

Ngoai tdng hop 18

o
N
S

6 8 10 12 14 16 18 20
m S6 bao céo
Biéu dd 2: S6 lweng béo céo cac khoa I1am sang trong 06 thang diu nim
2023
2. Nhém thudc nghi ngo xay ra ADR
Bang 1: Nhém thudc lién quan dén ADR

STT Nhém thudce S6 lwong | Tilé %
1 | Khéng sinh 40 70.2
2 | bién giai 6 10.5
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3 | Khang viém 4 7.0
4 | Canquang 3 5.3
5 | Chéng co giat 2 3.5
6 | Gidm dau, ha sot 1 1.8
7 | Tiéu hda 1 1.8

Tong cong 57 100

Nhoém thude khang sinh dugc béo cao nhidu nhét 14 40 ca nghi ngd xay ra phan
g ¢6 hai cta thudc (chiém 70,2%). Nhém dién giai dugce ghi nhan 06 ca bao cio
(chiém 10,5%). Nhém thudc khang viém dugc bao cao 04 ca (chiém 7%). Ké dén, nhém
can quang va chong co giat dugc bao cao lan luot 03 va 02 ca mdi nhom (chiém lan luot
7% va 5,3%) Cac nhom giam dau, ha s6t va tiéu hoa cung dugc ghi nhan 1a 01 ca moi
nhém (1,8%).

3. Khang sinh nghi ngo xay ra ADR

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

STT Hoat chat S6 ca bao cao ADR

N
o

Ceftriaxone

Ciprofloxacin

Ceftazidim

Levofloxacin

Cefuroxim

Cefoperazone

Spiramicin + Metronidazol

Piperacilin + tazobactam

Ol o | N|lo|lo|l~Mlw|[N|R
Rl Rr|lRr|P,r|w w|~|o

Vancomycin

N
o

Téng cong

4. Mirc d¢ nghiém trong cia phan @ng
Bang 3: Mirc d§ nghiém trong cia phan &ng

STT | Mirc do nghiém trong ciia phan irng S6 lwong Tilé %
1 | Khdéng nghiém trong 42 73.7
2 | Be doatinh mang 9 15.8
3 | Nhap vién/Kéo dai thoi gian nam vién 6 10.5

Tong cong 57 100
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5. Két qua sau xi tri:

Bang 4: Két qua sau Xir tri

STT Két qua sau xir tri S6 lwgng Til¢ %
1 | Hoi phuc khéng di chang 38 66.7
2 | Pang hdi phuc 18 31.6
3 | Khong rd 1 1.8

Téng cong 57 100

6. Két luan:

Cong tac giam sat ADR tai Bénh vién Da khoa trung tim An Giang hi¢n dang
dugc dugc cac nhan vién thuc hién kha tot, nhiéu cabdo cdo ADR duge quy dong nghiép
gui dén Khoa Dugc. Sau d6, Khoa Dugc gui dén trung tdm DI & ADR khu vuc phia

Nam.

Nham g6p phan nang cao hiéu qua cdng tac bao cao phan &ng c6 hai cua thuéc,
t6 giam sat ADR tai Bénh vién BPKTT An Giang xin kién nghi:

v

v

Céc dong nghiép tiép tuc giri bao cao phan (ng c6 hai cia thuée dén Khoa

Duoc.

Nhitng thudc dugc bédo cdo ADR dé nghi quy déng nghiép luu ¥ trong

cong tac diéu tri.

Céac khoa lam sang tang cuong cong tac gidm sat ADR tai don vi va bao
cao kip thoi, day du dén Khoa Dugc.

Céc khoa nén thuong xuyén kiém tra hop thudc chdng soc, kip thoi bo
sung thudc theo dung danh muc qui dinh cia thong tu 51/2017/TT-BYT

do B3 Y té ban hanh.
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