PIEM TIN CANH GIAC DUQC

Health Canada: Nguy co mic hoi
ching ro mao mach khi sir dung vac
xin  AstraZeneca COVID-19 va
COVISHIELD

Vic xin AstraZeneca COVID-19 va
COVISHIELD da dugc phép st dung &
Canada vao tu 26 thang 2 nam 2021,
theo Lénh tam thoi vé viée nhap khau, ban
va quang cao thudc lién quan dén COVID-
19.Ké tir thoi diém dugc cip phép, rat
hiém c6 céc bao céo vé Hoi chimg ro mao
mach (CLS) sau khi st dung vic xin
AstraZeneca COVID-19. By Y té Canada
dang lam wviéc voi cac CO quan qudn ly
quoc té va cac co quan y té cong cong de
xem x¢&t dir liéu va bang ching c6 sén vé
nhitng truong hop rat hiém gip nay.

Thong tinco bian

Vic xin AstraZeneca COVID-19 va
COVISHIELD duoc chi dinh d€ sinh mién
dich chu dong cho nhimg nguoi tir 18 tudi
tré 1én dé phong ngira bénh do coronavirus
2019 (COVID-19).

Rét hiém trudng hop méc CLS, mot
tinh trang de doa tinh mang dugc dac trung
boi cac dot cip tinh cua phu chan tay, co
dac mau, ha albumin mau va ha huyét ap
dan dén ton thuong co quan, da dugc bao
cdo sau khi tiém vic xin AstraZeneca
COVID-19. Co quan Quéan 1y Dugc phim
Chau Au di xem xét ki 6 trudng hop,
trong d6 c6 3 trudng hop co tién sir méc
CLS. Mot trong nhitng truong hop nay da
tr vong.

Ké tirngay 18 thang 6 ndm 2021, mot
truong hop mic CLS sau khi tiém vdc xin
AstraZeneca COVID-19 da duoc bao cao
¢ Canada.

Vaccin AstraZeneca COVID-19 va
COVISHIELD hién bi chdng chi dinh &
nhitng ngudi ¢ tién st rd mao mach.

BO Y té Canada tiép tuc lam viéc voi1
céc co quan quan 1y qubc té dé xem xét dir

liéu va bang c6 sin vé nhitng truong hop
rat hiém gip nay.

AstraZeneca Canada Inc. va Verity
Pharmaceuticals Inc. s& tiép tuc hop tac
chit ché voi Bo Y té Canada va cac co
quan quan 1y khac dé giam sat va dam bao
rang viéc phan tich va béo céo thich hop
vé céac phan ung co hai s& dugc chia sé voi
cac co quan quan 1y trén toan thé gidi.

Théong tindanh cho cén b y té

Nguy co mic CLS d3 duoc cap nhat
bd sung trong cac chuyén luin vé vac xin
COVID-19 AstraZeneca va
COVISHIELD, ciling nhu trong céc ban
cap nhat khac nhu Hudng dan bd sung cho
cac nhan vién y té vé hoi chimg giam tiéu
cau kém huyét khéi.

Nhimg bénh nhan di timg méc cac
dot CLS trudc d6 khong nén tiém vic xin
COVID-19 AstraZeneca hoac
COVISHIELD.

Cén bd y té can canh gidc v6i cac dau
hi€¢u va triéu chimg cua CLS. Pay la mot
r6i loan rat hiém gip, thuong xuyén de doa
tinh mang, ddc trung bdi phan Ung viém,
rdi loan chuc nang ndi mo, nudc thoat tur
long mach ra khoang k& dan dén sdc, co
dac mau, giam albumin mau va hau qua la
suy da tang. Bénh nhan c6 thé bi phu tay
va chan nhanh chdng, tang can dot ngdt va
c6 céc triéu chimg lién quan dén tut huyét
ap/soc.

Nhing bénh nhan méc CLS cap tinh
sau khi tiém ching can dugc chim socy té
khin cép va diéu tri kip thoi. Liéu phap
cham soc tich cuc cling can dugc dam bao.

Nhimg nguoi dugc tiém véc-Xin
COVID-19 AstraZeneca hoac
COVISHIELD nén duoc huéng dan di
khdm ngay néu ho xuit hién céc triéu
ching nhu sung nhanh tay va chéan, tang
can dot ngdt va ngat xiu do tut huyét ap.



Céc nhan vién y té nén béo cao céc
truong hop CLS thong qua hé thong giam
sat Cac Phan tng c6 hai sau tiém chuing
(AEFI) ¢ khu wuc theo doi tuong ung.

Pong thai ciia B Y té Canada

B0 Y té Canada da lam viéc chit ché
Vi céc co quan quan 1y y té trén thé gi6i
Va xem xét céc dit liéu hién c6. BO Y t
Canada tiép tuc thu thap thong tin trong
nude va qudc té tir cac nha san xudt, co
quan quan 1y y té khac va cac chuyén gia,
ddng thoi sé thong bao cac thong tin méi
nao khi can.

B0 Y té Canada di lam viéc v&i cac
nha san xuat dé cap nhat cac Chuyén luan
vé vic xin COVID-19 AstraZeneca va
COVISHIELD dé cung cap kién thirc hién
cd vé van dé an toan nay mot cach kip thoi.
Cac Chuyén luin nay sé€ tiép tuc dugc cap
nhat cling nhu s€ c6 cac bién phap dugc
thuc hién dua trén bﬁng chung xac thyuc khi
duoc yéu cau.

Bo Y té Canada dang gii cac thong
tin an toan quan trong nay cho cac nhan
vién y té va nguoi dan Canada thong qua
Co s6 dit liéu vé Thu hdi va Canh béo An
toan. Thong tin nay cling s€ dugc thong
bao qua hé théng MedEffect™ e-Notice
email notification, cling nhu qua cac kénh
truyén thong xa hoi, bao gdm ca LinkedIn
va Twitter.

Nguén: https://healthycanadians.gc.ca/
Piém tin: CTV. Hoang Hai Linh,
CTV. Vuong Thi Huong,

ThS. Nguyén Thi Tuyén

Viém co tim - mgt phan ung c6 haico
thé xday ra sau tiém vic xin
Comirnaty (Pfizer COVID-19):
Canh bao tir Medsafe

Thong tinliénquan

Comirnaty 13 vic xin mRNA dugc
tiém dé ngira COVID-19 & ngudi 16n va
thanh thiéu nién tir 16 tudi trd 1én.

Viém co tim 1a tinh trang viém cua
thanh co tim. C6 nhiéu nguyén nhan c6 thé

gay ra viém co tim, trong d6 nguyén nhan
phd bién nhat 1a do nhiém vi rat. Hon 100
nguoi duogc xudt vién voi chan doéan xac
dinh viém cotim & New Zealand mdi nim.
Céc trigu ching co thé khong dac hiéu,
nhu mét moéi va suy nhuge lién tuc, ho;
hodc biéu hién dic trung cho tim, nhu dau
nguc hodc danh tréng nguc (cam giac tim
dap nhanh hodc khong déu).
Loi ich tor wviéc tiém

Comirnaty van vuot trdi nguy co.

vac-xin

Thong tin v& Comirnaty, bao gdm
céc tac dung céhai da biét, c6 thé duogc tim
théy trong T thong tin san phim
(CMI) va chuyén luan cia thudc.

Nhitng tac dong diéu chinh

Van dé nay d3 duoc thao ludn voi
Ban Giam sat An toan Bdc 1ap (ISMB) ctia
Medsafe vao ngay 27 thang 5. ISMB
khuyén nghi can lam nhan manh phan ung
cO hai tiém tang nay cua Comirnaty.
Béo céo
Vui 1ong béo cdo tit ca céc truong
hop viém co tim & nhitng bénh nhan da
dugc tiém vac xin Comirnaty. Cac thong
tin can bao cdo bao gom:
- Thoi gian tir khi tiém dén khi bét
dau bi viém co tim.
- Théng tin diéu tri (néu co).
- Cac thudc dugce sir dung déng thoi.
- Tién st tinh trang bénh 1y c6 lién
quan.
- Néu viém co tim xay ra sau tiém
Comirnaty miii dau ti€n hodc thir hai.
Nguoi duoc tiém vic xin va cac can
bd y té dugc khuyén khich bdo céo céc
phan ung co6 hai nghi ngd do vac xin cho
Trung tdm Theo doi cac phan Ung cé hai
cua thuoc.
Nguén: https://www.medsafe.govt.nz/
Diém tin: CTV. Hoang Hai Linh,
CTV. Vuong Thi Huong,
ThS. Nguyén Thi Tuyén
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Medsafe: Nguy co viém da bong
nuéc va troc da khi s dung
pregabalin

Medsafe nhin manh nguy co viém da
bong nudc va tréc da khi st dung
pregabalin. Nguy co tiém an nay duoc
quan tam sau khi Trung tdm Giam sat cac
phan tng c6 hai (CARM) nhan duogc bao
c40 md ta mot phy nir 87 tudi bi phat ban
phong rop lan rong khoang 4 ngay sau khi
bat dau ding pregabalin.

San pham lién quan: Vién nang
Pregabalin Pfizer (Cong ty TNHH Ban 1¢
Dugc phim (NZ) t/a Healthcare
Logistics). Pregabalin duoc sir dung dé
diéu tri dau than kinh & ngudi 16n ciing
nhu liéu phap bd tro cho ngudi 16n bi co
giat cuc bd c6 hodc khong co6 toan thé hoa
thir phat.

Théng tinbd sung:

Viém da bong nudc 1a mot thuat ngir
chung dé chi mot sb tinh trang da phong
rop. Giéng nhu viém da bong nude, troc da
c6 thé 1a mot dac diém cua cac phan ung
c06 hai nghiém trong trén da.

CARM da nhan dugc 4 bdo cdo vé
phan Ung c6 hai trén da khi dung
pregabalin, trong do 2 bao cao c6 phan tng
ndi man d6 va 2 bao céo c6 phan tng troc
da.

Nguon https://www.medsafe.govt.nz/
Diém tin CTV. Lé Thi Nguyét Minh,
CTV. Dinh Thj Thiy,

ThS. DS. Nguyén Thi Tuyén

Pregabalin (biét dugc Lyrica): bao
cao vé tinh trang wc ché ho hap
nghi€ém trong

Pregabalin c6 liénquan dén mot b
bdao cao vé tinh trang uc ché hé hap
nghiém trong, bao gom ci mot sob
truwong hop khong sir dung phéi hop voi
opioid. Bénh nhin cé chirc niing hé hap
suy giam, bénh hé hip hoic than Kinh,
suy giam chirc nang than; bénh nhan s

dung thudc phdi hop véi thude we ché
thin kinh trung wong khac; va bénh
nhan trén 65 tuoi co6 theé co6 nguy co cao
hon gap phai tinh trang trén, do dé co
thé phai hi¢u chinh liéu.

Pregabalin dugc chi dinh dé diéu tri
dau than kinh ngoai vi va than kinh trung
tam & nguoi trudng thanh, diéu tri hd tro &
nguol truong thanh bi dong kinh khu tra
c6 hodc khong dikém vdi con co gidt toan
than thur cép, va cho r6i loan lo 4u lan toa
& nguoi trudng thanh.

Viéc phdi hop pregabalin voi cac
opioid hodc céac thudc rc ché than kinh
trung wong khac da dugc chiing minh 1a ¢6
lién quan dén céac béo cao vé suy ho hép,
hén mé va tir vong. Mot s6 nghién ctru chi
ra rang viéc sir dung pregabahn lidu cao
(trén 300mg/ngay) phdi hop voi opioid co
mbi lién hé rd rang véi su ting nguy co tir
vong lién quan t&1 opioid.

Mot bao céo danh gid an toan gan day
cua chdu Au d3 thAm dinh céc bdo céo vé
truong hop tc ché hé hip nghiém trong
duogc cho 14 chi do tidc dung cua pregabalin
trén than kinh trung wong. V&i dit liéu hién
cd vé nguy co trén, bao gdm ca cac béo cdo
don 1¢, va co ché tac dung trén ly thuyét,
thong tin san pham cho céc thudc hién co
& Anh s& dugc bd sung thém canh bao tic
ché ho hip.

Béo c4o danh gia di xac dinh mot sb
it truong hop tc ché ho hdp ma khong co
nguyén nhan nao khac va khong c6 tién st
bénh 1y nén trén toan cau. Trong céc
trudng hop nay, viéc trc ché ho hip c6 mdi
quan hé thoi gian véi viéc bit dau s dung
hoic tang lidu pregabalin. Cac truong hop
khéc dugc ghi nhan trén bénh nhan co yéu
td nguy co hodc tién sir bénh 1y nén. Pa sb
cac truong hop dwoc tham dinh 1a trén
bénh nhan cao tudi.

Canh bao tuong tu da dugc dua ra
dbiv6i gabapentin (biét duoc Neurotonin).

Ngudn: https://www.gov.uk/

Diém tin: CTV. Tang Qubc An; CTV. Nguyen
Ha Nhi. ThS.DS. Nguyén Thi Tuyén
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Amiodaron, rivaroxaban va xuat
huyét dwong tiéu hoa: Tin hi¢u vé
tuwong tac thuoc

Mot tin hiéu vé twong tac giira
amiodaron va rivaroxaban gy ra xuat
huyét tiéu héa da dwoc phat hién vao
Quy III nam 2020 tir co sé& dir liéu
VigiBase, co s¢ dir liéu bao cdo ca don
1é toan ciu ciia WHO.

Amiodaron 1a thudc chéng loan nhip,
trc ché trung binh cac enzym CYP va P-
glycoprotein (P-gp). Rivaroxaban la thubc
trc ché yéu t6 Xa, dugc chuyén hoa tai gan
boi CYP3A4 va CYP2J2, duoc thai tru
qua than nho P-gp van chuyén. Pac tinh
dugc dong hoc cua rivaroxaban khién
thudc c6 thé gay ra doc tinh phy thudc liéu
trén bénh nhan suy giam chiic nang gan
hodc than, hodc trén bénh nhan s dung
phdi hop thude e ché CYP.

Tinh dén 06 thang 12 nim 2020,
VigiBase ghi nhan 24 bao cdo vé xuat
huyét tiéu hoa xay ra sau khi phdi hop sir
dung amiodaron va rivaroxaban. Hau hét
bénh nhan 13 nguoi cao tudi, trung vi 74
tudi (34-91 tudi). C6 5 trudng hop (20,8%)
ghi nhdn bénh nhan suy gidm chic ning
than, diéu nay co6 thé anh huong dén phoi
nhiém rivaroxaban.

Céc chat trc ché manh ca CYP3A4 va
P-glycoprotein ¢6 thé lam ting dang ké
nong do rivaroxaban huyet tuong dan toi
ting nguy co xuét huyet tuy nhién hién
chua co khuyen cao d6i voi viéc phdi hop
chat rc ché yéu dén trung binh nhu
amiodaron. Cac truong hop trong
VigiBase va trong y vin cho thdy viéc phbi
hop amiodaron va rivaroxaban c¢6 kha
ning 1am ting nguy co xay ra bién ¢ xuét
huyét do tuong tac dugc dong hodc duoc
luc, va diéu ndy dang quan ngai trén lam
sang.

Can than trong khi phdi hop st dung
amiodaron va rivaroxaban, dong thoi nén
tién hanh danh gid loi ich/nguy co trén

tung bénh nhan, dac bi¢t la trén cac bénh
nhan c6 nguy co cao.

Nguon: Vigilyze

Piémtin: CTV. TdngNQuo”'cAn,

CTV. Nguyén Ha Nhi,

ThS.DS. Nguyén Thi Tuyén

WHO: Tramadol va ha natri mau - khia
canh mdi tir tin hiéu cii

Nghién ctru ciia WHO vé mdi quan
h¢ nhan qua gitra viéc sirdung tramadol
va tinh trang ha natri mau trén bénh
nhan.

Tramadol 13 mot loai thubc giam dau
opioid diéu tri cic con dau trung binh dén
nang. Ha natri méau la mot rbi loan dién
giai dac biét phd bién & nhitng bénh nhan
cao tudi va bénh nhan nodi tra. Nam 2016,
Uy ban Panh gia Nguy co Canh giac Duoc
(PRAC) cua Co quan Quan 1y Duoc phim
Chau Au da danh gia triéu chimg ha natri
mau va hoi chimg ting tiét ADH bat
thuong (SIADH) khi st dung tramadol
nhung chua thiét lap duoc mbi quan h¢
nhan qua. Vi vay, WHO da ra soat céac dir
liéu hién c6 cuaVigiBase, co s¢ dir liu
toan cau v& bdo cdo phan tng co hai cua
thuc, dé xem xét van dé nay.

Dir liéu VigiBase tinh dén ngay
4/2/2018 voi thuat ngit MedDRA SMQ
“Ha natri maw/SIADH” bao gdm 278
truong hop. 118 truong hop da dugc lya
chon nghién cuu k¥, do tudi dao dong tu
20 dén 106 tudi (trung vi 77), véi 35 bénh
nhan dudi 65 tudi. Thoi gian khoi phat:
trong vong mot ngay (21 bénh nhén), 2-7
ngay (56 bénh nhan), 8 -14 ngay (15 bénh
nhan), 15 ngay dén 1 thang (8 bénh nhan)
va > 1 thang (6 bénh nhan). 79 bénh nhan
dd hodi phuc sau khi ngimg st dung
tramadol va 1 truong hop tiép tuc xdy ra
bién ¢ sau khi tai sir dung thude dugc méd
ta chi tiét d3 dugc xac dinh. Tramadol 1a
thubc duy nhat bi nghi ngd trong 63 trudng
hop, va trong 26 trudng hop 14 loai thudc
duy nhit dugc bao cdo. Mot phan tu cac
truong hop c¢6 yéu t6 gdy nhiéu tiém an.
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Trong mdt phan tu khac, cac chan doan cii
duoc dé cap co6 nhidu kha ning 1a yéu t6
nguy co hon 13 yéu t6 giy nhidu. 55 bénh
nhian di dugc diéu tri dong thoi véi cac
thuéc gdy ha natri mau. Trong 19 truong
hop, nhiing thudc nay di dugc ding dai
han trong nhiéu thang hodc nhiéu nim va
phan ung chi xdy ra sau khi thém tramadol.

5 truong hop tramadol bi nghi ngd co
tuong tac voi cac thude phdi hop.

WHO ciing tim thiy céc trudng hop
tir VigiBase cho thiy mdi quan hé nhan
qua gitta tramadol va ha natri mau. Céc
truong hop nay thuong ¢ bénh nhén cao
tudi va dé mic bénh, nhung cling xuat hién
& ca nhitng ngudi tré tudi. Moi quan hé
nhan qua duoc hd tro boi xu hudng cia
thoi gian khoi phédt va boi céc truong hop
triéu chimg giam sau ngimg thudc hodc tai
dién sau tai s dung thubc. Cac két qua
ciing duge cing c¢6 bdi co ché hoat dong
ctia thudc va céc phat hién trong y vin.

Ngudn: WHO Pharmaceuticals Newsletter -

Diém tin: CTV. Lé Thi Nguyét Minh,
CTV. Dinh Thj Thiy,
ThS.DS. Nguyén Thi Tuyén

MHRA: Canh bao nguy co nhé hé van
tim liénquan dén fluoroquinolon duwdong
toan thin va duwong hit; cAn nhic lua
chon diu tay khic ¢ bénh nhéin cé yéu
to nguy co

Chi st dung fluoroquinolon sau khi
d4nh gi4 can than cén bang loi ich — nguy
co va sau khi da can nhic lua chon diéu tri
khac ¢ bénh nhan c6 nguy co hd van tim.

Khuyén cdo nhin vién y té

- Céc khang sinh fluoroquinolon
dugce chi dinh dé diéu tri cac nhiém khuan
nang, de doa tinh mang.

- Cac khéng sinh fluoroquinolon téc
dung toan than (duong udng hodc tiém) va
duong hit ¢6 lién quan dénnguy conhé ho
van tim, mot nghién ctru bénh — ching hoi
cuu goi y rang nguy co tuong doi tang 2
lan khi st dung fluoroquinolon dudng

ubng so v6i khi sir dung amoxicillin hodc
azithromycin.

- Chi nén st dung cac khang sinh
fluoroquinolon sau khi danh gia cén than
can bang loi ich — nguy co va sau khi can
nhic lua chon diéu tri khac cho céac bénh
nhin c6 cac yéu td nguy co sau:

+ Bénh nhan bi bénh van tim bam
sinh hodc ¢6 tién sir bénh van tim.

+ Bénh nhan midc bénh rdi loan md
lién két (nhu hdéi ching Marfan hoic
Ehlers-Danlos).

+ Bénh nhan co6 cac yéu t6 hodc tinh
trang khac dé bi hé van tim (nhu ting
huyét ap, hoi chung Turner’s, bénh
Behget’s, viém khép dang thdp va viém
ndi tAm mac nhiém khuén).

- Khuyén céo ngudi bénh, dic biét
ngu:(n co cac yeu t6 nguy co trén, can goi1
cap ctru ngay néu c6 biéu hién:

+ Kho tho khoi phat nhanh, dac biét
khi ndm ngira.

+ Sung mit ca chan, ban chan, bung.

+ Tim dap nhanh méi khoi phat.

- Do céc khéang sinh fluoroquinolon
lién quan dén ting nguy co phinh va bbc
tach dong mach chu véi ty 1€ nhd, trudc
day MHRA d4 khuyén cao chi sir dung cac
khang sinh nay sau khi danh gia cén thin
can bang loi ich — nguy co & bénh nhan c6
nguy co phinh dong mach va sau khi cén
nhic cac lua chon diéu tri khac.

- Céc khang sinh fluoroquinolon
cling lién quan dén phan tng c6 hai kéo dai
hoic ¢6 kha ning khong thé dao ngugc giy
tan tat anh huong dén co xuong khép va
hé than kinh — nén ngimg diéu trj khi xudt
hién dau hiéu dau tiéu ctia phan tng co hai
nghiém trong, bao gdm dau va viém gan.

- Bao cao phan ung co6 hai nghi ngo
lién quan dén fluoroquinolon cho co quan
quan ly.
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Khuyén cdo truwoe khi ké don
fluoroquinolon

Fluoroquinolon la khang sinh duogc
chi dinh dé diéu tri nhiém khuin nghiém
trong, de doa tinh mang. Céc thude duge
cip phép luu hanh tai Anh bao gém
ciprofloxacin, levofloxacin, moxifloxacin
va ofloxacin. Pbi voi tat ca cac khang sinh,
nén can nhic khuyén céo trong Huéng din
diéu tri dé st dung khang sinh phu hop véi
can nguyén gay bénh.

Céc khang sinh fluoroquinolon da
timg dugc canh bao lién quan dén ting nhe
nguy co phinh va béc tdch dong mach chu.
Truéc day, MHRA da khuyén cao chi sir
dung fluoroquinolon sau khi danh gia can
than can bang loi ich — nguy co & bénh
nhan c6 nguy co phinh ddng mach va sau
khi cén nhic céc lya chon diéu tri khac.
Bénh nhan c¢6 yéu t6 nguy co bao gom tién
st ban than hodc gia dinh c6 bénh 1y phinh
dong mach chil hodc co cac yéu td nguy
co/tinh trang khac co6 kha ning dan tdi
phinh hodc béc tach dong mach chu.

Cac khang sinh fluoroquinolon ciing
da timg dugc canh béo lién quan dén ting
nguy co gap phan tmg c6 hai kéo dai hodc
c6 kha nang khong thé déo nguoc gy tan
tat anh huong dén co xuwong khép va hé
than kinh, tinh trang thuong gip nhat la
viém gan va dat gan. Ton thuong gan (dic
biét 1 gan Achilles) co thé xay ra trong 48

gio tr khi khoi dau diéu tri bang
fluoroquinolon, tuy nhién, cac diu hiéu va
triéu ching cua phan tng c6 hai cé thé
xuat hién sau vai thang ngimg st dung
thude.

Sau danh gia vé céac phan tng c6 hai
trén, chi dinh cta tit ca cac khang sinh
fluoroquinolon dugc gidi han va canh bao
an toan thudc mai da duoc dua ra vao nim
2019. Khong nén su dung cac khang sinh
fluoroquinolon cho nhiém khuin khong
nghiém trong hodc tinh trang can nguyén
gay bénh khong phai vi khuan, hodc cac
nhiém khuan tir nhe dén trung binh trir khi
céc khang sinh dau tay khic dugc coi la
khong phu hop.

Dir liéu méi goi y cac khang sinh
fluroquinolon lam ting nguy co hé van
tim

Cudc ra sodt tai Chau Au trén dit liéu
tr cac nghién ctru dich té va nghién ctru
phi 1am sang da chi ra nguy co hd van tim
tang sau khi st dung cac khang sinh
fluoroquinolon. Nghién ctru dich t& goi y
nguy co hd van hai 14 va van dong mach
chu lién quan dén viec sur dung
fluoroquinolon. Nghién ctru bénh — ching
cac hd so bénh 4n cua bénh nhan tai Hoa
Ky da kiém tra hdi ctru 12,502 bénh nhan
hé van tim (sau khi loai trir bénh nhan co
tinh trang khac co thé lién quan dén bénh
Iy van tim). Vi¢c ké don fluoroquinolon
dugc so sanh vo1 amoxicillin trong cung
nhom bénh va so sanh v6i nhom ddi chimg
125.020 nguoi. Nguy co hd van hai 1a hodc
van dong mach chu ¢ bénh nhan phoi
nhiém v6i fluoroquinolon cao gip gin 2
lan so v6i bénh nhan phoi nhiém v&i
amoxicillin (2,4% so voi 1,6%). Nghién
ctru bdo céo nguy co twong ddihiéu chinh
khi str dung cac fluoroquinolon so véi viéc
st dung amoxicillin 1a2,4 (95%CI 1,82 to
3,16) va so voi azithromycin 1a 1,75 (95%
CI 1,34 to 2,29). Mot nghién ctu phi lam
sang ciing bdo céo rang ciprofloxacin 1am
tang su phan giai collagen trong té bao co
tim. Nhiing phat hién nay chi ra ring
fluoroquinolon ding dudng toan than hoac
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hit Vo c6 thé gop phan gay ra hién tuong
hé van tim, dac biét ¢ nhitng bénh nhan c6
cac yéu tb nguy co.

Nguy co hd van tim ting dd dugc bd
sung vao thong tin san phdm cua céc loai
thuéc nay va MHRA di giri thu thong béo
t6i cac nhan vién y té c6 lién quan tai Anh.

NthSﬂ: https://www.gov.uk/drug-safety-
update/systemic-and-inhaled-fluoroquinolones
Piém tin: ThS. Nguyén Thi Tuyén

Lwa chon khang sinh dwong udng
cho bénh nhian ngoaitri mac viém
tai thira

Néu phii ding khdng sinh, cé thé
chon amoxicillin-clavulanate.

Ding khang sinh dudng udng dé
quan ly viém tli thtra cho bénh nhéan ngoai
tra, cac bac sithuong s dung
metronidazole két hop véi quinolone hoic
amoxicillin-clavulanate; chua c¢o béng
chimg nao du manh cho thiy phac dd nay
hon phic dd kia. Hién nay, cac y kién
chuyén gia ho dé& xuit tranh dung
quinolone, do d6 cic nha nghién ctu da
tién hanh danh gia két cuc ma c6 lién quan
dén nhiing su lya chon nay.

Phan tich hai co s& dit 1iéu bao hiém
16n tr ndm 2001 dén 2018, trong s
140.000 nguoi trudong thanh co stuc dé
khang binh thuong mic viém tai thira
khong bién chimg dugc diéu tri bang mot
trong hai phac dd, cho thiy 89% duoc cho
ding  metronidazole  két ‘hop Vo1
quinolone. Ty 1& nhap phong cap ctru méi
lién quan dénviém tai thira, ty 1€ nhap vién
va ty 1& phau thuat khan cép hoic phau
thuat khong cip thiét trong 3 nim tdi,
twuong ty nhau gitta cdc nhom. Ty 1€
nhiém Clostridioides difficile sau dé ciing
tuong tu & nhitng nguoi truong thanh tré
tui hon. Tuy nhién, & nhom bénh nhén
>65 tudi, phac do két hop quinolone ¢6
lien quan dén nguy co nhiém C. difficile
cao hon c6 y nghia théng ké (1.2% vs
0.6%). Ban chat cta dir liéu chua cho phép

két ludn vé& ddc tinh trén gan (c6 thé xay ra
& ca hai phac d0). Piéu tha vi 1a dir liéu
chua cho thiy bang chung ring viéc dung
quinolon s& it ph6 bién hon trong sudt thoi
gian nghién ctru.

BAN LUAN

Dit liéu gan day (NEJM JW Gen
Med Jul 1 2020 and Clin Gastroenterol
Hepatol 2021; 19:503) va Hudng din diéu
tri nam 2021 (NEJM JW Gen Med Apr 1
2021 and Gastroenterology 2021;
160:906) chi ra rang viéc st dung khang
sinh thuong khong can thiét o bénh nhan
c6 strc dé khang binh thudng méc viém thi
thira khong bién chimg. Néu can phai ding
thi amoxicillin-clavulanate c6 hiéu qua tét
va tranh dugc phd doc tinh lién quan dén
quinolone.

Gaber CE et al. Comparative effectiveness and
harms of antibiotics for outpatient diverticulitis:
Two nationwide cohort studies. Ann Intern Med
2021 Feb 23; [e-pub].

(https://doi.org/10.7326/M20-6315)

C6 nén truyén albumin tinh mach [
bénh nhan nhip vién do xo gan mat
bu hay khéng?

Mt thir nghigm lam sang ngiu
nhién da cho thd’y chwa mang lailgi ich.

Céc huéng dan thuc hanh 1dm sang
khuyén céo ding albumin tinh mach (IV)
cho bénh nhan xo gan sau khi choc hut
mot thé tich dich 16n va bénh nhan bi viém
phiic mac tién phat do vi khuan hodc hoi
ching gan than (Hepatology 2013;
57:165).Dit lidu in-vitro cho thdy tac dung
chéng viém cua albumin c6 thé giam nhe
tinh trang viém, nhiém trung hoic ton
thuong than ¢ bénh nhan xo gan. Cac nha
nghién ctru Anh di tién hanh thir nghiém
trén 777 bénh nhin nhdp vién vi xo gan
mat b (c6 truéng méi mac hoic dang tram
trong hon, bénh ndo hodc chdy mau tinh
mach) voi mic albumin huyét thanh thip
(<3 g/dL). Cac ddi tuong dugc phan bd
diéu tri ngdu nhién theo phac d6 tiéu chuan
hodc albumin truyén IV mdi ngiy (human
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albumin 20%, tir 100- 400 ml/ngay; diéu
chinh liéu dua trén néng d6 albumin, dén
muc tiéu 3.5g/dL, kéo dai tdi da trong
vong 14 ngay hodc cho dén khi xuat vién).
Theo ¥ dinh diéu tri (intent-to-treat
analysis - tam dich), cdc nha nghién clru
chua thay c6 su khac biét co y nghia thong
ké vé cac két cuc nhiém khuin méi, réi
loan chirc nang than hoac tir vong (30% &
mdi nhom) giita nhém albumin va nhom
cham soéc thong thuong. Khi xét tung
két cuc, nhom nghién ctlru cling chua tim
thdy su khac biét c6 y nghia. Ty 1¢ tir vong
sau 1 thang, 3 thang va 6 thang tuong tu
nhau trong 2 nhom, nhung nhiéu bénh
nhan & nhém albumin xuét hién phi phoi
cip hodc qué tai dich (6% so v&i 2%).
BAN LUAN
Phan 16n céc d6i tuong trong nghién
clru mic bénh xo gan do ruou, diéunay dat
ra cau hoi rang nhimng két qua nay liéu c6
ap dung cho xo' gan do nhiing nguyén nhéan
khac hay khong Tuy nhién, cac két qua
ndy cho thiy rd rang rang truyén albumin
IV (v6i chi phi réat cao) chua c6 lgi ich trén
bénh nhan xo gan mat bu va khong nén sir
dung v6i nhiing muc dich khac khéng
duge dé xuat trong huéng dan.
China L etal. Arandomized trial of albumin
infusions in hospitalized patients with cirrhosis.

N EnglJ Med 2021 Mar 4; 384:808.
(https://doi.org/10.1056/NEJM0a2022166)

St dung empagliflozin cho bénh
nhan suy tim khong mac kém dai
thao dudng

Co sw cdaithién cdc chi tiéu lam sang
do luong duoc vé chire nang van dong va
chit lwong cudc song sau 6 thing diéu
tri.

Pi c6 nhiéu thir nghlem lam sang 16n
vé nhom thubc tre ché hé dong van chuyén
natri-glucose (SGLT-2i) cho thiy su cai
thién két cuc cho bénh nhan suy tim khong
méc kém déi thao duong. Nhung nhom
SGLT-2i c6 tac dong t6i cdu tric va chirc

ning tim nhu thé nao? Cac nha nghién ctu
da phan bd ngau nhién 84 bénh nhan suy
tim giam phan suit tbng mau (HFrEF) st
dung empagliflozin (10 mg/ngay) hodc gia
duoc trong 6 thang va do luong thé tich
that trai (bang MRI) va phan sudt tong
mau.

Sau 6 thang, nhém st dung
empagliflozin c6 thé tich va khdi lugng co
that trai giam c6 y nghia thong ké va diém
phan suit tong mau ting trung binh 6% so
v6i chi s6 ban dau (tr 36.2% 18n 42.2%).
Nhém st dung empagliflozin co6 dinh ti€éu
thy oxy cao hon c6 y nghia thong ké trong
nghiém phép tim mach hé hip ging sic.
Nhoém stir dung empagliflozin di bd xa hon
trung binh 81 mét so voi chi s6 ban dau,
trong khi nhom st dung gia dugc giam 35
mét trong bai kiém tra 6 phut di bo. Piém
s6 chat lugng cudc sbng ciing ting cd ¥
nghia théng ké & nhom empagliflozin.

BAN LUAN

Empagliflozin cai thién cic chi sb
d4nh gid ngén han tinh trang suy tim cta
bénh nhan mic HFrEF khong méc dai thao
ducng Su giam thé tich va khéi lugng co
that trai va su tang phan suét tong mau goi
y sy cai thién vé tai cau tric tim thuong
thiy trong suy tim giam phan suét téng
méau. Nhimng cai thién ndy c6 thé dong
nghia v&1 sy cdi thién nhitng chi tiéu 1am
sang do ludng duoc vé chic ning van
dong va chét lugng cudc sdng. Céc téc gia
chua co hiéu biét day du vé co ché cua loi
ich trén va mot tac gia viét bai xa luan da
goi nhic vé nhiing bién ¢b ¢o hai (vi du
nhu nhiém tring sinh duc/tiét niéu).

Santos-Gallego CG et al. Randomized trial
of empagliflozinin nondiabetic patients with heart

failure and reduced ejection fraction. J Am Coll
Cardiol 2021 Jan 26; 77:243.

(https://doi.org/10.1016/j.jacc.2020.11.00)

Goldberg LR. The pleiotropic effects of
SGLT2 inhibitors: Remodeling the treatment of
heart failure. 3 Am Coll Cardiol 2021 Jan 26;
77:256.

(https://doi.org/10.1016/j.jacc.2020.11.02
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PIEU TRI

] TIEPCANDUQCLY LAM SANG:
SU'DUNG CAC KHANG SINH CAN UU TIEN QUAN LY

1. Nhém carbapenem

1.1. Phé va chi dinh diéu tri

Carbapenem la nhom khéang sinh
betalactam phé rong c6 hoat tinh rat manh
trén cac chung gram am, dac biét la cac vi
khuan dé khang. Pho khang khuan rong
ctia carbapenem lién quan dén kha nang dé

khang noi tai véi hau hét beta-lactamase,
bao gom beta-lactamase phé rong
(extended spectrum beta-lactamase -
ESBL) va AmpC beta-lactamse; ngoai ra
carbapenem ciing 1 lya chon diéutri trong
cac truong hop nhiém Pseudomonas
aeruginosa, Acinetobacter baumannii
trong cac truong hop nhiém trung ning.

Bang 1. Pho khéng khuan cua cac carbapenem

STT | Tén khang sinh

Phd khang khuin

gom:

1 | Imipenem/cilastatin

Thubc c6 phd tac dung rong, cac chung nhay cam

- Streptococci (ké ca phé cau khang penicillin)
- Enterococci (khdng bao gom E. faecium)

- Enterobacteriaceae (trr cac chang tiét
carbapenemase KPC)
I6n ca&c chung Pseudomonas va

- Phan
Acinetobacter

- Tac dong trén cac chung ky khi bao gém B. fragilis

Mot vai chiing tu cau khang methicillin c6 thé nhay
cam vai thude, nhung phan 16n cac ching nay da khang.

2 Meropenem

Phé tac dung tuong tu imipenem, cé tac dung trén
mot so chung Gram (-) nhu P. aeruginosa, ké ca da
khang imipenem.

3 | Doripenem

Pho téc dung tuong tu imipenem VA& meropenem,
hoat tinh manh hon so v&i meropenem va ertapenem.

4 | Ertapenem

Phé tac dung tuong tu nhu imipenem nhung tac dung
yéu hon trén cac chiing Pseudomonas va Acinetobacter.




Bang 2. Chi dinh cua cac carbapenem duoc FDA chap thuan

Imipenem/ .
. . Meropenem | Ertapenem | Doripenem
cilastatin
Nhi&m trang hd hip dudi X
Viém phoi cong dong X
Nhrlem trung tiéu bien X X X
chung
Nhiém trong tiéu chua co
.z , X
bien ching
Nhi&m trang 6 bung X X X X
Nhi&m tring viing chau cap X X
Nhiém trang da-mé mém X X X
Nhiém tring xwong-khép X
Nhi&m tring huyét X
Nhiém tring ndi tam mac X
Nhiém tring mang néo X

Céc nghién ctu gan day cho thiy
hiéu qua tac ¢ong cua carbapenem trén cac
chung wvi sinh duong rudt (Enterococcus
spp.) kha han ché (ngoai trir ertapenem).

Trong hdi sic tich cuc, carbapnem
van 1a mot trong nhitng diéu tri nén tang
(first-ling) trong nhitng truong hop nhiém
trung nang. Theo thdng k&, carbapenem
duoc xem la diéu tri hang tha 3 trong céac
truong hop nhidm tring cong dong ning
(10,7%) Va la diéu tri first-line trong cac
truong hop nhiém tring bénh vién (21,5%)
toan cau.

1.2. Ung dung dac tinh PK/PD ciia
carbapenemtrong thuc hanh 1am sang

Carbapenem la khang sinh cé hiéu
lyc diét khuan phu thuoc vao thoi gian, T
> MIC can dat 20% dé cho tac dung kiém
khuan va 40% dé cho tac dung diét khuan.
Ngoai ra nong do carbapenem trong tri liéu
cling can dat téi thiéu tir 4 — 5 lan MIC dé
ngin ngua Sy tao dong dot bién chon loc
trong quan thé vi khuan.

Trén bénh nhan sdc nhiém khuan,
hién twong thoédt dich qgua mao mach do

dap ung viém toan thén, cung Vvéi giam
albumin mau, thé may Vva tuan hoan ngoai
co thé khién thé tich phan bd cua
Carbapenem tang. Bén canh d6, tang thanh
thai than (augmented renal clearance,
ARC) V6i CICr > 130ml/phat/1,73m? ciing
gop phan 1am giam ndng d6 carbapenem
trong mau. Vi vay trén nhitng bénh nhan
nhidm tring ning, liéu carbapenem nén
tang va@/hoic dung dang tiém truyén kéo
dai hay lién tuc song song v4i danh gia
chtc ning than/muac loc cau than thuong
Xuyén.

1.3. Vin dé dé khang doi Voi
carbapenem hién nay

Viéc lam dung carbapenem hién nay
dang lam gia tang dan chon loc cé&c chung
dé khang cua vi khuan duong rudt khang
carbapenem, A. baumannii va P.
aeruginosa trong hdi suc tich cuc. Tai
Trung Qudc, ti 1é dé khang imipenem cua
A. baumannii tang tir 13,3% vao nam 2004
Ién 70,5% vao nam 2014 va ti 1€ A.
baumannii khang rong (extensively drug-
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resistant A. baumannii) tang tur 11% vao
nam 2004 1én 60,4% vao nam 2014.

D 2 .
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Hinh 1. Ti Ié dé khang carbapenem dbi
véi A. baumannii (tréi) va
Enterobacteriaceae (phai) tai cac qubc
gia khu vac Pong Nam A va Nam A

Do d6 diéu tri xudng thang (de-
escalation) carbapenem khi c6 két qua vi
khuan hoc dugc xem 1a chién lugc quan
trong giam téc do dé& khang nhém khéng
sinh phd rong nay.

2. Fosfomycin

Fosfomycin la khang sinh tdc dong
bang céch tc ché su tao thanh acid uridin
diphosphat-N-acetylmuramic  la thanh
phian mang té bao thanh té bao vi khuan.
Thudc c6 phd tac dung trén ca vi khuan
gram duong va gram am, dac biét l1a cac vi
khuan thuong gay viém nhiém duong tiét
niéu nhu E. coli, Proteus, Klebsiella,

Enterobacter, Pseudomonas, Serratia,
Enterococcus, Staphylococcus, S.
pneumonia, H. influenzae va Neisseria
spp... nhung khéng chéng lai P.

aeruginosa va Acinetobacter baumannii.
Fosfomycin-tromethamin uéng duoc

FDA chap thuan trong diéu tri nhidm tring

tiéu thap khdng bién chiang do Escherichia

coli hodc Enterococcus faecalis. Cé nhiéu
bang ching cho thdy fosfomycin hitu ich
trong nhiém triing tiéu do truc khuan gram
am san sinh betalactamase da khang, bao
gom ca céc chung san xuat ESBL. Trong
thuc hanh, fosfomycin thuong phdi hop
Véi céc khéng sinh khac dé tac dung hiép
dong va han ché dé khang.

Hiéu luc diét khuan cua fosfomycin
phu thudoc vao ndng do, break-point cua
fosfomycin theo CLSI dbi vsi nhom
Enterobacteriaceae 1a64mg/mL c6thé dat
duoc trong nudce tiéu khi dung lidu udng
3g duy nhit. Khi ding mot liéu 3g
fosfomycin  trometamol, nong  do
fosfomycin dat duoc trong nuwéc tiéu la 3
mg/mL va duy tri néng do diéu tri 200-300
microgam/mL trong nu6c tiéu sau 48 gio.

Can luu y rang fosfomycin cé sinh
kha dung duong ubng kém (30 — 40%) va
khéac nhau giira cac dang mudi (mubi calci,
mudi natri, mudi tromethamin), trong d6
mudi tromethamin c6 téc d6 hap thu qua
duong udng nhanh nhét.

Khéng dugc chi dinh dé diéu tri viem
than, bé than hoac 4p xe quanh than, bénh
nhan c6 do loc cau than GFR dudi
5mL/phdt. B6i v6i bénh nhan suy than,
hiéu chinh liéu lugng khong can thiét
nhung can tiang khoang céch giita céc lidu.
Pbi voi bénh nhan suy tim, can than trong
khi st dung fosfomycin dang tiém cé chia
mudi natri.

3. Tigecyclin

Tigecyclin 1a cyclin thé hé méi duoc
phat trién tr minocyclin tir nam 2005.
Thudc @c ché ribosom cua vi khuan. Cau
tric dang glycylcyclin gilp tigecyclin mé
rong phd khang khuan trén gram duong,
gram am ngoai tru Proteus va P.
aeruginosa.

Thudc hiéu qua trong diéu tri cac
nhiém tring nghiém trong gay ra bai vi
khuan da khang thuéc hodc khéng rong
(bao gdbm céac chung tu cau khéang
methicillin, MRSA). Tigecyclin c6 thé 1a
lya chon trong diéu tri Acinetobacter
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baumannii da khang va cac chang
Enterobacteriacae khang carbapenem.
Chi str dung tigecyclin trong truong hop
khong con liéu phép khéc thay thé do
thudc 1am tang ti 18 tirvong do moi nguyén
nhan va c6 nguy co khang thubc cao.

Can luu y V& gisi han chi dinh cua
tigecyclin. Thudc chi dinh tét trén nhitng
bénh nhan nhiém tring da, mé mém c6
bién chang, nhiém khuan 6 bung c6 bién
chang, viém phdi cong dong ké ca nhiém
khuan méu; nhung than trong va han ché

chi dinh trén nhiém khuan ban chan trong
dai thdo duong; viem phdi bénh vién va
viem phdi do thé may, theo khuyén céo tir
nha san xuat. Khdng nén dung cho tré em
dudi 18 tudi va phu nix ¢6 thai, phy nit cho
con bu.

Tac dung cua tigecyclin phu thuoc
vao thoi gian va c6 hau khang sinh PAE
kéo dai. Dir liéu trén bénh nhan viém phoi
cong dong cho thdy AUCo-24/MIC > 64
tuong quan Vvoi hiéu qua diéu tri tot nhat.

Bang 3. MICqo cua tigecyclin ddi vsi mot sé chang vi khuan

Gram duong slielt Gram am MICEID
(mg/L) (mg/L)
Staphylococcus aureus 0,125-1 Enterobacteriaceae | 0,25 -1
Enterococcus sp. 0,06 -0,5 Escherichia coli 025-1
Streptococcus pneumoniae | 0,02-0,5 K. pneumoniae 1-2
Group A streptococci 0,02-0,25 A. baumannii 2-8
Group B streptococci 0,02-0,25 P. aeruginosa 16 - 32

Can luu y rang tigecyclin gan manh
véi albumin (73 — 79%) va co thoi gian
ban thai kéo dai 40 gio. Liéu dung khuyén
céo khoi dau 12 100mg, sau d6 50mg mdi
12 gio. Trén bénh nhan suy gan nhe, suy
than VA& ngudi cao tudi khdng can hiéu
chinh liéu.

4. Vancomycin

Vancomycin tac dong theo co ché ac
ché vach té bao. Phé tac dung cua
vancomycin tap trung cha yéu trén cau
khuan gram duong, thuong duoc chi dinh
diéu tri trong céc nhiém  tring
Staphylococci, dic biét 12 tu cau khéng
methicillin (MRSA) va céac nhiém tring
Enterococci nghiém trong va khang thuc.
Tuy nhién can luu y, d6i voi tu cau nhay
methicillin (MSSA), nhom betalactam co
hoat luc manh hon so Vi vancomycin va
nén la lua chon wu tién.

Do sinh kha dung duong ubng rat
kém (<5%) nén vancomycin cha yéu duoc
dung theo duong tinh mach. Thoi gian ban

thai cta vancomycin dao dong tir 3 dén 9
gio & nguoi 16n va khac biét tuy theo dac
diém bénh nhan, dic biét tang rat cao ¢
bénh nhan suy than.

Vancomycin la khang sinh c6 hiéu
qua diét khuan duoc tinh dua theo AUC.
24/MIC. Nong d6 dinh (Cmax) muc tiéu la
tir 30 — 40pg/mL, nong do trén 80 pg/mL
lam tang manh doc tinh trén tai va than.
Nong d6 day (Cmin) 1a ndng do thap nhat
ctia vancomycin, can dat khoang 15 — 20
ug/mL tuong tng VGi 4 — 5 1an MIC. Theo
huéng dan ciia ASHP va IDSA 2020, viéc
theo d&i nong do day vancomycin véi dich
15 @én 20 mg/L khong con dwogc khuyén
céo do khdng con dabang chang ciing nhu
dua tréndir liéu hiéu qua-doc tinh trénthan
& bénh nhan bi nhiém trang nghiém trong
do MRSA. Thay Vao d6, can hiéu chinh
lidu dua trén AUC/MIC muc tiéu tir
400mg.h/L dén 600mg.h/L. Chc bing
chang hién nay dong thuan rang théng so
tbt nhat dé danh gid hiéu qua cua
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vancomycin la AUCy..s/MIC, trong dé
viéc dat dugc AUC/MIC > 400 trong thoi
gian diéu tri sém Staphylococcus aureus
(SA) c6 lién quan dén cai thién kha niang
séng st c6 ¥ nghia.

5. Teicoplanin

Teicoplanin la khang sinh tu nhién co
cau truc glycopeptid dwoc chap thuan chi
dinh (chau Au, 1988) trong cac nhiém
tring nang do vi khuan gram dwong, dic
biét la Staphylococcus aureus khang
methicillin va céc cephalosporin.

Hiéu luc va doc tinh cua teicoplanin
va vancomycin khong khac biét cé vy
nghia, tuy nhién phan Gng co hai trén than
va hoi ching nguoi do it gap o teicoplanin
hon so wv&i  vancomycin. Vi \ay,
teicoplanin c6 thé duoc ding thay thé
vancomycin trong diéu tri v@ du phong
nhiém khuan gram duwong hiéu khi va yém
khi nang, khi cac thudc khéc khong con tac
dung hodc thay thé vancomycin hoic
metronidazol trong viém dai trang do
khang sinh. Can luu y rang, teicoplanin la
khang sinh du trit, han ché st dung, ti 16 dé
khang thap voi cac chang vi khuan nhay
cam.

Tuong tu vancomycin, teicoplanin la
khéng sinh phu thudc vao thoi gian c6 thoi
gian hau khang sinh trung binh-dai. Do d6
AUCo.24/MIC 1athong sé tot nhit dé danh
gia hiéu luc diét khuan, hiéu lyc dat duoc
khi AUCo-24/MIC > 900 tuong tng Voi
nong d6 day 15 — 30 mg/L khi theo ddi
nong d6 thudéc trong mau. Teicoplanin
dugc dua theo duong tiém bap hozic tiém
tinh mach ngoai bién, liéu khoi dau 600mg
va liéu duy tri duoc hiéu chinh theo cén
nang (10mg/kg) mdi 12 gio dugc khuyén
cdo dé dat duoc nong do thudc trong méau
tdi thiéu. Mot sé huong dan chi khuyén
cdo nong do day dat dugc 12 10mg/L va
tuong @ng Voi lidu duy tri 1a 400mg mdi
12 gio.

Thoi gian ban thai cta teicoplanin
kéo dai (> 30 gio). Tuy nhién do tinh than
nuéc cao v gan két manh wvoi protein

huyét tuong nén dic tinh duoc dong hoc
cua teicoplanin s& thay dbi dang ké trong
truong hop bénh nhan nang va c6 bién doi
Ion vé thanh phan huyét hoc (giam
albumin mau, sdc nhiém khuén, & dich va
suy giam chic nang than).

Khong st dung teicoplanin trén
nhitng bénh nhan cé tién sir di ung voi
vancomycin Vi c6 thé xay ra di ang chéo.
Trong truong hop ndy, linezolid c6 thé 1a
mot lua chon uu tién trong truong hop vi
khuan con nhay cam.

6. Linezolid

Linezolid 1a khang sinh nhdm
oxazolidinon — dugc FDA chip thuan vao
nam 2000, c6 phd tac dung chua yéu trén
gram duong (Staphylococci,
Streptococci). Thubc hau nhu khdng ¢ tac
dung trénvi khuan gram am.

Linezolid trén I1am sang cha yéu
duoc chi dinh nhiém khuan gram duong
da khang voi céc thudc khac: Nhiém
Enterococcus faecium khang vancomycin,
bao gom ca nhiém khuan huyét, viém phoi
cong déng hay viém phéi bénh vién do tu
cau khang methicillin (MRSA). Linezolid
ngay cang duogc chitng minh hi¢u qua hon
S0 VoI vancomycin va giam doc tinh trén
than trong diéu tri cac nhiém tring da-mo
mém gay ra bai céc chung Staphylococcus
aureus khang methicillin hoac da khang
thubc dong thoi.

Mot trong nhitng wu diém quan trong
cuia linezolid 1a sinh kha dung duong ung
co thé dat 100%. Hiéu luc diét khuan cua
linezolid phu thuéc v@o thoi gian nén dé
danh gia hiéu luc nay, thong sb duoc ap
dung 1a T > MIC. Céac nghién caeuchira T
> MIC can dat trén 85% va AUC/MIC
thuoc khoang 80 dén 120. Liéu 600mg mdi
12 gio duoc khuyén céo st dung ddi voi
linezolid.

Trén bénh nhan suy gan nhe va suy
than khong can hiéu chinh liéu. Trén bénh
nhén suy than c6 Clcr < 30 mL/phit hoac
tham phan mau can than trong theo ddi.
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Khéng nén dang thuc cho phu nit c6 thai,
phu nir cho con ba.

Khi str dung linezolid Can luu y mot
sb tac dung khdng ‘mong mudn nhu giam
bach cau do uc ché tuy xwong, non 6i va
tiéu chay. Nguy co giam bach cau ting &
nhitng bénh nhén st dung linezolid hon 14
ngay Va c6 ding cuing cac thude e ché tuy
khac. Tréanh phdi hop linezolid voi cac
thubc chdng tram cam nhu mirtazapin,
escitalopram, cé&c thuéc wc ché men
monoamin oxidase va dextromethorphan
vi 1am thic day hoi ching serotonin.

7. Colistin

Colistin 1a khéng sinh céu tric da
peptid, nhom polymyxin E dugc phat hién
tir cudi nhitng nam 1940. Tuy nhién do doc
tinh cao trén than, khang sinh nay it duoc
ua chuong khi nhom cephalosporin duoc
phat hién.

Dang duoc dung cua colistin la natri
colismetat (tién thudc) khi vao co thé s&
chuyén hoa thanh colistin c6 hoat tinh.
Colistin tac dung theo co ché tuong tac Vi
lipopolysaccharid (LPS) cua l6p a0 ngoai
vi khuan Gram (-), khoi dong quéa trinh
“self-promoted uptake”; déng thoi thay thé
Ca**/Mg*, lam réi loan tinh thim cua
mang, gay ly giai vi khuan. Vi valy, mot sb
khang sinh  khac (nhu betalactam,
quinolon hay aminosid) khi dung cung s&
thuan loi xdm nhap vao té bao chét va nhan
cua té bao vi khuan hon.

catiorc peptides
[ OUTER MENERANE

Martis et al, J. Infection 2014; 69:1-12
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Hinh 2. Co ché tac dong cua colistin

Phé khang khuan cua colistin tap
trung Vv@o cac vi khuan gram am, bao gom
Enterobacter, E. coli, Klebsiella,
Salmonella, ... va ¢6 hiéu luc trén phan 16n
cac chung P. aeruginosava Acinetobacter.
Theo béo céo tai Viét Nam (2016), nong
d6 wc ché tdi thiéu MICso cua phan 16n céc
loai vi khuan nhay cam la tir 0,01 dén 4
microgam/mL, trong do P. aeruginosa va
Acinetobacter baumannii lan luwot 1a
0,25mg/L va 0,5mg/L.

Colistin tac dung tai phoi chi gisi han
& céc vi khuan gram am: Pseudomonas

aeruginosa, E.coli, Klebsiella,
Enterobacter,  Salmonella, Shigella,
Citrobacter, Acinetobacter, Colistin

duogc xem 13 lva chon cudi clng trong diéu
tri nhiém triing nang véi vi khuan gram am
da khang (cac superbug),
Enterobacteriaceae khang carbapenem,
P.aeruginosa va Acinetobacter.

Thong sé PK/PD tétnhat dé danh gia
hiéu luc colistin la AUCo-24/MIC trong do6
fAUC/MIC  cua P.aeruginosa va
Acinetobacter lan luot 17,4 - 13,7 A 7,4
— 17,6 Véi ti 1& thubc dang tu do trong mau
cua colistin & bénh nhén binh thuong la
50% tuy nhién, & bénh nhan nang giam nhe
con 26 — 41%.

Colistin chdng chi dinh trong truong
hop bénh nhan suy than nang, tré dudi 2
tudi Va nguoi ¢6 bénh nhugc co. Tac dung
phu thuong gap cua colistinla suy than (c6
thé hdi phuc khi ngung thudc), kich tng
phé quan va st do thuéc.

8. Caspofungin

Caspofungin la thuéc khang nam
toan than nhom eichinocandin, c6 ban chét
lipopeptid ban tong hop. Thudc tac dong
theo co ché wc ché su thanh 13p B-(1,3)-D-
glucan, thanh phan chinh cua vach té bao
nam. Caspofungin c6 hoat tinh tt dbi véi
nim men Candida, nhiéu ching
Aspergillus, dugc chi dinh trong céc
truong hop (*): diéu try kinh nghiém ¢
bénh nhan sét, giam bach cau trung tinh
nghi do ndm; diéu tri nhiém niam Candida
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xam lan, nhidm nim Candida thuc quan va
nhiém nam Aspergillus xdm l4n & bénh
nhan khang tri hoac khéng dung nap voi
cac dang tri liéu khac (azol, amphotericin
B). Khéng dung caspofugin diéu tri khoi
dau trong nhiém Aspergillus xam lan.

Thuéc gan manh véi albumin huyét
tuong, phan ty do chiém <10%, sau khi
phan bd dén cac md c6 xu hudng tich liy,
dan dén dwoc dong hoc phi tuyén tinh.
Nong do thudc trong mau giam & bénh
nhan béo phi; tang nhe ¢ bénh nhan suy
than (CICr < 50ml/phat) va khéng dén
muc phai chinh liéu. Thudc it gay twong
téc lién quan dén Cyt P450 gan.

Khi str dung caspofungin tinh mach,
can luu y c&c nguy co phan vé do thudc,
hoi ching Steven-Johnson hoac hoai tu
biéu bi nhiém doc.

Can than trong va can nhac loi ich-
nguy co khi sir dung cho phu nir c6 thai,
cho con bu. B4i vai tré em, cé biang chang
Vé tinh an toan day du & nhom tudi 12 —
17. Theo khuyén céo cuia nha san xuat, liéu
50mg/m2da/ngay c6 thé duoc ap dung cho
nhém tudi nay.

Chi phi va nguy co dé khang cao,
trong twong quan Véi loi ich 1a yéu té quan
trong trong khai dau khang ndm theo kinh
nghiém. Hién nay, caspofungin (IV) chi
dugc Bao hiém Y té thanh toan khi phu
hop Vi céc chi dinh (*) tai cac bénh vién
hang 1 (TT30/2018)

Két luan: Cac khang sinh trong
danh muc can wu tién quan Iy 1a nhimng
khang sinh thuong dung trong cdc truong
hop nhiém trung nang do vi khudn da
khang thudc. Lia chon khang sinh theo
kinh nghi¢m khéng phu hop lam tang ty Ié
tir vong o bénh nhan viém phéi bénhvién,
dong thoi gia tang chon loc ching dé
khang trong qudn thé. Khi chi dinh nhiing
khang sinh nay cdn phdi thdn trong, dua
trén két qud bang chitng vi sinh va danh
gia lam sang chat ché cia déi ngii diéu tri
(bdc si, vi sinh, diéu dwéng va dwoc si lim
sang).
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CAP NHAT HUONG DAN IDSA 2021 VE PIEU TRI NHIEM VI
KHUAN PA KHANG: ESBL-E, CRE VA DTR - P. AERUGINOSA

Ngay 1/4/2021,Hiép hoi bénh truyén
nhiém Hoa Ky (IDSA) cap nhat céac
khuyén cdo V& viéc diéu tri nhiém khuan
do Enterobacterales sinh p-lactamase
phé réng (ESBL-E), Enterobacterales

khang carbapenem
(CRE) va Pseudomonas
aeruginosa khang  thuéc  kho  tri

(DTR- P. aeruginosa). Huéng dan nay

tap trung vao cac khuyén céo vé diéu tri
dau tay va thay thé khi da xac dinh duoc vi
khuan da khang va co két qua khang sinh
dd. Huong dan duoc &p dung cho ca
nguwoi l6n va tréem.

1. Lwa chon khang sinh:

1.1. Enterobacterales
lactamase phé réng (ESBL-E)

sinh  B-
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Bdng 1: Khuyén cdo vé lya chon khdang sinh cho nhiém ESBL-E

Nhiém khuin

Pau tay

Thay thé

Viém bang quang

Nitrofurantoin,
sulfamethoxazol

trimethoprim-

Amoxicillin-clavulanat,
aminoglycosid moét lieu duy

nhat, fosfomycin  (chi E.
coli)

ciprofloxacin, levofloxacin,
ertapenem, meropenem,

imipenem-cilastatin

Viém bé than hoic
nhiém khuan tiet

Ertapenem, meropenem,
imipenem-cilastatin,

ngoai dwong tiét
niéu

niéu c6 bién| ciprofloxacin, levofloxacin

chirng hoac trimethoprim-
sulfamethoxazol

Nhiém khuan | Meropenem, imipenem-

cilastatin, ertapenem

Xem xét xubéng thang bing
ciprofloxacin, levofloxacin
hoac trimethoprim-
sulfamethoxazole

Tranh dung piperacillin-tazobactam hogc cefepime dé diéu tri nhiem khudn do
ESBL-E, ngay cd khi con nhay cam. Khi da khéi dau piperacillin-tazobactam hogc
cefepim & phdc do kinh nghiém cho viém bang quang truée khi xdc dinh cian nguyén la
ESBL-E, néu lam sang cdi thién, thi khéng can dai thusc hogc me phé.

1.2. Enterobacterales khang carbapenem (CRE)
Bang 2: Khuyén cdo vé liwa chon khdng sinh cho nhiém CRE

Nhiém khuén Piu tay Thay thé
Viém bang quang | Ciprofloxacin, levofloxacin, | Ceftazidime-avibactam,
trimethoprim/sulfamethoxazol meropenem-
(cotrimoxazol), nitrofurantoin, hoac | vaborbactam, imipenem-
mot lidu duy nhat aminoglycosid cilastatin-  relebactam,
cefiderocol

Meropenem @ (truyén tiéu chuan):
chi khi khang ertapenem + nhay voi
meropenem + test carbapenemase
khéng co6 hodc am tinh

Colistin (khi khong c6
lga chon thay thé nao
khac)

Viém bé than hoic
nhiém khuén tiét
niéu c6 bién
chirng

Ceftazidime-avibactam,
meropenem- vaborbactam,
imipenem-cilastatin-relebactam,
cefiderocol

Aminoglycosid 1
lan/ngay

Meropenem 2 (truyén kéo dai): chi
khi khang ertapenem + nhay véi
meropenem + testcarbapenemase
khong c6 hoac am tinh
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Nhiém Khuan

Piu tay

Thay thé

Nhiém khuan
ngoai dwong tiét
niéu

khéng ertapenem +
nhay Vo1
meropenem +
test carbapenemase
khong c6 hoac am
tinh

Meropenem @ (truyén

kéo dai) Ceftazidim-avibactam

Nhiem trung bén | Ceftazidim-avibactam

, meropenem-

Cefiderocol Tigecyclin,

ngoai dwong tiét | vaborbactam, imipenem-cilastatin- | eravacyclin (thuong gioi
niéu relebactam han & nhiém tring 6
khang ertapenem + bung)

khang meropenem

+

test carbapenemase

khong cO hodac am

tinh

Xac dinh la | Ceftazidim-avibactam, meropenem- | Cefiderocol

Klebsiella vaborbactam, imipenem-cilastatin- | Tigecyclin, eravacyclin
pneumoniae carba | relebactam (thuong gidi han ¢ nhiém
penemases tring 6 bung)

(KPC) (hoac

carbapenemase

duwong tinh nhung
chua roloai P)

Carbapenemase Ceftazidim-avibactam+aztreonam, | Tigecyclin, eravacyclin
kiéu  Metallo-p- | cefiderocol (thudng gidi han o nhidm
lactamase (NDM, tring 6 bung)

VIM, IMP)

qubapenemase Ceftazidim-avibactam Cefiderocol

kiéu OXA-48 Tigecyclin, eravacyclin

(thuong gioi han ¢'nhiém
trung 6 bung)

a. Phan lén cac bénhnhiémkhudndo
CRE khdang ertapenem nhung nhay Voi
meropenem la do vi khudn khéng sinh
carbapenemases gay ra.

b. Phan lén cdc truong hop nhiém
Enterobacterales sinh carbapenemase ¢
Hoa Ky 1a do vi khudn tgo ra Klebsiella
pneumoniaecarbapenemases (KPC). Néu
Enterobacterales sinh carbapenemase
nhung chua biét rd logi carbapenemase

thi diéu trj nhu véi ching sinh KPC 13 hop
ly. Néu nhiém CRE chua r6 sinh
carbapenemase naova bénh nhan gan day
toi khu viee luu hanh metallo-f-lactamase
(vi du: Trung Pong, Nam A, Pija Trung
Hai), diéu tri bang ceftazidime-avibactam
+ aztreonamhodc cefiderocol don tri. Cac
phdc do dau tay véi nhiém vi khudn sinh
metallo-S-lactamase ciing ¢6 thé ap dung
cho chung sinh KPC va OXA-48.
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Nén tranh dung polymyxin B va Khong duogc khuyén khang sinh (B-
colistindé diéutri nhiém CRE. Colistincé lactam két hop woi aminoglycoside,
thé can nhic 1a liéu phap cudi cing cho fluoroquinolone, hodc polymyxin dé diéu
viem bang quang khoéng bién ching do  tri nhiém CRE.

CRE.

1.3. Pseudomonas aeruginosa khang thuéc kho tri (DTR- P. aeruginosa)
Bdng 3: Khuyén cdo vé lwa chon khdng sinh cho nhiém DTR-P. aeruginosa

Nhiém khuan Pau tay Thay thé
Viém bang | Ceftolozan-tazobactam, Colistin
quang ceftazidim-avibactam,

imipenem-relebactam,
cefiderocol, hoac moét lieu duy
nhat aminoglycosid

Viém bé than | Ceftolozan-tazobactam, Aminoglycosid 1 lan/ngay
hoiac  nhiém | ceftazidim-avibactam,
khuan tiét | imipenem-cilastatin-
niéu co bién | relebactam, cefiderocol
chirng
Nhiém khuan | Ceftolozan-tazobactam, Cefiderocol
ngoai dwong | ceftazidim-avibactam hoac
tiét niéu imipenem-cilastatin-

relebactam

Aminoglycoside lidu  duy

nhat: voi  nhiém khuan huyét
khéng bién ching va da kiém soéat
hoan toan nguon nhiém khuan

Phéi hop khang sinh khang dwoc khuyén cdo thwong quy cho nhiém DTR- P.
aeruginosa néu khang sinh @6 cho thay con nhay véi khang sinh dau tay (ceftolozane-
tazobactam, ceftazidime-avibactam, hoac imipenem-cilastatin-relebactam).

2. Lwa chgn liéu khang sinh
Bang 4: Liéu khdng sinh trong diéu tri nhiém ESBL-E, CRE va DTR- P. aeruginosa

Khang sinh Liéu cho ngwoi 16N véi chire ning gan, than binh thwong
Amikacin Viém bang quang: 15 mg/kg IV chi mét lidu duy nhat

Nhiém khuan khéc: liéu dau 20 mglkg IV; licu tiép theo va
khoang thoi gian dung thudc dua trén dugc dong hoc

Amoxicillin- Viém bang quang: 875 mg (thanh phan amoxicillin) PO mdi 12
clavulanate gio

Cefiderocol 2 g IV mdi 8 gio, truyén trong 3 giod

Ceftazidim- 2,5 g IV mdi 8 gio, truyén trong 3 gio

avibactam
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Khang sinh Liéu cho nguéi 16n véi chire ning gan, thin binh thwong
Ceftazidim- Ceftazidime-avibactam: 2,59 IV moi 8 gio, truyén trong 3
avibactam va | gio + Aztreonam: 2g IV moi 8 gio, truyén trong 3 gio
aztreonam
(truyen cung
nhau)

Ceftolozan- Viém bang quang: 1,5 g IV mdi 8 gio, truyén trong 1 gio
tazobactam

Nhiém khuan khac: 3 g IV mdi 8 gio, truyén trong 3 gid

Ciprofloxacin

400 mg IV mdi 8 gid hoiac 750 mg PO mdi 12 gio

Colistin Lidu dau: 300mg (=9 trigu IU) truyen trong 0,5-1 gior V& sau 12-
24 gio maéi dung liéu duy tri
Liéu duy tri: 300-360 mg CBA (~ 9-10,9 triéu 1U) chia 2 1an
cach nhau 12 gio, mdi lan truyén trong 0,5-1 gio

Eravacyclin 1 mg/kg IV mdi 12 gio

Ertapenem 1 g IV mdi 24 gio, truyén trong 30 phat

Fosfomycin Viém bang quang: 3 g PO mét liéu duy nhat

Gentamicin Viém bang quang: 5 mg/kg IV mot liéu duy nhat
Nhiém khuan khéc: liéu dau 7 mg/kg IV; lieu tiep theo va
khoang thoi gian dung thuoc dua trén dugce dong hoc

Imipenem- Viém bang quang (truyén tiéu chuan): 500 mg IV mdi 6 gio,

cilastatin truyen trong 30 phut
Nhiém khuan khac (truyén kéo dai): 500 mg IV mdi 6 gio,
truyen trong 3 gio

Imipenem- 1,25 g IV mdi 6 gio, truyén trong 30 phit

cilastatin-

relebactam

Levofloxacin

750 mg IV/PO moi 24 gio

Meropenem Viém bang quang (truyén tiéu chuan): 1 g IV mdi 8 gio
Nhiém khuan khéc (truyén kéo dai): 2 g IV mdi 8 gio, truyén
trong 3 gio

Meropenem- 4 g IV mdi 8 gio, truyén trong 3 gid

vaborbactam

Nitrofurantoin

Viém bang quang: macrocrystal/monohydrat (Macrobid®) 100
mg PO mdi 12 gio.
Viém bang quang: Hén dich udng: 50 mg mdi 6 gid

Plazomicin

Viém bang quang: 15 mg / kg IV mét liéu duy nhat

Nhiém khuan khéc: Liéu dau 15 mg/kg IV; licu tiép theo va
khoang thoi gian dung thuoc dya trén dugc dong hoc
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Khang sinh Liéu cho nguéi 16n véi chire ning gan, thin binh thwong

Polymyxin B Liéu dau 2,0-2,5 mg/kg (twong duong 20.000-25.000 1U/kg)
truyen trong 1 gio,
Licu duy tri 1,25-1,5 mg/kg (twong duong 12.500-15.000 1U/)
mdi 12 gio, truyén trong 1 gio.

Tigecycline Nhiém khuan 6 bung khong bién ching (liéu chuan): licu dau
100 mg IV, sau d6 50 mg IV moi 12 gio
Nhi€m khuan 6 byung c6 bién chimg (liéu cao): liéu dau 200 mg
IV, sau @6 100 mg IV moi 12 gio

Tobramycin Viém bang quang: 7 mg/kg 1V mét lidu duy nhat

Nhiém khuan khéc: liéu dau 7 mg/kg IV; liéu ticp theo va
khoang thoi gian dung thudc dua trén duge dong hoc

Trimethoprim-

sulfamethoxazol moi 12 gio

Viém bang quang: 160 mg (thanh phan trimethoprim) IV/PO

Nhidm  khuan

PO mdi 8 gio

khéac:
trimethoprim) IV/PO chia 8-12 gio mét lan; liéu téi da 320 mg

8-10 mg/kg/ngdy  (thanh  phan

Viét tat: IV: duong tinh mach; PO: dwong uong.

Tai lieu tham khao

1. Pranita D Tamma, Samuel L
Aitken, Robert A Bonomo, Amy J
Mathers, David van Duin, Cornelius J
Clancy, Infectious Diseases Society of
America Guidance on the Treatment of
Extended-Spectrum B-lactamase
Producing Enterobacterales (ESBL-E),
Carbapenem-Resistant ~ Enterobacterales
(CRE), and Pseudomonas aeruginosa with
Difficult-to-Treat Resistance (DTR-P.
aeruginosa), Clinical Infectious Diseases,
Volume 72, Issue 7, 1 April 2021, Pages
1109-1116,

https://doi.org/10.1093/cid/ciab295

Link: https://academic.oup.com/cid/
article/72/7/1109/6217047

2. Tsuji BT, Pogue JM, Zavascki AP,
et al. International Consensus Guidelines
for the Optimal Use of the Polymyxins:
Endorsed by the American College of
Clinical Pharmacy (ACCP), European
Society of Clinical Microbiology and
Infectious Diseases (ESCMID), Infectious
Diseases Society of America (IDSA),
International Society for Anti-infective
Pharmacology (ISAP), Society of Critical
Care Medicine (SCCM), and Society of
Infectious Diseases Pharmacists (SIDP).
Pharmacotherapy. 2019;39(1):10-39.
doi:10.1002/phar.2209

Link: https://wmw.ncbi.nlm.nih.gowv/
pmc/articles/PMC7437259/

21


https://doi.org/10.1093/cid/ciab295
https://academic.oup.com/cid/article/72/7/1109/6217047
https://academic.oup.com/cid/article/72/7/1109/6217047
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7437259/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC7437259/

QUAN LY DU'Q'C PHAM

1. Phan ng co hai nghi ngo lién quan dén vién hoan chira phenformin
khdng ré nguon géc, xuat xir

Cian ctr Cong van s 7096/QLD-PK ngay 17/6/2021 ctia Cuc Quan Iy Dugc &
viéc phan @ng c6 hai nghi ngd lién quan dén vién hoan chira phenformin khéng rd nguon
goc, Xuat Xu;

Cin cir Cong van s 1664/SYT-NVD ngay 21/6/2021 cua S Y Té tinh An Giang
Vé viéc phan tng c6 hai nghi ngo lién quan dén vién hoan chia phenformin khdng rd
nQUOn goC XUt xir;

Cuc Quan 1y Dugc thdng tin vé viéc phan g nghi ngo lién quan dén vién hoan
chua phenformln la mot thudc diéu tri dai thao duong khong con dugc cép phép luu
hanh tai nhiéu nudc trén thé gisi (trong d6 c6 Viét Nam) do nguy co nhidm toan chuyén
hda, tham chi gy ta vong cho bénh nhéan. Tai Viét Nam, da ghi nhan cac truong hop
bénh nhin nhiém toan mau va suy da tang nghi ngo do ngd doc phenformin bi tron vao
ché pham st dung cho bénh nhan dai thao duong.

Pé dam bao an toan cho nguoi sir dung, Pon vi Thong tin thuéc — Duogc 1am sang
Bénh vién dé nghi cac khoa 1am sang tang cuong theo ddi, phat hién, xir tri cac truong
hop xay ra phan ang c6 hai cua cac san pham thuéc khong rd ngudn goc, xuat xa (néu
c6) Va gri bdo céo phan @ng c6 hai cua thubc v& Khoa Duoc theo mau bdo céo phan tung
c6 hai cua thudc dugc ban hanh kém theo Thong tu s6 23/2011/TT-BYT ngay
10/06/2011.Khoa Dugc s& tong hop cac bao cao dé giri V& Trung tam qudc gia vé Thong
tin thuéc va Theo ddi phan ung c6 hai cua thudc hoac Trung tam khu vuc vé thong tin
thudc va theo ddi phan ang c6 hai cua thuéc Tp. HS Chi Minh.

2. Thuéc nghi ngé gia mao

Cin ct Cong van s6 6427/QLD-CL ngay 03/6/2021 cta Cuc Quan 1y Duoc — Bd
Y té vé viec mau Aquadetrim vitamin D3 nghi ngo 1a gia;

Cin ct Cong vin sb 7496/QLD-CL ngay 01/7/2021 cta Cuc Quan 1y Duoc — B
Y té vé viéc mau Tetracyclin 250mg nghi ngo 12 gia;

Ten don S6 din Dang
STT Tén thuéc vi san Sé 16 K g baq S cong vin
Xuat ché
: Medana
Aguademtrim VN- _
L | Vitamin D3 Pharma | 050419 | , 350 10| Siro | 6427/QLD-CL
S.A.
Cong ty co
phan dugc .
TETRACYCLIN X VD- | Vién
> | 250mg o vat wy ) 0304201 5095514 | nen | 7496/QLD-CL
te  Ngh¢
An
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3. Xac nhan tén goi thanh phan hoat chit cia thudc dwoc cap GPKLH:
~ Can cu Cong van s6 7401/QLD-DK ngay 25/6/2021 cua Cyc Qudan 1y Dugc — B
Y té ve viéc xac nhan tén goi thanh phan hoat chat cua thuoc da duoc cap GPKLH, don
vi TTT —DLS thong bao dén cac khoa, phong nhu sau:

Duoc didn Trung tadm Thong
Duoc dién | Duge dién My A tin Cong nghé P
- Chéau Au . £ Keét luan
Viét Nam V USP 42 (EP 10.2) sinh hgc Quoc gia
' Hoa Ky (NCBI)
Cefradin Cephradine Cefradine Cephradin C;ackten 90I~ tren
la dong nghia
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CAP NHAT THONG TIN LIEN QUAN PEN TINH AN TOAN CUA
KHANG SINH NHOM QUINOLON VA FLUOROQUINOLON
Can ctr Cong van s6 5785/QLD-PK ngay 24/05/2021 ctia B Y té - Cuc Quan Iy
Dugc Ve Viéc cung cap thong tin lién quan dén tinh an toan cua khang sinh nhom
quinolon, fluoroquinolon;
~ Can cir Cong vin s6 1259/SYT-NVD ngay 25/05/2021 ctaSo Y té tinh An Giang
Ve Viéc cung cap thong tin lién quan dén tinh an toan cua khéng sinh nhom quinolon,

fluoroquinolon.

CAC .
TT| NGUY DUUNG YEU CAU POI TUQNG TAC HAI
DUNG
CO

1 | Ha duwong | Udng Thong tin V& | - Nguoi cao tudi. - Ha duong
huyét hoic céc tac dung bat | - Banh nhan dai thao | huyét  nghiém
nghiém Tiém loi can duoc the | quong dang diéu tri | trong: c6 thé
trong va | truyen hién n6i bat hon | hing  thuéc  hogc | 98y hdn mé va
anh hwong trén nhan thuoc | insulin. de doa tinh
Ién suc va noi dung can mang.
khoe  tam nhat qudn gitra - Anh huong
than. cac thuoc trong bét loi 1&n stc

nhom. khoe tam than.

2 | Tac dung | Udng, Khong si dung |- Diéu tri nhidm | Tac dung bét
bat loi | tiém khéng sinh | khuan cd thé cai thién | loi nghiém
nghiém truyén Fluoroquinolon | ma khdng can diéutri | trong, gay tan
trong, gay | hoac hit hoic cac nhiém |tat va khong
tan tat va khuan khong nghiém | hdi phuc.
khéng hoi trong;
phuyc. - Diéu trj cac nhidm

trung khong do wvi
khuin nhu  viém
tuyén tién liét khong
do vi khuan (man
tinh);

- Du phong tiéu chay
khi di du lich hoac
nhidm khuan duong
ni¢u dudi tai phat;

- biéu tri cac nhiém
khuan tr nhe dén
trung binh nang tru
khi cac khang sinh
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CAC
NGUY
CO

PUONG
DUNG

YEU CAU

POI TUQNG

TAC HAI

duoc khuyen cao pho
bien khac khéng st
dung duoc.

Tranh st dung
cac khang sinh
Fluoroquinolon

- Bénh nhan c6 tién
st dung bat loi
nghiém trong VoI
fluoroquinolon hoac
quinolon.

- Nguoi cao tuoi,
bénh nhan c6 bénh
than, bénh nhan da
ghép tang hoac nguoi
duoc diéu tri bing
corticosteriod.

Nguy co cao
ton thuong gan.

but  hoac
rach dong
mach chu

Udng
hoac
tiém
truyén

Khong nén su
dung cac khang
sinh
Fluoroquinolom
& bénh nhan coé
nguy co cao gap
bién cb bat loi
trir khi khong cé
bién phap diéu
tri thay thé.

- Bénh nhan tac
ngh&n hoac phinh
dong mach chua hoac
cac mach mau khéc;
- Tang huyét &p;

- Cé4c réi loan gen lién
quan dén thay doi
mach mau;

- Nguoi cao tudi.

Nguy co duat va
tach thanh
dong mach chu
tang 1én trén 2
lan.
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