PIEM TIN CANH GIAC DUQC

MHRA: Nguy co sir dung thiéu liéu
calci gluconat trén bénh nhan tang kali
mau nghiém trong

Mudi calci (calci clorid hodc calci
gluconat) duoc str dung dé 6n dinh co tim
va ngan ngura ngung tim & nhiing bénh
nhan bi tang kali mau nghiém trong. Tuy
nhién, hai loai mudi nay khéng twong
duong nhau vé liéu lugng calci. Pam bao
ding dung liéu theo chi din cia béc
si/duge si dé tranh dung thiéu lidu calci
trén bénh nhan tang kali mau nghiém
trong.

Vai tré clia muoi calci trong diéu
tri tang kali mau nghiém trong

Tang kali méu nghiém trong (ndng
do kali huyet trong > 6,5 mmol/l) la tinh
trang y té khan cap va phai diéu tri kip thoi.
Calci gluconat dugc st dung dé 6n dinh co
tim va ngan ngira roi loan nhip tim va
ngung tim.

Trude ddy, mubi calci chi dugc sir
dung off-label dé diéu tri tinh trang co tim
bi kich thich trén cac bénh nhan bi ting
kali mau nghiém trong.Tuy nhién, gan
day, Co quan Quan Iy Dugc phim Anh
(MHRA) da cip phép st dung calci
gluconat trong truong hop tang kali mau
nghiém trong cip tinh va hoi strc tim do
taing kali mau nghiém trong. Calci
gluconat chi nén dugc st dung trong cac
trrong hop tang kali méu nghiém trong da
duoc ghi nhan, khong nén str dung thuong
Xuyén trong khi ngirng tim.

Huéng dan thuc hanh 1dm sang diéu
tri tang kali mau cap tinh & nguoi 16n cap
nhat nam 2020 cua Hoi than hoc Anh da
chi 16 mubi calci khong lam giam luong
kali huyet thanh nhung gitp bao v¢ tim.
Huéng dan khuyén cdo st dung calci
clorid hodc calci gluconat, tuy nhién cac
mudi nay khong tuong duong vé luong
calci. Bé dat duoc lidu luong calci khuyén
cdo la 6,8 mmol, phai dung 30ml calci

gluconat 10% hoac 10ml calci clorid 10%.
Ca hai ché pham calci gluconat va calci
clorid déu & dang lo 10ml & néng do 10%
(w/v), do d6 can 3 lo calci gluconat dé dat
dugc liéu lwong thich hop trong khi chi can
1 1o calci clorid. Pudng dung thudc nén 1a
tiém tinh mach cham, cé thé phai tiém
nhéc lai.

Nhiing thay doi trén dién tam dd
(ECG) cung cip bang chimg vé ngd doc
kali nhung khong phai lic ndo ciing xuat
hién tir dau. Nén theo ddi dién tdm dd khi
noéng do kali mau trén 6.0 mmol/L. Calci
gluconat biéu hién tac dung trén dién tam
dd trong vong 3 phat sau khi ding va kéo
dai 30-60 phut. Nén tiém tinh mach 1 liéu
30ml calci gluconat 10% trong 10 phut.
Tac dung cua muoi calci ngan nén cén
nhic dung liéu nhic lai néu van ghi nhén
bat thudng trén dién tim dd trong vong 5
dén 10 phit sau lidu dau tién.

Mudi calci khong 1am giam ndng do
kali mau. Nguy co r6i loan nhip tim va
ngung tim ty 1€ thudn véi mue do nghiém
trong cua tang kali mau. Do vay cac bién
phap 1am ha kali mau va giai quyét nguyén
nhan co ban giy ting kali mau can duoc
thuc hién ngay lap tuc.

Panh gia viéc dung thiéu lidu cia
calci gluconat

MHRA d3 ra soat cac ngudn dit liéu
hién ¢ tai Anh lién quan dén viéc sir dung
calci gluconat khong phu hop va phat
hién mot sd truong hop dac biét xay ra sai
sot y khoa bao gdm: mot trudng hop tir
vong khi st dung 10ml calci
gluconat trong qua trinh hoi strc tim phoi.
Ngodi ra, c6 6 bién cd dugc ghi nhan lién
quan dén viéc st dung va giam sét calci
gluconat khong chinh xac trong tinh
trang tang kali mau nghiém trong va
ngimg tim (5 trudng hop tir vong, 1 két qua
khong r0). Lo ngai an toan ¢ day lién quan
dén viéc dung thiéu lidu calci gluconat;
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thiéu liéu lap lai khi duoc chi dinh; thiéu
diéu tri ha kali va thiéu hodc theo ddi dién
tam d6 khong phu hop.

MHRA di xem xét va xin tu van tir
Uy ban sir dung Thudc cho Nguoi (CHM).
Theo d6, thong tin san phim cia nhimng
loai thudc nay s& duoc cip nhat nham dam
bao str dung calci gluconat an toan va hi¢u
qua hon trong diéu tri ting kali mau
nghiém trong va dé canh bao vé kha ning
dung thiéu liéu.

Khuyén cdo danh cho nhén vién y
té:

- Muéi calci (calci clorid hodc calci
gluconat) duoc st dung dé 6n dinh co tim
va ngin nglra ngimg tim. Hai ché pham
nay khong twong dwong nhau vé liéu
lwong calci.

- Thén trong véi nguy co thiéu licu
khi st dung calci gluconat thay vi calci
clorid va kiém tra chinh x4c luong mudi
calci trude khi dung: 30ml calci gluconat
10% cung cip 6,8mmol calci (twong
dwong véi 10ml calci clorid 10%0).

- Tiém tinh mach cham toan b liéu
trong 10 phat

- Can thiét st dung liéu 13p lai do tac
dung cta calci ngan, kéo dai 30 dén 60
phut.

- B4o cao cac phan tng bat lgi nghi
ngo lién quan.

Nguén: https://www.gov.uk/drug-safety-update/calcium-
chloride-calcium-gluconate-potential-risk-of-...

Piém tin: SV. Tre:m Phuong Th‘éo,

SV. Nguyen Thi Thu Hang

Hiéu dinh: DS. Ng6 Nhat Long;
Phuy trach: ThS.DS. Nguyén Mai Hoa

Health Canada: Nguy co hi chirng
thuc bao mau lién quan dén co-
trimoxazol (sulfamethoxazol/
trimethoprim) 7

Sau khi Co quan Dugc pham Chau
Au (EMA) cap nhat théng tin san pham
cua thudc chaa phdi hop co-trimoxazol
(sulfamethoxazol/ trimethoprim), Health
Canada ciing tién hanh danh gia nguy co
bénh nhan mac hoi chung thuc bao mau
khi st dung thudc nay.

Hoi chung thyc bao mau xay ra khi
mot sd luong 16n té bao bach cau tap trung
lai, pha hiy co quan va cic t& bao mau
khac. Pay la tinh trang hiém gip nhung
nguy hiém va c6 thé de doa tinh mang,.

Sau khi EMA cap nhat thong tin san
phim cua thudc chta co-trimoxazol,
Health Canada cting dé danh gia thong tin
va tim ra mbi lién quan gitra viée str dung
cac thudc nay voi nguy co mic hoi ching
thuc bao mau.

Két qua dinh gid an toan ciia
Health Canada:

- Vio thoi diém dénh gia, Health
Canada chua ghi nhan bao cdo nao tai
Canada vé hoi chirng thuc bao mau lién
quan dén viéc sur dung co-trimoxazol tai
Canada.

- Health Canada da xem xét 10
truong hop xdy ra hdi ching thuc bao mau
¢ nhitng bénh nhan dung co-trimoxazol
trén thé gidi tir co s dir liéu Canh giac
Canada va cac tai liéu y van. Trong do, 1
ca dugc danh gia c6 nhiéu kha nang lién
quan dén thudc, 8 ca co thé lién quan va 1
ca it co kha nang lién quan. Trong 8 truong
hop c6 thé lién quan, bénh ly méc kem cua
bénh nhan (hau hét 1a cac nhidém tring
thong thuong) ciing c6 thé 1am ting nguy
co cua hdi chung thuc bao mau. Véi 2
trong s6 10 truong hop tir vong, c6 1
truong hop dugc phat hién c6 thé lién quan
dén co-trimoxazol, trudng hop con lai it co
kha nang lién quan.

- Health Canada cling danh gia 2 bai
béo dugc cong bd trong y vin vé hoi ching
thuc bao méu ¢ bénh nhan dung co-
trimoxazol. Két qua 1a, mdi lién hé giira
viéc st dung co-trimoxazol va va hoi
chirng thyc bao méu chua thyc su ro rang
do nhirng han ché ciia nghién ctru va cac
yéu tb nguy co khac cta bénh nhén.

Khuyen cdo nhdn vién y té:

- C6 thé c6 sy lién quan giita viéc str
dung co-trimoxazol véi nguy co mac hoi
chirng thuc bao mau.


https://www.gov.uk/drug-safety-update/calcium-chloride-calcium-gluconate-potential-risk-of-underdosing-with-calcium-gluconate-in-severe-hyperkalaemia
https://www.gov.uk/drug-safety-update/calcium-chloride-calcium-gluconate-potential-risk-of-underdosing-with-calcium-gluconate-in-severe-hyperkalaemia

- Health Canada dang lam viéc véi
cac nha san xudt dé cap nhat thong tin san
pham nham nhim canh bao nguy co nay

- Khuyén khich nhan vién y té va
bénh nhan bao cao bat ky tac dung phu
nao khi st dung co-trimoxazol va cac san
pham y té khac.

Ngudn: https://dhpp.hpfb-dgpsa.ca/review-
documents/resource/SSR1683728246915
biém tin: SV. Tran Thi Thuy Linh

Hiéu dinh: DS. Ngo I\Ihét Long;
Phu trach: ThS.DS. Nguyén Mai Hoa

Bo Y té Canada: Sai s6t lién quan dén
mét s6 ché pham bd sung khoang
chat

O Canada, mot s6 truong hop sai sot
lién quan dén nham l4n giita ham luong
nguyén t6 va ham luong dang mudi cua
khoang chét ghi trén nhan san pham da
dugc bao cao.

B0 Y té Canada d3 tién hanh danh gia
c4c bao cao sai sot khi st dung ché phém
bd sung khoang chét (dic biét 1a cac ché
pham don thanh phan c6 canxi, sat magie
va kém) dugc giri tir nhan vién y té. Nhiing
sai s6t nay dan dén qua liéu, trong mot sd
truong hop, con giy thwong ton nghiém
trong cho bénh nhan. Nguyén nhan mot
phan xut phat tir ndi dung trén nhan céac
san pham gy ra sy nham 1an vé ham luong
giita dang nguyén té va dang mudi, gy ra
qué liéu hodc thiéu liéu. Dudi day 1a tom
tat mot truong hop ngudi Canada c6 nham
1An vé ham luong ghi trén nhin cia mot
san pham bo sung khoang chit (canxi).

Trong truong hop nay, bénh nhéan
dugc ké don st dung san phém c6 nhan
"canxi cacbonat 500 mg" (hinh 1). Trong
khi chuan bi don cho bénh nhén, nha thude
da hiéu sai 1a mdi vién san pham nay co
chtra 500 mg canxi cacbonat trong khi thuc
té mdi vién chira 500 mg canxi nguyeén to
Hau qua 12 bénh nhan di dung licu cao gap
2,5 1an so véi liéu duoc ké don, dan dén
phai nhap vién. Sau khi nim dugc 1i nay,
BO Y té Canada d3 lam viéc voi nha san
xuat dé stra d6i nhin san pham (hinh 2)
nhim han ché nhim 13n va ngin ngira

nhimg sy ¢b twong ty xdy ra trong tuong
lai.

Sau khi ra soat cac truong hop sai sot
duoc béo cdo, BO Y té Canada di cung cap
thém hudng din cho cac nha sin xuét
nhim khic phuc viéc ghi nhin cac ché
pham bd sung khoang chat (canxi, sat,
magie va kém) giup giam thiéu sy nham
1an ham luong gitra dang nguyén to va
dang mubi. Nhan vién y té nén biét duoc
sai sOt nay dé tranh sy nham 13n tuong tu,
gy qua liéu cho bénh nhan.

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

Hiéu dinh: DS. Ng6 Nhat Long;
Phu trach: ThS.DS. Nguyén Mai Hoa

EMA: Cac co quan quan ly dwoc
pham trén thé giégi xac nhan dir liéu
tich cuc vé dd an toan caa vac-xin
COVID-19

Co quan Quan ly Dugc phém Chau
Au (EMA) vira thong qua tuyén bb chung
vé d6 an toan cua vic xin ngira COVID-19
do Lién minh cac Co quan Quan ly Dugc
pham Qudc té (ICMRA) ban hanh. Bing
chung tir cac nghién ctru dir licu doi thyc
cho thiy cac loai véc- xin ngra COVID-19
c6 d0 an toan cao O tat ca cac nhom tu01,
bao gom: tré em, nhitng nguoi cd bénh
nén, bénh nhan suy giam mién dich, phu
nir mang thai.

Co quan Quan Iy dugc pham Chau
Au (EMA) vura thong qua tuyén bd chung
vé d6 an toan cua vic-xin ngira COVID-19
do Lién minh cdc Co quan Quan 1y Dugc
pham Quéc té& (ICMRA) ban hanh. Bing
chung tir hon 13 ty liéu véc-xin COVID-
19 dugc st dung trén toan the gi6i cho thiy
cac loai vic-xin phong COVID-19 co6 do
an toan cao ¢ tat ca cac nhom tudi, bao
gom. tré em, nguoi co bénh nén, bénh nhan
suy giam mién dich va phu nit mang thai.
Céc vac-xin nay di ciu séng hang triéu
ngudi trén toan thé gidi do 1am giam dang
ké nguy co chuyén ning, nhap vién va tir
vong néu bénh nhan nhiém SARS-CoV-2.

Tuyén bd ciia ICMRA ciing nhin
manh vic-xin 1am giam tac dong cua céac


https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1683728246915
https://dhpp.hpfb-dgpsa.ca/review-documents/resource/SSR1683728246915
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/august-2023.html#a3-1-2
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/august-2023.html#a3-1-2

triéu ching hau COVID va khong c6 bang
ching vé viéc nhitng triéu chimg hau
Covid c6 thé 1a tac dung khong mong
mudn cta vdc-xin COVID-19. Phan 16n
cac tac dung khong mong mudn cua vic-
xin COVID-19 nhe va thoang qua. Tuy
nhién, cdc hé thong giam sat an toan vac-
xin ctng da phat hién mot sO tac dung
khong mong muo6n nghiém trong rat hiém
gap (tan suat < 1/ 10.000 nguoi). Tuyén bo
nhan manh céc qudc gia trong ICMRA can
c6 hé thong gidm sat an toan chat ché giup
lién tuc thu thdp va phan tich cac bao cao
vé céac tac dung khong mong mudbn nghi
ngd do véc-xin, ciing nhu ¢6 cac bién phap
giam thiéu nguy co xay ra dung bat loi do
cac vac-Xin nay.

Tuyén bé cia ICMRA gitp ting
nhan thirc ctua cong dong trudc nhing
thong tin sai 1éch vé an toan cua vac-Xin
COVID-19. Nhiing thong tin sai 1éch co
thé gy tac dong rat tidu cuc, khién bénh
nhan né tranh tiém vic-xin, dan téi tinh
trang bénh tré nén nghiém trong hodc tham
chi tr vong. Tuyén b nay ciing nhan manh
chua co day du bang chtng chinh xac vé
thong tin tiém véc-xin c6 thé dan dén tir
vong dang duoc lan truyén sai 1éch trén cac
phuong tién thong tin dai chung. Cac co
quan quén 1y toan cau khuyén khich nguoi
dan tiép can thong tin tir nhing nguon tin
cay nhu: ngudn thong tin khoa hoc chinh
thong, nguon thong tin tu cac Co quan

Quan 1y Y té va nhan vién y té.
Ngudn: https://www.ema.europa.eu/en/news/global-
regulators-confirm-good-safety-profile...
Piém tin: SV. Dang Minh Puc
Hiéu dinh: DS. Ng6 Nhat Long;
Phu trach: ThS.DS. Nguyén Mai Hoa

Bd Y té Canada: Nguy co anh hwéng
dén gan caa cac thuéc wc ché
aromatase thé hé 3

Thudc e ché aromatase thé hé 3
gdbm Arimidex (anastrozol), Aromasin
(exemestan), va Femara (letrozol).

Nguy co viém gan, viém bao gan va
dut gan da dugc cap nhat trong muc Canh
bado va Than trong, Tac dung khong mong

mudn va Thong tin danh cho bénh nhan
trong t& thong tin san pham cua cac thude
Arimidex (anastrozol), Aromasin
(exemestan) va Femara (letrozol) tai
Canada.

Théng tin cho cdn bé y té:

- Nguy co viém gan va viém bao gan
khi dung thudc trc ché aromatase thé hé 3
da duogc ghi nhan trong cac thtr nghiém
1am sang ngau nhién c6 ddi ching

- bt gan dugc ghi nhan 1a nguy co
tiém tang.

- Viém gan va viém bao gan dugc
danh gia la bién cb it gip, dt gan got chan
13 bién ¢6 hiém gap

- Bac si diéu tri nén theo ddi cac tac
dung khong mong muén nay trén bénh
nhan. ‘

Nguon: https://www.canada.ca/en/health-
canada/services/drugs-health-products/..
biém tin: SV. Trinh Viét Ha

Higu dinh: DS. Nguyén Ha Nhi;
Phu trach: ThS.DS. Nguyén Mai Hoa

ANSM: Nguy co réi loan phat trién
than kinh & tré c6 cha dwoe diéu tri
bang valproat va din chat trong vong
3 thang trwéc khi thu thai

Natri valproat hodc acid valproic
duoc chi dinh dé diéu tri dong kinh. Natri
divalproat va valpromid 1a lya chon hang
hai trong diéu tri cac giai doan hung cam
cta r6i loan ludng cuc. Dbi véi phu nir
trong thoi ky mang thai, valproat da dugc
biét 12 mot hoat chét c6 tac dung gay quai
thai, c6 nguy co cao dan den di tat bam
sinh (11%) va ri loan phat trién than kinh
(1én dén 30 dén 40%). Vi thé, khong nén
chi dinh valproat va cac din chét cho bénh
nhan, trir truong hop cac thudc thay
thé khong hiéu qua hoic khéng dung nap
duoc.

Nam 2018, chau Au tién hanh danh
gid lai can bang lgi ich - nguy co cua
valproat va din chét. Mot nghién ctru duoc
tién hanh tai cac ving Scandinavia (Na
Uy, Thuy Pién va Pan Mach) nhiam danh
gia nguy co roi loan phat trién than kinh
trén tré c6 cha sir dung valproat hodc dan


https://www.ema.europa.eu/en/news/global-regulators-confirm-good-safety-profile-covid-19-vaccines
https://www.ema.europa.eu/en/news/global-regulators-confirm-good-safety-profile-covid-19-vaccines
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/august-2023.html#a3-2-1
https://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/health-product-infowatch/august-2023.html#a3-2-1

chat valproat trong vong 3 thang trudc khi
thu thai, so v&i nhitng tré c6 cha st dung
lamotrigin hogc leviracetam. Két qua cho
thay c6 su gia ting nguy co réi loan phat
trién than kinh & tré em c6 cha duoc diéu
tri bang valproat hoic cac din chit trong
vong ba thang truée khi thu thai, so voi
nhirg nguoi cha dugc didu tri véi cac
thudc chong dong kinh khac (lamotrigin
hodc levetiracetam). Tuy nhién, nghién
clru ndy con ¢6 nhitng han ché va can thuc
hién thém cac phan tich bd sung dé danh
gia do tin cdy ctia nhitng dit li€u nay.

Khuyén cdo danh cho nhén vién y
te

- Pbi v6i nam gidi truong thanh hodc
thanh thiéu nién, viéc st dung valproat
hoic cac din chat valproat trong ba thang
trudc khi thy thai co thé khlen tré co nguy
co mic cac roi loan phat trién than kinh.

- Cz‘in thong bao cho bénh nhén vé
nguy co tiém 4n nay.

+ D01 v6i bénh nhan c6 ké hoach ¢o6
con, dé xuat cac lidu phap diéu tri thay thé.

+ P6i voi nhitng nguoi c6 vo dang
mang thai (dé sinh hodc sdp sinh), can tu
van cho bénh nhan trong qua trinh diéu tri
dé co bién phap chiam soc phu hop.

- Khuyén c4o bénh nhan khong tu
y ngirng diéu tri va trao d6i vé nhirng
nguy co c6 thé xay ra néu bénh nhan
ngirng diéu tri ma khong co chi dinh ciia
bac si.

- Can trao doi v6i bénh nhan vé cac
bién phap tranh thai phu hop.

- Trong truong hop hién tinh trung,
bénh nhan can bao cao vé viéc ho dang
diéu tri bang valproat hodc cac dan chat.

- Cung cép cho bénh nhan t& Huéng
dan st dung thubc cta valproat hodc cac
dan chat khi ké don hozc cap phat.

Ngudn: Information de sécurité - Valproate et dérivés :
risque potenti - ANSM (sante.fr)

Diém tin: SV. Phing Ngoc Mai,

Hiéu dinh: DS. Nguyén Ha Nhi;

Phu trach: ThS.DS. Nguyén Mai Hoa

Bo Y té Canada: Héi chirng cai thudc

lien quan dén domperidon khi sir

dung off-label dé kich thich tiét sira

Theo két qua danh gia nguy co cia
BoO Y té Canada, viéc ngung dot ngdt hodc
giam lidu domperidon khi st dung off-
label dé kich thich tiét sira co thé gay ra
cac tac dung co6 hai trén tam than.
Domperidon la thudc ké don dé kiém
soat triéu chimg rdi loan nhu dong dudng
ti€u hoa trén va du phong cac tri¢u chung
tiéu hoa khi dung chat chi van dopamin
diéu tri Parkinson. Mic du khong duoc cép
phép cho chi dinh kich thich tiét sira, dir
liéu tir Canada cho thdy domperidon da
dugce ké don off-label véi liéu vuot qua
lidu khuyén céo téi da 1a 30 mg/ngay.
BoY té Canada di danh gia nguy co
tiém an hoi ching cai thudc (bao gdm trim
cam, lo 4u, mat ngu...) & ngudi dung
domperidon dé kich thich tiét sita sau khi
ngung dot ngdt hodc giam lidu thudc.
Trong 6 9 truong hop dugc ghi nhan va
danh gia c6 thé lién quan tdi thude, ¢ 4 ca
1a nguoi Canada va 5 ca ¢ nudc khac. Cac
bénh nhan nay c6 hodc khong co tién sir
bénh tdm than. Da s6 bénh nhan nay da s
dung domperidon véi liéu trén 30 mg/ngay
va tat ca bénh nhan déu sir dung thude hon
4 tuan trudc khi ngimg hodc giam liéu
thudc. Bén canh do, phan 16n bénh nhan
cai thudc déu khong dap tng voi cac thude
diéu trj trim cam va giai lo théng thudng.
Trong mot sd trudng hop, viéc giam licu
theo c4 thé hoa gitp kiém soét cac triéu
chung cai thudc. Panh gia ndy con mot sb
diém han ché nhu: co it truong hop (9 ca)
dugc bao cdo co lién quan dén thudc va
thiéu thong tin vé tinh hinh cho con bii clia
bénh nhan khi str dung domperidon. Viéc
ngimg cho con bu ciing c6 thé 12 yéu té doc
lap lién quan ti cac triéu ching tim than.
Két qua danh gia ciia Bo Y té Canada
cho thiy viéc ngimg dot ngot hoic giam
lidu domperidon khi sir dung off-label dé
kich thich tiét sita co thé giy ra céac tac
dung c6 hai trén tdm than. Bo Y té Canada
s& 1am viéc v&i nha san xuat dé cap nhat to
thong tin cho cac san phdm chua
domperidon, dong thoi tiép tuc theo ddi an
toan ctia domperidon va tit ca cac san
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pham y té trén thi truong dé phat hién va
danh gia cac nguy co tiém an cua thudc.

Ngudn: https://www.canada.ca/en/health-

canada/services/drugs-health-products/mede...

biém tin: SV. Tran Thi Thuy Linh,

Hiéu dinh: DS. Ngo Nhat Long; P

hu trach: ThS.DS. Nguyén Mai Hoa

TGA: Nguy co ton thwong gan lién
quan dén nghé va curcumin

Co quan Quan 1y Duoc pham
Australia (TGA)d4 tién hanh danh gia tong
thé vé d6 an toan cua cac ché phim chuta
Curcuma longa (ngh¢) va curcumin. Két
qua la, cac bang chtng hién c6 cho thiy
nguy co ton thuong gan hiém gip khi dung
Curcuma longa (ngh¢) va/hodc curcumin
dugc bao ché dudi dang thude. Nguy co
t6n thuong gan c6 thé cao hon dbi vai cac
san pham duoc ting cudng hap thu hoic
sinh kha dung va/hoac str dung lidu cao.
Bénh nhan c6 tién sir hodc dang mic céac
bénh 1y vé gan c6 nguy co gip tac dung
khong mong muén hiém gip nay cao hon.

Pén ngay 19/06/ 2023, TGA déa nhan
duogc 18 bao cdo vé cac van dé trén gan xay
ra & nguoi st dung cic san pham
chua Curcuma longa (ngh¢) va/hoac
curcumin. Trong dé, 9 bao céo ¢ day du
thong tin cho thdy, cac san pham chua
nghé hodc curcumin c6 thé 1a nguyén nhan
gy ton thuong gan. Trong sb 9 bao cdo
nay, 4 truong hop loai trir duoc kha nang
gy ton thuong gan do cac thanh phan
khéc. Hai trong s6 nhiing truong hop nay
dugc danh gid nghiém trong, voi 1 truong
hop tr vong. Nam truong hgp con lai cé
thé do sir dung san pham c6 chira cac thanh
phan khac c6 kha ning gy ton thuong
gan.

Tur nhitng bdo cdo ca nay, TGA da
tién hanh danh gia tong thé vé do an toan
cia cac ché pham chta Curcuma
longa (nghé) va curcumin. Cac bang
ching hién c6 cho thay, c6 nguy co ton
thvong gan lién quan dén viéc sur
dung Curcuma longa (ngh¢) va/hoac
curcumin & dang bao ché thudc, voi tan
sudt hiém gip. Cac san phim
chira Curcuma  longa (nghé)  va/hoac
curcumin duoc ting cuong hdp thu hoic
sinh kha dung va/hoac str dung liéu cao cac
san pham nay c6 thé dan dén nguy co tén
thuong gan cao hon. Bénh nhan c6 tién st
hoic dang mac cc bénh 1y vé gan ciing c6
nguy co cao gdp tdc dung khong mong
mudn nay. Tuy nhién, hién nay, TGA
khong c6 du thong tin dé xac dinh chinh
xac thudc nao cé nguy co cao gay t6n
thuong gan.

Théng tin danh cho nhan vién y té

San phim c¢6 chaa Curcuma
longa (ngh¢), Curcuma  aromatica, Cur
cuma zanthorrhiza, Curcuma  zedoa
ria va/hoic curcumin cé thé giy ton
thuong gan & mot s bénh nhan. O nhitng
bénh nhan ¢6 céc tridu chimg tén thuong
gan, can bo y té nén can nhic cin than viéc
st dung cac ché phim bd sung co
chtra Curcuma hoic curcumin. Pong thoi,
nén tranh st dung cac loai thudc hodc
thudc c¢6 ngudn gdc duogce liéu co chua cac
loai Curcuma néu trén va/hodc curcumin &
nhing bénh nhan c6 tién sir hodc dang mic
cac bénh 1y Vé gan.

Nguon: https://www.tga.gov.au/news/safety-
alerts/medicines-containing-turmeric-or-curcumin...
biem tin: SV. Phung Ngoc Mai,

Hiéu dinh: DS. Ngu}ién Ha Nhi;
Phu trach: ThS.DS. Nguyén Mai Hoa
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PIEU TRI

CO CHE PE KHANG CARBAPENEM CUA CAC CHUNG GRAM AM
PA KHANG VA TIEP CAN PIEU TRI HIEN NAY: LUA CHQN CAC
KHANG SINH MOT HAY KHANG SINH KINH PIEN COLISTIN

Cac vi khuan Gram am dang c6 xu hudng gia ting dé khang & muc bao dong toan
cau, khién cac nha 1am sang gap rat nhiéu kho khin trong cong tac diéu tri. Trong boi
canh nay, bén canh cac khang sinh kinh dién d3 dugc str dung nhiéu nim qua 1a colistin,
cac nha khoa hoc da rat nd luc phat trién cac dong khang sinh méi dé mang lai thém co
hoi diéu tri thanh cong dbi véi cac nhiém khuan do cac vi khuan Gram 4m da khang.
Viéc lya chon colisitin hay cac khang sinh mai can dua trén nhiéu yéu t6 nhu tinh hiéu
qua ddi véi co ché dé khang caa vi khuan, tinh san ¢, pham vi thanh toan cua Bao hiém
Y té ciing nhu kha ning dung nap cua bénh nhan d6i vai céc thudc nay. Trong bai trinh
bay nay ching toi s& khai quat hoa co ché dé khang cua cac vi khuan Gram 4m da khang
gay nhiém khuan bénh vién thuong gap va ban luan vé tiép can lua chon khang sinh diéu
tri cac chung vi khuan nay theo cac khuyén cao cap nhat hién nay.

I. Co ché dé khang carbapenem ciia cac ching vi khuan Gram am

To chirc Y té Thé gioi (WHO) da phan loai cac vi khuan gram am khéng
carbapenem la ca&c mam bénh “uu tién s6 1 cho nghién ctiru phat trién khang sinh méi.
Hién nay cac ching nay ngay cang phd bién, nguy co cao va con rét it lva chon khang
sinh hiéu qua.

Céc vi khuan gram am khang carbapenem tai bénh vién thuong gap bao gom: cac
chung ho Enterobacteriaceae (CRE), Acinetobacter baumannii (CRAB), Pseudomonas
aeruginosa (CRPA).

Gram dm Khing carbapnenem

Enterobacterales khing carbapenem Vikhuin khong sinh men Khang carbapenem

Enterobacterales Enterobacterales Ching stnh men Chiing khong sinh men
sinh men khong sinh men khang carbapenem Khing carbapenem
* KX * MBL: NDM, * Kénh ponn « KPC » MBL: NDM, * Kénh porin
* OXA-48 VIM, IMP * Bom day * OXA-23, VIM, IMP * Bom diy
0OXA-40 v Ll
OXA-S8

IMP - imipenemase; KPC - Klebsiella pneumoniae carbapenemase; L1 - class B metallo-g-lactamase;
MBL -metallo beta-lactamase; NDM - New Delhi metallo beta-lactamase; OXA - oxacillinase; VIM - Verona
integron-encoded metallo beta-lactamase.

Hinh 1. Co ché dé khang carbapenem cia cac chiing vi khuan gram am

Do vai ho chiing vi khuan Enterobacterales co ché sinh men carbapenemase la
co ché d¢ khang carbapenem chinh cua nhom chiém ti 1€ khoang 85% cac truong hop,
bao gom cac men nhu KPC, OXA-48, NDM... Nguoi ta ghi nhan ty 1€ khac nhau caa
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CcAc men nay tai cac vang dia Iy khac nhau. Chang han, cdc men KPC xuét hién phé bién
tai My, Hy Lap, Israel va cac nuéc My Latinh [3] trong khi d6 OXA-48 lai xuit hién
phd bién hon tai Nhat Ban, Thd Nhi Ki, Pai loan. Men NDM gap nhiéu tai cac nudc An
Do, Thuy Dién [3]. Tai Viét Nam chua c6 bdo cao chinh xac ve viéc men nao la uu thé
hon. Ngoai co che sinh men cac chung vi khuan Enterobacterales con ¢6 co ché khéng
sinh men bao gom co ché bom day hay co ché mat kénh porin, tuy nhién ti I& gap cac
co ché nay 13 it hon nhiéu so véi co ché sinh men.

Nguoc lai, d6i voi nhém vi khuan khong sinh men bao gom A. baumannii, P.
aeruginosa 1a cac dai dién pho bién nhat, co ché dé khang carbapenem chinh lai khdng
phai co ché sinh men ma thong qua cac co ché khac nhu co ché bom diy, mat kénh
porin, thay doi tinh thdm cua mang té bao (Hinh 1). Cac chung vi khuan dé khang
carbapenem c6 thé ¢ 1 co ché hoic dong thai nhiéu co ché khang.

Cac ching vi khuan cd thé truyén tinh khang khang sinh qua co truyén plasmid
chtra nhitng gen khang thudc cua vi khuan nay sang vi khuan khac.

Dé phan loai cac loai men khang thudc carbapenem nguoi ta st dung phan loai
Ambler. Theo d6, cac men khang carbapenem duoc chia thanh 2 nhém dya vao cau tric
hoa hoc c6 thanh phan 1a serin hay kém cu thé dugc mé ta tai Bang 2:

[ Céc men khang carbapenem

KPC OXA-48 NDM
GES OXA-23 VIM
SME OXA-24/-40 IMP
IMI OXA-58 oA
NMC-A OXA-198

SIM

OXA-427 SPM

Bang 2. Phan loai Ambler cac men khang carbapenem

Viéc phan loai cac men khang thudc theo phan nhom Ambler 1am don gian hoa
viéc lya chon cac thudc trong khuyén cao diéu tri hién hanh. Ciing nhu phu hop trong
viéc phién giai két qua vi sinh khi tra cac két qua khang sinh do.

I1. Lwa chon khang sinh méi hay colistin trong diéu tri Gram Am da khang:

Hién nay di véi cac chung vi khuan Gram (-) da khang, dic biét véi cac chung
d3 khang carbapenem cac phac do khuyén céo trén thé gisi déu khuyén céo st dung céc
khang sinh méi hoic lya chon cac phac d6 trén nén tang colistin. Mot s6 phac d6 dé xuat
dugc trinh bay tai Hinh 3[1]. Tuy nhién hién nay cdc khang sinh mdéi chi cé
ceftolozan/tazobactam va ceftazidim/avibactam ¢ mit tai thi truong Viét Nam. Ddng
thoi cac thude nay c6 chi phi kha cao, trong khi Bao hiém chi chi tra trong céac truong
hop bénh nhan nhiém Covid-19 ning c6 bdi nhiém cac vi khuan Gram am da khang.
Viéc lya chon khang sinh méi dé diéu tri phu thudc vao tinh sén c6 caa thude, kha ning
dung nap cua thudc va kha nang chi tra caa bénh nhan. D6i véi 02 khang sinh dang co
mat tai thi truong Viét Nam cling nhu tai Bénh vién viéc lua chon sur dung khang sinh
nao con tly thudce vao dic diém nhidm khuan caa bénh nhén, chang vi khuan gay bénh
va kha ning nubi cdy, xét nghiém vi sinh cia co s& kham chita bénh d6. Chung t6i xin
lam rd vai tro cia 02 khang sinh maéi nay cling nhu colistin nhu sau:



(" Enterobacterales khing | ter |
carbapenem Khdng carbapenem boumannii da khing
( ) Khang avibactam) [ Khong c6 cac Cefwotozany Khing '
l C6 carbapenemase I {m e [ M' 98 ampichl
T < Hodc hojc Ibactam q8h
SRShobE B Ceftazidion/ relebactam uydn >ah hodc
l,,‘f)‘i,,,l (s C e ] Hodc vaborbactam azs ':'Jf"”
Cefiderocol Ho3c
— s Yy W = colistin, Ceftolozan/ta
g ymyci Két hop polymycin B, zobactam
colistin, aminoglycosid,
aztreonam efiderocol Hodc in B
Hosc ) [Roatmici. Ry a0 .
cefiderocol RASORCLASS Hode Fosfomycin, aminoglycoside
\ Hoje Aminoglycosid tigecycline, -
 — Imipenem/ . Carbapenem Carbapenem
relebactam Carbapenem by | | W cao va/ho3c
Ho¥e cao ; 4 Fosfomycin
Cefiderocol | 5 va/Modc
> Tigecycline/ rifampicin
ervacychin
£
\__fosfomycin

Hinh 3. Phac d6 khuyén céo hién nay diéu tri gram (-) da Khang

1. Hoat phé cia cac khang sinh méi va colistin trén cac co ché dé khang cia
vi khuan Gram am:

Chiing CRE va DTR-P:

Khéng sinh ceftazidim/avibactam c6 tac dung tét trén cac chung CRE va truc
khuan mu xanh kho diéu tri (DTR-P) trir c4c chung sinh men NDM. Trong khi d6
ceftolozan/tazobactam khoéng c6 tac dung trén cac chung CRE ma chi tac dung trén
DTR-P va tac dung nay duoc danh gia nhinh hon so véi ceftazidim/avibactam. Xét vé
cau trac hoa hoc cua ceftolozan va ceftazidim c6 cu triac kha twong ddng, tuy nhién
ceftolozan it bj thay phan boi cic enzym cua truc khuan mua xanh hon, trong khi
ceftazidim dé bi thuy phan bdi AmpC hon. Ceftolozan it bi tac dong bai co ché dé khang
mat kénh porin cua truc khuan ma xanh ddng thoi c6 hoat hec trén cac chang P.
aeruginosa theo cic co ché thay ddi tinh tham, bom téng thudc, sinh AmpC so véi
ceftazidim. Tac dong cua ceftolozan trén truc khuan mu xanh 1a doc 1ap khéng phu thudc
vao tazobactam, trong khi dé tac dung cua ceftazidim phai phu thudc vao hoat tinh tc
ché men cua avibactam (Hinh 4) [2, 4].

Trong khi d6 colistin 14 khang sinh c6 phd tac dung trén ca cac chang vi khuan
gram &m khang carbapenem sinh men va khdng sinh men, ké ca di vai cac chang sinh
men NDM la nhitng men ma ceftolozan/tazobactam va ceftazidim/avibactam khong co
tac dung [5].

Chuing CRAB:

Ca 02 khang sinh mai déu khong cd phd tac dung trén CRAB. Hién nay, tiép can
diéu tri CRAB theo hudng dan cia IDSA 2023 1a sir dung cac phac do don doc hoic
phdi hop dua trén khang sinh nén tang 1a sulbactam liéu cao. Khuyén cao nay da dan toi
su thay doi thyc hanh diéu tri dang ké do trudc day colistin phdi hop véi meropenem Ia
phac d6 kinh dién cho diéu tri vi khuan Gram &m da khang néi chung va CRAB néi
riéng.

Hinh 4. Hoat pho tac dung ciia cic khang sinh méi trén Gram 4m da khéng



Viéc lya chon cac khang sinh méi phu hop voi phd tac dung hién nay phai dua
trén cin cr cac gen khang thudc phan 1ap duoc tir cac khoa vi sinh hodc sinh hoc phan
ta. Tuy nhién hién nay tai Viét Nam chua nhiéu co s& ¢6 du diéu kién dé thuc hién cac
x€t nghiém nay. Chinh vi vay vi¢c chi dinh cac khang sinh moi can thuc hién phu thudc
kha nang xét nghi¢ém tai chinh cac don vi do.

2. Piéu tri cac chiing CRE va DTR-P khi da x4c dinh dwoc kiéu hinh khang
thude

Tai cac co s0' y té xac dinh duge kiéu hinh khang thube hodc do nhay cdm cua
cac vi khuan khang carbapenem v6i 2 khang sinh ceftazidim/avibactam va
ceftolozan/tazobactam thi viéc Iya chon khang sinh phai tuan thu theo két qua khang
sinh d6 va ddc diém l1am sang ctia bénh nhan do.

Déi véi he vi khudn Enterobacteriaceae khang carbapenem (véi dai dién
la Klebsiella pneumoniae hay E. coli): Hién nay d6i voi hau hét cac nhiém khuan do
CRE, IDSA 2023 khuyén cao nén wu tién chon ceftazidim/avibactam. Pic biét voi
nhiém khuan ngoai tiét niéu, IDSA khuyén cdo nén xac dinh gen khang thudc dé c6 lya
chon phu hop (Bang 5).

Déi véi cac ching DTR-P: IDSA 2023 khuyén cao lya chon uu tién trong cac
truong hop nhim khuan trong va ngoai tiét niéu bao gém ceftolozan/tazobactam va
ceftazidim/avibactam (Bang 5).

Doi véi cac ching CRE va DTR-P khdng theo co ché sinh men
NDM: Ceftolozan/tazobactam va ceftazidim/avibactam khong c6 phd tac dung. Cac
khuyén cdo méi theo IDSA 2023 dé xuat si dung cefiderocol hoic phai két hop
ceftazidim/avibactam véi aztreonam. Tuy nhién cefiderocol va aztreonam hién nay chua
c6 tai thi truong Viét Nam. Trong cac trudng hop ndy ching ta cé thé xem xét sir dung
colistin. Colistin 1a khang sinh cé phé tac dung trén cac chung vi khuan gram am da
khang sinh men NDM [5].

Loai nhiém khuan Vi tri trong diéu tri

CRE Viém bang quang | Ceftazidime-avibactam la  mot
khong phtc tap trong cac lya chon thay the

Nhiém khuan tiét :
niéu Viém than bé than | Ceftazidime-avibactam la mot
hoiac NK tiét niéu |trong céc lya chon uu tién

phuc tap

Khi xac dinh la KPC | Ceftazidime-avibactam la mét
trong cac lua chon uu tién

. 2 .. | Khi xac dinh la | Ceftazidime-avibactam la mot
Nhiém khuan ngoai

A an OXA-48 trong cac lya chon wu tién

tiet nieu
Khi xac dinh la| Ceftazidime-avibactam don
NDM doc khong ¢6 tac dung, can phoi

hop thém aztreonam

DTR-P Viém bang quang | Ceftolozan/tazobactam,
khong phuc tap ceftazidim/avibactam la mét trong

nhitng lya chon wu tién.

Nhiém khuin tiét
niéu do P.
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aeruginosa khé Viém than bé than | Ceftolozan/tazobactam,

diéu tri hoic nhim khuén | ceftazidime/avibactam 1a  mot
duong tiét niéu phuc | trong nhitng lya chon wu tién.
tap

N 9 Nhiém khuan huyét, | Ceftolozan/tazobactam,

Nhiem khuan ngoai | viém phoi ceftazidim/avibactam 1a mot trong

tict nigu doP. nhitng lya chon wu tién.

aeruginosa khé

diéu tri Khi xac dinh la | Cefiderocol la uvu tién lya chon
NDM

Bang 5. Tiép can diéu tri CRE va DTR-P theo IDSA 2023

3. Piéu tri khi chwa xac dinh dwoc kiéu hinh khang thudc

Déi véi cac nhiém khuan ngoai tiét nieu do CRE, IDSA 2023 khuyén céo nén
thuc hién cac xét nghiém xac dinh kiéu gen khang thuéc 1a co sé cho lua chon khéang
sinh. Tuy nhién néu tai cac co so y té chua thuc hién dugc xét nghiém nay thi IDSA
khuyén céo ceftazidim/avibactam van 1a lua chon wu tién ddi véi cac nhim khuan ngoai
tiét niéu do CRE. Piéu nay dugc ung ho bai dit liéu khao sat phan bd cac gen khang
carbapenem tai Hoa Ky. Cu thé, Co quan kiém soéat bénh tat Hoa ky (CDC) khao sat
trén 42.000 chung CRE phan lap duoc tir 2017-2019 d3 cho thdy c6 35% céc chung nay
mang 1 trong 5 gen khang carbapenem. Trong d6 KPC chiém 86%, NDM: 9%, VIM:
<1%, IMP 1%, OXA-48: 4%. Mot nghién ctiru doan hé khac trén 1040 chung CRE tai
M5 ciing cho thay c6 59% céc chiing sinh men khang carbapenem, trong d6 KPC: 92%,
NDM: 3%, VIM: <1%, IMP: <1%, OXA-48: 3%. Diéu nay c¢6 nghia ring ty 1& gen
khang NDM thap va vi vay ching ta c6 thé ky vong kha ning thanh cong 1am sang cao
cua cac khang sinh mai.

Déi véi tryc khuan mi xanh da khang véi nhiéu co ché khang khac nhau, cac co
ché co thé xay ra dong thoi va khong co co ché nao vuot troi. Trong cac truong hop
khong xac dinh duoc gen khang thudc viéc s dung ceftolozan/tazobactam hoac
ceftazidim/avibactam van 1a nhitng lya chon uu tién va dugc chirng minh véi hiéu qua
thanh cong cao hon so véi phac do sir dung trén nén tang colistin hoac aminoglycosid

[4].
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Nguén: Théng tin thudc Bénh vién Qudn dgi 108

VIEM PHOI CONG PONG: MO HINH PHAN TANG VA TIEP CAN
KHANG SINH TRI LIEU

|. Dich té, tac nhan va sinh bénh hoc
Viém phéi tai cong dong 1a bénh nhiém tring cip tinh ctia nhu mé phdi cé nguén
goc tir cong dong (dé phan biét voi nhidm trung bénh vién). Tai Hoa Ky, viém phdi cong
dong 1a mot trong nhitng nguyén nhan hang dau dan dén nhap vién va tr vong, véi
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khoang 6 triéu truong hop duge bao cdo mdi nim. Ty 1& nhap vién hang nim vi viém
phéi cong dong & Hoa Ky vao khoang 650 nguoi trudng thanh trén 100.000 dan, tuong
mg v6i 1,5 triéu ca nhdp vién tinh riéng vi bénh ndy mdi ndm. Cac yéu t6 lam ting nguy
co mic bénh viém phdi cong dong bao gdm tudi cao, bénh phéi tic nghén man tinh,
bénh tim mach, dai thao duong, suy dinh dudng, cac bénh nhlem trung duong ho hap
do virus, tinh trang suy giam mién dich va céac yéu t6 16i sbng nhu hut thudc va ubng
qua nhiéu rugu.

Tién trinh sinh hoc bénh hoc cta viém phéi chiu anh hong boi sy két hop cua
nhiéu yéu td, bao gém tinh nhay cadm cua vat chu, doc luc cua tac nhan gay bénh va su
xam nhap cua cac tac nhan nay vao duong hd hip bén dudi. Cac tac nhin giy bénh xam
nhap vao dudng ho hip phai vuot qua mot sé co ché bao vé ctia hé théng ho hap trude
khi dén duoc cac tieu phé quan nhu bi bét gifr béi chat nhdy, co ché ho va nudt. Mot
luong vi khuan xam nhap dugc vao dén phé nang thong qua co ché hit mot luong dich
nho (thuong xay ra khi ngu). Tai phéi, dai thuc bao phé nang cung véi hé vi sinh tai chd
1a nhitng co ché chinh gop phan bao vé chdng lai cac tac nhan gay bénh xam nhép tir
bén ngoai.

Néu tac nhan xam nhap vuot qua duge cac hang rao bao vé, ching c6 thé nhan
1én va gay ton hai nhu mé phoi. Sy ton thuong nay thuc ddy cac phan tng tai chd, kich
thich dai thuc bao phé nang dén, phong thich cac cytokin va cac hoa chit gdy viém khac,
gay dap ung viém tai chd. Cac cytokin nay ciing c6 thé khuéch tan vao mau gy nén dap
ung viém hé théng Chudi phan tng viém nay tiép tuc gay nén nhirng thay d6i sinh ly
khac trong nhiém trung tai ph01 Diéu nay giai thich cho cac dau hiéu va triéu chimg
cling nhu cac bat thuong vé két qua xét nghiém va hinh anh hoc trén bénh nhan viém
phoi. O mot s6 bénh nhan, dap tng viém hé thong c6 thé dan dén rdi loan kha ning diéu
hoa, két qua dan dén ton thuong mé va mat chirc nang co quan.

C6 nhiéu tac nhan khac nhau c6 thé giy viém ph01 cong dong. Vi khuan va virus
dugc coi la tac nhan gay bénh c6 kha nang xay ra ¢ tat ca bénh nhan viém ph01 mac phai
tai cong ddng (bang 1). Mot sO nguyen nhan it phd bién hon trong viém phoi cong dong
c6 thé gip trén mot sé bénh nhan co yéu t6 nguy co dic thu (nhu di du lich, tiép xtic voi
thi vat) hay c6 co dia suy giam mién dich... Mic du viém phoi cong dong thuong duoc
coi 12 mot nhiém tring cap tinh tai phoi, nhitng hiéu biét hién nay cho thay day 1a mot
bénh 1y hé thong va c6 kha niang dé lai cac di ching lau dai hodc tir vong. Ty 16 tir vong
trong ndm dau tién khoang 30% trén nhitng bénh nhan viém phoi cong dong nhép vién
va khoang 50% trén nhirng bénh nhan phai nhap don vi hdi ste (ICU).

cAP - Severe CAP
Pap rng viém sinh ly Pap ng viém bénh ly
— T T T T
I I i ] ' ] [
' ' v ' A ! Suy cd quan H \J
: ' T = 5 1 s A )
‘ ; P Suy thin ! Hai chitg
' R— | Suy chic ndng | 1 0
Dép (ing wem : Dap Lrng viéem | Méatchicndng ! : 1 da cd
tai chi i toan than ; od quan tim mach | Suy nhugc than kmh i suydac

o \ quan
J Suy hé thong tao mau |
| Suy chifcndng | Suy giam chuyén héa
h6 hap » 1
H Suy gan

[ - I

Tudng quan giira lam sang, can l1am sang va hinh anh hoc Dinh nghia viém phol chng déng ning theo Hiép hdi long
o 1 T ; 1! ngyc Hoa Ky va Hiép hdi Bénh truyén nhiém Hoa Ky
Ho & 11 L0 1Bn Tiéu chi S8¢ nhiém khudn diéu tri blng thudc van mach
Ting tiét dam O b Ha than nhiét chinh Suy héd hdp ¢ nhu cau thd may
Khé thd Khé chiu Ha huyét ap Tiéu chi Nhip thd = 30 fan/phit
Dau ngyc Chén 3n Gidm bach cau phu LG 13n hodic mét dinh hudng hodc ¢ hai
Thd nhanh Nhip tim nhanh Gian tiéu cau Ha than nhigt (<36°C)
G6 duc Téng bach ciu Téng ure mau Ha huyét dp‘cén hdi sire dich
Ran nd Bach cau dich tréi Tang lactat mau Giam bach cau (<4000 BC/uL)
Giam oxy ma’u Téng CRP Téng men gan Giam tiéu cau (<100000 TC/uL)
Tham nhiém phéi Tang téc dd ling méu Téang creatin mau Téng ure mau (220mg/dl)

Ti Ié Pa0,/FiO, < 2050
Viém phdi tir 2 thuy trd lén
Viém ph8i C6 it nhét 1 tiéu chi chinh
néng hodc tir 3 tiéu chi phu trd lén
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I1. Chén do4n

Chén doan viém phoi cong dong hién nay chu yéu duwa trén X-quang ngyuc thing
(hodc chup cdt 16p vi tinh) két hop voi triéu chimg duong tho (ran ngay, tiéng dé kéu/hoi
chting déng dic phoi) hodc bat thuong can lam sang phan anh dap ng viém tai chd va
toan than. Xet nghiém dau an viém procalcitonin c6 thé hé trg cho quyét dinh lam sang
lién quan dén chan doan va diéu tri viém phdi cong dong, bai vi su tong hop pro-
calcitonin dugc kich thich boi cac cytokin dac hiu trong dap ung voi nhiém khuan. Mac
du ndéng do procalcitonin chi tang trong viém phdi cong dong do vi khuan, chit ndy van
tén tai & mirc thip trong mau trong truong hop viém phéi do virit. Nong do pro-
calcitonin s& giam nhanh néu diéu tri nhiém khuan c6 dap ing, tir 6 giup hd tro quyét
dinh ngung khang sinh trong qua trinh diéu tri. Tuy nhién, ndng do pro-calcitonin  khong
phai la mot can ctr tuyét dbi. Mot s6 trudong hop ¢o thé gap duong tinh gia (s6c mat mau,
ton thuong than) hodc am tinh gia (viém phoi do lao). Viém phoi mic phai tai cong dong
duogc coi la ndng néu c6 biéu hién rdi loan hodc méat chirc nang co quan.

I11. Panh gia mirc d6 ning va lwa chon méi truwong diéu tri

Viéc quyét dinh nhap vién hay diéu tri ngoai tra phu thude vao nhiéu yéu td, trong
do bao gém muc do ndng cua bénh, su ¢ mat cua suy ho hép, diéu kién cham soc tai
nha cling nhu kha nang tuan thu diéu tri cta nguoi bénh. Mtrc do ndng cua bénh duogc
xéac dinh dua trén cac thay ddi vé 1am sang thong qua cac thang diém. Thang diém danh
gia mic do niang thuong dung nhat bao gdm thang PSI va CURB-65. CURB-65 1a mot
thang diém danh gia dya trén kha nang nhan thirc, uré mau, nhip tho, huyét ap va do
tudi (>65), duoc phan thanh cic muc diém 0-5. Diéu tri ngoai tra duoc khuyén cdo khi
bénh nhén c6 diém CURB-65 tir 0-1, diéu tri ngfm ngay tai bénh vién co thé can nhéc
néu CURB-65 bﬁng 2 vanhap vién diéu tri noi tra duoc khuyén cao khi CURB-65 tir 3-
5 diém. Chi dinh nhap ICU dugc can nhéc béi nhiéu tiéu chi khac nhau, bao g6m nhu
clu thé may va su hién hiru cua tinh trang sbc. Viéc danh gia muc do nang con chua
duoc xac dinh rd trong trudng hop bénh nhan co tinh trang suy gidm mién dich.

[ Bénh nhan viém phdi céng déng ]
Két cuc ngén han hodc Két cuc dai han hodc
di chirng cap cua VPCD di chirng man cua VPCD
(két cuc trong 30 ngay sau VPCD) (két cuc nhiéu thang/ndm sau VPCD)
Mat chirc nang hé hap Phat trién ho#c tram trong héa
(khé thd dai dédng, giam oxy mau) bénh phdi

(viém phé& quan, viém mang phdi)
Mat chirc ndng tim mach

(réi loan nhip, nhdi mau cd tim, suy Phat trién ho3c tram trong héa
tim, dét quy) bénh tim mach

(dét quy, nhdi mau cd tim, loan nhip
Mat chirc ndng cd xuong tim, suy tim)

(tdng trang yéu anh hudng dén sinh

hoat héng ngay) Phat trién ho#ic tram trong héa

o o bénh Iy than kinh

Mat chuc nang than kinh (mét tri nhd, 1G 1&n, trdm cam)
(mat tri nhd, 1a lan...)
Phat trién ho#ic tram trong héa
bénh ly cd xuong, chuyén héa
hoéc bénh than

Mat chirc ndng co quan khac
(suy gan, suy than)

Mat dinh hudng hodc cé6 bénh khac

déng méc Viém phdi ho#ic nhiém trung khac
(bénh phédi tdc ngh&n man tinh,

suy tim, dai thao dudng, bénh than) Tai nhap vién
Tai nhap vién T vong

(khoang 30-35% bénh nhan t vong
trong vong 1 nadm khi nhap vién vi
viém phdi cong déng)

T vong

(khoang 10-15% bénh nhan t vong
trong vong 30 ngay khi nhap vién vi
viém phdi céng déng)

Hinh 2. Tién lweng ngin han va dai han ¢ bénh nhin viém phdi cong dong
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V. Xét nghiém vi sinh

Viéc x4c dinh tac nhan giy bénh trong viém phdi cong dong thuong rit han ché
trong nhitng thip ki trude vi mat nhiéu thoi gian, khéng d& thue hién, khong chinh xé4c
va cac van dé vé hiéu qua-kinh té trén s6 dong bénh nhan. Tuy nhién, cac k¥ thuat vi
sinh phan tr hién nay c6 dg nhay, d¢ dac hi¢u cao hon va cho phép thyc hién trong thoi
gian rat ngan khién viéc chin doan vi sinh ting tinh kha thi trong thuc hanh 14m sang.

Céc xét nghiém xéac dinh tac nhan vi khuan thuong khong dugc khuyén cao trén
phan 16n bénh nhan ngoai trii do viéc diéu tri khang sinh theo kinh nghiém hau nhu déu
cho dap img tot.

Déi v6i bénh nhan viém phdi cong ddng nhap vién, viéc chin doan tac nhan rat
quan trong vi nhiéu nguyén nhan, bao gdm viéc Iya chon khang sinh phu hop tring dich
voi tac nhan gay bénh tir d6 thuc day mot chién luoc quan ly khang sinh hop ly tai bénh
vién. Cac xét nghiém sin cé duoc khuyen céo hién nay gobm nhuém gram va nudi ciy
dom, mau, phan tich nudc tiéu tim Streptococcus pneumoniae, Legionella
pneumonlae va cac k¥ thuat vi sinh phan tr khac. Bén canh d6, néu c6 yéu té nguy co
nhiém tu cau khang methicillin (MRSA), viéc thuc hién phan tich PCR véi MRSA c6
thé hitu ich, vi PCR am tinh c6 thé ho tro quyét dinh dirng phac d6 huéng MRSA.

Nhom tac nhin Tac nhin

Cdc tdc nhin thuong gdp trong viém phéi cong dong

Céu khuén gram duong Streptococcus preumoniae, Staphylococcus aureus nhay

cam methicillin, Streprococcus pyvogenes...

Trye khuan gram 4m Hemophilus  influenzae,  Moraxella  catarrhalls,

Enterobacteriaceae (nhw Klebsiella pneumoniae)

Vi khuan khong dién hinh Legionella prneumophilia, Mycoplasma pnewmnoniae,

Chlamydophila pneumoniae

Virut ho hﬁp Influenza virut, SARS-CoV2, ...

Cdc tdc nhén it gdp hon trong viém phéi cong dong

Cau khuan gram duong Staphylococcus aureus khang methicillin...

Trie khuan gram 4m Enterobacteriaceae, bao gbém cic ching sinh p-
lactamase phdé réng (ESBL) va cac chung khang
carbapenem; tryc khuin khéng sinh men (nhw

pseudomonas va acinetobacter)_..

Vi khuan khong dién hinh Chlamydia psittaci, Coxiella burnetii

True khudn lao Mycobacterium tuberculosis, nontuberculous
mycobacteria

Virut Cytomegalovirus, herpes simplex, varicella zoster,
MERS-CoV

Vinim Preumocystis jirovecii, aspergillus species, mucorales

species, histoplasma species, cryptococcus species,

blastomyces species, coccidioides species

Ki sinh tring Strongyloides stercoralis, Toxoplasma gondii

Bang 1. CAc tiac nhin thwong gip trong viém phdi cong dong
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V. Diéu tri

Diéu tri khang sinh theo kinh nghiém huéng dén nhitng tac nhin nguy co thuong
gip. Viée diéu tri khang virut (influenza, SARS-CoV2) c6 thé can nhéc dira vao yéu td
lam sang, can 1am sang hodc ca hai. Viéc diéu tri nén dugc bit dau cang som cang tdt
sau khi chan doan viém phoi mac phai cong dong.

Khdi ddu khang sinh kinh nghiém VPCP nhdp vién

Sang loc (€))
vi sinh [ Sang loc tac nhin virus (PCR)
o5 L oo B
'
(_2, Xét nghiém vi sinh

(cdy dam hodc PCR, cdy mau, XN nudc tiéu)
_I [ Tidp tyc phic
Khéng Co = &b Khing sinh

I
L

Chdn dodan (3

hinh anh K&t qua chyp X quang tuong thich vdi nhiém

khudn (déng dic phéi, thim nhiém phé& nang)

Khing —I— cé -

|

Al

Tiép tyc phic
d5 khang sinh

Bach ciu téng tuong thich vdi nhiém khuin

D3u an (443
viém I (>15000/mm>)

Tiép tyc phic

Khéng _J 6 |- dﬁ:h::g sinh

N )
® CRP ting tu'dng thich vdi nhiém khuin
(>150mg/L)
o|  Tiép tuc phic
Khéng [ Cé 5 Khing sinh

PCT tai thai di€m nhip vién hodc
24-48h sau khi nhip vién ting tu'gng thich
nhiém khudn (>0,25n0/ml)

Khing —L Cé =
|

Al

Tiép tyc phic
d6 khing sinh

f

Banh gia Bing chirng lim sang mit dinh hudng
lim sang trong vong 24-48 gid sau nhip vién

K.hlﬁno l Co -{ L":’:‘”’fq’m

Al

Viém phéi cing ddng do virut khéng cé bing chifng ddng
mdc vi khuin: Cé thé dimg khang sinh diéu tri

Hinh 3. Khéi tri khang sinh theo kinh nghiém trong viém phdi cong dong

Diéu tri ngoai tri

Vi hau hét bénh nhan trudng thanh tudi < 65, hoic khong c6 tién sir dung khang
sinh, ATS-IDSA khuyén céo ding mot trong ba loai khang sinh: amoxicillin 1g x 3
lan/ngay, doxycyclin 100mg x 2 1an/ngay hodc macrolid (azithromycin 500mg vio ngay
1, sau d6 250mg/ngay; hodc clarithromycin 500mg x 2 lan/ngay hoic dang 1000mg
phong thich cham, 1 1an/ngay). Macrolid nén duoc can nhic chi dung ¢ ving c6 dich té
dé khang macrolid duéi 25%, nhung khong bao gom Hoa Ky).

Vi nhitng bénh nhan cé tién sir diing khéng sinh trong 3 thang gan day, c6 bénh
Iy déng méc (bénh man tinh cua tim, phéi, gan, than; dai thdo duong, nghién ruou, thude
14), khuyén cédo amoxicillin-clavulanat (875mg x 2 lan/ngay hodc 2g dang phong thich
cham x 2 1an/ngay) két hop v6i macrolid hodc doxycyclin. Nhitng bénh nhan cé tién sir
di tng hoic gip tac dung khong mong mudn cia B-lactam cé thé thay thé bang

15



fluoroquinolon (levofloxacin 750mg/ngay hodc moxifloxacin 400mg/ngay) hodc mot
trong hai thuc khang khuan méi duoc phé duyét, lefamucin hodc omadacyclin.

Diéu tri nji trix

Viéc lya chon khang sinh pht hop trén bénh nhan viém phdi cong dong nhéap vién
dua trén viéc danh gia cac yéu td nguy co ve su hién dién cia MRSA hoac pseudomonas
(hodc ca hai).

Trén nhitng bénh nhan khong c6 yéu té nguy co, phdi hop giita B-lactam va
macrolid hoic doxycyclin hodc don tri fluoroquinolon dugc khuyén cdo. Mic du van
con thiéu bang chung tir cac thir nghiém 14m sang ngiu nhién, cac nghién ctru quan sat
ung ho phac dd phdi hop macrolid khi cho két cuc 14m sang t6t hon trén nhitng bénh
nhan viém phoi cong dong ning, co thé duoc giai thich do kha ning diéu bién mién dich
cua cac macrolid.

Néu c6 yéu té nguy co cia MRSA, pseudomonas hoic truc khuan gram am khac,
phac d6 khang sinh can dugc didu chinh dé bao phu duoc nhimng tac nhan c6 nguy co.
Nhirng bénh nhan viém phoi cong dong niang nhap ICU ¢ nguy co nhiém cic tac nhan
khang thudc cao hon, bao gom MRSA va pseudomonas. Viéc chan doan vi sinh ¢6
nghia quan trong d6i v4i nhitng bénh nhan nay. Bang ching vé hiéu qua cua phac do
khang sinh trén nhitng bénh nhan nay con han ché, tuy nhién trén thyc hanh thudng
khuyén cdo can nhac phdi hop khang sinh c6 kha niang bao phu dugc ca MRSA va
psedomonas, dac bi¢t 1a nhirng bénh nhan ICU c6 soc hodc da diéu tri béng van mach,
hodc suy ho hép can thd may...

Bénh nhan VPCD nhap vién c6 suy hd hap can thd may hoidc séc nhiém khuan can van mach

Khong I Co
]
| Cé y&u t& nguy cd nhiém pseudomonas |
Khong | Co
; ,
l C6 y&u t& nguy cd nhiém MRSA | | Cé yéu t& nguy cd nhiém MRSA |

Khong Co Khong Co
Nhém 1 Nhém 2 Nhém 3 Nhém 4

Diéu tri kinh nghlem theo
tac nhan dién hinh

Ampicillin-sulbactam hodc
ceftriaxone hodac cefotaxime
+
Azithromycin or clarithromycin

Diéu tri kinh nghiém theo
tac nhan dién hinh + MRSA

Diéu tri kinh nghiém theo tac
nhén dién hinh + pseudomonas

Diéu tri kinh nghiém theo tic nhan
dién hinh + MRSA + pseudomonas

B-lactam + khang sinh bao phu

Piperacillin-tazobactam hodc
cefepime hodc ceftazidime hodc
imipenem hodc meropenem

Piperacillin-tazobactam hodc
cefepime hodc ceftazidime hodc
imipenem hodc meropenem
+

tac nhan khéng dién hinh hodc
lva chon thay thé nhu nhom 1 +
+ azithromycin hodc clarithromycin
vancomycin hodc linezolid hodc doxycycline hodc
levofloxacin hodc moxifloxacin

hodc doxycycline azithromycin hodc clarithromycin
hodc doxycycline hoac

Lua chon thay thé: levofloxacin levofloxacin hodc moxifloxacin

hodc moxifloxacin hoac

&
omadacyclin hodc lefamucin vancomycin hodc linezolid

Hinh 4. Lua chon khéng sinh theo phin ting nguy co nhiém MRSA va
pseudomonas trén bénh nhén viém phoi cong dong

Trong truong hop viém phoi cong dong nang c6 suy ho hip can thd may hoic
soc dugc diéu tri bang thudc van mach, diéu tri khang sinh bao phi MRSA va
pseudomonas c6 thé duoc xem xet, trong khi chd danh gia cac yéu to rui ro va két qua
xét nghiém vi sinh tiép theo. Cac yéu td nguy co manh déi voi pseudomonas bao gom
tién st nhiém pseudomonas va tryc khuan gram 4m khi nhuém Gram; cac yéu té nguy
co yéu bao gdm diéu tri khang sinh dudng tiém tinh mach (IV) trong vong 3 thang, gidn
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phé quan va cac dot cdp bénh ph01 tac ngh&n man tinh can diéu tri bang glucocorticoid
hodc str dung khang sinh. Cac yéu t6 nguy co manh d6i véi MRSA bao gobm tién sur
nhlem MRSA va cau khuan gram duong khac trén nhuém Gram; cac yéu td ‘nguy co yeu
bao gém tién sir dung khang sinh dudng tinh mach trong 3 thang, bénh g10ng cum gan
day, tham nhiém hang hodc viém mu mang phdi va bénh than giai doan cudi. Khi c6 bat
ky yéu td nguy co manh nao, bat dau diéu tri theo kinh nghiém nhim vao MRSA hoac
pseudomonas aeruginosa dugc khuyen cao. Tuy nhién, & nhing bénh nhan co6 yéu tb
nguy co yéu, quyét dinh bat ddu diéu tri theo kinh nghiém d6i v6i mam bénh da khang
thudc nén dya trén danh gia 1am sang theo nguyén tic ca thé hoa. Di voi nhirng bénh
nhan thudc nhém 1 dang duoc chim séc tai ICU, liéu phap phdi hop duge khuyén céo
voi1 B-lactam cong véi macrolid hodc fluoroquinolon. Viée Iya chon mot loai khang sinh
chéng pseudomonal nén dugc thyc hién trén co s¢ tinh nhay cam ciia cac ching phan
1ap trude d6 hodc khang sinh d6 (hodc ca hai), néu c6. Piéu tri theo kinh nghiém véi hai
tac nhan c6 thé can thiét néu ty 18 khang thudc tai dia phuong cao hodc ¢ nhitng bénh
nhan c6 tién sir nhiém khuan da khang thudc. Phdi hop piperacillin-tazobactam va
vancomycin c6 lién quan dén ton thuong than cap tinh; nén han ché su két hop nay néu
co thé.

Khang sinh

Liéu khuyén cao

ampicillin—sulbactam

3 g IV moi 6 gio

ceftriaxon

1 dén 2 g IV mdi ngay

cefotaxime

1 dén 2 g IV mai 8 gio

azithromycin

500 mg IV hodc udng hang ngay

clarithromycin

500 mg 2 lan mdi ngay

doxycyclin

100 mg udng hodc tiém tinh mach hai lan méi ngay

levofloxacin

750 mg tiém tinh mach hodc udng méi ngay

moxifloxacin

400 mg tiém tinh mach hodc udng hang ngay

vancomycin

15 dén 20 mg mdi kg co thé can IV moéi 8 dén 12 gio hoic liéu
tai tir 20 dén 35 mg méi kg IV khong virot qua 3000 mg doi véi
VPCD nang; liéu tiép theo nén dyra trén gia tri AUC (gidm sat

nong do thudc trong mau)

linezolid

600 mg tiém tinh mach hodc uéng hai lan méi ngay

piperacillin—tazobactam

4,5 g tiém tinh mach méi 6 gio

cefepim 2 g IV mbi 8 gio
ceftazidim 2 g IV moi 8 gio
imipenem 500 mg IV moi 6 gio

meropenem

1 g IV mai 8 gio

Bang 2. Liéu lwong khuyén cdo di véi bénh nhén cé chirc nang thin binh thwong

Vai tro cua glucocorticoid trong diéu tri viém phoi cong dong (khong do SARS-
CoV2) dang dugc nghién ciru. Cac bang chimg cho thay c6 loi ich ddi vai ti 1é sdng con
giita nhitng bénh nhan viém phdi cong ddéng ning (nhu bénh nhan nhap ICU va bénh
nhan thd mdy) va nhitng bénh nhan c6 nguy co cao suy hd hip di dugc diéu trj véi
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hydrocortisol 200mg/ngay. Glucocorticoid can tranh dung trén nhitng bénh nhan viém
phéi do virut (influenza) hodc nim (aspergillus).

Xuéng thang khang sinh

Néu xac dinh duoc tac nhan gay viém phoi bang phuong phap xet nghiém phu
hop va khong co bang chung dich té hodc can lam sang vé su boi nhiém, liéu phap khang
sinh ¢6 thé diéu chinh dé khu tra truc tiép vao tac nhan giy bénh bang khang sinh pho
hep hon. Néu khong phat hién dugc tac nhan gay bénh, phac dd kinh nghiém c6 thé
duoc tiép tuc néu triéu ching cua bénh nhan thuyén giam. Néu két qua sang loc MRSA
bang PCR am tinh, phac db diéu trj c6 thé ngung cic khang sinh huéng MRSA. Trén
nhirng bénh nhan viém phdi cong ddéng xac dinh do virut (bao gdm SARS-CoV?2) bang
cac k¥ thuat sinh hoc phan tir, dong thoi khong cé bang chimg vé boi nhiém vi khuan,
khang sinh c6 thé ngung. Hau hét bénh nhan c6 thé dat dap Gmg lam sang trong vong
48-72 gid néu phac do khang sinh khéi dau 1a thich hop. Khang sinh tinh mach c6 thé
chuyén d6i thanh duong udng véi phod twong tu khi tinh trang 14m sang cta bénh nhan
duoc cai thién.

Thoi gian dung khdng sinh

Thong thuong, bénh nhan dugce duy tri phac d6 khang sinh cho dén khi hét sot va
lam sang 6n dinh it nhat 48 gio. Thoi gian dung khang sinh thudng tdi thiéu 1a 5 ngay;
tuy nhién mot so bénh nhan c6 thé duoc ngung khang sinh trong vong 3 ngay néu lam
sang hoan toan 6n dinh. Liéu trinh dai ngay co thé duoc chi dinh trén nhitng bénh nhan
suy giam mién dich, nhiém khuan do mét s6 tic nhan dic thu (nhu P. aeruginosa) hoic
c6 bién ching nhu viém mu mang phoi. Ngudng pro-calcitonin 1a mot trong nhiing chi
dau hd trg quyét dinh 1am sang trong viéc ngung khang sinh.

Xudt vién va theo doi

Bénh nhan c6 thé duoc xuét vién khi tinh trang 1am sang on dinh, c6 thé dung
duong udng. Viée can nhéic cho ngudi bénh xut vién som dya vao danh gia lam sang
va cac tiéu chi chuyen d6i khang sinh sang duong ubng duoc khuyen khich dé giam
thiéu chi phi diéu tri tai bénh vién khong can thiét ciing nhu nguy nhiém khuan bénh
vién do nam vién kéo dai.

Vi€c theo ddi bénh nhan boiy té co so duge khuyén khich giap giam nguy co tai
nhap vién. Viéc theo tlep tuc theo ddi bang hinh anh hoc chi dugc khuyen khich trong
mot sb it bénh nhan, chang han khi c6 nguy co ung thu phdi lién quan dén tudi, tién sir
hut thude hodc ¢6 céac tridu  ching dai dang.

Du phong viém phéi

Han ché hut thudce va sir dung thuc pham c6 cdn 13 yéu t6 quan trong. Bén canh
d6, vai tro ciia cac vaccine khang phé cau, influenza va SARS-CoV2 dang ngay dugc

khang dinh va khuyén céo.
Ngu&n Thong tin thuéc Bénh vién Truong Pai hoc Y Duoc Can Tho

BQ Y TE BAN HANH TAI LIEU CHUYEN MON “HUONG DAN
MOQT SO QUY TRINH KY THUAT PIEU TRI BENH SUP MI”

Ngay 20/07/2023, Bo Y té ban hanh Quyét dinh sé 2936/QD-BYT vé viéc ban
hanh tai liéu chuyén mon “Huéng din mot s6 Quy trinh k¥ thuét diéu tri bénh sup mi”
Tai liéu chuyén méon “Hudng dan mot ) Quy trinh k¥ thuat diéu tri bénh sup mi”’
ban hanh kém theo Quyét dinh nay dugc 4p dung tai cac co s& kham bénh, chira bénh.
Tai liéu chuyén méon “Hudng dan mot ) Quy trinh k¥ thuéat diéu tri bénh sup mi”
gom co:
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Danh sach ban bién soan

Muc luc

|. Phéu thuit treo mi vao co tran bang vat liéu nhin tao diéu trj sup mi
I1. Phiu thuit treo mi vio co tran bang vét li¢u tu than diéu tri sup mi
I11. Phiu thuit cit ngin co ning mi diéu tri sup mi
IV. Tinh tién co ning mi trén diéu tri sup mi

V. Treo cung may

O mbi nodi dung s& dugc trinh bay theo cdc muc sau:

. PAI CUONG/ PINH NGHiA

. CHI PINH

. CHONG CHI PINH

. CHUAN BI

Can b0 thuc hién

. Phuong tién

Nguoi bénh

. Ho so bénh 4n

. CAC BUOC TIEN HANH

Kiém tra hd so bénh an

. Kiém tra nguoi bénh

. Thuc hién k¥ thuat

. THEO DOI VA PIEU TRI HAU PHAU

Piéu tri sau md

. Theo doi

. BIEN CHUNG VA XU TRI BIEN CHUNG
Bién chimg trong phau thuat

. Bién chtig sau phiu thuat

TONTODO0OT R U0 T®AWNER

BQ Y TE BAN HANH TAI LIEU CHUYEN MON “HUONG DAN CHAN
POAN VA PIEU TRI BENH SOT RET”

Ngay 30/08/2023, Bo Y té ban hanh Quyét dinh s6 3377/QD-BYT vé viéc ban
hanh hudng dan chan doan va diéu tri bénh st rét.

Ban hanh kém theo Quyét dinh nay “Hudng dan chan doan va diéu tri bénh sbt
rét” thay thé hudng dan chan doan, diéu trj bénh st rét ban hanh kém Quyét dinh
s6 2699/QD-BYT ngay 26 thang 06 nim 2020 cta B trudng BO Y té.

Hudng dan chan doan va diéu tri bénh st rét gdm co:

Danh sach ban bién soan
Hwéng din chin doin va diéu tri bénh sot rét (Ban hanh kém theo Quyét dinh sé
3377/0P-BYT ngay 30 thang 8 ndm 2023 ciia Bé triedng Bo Y té)
1. PAI CUONG
2. CHAN DOAN
a. Truong hop nghi ngd sot rét
b. Truong hop bénh sét rét xac dinh
C. Céc thé 1am sang
d. Chan doan phan biét
3. PIEU TRI
a. Nguyén tac diéu tri
b. Piéu tri cu thé )
4. PHAN TUYEN PIEU TRI
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a. Tram y té x4, phong kham bénh tu nhan

b. Trung tAm y té tuyén huyén, bénh vién da khoa tuyén huyén va bénh vién tu nhan
c. Bénh vién tuyén tinh va tuyén trung wong

5. PIEU TRI MO RONG

a. Piéu tri toan dan ving nguy co

b. Diéu tri nhom dbi twong c6 nguy co cao

¢. Cap thudc tu diéu tri
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QUAN LY DU'QC PHAM

I. THUOC NGHI NGO GIA MAO:

Cin cir Cong vin sb 7516/QLD-CL ngay 14/07/2023 cua Cuc Quan Iy Duoc vé
viéc thdng bo thudc gia mang nhan méac Rotexmedica san xuat, Rotex Viét Nam nhap
khau;

Cin cir Cong vin s 1782/SYT-NVD ngay 18/07/2023 cua S¢' Y té tinh An Giang
vé viéc théng bao thudc gia mang nhdn mac Rotexmedica san xuat, Rotex Viét Nam
nhap khau;

Cin cir Cong van s6 9097/QLD-CL ngay 17/08/2023 cua Cuc Quan Iy Duoc vé
viéc san pham trén nhan ghi vién nén Tetracyclin TW3;

Cin ctir Cong van s6 9098/QLD-CL ngay 17/08/2023 cua Cuc Quan Iy Duoc vé
viéc san pham trén nhén ghi vién nén Clorocid TWS3;

Cin cir Cong van s6 2157/SYT-NVD ngay 28/08/2023 cua S¢' Y té tinh An Giang
vé Vviéc cac san pham trén nhan ghi vién nén Tetracyclin TW3, vién nén Clorocid TW3;

Cin cir Cong vin s6 9446/QLD-CL ngay 19/09/2023 cua Cuc Quan Iy Duoc vé
viéc mau thudc Cefixim 200 gia;

Cin cir Cong van s 2374/SYT-NVD ngay 21/09/2023 cua S¢' Y té tinh An Giang
vé viéc mau thude Cefixim 200 gia;

Pon vi TTT — DLS théng bao dén cac khoa/phong nhu sau:

Y Thuédc gia mang nhan mac Rotexmedica san xuat, Rotex Viét Nam nhap
khau:

Vira qua, cac co quan chirc ning di phat hién trén thi trudng mot sb thube gia
nhan méc nha san xuat bao gém céc loai thudc dang vién nén cd tén: Cefuroxim 500mg;
Cefodoxim 200mg; Cefixin 200mg; Cefixim 100mg; Esomeprazol 40mg; Fluconazol
150mg mang nhan mac do cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4 - D -
22946 Trittau, Germany san xuét, dugc nhap khau bai cong ty TNHH Rotex Viét Nam.

Qua ra soéat, khong c6 Cong ty TNHH Rotex Viét Nam cd tru so tai dia chi dang
ky kinh doanh: O s 22 LK 07 Khu d6 thi Hung Vuong, Tp. Phiic Yén, tinh Vinh Phuc,
ding tén DBinh Ngoc Cuong la dai dién cong ty.

Cuc Quan 1y Duoc chua cap bat ky gidy diang ky luu hanh thudc ndo cho cong ty
TNHH Rotex Viét Nam va chua cip gidy dang ky luu hanh cho cac san pham thubc vién
nén, vién nang do cong ty Rotexmedica GmbH, dia chi: Bunsenstrasse 4 - D - 22946
Trittau, Germany san Xuat.

Do vay tat ca cac thubc vién nén, vién nang trén nhin mac cong ty Rotexmedica
GmbH, dia chi: Bunsenstrasse 4 - D - 22946 Trittau, Germany san xuat va cac thuéc do
cong ty TNHH Rotex Viét Nam nhap khau, phan phdi trén thi truong 1a thudc gia nhan
méc nha san Xuat.

b) Mau thudc Cefixim 200 gia:

Ten | Tendonvi | s , Dang | S
STT g naonvi | S§16-NSX-HD | Sédangky | bao | cong
thuec san xuat X 9
che van
1 | Cefixim | Congty | SL: 14270123, NSX: | VD-28887- | Vién | 9446/Q
200 | CPDP Ciu | 270123; HD: 270125 18 nén | LD-CL
Long
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SL:900611222; NSX: bao | 2374/S
061222; HD: 061224 phim YT-
NVD
Céc dic diém, ddu hiéu phan biét véi thudc that nhu sau:
THUOC GIA THUOC THAT
Hop : chit gidy bong hon. Hop : chit gidy bong mé
(nén khi chup Ién chdi sang nhi¢u hon) (Chup 1€n anh it bi chot sang hom)

Lo 90061222
I

CMPWIn

Cefixim 200

Cafixem,,, 200 mg

VeC RS
PP -.’u”w

L

Lo 14270123

Lo 90061222

Lo 14270123
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c) Vién nén Tetracyclin TW3, Clorocid TW3:

Dang bao
. £ Téndonvi | Ngaysan | Séding | ché-quy £ A <
STT | Ten thuoc san xuat Xuat ky cach dong S0 cdng vin
goi
1 Tetracyclin Cong ty Tur sau ngay VD- Viénnén— | 9097/QLD-
TW3 CPDP TW3 | 01/01/2021 | 28109- | Lo 400 vién CL
dén nay 17 2157/SYT-
NVD
2 Clorocid Congty | Tursau ngay VD- Viénnén— | 9098/QLD-
TW3 CPDP TW3 | 15/09/2019 | 25305- Lo nhua CL
dén nay 16 400 vién 2157/SYT-
NVD

I1. THUOC PINH CHI LUU HANH VA THU HOI TAI VIET NAM:
Can ctir Cong vin s6 2026/SYT-NVD ngay 11/08/2023 cua S¢'Y té tinh An Giang
vé viéc thdng béo thu hdi thude vi pham muc d6 3;
Can ctir Cong vin s6 2039/SYT-NVD ngay 14/08/2023 cua S¢' Y té tinh An Giang
vé viéc théng bao thu hdi thudc vi pham mirc do 3;
Can ctir Cong vin s6 2102/SYT-NVD ngay 21/08/2023 cua S¢'Y té tinh An Giang
vé viéc thdng béo thu hdi thude vi pham muc d6 3;
Can ctir Cong vin s6 2262/SYT-NVD ngay 11/09/2023 cua Sé'Y té tinh An Giang
vé viéc thdng béo thu hoi thube vi pham muc d6 2;
Pon vi TTT — DLS thong bao dén cac khoa/phong nhu sau:
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STT | Tén thubc

Tén don vi san xuat

S6 ding Ky, sb

Ly do thu hdi

Cong ty 6 phan Dugc
pham Ha Tay nhép
khau.

NSX: 18/10/2022;
HD: 17/10/2024.

16, han dung

1 | Paineuron 15 | CT CPDP Trung wong | S6 GPKLH: Mau thudc khdng
(Meloxicam | | — Pharbaco VD-32650-19; dat tiéu chuan chat
15mg) S6 16: 83034; lugng V& chi tiéu
NSX: 29/01/2023; | B0 hoa tan va duoc
HD: 28/01/2026. | xac dinh la vi pham

murc d6 3.
2 |Vién  nang | Cong ty Lark | S6 GBKLH: Mau thudc khdng
citng H-inzole | Laboratories  (India) | VN-18555-14; dat tiéu chuan chat
Ltd India san xuat, | S616: HT4-51; lugng V& chi tiéu

b6 hoa tan va dugc
xac dinh la vi pham
muc do 3.

3 | Vién nén bao
phim
PymeRoxitil
(Roxithromyc
in 150mgQ)

cong ty cb6 phan

Pymepharco

S6 GPKLH:
VD-28304-17;
S6 16: 010522;
NSX: 18/05/2022;
HSD: 18/05/2025.

Mau thuéc khéng
dat tiéu chuan chat
lwgng V& chi tiéu
Tap chat lién quan
(vi pham muc d6 2)

111. KIEM SOAT CO SO BI TUOC QUYEN SU DUNG GIAY TIEP NHAN
PANG KY BAN CONG BO SAN PHAM THUC PHAM BAO VE SUC KHOE:

Cin ctr Cong vin s6 2127/SYT-NVD ngay 23/08/2023 cua S¢' Y té tinh An Giang
vé viéc kiém soét co s bi tudc quyén st dung gidy tiép nhan ding ky ban cong bé san
pham thuc pham bao vé sirc khoe.

DPon vi TTT — DLS thong béo dén cac khoa/phong nhu sau:

Cin ctr Cong vin s6 1922/ATTP-PCTTR ngay 16/8/2023 cua Cuc An toan thuc
pham vé viéc kiém soat co sé bi twéc quyén sir dung Gidy tiép nhan dang ky ban cong
b san pham thuc pham bao vé sirc khoe.

Cin ctir Quyét dinh s 24/QD-XPHC ngay 14/8/2023 ciia Cuc An toan thuc pham
vé viéc xu phat vi pham hanh chinh co s¢ Cong ty TNHH Xuat nhap khau va dau tu
Bao Long vé&i hanh vi vi pham hanh chinh: Budn ban hang gia vé gia tri sir dung, cong
dung 1a 16 san pham thuc pham bao vé sitc khée BEGAMIN, loai 60 vién/ 01 lo
nhap khiu cia Cong ty AVA PHARMACEUTICAL COMPANY (M§) san xuét
(ngay san xuat 23/07/2021, han sir dung: 23/07/2024), véi cac thong tin sau:

- Tén t6 chuc: Cong ty TNHH Xuat nhap khau va dau tu Bao Long; - Pia chi: S6
75, ngach 322/95/29, duong My Dinh, phuong M¥ DPinh 1, quan Nam Tu Liém, thanh
phd Ha Noi;

- Tén san pham: Thuc pham bao vé sicc khoe BEGAMIN;

- Pon vi san xuat: AVA PHARMACEUTICAL COMPANY (INVAPHARM,
INC); dia chi nha méy san xuat: 1320 West Mission Boulevard, Ontario, CA91762, USA
(My);

- Gidy tiép nhan dang ky ban cong bd san pham sé: 7035/2021/DKSP ngay
01/8/2021.
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ADR

TONG KET CONG TAC BAO CAO ADR TAI BVPKTT AN GIANG
QUY 111 NAM 2023

Trong Quy 3/2023, Khoa Dugc Bénh vién DKTT An Giang da giri vé trung tam
DI & ADR khu vyc phia Nam 29 truong hop nghi ngo thudc xay ra phan ung cé hai cua
thuoc.

1. Khoa lam sang béo céo:

Biéu dd 1: S6 lwong bao cao cac khoa 1am sang trong quy 111/2023

Tai miii hong

I ]

Noi thin —— ]

Chan thuong chinh hinh ~ ——— 1
Noi tong hop ~ — 1
I ]

Tim mach 130 hoc

Ngoai tong hop  n————
Nhiém — )

Noi thin kinh ~ e———————
Cép clru  T—— )

NOi tiét  m—————— )
PTGMHS meesssssssssssssss )

w

Réng ham mat
ICUnHi e /|
N6i THHH e 5

o
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)
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(&)
o

m SO bao cao

2. Nhém thude nghi ngo xay ra ADR
Bang 1: Nhém thude lién quan dén ADR

STT Nhém thude S6 lwong | Tilé %
1 | Khéang sinh 21 72.4
2 | Khang viém 3 10.3
3 | Canquang 1 3.4
4 | Bong kinh 1 3.4
5 | Insulin 1 3.4
6 | Tiéuhda 1 34
7 | bién giai 1 3.4

Tong cong 29 100
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Nhom thuéc, khang sinh dugc bao cao nhiéu nhét 1 21 ca nghi ngd xdy ra phan
g c6 hai cua thuoc (chiém 72,4%). Nhom khang viém dugc ghi nhan 03 ca bao cao
(chiém 10,3%). Cac nhom can quang, dong kinh, insulin, dién giai va tiéu hoa cung duoc
ghi nhan 1a 01 ca mdi nhom (3,4%).
3. Khéng sinh nghi ngo xay ra ADR
Bang 2: Ti Ié cac hoat chat khang sinh xay ra ADR

STT Hoat chit S6 ca bao cao ADR

1 | Ceftriaxone 12
2 | Ciprofloxacin 2
3 | Vancomycin 2
4 | Cefuroxim 2
5 | Cefoperazon 1
6 | Cefepim 1
7 | Ceftazidim 1

Tong cong 21

4. Mike d§ nghiém trong cia phan tng
Bang 3: Murc do nghiém trong caa phan wng

STT | Mirc dd nghiém trong cia phan ung S6 lwong Tilé %
1 | Khdéng nghiém trong 21 72.4
2 | Pe doatinh mang 5 17.2
3 | Nhap vién/Kéo dai thoi gian nam vién 3 10.3

Tong cong 29 100

5. Két qua sau xir tri:

Bang 4: Ket qua sau xir tri
STT Két qua sau xu tri S6 lwgng Tilé %
1 | Hoi phuc khéng di chang 16 55.2
2 | Pang hdi phuc 13 44.8
Tong cong 29 100

6. Két luan:

Cong tac giam sat ADR tai Bénh vién Pa khoa trung tdim An Giang hién dang
dugc dugc cac nhan vién thuc hién kha tdt, nhiéu ca bao cdo ADR dugc quy dong nghiép
giri dén Khoa Duge. Sau d6, Khoa Duoc giri dén trung tam DI & ADR khu vuc phia
Nam.

Nham gop phan nang cao hiéu qua cong tac bao cao phan tng c6 hai cia thudc,
t6 giam sat ADR tai Bénh vién DPKTT An Giang xin kién nghi:
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Cac ddng nghiép tiép tuc gui bao cdo phan ung c6 hai cua thude dén Khoa
Duoc.

Nhitng thudc dugc béo cdo ADR dé nghi quy déng nghiép luu ¥ trong
cong tac diéu tri.

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

Cac khoa nén thuong xuyén kiém tra hop thudc chdng séc, kip thoi bd
sung thudc theo dung danh muc qui dinh cia thong tu 51/2017/TT-BYT
do Bo Y té ban hanh.
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