PIEM TIN CANH GIAC DUQC

Medsafe: Twong tic thudc giira
levothyroxin va ciprofloxacin

Noi dung chinh:

- Str dung dbng thoi levothyroxin
va ciprofloxacin dan dén nhiing thay d6i
trong xét nghiém chirc nang tuyen giap.

- Trong trudng hop can phdi hop,
khuyén c4o sir dung 2 thudc cach nhau 6
gio.

Trung tdm Theo doi phan Gng co
hai cta thubc (CARM) tai New Zealand
da nhan duoc bao cao mdt bénh nhan
dang sir dung levothyroxin xuét hién cac
triéu chung cua suy giap, sau khi str dung
thém ciprofloxacin. Cac tri¢u ching bao
goém nhip tim thap, mét moi, cam thay
lanh. Tinh trang duoc cai thién khi ngirng
ciprofloxacin va tang liéu tam thoi
levothyroxin. Nguoi bao cdo nghi ngd co
tuong tac xdy ra gitta 2 loai thudc nay.

Boi canh

Ciprofloxacin la khang sinh nhém
fluoroquilonon dugc chi dinh trong diéu
tri nhiém khuan giy ra boi cac vi khuan
nhay cam véi ciprofloxacin & nguoi 16n.
Levothyroxin 1a thudc duoc chi dinh
trong diéu tri suy giap.

Twong tac

Céc tai liéu y van giai thich co ché
tuong tac van con han ché.

Mot bao cao don 1é mo ta 2 bénh
nhan str dung dong thoi ciprofloxacin khi
dang diéu tri 6n dinh bang levothyroxin.
Ca 2 bénh nhan sau d6 déu xuét hién tinh
trang giam thyroxin tu do (T4) va tang
hormon kich thich tuyén giap (TSH).
Tinh trang dugc cai thién khi ngirng dung
ciprofloxacin hoac str dung ciprofloxacin
va levothyroxin cach nhau 6 gio.

Mot thir nghiém ngau nhién cho
thy ciprofloxacin lam giam hép thu qua
duong rudt cua levothyroxin.

Truwong hgp can ph01 hop

St dung ciprofloxacin cé thé 1am
giam ndng do levothyroxin trong huyét
tuong.

Vi vay cac bénh nhan dung
levothyroxin két hop véi ciprofloxacin
can duoc:

- Huéng dan sir dung 2 thude cach
nhau 6 gio;

- Thong béo vé tuong tac c6 thé
xay ra, cac dau hiéu va triéu chirng nhan
biét (vi du nhu mét méi, 1o do, cam thay
lanh);

- Theo ddi sy thay doi chirc ning
tuyén giap. ‘

Nguon: Prescriber Update Vol 43 No.2
biém tin: CTV.Dang Thuy Tién,

CTV. Lé Thj Nguyét Minh

Phu trach: ThS.DS. Nguyéen Thi Tuyén

WHO: Thuéc chéng dong kinh —
Nguy co di tdit bam sinh nghiém
trong va réi loan phat trién ndo b

Co quan Quan 1y San pham Y té
Ireland (HPRA) thong bao, t& thong tin
san pham cia cac thubc chong dong kinh
(AEDs) (bao gdm  phenytoin,
phenobarbital, carbamazepin, pregabalin
va valproat) da dugc cap nhat dya trén
két qua méi nhét vé cac phan tng co hai
lién quan dén di tat bam sinh nghiém
trong. Str dung mat s6 thudc AED trong
thoi ky mang thai c6 lién quan dén di tat
bam sinh nghiém trong (MCMs) va réi
loan phat trién ndo bd & tré em.

AEDs duge chi dinh diéu tri céc
dang dong kinh, mot s6 ¢6 thém chi dinh
diéu tri cac bénh Iy tim than.

Tom tit cac thong tin danh gia gan
day:

- Phenytoin, phenobarbital va
carbamazepin lam tang nguy co gép
MCMs khoang 2-3 lan. Két qua nghién
ctru vé nguy co r6i loan phat trién nio bd
van con mau thuan, tuy nhién khong thé
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loai trir nguy co nady néu chi dwa trén
bang ching t6i thoi diém hién tai.

- Pregabalin don tri liéu: dir li€u
hién c6 cho thdy sir dung thudc trong ba
thang dau, lam ting nguy co MCMs so
voi1 viéc khong dung pregabalin, hoac su
dung lamotrigin hodc duloxetin.

- Valproat: dir li¢u dich t& da ching
minh st dung don tri li€u valproat trong
thai ky lam tang nguy co MCMs khoang
11% (4-5 1an) va 30-40% d6i v4i nguy co
roi loan phat trién ndo bg & tré em.

Khi ké don AEDs cho phu nir dang
trong do tudi sinh ng, cic nhan vién y té
can xem xét va loai trir nhitng nguy co
tiém 4n lién quan dén phoi nhiém thudc
trong thai ky, cing nhu dua ra khuyén
nghi vé thoi gian bit dau thai ky hop 1y,
thuc hién cac xét nghiém can thiét trong
truong hop nghi ngd/xdc nhén mang

thai.
Ngudn: WHO pharmaceuticals newsletter
Diém tin: CTV. Nguyén Lé Phuong Nga;
CTV. Lé Thi Nguyét Minh
Phuy trach: ThS.DS. Nguyén Thi Tuyén

MHRA: Metformin va nguy co
thiéu hut vitamin B12

Thiéu hut vitamin B12 1a mot tic
dung khoéng mong mubn thuong gip st
dung metformin, dac biét 1a khi sir dung
metformin lidu cao hodc kéo dai, bénh
nhan c6 cac yéu t6 nguy co. Do do,
khuyén cdo theo ddi néng do vitamin
B12 huyet thanh trén bénh nhan dang
duogc diéu tri bang metformin va cé biéu
hién goi y thiéu vitamin B12. Ngoai ra,
nén theo doi dinh ky nhitng bénh nhan c6
cac yéu t6 nguy co thiéu hut vitamin
B12.

Khuyén c4o danh cho nhén vién
y te:

- Metformin thudong lam gidm
néng do vitamin B12 cta bénh nhan, co
kha ning dan dén thiéu hut vitamin B12.

- Liéu metformin cang cao, thoi
gian dleu tri cang dai, va nguoi c6 nhiéu
yéu t6 nguy co thi kha ning thiéu hut
vitamin B12 cang 16n.

- Xét nghiém nong do vitamin
B12 huyét thanh néu nghi ngd ¢6 sy thiéu
vitamin B12 (vi du, ngudi bi bénh thiéu
mau hong cau khong 16 hodc c6 bénh 1y
than kinh méi khoi phat) va tuan theo cac
huéng din 1am sang hién hanh vé theo
doi va xu tri tinh trang thiéu hut vitamin
B12.

- Can nhic theo doi dinh ky
vitamin B12 & bénh nhan c6 cac yéu t6
nguy co.

- Bit dau diéu tri tinh trang thiéu
hut vitamin B12 phu hop theo cac hudéng
dan 1am sang hién hanh; tiép tuc diéu tri
bang metformin néu dung nap duoc va
khong c6 chdng chi dinh.

Khuyén cdo danh cho bénh
nhin va nguoi cham soc:

- Khi dang st dung metformin,
hay trao doi v6i cac nhan vién y té néu
xudt hién céc triéu chimg méi hay c6 tinh
trang x4u di cua cac triéu chirng nhu mét
méi nhiéu, ludi do va dau, cam giac kim
cham, da nhot nhat hoac vang — day co
thé 1a cac diu hiéu cia ndng do vitamin
B12 thap.

- C6 thé can xét nghiém mau dé
xac dinh nguyén nhin gy ra cac tricu
chung; cac triéu chimg nay ciing c6 thé
do bénh déi thao duong hodc cac van dé
strc khoe khac.

- Co thé tiép tuc st dung
metformin trong khi diéu chinh nong do
vitamin B12.

- Khéng nging diéu tri metformin
trude khi thao luan voi bac si.

Metformin va nguy co thiéu hut
vitamin B12

Metformin 14 thudc diéu trji bénh
dai thdo duong typ 2 va du phong trén
bénh nhan c¢6 nguy co cao (tién dai thao
duong). Metformin c6 dang bao ché vién
nén giai phong ngay, vién nén gidi phong
c6 kiém soat va dang dung dich udng.

Vitamin B12 (cobalamin) 1a mdt
vitamin thiét yéu cta co thé, dong vai trd
quan trong trong qué trinh san xuét té bao
mau va té bao than kinh.Vitamin B12
dugc tim thiy trong thue phdm c6 ngudn
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géc dong vat (stra, pho mat, stra chua,
trimg...), va cling duoc thém vao mot sd
thue pham nhu ngii cde n sang....Céc
nguyén nhan phd bién giy thiéu hut
vitamin B12 bao gém nhiém trung, hoi
ching kém hip thu, do bénh Iy (bénh
Crohn, thiéu méu 4c tinh), cat bo da day
va an udng khong du chat.

Néu su thiéu hut vitamin B12 &
muc do nhe thi bénh nhan thuong khong
c6 tridu ching gi, néu khong diéu tri, thi
su thiéu hut tang lén vai cac triéu ching
ctia bénh thiéu méau hong cau khong 10
hodc/va cac bénh 1y than kinh. Cac triéu
chtng khac nhu réi loan tim than (trAm
cam, khé chiu, suy gidm nhén thuc),
viém ludi (ludi sung va viém ), loét
mi¢ng, roi loan thi giac va van dong. pé
tranh nhirng triéu chimg man tinh, can
chan doan va diéu tri nhirng bénh nhan bi
thiéu mau hodc mic cac bénh 1y than kinh
do thiéu vitamin B12 cang som cang tt.

Thiéu hut vitamin B12 12 mét tac
dung phu da biét khi sir dung metformin
daingay. Co nhiéu co ché khac nhau, bao
gbm thay doi nhu dong rudt, sy phat trién
qua mirc cua vi khuan va giam hap thu
vitamin B12 ¢ rudt non.

Cép nhét thong tin thude

Gan day, tac dung phu thiéu huyt
vitamin B12 da dugc MHRA danh gia lai
d6i voi Glucophage (metformin). Két
qua danh gia cho thiy thong tin vé tac
dung phu cuta cac thudc ¢ metformin can
dugc cap nhat.

Y van hién hanh cho thiy tin suét
xdy ra tdc dung phu trén ctia metformin
cao hon so véi trugc day. To thong tin
san phdm cua Glucophage dd cdp nhét
thiéu hut vitamin B12 1a mét phan tmg c6
hai cta thubc thuong gip va co thé anh
huong dén 1/10 nguoi dung thude.

T& thong tin san pham ciing da
dugc cap nhat dé luu ¥ nguy co xay ra tac
dung phunay ting lén khi ting liéu
metformin, kéo dai thoi gian diéu tri va &
nhirng bénh nhan c6 yéu t6 nguy co thiéu
hut vitamin B12.

T¢ thong tin san pham da cap nhat
bao gom khuyén céo moi cho nhan vién
y té, gdbm xét nghiém ndng d6 vitamin
B12 & nhitng bénh nhéan c¢6 tri€u chirng
thiéu mau hodc mic cac bénh 1y thin
kinh, va xem xét theo ddi dinh ky ndng
do vitamin B12 ¢ nhing bénh nhan c6
cac yéu t6 nguy co thiéu vitamin B12.
Thong tin san phim cho cac thudc khac
c6 metformin s€ dugc cap nhat, bao gom
cac chépham két hop co6 chira metformin
liéu cb dinh.

Cic yéu to6 nguy co thiéu hut
vitamin B12

Cac yéu t& nguy co thiéu hut
vitamin B12 rat da dang, bao gom:

- Nong d6 vitamin B12 ban dau
thap hon gi6i han dudi ngudngbinh
thuong

- Céac tinh trang lién quan dén
giam hap thu vitamin B12 (nguoi cao
tu01 mac cac bénh 1y duong ti€u hoa nhu
cat bo mot phan/toan bo da day, bénh
Crohn va cac r6i loan viém rudt khac;
hoiic c4c tinh trang ty mién)

- Ché d6 an kiéngco itvitamin B12
(ché d6 an thuan chay nghiém ngat va
mot s6 ché d6 an chay)

- Str dung déng thoi voi cac thube
c6 kha nang giam hap thu vitamin B12
(thudc e ché bom proton hoic
colchicin)

- Thiéu hyt vitamin B12 di truyén,
chéng han nhu thiéu hut yéu t6 noi tai da
day (hoi ching Imerslund-Grasbeck) va
thiéu hut transcobalamin II.

_ Nguon: https://www.gov.uk/drug...
biém tin: CTV. Nguyen Thi Thu Hang;
CTV. Nguyén Lé Phuong Nga;

CTV. Nguyén Ha Nhi

Phu trach: ThS.DS. Nguyén Thi Tuyén

Medsafe: Chay mau tir cung bat
thwong va thuéc chong dong dwong
udng

Thuéc chong dong dwong uong
(warfarin, apixaban, ...) la cdc thudc
ding dé diéu tri hodc phong ngira cuc
mau dong thong qua viéc lam gian doan
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qua trinh hinh thanh cuc mau dong.
Medsafe hién dang danh gia nguy co gay
chdy mdu tir cung bat thuong ciia cdc
thudc nay. Bién c¢é bat loi nay thuwong
gdp nhiéu hon ¢ phy nit tién man kinh.
Medsafe khuyén cdo lién hé nhdn vién y
té néu co lo ngai vé tac dung khéng mong
muon cia thuoc trong qud trinh su dung
dé dwoc tw van va gidai ddp.

Medsafe dang danh gia nguy co
chay mau tir cung bat thuong (thay doi so
voi ky kinh nguyét) ¢ nhiing nguoi su
dung thudc chong dong mau duong udng.
Day 1a loai thudc dugc ké don dé didu tri
hodc phong ngura cuc méau dong thong
qua viéc lam gian doan qua trinh hinh
thanh cuc mau dong. Mot s6 thude chong
déng duong udng dang dugc luu hanh
bao gdm warfarin, apixaban, dabigatran,
rivaroxaban.

Théng tin b6 sung

Chay mau tir cung bat thuong
(AUB) la bét ky thay doi nao khac véi ky
kinh nguyét thong thuong, bao gdm chay
mau kinh nguyét nang (rong kinh), chay
mau qud thuong xuyén hoac khong
thudong xuyén, khong déu hodc chay mau
giita cac chu ky kinh nguyét. Céc bién cd
AUB da dugc bdo cao & phu nit dung
thudc chéng déng dudng udng. Trong do,
phu nit tién man kinh c6 nguy co mic
AUB cao hon.

Quyét dinh quén ly

Medsafe dang dit cac thudc nay
trong chuong trinh gidm sat thudc
(Medicines Monitoring) dé c6 danh gia
r& hon vé cac bién ¢ lién quan dén chay
mau tir cung bat thuong c6 thé xay ra khi
st dung  apixaban, dabigatran,
rivaroxaban va warfarin.

Nguon: https://www.medsafe.govt.nz/safety...
biém tiNn: CTV. Lé Dbinh Van;
CTV. Nguyeén Ngoc Quynh Trang;

CTV. Tang Quéc An
Phu trach: ThS.DS. Nguyén Thi Tuyén

Medsafe: Cap nhit vé nguy co viém
mach mau khi sir dung vildagliptin

Vao thang 02/2022, Medsafe
thong bao tin hiéu an toan vé nguy co
viém mach mau déi véi vildagliptin.

Trong thoi gian theo doi tu
22/02/2022 dén 22/08/2022, Trung tim
theo dbi phan tmg c6 hai cua thudc tai
New Zealand (CARM) khong nhén dugc
thém bao c4o nao vé viém mach mau lién
quan dén vildagliptin.

Tuy nhién, nha phan phdi biét
dugc gbe da quyét dinh cap nhat to thong
tin san pham cua vildagliptin, trong d6 bo
sung viém mach mau 1a mét phan tng co
hai cua thudc.

Loi ich cua vildagliptin van vuot
tréi so voi nguy co va khong can thuc
hién thém hanh ddng nao vao luc nay.

Thong bdo diu tién ngay 22
thang 02 nam 2022

Medsafe thong bao vé nguy co
viém mach méau tiém an khi sir dung
vildagliptin. Muc dich cua thong bao la
khuyén khich bd sung thém céc bao céo
va cap nhat thém thong tin cho tin hiéu
an toan cua thudc nay.

Tin hi€u an toan nay dugc phat
hién bdi mot bao cdo do Trung tam theo
ddi phan tng c6 hai cua thudc tai New
Zealand (CARM) nhan duogc. Bao céo
mo ta mot bénh nhan nam 68 tudi bi phat
ban dang xudt huyét (viém mao mach
dudi da) khoang 10 ngay sau khi bit dau
diéu tri bang ba loai thudc, trong d6 co
vildagliptin. Bénh nhan dugc xac dinh bi
vietm  mach  mau qua  man
(leukocytoclastic vasculitis) va dugc bao
c4o da hoi phuc.

Thong tin thém

Viém mach mau 1a mdt thuat ngl
rong chi tinh trang viém tai cidc mach
mau. C6 nhiéu loai viém mach mau khac
nhau véi cac muc do nghiém trong khac
nhau va dugc phan nhém dua trén kich
thudc ciia mach mau bi viém.

Viém mach méu do thudc thudong
xuyén anh huong dén da va dén cac mach
mau vira hodc nho. Pi kém véi ton
thuong da 1a nhiéu triéu ching toan than.
Ngoai ra, cac co quan va mo khac cling
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c6 thé bi anh hudng, dic biét 1a than va
phoi.

Hién nay, viém mach mau khong
phai 1a mot phan ng dugc liét ké trong
to thong tin san pham doi voi biét duge
Galvus va Galvumet cua vildagliptin. Vi
vy, Medsafe cong bd thong tin nay dé
khuyén khich cac nhan vién y té va ngudi
st dung bao cdo thém cac truong hop
viém mach mau lién quan dén viéc st
dung vildagliptin. Medsafe s& tiép tuc
theo ddi va dua ra nhitng khuyén cdo cap
nhat khi can thiét.

Bién phap qudn ly

Medsafe dang thuc hién viéc theo
ddi tinh an toan cua thudc thong qua
chuong trinh Giam sat Thubc dé khuyén
khich viéc bao cdo vé tinh trang viém
mach méu khi st dung cac san pham co
chira vildagliptin.

Nguon: https://www.medsafe.govt.nz/safety/Alerts...
biém tin: CTV. Nguyen Lé Phuong Nga;

CTV. Phung Ngoc Mai;

CTV. Tang Quoc An

Phu trach: ThS.DS. Nguyén Thi Tuyén

TGA: Khuyén céo an toan lién quan
dén ham lwong thap nitrosamin c6
trong sitagliptin

TGA dang diéu tra vé kha ning
nhiém tap chat nitrosamin (dugc goi la
NTTP) ham luong rat thap & cac thude
chua sitagliptin.

Sitagliptin 1a thudc ké don dé diéu
tri dai thao duong typ 2. Nguong gidi han
tiéu thu (Acceptable intake - Al) NTTP
do TGA datra la 37 nanogram (ng)/ngay,
diéu nay dugc néu chi tiét trong thong tin
danh cho cac nha phan phdi va nha san
xuat. Hién nay, cac nha phan ph01
sitagliptin tai Uc d4 bao cdo rang mot sb
san pham sitagliptin trén thi trudng c6
chtra ham lugng NTTP cao hon giéi han
nay. Van dé nay ciing xuat hién & cac san
pham sitagliptin duoc phan phdi & mot sd
nude khac.

bé ngan chan su thiéu hut san
pham chira sitagliptin, TGA tam thoi cho
phép tiéu thu cac loai thudc sitagliptin co

chia NTTP vuot quéa gidi han AL. TGA
d3 danh gia rang luong tiéu thu 1én dén
246 ng NTTP mdi ngay khong giy lo
ngai vé strc khoe trong khi loi ich cua
thudc vuot troi nguyco rui ro cua tap chat
khi ngudi bénh chi tiép xtc véi NTTP
trong thoi gian ngan. Nhiing rii ro cia
viéc khong stir dung sitagliptin theo chi
dinh 16n hon nguy co lién quan dén tap
chat nay.

Vi viy, ngudi bénh duoc khuyén
c4o tiép tuc sir dung sitagliptin theo chi
dinh va khong nén dirng sir dung thudc
trir khi c¢6 sw hwéng din cia cac
chuyén gia y té.

NTTP la gi? ’
NTTP 1la mot loai tap chat
nitrosamin  voi tén  7-nitroso-3-

(trifluoromethyl)-5,6,7,8-tetrahydro
[1,2,4]triazolo-[4,3a]pyrazine, c6 kha
nang pha huy DNA. Chung thuong dugc
tim thay véi ham lugng thap trong nhiéu
loai thuc pham, bao gom thit hun khéi va
thit dé qua xtr ly, cac san pham tu stra, rau
qua, trong mot so loai nudc uong va trong
ca khong khi bi 6 nhiém. Tiép xuc 1au dai
v6i NTTP trong nhiéu nim c6 thé 1am
tdng nguy co ung thu.

Nguy co gay ra boi lugng nhd
NTTP c6 trong sitagliptin 14 rat thap. Tuy
nhién, sy xuit hién cua céc tap chat
nitrosamin trong thudc thuong khéng
dugc chip nhan. Nguy co anh hudng dén
sttc khoe ciia nguoi sir dung thuc té phy
thudc vao loai thudc va lidu luong khac
nhau & mdi ngudi.

Khuyén cdo danh cho ngudi
bénh

Khong c6 nhiing rai ro tic thoi
gay ra khi str dung thude c6 chtra tap chat
nay, ma cac rai ro thuong lién quan dén
viéc tiép xtic v6i NTTP lau dai khi s
dung sitagliptin.

Néu ban dang dung sitagliptin,
khong nén ngimg diéu tri ma chwa héi ¥
kién bac si hodc duoc si. Quan trong la
ngudi bénh phai kiém soat dugc bénh dai
thdo duong. Viéc ngung st dung cac loai
thudc diéu trj dai thao duong giy ra nguy
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hiém 16n hon va nhanh hon dén sirc khoe
s0 v6i viéc nhiém NTTP & mirc d6 thép.
Céc bién chung lién quan dén bénh dai
thao duong khong klem soat bao gom
bénh tim, cac van de vé than kinh, ton
thuong than, cac van dé vé mit va ton
thuong ban chan cé thé dan dén phai cit
cut chi.

Néu c6 bat ky cau hoi hoidc thic
mic nao khac vé vin dé nay, nén hoiy
kién bac si dicu tri.

Khuyén cdo danh cho cic nhén
vién y té

Luu y rang NTTP ¢6 thé c6 & mirc
rat thap trong cac san pham sitagliptin
dugc cung cap tai Uc. Tuy nhién, khong
¢6 1y do gi dé ngimg ké don sitagliptin vi
loi ich cua thudce tiép tuc vuot troi nguy
co do tap chit nay gdy ra.

Nhén vién y té nén nhac nhd bénh
nhan vé tdm quan trong cta viéc kiém
soat bénh dai thao dudng va tiép tuc ding
thudc theo chi dinh béi nguy co do NTTP
gdy ra ¢ cac ham lugng dinh lugng dugc
1a rat thép.

Nguon: https://www.tga.gov.au/news/safety...
biém tin: CTV. Phung Ngoc Mai,

CTV. Lé Pinh Van
Phu trach: ThS.DS. Nguyén Thi Tuyén

EMA: Quyét dinh ngirng lwu hanh
dich truyén hydroxyethyl-starch
(HES) tai Chau Au

Uy ban Chau Au di c6 quyét dinh
phap 1y cudi cling xac nhan dinh chi luu
hanh dich truyén HES ngay 24/5/2022.
Ngay 26/7/2022, EMA da c6 thu gtri can
bo y té thong bao vé van dé nady, cu thé
nhu sau:

Tém tiit théng tin chinh

- G161 han st dung dich truyén
HES da dugc duara tr nam 2013 do nguy
co ton thuong than va tir vong trén mot
s6 nhom bénh nhan.

- Mic du cac bién phap bd sung
nham dam bao str dung thudc an toan trén
nhém bénh nhan dé bi ton thuong da
dugc thuc hién, tuy nhién cac két qua
cudi cung ctia nghién ctru danh gia st

dung thudc cho thay dich truyén HES van
tiép tuc duoc sir dung khong theo khuyén
c4o trong To thong tin san pham, dic biét
1a chéng chi dinh.

- Khong c6 bién phép khac kha thi
va hiéu qua nhamcai thién sy tuan thu va
giam thiéu nguy co giy hai cho ngudi
bénh, bao gdm ting nguy co tir vong.

- Do d6, dich truyén HES da bj
dinh chi tai thi truong Chau Au.

- Nhan vién y té& khong nén sir
dung dich truyén HES, dong thoi, can
xem xét cac phuong phép diéu tri thay thé
phu hopkhac theo cac Hudng dan l1am
sang.

Vin dé an toan thuéc

Dich truyén hydroxyethyl-starch
(HES) 1a ché pham dugc chi dinh trong
truong hop giam thé tich tuan hoan do
mat mau cﬁp tinh va viéc st dung dich
truyén tinh thé don doc khong du hiéu
qua.

EMA d thyc hién mot s6 danh gia
vé can bang 1oi ich - nguy co cta cac ché
pham chira HES trong nhiéu nim qua.

Thang 10/2013, cudc ra soat vé
nguy co ton thuong than va tir vong &
bénh nhan sepsis va bénh nhan nang
trong cac thir nghiém ngau nhién 16n da
hoan thanh. Két qua cho thiy can gidi
han st dung dich truyén HES. Thong tin
san phém dugc cap nhat, bao gém chéng
chi dinh va canh bao moi.

Thang 10/2017, mot cudc ra soat
bd sung két qua cua 2 nghién ciru danh
gia su dung thudc da duoc thuc hién. Két
qué cho thiy van dé dang lo ngai vi cac
bién phap han ché chinh khong dugc tuan
thii trong thuc hanh 1am sang va thudc
van duogc su dung & nhém bénh nhéan
chéng chi dinh.

Sau do, nam 2018, cac bién phap
b6 sung di duoc dua ra nham ting cuong
tuan thu cac diéu kién su dung duogc cap
phép, bao gdom han ché cung tmg, dich
truyén HES chi dugc str dung tai cac
bénh vién/khoa diéu tri c6 nhan vién y té
du kién s& ké don HES da tham gia 16p
dao tao bat budc vé cac diéu kién st dung
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thich hop va bd sung canh bao ndi bat
hon trén bao bi ciia ché pham chira HES.
Nhén vién y té duoc khuyén cdo khong
st dung dich truyén HES ngoai cac
truong hop duoc cap phép da duoc lict ké
chi tiét trong To thong tin san pham vi co
thé gay hai nghiém trong cho ngudi bénh
néu khong tuan thi. Nha san xuét dugc
yéu cau thuc hién nghién ctru bd sung dé
kiém tra mirc d tuan tha To thong tin san
pham, va dé chimg minh hiéu qua cua cac
bién phap giam thiéu nguy co. Thang
2/2022, PRAC da danh gia két qua cudi
cung cua nghién ctru va két luan rang
viéc str dung ché pham nay van khong
tuan tha To thong tin san pham trong khi
cac bién phap giam thiéu nguy co bd
sung da dugc thuc hién tor nam 2018.
PRAC két luan dich truyén HES van
dugc st dung O quﬁn thé bénh nhan
chéng chi dinh, diéu nay dan téi ting
nguy co gdy hai nghiém trong, bao gdm
tor vong, cho ngudi bénh, do d6 nguy co
dd vuot tréi so véi loi ich cua thude.
PRAC khuyén céo dinh chi luu hanh cac
ché pham chia HES va lwa chon lidu
phap diéu tri thay thé phu hop véi cac
Hu6ng dan 14m sang hién hanh.

Nguon: https://www.ema.europa.eu/en/... va

https;//ec.europa.eu/health/gocuments/;..
biém tin: ThS.DS. Nguyén Thi Tuyén

Dich truyén hydroxyethyl starch
(HES): Cap nhat thong tin tir mot sé
Co quan quan ly dwoc pham trén
thé giéi va viéc sir dung dich truyén
trong diéu tri sot xuat huyét

Ngay 24/5/2022, Uy ban Chau Au
d3 c6 quyét dinh phap 1y cudi cung Ve
viéc dinh chi lwu hanh dich truén
hydroxyethyl starch (HES) tai thi truong
Chau Au [1]. Co quan nay ciing dé xuat
trong trudong hop vi 1y do strc khde cong
dong, timg quéc gia thanh vién tai lién
minh Chau Au c6 thé tri hodn viéc dinh
chi lwu hanh cac ché phim chira HES
nhung khéng qua 18 thang ké tir sau
thong bao ctia Uy ban Chau Au va trong
thoi gian d6 can dam bao ap dung céc

bién phap giam thiéu nguy co véi dich
truyén HES con trén thi truong [1], [2].

Sau bié€n phap quan 1y cuia EMA,
Co quan quan 1y Duoc phadm mot sé nude
tai Chau Au nhu Anh va Phap da dua
thong tin lién quan dén quyét dinh cia
EMA. Trong do, Co quan quan ly Dugc
pham Anh d& cap hién khong con ché
pham chtra HES lvu hanh tai nude nay
[3]. Hién tai, Co quan quan 1y Thyc phdm
va Dugc pham Hoa Ky (FDA) chua ¢
dong thai quan 1y mdi. Thong tin canh
bao gan nhat dugc FDA dua ra vao thang
7/2021 [4]. Co quan nay thong bdo da
hoan thanh viéc danh gia dir li¢u va thong
tin vé d6 an toan ciia cac ché pham chua
HES. Két qua cho thdy cic nguy co
nghiém trong lién quan dén viéc sir dung
cac ché pham HES, gdm co:

1. T vong, ton thuong than cap
can diéu tri thay thé than, chay mau kéo
dai & nhitng bénh nhan phau thuat duoc
diéu tri bang cac ché pham chtra HES.

2. T vong va ton thuong than cap
& nhitng bénh nhan chan thuong kin dugc
diéu tri bang ché pham chtra HES.

FDA yéu cau thay d6i thong tin
trong muc “canh bao dugc dong khung”
dé 1am ndi bat nguy co giy tir vong, tén
thuong than va chay mau kéo dai, dong
thoi di kém khuyén cdo khong nén sir
dung cac san phdm chira HES trir khi
khong c6 phuong phap diéu tri thay thé
thich hop.

Céc ché pham chira HES duoc chi
dinh trong truong hop giam thé tich tuan
hoan do mét mau cap tinh khi viée su
dung dich truyén don thuan khong mang
lai hiéu qua day du. Theo Huéng dan
diéu tri st xudt huyét caa T6 chuc y té
thé gioi (WHO) (2009) c6 thé sir dung
cac dich truyén cao phan tir chtra gelatin,
dextran hoac starch [5]. Hudng dan du
phong va kiém soat sot xuat huyét cta
WHO khu vuc Pong Nam A (2011) dua
ra mot s6 nguyén tic chung véi truyén
dich trong sbt xuat huyét nhu sau [6]:

- Nén st dung dich truyén tinh thé
ding truong trong sudt giai doan ning
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ctia bénh, trir tré nho <6 thang tudi co thé
st dung natri clorid 0,45%.

- C6 thé sir dung dich keo c6 ap
suat tham thau cao (>300 mOsm/l) nhu
dextra 40 va starch & bénh nhan bi thoat
huyét tuong nang va bénh nhan str dung
dich truyén tinh thé don doc khong co
hiéu qua day du. Cac dung dich keo ap
suat thim thau tuong duong nhu huyet
tuong va dich thay thé huyét twong c6 thé
khong hi€u qua.

- BO sung dich truyén voi thé tich
cao hon 5% (tinh lugng mat nudc) dé duy
tri thé tich va tuan hoan noi mach.

- Thoi gian di€u tri bang dich
truyén tinh mach khong qua 24-48 gio
doi véi bénh nhan bi séc. Thoi gian
truyén dich cho bénh nhan khong bi soc
co thé kéo dai tr 60-72 gio.

- O bénh nhan béo phi, can ap
dung can nang ly tuéng dé tinh todn thé
tich dich truyén.

Huodng dan chan doan va diéu tri
sot xuat huyét Dengue (2019) cua B Y
t¢ Viét Nam ciling khuyén cdo st dung
cac dung dich cao phan tr nhu dextran 40
hodac 70, hydroxyethyl starch (HES
200.000 dalton) trong di€u tri sOt xuat
huyét nang [7].
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Téng hop: ThS.DS. Nguyén Thi Tuyén

FDA: Khuyén cio tranh sir dung
cac NSAID cho phu nir mang thai twr
20 tuan tudi tré'1én vi c6 thé din dén
thiéu oi

Canh bdo nay da dugc dua ra tur
thang 10/2020.

Cap nhat thang 9/2022: B6 sung
danh muc 2 thudéc NSAID khong duoc
FDA cip phép bao gdom salsalate va
cholin magie trisalicylate

FDA canh béo rang viéc sir dung
cac thude chdng viém nonsteroid cho phy
nit mang thai tir 20 tuan tudi c6 thé dan
ti cac van dé trén than hiém gap nhung
nghiém trong cho thai nhi. Tinh trang nay
c6 thé gy ra thiéu 6i va cac bién chimg
sau d6. Cac NSAID la thudc dugc sir
dung pho bién dé giam dau va ha sot. Cac
thudc ndy bao gdom aspirin, ibuprofen,
naproxen, diclofenac va celecoxib. O phu
nit mang thai tir 20 tuan trd 1én, nude 6i
chu yéu do than cua thai nhi tao ra, do
vay cac van dé trén than c6 thé lam giam
luong nudc 5i. Nude bi tao ra 16p dém
bao vé va gitup phoi, hé tiéu hoa va co cua
thai nhi phat trién.

Mic du van dé an toan thudc nay
d3 dugc nhiéu chuyén khoa biét dén,
FDA muén truyén thong cac khuyén céo
rong rdi hon dé gido duc cho cac nhan
vién y té khac va phu nit mang thai.
Thong tin an toan nay lién quan dén tat
ca cac thudc NSAID ké don va khong ké
don (OTC).

Doi v6i NSAID can ké don trudc
khi str dung, FDA yéu cau thay doi thong
tin k& don dé mo ta cac van dé trén than
ca thai nhi c6 thé dan t6i thiéu 6i. FDA
khuyén cdo tranh str dung NSAIDS ¢ phu
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nir mang thai tir 20 tré 1én thay vi 30 tudn
nhu trong to thong tin san pham hién tai.
Tir khoang 30 tuan tudi tro di, NSAID co
thé gdy ra van dé trén tim & thai nhi.
Trong truong hop can st dung NSAID &
phu nit mang thai tir 20-30 tuén, can sir
dung thudc véi liéu thap nhat c6 hiéu qua
va trong thoi gian ngan nhéat cé thé.
Thong tin ké don ciing dugc thay do6i dé
bd sung vigc can nhic siéu 4m theo ddi
nuéc 6i néu st dung NSAID dai hon 48
gio.

FDA cling cép nhat nhan cua céc
thuéc NSAID khong ké don st dung &
nguoi lon. Hién tai, nhan cua céc thude
nay da canh bdo tranh st dung NSAID
trong 3 thang cudi thai ky vi c6 thé gay ra
cic van dé trén thai nhi hodc cac bién
chtng trong qua trinh chuyén da. Nhén
cac thude da khuyén cdo phu nit mang
thai va phu nit cho con ba can hoi y kién
nhan vién y té trudc khi str dung thude.

Khuyén céo nay khong bao gom
aspirin liéu thap 81 mg duoc chi dinh
trong mot sb tinh trang ctia phu nit mang
thai & moi thoi diém cua thai ky duéi sy
chi dinh ctia bac s diéu tri.

Thong tin danh cho nhén viény

-
>~

FDA khuyén céo nhan vién y té
nén han ché ké don NSAID cho phu nit
mang thai tir 20-30 tuan va tranh ké don
sau 30 tuan. Trong truong hop can chi
dinh, nén str dung thudc ! lidu thap co
hiéu qua trong thoi gian ngan nhat co the
Can nhic siéu am theo ddi nude di néu
thoi gian diéu trj dai hon 48 gio va ngimg
NSAID néu phat hién thiéu 6i.

Thong tin danh cho phu nir
mang thai

Phuy nir mang thai tir 20 tuan tro
lén khong nén st dung NSAIDs trur
truong hop dic biét duoc bac si khuyén
c4o vi cac loai thude nay cé thé gay ra hai
cho thai nhi. Trao d6i véi bac s diu tri
vé nguy co va loi ich ciia cac thube nay
trude khi sir dung, dac biét tu tuan 20 tré
1én. Vi nhiéu loai thubc khong can ké don

c6 chira NSAID, can doc ky nhan thude
dé biét ché pham d6 c6 chira NSAID hay
khong. Néu khéng chic chin, hiy nho
nhan vién y té giup dd.

Cac loai thudc khac nhu
paracetamol déu c6 sin dé ha sbt va giam
dau trong thoi ky mang thai. Trao doi véi
duoc si hodc bac si dé duoc hd trg lua
chon diéu trj tot nhét.

Céc thudc NSAID dugc FDA cip
phép luu hanh trén thi truong gém co:
aspirin, celecoxib, diclofenac, diflunisal,
etodolac, fenoprofen,  flurbiprofen,
ibuprofen, indomethacin, ketoprofen,
meclofenamate, mefenamic acid,
meloxicam, nabumetone, naproxen,
oxaprozin, piroxicam, sulindac, tolmetin.

Cac thudc NSAID khong duoc
FDA cip phép bao gdom salsalate va

cholin magie trisalicylate.
Ngudn: https://www.fda.gov/drugs/drug-safety...
Piém tin: ThS.DS. Nguyén Thi Tuyén

WHO: Methadon va nguy co ha
dwong huyét tiém an

B Y té Canada di thong bao vé
viéc cap nhat thong tin an toan cua
methadon bao gdm ca nguy co ha dudng
huyét tiém an (lwong dudng trong mau
thap).

Methadon dugc chi dinh dé giam
dau manh cho nhiing bénh nhan da tung
stt dung opioid, hodc str dung thay thé
cho nhiing bénh nhan phu thudc opioid.

B0 Y té Canada di xem xét thong
tin sén co tir cac co so dir lidu qudc gia va
qudc té cling nhu cac tai liéu da cong bd.
Trong s6 19 truong hop ha dudng huyét
& nguoi 16n sau khi stt dung methadon,
c6 12 truong hop c6 thé c6 mbi lién hé
giita viéc str dung thudc nay va nguy co
ha duong huyét. Cac trudng hop ha
duong huyét sau khi str dung methadon
va moi lién hé cling dugc bdo cédo trong
sau nghién ctru.

Nguon: WHO Pharmaceutical Newsletters
biém tin: CTV. L& Thi Nguy¢t Min}l,
CTV .Kim Thi Khanh Huyén

Phu trach: ThS.DS. Nguyén Thi Tuyén
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PIEU TRI

QUAN LY SU DUNG KHANG SINH TRONG NHIEM KHUAN
LIEN QUAN PEN VI KHUAN KY KHI
Viéc phéi hop metronidazol véi cac khang sinh phd rong c6 hoat tinh ky khi (nhw
carbapenem, moxifloxacin, vancomycin va betalactam/trc ché betalactamase) 1a khong
can thlet khong mang lai 1ot ich nhung c6 thé gay ton hai phu cén dan dén dé khang,
bién cb bat lgi do thude va tang chi phi diéu tri khong can thiét.
1. Nhiém khuén do vi khuin ky khi
Dua theo dic diém dinh dudng va su dung nap oxy, cac chung vi khuan duogc
chia thanh cac nhom gdém: hiéu khi, ky khi, hiéu khi tiy nghi. Mot s ching vi khudn
ky khi bat budc s& nhan 1én ¢ noi c6 nong do oxy thap (vi du, mé hoai tir, mé khong c6
mach mau). Véi nhitng loai vi khuan nay, oxy 1a chat doc d6i voi chiing. Vi khuan ky
khi bit budc 1a thanh phan chinh cta hé vi sinh vat binh thuong trén cac mang nhay
niém mac, dac biét Ia miéng, duong ti€u hoa dudi va am dao; cac vi khuén ky khi nay
gay bénh khi hang rao ni€ém mac binh thuong bi pha va.
Vi khudn ky khi gram dm va mét sé nhiém tring do chiing gdy ra bao gom:
— Cac ching thudc chi Bacteroides (B.fragilis, B.ovatus...): thudng gip nhét trong
nhiém tring trong 6 bung.
— Fusobacterium sp: thudng gip trong cac 6 abeess, nhiém trang vét thuong, nhiém
trung phdi va nhiém tring noi so.
— Porphyromonas: thuong gap trong viém phoi hit va Viém quanh rang.
— Prevotella sp: nhiém tring trong 0 bung va viém mo mém.
Vi khudn ky khi gram du’ong va mét sé nhtem tring do chiing gdy ra bao gom:
— Actinomyces: Nhiém trung o dau, cd, bung, vung chau va viém ph01 do hit
— Clostridia: Nhiém khuén 6 bung (viém rudt hoai tir do clostridium), nhiém khuén
phan mém, va hoai thu sinh hoi gay ra
— Clostridioides difficile gay tiéu chay (viém dai trang gia mac)
— Peptostreptococcus: Nhidém tring trong miéng, dudng hd hip, va nhiém tring
trong 6 bung
Propionibacterium: Nhiém trung vat liéu nhan tao tr bén ngoai dua vao co thé (vi du
dan luu ndo that 6 bung, khdp gia, hodc thiét bi tim)

Hidradenitis Suppura

Aspiration Pneumonia
ng

Synergistic Cellulitis

Hinh 1. Mot s6 nhiém trung lién quan dén vi khuén ky khi
(Tally, Francis P. (1981). Hospital Practice, 16(12), 117-132.)
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Nhiém trung ky khi dién hinh 13 thudng c6 cac biéu hién tao mu, hinh
thanh 4p xe va hoai tir mo; déi khi c6 huyét khéi tinh mach noi nhiém khuén, sinh hoi
hodc ca hai. Nhiéu vi khuan ky khi c6 thé san xuit enzym gy pha hiy mé. Thong
thuong, vi khuan ky khi ¢6 mat dong thoi voi vi khuan hiéu khi (nhiém trung ky khi hdn
hop). - |

Cac dau hi¢u goi y nhiém trung ki khi bao gom:
—  Khi trong mu hodc trong mé ton thuong
—  Mu hodc mé tén thwong c6 mui thoi
—  Hoai tir mé t6n thuong
—  Khu vuc nhiém trung gén niém mac, noi ¢6 vi khuan ky khi trong h¢ vi
sinh vat binh thuong.
2. Vai tro ciia metronidazol trong nhiém khuén ky khi
Metronidazol 1a mot dan chit 5-nitro-imidazol chi Bacteroides, Fusobacterium
va céc vi khuan ky khi bat budc khac, nhung khong ¢ tac dung trén vi khuan hiéu khi.

Metronidazole is activated on entering anaerobic organisms

Cytosol of giarcta and ameba Hydrogenosome of a trichomonad

- LDH
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} rows ‘

Hinh 2. Co ché tic dung ciia metronidazol trén cac chiing ky khi

Co ché cua metronidazol c6 thé lién quan dén hién tuong khir hda nhom nitro thanh
cac chét trung gian ddc véi té bao. Cac chat nay lién két vai cdu tric xoan ciia phan tir
DNA 1am v& cac soi nay va cudi cung lam té bao chét. Nong do trung binh c6 hiéu qua
ctia metronidazol 1a 8 microgam/ml hodc thdp hon d6i v6i hau hét cac vi khuan nhay
cam. Mot ching vi khuan khi phén 1ap dugc coi 1 nhay cam véi thude khi MIC khong
qua 16 microgam/ml.

Khi bi nhim ca vi khuan hiéu khi va ky khi, phoi hop metronidazol véi cac thudc
khang khuan khac c6 thé can thiét, tuy nhién can luu y vé hién tuong tring pho khi ph01
hop thudc. Bacteroides fragilis hoic Melamnogemcus thuong gay viém ph01 dan dén
ap xe sau thu thuat hat dom, viém phdi hoai tir kém ap xe va viém mang phoi mu. Khi
d6 can phdi hop metronidazol hodc clindamycin voi mot khang sinh loai beta-lactam.
Ap xe nio hoic nhiém khuan ring do ca vi khuan hiéu khi va ky khi ciing diéu tri theo
cung nguyén tic trén. Trong nhiém khuan 6 bung kém abcess nhu abcess rudt thira,
nhiém khuén sau phau thuat rudt va ap xe gan, va khi nhiém khuén phu khoa nhu viém
ndi mac tir cung va abcess can két hop metronidazol voi mot khang sinh loai beta- lactam,
chang han nhu cefoperazon hodc ceftazidim. Metronidazol tic dung t6t chdng
Bacteroides nén thuong dung trong du phong trude phau thuat da day - ruot, vi du nhu
cit rudt thira.
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3. Quin Iy sir dung khang sinh trong nhiém khuan ky khi: cin tranh tring
1ip pho tac dung.

Trong truong hop nghi ngd lién quan dén vi khuan ky khi (nhw nhiém khuan 6
bung, viém phdi hit, hay nhiém khuan hau phau), viéc ké don can han ché phdi hop
trung pho ky khi. Py 1a mot noi dung tiép can trong quan 1y sir dung khang sinh hop 1y
tai bénh vién theo quyét dinh 5631/Qb-BYT cia B0 Y té. Theo mot nghién clru trén
163 bénh nhan phau thuat lién quan dén nhim khuin 6 bung, phdi hop
piperacillin/tazobactam vo6i metronidazol khong mang lai loi ich so v6i nhom sir dung
piperacillin don tri va trong mot s6 truong hop ¢o thé mang lai két cuc 1am sang xau.
Nhitng phdi hop nhu thé ndy duoc goi 1a chong lap phé ky khi hay tring phé ky khi
(double coverage anaerobics). Theo nghién ctru cia Shang va cong su, khong c¢6 1¢1i ich
khi phdi hop giita meronidazol v&i cac betalactam/tc ché betalactamase hodc
carbapenem trén nhitng bénh nhan phau thuat viém rudt thira cap. Két qua nghién ciru
khéng khuyén céo cac phdi hop nay.

Véi gée do duoc 1y hoc 1am sang, mot $6 khang sinh c6 phé tac dung da bao phu
tac nhan ky khi, khong can phai phbi hop thém metronidazol khi diéu tri nhiém khuan
nghi ngo ¢6 vi khuan ky khi gay bénh.

Bang 1. Mt s6 khang sinh c6 pho trén vi khuin ky khi

Cephalosporins Cefoxitin, Cefotaxim

U'c ché beta- Amoxicillin/clavuclanate, Ampicillin/sulbactam,
lactamase Piperacillin/tazobactam, Ticarcillin/clavuclante
Carbapenem Ertapenem, Meropenem, Imipenem, Doripenem

Céac khang sinh khac | Clindamycin, Metronidazol, Moxifloxacin,
Vancomycin, Tigecyclin

Theo cac khuyén céo diéu tri va tiép can quan 1y sir dung khang sinh tai bénh
vién, khong khuyén cdo st dung dong thoi hai hodc nhiéu thude khang sinh c6 hoat tinh
chéng ky khi (vi du nhu carbapenem va metronidazol, hay amoxicillin/clavulanat va
metronidazol) ngoai trir mot s6 trudng hop nhat dinh. Chong 1ap pho ky khi khong can
thiét co lién quan dén tang chi phi bénh vién, nguy co nhiém mam bénh khang thudc do
t6n hai phu c4n, ting nguy co gip cac phan tng c6 hai va twong tac thudc.

Mait khac, khong khuyén cao sir dung metronidazol don tri, dac biét trong cac
truong hop nhiém khuan bénh vién do vi khuan ky khi chi 1a mét tac nhan gdy bénh phéi
hop véi cac chung khac (gram duong hodc gram am). Trong truong hop phbi hop, néu
khang sinh dleu tri gram duong hodc gram am c6 hoat Iyc bao phu duoc vi khuan ky khi
thi khong can chi dinh metronidazol dé tranh chong 1ap pho khong can thiét.

4. Két luan

Viéc phdi hop metronidazol véi cac khang sinh phd rong c6 hoat tinh ky khi (nhu
carbapenem, moxifloxacin, tigecyclin va betalactam/trc ché betalactamase) la khong can
thlet khong mang lai lo1 ich nhung c6 thé gay ton hai phu cén dan dén dé khang, bién
cb bét loi do thude va ting chi phi diéu tri khong can thiét.

Tai liéu tham khao: 3. B Y té (2018), Duoc thu Quéc gia Viét Nam

1. Bé Y 1 (2020), Quyét dinh 5631/0D-BYT vé huéng 4. Lendelle Raymond, PharmD, Eris Cani, BS,
dan Quan 1y sir dung khang sinh tai bénh vién; PharmD, BCPS, Cosmina Zeana, MD, William Lois,
2. B6 Y 18 (2015), Hueéng dan sir dung khang sinh MD, Tae Park, PharmD, BCPS, BCIDP, 719. Clinical
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SU DUNG KHANG SINH PIEU TRI NHIEM KHUAN TIET NIEU
PHUC TAP - CAP NHAT HUONG DAN CUA HQI THAN TIET NIEU
CHAU AU 2022

Pau nim nay, Hoi Thén tiét niéu
Chau Au (European Association of
Urology - EAU) da dua ra Huéng dén
diéu tri nhiém khuan tiét niéu 2022
(NKTN). Trong bai nay, ching t6i xin
tém tit cac khuyén cdo lién quan dén
viéc sir dung thude diu tri 2 thée NKTN
phlrc tap: NKTN lién quan ong thong
tiéu va nhiém Khuin hé théng dwong
vao NKTN.

Trong bai nay, ching toi tom tat
cac khuyen c4o lién quan dén viéc sir dung
thudc diéu tri NKTN phuic tap. Dé tham
khao bai viét tom tat cac khuyén céo lién
quan dén viéc sir dung thudc diéu tri 2 thé
NKTN khong phure tap thuong gap: viém
bang quang va viém than bé thin khong
phuec tap, vui long truy cap duong link: S

dung khdng sinh diéu tri nhiém khudn tiét
niéu khong phuc tap - Cdp nhdt Huong
dén ciia Hoi Thdn tiét niéu Chau Au 2022
(benhvien108.vn)

A. Phan loai & dinh nghia

C6 nhiéu hé thong phan loai nhiém
khuan tiét niéu khac nhau. Cac hé thong
phan loai dugc st dung nhiéu nhat 1a cia
Trung tdm kiém soat bénh tat Hoa Ky
(CDC), Hiép hoi bénh truyén nhiém Hoa
Ky (IDSA), Ho61 vi sinh 1dm sang va bénh
truyén nhiém chau Au (ESCMID) va Co
quan quan 1y duoc pham Hoa Ky (FDA).
Cac huéng dan hién nay thuong sir dung
hai khai niém nhiém khuan duong tiét niéu
phuc tap va khong phue tap (Hinh 1).

i

Viém bang quang

Nhiém khuén

Nhiém khuén

L

tiét nigu

Viém than bé than

tiét niéu

khéng phirc tap

phirc tap

p!

Nhiém khuén tiét nidu tai phat

Nguy co

Nhiém khuén tiét nigu lién quan éng thong tiéu

J4i.
|
—
-

Nguy co

thép

Nhiém khuén tiét niéu & nam gici

cao

-~

» Nhiém khuan hé théng dwéng vao tir nhiém khuén tiét nidu J<

Hinh 1. Khdi ni¢gm nhiém khudan dwong tiét ni¢u phirc tap va khéng phirc tap
Pinh nghia nhiém khuan tiét niéu theo hudéng din EAU 2022 dugc trinh bay

trong bang 1.
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Phan loai

Dinh nghia

Nhiém Kkhuin tiét
niéu khéng phirc
tap

Nhiém khuén tiét niéu cip tinh, 1¢ té hodc tai phat (viém bang
quang khong phire tap) va/hoac nhiém khuan duong tiét niéu
trén (viém bé than khong bién chimg) & nit gi01, khong mang
thai, khong c6 bat thuong chirc nang va giai phau cta duong
tiét niéu hodc bénh mic kém

Nhiém khuén tiét
niéu phire tap

Tt ca cac truong hop nhiém khuan tiét ni¢u khong duoc xac
dinh la khong phire tap. Hleu nghia hep hon 1a nhiém khuén
tiét niéu & bénh nhan c6 yeu t6 nguy co o thé 1am ting tinh
phtre tap trong qua trinh diéu tri, bao gdém: nam gidi, phy nit
c6 thai, bénh nhan c6 bat thuong vé chirc niang hoic giai phau
cua duong tiét niéu, dat 6ng thong tiéu, mac bénh thén,
va/hodc c6 bénh dong mic giy suy giam mién dich (vi du nhu
dai thdo duong).

Nhiém khuan tiét
ni¢u lién quan ong
thong tieu

Nhiém khuan tiét niéu trén bénh nhan dang hoac da duoc dat
ong thong tiéu trong vong 48 gio trudc.

Nhiém khuin hé
thong dwong vao
tir nhiém khuan
tiét niéu
(Urosepsis)

Suy da tang de doa tinh mang do roi loan dap tng cua co thé
v6i nhiém khuan duong vao tir dudng tiét niéu va/hodc co
quan sinh duc nam.

Bdng 1. Pinh nghia nhiém khudn tiét niéu theo hwong din cia EAU

B. Sir dung thudc trong diéu tri nhiém khuén tiét niéu phirc tap

1. Sir dung thude trong diéu tri nhiém khuan tiét niéu phirc tap néi chung

1.1 Gigi thiéu chung vé nhiém khudn tiét niéu phirc tap

Nhiém khuan tiét niéu phtc tap (cUTI) xay ra ¢ bénh nhan cé cac yéu té gay
phirc tap (vi du nhu bénh dai thao duong hoic si dung thudc e ché mién dich) hoic co
cac bat thuong vé giai phau hoic chtrc nang duong tiét niéu (vi du nhu tic nghén duong
tiét niéu, son tiéu do rdi loan chirc ning co detrusor) c¢6 thé dan dén nhiém khuan kho
diéu tri hon nhiém khuan tiét niéu khéng phuc tap.

Bdng 2. CAc yéu té lién quan dén nhiém khudn tiét niéu phiic tap

Tic nghén & bat ky vi tri nao & duong tiét niéu

Bénh nh&n nam gidi

Vit thé la

Phu nir c6 thai

Lam réng khong hoan toan

Dai thao duong

Trao nguoc dich ni¢u quan

Uc ché mién dich

Tién sir 1am thu thuat gan day

Nhiém khuan lién quan dén chiam soc y té

Vi khuan phan lap duoc sinh ESBL

Vi khuan phan lap duoc da khang thudc
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1.2 Nguyén tdc chung trong diéu tri nhiém khudn tiét nigu phaec tap

|/ Tom tit khuyén cdo trong diéu tri nhiém khudn tiét ni¢u phirc tap \
- St dung phac dd phoi hgp khang sinh kinh nghiém dwong tinh mach diéu tri nhiém
khuén tiét nidu phirc tap cé triéu chirng toan théin:
e Amoxicillin + aminoglycosid
e Cephalosporin thé hé 2 + aminoglycosid
 Cephalosporin thé hé 3
- Chi sir dung ciprofloxacin khi mé hinh nhim khuén tai dia phuong cho thiy ty 1& d&
khang < 10% va khi:
e Toan b qua trinh didu tri bénh nhan sir dung thudc dudng udng
e Bénh nhén khong cén diéu tri néi tra
# Bénh nhén gip phan vé voi khang sinh beta-lactam
- Khéng sir dung ciprofloxacin va cac fluoroquinolon khac dé diéu tri kinh nghiém cho
nhiém khuén tiét niéu phirc tap & bénh nhan diéu trj tai khoa thén tiét nidu hodc bénh nhén
di st dung fluoroquinolon trong vong sau thang trudc.
'KQu.*{m Iy tit ca cac bat thwong & duomg tiét nidu va/hodc yéu td giy phire tap. /

*Nguyén tdc chung trong diéu tri nhiém khudn tiét nigu phac tap

- Bat budc quan Iy cac bat thuong trén duong tiét niéu hodc céc yéu té gay phic
tap.

- T6i wru hoa phac d6 khang sinh dya theo: mirc do nang cua bénh, mo hinh khang
thudc tai dia phuong, cac yéu td cu thé cua tirng bénh nhan (di tmng, ...).

- Nén cdy mau nudc tiéu va 1am khang sinh do, ca thé hoa phac db kinh nghiém
khoi dau, sau d6 lua chon phac d6 (uéng) dua trén vi khuan phan lap duoc.

*Lua cheon khang sinh

Vi ty 1é khang amoxicillin va amoxicillin-clavulanat, trimethoprim va
trimethoprim-sulfamethoxazol cao, cac khang sinh nay khéng phil hop cho phac db kinh
nghiém diéu tri nhiém khuan tiét niéu phuc tap néi chung.

Bénh nhan nhidm khuan tiét niéu cd triéu chirng toan than can nhap vién diéu tri
nén duoc khai dau bang phac d6 khang sinh tinh mach, vi dy nhu aminoglycosid +
amoxicillin, hozc cephalosporin thé hé 2 hoic 3, hoic penicillin pho rong +
aminoglycosid. Lya chon gifra cac khang sinh nén dya trén dix liéu khang thudc tai dia
phuong, va cé thé hoa phac dd theo két qua khang sinh db.

Cac phac do thay thé, dac biét & bénh nhan nhidém vi khuan da khang thudc ciing
da duoc nghién ciu, bao gom:

- Ceftolozan/tazobactam 1,5g g8h cho ty 1& chita khoi cao ddi véi cUTI do
Enterobacterales sinh ESBL trong thur nghiém lam sang pha 3;

- Cefiderocol 2g x 3 lan/ngay khong hon kém so véi imipenem-cilastatin 1g x 3
lan/ngay trong diéu tri cUTI do vi khuan da khang

- Imipenem/cilastatin + relebactam (250 hoac 125 mg) hiéu qua tuong duong
imipenem/cilastatin don doc trong diéu tri cUTI trong mot thir nghiém 1am sang pha 2

- Ceftazidim/avibactam hiéu qua tuong duong céc carbapenem trong diéu tri
cUTI trong mét phan tich tong quan, tuy nhién nhom sir dung ceftazidim/avibactam bao
cdo nhiéu bién cd bat loi hon.

- Plazomicin 1 lan/ngay khong hon kém meropenem trong diéu tri cUTI do
Enterobacterales, bao gdm ca cac chung da khang.
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Do ty 1& dé khang cao, dic biét & bénh nhan nam tai khoa than tiét niéu,
fluoroquinolon khdng phil hop cho phac do kinh nghiém, dic biét & bénh nhan da dung
ciprofloxacin trong vong 6 thang truac.

*Thoi gian diéu tr

Khuyén céo d1eu tri trong vong 7-14 ngay (véi nam gidi 1a 14 ngay vi thuong
ludn di kém viém tuyén tién liét), tuy nhién thoi gian diéu tri nén gin st véi viée diéu
tri cac bat thuong & bénh nhan.

O bénh nhan can diéu tri ngan ngay do co chdng chi dinh twong dbi véi khang
sinh, co thé can nhic khoang thoi gian diéu tri ngdn hon (7 ngay) khi bénh nhan 6n dinh
vé mit huyét dong va khdng sét trong it nhit 48 gio.

“Poi twong dic biét:

Viém bang quang ¢ phu nir ¢6 thai: Can nhic phac dd khang sinh ngan ngay dé
diéu tri viém bang quang o phu nir ¢6 thai. Khong phai tat ca khang sinh déu thich hop
cho phu nir ¢6 thai, n6i chung c6 thé can nhic cac penicillin, cac cephalosporin,
fosfomycin, nitrofurantoin (khdng sir dung trong truong hop thiéu enzym G6PD va giai
doan cudi thai ky), trimethoprim (khong sur dung trong 3 thang dau thai ky) va
sulphonamid (khdng st dung trong 3 thang cudi thai k).

Viém bang quang ¢ nam gidgi: viém bang quang & nam gidi thuong luén di kém
Vv6i viém tuyén tién liét. Nhu vay, dé diéu tri nhiém khuan tiét niéu & nam giGi can céac
loai khang sinh cé thé thim duoc vao mo tuyén tién liet. Khuyén cao phac d6 it nhat 7
ngdy, wu tién trimethoprim sulfamethoxazol hozc mot fluoroquinolon néu vi khuan nhay
cam trén khang sinh do.

2. Nhiém Khuan tiét niéu lién quan dng thdng tiéu )

KF om tiit khuyen edo vé sir dung thuoc trong diéu tri va dw phong nhiém khudn tiét me\
lién quan dng tktmg tiéu

- Didu tri nhifm khuén tiét niéu lién quan éng thong tidu dua trén cac khuyén cao
didu tri nhidm khuén tiét niéu phuec tap. (Khuyén cao mirc 6 manh)

- C‘fiy méu nude tiéu trude khi bat diu didu tri khang sinh & nhirng bénh nhéan dugc
dat 6ng thong tiéu ma da rat ng. (Khuyén cdo mirc 3¢ manh)

- Khéng diéu tri vi khuén niéu khéng tridu chimg lién quan dén éng thong tiéu néi
chung. (Khuyén cdo mirc 46 manh)

- Bicu tri vi khun ni¢u khong co triéu chimg lién quan dén ong thong tiéu trudce khi
can thiép ton thwong dudmg tiét niéu (vi du cit bo tuyén tién liét qua duwomg niéu dao).
(Khuyén céo mirc &6 manh)

- Thay hodc thao 6ng thong tiéu trudc khi bat diu diéu tr1 bang khang sinh. (Khuyén
cao mie dd manh)

- Khéng béi thude sat tring hozc khang khuén tai chd vao dng thong, nidu dao hodc
15 thong. (Khuyén cdo mirc dd manh)

- Khéng sit dung khang sinh dw phong dé ngan ngira nhiém khuén tiét nidu do éng
théng. (Khuyén cdo mirc do manh)

- Khong sir dung thuong quy khang sinh du phong dé ngin ngira nhiém khuén tiét
niéu trén 1am sang sau khi rat dng thong niéu dao. (Khuyén céo mirc dd yéu)

- Khéng sir dung thurong quy khéng sinh dir phong dé ngan ngira nhiém tring tiét
niéu trén 1dm sang sau khi mit éng thong niéu dao hodc & nhitng bénh nhan dit ng thong

\mgét quang. (Khuyén cao mirc 36 manh) /

16



* Dy phong khang sinh nham ngiin ngira nhiém khuan tiét niéu lién quan
ong thong tiéu

Mac du y van cho thiy mot s6 loi ich cua viéc dung khang sinh 1a 1am giam ty 18
nhiém khuan tiét niéu lién quan ong thong tiéu (CA- UTI), nhung du phong thudng quy
bang khang sinh tai cac co s¢'y té s& lam gia tang tong s6 luong khang sinh st dung.
Dong thoi mot s thir nghiém 1am sang ngau nhién c6 d6i chimg da nhan manh ring
chién lugc nay lién quan véi viéc gia ting ty 1¢é khang thudc.

Do d6, chuong trinh quan Iy st dung khang sinh hi¢n tai khong wu tién viéc su
dung khang sinh du phong thuong quy ké ca khi bénh nhan thay ong thdng tiéu hay dit
dng thdng ngat quang, ke ca khi c6 thé ngan ngira duoc nhidm khuan tiét niéu.

- Bénh nhén dit 4ng théng tiéu:

Mot phan tich tong quan cho thay viéc du phong bang khang sinh khi dat dng
théng tiéu lam giam ty 1 vi khuan niéu va cac dau hiéu nhiém khuan khac nhu sét, cay
khuan gram 4m trong nuéc tiéu, ... & bénh nhan phiu thuat da 1am réng bang quang
trong vong it nhat 24 gid sau khi mé.

- Bénh nhan théo 6ng thang ticu:

Cau hoi vé viéc sir dung khang sinh dy phong dé giam ty I¢ nhiém khuan tiét niéu
cé triéu chang & nguol I6n sau khi thao dng thdng tiéu da duoc nghién ctu trong nhiéu
thir nghiém 1am sang. Mot phan tich tong quan gdom 7 thir nghiém da cho thay loi ich
tong quat cua viéc sir dung khang sinh dy phong, tuy nhién két qua cia cac thir nghiém
khdng théng nhat vai nhau vi ¢6 5 thir nghiém cho thay viéc du phong khéng ¢ loi ich.
Mot thir nghiém 1am sang cho két qua khong c6 su khac nhau vé bién ¢ nhiém khuan
sau 4 tuan giira hai nhom du phong va khdng du phong khang sinh sau rat éng théng,
va ty 1¢ khang ciprofloxacin cua cac vi khuan phan lap dugc & nhém du phong cao hon.

- Bénh nhan dit 4ng thong ngat quéng

Mot thir nghiém 1am sang ngau nhién c6 ddi chiing cho thay ty 1& nhiém khuan
tiét niéu co tridu chiing can diéu tri bang khang sinh giam 48% & nhom c6 dy phong.
Tuy nhién, ty & d& khang khang sinh cua cac vi khuan phan lap duoc lai cao hon.

*Phéc do khang sinh diéu trj trong cac trudng hep nghi ngor nhiém khuan
tiét nigu lien quan ong thong tiéu

Nén cay mau nudc tiéu trudc khi st dung khang sinh diéu tri cac trudng hop nghi
ngd CA-UTI, do phai pha pho rong trén nhiéu vi khuan cé kha nang gay nhiém khuan,
va cd thé lam gia tang ty 1& d& khang khang sinh. Ciy mau nuéc tiéu tir dng thong vira
méi dat truéc khi khoi dau phac d6 khang sinh.

Theo nghién ctru toan cau vé nhidm khuan tiét niéu, vi khuan gdy CA-UTI tuong
ddng véi vi khuan gay cUTI n6i chung, do d6 bénh nhan bji CA-UTI ¢4 triéu ching nén
dugc diéu tri theo cac khuyén céo chung cho cUIT

Khuyén céo khoang thoi gian diéu tri CA-UTI la 7 ngay & bénh nhan c6 cai thién
triéu chuing, va 14 ngay & bénh nhan dép ung cham, ké ca khi bénh nhan dang hay da
rit ng thdng tiéu. Co thé can nhic phac dd levofloxacin 5 ngay & bénh nhan CA-UTI
khéng qué nang. Dit lidu dé dua ra khuyén cao cho céc fluoroquinolon khéc van chua
du. Véi ty 1& dé khang fluoroquinolon dang ting cao, cic khang sinh khac nén duoc lya
chon trong phac d6 kinh nghiém dua theo dit liéu vi sinh tai dia phuong.

Phéc d6 khéang sinh 3 ngay c6 thé can nhac o phu nit < 65 tudi khdng ¢ trigu
chang duong tiét niéu trén sau khi thao dng thong tiéu.
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3. Nhiém khuan h¢ théng dwong vao tir nhiém khuan tiét niéu (Urosepsis)

L~

. Tom tiit kkuyén cdo trong diéu tri nhiém khudn hé rké:ng dirong vao tir
nhiém khudn tiét ni¢u

- Céy mot miu nude tidu va hai miu mau trude khi bat dau diéu tri khang sinh.
(Khuyén cao muc d6 manh)

- Sir dung khang sinh tinh mach phd rong liéu cao trong vong mét gio du sau khi co
chén doan nhiém khuin hé théng. (Khuyén cao mirc 46 manh)

- Thay ddi phac d6 kinh nghiém khdi dau theo két qua khang sinh d6. (Khuyén cdo
mirc d6 manh)

- Quan ly ngudn vao bao gdm loai bo vt thé ngoai lai, théng vi tri tic nghén va choc
hat abces & duromg tiét nigu. (Khuyén cdo mic d6 manh)

\ - C6 dii cac bién phép hd tro su Séng. (Khuyén cao mirc d6 manh) /

Phéac d6 khang sinh kinh nghiém khai dau nén bao phu pho rong tat ca cac vi
khuan c6 kha nang gy bénh. Va sau d6 can thay doi phac do khang sinh dua trén két
qua ciia mau cdy. Liéu thuong 1a cao, va can phai diéu chinh theo chirc ning than néu
cd. Str dung khang sinh ngay trong gio dau sau khi ¢ chan doan 1am sang nhiém khuan
hé thong mot s6 phac dd goiy dugc trinh bay trong bang 3.

Tac nghén duong tiét niéu 12 mot trong nhirng ngudn gay nhiém khuan hé thong
thuong gap nhat. Giai toa vi tri tac nghén va choc hut abees, ciing nhu loai bo vat thé
ngoai lai nhu dng thdng tiéu hay soi la cac chién lugc kiém soat ngudn nhiém khuan
quan trong nhat va can thuc hién mot cach khan cap tuyét doi.

Bdng 3. Phdc dé khang sinh gei ¥ diéu tri nhiém khudn hé théng dwong vao
tie nhiém khudn tiét niéu

Khang sinh Liéu hang ngay Thoi gian diéu tri
Cefotaxim 29 x 3 lan/ngay
Ceftazidim 1-2g x 3 lan/ngay
Ceftriaxon 1-2g x 1 lan/ngay
Cefepim 29 x 2 lan/ngay

Piperacillin/tazobactam 4,59 x 3 lan/ngay

7-10 ngay

C6 thé kéo dai hon &
bénh nhan cham dap
ung lam sang

Ceftolozan/tazobactam 1,59 x 3 lan/ngay

Ceftazidim/avibactam 2,59 x 3 lan/ngay

Gentamicin 5 mg/kg x 1 lan/ngay

Amikacin

15 mg/kg x 1 lan/ngay

Ertapenem

1g x 1 lan/ngay

Imipenem/cilastatin

0,59/0,5g x 3 lan/ngay

Meropenem

1g x 3 lan/ngay

Bién sogn: DS. Lé Miph Héng - Khoa Duoc, Bénh vién TWOD 108
Hiéu dinh: DS. Nguyen Thi Hdi Yén (B) - Khoa Duoc, Bénh vién TWOD 108
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THONG BAO BAN HANH TAI LIEU CAP NHAT PHAC PO
BENH VIEN PA KHOA TRUNG TAM AN GIANG

Sau khi lay y kién, tong hop cac cap nhat phac do diéu tri cua cac khoa 1am

sang. Bénh vién Pa khoa Trung tim An Giang thong béo ban hanh quyén “Cap nhat
phac do diéu tri 2022” gdm 16 bai cap nhat nhu sau:

NGk WNE

9.

10.
11.
12.
13.
14.
15.
16.

Bénh phoi tic ngh&n man tinh giai doan on dinh

Suy than man

Suy tim

Tién dai thao dudng

Pai thao dudng tip 2

Khuyén cio theo ddi duong huyét mao mach

Diéu trj lao khang da thudc

Gay mau chuyén

Chan thuong v& bang quang

Soi tiét niéu

Gay duong vat

Ung thu tuyén tién liét

Ung thu té bao than

Hoi sirc sbc mat mau do chan thuong

Thong khi x&m nhap & bénh nhan chan thuong so ndo
Chan doan va diéu tri hoi sic chan thuong so ndo nang
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QUAN LY DU'QC PHAM

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

Can ct Cong vin sb 2121/SYT-NVD ngay 01/07/2022 cua So Y té tinh An Giang
vé viéc dinh chi lwu hanh va thu hdi trén dia ban tinh An Giang vién nén Neometin vi
pham mtrc do6 2;

Cian cir Cong vin s 384/QD-QLD ngay 08/07/2022 cua Cuc Quan 1y Duoc vé
viéc thu hoi gidy diang ky luu hanh thudc tai Viét Nam va thu hdi toan bo cac 16 thude
Zinnat Suspension;

Can ct Cong vin s 2293/SYT-NVD ngay 15/07/2022 cua So Y té tinh An Giang
vé Viéc dinh chi luu hanh va thu hoi trong tinh An Giang vién nén bao phim Capetero
500 va siro udng siro Nutrohadi F vi pham mirc do 2;

Can ct Cong van s6 3151/SYT-NVD ngay 03/10/2022 cua So Y té tinh An Giang
vé viéc thu hoi thude khong dat chat lwong dung dich udng Batiwell vi pham mic do 2;

Can ct Cong van s6 3308/SYT-NVD ngay 14/10/2022 cua So Y té tinh An Giang
vé viéc thu hoi thude khong dat chat lwong dung dich udng Batiwell vi pham mic do 2;

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

S6 ding ky, so

Pte., Ltd., dia chi: 23

STT Tén thudc Tén don vi san xuat 15 2 Ly do thu hdi
0, han dung
1 |Thuéc vien nén|Cong ty Genome | GBKLH:VN- | Mau thudc khong
Neometin Pharmaceutical (Pvt) 17936-14, dat tiéu chuan chat
(Metronidazol Ltd (Pakistan) san sSé 16: 074 lugng ve chi tiéu
500mg; Neomycin | xuat, Cong ty TNHH . Dinh luong
sulphat ~ 108,3mg; | Nacopharm Mién NSX_' 07/2020, Neomycin sulphat
Nystatin 22,73mg) Bac nhap khau. HD: 07/2022. (vi pham muc do
2).
2 | Thuéc Zinnat | Cong ty | GDKLH:VN- | Thuéc c6 02 16
Suspension GlaxoSmithKline 20513-17 thuoc bi thu hoi do

vi pham chit

Rochester Park, luong muc d6 2
Singapore 139234, theo cong vin sd
Singapore dang Kky. 3534/QLD-CL
Cong ty Glaxo ngay 09/05/2022
Operations UK cuaa Cuc Quan ly
Limited, dia chi: Duoc.

Harmire Road,

Barnard Castle,

Country  Durham,
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DL12 8DT, Ur]ited
Kingdom san xuat.
Vién nén bao phim | Cong ty Hetero Labs | GDKLH: VN2- | Vi pham mirc do 2
Capetero 500 | Limited (An D¢) san 305-14,
(Capecitabile xuat. Cong ty TNHH sé 16
500mg) phan phoi Lién hop | cAH221625B.
bong Duong nhap sé 16
khau. CAH221626B.

4 |Siro udng Siro|Cbéng ty c¢6 phan| GBKLH: VD-

Nutrohadi F Dugc Ha Tinh san 18684-13,
xuat. S 16: 030221
NSX: 240221,
HD: 230224.

5 |Dung dich ubng | Cong ty co phan 23 GPKLH: Mau thuoc khong
Batiwell (Bromhexin | thang 9 san xuat VD-31011-18 | dattiéu chuan chat
hydroclorid £z oo | lwong Vé chi tiéu
0,8mg/ml) S0 Igg;nzioat. Do dong déu thé

_ tich va B§ dong
NSX: déu ham luong (Vi
08/03/2021 | pham mute 6 2).
HD: 08/03/2024

6 |Dung dich ubng | Cong ty co phan 23 GPKLH: Mau thuéc khong
Batiwell (Bromhexin | thdng 9 san xuat VD-31011-18 | dattiéu chuan chat
hydroclorid £ Uiz onzp. | lwoONg VE chi tiéu
0,8mg/ml) S0 Igg;"zioat' Po dong déu thé

_ tich va Binh luong
NSX: (vi pham muc do
08/03/2021 2).
HD: 08/03/2024

_1I. THUOC NGHI NGO GIA MAO, THONG TIN CANH BAO THUTC
PHAM BAO VE SUC KHOE CO CHUA CHAT CO KHA NANG GAY HAI SUC
KHOE:

‘ Cin ctr Cong vin s6 2120/SYT-NVD ngay 01/07/2022 cia So' Y té tinh An Giang
vé viéc phat hién mau vién nén Ophazidon gia;

‘ Cin ctr Cong vin s6 2140/SYT-NVD ngay 05/07/2022 ciia So' Y té tinh An Giang
vé viéc phat hién mau vién nén Tetracyclin 250mg gia;

‘ Can cu Cong van sé 2221/SYT-NVD ngay 11/07/2022 ciia S¢' Y té tinh An Giang
vé viéc phat hién va thu hoi mau vién nén bao phim Cefuroxim 500mg gia;

‘ Cin ctr Cong vin s6 2454/SYT-NVD ngay 01/08/2022 ciia So' Y té tinh An Giang
vé viéc phat hién mau Salonpas gel gia;

‘ Can ctr Cong van sé 2602/SYT-NVD ngay 16/08/2022 ciia S¢' Y té tinh An Giang
vé viéc phat hién va thu hoi mau vién nén dai bao phim Cefuroxim 500 gia;

‘ Cin ctr Cong vin sb 2694/SYT-NVD ngay 23/08/2022 cua S¢' Y té tinh An Giang
vé viéc phat hien mau Ophazidon gia s6 16: 290621, 390721, 540921, 691121;

~ Cancir Cong van s 3083/SYT-NVD ngay 26/09/2022 ciia So' Y té tinh An Giang
v¢ Vviéc thu hoi thuoc Methylprednisolone;
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Pon vi TTT — DLS théng bao dén cac khoa/phong nhu sau:

STT Tén thuéc LGNGO GRS L £ Ly do thu hdi
xuat 16, han dung
1 |Thuéc vien nén|Cong ty Co phan | SDK: VD-26803- | Mau  vién  nén
Ophazidon Duoc pham Ha Noi 17, Ophazidon gia khong
san Xuat va dang | g§16: 480821, |dat tieu chuan chat
ky. NSX:17/08/2021 lugng vé chi tiéu dinh
N " | tinh, dinh luwong
HD: 17/08/2023 (Cafein) va  dinh
lugng (Paracetamol)
2 | Thuéc vien nén|Coéng ty TNHH | SPK:VD-30127- | Miu  vién  nén
Tetracyclin 250mg MTV Armepharco. 18, Tetracyclin ~ 250mg
S616: 092019, |9ia khong dat tiéu
. chuan chét luong vé
NSX..180919, cac chi tiéu Binh tinh,
HD: 180923 Pinh lugng (Khong
c6 hoat chat)
3 | Vién nén bao phim | Chi nhanh cong ty | SDK: VD-31978- | Phat hién va thu hoi
Cefuroxim 500mg co  phan  Duoc 19 02 16 thudc vién nén
pham Trung wong | g SX: 5241121 | bao phim Cefuroxim
Vidipha Binh NSX: 301121 500mg gia
Duong. '
HD: 301124
L6 SX: 3490621
NSX: 010621
HD: 010624
4 | Salonpas Gel Net |PT Hisamitsu | No.Reg: POM | Mau Salonpas Gel
Weight 50g Pharma Indonesia | QL. 031 700 081 | gia
Sidoarjo, Indonesia
5 |Vién nén dai bao|Cong ty co phan | SDK:VD-27836- | Mau Cefuroxim 500
phim Cefuroxim 500 | Dugc pham Cuu 17 gia
Long san xuat. L6 SX: 71240820
NSX: 240820
HD: 240823
6 | Miu Ophazidon Cong ty Co phan | SDK: VD-26803- | Mau  vién  nén
Dugc pham Ha Noi 17, Ophazidon gia khong
san xuat. S616: 290621, | dat tiéu chuan chat
N " | tinh, dinh luong
HQ. (28/06/2023. (Cafein) va dinh
S0 16: 390721, | luwong (Paracetamol)

NSX:15/07/2021,
HD: 15/06/2023.
S6 16: 540921,
NSX:29/09/2021,
HD: 20/09/2023.
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S6 16: 691121,
NSX:23/11/2021,
HD: 23/11/2023.

Nguyén
Methylprednisolone

liéu

Cong ty Zhejiang
Xianju
Pharmaceutical
Co., Ltd. san xuét
da duoc nhap khau
va sur dung tai Viét
Nam

Nguyén liéu
S6 16:
04.1064-191204
S6 16:
04.1064-220107

Thu hoi vé viéc san
Xuét cac 16 thudce tir
02 16 nguyén liéu
Methylprednisolone
ghi nhan s 16
04.1064-191204 va
$6 16: 04.1064-
220107 cua cac cong
ty: Cong ty CPDP
Trung wong I —
Pharbaco; Cong ty
CP US Pharma USA;
Cong ty CPDP
Quang Binh; Céng ty
CPDP Tipharco.
Nguyén li¢u
Methylprednisolone
do cac cong ty néu
trén san xuat khong
phai san pham cua
Cong ty Zhejiang
Xianju
Pharmaceutical Co.,
Ltd. san Xuat.

23




ADR

TONG KET CONG TAC BAO CAO ADR
TAI BENH VIEN PA KHOA TRUNG TAM AN GIANG
QUY 111 NAM 2022

Trong Quy Il nam 2022, Khoa Dugc Bénh vién DPKTT An Giang da giri vé trung
tam DI & ADR khu vyc phia Nam 14 truong hop nghi ngo thuoc xay ra phan uang co
hai cua thuoc.

Biéu dd 1: S6 lwong bao cao ADR Quy 111/2022 theo thang

6
. 4 4

Thang 7 Théang 8 Théang 9

1. Khoa lam sang bao céo:

4.5

4 4
4
3.5
3
2.5
2
2

1 1 1 1
1
B B B )
0
Nbi Thin kinh N6i THHH Noi tbnghop  Ngoai TH Dugc Cép ciru CTCH
m Sé bao céo

Biéu do0 2: S6 lwong béo céo cua cac khoa 1am sang trong Quy 111/2022
Trong Quy 111/2022, N6i Than kinh va Nai tiéu héa huyét hoc cuing ¢6 sé béo cdo
nhiéu nhat véi 04 ca nghi ngd xay ra phan ang c6 hai cua thudc (ctng chiém 28,6%);
Khoa Noi tong hop c6 02 bao cao (chiém 14,3%); cac khoa con lai ¢6 cing 01 bao céo
(chiém 7,1% mdi khoa).
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2. Nhém thudc nghi ngo xay ra ADR

Bang 1: Nhom thudc lién quan dén ADR

STT Nhém thude S6 lwong | Tilé %
1 | Khang sinh 8 57.1
2 | bién giai 3 21.4
3 | Khang viém 1 7.1
4 | Glucocorticoid 1 7.1
5 | Tan dugc khong 1o loai 1 7.1

Tong cong 14 100
3. Khang sinh nghi ngo xay ra ADR
Bang 2: Ti Ié cac hoat chat khang sinh xay ra ADR
STT Hoat chat S6 ca bao cao ADR
1 | Ceftriaxone 4
2 | Ciprofloxacin 3
3 | Cefuroxim 1
Tong cong 8
4. Mike d¢ nghiém trong caa phan wng
Bang 3: Mirc d§ nghiém trong cia phan trng
STT | Mirc do nghiém trong cia phan irng S6 lwong Tilé %

1 | Khdéng nghiém trong 9 64.3

2 | Nhap vién/kéo dai thoi gian nam vién 4 28.6

3 | PBe doatinh mang 1 7.1

Tong cong 14 100
5. Két qua sau Xir tri:
Bang 4: Ket qua sau xir tri

STT Két qua sau xir tri S6 lwong Tilé %
1 | Pang hoi phuc 8 57.1
2 | Hoi phuc khéng c6 di ching 5 35.7
3 | Chua héi phuc 1 7.1

Tong cong 14 100




6. Pdi twong béo céo:

Bang 5: Pdi tweng bao céo

STT Poi twong S6 lwong Tilé %
1 | biéu dudng 9 64.3
2 | Béacsi 4 28.6
3 | Duocsi 1 7.1

Téng cong 14 100
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