PIEM TIN CANH GIAC DUQC

Health Canada: Chuyén tramadol
thanh thudc gay nghién cd kiém soat

Tramadol 13 thudc giam dau
opioid tong hop da dwgc luu hanh trén thi
truong Canada tir 2005. Thude duge ké
don dé diéu tri cac con dau trung binh dén
ning vira phai. Ké tr 31/3/2022,
tramadol s& bj x6a khéi danh sach Thudc
ké don cua Canada va dua vao danh sach
thudc theo Pao luit Kiém soat Thube va
Hoat chat (CDSA) va Quy dinh Kiém
soat Chat gay nghién (NCR).

Vao ngay 31/3/2022, Co quan
Quan 1y Y té Canada d3 cong b trén to
Canada Gazette, Phan II, vé viéc bd sung
tramadol vao danh sach thudc dugc kiém
soat va thudc gay nghién trong Phuy luc I
ciia CDSA va NCR. Thay d6i nay c6 hiéu
luc tir 31/3/2022.

Quy dinh méi nhim ngin ngira
viéc st dung tramadol khong dung muc
dich va cac van dé lién quan twong tu,
dong thoi giup nhirng bénh nhan can
thudc dugc tiép can san pham.

Céc san pham tramadol dugc ban
va phan phdi sau ngay 31/3/2022 phai c6
nhan voi biéu tugng chit gdy nghién “N”.
Dé tao diéu kién thuén loi cho qua trinh
chuyén déi va tranh khan hiém thudc trén
thi truong, cac san phém duoc san xuit
va phan phdi trudc 31/3/2022 hodc cac
san phém con lai tai co s ban buon, nha
thudc duge tiép tuc luu hanh dén khi hét
san phém.

Nguon: https://www.canada.ca/en/health-canada-...
biém tin: CTV. Lé Thi Nguyét Minh,

CTV. Dinh Thi Thiy,
ThS.DS. Nguyén Thi Tuyén

Medsafe: Nguy co' viem mach lién
quan den cac che pham vildagliptin
(Galvus, Glavumet)

Medsafe vira nhin manh nguy co
viém mach c6 thé xay ra khi sit dung

vildagliptin. Muc dich dé thuc day viéc
bd sung thém cac bao cio va ting cudng
thong tin cho tin hiéu vé an toan thudc
trén.

Tin hiéu vé an toan nay da duogc
kich hoat sau khi trung tdm gidm sat cac
phan tng c6 hai (CARM) nhan duoc 1
béo céo (s6 ID CARM 138311) vé mot
bénh nhan nam 68 tudi xuét hién ban
mach mau sau khoang 10 ngay ké tir khi
bat dau diéu tri v6i 3 thude, trong d6 co
vildagliptin. Bénh nhan dugc xac dinh bi
viem mach mau qua  man
(leukocytoclastic vasculitis). Bénh nhan
duoc bao céo da hdi phuc.

Vildagliptin dugc chi dinh Ia
thudc bod sung vao ché do an va tap thé
duc nham cai thién duodng huyét o bénh
nhan dai thao duong typ 2.

Théng tin bo sung

Viém mach la thuat ngir rong vé
phan rmg viém xay ra tai mach mau. CO
nhiéu loai viém mach khac nhau, mirc do
nghiém trong khac nhau, dugc phan loai
dua trén kich thuéc mach mau bi ton
thuong.

Viém mach do thubc phan 16n anh
huong dén da va lién quan toi cdc mach
mau vura va nho. Triéu ching toan than
c6 thé di kém véi ton thuong da. Cac co
quan va mo khic ciing co thé bi anh
hudng, dic biét 1a trén phoi va than.

Hi¢n tai, phan Uung viém mach
chua dugc bo sung vao chuyén luan cia
thudc Glavus va Galvumet. Medsafe hién
cong bd thong tin gidm sat ndy nhim
khuyén khich nhan vién y té va bénh
nhan bdo cdo cac phan ung viém mach c6
lién quan dén viéc st dung vildagliptin.
Co quan sé tiép tuc theo ddi tin hiéu vé
an toan thudc nay va cap nhat 1oi khuyén
cho nhén vién y t& va bénh nhan khi can
thiet.


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

Dong thai quan ly
Medsafe dang dat tin hi¢u vé an
toan tiém tang ndy vao chuong trinh giam
sat thudc dé khuyén kich bao cao bo sung
cac truong hgp viém mach do
vildagliptin.
Nguon: https://medsafe.govt.nz/safety...

Diém tin: CTV. Dinh Thi Thiy,
ThS.DS. Nguyen Thi Tuyén

Health Canada: Domperidon va
nguy co roi loan nhip that nghiém
trong, kéo dai khoang QT va dot tir
do tim

Domperidon 14 thudc ké don dugc
Ivu hanh ¢ Canada tir nam 1985. Thudc
duoc chi dinh diéu tri triéu ching rdi loan
nhu dong duong tiéu hoa trén li€n quan
dén bénh viém da day man tinh hodc ban
cip va bénh liét da day do dai théo
duong. Thudc ciing dugc st dung dé
phong ngtra triéu chung trén duong ti€u
hoéa lién quan dén viéc sir dung cac thude
diéu tri Parkinson’s chu van dopamin.
Domperidon chua dugc cép phép st
dung dé kich thich tiét sita & Canada, tuy
nhién thubc duoc ké off-label dé kich
thich tiét sira & phu nit sau sinh.

Health Canada d3 thong tin vé cac
nguy co trén tim lién quan dén viéc st
dung domperidon cho nhan vién y té va
bénh nhan. Thong tin san pham lwu hanh
& Canada d3 duoc bo sung canh bao vé
bién ¢ co thé xay ra trén tim, bao gdbm
d6t tir do tim. Nhan san pham ciing duoc
cap nhat khuyén céo liéu dung téi da
hang ngay 1a 30 mg va chi y han ché si
dung ¢ bénh nhén c¢ tinh trang bénh 1y
lam ting nguy co bién ¢ trén tim, hodc
dang st dung thudc co thé twong tac voi
domperidon.

Vao nam 2021, Health Canada da
tién hanh danh gia nguy co réi loan nhip
that nghiém trong, kéo dai khoang QT va
dot tir do tim dé can nhac thong tin mai
ké tir khi dénh gia an toan trudce day duoc
hoan thanh vao nam 2014. Health
Canada di danh gia cac bao céo ca bién
c¢b bat loi trong co sé dit liéu canh giac

dugc. Co quan nay cling da phan tich
thong tin méi tr y vin, bao gdm dit liéu
tor mot thir nghiém cua Mang ludi cac
Nghién ctru Quan sat Tac dung cua
Thudc (CNODES). Nghién ctru da danh
gia nguy co r6i loan nhip thit nghiém
trong, kéo dai khoang QT va dot tir do
tim lién quan dén viéc st dung
domperidon off-labeldé kich thich tiét
stra & phu nir sau sinh. Health Canada da
tién hanh danh gia thong tin hién c6 va
két luan rang khong co nguy co an toan
méi trén tim, va théng tin an toan hién tai
ctia thudc 12 phu hop. Tuy nhién, do tinh
trang st dung thudc off-label ¢ phy nit
sau sinh, nhan vién y té can luu y:

— Théng tin 1am sang vé nguy co
trén tim, bao gom kéo dai khoang QT, rbi
loan nhip that nghiém trong, va dot tir do
tim déu dugc mo ta trong to Thong tin
san pham cua thudc.

- Liéu t6i da hang ngay duogc
khuyén cao ddi véi cac chi dinh dugc cip
phép la 30 mg.

— Nhan vién y té can bao céo tat ca
cacphan ung c6 hai nghi ngo lién quan
dén domperidon.

Nguon: https://www.canada.ca/en/...
biém tin: CTV. Lé Thi Nguyét Minh,
CTV. Pinh Thj Thuy,

ThS.DS. Nguyén Thi Tuyén

BMJ: Nguy co huyét khoi tinh mach
sau, thuyén tac phoi va xuat huyét
hau COVID-19

Nhim danh gia nguy co huyet
kh01 tinh mach sau, thuyén tic phoi va
xuat huyét hau COVID-19, mot nghién
ctru ghep cap da dugce thuc hién dya trén
dir liéu qudc gia ciia Thuy Dién. Nghién
ctru lya chon 1 057 174 nguoi duong tinh
véi  SARS-CoV-2 tu 01/02/2020 -
25/05/2021 tai Thuy Pién, dugc ghép cap
v6i nhom ching gém 4 076 342 ngudi
theo tudi, gidi tinh va noi cu tri.

Két qua nghién ciru cho thiy so
v6i nhém chimg, ty 16 méi méac caa nhoém
bénh cao hon dang ké sau 70 ngay héu
COVID-19 dbi véi bién cb huyét khoi
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tinh mach sau, 110 ngay d6i v6i bién ¢b
thuyén tic ph01 va 60 ngay dbi véi b1en
¢ xuit huyet RR méi mic cia bién cb
thuyén tac phdi 1an dau 14 36,17 (95% CI,
31,55 — 41,47) trong tudn dau hdu
COVID-19 va 46,40 (40,61 — 53,02)
trong tuan thtr 2. RR méi méc trong 1-30
ngay hau COVID-19 cta huyét khéi tinh
mach sau la 5,90 (5,12 — 6,80), cua
thuyén tac phoi 1a 31,59 (27,99 — 35,63)
va clia xuat huyét la 2,48 (2,30 — 2,68),
d3 hiéu chinh cac yéu t6 nhidu tiém an.
RR cao nhit trén bénh nhin mic
COVID-19 nghiém trong va trong dot
dich dau tién tai Thuy Pién, so véi dot
dich thtr hai va tht ba. Trong cung
khoang thoi gian, nguy co tuyét ddi trén
bénh nhan COVID-19 la 0,039% (401
truong hop) cta huyét khéi tinh mach
sau, 0,17% (1761 truong hop) ctia thuyén
tac phoi va 0,101% (1002 truong hop)
ctia xuét huyét.

Két lun

Két qua nghién ctru goi y COVID-
19 13 mot yéu t6 nguy co huyét kho1 tinh
mach séu, thuyén tac phoi va xuét huyét.
Nhirng két qua nay gip dinh hudng
chién lugc chan doan va dy phong huyét
khdi tinh mach hau COVID-19.

Nguon: Risks of deep vein thrombosis, .
Diém tin: CTV. Nguyen Ha Nh1
ThS.DS. Nguyén Thi Tuyén

WHO: Vic xin COVID-19 va cac
biéu hién mat thinh lyc, U tai

Khao sat gan day tir Trung tim
Giam sat Uppsala (UMC) da xac dinh cac
biéu hién mat thinh luyc (bao gdm ca cac
truong hop xuat hién dot ngot) va u tai
sau tiém chung COVID-19 14 d4u hiéu so
bd can duge danh gia thém. Tinh dén
ngay 22 thang 2 ndm 2021, co s¢ dir licu
toan cau VigiBase cia WHO d4 ghi nhan
164 béo céo ca don 1é mat thinh lyc va
367 bao céo ca don 1é U tai v&i vic-xin
COVID-19.

Céc ca bénh dén tir 10 quéc gia,
hau hét cac ca bénh khoéng c6 bénh mac
kém. Trung binh thoi diém bat dau khoi

phat cic dau hiéu trén sau tiém vic xin
COVID-19 Ia mdt ngay, dao dong tir O
dén 19 ngay. Dya trén céac tai lidu, co
quan khong xac dinh dugc cic nguyén
nhan khéac trén hau hét cac bénh nhan,
mic du trong mot sd trudng hop, bénh
mac kém c6 thé 1a nguyén nhan gop phan
gdy ra cac biéu hién mat thinh luc va u tai
nhu di Gmg, huyét ap cao, mat thinh luc
tlr trude hodc cac rdi loan lién quan dén
bénh ty mién. Cac triéu chimg co ban
thuong gap nhat 13 U tai, sau d6 14 nhuc
dau, chong mat va budn non. Nhiéu bénh
nhan da hoi phuc nhanh chong, trong khi
mot sé bénh nhan can didu tri bang
steroid. Mot co ché hoat dong hop 1y lién
quan dén day than kinh dc tai da duoc goi
y dé giai thich cho hién twong nay.

Nhan vién y té va nhiing nguoi
dugc tiém ching can duge biét vé moi
lién quan c6 kha ning nay dé theo ddi cac
tri¢u ching va tim dén sy cham soc thich
hop. Hién nay, cac dit liéu cung cap bang
chtng vé mdi lién quan nay con han ché
va can duogc theo doi thém.

Nguon: https://www.who.int/publica...
biém tin: CTV. Hoang Hai Linh,

CTV. Vuong Thi Huong,
Ths.Ds.Nguyén Thi Tuyén

WHO: Tocilizumab (TCZ) va nguy
co thing da day

Tocilizumab (TCZ) la khang thé
don dong, hoat dong nhu mot chat d6i
khang thu thé interleukin-6 (IL-6). IL-6
thudc nhém hoat chat sinh hoc quan
trong trong cach mang hoa li€u phap
khéng viém cua bénh viém khép dang
thap (RA). Tuy nhién, cac thudc wc ché
IL-6 dugc bao céo c6 lién quan dén ting
nguy co thung dudong ti€u hoa (GI), chu
yéu l1a duong rudt. Thing da day lién
quan dén TCZ duoc xac dinh 13 d4u hiéu
tiém tang trong mot khao sat sang loc
VigiBase - co s¢ dit liéu toan ciu cua
WHO vé cac trudng hop bao céo phan
ung c6 hai don 1é.

Tinh dén thang 3/2020, ghi nhan
20 bénh nhéan (so voi dy kién 1a 3) tir 9
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qudc gia co bdo cao tinh trang thung da
day lién quan dén TCZ 1a loai thubc nghi
ngd theo VigiBase. Cac truong hop nay
xay ra voi thoi gian khoi phét tir 0,5 dén
36 thang (trung binh 5 thang); 17/20
truong hop (85%) dugc xem 1a nghiém
trong, 1 truong hop tor vong. Chi dinh
(dugc biét & 18 bénh nhan) sir dung TCZ
dé diéu tri viém khép dang thip & 16
bénh nhan va viém khép thai duwong ham
va/hoic viém khop té bao khong 16
(GCA) ¢ 2 bénh nhan. 7 bénh nhan khong
& két qua, 11 bénh nhan da hoi phuc
hoic dang hdi phuc (trong d6 c6 4 truong
hop dugc bao cao thuc hién phﬁu thuat)
va 2 truong hop khong hoi phuc (bao
gdm ca truong hop tir vong). Céc yéu to
nguy co da biét d6i v6i thung da day co
& 10 bénh nhan, bao gdm bénh mac kém
hodc tién st rdi loan tiéu hoa, hit thude
14 va diéu tri dong thoi voi methotrexat
(MTX), rituximab, steroid, NSAID hoac
sit dung két hop. Ty 1& bénh nhan co
trong luong co thé 16n nhiéu hon so véi
bénh nhan trong lugng co thé nho.

Xem xét muc d§ nghi€ém trong cua
phan tng nay, nén khuyén cio viéc theo
ddi chat ché bénh nhéan khi diéu tri bang
TCZ, dic biét 13 cac bénh nhan co yéu to
nguy co thung duong tiéu hoa ciing nhu
nguoi co trong luong co thé 16n, vi heu
dung thubc dugc xac dinh bang tong

trong lwong co thé ciia bénh nhan.
Ngudn: WHO Pharmaceuticals NEWSLETTER
Diém tin: CTV. H) Thi Thanh Mai,
CTV Vi Ha Vy,
ThS.DS. Nguyén Thi Tuyén

HSA: Amoxicillin va nguy co viém
mang nao vo khuan

Amoxicillin la khang sinh beta-
lactam pho hep duoc cip phép luu hanh
tai Singapore tir nim 1998 dé diéu trj cac
bénh nhiém khuan thuong gip nhu nhiém
khuan ho hép, nhiém khuédn sinh duc,
nhiém khuin da va mé mém. Hoat chat
hién c6 dang don thanh phﬁn hodc két
hop véi clavulanat - chit e ché beta-
lactamase.

Viém mang nio vo khuan

Viém mang ndo v6 khuén 1 tinh
trang mang ndo va tuy song bi viém
khong do nhiém khuan. Cac loai thudc
nhu thudc chdng viém khoéng steroid
(NSAID), globulin mién dich duong tinh
mach va khang sinh, bao gom
amoxicillin, da dugc xac dinh 1a nguyén
nhin tiém tang cua viém mang ndo vo
khuan. Cac nguyén nhan khic bao gdm
ung thu, bénh tu mién hodc cac bénh tu
mién hé théng (nhu lupus ban do hé
thong, viém khép dang thap) va cac
nguyén nhan khac do diéu tri gy ra nhu
bién chung choc 6ng cot sdng thit lung
hodc phan tng c6 hai cia thube tiém tay
song. Co ché bénh sinh cta viém mang
ndo vo khuan do thudc van chua duoc
biét rd, nhung dé xuat co6 thé do phan tng
qua man muon.

Viém mang ndo vé khuan do
amoxicillin

C6 rat it truong hop viém mang
ndo vo khuan duogc cong bd trong y vin
lién quan dén viéc sir dung cac ché pham
chtra amoxicillin. Bénh nhan thuong xuét
hién s6t va dau dau tién trién trong vai
gid dén 7 ngiy sau khi st dung
amoxicillin. Ching s¢ anh sang, cing
gay, li bi, dau co va cam giac khé chiu
cling xdy ra vdi mot s6 bénh nhan. Pang
cha y, hau hét cac truong hop déu hoi
phuc tich cyc, sau 2 dén 3 dot viem mang
ndo vo khuan do amoxicillin. Cac phat
hién trong dich ndo tay (CSF) dién hinh
bao gom téng bach cau (té bao lympho
hodc bach cau trung tinh), trong mot so
truong hop di kém véi tang protein va
néng do glucose thudng binh thudng
(khac vo1 trong viém mang ndo do vi
khuan véi nong d6 glucose CSF thap).
Nubi cdy CSF ludn am tinh.

Viéc chin doan viém mang nio vo
khuan do amoxicillin thuong dwa trén
mdi lién quan vé thoi gian giita viéc uéng
thudc va khai phat triéu chung, ting bach
cau CSF, xét nghiém vi sinh m tinh va
cac tri¢u chung c6 kha nang cai thién
nhanh, thuong trong vai ngay sau khi
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ngimg thudc. Vi ddy 1a mot chan doan
loai trir, khai thac tién st dung thude k§
ludng c6 thé giup hd trg chan doan viém
mang nio v6 khuan lién quan dén
amoxicillin sau khi da loai trir nguyén
nhan viém mang nio v6 khuan lién quan
dén nhiém tring va bénh Iy khac (cha yéu
1a ung thu va bénh ty mién).

DPanh gia cua Co quan Quan ly
Y té Canada

Vao nam 2021, Health Canada da
xem xét nguy co tiém tang ciia bénh viém
mang ndo vo khuan trén nhitng bénh
nhan dugc diéu tri bang cac ché pham co
chtra amoxicillin va két ludn rang c6 thé
c6 moi lién quan giita bénh va thube. Cac
danh gia thuc hién trén cac bénh nhan
viém mang ndo vo khuan lién quan dén
viéc sit dung amoxicillin tai Canada va
cac nude khac, dong thoi nghién ctru cac
truong hop tai quoc gia khac dugc bao
cé0 cho Co s¢ dir liéu vé phan tng co hai
ciia To chirc Y té Thé gigi (WHO), cho
thay mdi lién hé giita nguy co viém mang
nio vo6 khuan va viéc sa dung
amoxicillin.

Ghi nhan tai Singapore

Cho dén nay, HSA da nhan duoc
mot bao cao vé bénh viém mang ndo vo
khuan c6 thé lién quan dén viée sir dung
amoxicillin/acid clavulanic.

Hién tai, viém mang nao vo khuén
1a mot bién cb bat loi dd dugc ghi trén
nhan (PI) cia mot s6 ché pham c6 chua
amoxicillin. HSA dang lam viéc voi co
quan ding ky thubc cta cic ché phim
con lai dé dam bao thong tin an toan trén
duogc liét ké trong PI cua tat ca cac ché
pham c6 chira amoxicillin tai Singapore.

Khuyén cdo ciia HSA

Viém mang ndo vo6 khuan lién
quan dén amoxicillin 13 mot AE rat hiém
gap nhung c6 thé hoi phuc, ¢ thé dugc
xur tri bang cach ngimg thubc. Do do,
viéc nhanh chong phat hién AE nay c6
thé gitip khong phai tién hanh quy trinh
chan do4n xam lan va diéu tri kéo dali,
cling nhu kha ning xuat hién cac dot tai
phat lién quan dén viéc st dung

amoxicillin tiép theo. Nhan vién y té can
can nhic kha ning xay ra AE nay & bénh
nhan dugc ké don cac ché pham chira
amoxicillin xuit hién viém mang néo vo
khuan sau khi loai trir cac nguyén nhan
do nhiém khuén hogc bénh 1y khac.
Nguon: https://www.hsa.gov.sg/announcements...

Diém tin: CTV. Dinh Thi Thiy,
ThS.DS. Nguyen Thi Tuyén

ISMP: Tranh nham lan “Ibuprofen
dang giot cho tré nhii nhi” va
“Ibuprofen cho tré em”

Ibuprofen 1a thudc khong ké don
(OTC) ma cha me c6 thé cho tré ding dé
giam dau nhe hoac ha sot. Thude co dang
vién nhai (mdi vién 100 mg) va dang hon
dich ubng (chit long) cho tré em. Tuy
nhién, cha me c6 thé khong dé y rang hon
dich uéng c6 hai nong do khac nhau.
Ibuprofen cho tré nhii nhi chira 50
mg/1,25 mL (40 mg mdi mL) va thuong
duoc goi 1a “infant drops” su dung cho
tré tir 6 dén 23 thang tudi, nang tir 5,5 dén
10,5 kg. Do tré nhii nhi ¢6 thé khong nut
duoc mot luwgng 16n thube, nén ibuprofen
cho tré nhii nhicé nong d6 cao hon
ibuprofen cho tré em.

Ibuprofen cho tré em c6 ham
lugng 100 mg/5 mL (20 mg mdi mL), sir
dung cho tré tir 2 dén 11 tudi va ning tir
10,9 dén 43,1 kg. Cho tré dung ibuprofen
ctia tré nhii nhi c6 ndng do cao hon o thé
gdy ra qua liéu. Néu cha me cho tré nhii
nhi ding ibuprofen cia tré em c6 nong do
thap hon, tré nhii nhi c6 thé khong s
dung du thudc dé dat hiéu qua diéu tri.
Néu dung qua lidu ibuprofen, tr¢ nha
nhi ¢6 thé c6 déu hi¢u budn ngu va quiy
khoc, hoac kho tho néu qua liéu nghiém
trong. Tré em ubng thude qué lidu co the
budn nédn, ndn, tiéu chay, nhirc dau, xut
huyét da day va ton thuong than.

Sw nhim lin xiy ra nhw thé
nao?

Hau hét cic cira hang va hiéu
thudc thuong ban ca hai loai ibuprofen
cho tré nhil nhi va tré em v6i nong do
khac nhau. Céc nhan hdp va chai lg cua
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hai nong do nay d6i khi tréng gidng nhau,
khién cha me kho phan bi¢t. Vi vay, cha
me c6 thé mua nham ndng d6 ibuprofen
hon dich.

Ngoai ra, sy nham 1an c6 thé xay
ra lién quan dén cic huéng din ma cha
me nhan duge khi con ho xuét vién. Néu
bac si mudn cha me cho con dung
ibuprofen ¢ nha, ho thuong ké liéu luong
chinh x4c tinh bang miligam (mg).
Nhung thudc dang long duoc ké cho tré
c6 don vi mililit (mL). Vi vy, trong
huong dan sir dung thuéc ¢ nha, mot s6
hé thong may tinh cia bénh vién s€ tu
dong chuyén doi liéu mg thanh lugng mL
dé gitip cha me do luong chinh xac ting
heu Diéu nay c6 thé gdy ra nham 13n néu
nong do ibuprofen ma cha me mua hodc
¢6 & nha khac véi nong d6 ma hé thong
may tinh cua bénh vién st dung dé
chuyén doi liéu lugng.

Vi du vé sy nham l4n

Mot bénh vién da bao cao vé mot
truong hop gan day lién quan den em bé
13 thang tudi xuat vién tir khoa cép ctu.
Me ctia bé lo ling vi dd quen véi viée cho
con udng it hon 2 mL ibuprofen. Ngudi
me ¢ mot lo thude cho tré nhil nhi véi
nong do cao hon & nha (50 mg/1,25 mL).
Ba me thuong cho con uéng 1,85 mL
ibuprofen danh cho tré nhii nhi, theo
huéng dan trén nhin cho dira con ning
8,6 kg. Tuy nhién, hudng dan khi xuét
vién ghi tré can ubng 4,3 mL ibuprofen
mdi 1an. Nguoi me di goi dién dén bénh
vién dé thic méc vé lidu dung. Khi tim
hiéu, bac si di ké 86 mg ibuprofen mdi 6
gio khi can thiét. Nhung may tinh da
chuyén d6i 86 mg thanh 4,3 mL
ibuprofen danh cho tré em véi nong do
thip hon (100 mg/5 mL). Sau do, y ta
bénh vién di giai thich cho ngudi me biét
luong ibuprofen phti hop mdi 1an sau khi
xéac dinh ham luong cta ché pham dang
co tai nha.

Trong mot truong hop khac, bac si
ke ibuprofen 70 mg moi 6 gi¢' cho mot
embe 11 thang tudi sap xuét vién. ‘Huong
dan khi xuit vién 1a cho tré udng 3,5

ml/lidu. Mot 1an nira, may tinh da sir
dung ibuprofen danh cho tré em véi
nong do it ddm ddc hon (100 mg/5 mL)
dé xic dinh lwong dung cho mdi
lidu. Nhung khong may me ctua em be da
mua nham thuoc dang giot danh cho tré
nhil nhi véi ndng d6 cao hon (50 mg/1,25
mL) va cho bé udng 3,5 mL/liéu. Do do,
thay vi lidu 70 mg, em bé di dugc cho
dung 140 mg/liéu. May mén 13 dira tré
khong gip bién ¢ bat loi.

Day la nhirng gi cha me tré co
thé 1am: Dé x4c dinh liéu an toan cho tré,
ban can biét can nang cuia con va néng do
thude ibuprofen. T6t nhét, chi nén c6 mot
néng do thudc ibuprofen, twong tu
paracetamol. Nham giam nguy co ciing
nhu phan Ung c6 hai nghiém trong khi
ding qua lidu ibuprofen, ban hdy thuc
hién cac budc sau:

— Khi néi chuyén véi bac si, hay
cho ho biét can ning cua tré va ndong do
ibuprofen ban dang c6 hoidc s& mua. Pé
1d rang hon, hdy goi ibuprofen véi nong
d6 cao hon (50 mg/1,25 mL) 1a “thudc
dang giot cho tré nhii nhi”, con dang co
néng do thiap hon (100 mg/5 mL) la
“ibuprofen cho tré¢ em”.

— Trudéc khi ban roi bénh vién
hodc noi cung cap dich vu y té, hiy chéc
chan rang ban da hleu lidu luong (mg) va
thé tich (mL) cho mdi liéu dya trén nong
dd ban s€ su dung.

— Luon doc va lam theo hudng dan
trén nhan ibuprofen cua loai thudc cu thé
ma ban dang st dung.

— Pong can than ting liéu bang
cach st dung coc dinh lwong hodc xy
lanh uéng di kém véi thude; khdng bao
gid sir dung thia dong, mudng canh, hoiic
mudng ca phé gia dung.

— Poc lai huong dan trudc khi
dung thudc. Khi tré 16n hon, thi liéu cta
thudc cho tré ciing thay d6i theo thoi
gian.

— Khéng bao gio dung nhiéu hon
bdn liéu trong mot ngay. Ghi lai thoi gian
mdi liéu duoc dung va doi 6 gio trude khi
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dung liéu tiép theo. Viéc dung mot lidu
khac qué som co thé dan dén cac tac dung
phu nghiém trong.

— Khong cho tré dudi 6 thang tudi
str dung ibuprofen, trir khi c6 chi dinh cia
bac si.

— Neéu tré da st dung thudc nhicéu
hon li€u khuyén cao, hay lién hé véi
trung tdm chong doc dia phuong. Cung
cap thong tin v€ tudi, can nang, gidi tinh
cua con ban, luong ibuprofen da dugc
dung va thoi diém st dung li€u cudi
cung. Néu ban khong thé goi dién, hay
dén phong cap clru gan nhat ngay lap
tic. Bung doi cho dén khi cac triéu
chirng bat dau, vi triéu ching ctia mdt s
tré s€ khong biéu hi¢n ngay.

Ngudn: Don’t mix up concentrated “ibuprofen
infant drops” with “children’s ibuprofen”...

biém tin: CTV. Kim Thi Khanh Huyén,

CTV. bang Thuy Tién,

CTV. Nguyén Ha Nhi

Phu trach chuyén muc: ThS.DS. Nguyén Thi Tuyén

Medsafe: Bénh co tim Takotsubo
lién quan dén Triptan

Noi dung chinh

— Bénh co tim Takotsubo la tinh
trang ddo nguoc cAu tric co tim, dic
trung boi 16i loan chirc nang tam thu tam
thoi va phinh dan dinh tim cta thét trai.

— Cang thang vé cam xac va thé
chét 14 tic nhan duoc biét dén nhiéu nhét
cua bénh co tim Takotsubo. Tuy nhién,
tinh trang nay cling da dugc bao cdo cod
lién quan dén viéc str dung triptan.

— Bit dau diéu trj hd tro tai vién
néu nghi ngd mac bénh co tim Takotsubo
lién quan dén triptan.

Trung tdm theo doi phan ung co
hai New Zealand (CARM) da nhan duogc
1 bdo cdo bénh nhan mic bénh co tim
Takotsubo lién quan dén rizatriptan.

Bénh co tim Takotsubo
(Takotsubo cardiomyopathy — TCM)

'TCM la trinh trang ddo ngugc cap
tinh cAu tric cua that trai, réi loan chuc
ning tam thu khong lién quan dén tic
nghén mach vanh. TCM con duogc goi 1a
bénh co tim stress, hoi ching tim tan vJ,

bénh co tim do cing thang hay hoi ching
phinh dan dinh tim (apical ballooning
syndrome). TCM Kkhéi phat dot ngot va
khong thé ludng truwde. Dau hidu va tridu
ching ctia TCM gidng nhu nhdi méau co
tim cap tinh.

TCM 1a mét tinh trang hiém gip
1an dau tién duogc xac nhan vao nam 1990
tai Nhat Ban va thuong phd bién hon &
phu nit va nguoi cao tudi. Bién cb gay
cing thang vé mat cam xuc hodc thé chat
c6 thé gay ra TCM. C6 bao cdo vé cac
truong hop hoi chimg cai thude va sir
dung mot s6 thude.

MOt sb bao céo trén thé gid1 co su
lién quan gitta viéc st dung triptan véi
TCM. Hau hét cac bao cio nay déu &
nhirng bénh nhan dung sumatriptan.

Co ché

Co ché chinh xac ciia TCM chua
duoc hiéu déy du. P& xuit co sy tham
gia cua trinh trang ngd doc tim do
catecholamin  (catecholamine-induced
cardiotoxicity) va réi loan chirc ning vi
mach.

Pau nira dau cap tinh c6 the gay ra
su thay doi  dot ngot nong do
catecholamin va cac thudc triptan dugc
stt dung dé diéu tri chung dau nira dau
gdy ra co mach. Két hop cua cac anh
huong trén c6 thé gdy ra TCM voi ty 18
hiém.

Biéu hién trén ldm sang, chan
doan va theo d6i

Biéu hién cua bénh nhan mac
TCM giéng v6i hoi chimg vanh cap.
Triéu ching xuét hién pho bién nhat 1a
dau nguc cap tinh vi tri dudi xuong v,
nhung mat s6 bénh nhan c6 thé xuét hién
kho thé hodc ngit. Thudng yéu cau lam
dién tam dd, xét nghiém néng do
troponin tim, chup dong mach vanh va
danh gia chic ning tam thu cua that trai
dé chan doan bénh nhan TCM.

Bénh nhan TCM c¢6 tién lugng tot.
Thong thuong, bénh nhan sdng sot sau
dot TCM cip phuc héi chic nang tam thu
ctia that trai trong vong 1-4 tuan.


https://consumermedsafety.org/medication-safety-articles/item/890-don-t-mix-up-concentrated-ibuprofen-infant-drops-with-children-s-ibuprofen
https://consumermedsafety.org/medication-safety-articles/item/890-don-t-mix-up-concentrated-ibuprofen-infant-drops-with-children-s-ibuprofen

Diéu tri duy tri va giai quyét van
dé cing thang vé cam xuc hodc thé chit
thudng giai quyét nhanh chéng cac tridu
chirng trén. Tuy nhién, mot s6 bénh nhan
c6 thé phat trién cac bién ching cap tinh
nhu shock va suy tim cip, yéu cau phai
diéu tri chuyén sau.

Do thiéu dir liéu thir nghiém 1am
sang, chua c6 ché do dung thude tdi vu
rd rang hodc thoi gian diéu tri cho bénh
nhan TCM. Khi 6n dinh huyet dong,
bénh nhan dugc diéu tri bang thudc
thuong quy cho suy tim dén khi chuc
nang tdm thu dugc hoi phuc.

Bao cao tai New Zealand

CARM méi chi nhan dugc mot
bdo cao truong hop cia TCM (t61 31
thang 12 nam 2021). Sau mot lidu
rizatriptan, bénh nhan xuét hién cam giac
nang né lan toa tai nguc. Dir liéu tai New
Zealand véi rizatriptan va sumatriptan
khong liét ké TCM 14 1 bién cb bat loi.
Tuy nhién, di c6 bao cdo vé bénh mach
vanh nghiém trong lién quan dén céc
thudc triptan.

Ngudn: https://medsafe.govt.nz/profs/...
Diém tin: CTV. Dinh Thi Thiy,
ThS. DS. Nguyén Thi Tuyén

Health Canada: Pfizer Canada
ULC dang thu hdi tat ca cac 16 thuoc
Accupril (quinapril hydrochlorid)
do chwa tap chat nitrosamin (N-
nitroso-quinapril)

Ngay 21/04/2022, Health Canada
thong bao Pfizer Canada ULC dang thu
hoi tat ca cac 16 thude Accupril (quinapril
hydrochlorid) ham lugng 10 mg, 20 mg
va 40 mg do chira tap chat nitrosamin (N-
nitroso-quinapril) cao hon ngudng cho
phép. Accupril, tvong tu thude trudec do
c6 tén 1a Accuretic, 13 thude diéu tri ting
huyét ap. Trudc d6 vao ngay 03/03/2022,
Pfizer di thu hoi thude Accuretic
(quinapril hydrochlorid va
hydrochlorothiazid) ham luong
10/12,5mg; 20/12,5mg va 20/25 mg do
chia tap chat nitrosamin (N-nitroso-
quinapril) cao hon ngudng cho phép.

Accuretic 13 thudc ké don duoc sir dung
diéu trj tang huyét ap. Pay 1a thudc phdi
hop hai hoat chét quinapril hydrochlorid
va hydrochlorothiazid, déu c6 kha ning
giam huyét ap.

Viéc phoi nhiém dai han véi N-
nitroso-quinapril & mrc cao hon ngudng
cho phép c6 thé lam ting nguy co ung
thu. Con ngudi tiép xuc véi nitrosamin
ham luong thap trong nhiéu loai thuc
pham (nhu thit hun khoi va thit mudn, cac
san pham tir sita va rau), nudc udng va
khong khi 6 nhiém. Tap chit ndy s&
khong gay hai khi phoi nhiém & mirc
hoac dudi mirc chép nhan dugc. Mot
bénh nhan st dung thudc chua tap chét
nay & mirc bang hodc thap hon gigi han
cho phép mdi ngdy trong 70 nim s&
khong ting nguy co mac ung thu.

Tuong ty cac dot thu hoi lién quan
dén tap chat nitrosamin trudc day, Health
Canada khuyén cdo bénh nhan sir dung
thudc nay tam thoi khong xuat hién rui ro
ngay Vi nguy co ung thu tiém tang xuét
hién khi bénh nhan tiép xuc 1au dai (phoi
nhiém hang ngay trong 70 nim) véi tap
chét nitrosamin ham luong vuot ngudng
chap nhan dugc. Nguy co nay khong xay
ra v6i bénh nhan str dung thudc trong thoi
gian ngan.

Health Canada dang theo doi qua
trinh thu hdi thudc va bién phap phong
ngira, khic phuc can thiét cua cong ty.
Néu can thu hoi bo sung, Health Canada
s€ cap nhat cho nguoi dan.

Khuyén cio danh cho ngudi bénh

— Tiép tuc st dung thudc theo don
ctia bac si. Néu khong diéu tri, ting huyét
ap c6 thé gay nguy co anh hudng dén strc
khoe 16n hon viée ¢6 thé phoi nhiém véi
nitrosamin trong thude.

— Lién hé v&i bac si diéu tri dé trao
doi vé céc lya chon diéu tri khac. Hién
tai, cac thudc diéu tri ting huyét ap khac
déu san co.

— Néu c6 thic mic vé viée thu hdi,
hay lién hé véi nha cung cap dé duogc giai
dap.


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

— Bdo cdo phan Ung c6 hai hodc
kién nghi lién quan dén san pham dén Co
quan quan ly.

Nguén: https:/recalls-rappels.canada.ca/en/...
Diém tin: DS. Nguyén Thi Tuyén

EMA: Danh sach cac thudc thiét
yéu trong dw phong va diéu tri
COVID-19

Ngay 07/06/2022, Nhom Chi dao
Thiéu hut Dugc pham (MSSG) cia EMA
d3 thong qua danh sach cac thudc thiét
yéu trong tinh trang khan cép vé sirc khoe
cong dong d6i véi COVID-19. Cac thude
trong danh sach dugc cap phép st dung
cho COVID-19, nhu cdu ciing nhu viéc
cung cap céc loai thudc nay s& dugc giam
sat chit ché dé xac dinh va quan ly nguy
co thiéu hut hodc tinh trang thiéu hut thuc
té.

Trong bdi canh dich bénh hién tai,
danh sach dugc cong bd bao gom tat ca
cac loai vic xin va phuong phap diéu tri
da dugc phé duyét & Lién minh Chau Au
(EU) dé phong chéng hodc diéu tri
COVID-19. Danh séch ciing s€ cap nhat
nhiing thay doi trong tinh hinh dich bénh
c6 thé 1am ting nguy co thiéu hut mot sd
loai thubc hoic ‘cap nhat cac loai thude
moi da dugce cap phép. Danh sach nay
khong thay thé hudng dan qudc gia vé
tiém chung va quan ly 1am sang COVID-
19.

Danh sdch cac vac xin dwoc cdp

phép
1.  Comirnaty ’
2. Jcovden (tén cli la vac xin

COVID-19 Janssen)
3. Nuvaxovid

4.  Spikevax (tén cii 13 vic xin
COVID-19 Moderna) ,
5. Vaxzevria (tén cii 1a vac xin

COVID-19 AstraZeneca)

Danh sach céc thudc dugc cip phép
1.  Ché pham chira dexamethason
2. Evusheld
(Tixagevimab/Cilgavimab)
3. Kineret (Anakinra)
4. Paxlovid (PF-073213323/
Ritonavir)
5.  Regkirona (Regdanvimab)
6. RoActemra (Tocilizumab)
7.  Ronapreve
(Casirivimab/Imdevimab)
8. Veklury (Remdesivir)
9. Xevudy (Sotrovimab)

Thong tin chi tiét hon vé danh
sach xem tai
https://www.ema.europa.eu/en/documen
ts/other/list-critical-medicines-covid-19-
public-health-emergency-phe-under-

regulation-eu-2022/123 en.pdf
Diém tin: CTV. Nguyén Thi Thu Hing,
CTV. Lé Thi Nguyét Minh
Phu trach: ThS.DS. Nguyén Thi Tuyén


https://recalls-rappels.canada.ca/en/
https://www.ema.europa.eu/en/documents/other/list-critical-medicines-covid-19-public-health-emergency-phe-under-regulation-eu-2022/123_en.pdf
https://www.ema.europa.eu/en/documents/other/list-critical-medicines-covid-19-public-health-emergency-phe-under-regulation-eu-2022/123_en.pdf
https://www.ema.europa.eu/en/documents/other/list-critical-medicines-covid-19-public-health-emergency-phe-under-regulation-eu-2022/123_en.pdf
https://www.ema.europa.eu/en/documents/other/list-critical-medicines-covid-19-public-health-emergency-phe-under-regulation-eu-2022/123_en.pdf

PIEU TRI

IMIPENEM-CILASTATIN: MQT SO PIEM CAN LUU Y TRONG DIEU
TRINHIEM KHUAN NANG

Imipenem/cilastatin 1a mot trong
nhitng lya chon quan trong trong diéu tri
cac truong hop nhiém trung ning cé nguy
co nhiém khuan da khang. Viéc t6i uu hoa
ché @6 liéu theo duoc dong hoc-duoc luc
hoc v&i ché d6 truyén kéo dai 3 gio c6 thé
nang cao hiéu lyc diét khuan nho tbi wu
%fT > MIC. Trong qua trinh diéu tri, theo
ddi dap ung va xubng thang dung luc mang
lai 1o ich ca vé hiéu qua-kinh té dong thoi
giam nguy co bién ¢ bat loi do thudc, nhét
la doc tinh trén than kinh cta imipenem-
cilastatin.

1. Mé dau

Imipenem 1a khang sinh cau trac b-
lactam co phé tac dung rong, duoc chi dinh
trong cac truong hop nhiém khuan ning
diéu tri tai bénh vién, da kém dap tng véi
cac khang sinh khac va/hodc cé nguy co
nhiém vi sinh vat da khang thudc.
Imipenem dugc quan ly sir dung tai Bénh
vién Truong Dai hoc Y Duoc Can Tho
theo quy dinh ctia nhom khang sinh uu tién
quan 1y theo quyét dinh 5631/QD-BYT.
Imipenem c6 tac dung diét khuan
v6i cac vi khuan gram Am: céc
chung Enterobacteriace nhu Escherichia
coli, Klebsiella spp., Proteus, Pseudomon
as aeruginosa,
Samonella, Shigella, Haemophilus
influenza, Nesseria spp., Acinetobacter
spp... Imipenem va céc carbapenem khac
n6i chung hién 1a ciru canh cho nhiing
truong hop nhiém khuan do vi khudn sinh
beta-lactamase phd rong nhu ESBL,
AmpC, thdm chi phdi hop diéu tri trong
truong hop mot sé ching sinh
carbapenemase. Thudc cung c6 tac dung
trén cac cau khuan gram duong, cac vi

khuan ky khi. Tuy nhién imipenem bj
khang tu nhién boi cac
chung Stenotromonas maltophilia.

Do kha ning phan bd rong,
imipenem-cilastatin c6 thé dugc chi dinh
trong nhiéu loai nhiém tring khac nhau,
nhung chi nén lya chon néu bénh nhan
kém dap tng v6i cac khang sinh dau tay
hodc ¢6 nguy co cao nhiém céac vi khuan
da dé khang.

2. T6i wu ché dj liéu imipenem
trén bénh nhan nang

2.1. Ché @b truyén kéo dai

Cac nghién ctru vé duoc dong hoc-
duoc luc hoc hién tai cho théy hiéu luc diét
khuan ctia imipenem hay carbapenem néi
chung phy thudc vao thoi gian. Thong sb
%fT > MIC (phan trim thoi gian ndng do
thudc dang tu do 16n hon néng do tc ché
t6i thiéu) twong quan cao nhét véi hiéu qua
diéu tri. Dbi véi imipenem, ngudng %fT >
MIC can dat t6i thiéu 40% dé dam bao
hi€u qua lam sang.

Truyén kéo dai 3-4 giola gidi
phdp téi wu hoa thoi gian duy tri ndong do
trén MIC theo cac béng ching hién tai.
Luu ¥, khdng truyén lién tuc imipenem
trong 24 gio vi d6 6n dinh ciia imipenem &
nhiét do thuong chi duy tri dugc trong
vong 4 gio. Trén cac nhom dbi tugng dic
biét nhu bénh nhan béo phi, phu, suy gidam
chtrc ndng than, hodc tang thanh thai than,
c6 thuc hién cac can thiép nhu van mach,
loc than hay dan Iuu thi can luu y cac thay
doi vé duoc dong hoc dé can nhic hiéu
chinh liéu luwong thubc. M6 phong duoc
ddéng hoc Monte Carlo c6 thé cung cép co
s& dé lya chon ché do liéu phu hop.
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Bang 1. C4c ché dg liéu imipenem cho cdc doi twong bénh nhan

Poi twong

Ché a6 liéu

Ngudi truwéng thanh, khong suy gan, suy thian, khong béo phi

Nhiém khuan ngoai duong tiét niéu

0,5g q6h hodc 1,0g q8h
Truyén trong 3 gio

Nhiém khuan duong tiét niéu

0,5g q6h hoac 1,0g q8h
Truyén trong 30 phut

Cac doi twong dic biét

Béo phi (BMI > 30 kg/m?)

1g q6h truyén trong 3 gid
(Cha y nguy co co giat)

Giam chirc niang than

CICr = 10 — 50ml/phut

0,5g g6h hoac 0,5g g8h

CICr < 10ml/phut

0,59 g12h

Bénh nhan ning diéu tri hdi stc tich cyc, nhidém tring
huyeét, diéu tri vi sinh vat nhay cam trung gian

0,5— 1g g6h
Truyén trong 3 gio

Bénh nhan co tang thanh thai (CICr > 130m/phat, chi'y
loai trir yéu to phu chi, teo co, theo doi lugng nudc ticu)

1g g6h truyén trong 3 gio
(Cht y nguy co co giat)

2.2. Theo déi dip @ng va diéu

chinh khang sinh
2.2.1. Theo doi dap wng
Lam sang:

— Pa st dung khang sinh chi dinh
t6i thiéu 72 gid

— Déu hiéu sinh ton 6n dinh, tién
trién t6t

— Khong sbt

— Trudng hop nhidm khuan ngoai
khoa: vét md kho, khong/it ri dich

Can lam sang:

— Bach cau vé 4-10, CRP < 5.0
ng/dl

— PCT < 0.5 hoac giam trén 80%
gi tri 1an do trude (cach tdi thiéu 48h)

2.2.2. Xuéng thang

Khi ¢ két qua xét nghiém vi sinh,
khang sinh dd, dong thoi phu hop véi tinh
trang nhiém khuan trén lam sang cua
ngudi bénh: néu vi khuan giy bénh con
nhay voi khang sinh phd hep hon co thé
can nhéc xudng thang.

Chu ¥ kha nang phan b cia khang
sinh dén 6 nhiém khuan. Khuyén céo hoi
chan, c6 thé tham khao ¥ kién chuyén mén
cua duoc 1am sang.

Chuyén doéi tir dwong tinh mach
sang dwong uong

Ngoai cac diéu kién 6n dinh vé mat
1am sang, bénh nhan c6 thé chuyén sang
duong ubng néu bénh nhin udng duoc,
khong ¢ cac van dé anh huong dén hip
thu thuéc bang dudng udng nhu non, hoi
ching kém hap thu, tic rudt, liét rudt, dat
sonde da day...

Lua chon goi y: ciprofloxacin
500mg ql2h hoac levofloxacin 750mg
q24h. Can hiéu chinh liéu theo chirc ning
than va khuyén khich can ctr thém két qua
vi sinh 1am sang cua bénh nhan.

2.3. Theo doi doc tinh

Rung co, trang thai [ 1dn va con co
gidt 12 nhirng tac dung phu trén than kinh
trung wong cua imipenem thudng dé cap
trong y van, dic biét khi dung liéu cao. Co
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giat toan thé thuong xay ra nhét trong céac
con dong kinh do carbapenem, tuy nhién,
bénh nhan cling co thé xuét hién véi cac
con dong kinh mot phan. Co ché gy nén
con co giat lién quan dén carbapenem
duogc cac tac gia dong thuin nhiéu nhat 1a

do sy gin két v6i thu thé cua g-amino
butyric acid (GABAA) gay trc ché dong ion
clor di vao noi bao. Bén canh do6 kich thich
receptor  glutaminergic  N-methyl-D-
Aspartate (NMDA) cling 1a mdt trong cac
co ché duogc dé nghi.
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Hinh 1. Co ché gdy con co gidt lién quan dén Imipenem

Trong céac carbapenem, ty 1€ giy ra
con co giat cua imipenem-cilastatin la cao
nhat. Theo bao céo cta Miller va cong su,
ty 1€ nay dao dong tir 3-33%, trong khi do
nguy co cao giat thip hon 1% ddi voi
meropenem, doripenem va chi 0,18% d6i
véi ertapenem. So voi cac betalactam khac
nhu piperacillin, cefepim, ertapenem va
meropenem, imipenem c6 kha ning thdm
qua hang rao mau nao cao hon nén nguy
co doc tinh trén than kinh c6 thé cao hon.
Do d6, trong cac trudng hop diéu tri viém
mang ndao mua c6 chi dinh nhom
carbapenem, meropenem thuong duoc
khuyén cdo wu tién trén tiéu chi an toan
hon so v61 imipenem.

Nguy co co giat voi imipenem tang &
nhitng bénh nhan cé tién st chan thuong
mach méu ndo, chan thuong dau hodc tién
st dong kinh. Si# dung liéu cao va suy
gidm chirc ning thin ciing la yéu t6 ting
nguy co co gigt. Liéu t6i da imipenem
dugc FDA chap thuan 1a 1g mdi 6 gio (tdi
da 4g/ngay). Tuy nhién can thin trong véi

ché d6 liéu nay. Nghién ctru pha III cua
hoat chit nay cho thay nguy co co giat tang
theo liu, v6i ti 1& mac 1a 3,6% khi dung
liéu cao hon 2g/ngay. Do d6, ché do liéu
cao chi can nhic ap dung trén bénh nhan
ning, c6 bang chimg vé ting thanh thai
hoic diéu trj trong trudng hop vi khuan dé
khang trung gian va khong c6 lya chon
khac thay thé. Duy tri nong d6 thudc Css
khong vuot qua 8 1an MIC nham han ché
nguy co co giat lién quan dén imipenem.
St dung liéu phap chéng co giat, nhu
benzodiazepin, cho nguoi bénh bi phan
ung co giat.

Than trong khi chi dinh imipenem-
cilastatin & nhitng bénh nhan suy than
ning, can nhic tranh st dung trén nhiing
bénh nhan c¢6 d0 thanh thai CICr <
30ml/phdt.

3. Két luan

Imipenem/cilastatin 1a mot trong
nhimg lya chon quan trong trong diéu tri
cac truong hop nhiém tring nang c6 nguy
co nhiém khuén da khang. Viéc t6i wu hoa
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ché dd liéu theo duoc dong hoc-duoc luc
hoc véi ché d6 truyén kéo dai 3 gior c6 thé
nang cao hi¢u luc diét khuén nh¢ tdi wu
%fT > MIC. Trong qua trinh diéu tri, theo
ddi dap tmg va xudng thang diing lic mang

Ngudn:http://www.bvdhydcantho.com/det
ail_article.aspx?id=410
Tai liéu tham Khao

1. Bo Y té (2018), Dugc thu Qudc gia Viét Nam

2. Sanfort Guide, chuyén luan Imipenem-cilastatin

3. B0 Y té (2022), Huéng dan chan doan va diéu tri
Covid-19

4. Bénh vién Cho Ry (2020), Huéng dan sir dung
khang sinh

5. IDSA Guidance on the Treatment of Antimicrobial-
Resistant Gram-Negative Infections: Version 1.1
6. IDSA Guidance on the Treatment of Antimicrobial-
Resistant Gram-Negative Infections: Version 2.0

7. Miller AD, Ball AM, Bookstaver PB, Dornblaser
EK, Bennett CL. Epileptogenic potential of
carbapenem agents: mechanism of action, seizure
rates, and clinical considerations.
Pharmacotherapy. 2011 Apr;31(4):408-23.

8. Wanleenuwat, P., Suntharampillai, N., &
Iwanowski, P. (2020). Antibiotic-induced
epileptic seizures: mechanisms of action and
clinical considerations. Seizure.

9. Roger, C., & Louart, B. (2021). Beta-Lactams
Toxicity in the Intensive Care Unit: An

lai loi ich ca vé hiéu qua-kinh té dong thoi
giam nguy co bién ¢ bét loi do thudc, nhit
1a doc tinh trén than kinh cua imipenem-
cilastatin.

Underestimated Collateral
Microorganisms, 9(7), 1505.

10. Calandra G, Lydick E, Carrigan J, Weiss L, Guess
H: Factors predisposing to seizures in seriously ill
infected patients receiving antibiotics: experience
with imipenem/cilastatin. Am J
Med 1988, 84: 911-918. 10.1016/0002-
9343(88)90071-X

11. Cannon JP, Lee TA, Clark NM, Setlak P, Grim
SA. The risk of seizures among the carbapenems:
a meta-analysis. J Antimicrob Chemother. 2014
Aug;69(8):2043-55.

12. Curtis, Brian R. “Non-chemotherapy drug-induced
neutropenia: key points to manage the
challenges.” Hematology. American Society of
Hematology. Education Program vol. 2017,1
(2017): 187-193.

13. Rattay, B., & Benndorf, R. A. (2021). Drug-
Induced  Idiosyncratic ~ Agranulocytosis -
Infrequent  but  Dangerous. Frontiers  in
pharmacology, 12, 727717.

14. Tujula B, Hamaldinen S, Kokki H, Pulkki K,
Kokki M. Review of clinical practice guidelines
on the use of procalcitonin in infections. Infect
Dis (Lond). 2020 Apr;52(4):227-234

Damage?

SU DUNG KHANG SINH TRONG DPIEU TRI PSEUDOMONAS
AERUGINOSA - CAP NHAT HUONG DAN IDSA 2022

1. Tong quan

Theo bao cao CDC Hoa Ky, cé
24.600 trudng hop bénh nhan nhiém P.
Aeruginosa da khang (MDR) da nhap vién
& Hoa Ky, dan dén 2.700 ca tu
vong. P.Aeruginosa da khang dugc dinh
nghia la P. aeruginosa khong nhay cam
v6i it nhat mot loai khang sinh trong it

nhit ba nhom khangsinh co tiém
nang nhay cam véi P.aeruginosa:
penicillin, cephalosporin,

fluoroquinolones, aminoglycoside va
carbapenems. Nam 2018, khai niém dé
khang kho tri (DTR) dd duoc dé xuit.
Trong tai liéu huéng dan nay, DTR dugc
dinh nghia 1a P. Aeruginosa khéng con

nhay cam véi tit ca nhirg khang sinh sau:
Piperacillin-Tazobactam, Cefftazidime,
Cefepime,  Aztreonam, Meropenem,
Imipenem-Cilastatin, Ciprofloxacin va
Levofloxacin. ,

Nguyén nhan xuat
hién P.aeruginosa MDR hoac DTR cé
thé do su tuong tac ctia nhiéu co ché khang
thudc & nhiéu mirc do phuc tap, bao gdm
ca viéc giam biéu hién cua 16 loc (porin)
trén mang ngoai (OPRD), su tang sinh cta
enzym AmpC, thay d6i cu trac cic bom
day nguoc va dot bién tai vi trf lién két
penicillin.
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Hinh 1. Cdc co ché thiic ddy dé khang ciia Pseudomonas aeruginosa

O Hoa Ky, viéc san xuét
carbapenemase 1a mot nguyén nhan hiém
gap nhung lai dugc xac dinh trén 20% xay
ra ¢ cac khu vuc khac trén thé giéi. Cac
khuyén céo vé khang sinh wu tién va khang
sinh thay thé diéu tri DTR-
P.aeruginosa dugc liét ké gia dinh hoat
tinh in vitro da dugc chiing minh.

2. Khang sinh wu tién dé diéu tri
nhiém tring do MDR P.aeruginosa
Khuyén nghi: Khi xét nghiém d6 nhay cam
cua P.aeruginosa phan lap voi cac tac
nhén B-lactam cii khong gdm carbapenem
(tie piperacillin-tazobactam, ceftazidime,
cefepime, aztreonam) dugc wu tién hon so
v6i liu phap carbapenem. DP6i véi cac

bénh nhiém tring do P.aeruginosa phén
lap khong nhay cam voi bat ky tac nhan
carbapenem nao nhung nhay cam -lactam
cll nén st dung tac nhan ci lam li¢u phap
truyén kéo dai lidu cao sau khi dé co két
qua xét nghiém tinh nhay cam.

Déi v6i nhiém khuan murc d6 trung
binh dén ning hodc kém kiém so4t véi cac
chung P.aeruginosa khang carbapenems
nhung nhay cam véi cac B-lactam cd, su
dung mot tdc nhan B-lactam méi da tha
nghiém nhay cam (vi du ceftolozane-
tazobactam, ceftazidime-avibactam,
imipenem-cilastatin-desbactam) cling la
mot lua chon diéu tri co thé ap dung.
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Bang 1. Khuyén céo si dung khang sinh trong nhiém trin

lién quan dén P.aeruginosa

Nhiém trung

Luwa chon wu tién

Lua chon thay thé

Viém bang quang khong
bién chirng

Ceftolozane — tazobactam,
ceftazidime — avibactam,
imipenem — cilastatin —
desbactam,  cefiderocol,
hoac don tri
aminoglycoside

Colistin

Viém bé than, nhiém trung
tiéu phuc tap

Ceftolozane — tazobactam,
ceftazidime — avibactam,
Imipenem — cilastatin —
desbacta, cefiderocol

Aminoglycoside ngay mot
lan

Nhiém trung ngoai dudng
tiét niu

Ceftolozane — tazobactam,
ceftazidime — avibactam va
imipenem — cilastatin —

Cefiderocol khi cac chat trc
ché p-lactam-p-lactamase
mo1 khong c6 san, khong

leftbactam don tri. dung nap

Bang 2. Liéu khuyén cdo doi véi khang sinh nhiém khuan do Pseudomonas aeruginosa

Liéu nguoi 16m

Khéang sinh e o v o A rs \
(gia sir ¢6 chirc nang gan, than binh thudng)
Amikacin Viém bang quang: 15mg/kg/liéu IV mot 1an
Nhiém tring khac: 20mg/kg/licu IV x 1 lidu, céc lidu tiép
theo va khoang cach dung thuoc dua trén danh gia dugc
dong hoc.
Cefederocol 2g truyén tinh mach mdi 8h, truyén trong 3 gio.

Ceftazidim — Avibactam

2,5g truyén tinh mach mdi 8h, truyén trong 3 gio.

Ceftolozane — Tazobactam

Viém bang quang: 1.5g IV mdi 8 gid, truyén trong 1 gid.
Céc nhiém tring khéac: 3g IV mdi 8 gio, truyén trong 3
gio

Colistin Tham khao huéng din dong thudn qudc té vé
polymyxins®.
Gentamicin Viém bang quang: Smg/kg/liéu IV mot lan.

Nhiém trung khac: 7mg/kg/lié1,1 IV x 1 liéu, cac lidu tiép
theo va khoang cach dung thudc dya trén danh gia duoc
dong hoc.

Imipenem—cilastatin-
relebactam

1,25g truyén tinh mach mdi 6h truyén trong 30 phut.

Plazomicin

Viém bang quang 15mg/kg? IV x1 liéu

Tat ca cac bénh nhiém trung khac: 15mg/kg® IV x 1 lidu,
cac lidu tiép theo va khoang cach dung thubc dya trén
danh gia dugc dong hoc.
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Polymycin B Tham khao huéng dan dong thuin qubc té vé
polymyxins®
Tobramycin Viém bang quang 5mg/kg/liéu? IV x1 lidu

Tét ca cac bénh nhiém trung khac: 7mg/kg/liéud,IV x1
liéu; liéu ti€p theo va khodng thoi gian dung thuoc dya
trén danh gia dugc dong hoc.

3. Kha ning xuit hién dé khang
cia cac ching DTR-P.aeruginosa véi
cac tac nhan p-lactam méi

Su xuét hién cua khang thude 1a
mdi quan tam dbi voi tit ca cac B-lactam
moi dugc st dung dé diéu tri DTR-
P.aeruginosa, nhung tan suat duong nhu
1a cao nhat dbi véi ceftolozane-tazobactam
va ceftazidime-avibactam.

4. Vai tro caa liu phap khang
sinh ph01 hop trong diéu tri nhiém
khuén do DTR-P.aeruginosa

Khuyén céo: Liéu phap phdi hop
khang sinh khoéng dugc khuyén cio

Tai liéu tham khdo

1. Pranita D. Tamma, Samuel L. Aitken, Robert A.
Bonomo, Amy J. Mathers, David van Duin, Cornelius
J. Clancy (2022). IDSA Guidance on the Treatment of
Antimicrobial-Resistant Gram-Negative Infections:
Version 1.0

thuong quy d6i voi cac truong hop nhiém
trung do DTR-P.aeruginosa néu tinh nhay
cam trong in vitro véi khang sinh hang dau
(tirc ceftolozanetazobactam, ceftazidime-
avibactam hodac  imipenem-cilastatin-
dropbactam) da dugc xac nhan.

5. Vai tro cia khang sinh dang
khi dung trong diéu tri nhiém triung
dwong hd hip do DTR-P. aeruginosa

Khuyén nghi: khong khuyén céo st
dung thuong quy dang khi dung dé diéu tri
nhiém trung dudong ho hip do DTR-
P.aeruginosa.

2. Proctor LL, Ward WL, Roggy CS, Koontz AG, Clark
KM, Quinn AP, Schroeder M, Brooks AE, Small JM,
Towne FD, Brooks BD. Potential Therapeutic Targets
for Combination Antibody Therapy
against Pseudomonas aeruginosa Infections.
Antibiotics (Basel). 2021 Dec 14;10(12):1530.

HUONG DAN IDSA 2022 VE PIEU TRI NHIEM TRUNG DO
ACINETOBACTER BAUMANNII KHANG CARBAPENEM

Ngay 31/03/2022, Hiép hoi bénh nhiém Hoa Ky (IDSA) di cap nhat Huéng dan
vé Diéu tri Nhiém khuan Gram am khang thudc: Phién ban 2.0. Dudi day xin duoc
bién dich so lwgc nhitng diém ndi bat dang cau hoi cua cap nhat phién ban 2.0 nay:

Cdu héi 1: Cach tiép can chung trong diéu tri nhiém trung do Acinetobacter

baumannii khang Carbapenem (CRAB)?

Khuyen c40: Liéu phap khang sinh don tri liéu c6 thé phu hop dbi véi cac truong

hop nhiém khuén nhe do CRAB. Trong cac lya chon, ampicillin-sulbatam nén dugc vu
tién. Viéc phdi hop it nhat 2 loai khang sinh c6 hoat tinh véi Acinetobacter baumannii
trén in-vitro duoc khuyén cdo dé diéu tri nhiém tring CRAB tir trung binh dén ning do
thiéu dir liéu 1am sang ung ho cho viéc su dung bat ki mot khang sinh don tri nao.

Cdu hoi 2: Vai trd cua liéu phap khang sinh phéi hop trong diéu tri nhiém tring
do CRAB?

Khuyén cdo: Liéu phap két hop vai it nhat hai hoat chat, duoc dé xuat dé diéu tri
nhiém tring CRAB tir trung binh dén nang, it nhat cho dén khi quan sat thiy cai thién
lam sang, vi dir liéu 1dm sang ung ho bat ky khang sinh don tri ndo con han ché.
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Cdu hoi 3: Vai tro cia ampicillin-sulbactam trong diéu tri nhiém tring do CRAB?

Khuyén cdo: Ampicillin-sulbactam liéu cao 1a liéu phap vu tién cho nhidm tring
CRAB khi khang sinh d6 cho thiy vi khuan con nhay cam. Ampicillin-sulbactam liéu
cao van dugc xem xét nhu mot phan cua liéu phap diéu tri phdi hop ngay ca khi khong
nhay cam hodc chua c6 khang sinh dd.

Cdu hoi 4: Vai trd ciia polymyxin trong diéu tri nhiém tring do CRAB

Khuyén céo: Polymyxin B ¢ thé dugc can nhic don trj liéu cho cac trudng hop
nhiém tring CRAB mtrc d6 nhe va két hop véi it nhat mot khang sinh khac dé diéu tri
nhiém tring CRAB tir trung binh dén ning. Colistin duoc dé xuat thay thé polymyxin
B d6i v6i nhiém trung tiét niéu do CRAB.

CAau hdi 5: Vai tro ciia dan xuit tetracyclin trong diéu tri nhiém tring do CRAB

Khuyén c4o: Cac dan xuét tetracyclin c6 thé dugc can nhic don trj liéu cho céac
truong hop nhiém tring CRAB nhe va két hop véi it nhat mot khang sinh khac dé diéu
tri nhiém trang CRAB tir trung binh dén ning. Mot s6 dan xuét tetracyclin ¢ hoat tinh in
vitro chéng lai CRAB bao gom minocyclin, tigecyclin va eravacyclin. Trong cac dan
xudt, uu tién lya chon minocyclin dya trén kinh nghiém 1am sang lau nim véi khang
sinh nay va dit liéu vé do nhay cam sin c6 theo tiéu chuan CLSI. Tigecyclin lidu cao 1a
mot lwa chon thay thé cho minocyclin. Eravacyclin khong dugc khuyén cao dé diéu tri
nhiém tring CRAB cho dén khi c6 thém dit liéu 14m sang.

Cdu héi 6: Vai trd ctia meropenem truyén kéo dai trong diéu tri nhiém tring do
CRAB

Khuyén cdo: Meropenem lidu cao, truyén kéo dai c6 thé duge xem xét 1a mot
phan ciia liéu phap phdi hop dé diéu tri nhiém tring CRAB tir trung binh dén nang. Su
két hop gitra polymyxin va meropenem, khong c6 tic nhan thi ba, khong dugc khuyén
céo dé diéu tri nhiém tring CRAB.

Cdu hoi 7: Vai tro ctia lidu phép cefiderocol trong diéu tri nhiém tring do CRAB?

Khuyén céo: Cefiderocol chi nén sir dung trong diéu tri nhiém tring CRAB dai
ding hoic khong dung nap véi cac khang sinh khac. Khi cefiderocol duogc sir dung dé
diéu tri nhiém trang CRAB, can nhic nhu mét phan cta phac d6 két hop.

Cdu hoi 8: Vai trd cta rifamycin trong diéu tri nhiém trang do CRAB?

Khuyén céo: Mic du ¢6 nhiéu htra hen trong cic nghién ciru trén dong vat va in
vitro (ddc biét ddi véi rifabutin), khong vu tién viéc st dung rifabutin hoac céc rifamycin
khac nhu mot phan cta liéu phap diéu tri CRAB, cho dén khi loi ich duoc ghi nhan trong
cac nghién ctru 1am sang.

Cdu hoi 9: Vai tro cua cac khang sinh duong khi dung trong diéu tri nhiém khuan
h6 hip do CRAB?

Khuyén cao: Khong khuyén céo bo sung khang sinh dudong khi dung dé diéu tri
nhiém tring ho hap do CRAB.

Béng 1: Liéu khang sinh khuyén céo trong diéu tri nhiém tring do Acinetobacter
baumannii khang Carbapenem

Liéu ding cho ngudi l6n

ATty ST (c6 chirc nang gan - than binh thuwong)

9g IV mdi 8 gid truyén trong 4 giod HOAC 27g IV truyén lién
tuc trong 24 gio.

Ampicillin-sulbactam | Véi nhiém khuan nhe do CRAB nhay cam ampicillin-sulbactam,
c6 thé dung lidu 3g IV mdi 4 gio, dic biét khi lo ngai tinh trang
khong dung nap hoic doc tinh khi dung liéu cao hon.
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Cefiderocol

2 g IV mdi 8 gio, truyén trong 3 gid

Colistin

Tham khao chi tiét tai Hudng dan dong thuan quéc té vé viée str
dung cac polymyxin

Eravacyclin

1 mg/kg IV moéi 12 gio

Imipenem-cilastatin

Viém bang quang (truyén tiéu chuan): 500 mg IV mdi 6 gio,
truyén trong 30 phut

Nhiém khl}én khac do CRAB (truyén kéo dai): 500 mg IV mdi
6 gi0, truyén trong 3 gio

Viém bang quang (truyén tiéu chuan): 1 g IV mdi 8 gio, truyén

Meropenem trong 30 phut
Nhié‘m khuan khac do CRAB (truyén kéo dai): 2 g IV mdi 8 gio,
truyén trong 3 gio

Minocyclin 200 mg IV/PO mbi 12 gio

. Tham khao chi tiét tai Hudng dan dong thuan quéc té vé viéc st

Polymyxin B . :
dung cac polymyxin

Tigecyclin Liéu dau 200 mg IV, sau d6 100 mg IV mdi 12 gio

i Viet tat: 1V: dwong tinh mach; PO: dwong uong.
Nguon: Don vi Duoc 1am sang, Khoa Dwoc, Bénh vién Hiru Ngh;.
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QUAN LY DU'QC PHAM

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

~ Cain ctr Cong vian s6 971/ SYT-NVD ngay 06/04/2022 cia S¢ Y té tinh An Giang
vé viéc thu hoi giay dang ky luu hanh thudc va thu hoi toan bo cac 16 thuoc B-Comene;
~ Cain ctr Cong véin s6 1140/SYT-NVD ngdy 20/04/2022 cia S¢ Y té tinh An Giang
vé viéc thu hoi vién nén Navacarzol vi pham muac do 2;
_ Cén cir Cong vin s6 1141/SYT-NVD ngdy 20/04/2022 cia S¢ Y té tinh An Giang
vé viéc thu hoi giay dang ky luu hanh thuoc va thu hoi thuoc luu hanh trén thi truong;
Can ctr Cong vin sb 34/2022/TB-VHBD ngay 27/04/2022 cua Cong ty TNHH
MTV Vimedimex Binh Duong vé viéc thu hoi thuoc PHOSPHALUGEL 12.38g/20G
B/26 SACHETS;
_ Cén clr Cong van s6 1298/SYT-NVD ngdy 05/05/2022 cua S¢ Y té tinh An Giang
V¢ Viéc thu hoi vién bao duong Neurobion vi pham muc d6 3;
_ Can cua Cong van sO 1357/SYT-NVD ngay 10/05/2022 cua So Y té tinh An Giang
vé viéc thu hoi Com pha hdn dich uéng Zinnat Suspension 125mg vi pham mirc d6 2;
Pon vi TTT — DLS thong bao dén cac khoa/phong nhu sau:

S6 ding ky, so

STT Tén thudc Tén don vi san xuat 16, han diing Ly do thu hdi

1 | B-Comene Do Cong ty | VN-18188-14 |02 16 thudc khong
Zhangjiakou Kaiwei dat tiéu chuan chat
Pharmaceutical Co., luong muc d6 2
Ltd san xuat. Cong ty theo quy dinh cua
China National phap luat.
Pharmaceutical
Foreign Trade

Corporation Ltd
(Sino-Pharm) dung
tén dang ky.

2 | Thuéc vien nén|Cong ty Industrial | GPKLH: VN- | Mau thudc khéng
Navacarzol Farmaceutica Nova 17813-14, dat tiéu chuan chat
(Carbimazole 5mg) | Argentia S.p.A (Italia | s§ 16: 210175/2 | lugng Vé chi tiéu
san xuat), Cong ty ¢o | Nsx: 05/2021 | PO day, P6 cing,
phan Dugc pham ' " | Tap chat lién
Thién Thao (Nha 28 | HD:05/2024. | (o Binh Tuong

ngd 178 Thai Ha, (vi pham muac do
P.Trung Ligt, 2).

Q.Dbng Pa, Ha Noi)

nhap khau.
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Rofast 40 Aurobindo Pharma | VN-22058-19 | Thudc chaa hoat
Limited san  xut. chit rosuvastatin
Aurobindo  Pharma 40mg da c6 chéng
Limited dang ky. chi dinh cho nguoi
Lipidorox40mg | Cong ty C6 phin| VD-1507-06 |CMaUA
Dugc pham OPV san
Xuat va ding ky.
Crestor IPR Pharmaceuticals | VN-8438-09
INC. (Dong goi:
AstraZeneca UK
Ltd., UK) san xuat.
AstraZeneca
Singapore Pte., Ltd
dang ky.
Avitop 40 Fesozson VN-19620-16
Laboratories Limited
san xuat. Céng ty
TNHH Thuong mai
Thanh Danh dang ky.
PHOSPHALUGEL | Pharmatis (Phap) san SPK: VN- Hoat chat
12.380/20G B/26 | xuat. Cong ty TNHH 16964-13 Aluminium
SACHETS Sanofi — Aventis VN | 5§ 16: Dinh kem | Phosphate co chtra
nhap khau. Cong vansb | ham lugng Chi
2763/QLD-CL | cao hon muc phoi
ngay 08/04/2022 | hhiem hang ngay
cho phép
(0,5mcg/ngay)
theo khuyén nghi
tai tai lieu ICH
Q3D.
Vién bao dwong | Céng ty PT.Merck SPK: VN- Vi pham mure d6 3
Neurobion Tbk (Indonesia) san 20021-16
(Pyridoxin HCL | xuat. Chi nhanh cong 36 16:
(Vitamin B6) 200mg; |ty TNHH Zuellig D0083217

Vitamin B1 (Thiamin | Pharma VN nhap HD: 13/11/2023

mononitrat) 100mg; | khau. P

(Cyanocabalamin) HD: 14/10/2023

200mcQ)

Coém pha hdn dich |Céng ty Glaxo| GDPKLH: VN- | Mau thuéc khéng

udng Zinnat | Operations UK 20513-17 dat tiéu chuan chat

Suspension 125mg | Limited (Anh) san| s§|o: 756A | luong vé chi tiéu

(Cefuroxim  axetil | xuat. Cong ty . cam quan. Vi

125mgq) GlaxoSmithKline HD; 1?/11/2022 pham muc do 2.
S0 16: 2P7N

Pte., Ltd. (Singapore)
dang ky. Cong ty
TNHH Zuellig
Pharma Viét Nam
nhap khau.

HD: 16/07/2022
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II. THONG NHAT THONG TIN PUONG DUNG, CHI PINH CUA

THUOC:

Céng van s6 2111/QLD-BK va 2110/QLD-PK cua Cuc Quén 1y Dugc ngay 28
thang 03 nam 2022 v€ viéc thay doi noi dung to hudéng dan s dung Forxiga. Bon vi
TTT — DLS thong bao dén cac khoa/phong nhu sau:

Chi dinh trén thong tin ké toa cii

Chi dinh trén thong tin ké toa cap nhat

FORXIGA dugc chi dinh diéu tri cho bénh
nhan tir 18 tudi trg 18n bi dai thao duong
typ 2 nham kiém soat duong huyét trong:
Domn tri liéu:

Khi ché d6 an kiéng va luyén tap khong
kiém soat duong huyét cho nhitng bénh
nhan khoéng thich hop sir dung metformin
do khéng dung nap.

Tri liéu phai hep bé sung:

Phéi hop véi cac thudc 1am giam duong
huyét khac ké ca insulin khi cac thudc nay
két hop véi cac ché do an kiéng va luyén
tap khong kiém soat tot duong huyét [Xem
dix liéu caa cac dang phdi hop khéac nhau &
phan “Luu y Bac Biét va Than Trong Khi
St dung”, “Tuong Téc cua Thudc Véi Céc
Thudc Khéc va Céc Loai Tuong Tac Khac”
va “DPac Tinh Duoc Luc™].

Pai thao dwong typ 2

FORXIGA duoc chi dinh nhu 1a liéu phap

bé sung vao ché do an kiéng va tap thé duc

dé diéu tri cho bénh nhan truong thanh bi
dai thao duong typ 2 khéng kiém soét tot
duong huyét trong:

- DPon tri liéu & bénh nhan khong thich
hop str dung metformin do khéng dung
nap.

- Phéi hop véi cac thude khac dé diéu tri
dai thao duong typ 2.

FORXIGA duogc chi dinh dé lam giam

nguy co nhap vién do suy tim ¢ bénh nhan

truong thanh bi dai thao duong typ 2 va co
tién st bénh ly tim mach hoac nhiéu yéu t6
nguy co tim mach.

Suy tim

FORXIGA duoc chi dinh dé lam giam

nguy co tir vong tim mach va nhap vién do

suy tim & bénh nhan truong thanh bi suy
tim (phan loai NYHA 11-1V) véi phan suat
téng mau giam.

Ngoai noi dung dugc thay doi trén, tat ca cac noi dung khac gitr nguyén nhu ho

so dang ky thude luu tai Cuc Quan 1y Duoc.

~11. THUOC NGHI NGO GIA MAO, THONG TIN CANH BAO THUC
PHAM BAO VE SUC KHOE CO CHUA CHAT CO KHA NANG GAY HAI SUC

KHOE:

~ Canctr Cong van s0 1327/SYT-NVD ngay 09/05/2022 cua S¢'Y té tinh An Giang
vé viéc mau “Dung dich rira tay khé Aerius chai 500ml” nghi ngd la my pham gia;

‘ Can ctir Cong van qsé) 1669/SYT-NVD ngay 31/05/2022 cia S¢ Y té tinh An Giang
vé viéc canh bao san pham thuc pham bao vé stirc khoe cé chira Diclofenac;

‘ Can cr Cong van s6 2046/SYT-NVD ngay 27/06/2022 cua S¢ Y té tinh An Giang
ve viéc thuoc nghi ngo gia mao thuoc Ritalin 10mg;

~ Cancir Cong van s6 1328/SYT-NVD ngay 09/05/2022 ciia S¢' Y té tinh An Giang
ve viéc thuoc gia Molnupiravir phat hién tai Thuy Si c6 thong tin Tiéng Viét;

Cin ctr COng vin s6 1624/SYT-NVD ngay 26/05/2022 cia S6' Y té tinh An Giang

vé viéc mau Voltarén 75 mg gia;

Pon vi TTT — DLS thong bao dén cac khoa/phong nhu sau:
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a) Dung dich rira tay khd Aerius chai 500ml; Thuc pham bao vé sirc khoe
Vién xwong khép Japan, Ritalin 10mg:

STT Tén thuéc Tén don vi san xuat | Sé ding ky, s6 16, han dung
1 | Dung dich rira tay kho X S6 cong bé:
Aerius chai 500ml 6162/20/CBMP-HN
S6 16: 040221
NSX: 040221
HD: 040224
2 | Thuc pham bio vé sirc | Cong ty ¢6 phan dugc | S6 16: BX 021901
khée Vién xwong | my pham Japan NSX: 06/2019
khép Japan HD: 06/2022
3 | Ritalin 10mg Trén vi thudc co tén va | S6 16: BLAS3
(Methylphenidate logo cong ty Novartis | NSX: 09/2020
hydrochloride) HD: 08/2023

b) Molnupiravir 400mg:

Cuc Quan ly Dugc nhan thdng tin tir Van phong dai dién To chic Y té Thé gioi
(WHO) tai Viét Nam gui canh béo khan tir Tong hanh dinh WHO lién quan dén thudc
gia Molnupiravir phat hién tai Thuy Sy. Theo d6, Hai Quan Thuy S§ di phat hién thudc
gia Molnupiravir thong tin nhu sau:

Thudc gia Molnupiravir 400mg, dang bao ché nang ciing, quy céch dong géi: lo
20 vién nang ctng, trén nhan c6 thong tin ghi “Manufactured by Cong ty TNHH, Chi
nhanh 1 so 40 dai, P. An Phu, Tx. Thuan An, Tinh Binh Duong, Vietnam”. Két qua kiém
nghiém thudc cho thay thuéc khdng chira hoat chat nhu ghi trén nhan (dinh kém hinh
anh lo thubc).

Hinh dnh thudc gia Molnupiravir phat hién tai Thuy Sy

~
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¢) Voltarén 75mg solucion inyectable:
— Tén san pham: Voltarén 75mg solucién inyectable. S6 16: 81111. Han dung:

12/2023.

— Nha san xuét in trén bao bi: Novartis Farmacécutica, S.A. Gran Via de les
Corrta Catalenes, 764 08013 Barcelona.

—Ngdn ngit trinh bay trén vo hop va dng tiém chi ¢é tieng Tay Ban Nha. Khong
c6 cac théng tin tieng Viét in hoac dan trén bao bi.

— Kich thudc hop: ngang 12,0cm x doc 10,5¢cm. Khong ¢ S6 ding ky luu hanh;

cO6 ma vach.

Pic diém

San pham gia

Thuoc do Cong ty TNHH
Novartis Viét Nam nhéap khau

Hop thudc,
mat trudc

Voltarén® 75 mg
solucion inyectable

Diclofenaco soudico

Solucion inyectable
Via imtramuscular

Estuche de proteccion -
de 10 ampollas de
ENVASE CLINICO

Prohibidasu venta

S e

1

— Tén thubc: Voltarén 75 mg
solucion inyectable

— Kich thudc hop: ngang 12,0 cm
x doc 10,5 cm

"_Tén thudc: Voltaren 75 >fng./3 ml

- Kich thudc hop: ngang 11,2 x doc
6,5 cm
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Hop thudc, HANG GIA

mit sau

ENVASE CLINICO
PROHIBIDA SU VENTAL AL DETABLE

Manténgase fuera del alcance y de la vista de |os ninos
1 ampolla = 3 mi = Diclofenaco so1dico 75 mg (25 mg/mi), acohol bencilico,
de sodi manitol, hidroxido de sodio,

i

!
i
i@
‘5

|

|
I
|
]

agua para inyectables.
Para mayor informacion consultar el prospecto

Novartis Farmacédcutica, S.A.

Gran Via de les Corta Catalenes, 764
08013 Barcelone

Director Técnico: J L. Faura Sanmartin

— Khéng c6 SPK.

Farmacécutica, S.A.

nhap khau.

— Nha san xuit: Novartis|— Nha  san  Xuat: Lek

— Khong c6 cac thong tin bang | — C6 cac thong tin bang tiéng Viét,
tieng Viét, co6 mé vach. khéng c6 ma vach. q
— Khbéng c6 tén doanh nghiép | — Doanh nghiép nhap khau: Céng ty

Ao e ke A v s oo
Gung kom theo. -
e 0 jubtars, Soveia tor P 1001 12010 Corse o
N-ﬁmu AG. Basie. Switzerand 7274 M‘lm% 'P.I.QA

!!;
i
% H
i i
&
|
3

::::::

— SbK: VN-20041-16

Pharmaceuticals d.d.

TNHH Novartis Viét Nam.

Hop thudc,
mat canh
phia dudi

Voltarén ®75
solucion inye“é&ble >

Diclofenaco soudico

solucion inyectable

— Tén thudc: Voltarén 75 mg

HANG GIA THUOC THAT

‘ — Tén thudc: Voltaren 75 mg/3 ml

Hop thudc,
mat canh
phia trén

THUOC THAT

Caducidad: 12 2023 Lot: ......
Lote: 81111 MEFD: ......
EXP: ......
Hop thudc,
mat canh HANG GIA THUOC THAT

bén trai

Voltarén®75 m:
solucion inyectable

Diclofenaco soudico

O NOVARTIS Voltarén® 75 mg/3 ml

10 ampolias de 3 ml 5amp. 75 mg/3 ml
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Hop thudc,
mat  canh
bén phai

THUOC THAT

C6 ghi tén thudc

Quy cach
dong goi

¥ mﬁ}w

> o
g_‘ 3] ‘<. a 1 ‘
= .

- 10 6ng/ hop ] -506ng/hop
- Khéng c6 to hudng dan sur d -Coto hudng dan sur dung

Ong tiém
thuy tinh

C6 chiam va vong danh dau mau
xanh trén dau ong

Khéng C0 cham, vong danh dau
trén dau dng

I11. THUOC NGHI NGO NHAP KHAU/LUU HANH TRAI PHEP:

Can ctr Cong van s6 2047/SYT-NVD ngay 28/06/2022 cua S&' Y té tinh An
Giang vé viéc thudc Nexium 20mg (Enterik Kaph Pellet Tablet) va Nexium 40mg
(Enterik Kaph Pellet Tablet) nghi ngd nhap khau/luu hanh trai phép. Pon vi TTT —
DLS théng bao dén cac khoa/phong nhu sau:
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Thuéc nhap khiu chinh hang

Thuéc nghi nge nhap khau/lwu hanh
trai phép

Tén thudc va ham luong:
Nexium mups 20mg
Nexium mups 40mg

Tén thudc va ham luong:
Nexium mups 20mg (Enterik Kaph Pellet
Tablet)

Nexium mups 40mg (Enterik Kaph Pellet
Tablet)

C6 thong tin vé doanh nghiép nhap khau
thuéc:

DNNK: Cong ty TNHH AstraZeneca
Viét Nam.

Tang 18, tda nha A&B, 76 L& Lai, P. Bén
Thanh, Q.1, Tp. H6 Chi Minh.

Khong cé thong tin vé doanh nghiép
nhap khau thudc hoac théng tin doanh
nghiép nhap khau khong dung (Cong ty
¢ phan Armepharco).

C06 sb giay phép dang ky luu hanh:
Nexium mups 20mg: VN-1973-16
Nexium mups 40mg: VN-19782-16

Khong cd s gidy phép dang ky luu hanh.

Thong tin trén nhan hop, trén vi va to
huong dan sir dung bang tieng Anh,
tieng Viét.

Thong tin trén nhan hop, trén vi va to
huéng dan sir dung bing tiéng Tho Nhi
Ky.
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ADR

TONG KET CONG TAC BAO CAO ADR TAI BVDKTT AN GIANG
06 THANG PAU NAM 2022

‘ Trong 06 thang dau nim 2022, Khoa Duoc Bénh vién DPKTT An Giang da gui
vé trung tam DI & ADR khu vuc phia Nam 41 truong hop nghi ngo thuoc xay ra phan
ung cé hai ciaa thuoc.

Biéu d6 1: S6 lwong bso ciao 06 thang nim 2022 theo thang
14
12

10

12
9
8 7
6
6 5
4
2
. 1
0
Thang 1 Thang 2 Théng 3 Théng 4 Théang 5 Théang 6
m S§ lugng bio céo

1. Khoa lam sang béo céo:

16 15

14
12

10 n

9
I .

8
6
4 B 3 5 5
2 | . . 1 1 1 1 1
0
Duoc Noi tong Noi than Noi tiét Ngoai Noi TH- Ngoai Cdpciru  Ung  Chén Noi than
hop kinh tonghop HH ni¢u buéu thuong
chinh
hinh
m S6 bao céo

Biéu dod 2: S6 lweng béo céo cia cac khoa 1am sang trong 06 thang dau
nam 2022

Trong 06 thang dau nam 2022, Khoa Dugc c6 s6 bdo cao nhiéu nhat véi 15 ca
nghi ngo xay ra phan ung c6 hai cua thudc (chiém 36,6%); Khoa Nai tong hop c6 09
bao céo (chiém 22%); Khoa Noi than kinh 1a 05 bao cdo (chiém 12,2%); Khoa Noi tiét
¢6 03 bao cao (chiém 7,3%). Ngoai tong hop va Noi tiéu hoa — huyét hoc cliing co 02
bao céo (chiém 4,9% mdi khoa). Con lai céc khoa: Ngoai niéu, Cap ctru, Ung budu, Noi
than va Chan thuong chinh hinh c6 cing 01 béo céo (chiém 2,4% mdi khoa).
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2. Nhém thudc nghi ngo xay ra ADR

Bang 1: Nhom thudc lién quan dén ADR

STT Nhém thudc S6 lwong | Tilé %
1 | Khéng sinh 29 70.7
2 | bién giai 6 14.6
3 | Can quang 2 4.9
4 | Gidm dau, ha sot 2 4.9
5 | Khang viém 1 2.4
6 | PPI 1 2.4

Tong cong 41 100

3. Khang sinh nghi ngo xay ra ADR

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

()]
-
—

Hoat chit

S6 ca b4o cio ADR

Ceftriaxone

10

Vancomycin

Ciprofloxacin

Cefepime

Moxifloxacin

Ceftazidim

Cefuroxim

Metronidazol

O oI N[lO 0| W|IDN|F

Levofloxacin

[EY
o

Piperacillin + Tazobactam

-
[N

Sulfamethoxazole + Trimethoprim

[EY
N

Cefoperazon + Sulbactam

R PP PP DN IDNIDNDNIDNW W

Téng cong

N
©

4. Mire d§ nghiém trong cia phan t&ng

Bang 3: Murc d§ nghiém trong cia phan @ng

STT | Mirc do nghiém trong cia phan ing S6 lwong Tilé %
1 | Khong nghiém trong 25 61.0
2 | Nhap vién/kéo dai thoi gian nam vién 14 34.1
3 | De doatinh mang 2 4.9

Tong cong 41 100
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5. Két qua sau xir tri:

Bang 4: Két qua sau xir tri

STT Két qua sau xir tri S6 lwgng Til¢ %
1 | Hdi phuc khéng c6 di chung 28 68.3
2 | Pang hoi phuc 10 24.4
3 | Chwa hdi phuc 2 4.9
4 | Khéng rd 1 2.4

Tong cong 41 100
6. Pdi twong béo céo:
Bang 5: Poi tweng bao cao
STT Poi twong S6 lwong Ti 1é %

1 | Diéu dudng 19 46.3

2 | Duoc si 15 36.6

3 Bac s1 7 17.1

Tong cong 41 100
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