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Y—" phép luu hanh vaccin
COVID-19 cuia AstraZeneca

Ngay 29/01/2021, Co quan quan ly
Dwge phim Chau Au (EMA) khuyén
cdo cAp phép lwu hanh cé diéu kién cho
vaccin COVID-19 ciia AstraZeneca dé
phong ngra COVID-19 & nguoi tir 18
tudi tré’ 1én. Pay 1a vaccin COVID-19
thir ba ma EMA khuyén céo cap phép.
nay vaccin COVID-19
AstraZeneca da duoc cip phép luu hanh &

Hién

cac qudc gia EU, sau khi vaccin nay duoc
Uy ban Chau Au cap phép luu hanh c6
diéu kién vao ngay 29/01/2021.

Uy ban vé thudc sir dung trén nguoi
ctia EMA di danh gia k¥ ludng dit liéu vé
chat luong, mirc d an toan va hiéu qua
clia vaccin va dd thong nhat khuyén céo
Uy ban Chau Au cdp phép luu hanh c6
diéu kién.

Két qua tong hop tir 4 thir nghiém
1am sang & Vuong qudc Anh, Brazil va
Nam Phi cho thdy vaccin COVID-19 cua
AstraZeneca an toan va hiéu qua trong
viéc phong ngira COVID-19 & nguoi tu
18 tudi trd 1én. Cac thir nghiém nay bao
g6m khoang 24.000 nguoi. Mot nira duoc
tiém vaccin va mot ntra dugc tiém gia
dugc. Nhitng nguoi nay khong biét minh
dugc tiém vaccin thu nghiém hay gia
duoc.

EMA da danh gid hi¢u qua cua
vaccin tr két qua cua thor nghiém
COV002 (thyc hién ¢ Anh) va thu
nghi¢m COVO003 (thyc hién & Brazil).

Ngoai ra, EMA tip trung danh gia két qua
¢ nhiing nguoi duge tiém vaccin theo quy
trinh tiéu chuén, tic 13 dugce tiém 2 mii
vaccin, mili th& 2 cach miii 1 sau tir 4 dén
12 tuan.

Céc thir nghiém trén cho thay vaccin
c6 hiéu qua khoang 60%.

Hau hét nhitng nguoi tham gia thir
nghiém trong khoang tir 18 dén 55 tudi.
Chua c6 di két qua & nhom nguoi trén 55
tudi dé xac dinh hiéu qua vaccin & nhom
nay. Tuy nhién, cac chuyén gia cia EMA
cho rang vaccin nay c6 thé duoc st dung
& nguoi cao tudi.

Vaccin COVID-19 cua AstraZeneca
duogc tiém 2 miii ¢ canh tay, miii sau cach
mii dau tir 4 dén 12 tudn. Tac dung phu
phd bién thuong nhe va cai thién sau vai
ngay. Tac dung phu thudng gip bao gdm
dau va nhay cam & ving tiém, dau du,
mét moi, dau nhtrc co, cdm giac kho chiu,
lanh run, sét, dau khép va budn noén. Mirc
dd an toan va hiéu qua cua vaccin s€ dugc
tiép tuc theo ddi boi hé théng canh giac
dugc cua EU va céc nghién ctru khac cta
cong ty va cua co quan chtrc nang EU.

Ngudn: https://www.ema.eurqpa.eu
biém tin: SV. Tang Quodc An,

SV. Nguyén Ha Nhi,
ThS.DS. Nguyén Thi Tuyén



https://www.ema.europa.eu/

EMA: Cong bo dau tién cip nhat
do an toan lién quan dén vaccin
COVID-19 cuaa Pfizer-BioNTech Ia
Comirnaty

Ngay 29/01/2021, EMA cong bb
diu tién cap nhit d an toan vé vaccin
COVID-19 Comirnaty. Bao céo két
luin ring dir liu an toan thu thap
dwge vé viée sit dung Comirnaty trong
cac chwong trinh tiém ching phu hop
v6i ho so an toan ciia vaccin va khong
phat hién thém tac dung phu méi.

Comirnaty la vaccin phong ngura
COVID-19 sir dung cho nguoi tir 16 tudi
trd 1én. Vaccin nay do Pfizer-BioNTech
san xuat va dugc cip phép luu hanh co
diéu kién tai Chau Au tir 21/12/2020.

Cép nhat an toan nay st dung va
tham dinh dir liéu ké tir khi Comirnaty
dugc cap phép, bao gom dit lidu tur
EudraVigilance (co s¢ dir liéu tp trung
cia EU vé phan tng c6 hai) va dit liéu tir
mot sd ngudn khac, bao gém ca bao cdo
an toan dinh ki hang thang vé vaccin
COVID-19 cua cong ty. EMA s& cong bd
cap nhat an toan hang thang cho tat ca cac
vaccin COVID-19 duoc cap phép, phu
hop véi cac bién phap dac biét nham dam
bao minh bach vé COVID-19.

Cap nhat an toan ndy bao gom két
qua tham dinh dén tr Uy ban danh gia
nguy co Canh gidc dugc (PRAC) cua
EMA vé cac truong hop tr vong duoc
bdo céo sau khi tiém phong vaccin
Comirnaty, ké ca cac truong hop tir vong
& ngudi cao tudicod suc khoe yéu. PRAC
da phan tich cac truong hop trén ciing
nhu d3 can nhic tién st vé tinh trang stic
khoe va ti suét tir vong & nhom tudi tuong
tmg trong cong ddng. PRAC két luan
rang dit liéu khong cho thdy mbi lién hé

véi viée tiém phong vaccin Comirnaty va
cac truong hop ké trén khong dang quan
ngai. Ching toi s& tiép tuc theo ddi cac
béo cao tiép theo.

Muc do an toan va hiéu qua cua
Comirnaty s& dugc tiép tuc theo ddi vi
Comirnaty dugc sit dung O tit ca céc
Quéc gia Thanh vién va trén toan cau, boi
hé thong Canh giac Dugc cia EU, nghién
clru cua cong ty va nghién ctru doc lap
duogc diéu phdi boi cac co quan chirc
nang chau Au. Céc bién phap trén sé& cho
phép céac co quan quan 1y co6 thé danh gia
nhanh chéng dir lidu tir nhiéu nguodn, va
c6 cac hanh dong hop 1y dé bao vé stc
khoe cong dong khi can thiét.

Nguon: https://www.ema.europa.eu/
Piém tin: SV. Tang Qubc An;

SV. Nguyén Ha Nhi,

ThS.DS. Nguyén Thi Tuyén

MHRA: Cip nhit vaccin va thudc
diéu tri COVID-19 dén thang 2/2021

Duéi diy 1a tom tit cac khuyén
cao chinh méi cip nhit cia MHRA
(Co quan Quin 1y Y té Anh) lién quan
dén virus corona (COVID-19) tinh dén
16/2/2021.

Dir li€u bao cao Yellow Card xac
nhian mirc d§ an toan cua vaccin:

Dit liéu x4c nhan rang phan 16n tac
dung phu ciia vaccin déu ¢ mirc do nhe va
trong thoi gian ngan, dy 1a dap Gmg mién
dich binh thuong véi vaccin — bao gdom
dau canh tay va mét moi.

Béo céo tom tat cac thong tin duoc
chuong trinh Yellow Card cdp nhéat
thuong xuyén, bao gdm cac nghién ciru
vé d6 an toan khac do MHRA thuc hién
theo chién luoc giam sat vaccin COVID-
19.


https://www.ema.europa.eu/

Vaccin COVID-19 cua Pfizer-
BioNTech: Khuyén cdo sir dung 6 li¢u

Ngay 26 thang 1 nam 2021, tuan
theo Hudng dan moi nhat cho cic nhan
vién y té, Pfizer da sira d6i thong tin vé
liu tiém cua vaccin tir 5 lidu thanh 6 liéu.

Vaccin cua Moderna da dwgc
phép sir dung:

Ngay 8 thang 1 ndm 2021, vaccin
COVID-19 cua Moderna da dugc MHRA
chap thuin sau khi dap ung cac tiéu
chuan vé hiéu qua, chat luong va muc do
an toan. Pay 1a két qua sau khi vaccin
dugc danh gia chi tiét, nghiém ngat boi
cac nha chuyén gia va bac si 1am sang cta
MHRA va trén co s tu van clia co quan
tu van khoa hoc, doc 1ap, Uy ban thudc st
dung cho nguoi (Commission on Human
Medicines — CHM).

Cap nhit cac diéu kién ciia viéc
cho phép sir dung theo quy dinh:

MHRA da cap nhat cac “diéu kién”
d6i v4i 3 loai vaccin (Pfizer-BioNTech,
AstraZeneca, Moderna) duoc cip phép
theo quy dinh 174 trong bdi canh quy
dinh dugc md rong hon.

Cinh bao vé phac dd diéu tri
COVID-19:

Ngay 1 thang 2 ndm 2021, giam dbc
y khoa (Chief Medical Officer - CMO) da
dua ra canh bao vé diéu tri COVID-19
nham khuyén cdo NHS trust/hdi dong y
khoa can xem xét ké don tocilizumab
hodc sarilumab cho bénh nhan viém phdi
phai nhap vién do COVID-19.

Ngay 28 thang 1 nam 2021, CMO
d3d dwa ra canh bao cic thudc khang
khuan (azithromycin va doxycyclin)
khong mang lai lgi ich trong diéu tri bénh
nhan mac COVID-19.

Nguon: https://www.gov.uk/

Diém tin: SV. Lé Thi Nguyét Minh;
SV. Dinh Thj Thiy,

ThS.DS. Nguyén Thi Tuyén

EMA: vie-xin Covid-19
Astrazeneca - hién lgi ich vin vuot trdi
nguy co

EMA dang tién hanh ra soat toan
bd cac trwong hop huyét khoi dwoe bao
cdo, tuy nhién, cho dén hién tai lgi caa
viéc tiém vac-xin Covid-19
AstraZeneca van vuot tréi nguy co.

Ngay 10/3/2021, Co quan Quan ly
Duoc pham Chau Au (EMA) cho biét Co
quan Quéan 1y Dugc pham Ao hién da
ngimg st dung 1 16 vac-xin Covid-19
AstraZeneca (30 16 ABV5300) sau khi co
1 ngudi duge chan doan da huyét khdi va
tr vong sau 10 ngay tiém ching vic-xin
nay. Ngoai ra, cling ¢c6 mdt truong hop
khac xay ra thuyén tic phdi can nhap vién
diéu tri. Tinh dén ngay 9/3/2021, ciing c6
hai bado cdo thuyén tdc mach khac duoc
bao cao co lién quan dén sb 16 nay. Lo
ABV5300 gom 1 triéu lidu vic-xin, dugc
phan phdi dén 17 qubc gia thudc Lién
minh Chau Au. M6t sé quéc gia khac &
Chau Au (Estonia, Lithuania,
Luxembourg, Latvia) hién cling da ngung
16 nay nhu m{t bién phap than trong
trong khi cho két qua danh gia day du.
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AstraZeneca

Ngay 11/03/2021, EMA tiép tuc
thong bao Co quan Quan 1y Dugc phdm
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Pan Mach tam ngung st dung vic-xin
Covid-19 AstraZeneca sau khi c6 mot sd
bao cao vé bién cd huyét khbi 6 ngudi sau
khi tiém chung, trong do, c6 1 truong hop
tr vong & Pan Mach. Hién chua c6 két
ludn vé& viéc véc-xin gdy ra tinh trang
huyét khéi. Bién cb nay ciing khéng nim
trong cac phan ing c6 hai dugc liét ké voi
vac-xin Covid-19 AstraZeneca. Uy ban
banh gida Nguy co Canh gidc Duoc
(PRAC) ctia EMA cho rang loi ich cua
viéc tiém vic-xin hién van vuot troi so
v6i nguy co va vic-xin ndy van co thé
tiép tuc st dung trong khi cho két qua
phan tich cac truong hop xuat hién bién
¢ huyét khéi. PRAC dang ra soat lai toan
bd cac ca bao cao bién c¢d huyét khoi va
cac truong hop khic c6 lién quan dén
huyét khéi, dugc bao cao sau khi tiém
chung vac-xin Covid-19 AstraZeneca.
Hién s6 luong béo céo bién cd huyét khbi
¢ nguoi duge tiém chung khong cao hon
s6 lwong bién cb nay trong quan thé dan
s6 chung. Trong Co s¢ dit liéu bao cdo vé
bién ¢ bat lgi cia Chau Au, tinh dén
ngay 10/3/2021, c6 téng sd 30 béo cdo
huyét khéi trong tong sd 5 triéu nguoi
dugc tiém chung vic-xin Covid-19
AstraZeneca.

Theo Co quan Quan 1y Dugc pham
Anh (MHRA), ngoai Pan Mach, Na Uy
va Ireland cling tam thoi ngung sir dung
vac-xin Covid-19 AstraZeneca. MHRA
cling cho r?mg hién chua xac nhan duoc
rang cac bién cd huyét khdi xuat hién co
nguyén nhan tir viéc tiém vic-xin Covid-
19 AstraZeneca. Vi vay, nguoi dan Anh
van duoc khuyén céo tiém ching binh
thuong. Bong thai tuong tu cling dugc
dua ra boi Co quan Quéan 1y Dugc pham
Uc (TGA) va B6 Y t& Canada
(HealthCanada). Tinh dén 12/03/2021,

hai co quan nay déu cho biét chua nhéan

dugc bdo céo nao lién quan dén bién co
nay.

Nguén tong hop:

https://www.ema.europa.eu/

https://www.gov.uk/government/

https://healthycanadians.gc.ca/

https://www.tga.gov.au/alert/
Nguoi tong hop: Nguyeén Mai Hoa

PRAC (EMA) bit dau ra soat tin
hi¢u giam tiéu cau mién dich lién quan
dén vic-xin

Ngay 12/03/2021, PRAC ciing
thong bao bit dau ra soat cic bio cdo
giam tiéu cdu mién dich & bénh nhan
stt dung 3 loai vic-xin Covid-19, bao
gom: Comirnaty, vic-xin Covid-19
Astrazeneca va vic-xin Covid-19
Moderna dé danh gia tin hiéu an toan
thudc nay.

Giam tiéu cau mién dich 12 mot bién
cd bét loi can quan tim dic biét da duoc
phat hién sau tiém vic-xin trong cac thir
nghiém 1am sang. Sau khi vic-xin duoc
cap phép, bién cb nay dang duoc tiép tuc
theo doi chat ché bdéi EMA, Co quan
Quan 1y Dugc phim cac nudc va cac nha
san xuat. Hién tai, trong co s¢ dir liéu bao
cdo bién c6 bat lgi cia Chau Au
(EudraVigilance) ghi nhdn mot s ca
giam tiéu cau mién dich. Tuy nhién, theo
nhan dinh cua PRAC, chua c6 bang
ching 1 rang cho thdy co6 mbi lién quan
gilta viéc tiém véc-xin va cic bao cao
giam tiéu cau mién dich.

Giam tiéu ciu mién dich l1a tinh
trang tiéu cdu trong mau ngoai vi bi pha
huy ¢ hé lién vong ndi mo6 do sy c6 mat
ctia ty khang thé khang tiéu cau, dan dén
tinh trang bim tim hodc xuat huyét.

Nguon: https://www.ema.europa.eu/
Nguoi tong hop: Nguyen Mai Hoa
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PRAC (EMA) khuyén cdo cap
nhat canh bao phan v¢ trong thong tin
sin pham viae-xin - Covid-19
Astrazeneca

Ngay 12/03/2021, sau khi danh gia
cac ca phan vé sau tiém chiing vic-xin
Covid-19 Astrazeneca, Uy ban Pinh
gia Nguy co Canh giac Dugc (PRAC)
thu¢c Co quan Quan ly Duwgc pham
Chau Au (EMA) khuyén cdo, cin cip
nhit bién c6 phin vé va qua min vao
phan phan @ng cé hai trong thong tin

cua

san pham ciia vic-xin nay.

Phan vé 13 mot tac dung bét loi co
thé xdy ra nhung rat hiém gap va di duoc
dua vao ké hoach quan 1y nguy co cua
vac-xin Covid-19 Astrazeneca. Theo
khuyén cdo méi ciia PRAC, thong tin san
pham cta vac-xin Covid-19 Astrazeneca
s& duoc cap nhat canh bao lién quan dén
phan v¢, trong do, nhan manh tinh can
thiét ciia viéc san sang cac bién phap xur
tri trong truong hop xuat hién bién cd nay
va khuyén cdo nguoi tiém vic-xin can
dugc theo doi tbi thiéu 15 phut sau khi
tiém. Bat ké nguoi nao xuit hién phan
g sau khi tiém liéu dau khong nén tiép
tuc tiém liéu thir 2 cta vic-xin.

Hién c6 tong sd 41 bao céo nghi ngd
phan vé dugc ghi nhan trén tong sb 5
triéu lidu véc-xin da dugc tiém & Anh.
Sau khi ra soat can than dit liu, PRAC
cho rang mot so rat it cic ca nday co6 mbi
lién quan véi viéc tiém vac-xin.

Ngudn: https://www.ema.europa.eu/
Nguoi tong hop: Nguyen Mai Hoa

EMA: dang tiép tuc danh gia vic-
xin Covid-19 AstraZeneca va bién co
thuyén tic - huyét khoi

Ngay 15/03/2021, Co quan Quan
1y Dugc pham Chau Au (EMA) thong
biao dang tiép tuc ra soat vic-xin
Covid-19 AstraZeneca va bién co
thuyén tic - huyét khoi.

Hién mot s6 qudc gia thudc Lién
minh Chau Au (gan day nhéat c6 Phap,
Ptrc, Y, Tay Ban Nha, Ha Lan) dang tam
ngimg st dung vic-xin  Covid-19
AstraZeneca nhu moét phap than trong
trong thoi gian chd EMA ra soét lai bién
¢ thuyén tic - huyét khéi & nguoi tiém
chung vac-xin ndy. EMA dang lam viéc
chit ch& v6i nha san xuat, cac chuyén gia
vé huyét hoc va cic Co quan Quan ly
Duoc pham cac nudc, trong d6, c6 Co
quan Quan 1y Duoc phim Anh (MHRA) -
noi da c6 kinh nghiém tiém chung 11
triéu liu vac-xin nay. Trong thodi gian
cudc diéu tra cia EMA van dang tiép tuc,
EMA tiép tuc cho rang loi ich ctia vac-xin
Covid-19 AstraZeneca giup lam giam ty
1¢ nhap vién va tir vong, van vuot troi so
vG1 nguy co.

Tai Anh, ngay 15/03/2021, MHRA
cling thong bao chua xdc nhan cac bao
cdo huyét khdi sau khi tiém vic-xin
Covid-19 AstraZeneca cO6 nguyén nhan
do vac-xin nay giy ra. Nguoi dan van
duoc khuyén cdo tiém ching theo ké
hoach.

Ngudn: https://www.ema.europa.eu/
https://vaw.qov.uk/qpvernment/
Nguoi tong hop: Nguyen Mai Hoa
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EMA: Két luin vé vic-xin Covid-
19 AstraZeneca va bién co6 thuyén tic -
huyét khoi

EMA két luin lgi ich ciia vic-xin
Covid-19 AstraZenca van vuwgt troi
nguy co nhung c6 thé ¢é moi lién quan
v6i mot sé trueomg hop huyét khoi keém
theo giam tiéu cAu hiém gip.

Ngay 18/03/2021, Co Quan Quan ly
Duoc pham Chau AU (EMA) di dua ra
két luan vé nguy co huyét khdi & bénh
nhan tiém chung véc-xin Covid-19
AstraZeneca sau khi danh gia so bo vé
cac bao cdo bién cb nay. EMA két luan:

- Loi ich cua viéc tiém chung vdc-
Xin trong viéc ngan chan sy lan rong cua
Covid-19 (ban than Covid-19 ciing gdy ra
cdc roi loan déng mau va cé thé dan dén
tir vong) van vieot tréi so voi cdc nguy co
@dp tdc dung bdt loi

- Viéc sw dung vde-xin khong lién
quan dén ting nguy co xudt hién bién cé
thuyén tdc - huyét khoi néi chung & nguoi
tiém vdc-Xin

- Hién khéng cé bdng chimg cho
thdy c6 van dé véi mot s6 16 vic-xin nhat
dinh hodc lién quan dén mét co sé san
xudt cu thé

- Tuy nhién, vdc-xin c6 thé lién quan
dén mét sé ca huyét khoi rat hiém gdp, cé
gidm tiéu cdu, kém hodc khéng kém theo
xudt huyét, trong dé c6 huyét khoi xoang
tinh mach nao (CVST).

Trong khoang 20 triéu nguoi da
tiém viac-xin Covid-19 AstraZeneca O
Anh va ¢ cac nude trong Lién minh Chau
Au tinh dén ngay 16/03/2021, c6 7 ca
dong mau ndi mach lan toéa (DIC) va 18
ca huyét khdi xoang tinh mach ndo. Méi
quan hé nhan qua giita cc bién cb nay va

viéc tiém vic-xin chua duoc chirng minh
nhung ciing c¢6 thé c6 mdi lién quan dén
véc-xin va can danh gia thém.

Theo Uy ban Panh gia nguy co
Canh giac Duoc (PRAC) ctia EMA, tong
sd ca gip bién cb thuyén tic - huyét khdi
sau khi tiém vac-xin (ca trong nghién ctru
va sau khi vic-xin duoc cip phép) 1a 469,
van thip hon ty 1& ghi nhin trong quan
thé dan cu chung. Pidu d6 cho phép
PRAC xé4c nhan khong c6 su tang nguy
co huyét khéi noi chung sau khi tiém vic-
xin. Tuy nhién, & nguoi tré tudi, van con
mot sé quan ngai lién quan dén nhimng ca
huyét khéi hiém gip o trén. PRAC xem
xét chi tiét cdc bdo cdo CVST va DIC tir
cac qubc gia thanh vién, trong do, ¢6 9 ca
tr vong. Hau hét cic ca nay xay ra O
ngudi dudi 55 tudi va phan 16n 13 nir gioi.
Mic du cac bién cd trén hiém gip nhung
ban than Covid-19 ciing c6 thé gay ra céac
van dé dong mau & bénh nhan. Vi vy, rat
kho xac dinh ty 18 xuét hién bién cb huyét
khéi & ngudi khong tiém ching. Tuy
nhién, dya trén dit lidu tién Covid-19, c6
thé uéc tinh khoang duéi 1 ca DIC duoc
bao cao & ddi twong ngudi dudi 50 tudi
trong 14 ngdy sau tiém vac-xin nhung dén
ngay 16/03/2021, thuc té ghi nhan 5 ca.
Tuong tu, wdc tinh c6 1,35 ca CVST ¢ do
tudi twong tu nhung dén ngay ldy méc
16/03/2021, ghi nhan thuc té 12 ca. Sy
mat cAn bang giita con s thuc té va udc
doan nay khong xuét hién & quan thé
ngudi cao tudi tiém vac-xin.

PRAC cho rang hiéu qua cta vic-
xin Covid-19 AstraZeneca trong viéc
giam thiéu ty 1¢ nhap vién va tir vong do
Covid-19 van cao hon kha ning thuc su
rat nho gay DIC hoic CVST. Tuy nhién,
v6i nhitng phat hién nay, bénh nhan can
duoc canh bao vé cac hoi ching trén va
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néu c6 ddu hiéu, triéu chtirng canh bdo,
bénh nhan can dén co sé kham, chita
bénh ngay. PRAC khuyén cio cap nhat
thong tin san phdm cua vic-xin Covid-19
AstraZeneca dé canh bao nguy co nay.
PRAC van dang tiép tuc theo do1 chat ché
cac bao cao huyét khdi va co thé tién
hanh thém nghién ctru dé cung cap thém
dir liéu vé xét nghiém ciing nhu bang
ching tir nghién ctru doi thuc.

Thong tin cho ngwoi bénh:

- Vic-xin Covid-19 AstraZeneca
khong lién quan dén ting nguy co huyét
khéi néi chung.

- C6 mét truong hop rat hiém gip
xuat hién huyét khbi kém theo giam tiéu
cAu sau tiém chung. Cac bao cdo nay
phan 16n & phy nit dudi 55 tudi.

- Do tinh trang dich Covid-19 rat
nghiém trong va van dang lan rong, loi
ich ctia vic-xin Covid-19 AstraZeneca
ndy trong viéc phong ngtra bénh van vuot
tréi nguy co tac dung bat loi.

- Tuy nhién, sau khi tiém vic-xin
Covid-19 AstraZeneca, néu nguoi bénh
xuét hién cac dau hiéu sau can dén co so
kham, chira bénh ngay

+ Kho tho
+ Pau nguc hodc dau da day
+ Sung hodc lanh tay hoac chan

+ Pau dau muc d6 ning hodc ning
hon hodc mo mit sau tiém chung

+ Chay mau kéo dai

+ Xuét hién nhiéu vét bAm tim nho,
chidm do hodc tim hodc tu mau dudi da

Théng tin cho cdn b y té:

- Céc truong hop giam tiéu cau va
huyét khoi, trong d6, mot s6 1a huyét khoi
tinh mach mac treo trang hodc mach nao/

xoang tinh mach nao da dugc bao cao &
ngudi sau tiém chung vic-xin Covid-19
AstraZeneca. Phan 16n bao cdo & phu ni
du6i 55 tudi. Tuy nhién, didu nay mot
phan c6 thé do day 1a cac di twong duoc
wu tién tiém ching véac-xin trudc & cic
qudc gia thanh vién.

- S6 luong bao cao thuyén tic -
huyét khéi vuot qua con sb udc tinh
nhung chua ching minh dugc mbi quan
hé nhan quéa va do d6, khong thé loai trur.
Tuy nhién, do cac bién c¢d hiém gip va
viéc xac dinh ty 1& chinh xac xuét hién
huyét khoi trong quan thé ngudi khong
tiém vac-xin rat kho, mbi lién quan giita
viéc tiém véc-xin Covid-19 AstraZeneca
va cac bién cb thuyén tic - huyét khbi &
mutc khong chic chan.

- EMA tiép tuc nhan dinh loi ich cua
vic-xin Covid-19 AstraZeneca van vuot
t61 nguy co va nhin chung, khong c6 moi
lién quan vé&i bién ¢ thuyén tic - huyét
khdi noi chung. Tuy nhién, thong tin san
pham cia vac-xin Covid-19 AstraZeneca
s€ dugc cadp nhat thong tin vé cac ca
CVST va DIC c6 thé xay ra.

- Céan b y té can canh bdo bénh
nhan vé nguy co thuyén tic - huyét khéi,
DIC va CVST c6 thé xuét hién sau tiém
ching.

- Nguoi bénh sau tiém ching can
dén co s& kham, chita bénh ngay khi xuét
hién cac triéu chimg thuyén tic - huyét
khéi, dic biét 1a ddu hiéu giam tiéu ciu va
xuét hién cuc mau dong trong nio nhu d&
bam tim hodc chay mau, dau dau ning
hodc kéo dai, dac bi¢t sau 3 ngay tiém
chung.

Cung ngay 18/03/2021, Co quan
Quan 1y Dugc pham Anh (MHRA) ciing
x4ac nhan logi ich cia vic-xin Covid-19
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AstraZeneca van vuot troi nguy co. Bénh
nhan duoc khuyén cdo di tiém theo ké
hoach. Theo MHRA, 5 truong hop CVST
duge bio cdo & Anh van dang tiép tuc
duge danh gia. Ty 16 bién cb duge udc
tinh < 1/ 1 triéu nguoi tiém véac-xin. Bién
cd nay cling co thé ty xay ra nén mdi
quan hé nhan qua giira viéc tiém vac-xin
Covid-19 AstraZeneca va bién cd xay ra
chua dugc ching minh.

Ngudn: https://www.ema.europa.eu/
https://www.gov.uk/government/
Nguoi tong hgp: Nguyén Mai Hoa

WHO: Vic-xin Covid-19
Astrazeneca - lgi ich van vwrot troi nguy
co

Trong tuyén bdé gin diy nhit,
ngay 17/03/2021, T6 chirc Y té Thé gisi
(WHO) nhin dinh lgi ich ciia vic-xin
Covid-19 Astrazeneca van vuot troi
nguy co.

WHO hién dang lam viéc voi Co
quan Quan 1y Dugc phdm Chau AU
(EMA) va cac co quan quan ly dugc
pham khéc trén ca thé gigi dé cap nhat
cac thong tin moi nhat vé d6 an toan cta
vac-xin Covid-19. Tiéu ban Covid-19
trong Uy ban tu van toan cau vé an toan
véc-xin cia WHO dang dénh gia can than
cac dir liéu an toan hién c6 va cip nhat
nhit vé vic-xin Covid-19 Astrazeneca.
Sau khi két thuc ra soat, WHO s& cong bd
céc cac phat hién dén cong dong.

Ngudn: https://www.who.int/
Nguoi tong hop: Nguyen Mai Hoa

Health Canada: Cap nhat nhan
trén hop, lo va théng tin phan &ng cé
hai cia Vaccin COVID-19 Moderna
sau khi dwa ra thi trueong

Bo Y té Canada cip nhit cac
phian ung phu cia vaccin COVID-19
Mordena sau mgt thoi gian dwa ra thi
trweong. Nhan trén thung va lg (chi cé
tiéng Anh, sit dung toan ciu) cia
vaccin nay ciing dwge thay ddi véi
théng tin ghi nhin san phAm méi, bao
gom thay doi tén biét dwoc.

San pham

Vaccin COVID-19 Moderna, dang
phan tin 0.2mg/mL tiém bap. Mdi lo
chtra 10 lidu (mdi lidu 0.5mL)

DIN: 02510014

Nha san
Therapeutics Inc.

Xuat: Moderna

Nha nhap khau va phan phdi tai
Canada: Innomar Strategies Inc.

Thong tin co ban

Vaccin COVID-19 Moderna duogc
chi dinh tiém chung tich cyc dé phong
nhiém COVID-19, hoi ching ho hap cip
tinh ndng do virus corona 2 (SARS-CoV-
2) giy ra, ¢ nhimg nguoi tir 18 tudi trd
1én.

Hién vaccin nay da dugc cap nhat
cac thong tin vé phan Gmg co hai sau khi
dua thi trudng. Soc phan vé da duoc bao
cao sau khi tiém vaccin COVID-19
Moderna bén ngoai pham vi thir nghiém
lam sang. Thong tin m&i nay khong lam
thay d6i hd so loi ich — nguy co cta san
pham.

Bén canh do, nhan trén hdp va lo
(chi c6 tiéng Anh, st dung toan cau) cia
vaccin nay da dugc cap nhat vdi thong tin
ghi nhin san phidm m&i bao gdm tén biét
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dugc sta dbi, tén san pham, dang bao
ché, dia chi cong ty, dia chi trang web cua
cong ty va ma QR, tén thay thé cho céc

thanh phan phi duoc liéu, cling nhu bd
sung cac tuyén b mai.

Cac cap nhat moi

Truoc Sau
T(e;:rzft Moderna Covid-19 Vaccine Covid-19 Vaccine Moderna
Ten COVID-19 mRNA Vaccine
thwong COVID-19 mRNA Vaccine . e
-~ (nucleoside modified)
Dang bao Hén dich Phan tan
ché
Tén thay
thé cho Tromethamin Trometamol
cac thanh Tromethamin Hydrochlorid Trometamol Hydrochlorid
phén phi Sodium acetat Sodium acetat trinydrat
duge liéu
Dia chi
trang web www.ModernaCovidVaccine.com www.ModernaCovid19Global.com
va ma QR
"Boc k§ hudng dan sir dung trudce
Tuyén bo N/A khi sir dung"
"Bé ngay/gio"
Dia chi . . . .
cong ty Moderna Biotech Spain SLU Moderna Biotech Spain SL

Luwu ¥ cho cac can bd y té

Céc can bd y té dugc khuyén céo:

- Ciing nhu v&i tit ca cac loai vaccin
khéc, phai dao tao nguoi tiém chung va
giam sat, ludn sin sang dé xu tri trong
truong hop xay ra séc phan vé hiém gip
sau khi str dung vaccin nay.

- Nén theo ddi can than bénh nhan it
nhat 15 phit sau khi tiém vaccin COVID-
19 Moderna.

- Khong tiém liéu thir hai cho nhiing
ngudi da bi séc phan vé do lidu dau tién.

N gufSn: https://healthycanadians.gc.ca/
biém tin: CTV. Lé Thi Nguyét Minh,

CTV. binh Thi Thuy,
ThS.DS. Nguyén Thi Tuyén

THU HOI TOAN BQ DUNG CU
TIEM (ZOMAJET) PI KEM VOI
THUOC ZOMACTON
(SOMATROPIN) TREN TOAN CAU

Do sai sot lién quan dén chét luong,
cong ty Ferring Pharmaceuticals da thong
bdo thu hoi toan bd dung cu tiém
(ZOMAJET) di kém v6i ché pham
Zomacton (somatropin) trén toan cau.

Dung cu nay c6 thé phan hily thanh
nhidu manh, khién nguoi sit dung gip
nguy co chan thuong.

Thong bao nay danh cho cac nha
thudc cong dong va cac bénh nhan dang
st dung ZOMAIJET, lién quan dén tt ca
loai dung cu ZOMAJET:


http://www.modernacovidvaccine.com/
http://www.modernacovid19global.com/
https://healthycanadians.gc.ca/

- ZOMAJET 10,
- ZOMAJET 2 Vision
- ZOMAJET Vision X

Thudéc ZOMACTON ciing gian tiép
bi anh hudéng boi thong bdo nay, do
khong thé tién hanh tiém thuéc ma khong
c6 dung cu ZOMAIJET vi day 1a dung cu
duy nhat duoc thiét ké dé tiém
ZOMACTON dang bot pha trong dung
moi pha tiém. ZOMACTON duoc chi
dinh trong diéu tri dai han trén tré em
cham phat trién do giam tiét hormon ting
trudng, va diéu tri dai han cham phat trién
do hoi ching Turner, dugc xac dinh qua
phan tich bd nhiém sac the.

Vi Iy do trén, can ngung sir dung
ZOMACTON va nging ké don thudc
ZOMACTON. Do d6, nhan vién y té va
bénh nhan can luu y:

- Bac si khong chi dinh
ZOMACTON cho bénh nhan méi, va doi
v6i bénh nhan dang trong qua trinh diéu
tri bang ZOMACTON can chi dinh cho
bénh nhan st dyng mot hormon tang
trueong Khac;

- Dugc si can bao ngay cho bénh
nhan t6i gip bac si dé dugc ké thude thay
thé, va khong cap phat ZOMACTON
cling nhu ZOMAIJET sau khi bénh nhan
da duoc chi dinh liéu phap diéu tri thay
thé;

- Bénh nhén can dén gip bac si dé
dugc ké hormon ting truéng thay thé,
dung st dung ZOMAIJET sau khi da duoc
chi dinh dung thudc thay thé
ZOMACTON, va tra lai dung cu nay cho
nha thudc.Trong thdi gian budce phai sir
dung ZOMAIJET (khi chua dugc chi dinh
thudc thay thé cho ZOMACTON), bénh

nhan can kiém tra ki ¢é dam bao dung cu
khong ¢ vét nirt.

Quyét dinh thu hdi duoc dua ra sau
khi s6 luong bao céo lién quan dén céc
san phém trén gia tang trong thoi gian
gan day.

Cac bao cao bao gdm cac truong
hop dung cu ZOMAJET bi v& thanh
nhiéu manh, khién cho cac bod phan cua
dung cu b1 vang ra. Cac sy cd trén co thé
lién quan dén viéc sir dung dung cu qua
han str dung (4 nam).

Cho dén nay, nha san xuat chua
nhian dugc bio cdo vé chan thuong
nghiém trong do st dung ZOMAIJET.
Mot s truong hop chan thwong nhe hoic
chan thuong tam thoi dd hoi phuc hoan
toan.

Ngudn: https://www.vidal.fr/actualites/
Piém tin: CTV. Tang Qubc An,

DS. Tir Pham Hién Trang,

ThS. DS. Nguyén Thi Tuyén

NHAN SAN PHAM CHUA
CALCI GAY NHAM LAN DAN
PEN NHAP VIEN

Calcium

Calcium 500 mg

Carbonate
500 mg

Hién tai, nhan san phém chira calci
c6 thé ghi liéu dudi dang calci nguyén t6
hodc mudi calci hodc ca hai. Pd c¢6 bao
c4o vé cac truong hop nham I4n liéu ghi
trén nhin, va trong mot s6 trudng hop,
viée st dung qua lidu ngoai y mubn di
dan toi mot sd bénh nhan can nhép khoa
Hbi strc tich cuc. Diém tin nay chia sé
mot sd bién ¢ nham nang cao nhan thuc
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vé cac nguy co do sy thiéu tiéu chudn hoa
nhan san pham chira calci, ciing nhu dua
ra mot sO bién phap dé cai thién thyc
hanh ghi nhan.

Cic bién c6

Trong 3 bién cb riéng 1¢, calci
carbonat 1250mg (mudi calci cung cap
500mg calci nguyén t6) duoc ké cho bénh
nhan xuat vién sau phiu thuat cat tuyén
can gidp hodc tuyén giap. Trong mdi
truong hop, bénh nhan di mua san phdm
c6 nhan ghi “calci carbonat 500mg”. Mdi
bénh nhan da su dung 2,5 vién cho mot
liéu, ma khong biét rang s 500 mg trén
mit chinh ciia nhin thé hién lidu dung
dudi dang calci nguyén to (tirc 1a chi 1
vién 1a du lidu duge ké). Ca 3 bénh nhan
déu duogc dua vao khoa hdi stre tich cuc
dé diéu tri ting calci huyét do sir dung
qua lidu.

O bién cb thir 4, mot nha thude da
mic sai sot trong viéc cap phat va dong
g61 thudc ctia mot bénh nhan. Pon thudce
calci carbonat 1250mg 3 1an mot ngay da
dugc nha thude cap va dong goi 2,5 vién
cho mot lidu, do nhan san pham ghi “calci
carbonat 500mg”. Bénh nhan khoéng gap
tac hai nao, tuy nhién bénh nhan da phai
1am thém mot sb xét nghiém mau.

Tong quan

Calci 1a mot khoang chét thiét yéu,
dong vai tro trong chuyén héa xuong
cling nhu cac qua trinh dién hoa sinh ly
khac. Liéu calci thuong dugc ké hodc
khuyén céo 1a 500-1000mg calci nguyén
t6 dé dat duoc muc khuyén cdo 1000-
1200mg calci nguyén t6 hang ngiy cho
hau hét nguoi 16n. Cac san pham thuc
pham bd sung cung cép calci dudi dang
hop chit (mudi calci), phd bién 1a calci
carbonat va calci citrat. Calci carbonat
chtra 40% calci nguyén t6 (vién 1250mg

calci carbonat cung cip 500mg calci
nguyén td), con calci citrat chira x4p xi
20% calci nguyén té (vién 1250mg calci
citrat cung cip 250mg calci nguyén t5).

Hién tai khong c6 quy chuan vé viéc
thé hién liéu trong mot vién dudi dang
nao trén mat chinh cta nhin san pham.
Viéc hiéu sai nhan san phélm do thuc
hanh ghi nhan chua tét c6 thé dan toi viée
stt dung qua hodc duéi liéu, va dan dén
hau qua co6 hai. Do mgt s6 san phém, bao
gém thuc pham bd sung calci, co thé
duoc mua ma khong ké don tir nhiéu ctra
hang ban 1¢ hodc kénh thuong mai truc
tuyén, nén bénh nhan c6 thé khong duoc
dugc si ho tro khi lya chon san phém.

Phén tich cac bién c6 lién quan t6i
calci carbonat da chi ra yéu t6 gop phan
chu yéu gay sai sot trong sir dung thude 13
thong tin gdy nham 1an trén mat trudc cia
nhan san pham.

KHUYEN CAO

Nha sin xudt

Thuc hién chuan hoa viée ghi nhan,
thé hién o licu dung dudi ca hai dang
calci nguyén t6 va mudi calci. Viéc nay
thiic day tinh nhat quan trong ghi nhan,
nham giam thiéu nguy co dung sai licu
thudc. Mat tru6c nhan nén ghi rd ham
luong dudi ca dang nguyén té va dang
mudi. Nén thém bang thong tin san pham
dé han ché tbi da viéc hiéu sai liéu lugng.

Duroc si cong dong

Néu c6 thé, chi mua va luu trix
nhitng san pham ghi rd va chinh xac ham
luong calci & mat trude nhan.

Dit bién chi dan ¢ noi bay ban san
pham calci khuyén cédo nguodi mua tham
khéo tu van cua duoc si dé chon ding san
pham va liéu.
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Khi ngudi bénh hoi vé thong tin san
pham chira calci: (1) nhic nhé nguoi
bénh rang liéu calci nguyén té khong
gidng lidu calci dang mudi va dam bao ho
hiéu dung liéu can dung. Nhin manh rang
ngudi bénh can hoi rd liéu calci ho can
dung duoc thé hién dudi dang nguyén t6
hay dudi dang mudi khi ho tiép xtc véi
c4c nhan vién y té khac.

Hoi lai nguoi ké don dé 1am 18 don
thudc ghi liéu dudi dang calci nguyén t6
hay mudi calci (va lam 13 1a mudi gi).

Yéu cau nha cung cap phan mém keé
don hién thi ham luong calci nguyén t6 di
kém véi thong tin san pham mudi calci
trén man hinh lua chon.

Bac si ké don

Trude khi ké don hoac goi y san
pham, can chi ra cho bénh nhan vé cac
dang khac nhau cua calci hién c6.

Cung cép huéng dan ré rang bang
vin ban cho bénh nhan, bao gdm ham
lugng calci nguyén t6, mudi nén dung
(néu co), lidu luong va sb 1an dung.

Khuyén cdo bénh nhan tham khao y
kién dugc si khi chon san phém chira
calci va tinh toan sd vién cin dung dé
dam bao dung ding liéu khuyén cio.

Yéu cau nha cung cip phin mém
lwu trir bénh an hién thi ca ham luong
calci nguyén t6 va mudi calci trong san
pham trén man hinh.

Ngudn: https://www.ismp-canada.org/
Piém tin: CTV. Tang Qubc An;

CTV. Nguyén Ha Nhi,

ThS.DS. Nguyén Thi Tuyén

Health Canada: Canh bao nguy
co nghiém trong cho sirc khde cia tré
khi tré vo tinh tiép xic véi paracetamol
cia nguoi lon

Nhiéu sy ¢6 ngd ddc paracetamol
& tré nhé da xay ra do vé tinh tiép xic
véi vién nén paracetamol danh cho
ngudi. Bd Y té Canada canh bao nguoi
din vé nguy co nay va dwa ra mot sb
bién phiap phong ngira cling nhw giaii
quyét cho cac bac phu huynh.

Nguy co

Bo Y té Canada khuyén cdo nguoi
dan nén thuc hién céc bi¢n phap phong
ngura dé ngan chan su cd ngd doc
paracetamol ¢ tré nhd, sau khi cac trung
tam kiém soat chit doc nhan duge nhiéu
vé bao cdo sy cb nay. Cac vién thudc
paracetamol cho nguoi 16n c6 mau do, vi
ngot, d& nham véi keo, va c6 thé duoc
dong goi trong chai c6 nap do, dé mo, dé
nham véi do choi.

V6 tinh nudt phai cac san pham
paracetamol c6 thé dan dén qua liéu, anh
huong nghiém trong t&i1 stic khoe, bao
gdém ton thuong gan hoidc tir vong. Céc
triéu chimg cua qua liéu bao gdm budn
non, ndn mura, chan an va dau o phén trén
cua bung hodc da day.

Nhitng diéu nén lam

- Goi cho trung tdm kiém soét chit
doc néu nghi rang tré di udng qua nhiéu
paracetamol

- Tham khao y kién cic nhan vién y
t¢ néu co bat ky cAu hoi nao vé
paracetamol

- Chon bao bi chéng tré em khi mua
san phim paracetamol néu c6 tré nhod
trong nha

- Van chat nép sau moi 1an sir dung

- Cét tht ca cac loai thube trong mot
hop khoa, thung hoac ti, tranh xa tam
nhin va tdm vdi caa tré em.

- Khong dung thudce trudc mait tré
em
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- Bao céo bat ky van dé bat loi nao
vé san pham strc khoe cho Co quan quan
ly.

- Hién B0 Y té Canada van tiép tuc
xem xét van dé nay va 1am viéc véi cac
nha san xudt dé xac dinh cic bién phap

Medsafe: Vildagliptin va thudc
trc ché men chuyén (ACEI) - tiang
nguy co phu mach

Phéi hop vildagliptin véi thude
ttc ché men chuyén (ACEI) lam ting
nguy co phu mach so véi sir dung
don ddc. Can nhic twong tic thude
nay néu bénh nhan sit dung dong
thoi hai thudc trén c6 triéu ching
phit mach. Bénh nhén sir dung dong
thoi vildagliptin va ACEI cin dwoc
theo ddi triéu chirng phit mach. Nhic
nhé bénh nhan bao cao cho bac si khi
¢6 bat ky triéu ching phi mach nao
xuét hién.

Téng quan

Phu mach la tinh trang dot ngot
sung phong da hodc co quan duéi da do
tdng tinh thAm thanh mach nhat thoi,
khién huyét tuong thoat khoi thanh
mach vao khodng gian bao.

Vildagliptin 1a thudc wc ché
dipeptidyl peptidase-4 (DPP-4) chi dinh
diéu tri dai thao duong typ 2. ACEI
dugc chi dinh dé diéu tri bénh than do
dai thdo duong, do vay hai thudc nay
thuong dugce st dung dong thoi.

Phu mach do ACEI

Phu mach dugc bdo cdo xuét
hién trong khoang 0,2-0,5% bénh nhan
sir dung ACEIL Triéu chimg nay c6 thé
xudt hién bat cir luc nao trong qua trinh
diéu tri.

Phi mach do ACEI chii yéu xuét
hién & ving dau va cb, dic biét 1a méi,
ludi, mat va dudong ho hip trén, do do
c6 thé de doa tinh mang. Phu mach c6
thé c¢6 biéu hién it pho bién hon nhu

thich hop nham ting tinh an toan cta cac
san pham nay.

Nguon: https:/healthycanadians.gc.ca/
Diém tin: CTV. Lé Thi Nguyét Minh,
CTV. Pinh Thj Thuy,

ThS. DS. Nguyén Thi Tuyén

dau bung cép tinh lién quan dén tiéu
chay hodc cac triéu ching trén duong
ticu hoa khac. Phu mach khong lién
quan dén ngira hodc ndi mé day.

Tang nguy co phu mach khi
phdi hop vildagliptin véi ACEI

[t thay triéu chung phu mach
trén bénh nhan st dung don doc
vildagliptin, tuy nhién nguy co tang lén
trén bénh nhan dung dong thoi
ACEI. Can nhic tuong tac thubc nay
néu bénh nhan st dung dong thoi hai
thudc trén co triéu chimg phu mach.
Bénh nhan sir dung dong thoi
vildagliptin va ACEI can dugc theo doi
triéu chimg phu mach. Nhic nhd bénh
nhan bao cao cho bac si khi bat ky triéu
chtrng pht mach nao xuat hién.

Co ché dé xuiat

Co chat P va bradykinin 1 chat
gian mach tham gia vao qua trinh sinh
ly gay phu mach. ACE va DPP-4 tham
gia vao qua trinh phan huy co chat P,
va ACE la enzym phén huy bradykinin.
So sanh véi tac dung trc ché cua riéng
ACE hoac DPP-4, tac dung tic ché khi
sir dung dong thoi ACEI va vildagliptin
lam tang nguy co tich lily co chat P va
bradykinin, din dén hién tuong phu
mach.

Ngudn: https://www.medsafe.govt.nz/profs/PUArti
cles/March2021/Vildagliptin-and-ACE-inhibitors-
increased-risk-of-angioedema.html

Diém tin: CTV. Tang Qudc An; CTV. Nguyén Ha
Nhi, ThS.DS. Nguyén Thi Tuyén
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Lam dung va 1€ thudc vao
pregabalin va gabapentin: Canh bao
DPac biét tir TGA

Canh bao dac biét lvu y nguy
co str dung pregabalin sai muc dich,
dong thoi lvu ¥ nguy co lam dung
hodc 1€ thufc vao pregabalin va
gabapentin. Nhitng nguy co ké trén
c6 thé din téi tac dung khong mong
mudn nghiém trong va de doa tinh
mang. Nguy co xay ra tac dung
khong mong mudn cang tang 1én néu
stt dung ph01 hop cung thudc c6 tac
dung an than, bao gom ca cac oplold

TGA yéu cau cic nha san xuét
bod sung muc Canh bao Dac biét vao to
huéng dan sir dung cta cacsan pham
chira pregabalin va gabapentin va
khuyén cdo nhan vién ké don can danh
gia nguy co su dung pregabalin sai muc
dich va nguy co lam dung hoac 1€ thudc
vao pregabalin va gabapentin truéc khi
ké cac thudc trén, dong thoi canphai
theo ddi bénh nhan thudng xuyén trong
qua trinh diéu tri.

Quyét dinh bd sung Canh bao
bac bi¢t nay dugc dua ra sau khi Co
quan Quan 1y Duoc phim Australia
(Therapeutic Goods Administration —
TGA) tién hanh nghién ctru cac bao cdo
vé tinh trang st dung pregabalin sai
muc dich va tinh trang lam dung hoac
1€ thudc vao pregabalin va gabapentin
trong thot gian dai & Australia.

Pregabalin va gabapentin dugc
stt dung dé diéu tri dau than kinh (dau
do bat thuong hodc ton thuong day than
kinh) va dong kinh. Cac thudc trén co
thé duoc sir dung don 1¢ hodc st dung
phéi hop v6i cic thudc khac.
Pregabalin dugc luu hanh & Australia
dudi tén biét dugc Lyrica va mot vai
dang thubc generic. Gabapentin duoc
luu hanh dudi tén biét duoc Neurontin
va mot vai dang thube generic.

Nhu véi bat ki thude nao,
chuyén gia y té va bénh nhan phai danh

gia nguy co va loi ich khist dung
pregabalin va gabapentin dya trén tinh
tranglam sang cua bénh nhan. Néu sau
khi cin nhic cac tic dung phucod thé
xdy ra lién quan t&i pregabalin va
gabapentin ma chuyén gia y t& quyét
dinh sir dung cac thudc trén, thi thude
can dugc st dung véi lidu t01thleu co
hiéu qua trong thoi gian ngin nhit co
thé.

PI 14 tai liéu duoc viét boi cong
ty dugc pham chiu trach nhiém vé san
pham (con goi la “sponsor’) va da dugce
TGA chip thuén. Tai liéu cung cap
thong tin khach quan vé chat luong, an
toan va hiéu qua cua thube, véi muc
dich hd tro bac si, dugc si va cac
chuyén gia y té khac trong viéc ké don
va cdp phat thubc. Tuong tu, CMI
thong tin cho ngudi st dung vé cach sir
dung thudc an toan va hiéu qua. PI va
CMI cua tat ca cac thude ké don trong
Danh muc Thubc Australia (Australia
Register of Theraputic Goods) déu co6
trén website cua TGA.

Nghién ciru cia TGA

TGA da nghién ctru cac bdo céo
trong thoi gian dai vé tinh trang sir
dung pregabalin sai muc dich va tinh
trang lam dung hoac 1€ thudc vao
pregabalin va gabapentin & Australia va
d3 tham khao y kién chuyén gia cua
Hoi ddng C6 van Y hoc (Advisory
Committee for Medicines.)

Hé théng Thong tin Phap y Qudc
gia (National Coronial Information
System) cho biét s6 truong hop tir vong
lién quan téi pregabalin da tang tur 16
truong hop vao nam 2013 1én 121
truong hop vao nim 2016. Pai da sb
cac truong hop tr vong nay xay ra
ngodi ¥ mudn. Hon nita, mot nghién
clru vao nam 2018 vé dir liéu xe clru
thuwong cua Tap chi Y hoc Australia
(Medical Journal of Australia) da chi ra
tan suat su dung xe ctru thuong lién
quan t6i pregabalin da tang gap 10 lan
ké tir nam 2012, cht yéu do bénh nhan
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thuong xuyén st dung nham lan
pregabalin v6i cac thudc an than khac.

Tinh dén ngay 19 thang 01 nim
2021, Co s6 dit liéu vé B4o céo Bién co
bét loi cuia TGA (Database of Adverse
Event Notifications) di ghi nhanlan
luot 184 va 18 bao céo vé trudng hop
nghi ngo lam dung, st dung sai muc
dich hoac 1€ thudc vao cac san phélm
chtra pregabalin va gabapentin. C6 111
ca tir vong va 110 catrong sd d6 xac
dinh pregabalin 13 thudc nghi ngo.

Thong tin danh cho ngudi sir
dung

Néu ban hoidc nguoi ma ban
cham so6c st dung pregabalin hoac
gabapentin, xin hdy luu y rang céc
thudc trén tiém an nguy co lam dung va
1é thudc vao thude. Nhitng nguy co nay
c6 thé dan t6i tac dung khong mong
mudn nghiém trong, tham chi de doa
tinh mang, va nguy co cé thé cang ting
1én néu céac thudc trén dugc sir dung
dong thoi voi cac thudc an than khac
va/hoic dd udng c6 con.

Hay trinh bay vdi bac si néu ban
c6 tién st str dung sai cach, lam dung
hodc 18 thudc vao thudc, vi diéu nay sé
gitip bac si can nhic lidu cac thude trén
c6 phu hop véi ban hay khong.

Hay tuan thu nghiém ngét huéng
dan cta bac st diéu tri, ddc biét 1a cac
huéng dan vé liéu dung, va tuyét dbi
khong chia sé thudc cua ban voi bat ki
ai khac. Tuyét doi khong duge nging
ué)ng thubc dot ngdt hodc trudc khi
tham khao y kién bac si.

Néu ban c6 bat ki cau hoi hodc
lo ngai nao vé cac van dé néu trén, hay
trinh bay véi bac si didu tri. Ho Ia
nguoi & vi tri tot nhat dé cung cap cho
ban cac khuyén cdo 1am sang dua trén
hoan canh cuia c4 nhan ban.

Thoéng tin danh cho chuyén gia
y té

Ra so4t tién st roi loan s dung
chat kich thich va dau hiéu lam dung

hodc 1& thudc vao thudc trude khi ké
don thudc pregabalin hodc gabapentin.

Theo doi bénh nhan thudng
xuyén trong qua trinh diéu tri, dac biét
la cac bénh nhan dang hodc da tung st
dung cac opioid va/hodc cac
benzodiazepin. DPdc biét theo doi viée
ting liéu sit dung hodc hanh vi tim
kiém thudc.

Than trong khi ké don thude
pregabalin hodc gabapentin phdi hop
v6i cac opiod do nguy co trc ché than
kinh trung wong. Phdi hop véi céc
opiod c6 thé din t6i tinh trang an than
qua murc, (rc ché ho hap, hon mé va tu
vong. Trén cac bénh nhan can thiét phai
phdi hop pregabalin hodc gabapentin
Vo1 cac thuoc trc ché than kinh trung
wong, bao gdm ca cac opioid, can phai
theo ddi chat ché dau hiéu trc ché than
kinh trung wong, nhu lo mo, an than va
trc ché h6é hip. Han ché lidu va thoi
gian st dung t&i mirc toi thiéu can thiét
dé dat duoc hiéu qua dicu tri.

Da phat hién cac triéu ching cai
thudc sau khi nging diéu tri ngan
hanhodcdai hantrén mot sé bénh nhan.
Cac triéu chung sau dé dugc bao cao:
mat ngu, dau dau, budn non, lo ling,
tang tiét mo hoi va tiéu chay. Vigc
ngung diéu tri nén duoc thuc hién dan
dan trong vong t6i thiéu mot tuan.

Tham khao PI lién quan dé biét
thém thong tin chi tiét vé pregabalin va
gabapentin. Tai liéu PI cho cidc san
pham trén cé trong kho luu trit PI truc
tuyén ciia TGA.

Ngudn: https://www.tga.gov.au/alert/pregabalin-
and-gabapentin

Codein, oxycodone, tramadol va
cytochrom CYP2D6: than trong véi
cac chat chuyén héa cé hoat tinh

Codein, oxycodon va tramadol
la cac tién thuoc opioid, duwgc chuyén
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hoa béi cytochrom CYP2D6 thanh
cac opioid c6 hoat tinh. Tuy nhién,
hoat dong cia cytochrom CYP2D6 co
thé bi anh hwéng 16m béi da hinh di
truyén, véi bon kiéu chuyén hoéa
chinh: chuyén héa “chim” khong cé
hoat tinh hoic cé rat it hoat tinh,
chuyén héa “trung gian” c6 hoat tinh
chdm, va cdc ca thé binh thuwdng
chuyén hoéa tét thudc va nhém
chuyén héa “siéu nhanh”.

Codein, oxycodon va tramadol
la cac tién thubc opioid, dugc chuyén
hoa boi cytochrom CYP2D6 thanh cac
opioid c6 hoat tinh. Tuy nhién, hoat
dong cua cytochrom CYP2D6 c6 thé bi
anh huong 16n boi da hinh di truyén,
v6i bdn kiéu chuyén héa chinh: chuyén
hoéa “cham” khong c6 hoat tinh hoac cé
rat it hoat tinh, chuyén héa “trung gian”
c6 hoat tinh cham, va cic c4 thé binh
thuong chuyén hoa tét thudcva nhom
chuyén hoa “siéu nhanh”.

Theo wéc tinh, c6 3,6% dén
6,5% dan s6 da trang 13 nhitng nguoi co
CYP2D6 chuyén hoa “siéu nhanh” (sé
liéu khac nhau tiy thudc vao quan the)
Dbi véi nhitng nguoi nay, viée chuyén
héa quid muc cac tién thudc opioid
thanh cac chat chuyén hoa cé hoat tinh
c6 thé dan t6i qua liéu hodc ddc tinh khi
dl‘mgthuéc 6licu didu tri. Nguoc lai,
khoang 7% ngudi da tring 13 nhimg
nguoi chuyén héa cham, do d6 can sir
dung lidu 16m hon dé thude co tac dung,
va nhitng bénh nhan nay c6 thé khong
dap mg hoan toan véi cac thude giam
dau nay.

Céc tuong tac thudc ciling co thé
lam thay d6i hoat dong ctia cytochrome
cac xét nghiém di truyén thuong quy,
tac dung cua cac opioid co thé kho du
doan trudc, dac biét trén bénh nhan cao
tudi can dung nhiéu loai thudc. Néu ghi
nhan cac trudng hop that bai dleu tri
hodctac dung khoéng mong mudn, can
xem xét cac yéu t6 anh huong dén
chuyén héa cua cac thude nay

CYP2D6. Céc thudc trc ché CYP2D6
lam giam hinh thanhcac chit chuyén
hoa c6 hoat tinh va do do, giam hi¢u
luc cua cac thube giam dau , thuong
gipvoi cac thubc chong trim cam
(citalopram, escitalopram, duloxetin-
,[fluoxetin, paroxetin, sertralin ...), thude
chéng loan than (haloperidol, quetiapin,
risperidon ...) va thudc chéng loan nhip
tim (amiodaron, flecanid,
propafenon,...).

Nguoc lai, cac chit Gc ché
CYP3A4 thuc diy con duong chuyén
hoa thong qua CYP2D6 va do do tao ra
cac chét chuyén hoa co6 hoat tinh. Viéc
sit dung phdi hopvdi mot sé thude tc
ché CYP3A4 lam ting nguy co qua lidu
opioid va nguy co gip tac dung bat loi.
Céc thudc uc ché CYP3A4 dién hinh
bao gémthudc chdng nam (nhom azol),
khéang sinh (erythromycin,
clarithromycin, v.v.) hodc amiodaron
(tc ché 2D6 va 3A4), diltiazem,
verapamil,...

Francia Razafy da phan tich 344
don thudc tir cac vién dudng ldothu
thap trong2 nam 2019 va 2020, véi s6
thudc thudong ké trong don 16n honl0
loai. Nghién ctou da ghi nhan 23 don
thudc (7%) o6 két hop tramadol, codein
hodc oxycodon véicdc thudc tc ché
CYP2D6 va 3 don thubc (1%) c6 phdi
hop voi chit wc ché CYP3A4
(amiodaron).

Nhu vay, da hinh di truyén va
tuong tac thudc co thé anh huong tdi
tdc dung giam dau cia cac opioid.
Trong diéu kién chua trién khai dugc

Ngudn: Bulletin d’Informations de Pharmacologie
Clinique de la région Occitanie (BIP Occitanie
2020). 27(3): 45 - 69

Nguoi tong hop: DS. Tir Pham Hién Trang, DS.
Nguyén Ngoc Trién
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Health Canada: Ticagrelor va
nguy co tim mach

Ticagrelor 13 mot loai thudc ké
don dwgc s dung véi acid
acetylsalicylic liéu thip (ASA), nhw
aspirin, dé giam nguy co bi dot quy,
Ién con dau tim hodc tir vong do cach
bénh Iy lién quan dén tim mach.

Ticagrelor 1a mdt loai thube ké
don dugc su dung v61 acid
acetylsalicylic lidu thap (ASA), nhu
aspirin, dé giam nguy co bi dot quy, 1én
con dau tim hodc tr vong do cach bénh
Iy lién quan dén tim mach.

Health Canada d4 tién hanh dédnh
gia tinh an toan cia thudc nay dugc tir
cac dit liéu hién co, cac bai bao qudc té
d3 cong bd co lién quan dén nguy co
phong bé mot phan hodc hoan toan kha
ning truyén xung dong tim (block nhi
thit d6 hai va do ba [AV]) & nhing
bénh nhan dugc diéu tri b::ing ticagrelor.

Health Canada da xem xét 2 rui
ro tiém an sau ddy khi st dung
ticagrelor gom:

- Lam tram trong hon tinh trang
nhip tim cham va khong déu (loan nhip
tim) ¢ nhitng bénh nhan c¢6 tién sir rdi
loan nhip tim.

- Block AV d6 hai va do ba.

Danh gia ciia Health Canada két

luan rang c6 thé c6 moi lién hé gitra
viéc st dung ticagrelor va nguy co loan
nhip tim bao gdm block AV d6 hai va
do ba.
Health Canada s€ lam viéc v&i nha san
xudt dé cip nhat thong tin an toan cia
san pham chira ticagrelor luu hanh ¢
Canada dé canh bao vé nhiing nguy co
nay.

Ngudn: https://www.canada.ca/en/health-
canada/services/drugs-health-products/medeffect-
canada/health-product-infowatch/august-
2020.html#brilinta

Health Canada: Montelukast
va nguy co bién co tam than kinh
nghiém trong

Cic bién c6 tam than Kinh
nghiém trong da dwoc ghi nhan trong
khi diéu tri véi montelukast va sau
khi ngimg sit dung thudc nay &
nhitng bénh nhan ¢6 hoac khong c6
tién sit roi loan tim than truéc do.
Co ché giy ra cac bién c¢6 nghiém
trong trén tAm than kinh lién quan
dén viéc sit dung montelukast hién
chwa dwoc biét ré.

Cac bién c6 tam than kinh
nghiém trong da dugc ghi nhan trong
khi diéu tri v&i montelukast va sau khi
ngimg st dung thudc nay & nhirng bénh
nhan c6 hoic khong cé tién sir réi loan
tdm than trudc d6. Co ché giy ra
C4c bién ¢ nghiém trong trén tim than
kinh lién quan dén viéc st dung
montelukast hién chua dugc biét rd.

Cac bién cb trén tdm than kinh
dd dugc ghi nhan khi st dung
montelukast bao gom kich dong, hung
hang, trim cam, rdi loan giac ngu, y
nghi va hanh vi tu sat (bao gom ca tu
sat), ...Lo1 ich cia montelukast c6 thé
khong vuot troi hon nguy co ¢ mot sb
bénh nhan do nguy co gip cac bién cb
tam than kinh nghiém trong, dac biét
khi cac triéu ching ctia bénh co thé &
mic do nhe va duge dicu tri day du
bang cac liéu phap thay thé.

Viéc st dung montelukast nén
dugc danh riéng cho nhiing bénh nhan
viém mili di ung khong dap tng day du
hoac khong dung nap voi cac liéu phap
thay thé. O nhitng bénh nhan hen suyén
hoic co that phé quan do gang stic, bac
s nén cin nhic loi ich va nguy co trude
khi ké don montelukast.

Mic du trong nhiéu truong hop,
cac triéu chimg tim than kinh hoi phuc
sau khi ngimg montelukast, & mot sd
bénh nhan, cac tri€u ching van ton tai
sau khi ngimg thudc. Bénh nhan cin
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duoc theo ddi va cham soc hd tro dén
khi cac triéu chimg tdm than kinh hdi
phuc.

Céan bo y té can luu ¥ tu van cho
bénh nhan va/hodc nguoi cham soc
bénh nhan:

- Canh giac voi nhiing thay doi
trong hanh vi hoac céc triéu chimg tam
than kinh méi khi stir dung montelukast;

- Ngung montelukast va lién hé
v6i can bd y té ngay lap tic néu ghi
nhin nhimg thay d6i trong hanh vi,
hodc xuat hién céc triéu chirng tdm than
kinh mé1, hoac y nghi va’/hodc hanh vi
tu sat.

Ngudn: https://www.canada.ca/en/health-
canada/services/drugs-health-products/medeffect-
canada/health-product-infowatch/august-2020.html

Nguoi tong hop: ThS. Nguyén Phuong Thity
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PIEU TRI

Huéng din chin doan va diéu tri dai thao dwong tip 2

Ngay 30/12/2020, B Y té ban
hanh Quyét dinh so 5481/QD-BYT vé
viéc ban hanh tai liéu chuyén mon
“Huwong dan chan doan va diéu tri dai
thao dwong tip 2”

Tai liéu chuyén moén “Hudng dan
chan doan va diéu tri dai thdo duong tip
2” dugc ap dung tai cac co s& kham bénh,
chira bénh trong ca nudc.

Tai liu “Hudéng dan chan doan va
di€u tri dai thao duong tip 2 gdm co6:

Phan 1: Pinh nghia va dich t& hoc

Phan 2: Chan do4an va phén loai
dai thao dwong

1. Chan doan

2. Phan loai dai thdo duong

Phin 3: Kham va danh gia toan
dién ngwoi bénh dai thao duwong

1. Muc dich

2. Cac nd1 dung danh gia toan dién

Phin 4: Piéu tri

1. Nguyén tic diéu tri cho ngudi
bénh dai thao duong

2. Muc tiéu diéu tri

3. Phan tang nguy co tim mach, than
o BN DTD tip 2

4. Lya chon thubc kiém soat duong
huyét cho nguoi bénh dai thao duong tip
2

5. Tu van va hd trg thay doi 16i song

6. Quan 1y cac bénh dong mic va
bién ching

7. Str dung thudc chong két tap tiéu

8. Tiém vacxin

9. Chuyén tuyén

Phan 5: Quan ly ting glucose mau
¢ bénh nhan ngi tru khong cé bien
chirng cap

1. Muyc tiéu glucose mau

2. Phac d6 diéu trj ting glucose mau
cho bénh nhan mac bénh nguy kich

3. Phac d6 diéu trj ting glucose mau
cho bénh nhan nang khong nguy kich

4. Sir dung thudc ha glucose huyét
khong phai insulin

5. Bénh
glucocorticoid

nhan c¢6  dung

6. Bénh nhan chu phau

Phian 6: Ha duong huyét

Phin 7: Chan doan va diéu tri
bien chung cap tinh cua dai thao
duwong: nhiém toan ketone, nhiém toan
lactic va tang ap lwe tham thau

1. Pai cuong

2. Triéu chirng 1am sang va can lam
sang

3. Chan doén xéc dinh

4. Diéu tri va theo ddi

5. Theo ddi

6. Cac bién chimg cua diéu trj

Phan 8: Phong ngira va Kkiém soat
bién chirng man tinh

1. Bién ching vi mach
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2. Bénh ly mach mau l6n

3. Bién chung than kinh

4. Ban chan nguoi dai thao duong

Phin 9: Hwéng din sit dung
Insulin kiém soat dai thao duwong trong
thoi ky mang thai

Phan 10: Khuyén cio theo déi
dwong huyet mao mach

1. Chi dinh cho BN ndi tru

2. Chi dinh cho BN ngoai tra

3. Chi dinh cho BN dai thdo duong
thai ky

4. Chi dinh do duong huyét lién tuc
cho nhitng BN dai thao duong

Phu luc va tai liéu tham khao.

Phu luc Ol: Cic nhom thudc ha
glucose mau duong udng va thude dang
tiém khong thuoc nhom insulin.

Phu luc 02: Céac loai Insulin

Phu luc 03: Danh muc thubc thiét
yéu diéu trj dai thio dudng tip 2

Chi tiét tai lieu “Huéng dan chan
doan va diéu tri dai thao duong tip 2”
xem theo Quyét dinh s6 5481/QD-BYT
Ngay 30/12/2020 cia By Y té, vé viéc
ban hanh tai li€u chuyén mon “Hwong
din chan doan va diéu tri dai thao
dwong tip 2”7

Tin: Nguyén Nga
Theo https://emohbackup.moh.gov.vn/

Huong din chan doan va xir tri dot quy, nio

Ngay 23/12/2020, Bd Y té ban
hanh Quyét dinh sé 5331/QD-BYT vé
viéc ban hanh tai liéu chuyén mon
“Huwéng din chian doan va xir tri dot
quy nao”

Tai liu “Hudéng dan chan doan va
xu tri dot quy nao” dugc &p dung tai cac
co s& kham bénh, chita bénh trong ca
nudc.

Tai liéu “Huéng dan chan doan va
xu tri dot quy nao” gom co:

Phin 1: Pai cwong

Phin 2: Nhoi m4u nio

Chuong I: tong quan

Phan loai

Gidi phau bénh

Sinh ly bénh

Nguyén nhan

Dich té hoc

Chuong II: Chan doan nhdi mau nio

Lam sang

Cdn lam sang

Chuong III: xur tri, diéu tri va tién
luong

Nguyén tic

Xir tri va diéu tri cu thé

Theo doi

Tham van va héi chan

Dinh duong

Tién luong

Chuong IV: Diéu tri bang phuong
phap tai tud1 mau

Tdi twdi mau bang thubc tiéu soi
huyét dwong tinh mach

Ldy huyét khéi bang dung cu

Chuong V: Truyén théng y té va du
phong dét quy

Truyén théng gido duc nguoi bénh

Dy phong dot quy

20



Phin 3: Nhéi mau nio

Chuong I: tong quan

Sinh ly bénh

Nguyén nhén

Chuong II: Chan doan xuat huyét
Nao

Lam sang

Can lam sang

Chuong I1I: Diéu trj va tién lugng

Piéu tri Néi khoa

Piéu tri pthu thuat

Piéu tri can thiép noi mach

Dan lwu néo thdt

Tién luong

Chuong IV: Du phong xuat huyét
Nnao

Piéu tri tang huyét dp

Cac bién phap dw phong khong
dung thuoc

Phan 4: Phuc hdi chitc niing sau
dot quy,

Muc tiéu va nguyén tic chung

Nhitng khiém khuyét can duoc phuc
héi chirc ning

Vai tro ctia nhan vién y té

Phin V: Tém tit nhirng diém
thiét yéu trong thyc hanh 1am sang dot
quy nao

Tai liéu tham khdo va phu luc.

Chi tiét tai licu “Hudng dan chan
doan va xur tri dot quy nao” xem theo
Quyét dinh sé 5331/QP-BYT Ngay
23/12/2020 cia By Y té, vé viéc ban
hanh tai liéu chuyén mén “Hwéng din
chén doan va xir tri dot quy nio”

Tin: Nguyén Nga
Theo https://femohbackup.moh.gov.vn/

B6 Y té ban hanh tai liéu chuyén mén “Dyw phong tién phat bénh tim mach”

Ngay 23/12/2020, B Y té ban
hanh Quyét dinh s6 5333/QD-BYT vé
viéc ban hanh tai liéu chuyén mén “Dw
phong tién phat bénh Tim mach”

Tai liéu chuyén moén “Duy phong tién
phat bénh Tim mach” dugc 4p dung tai
cac co s& kham bé¢nh, chita bénh trong ca
nuoc.

Tai li¢u “Du phong tién phat bénh
Tim mach” gém 8 chuong:

Chuong I: Tong quan

Chuong II: Nguyén nhan va sinh 1y
bénh xo vira dong mach

Chuong III: Loi ich cta diéu chinh
mot sé yéu t6 nguy co trong du phong
bénh tim mach

Chuong IV: Nguyén 1y co ban vé du
phong tién phat bénh tim mach

Chuong V: Phan tang nguy co tim
mach téng thé

Chuong VI: Cac bi¢n phap du
phong tién phat bénh tim mach

Chuong VII: Can thi¢p du phong
tién phat & cap do cong dong

Chuong VIII: T chuc trién khai cac
bién phap du phong va danh gia két qua
du phong tién phat.

Két luén:
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Tai liéu tham khao

Phu luc 1

Phuc luc 2

Chi tiét tai liéu “Dy phong tién phat
bénh tim mach” xem theo Quyét dinh s6

5333/QD-BYT Ngay 23/12/2020 cua B
Y té, vé viéc ban hanh tai liéu chuyén
mon “Dw phong tién phat bénh Tim
mach”

Tin: Nguyén Nga
Theo https://emohbackup.moh.gov.vn/

B6 Y té ban hanh tai liéu chuyén mén “Thuc hanh chin do4an va diéu tri bénh
dong mach vanh”.

Ngay 23/12/2020, Bd Y té ban
hanh Quyét dinh s6 5332/QD-BYT vé
viéc ban hanh tai liéu chuyén moén
“Thye hanh chin doan va diéu trj bénh
dong mach vanh”.

Tai ligu “Thyc hanh chan doan va
diéu tri bénh dong mach vanh” dugc ap
dung tai cac co sé kham bénh, chita bénh
trong ca nudc.

Tai liéu “Thuc hanh chan doan va
diéu tri bénh dong mach vanh” gdbm cé:

Chuong I: Tong quan vé bénh dong
mach vanh

Chuong II: Cac bién phap tham do
chan doan bénh dong mach vanh

Chuong III: Hoi chimg dong mach
vanh man

Chuong IV: Ho1 ching dong mach
vanh cap khong c¢6 ST chénh 1én 82

Chuong V: Nhoi mau co tim cap co
ST chénh 1én

Chuong VI: Bién chiing thudng gip
va mot sd thé dic biét cia nhdi mau co
tim cap

Chuong VII: Ky thuat can thiép
dong mach vanh va mot s6 tién bo khéc

Tai liéu tham khdo va phu luc.

Chi tiét tai liéu “Thuc hanh chan
doan va diéu tri bénh dong mach vanh”
xem theo Quyét dinh s6 5332/QDP-BYT
Ngay 23/12/2020 cia B Y té, vé viéc
ban hanh tai liéu chuyén mon “Thuc
hanh chin do4n va diéu tri bénh dong
mach vanh”.

Tin: Nguyén Nga
Theo https://femohbackup.moh.gov.vn/

22


https://emohbackup.moh.gov.vn/
https://emohbackup.moh.gov.vn/

QUAN LY DUQC PHAM

TAI VIET NAM

THUOC PINH CHI LUU HANH, RUT SO PANG KY LUU HANH

Can ctr van ban s6 610720/ZPV-BCTH20 dé ngay 31/7/2020 cua Chi nhanh cong

ty TNHH Zuellig Pharma Viét Nam vé viée bao cdo két qua tu nguyén thu hoi san

pham Esmya;

Cian cr Cong van s6 552/VKNTTW-KH ngay 21/08/2020 giri kém phiéu kiém

nghiém s6 50L 512 ngay 21/08/2020 cua Vién kiém nghiém thudc Trung wong vé
thudc Vién nén bao phim Trimoxtal 500/250;

Can ctr cong vin sé 615/QLD-CL ngay 29/01/2021 cia Cuc Quan 1y Dugc c6

thong bao vé viéc thu hoi thubc nho mat Tobraquin do c6 mau thude khong dat tiéu

chuan chét luong vé chi tiéu mo ta, dinh tinh tobramycin, dinh lugng tobramycin.

Stt Tén thubce Tén don vi SX S6 ding ky Di,ll;lgl @'? a0 S6 cong vin
Cenexi, 17 Rue 34
A é“rup;'sm' Qoo rotOe | UN2-610-17 | Viennén | 610720/ZP
g ; Y V-BCTH20
Phap
Trimoxtal 7 ’
500/250 Cong ty c¢o Vién nén bao SO
2 | (Amoxicilin phan Duoc | VD-20158-13 phim 552/VKNT
trihydrat; Minh Hai TW-KH
Sulbactam)
Tobraquin
(Tobramycin Cong ty .
3 sulfate; Makcur VN-14413- Dung dich 615/8(;LD_
Dexamethasone | Laboratories 11 nho mat oL
natri phosphate) | Ltd. (India)
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TONG KET CONG TAC BAO CAO ADR NAM 2020
I. SO LUQONG BAO CAO CAC NAM
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Nam 2016 Nam 2017  Nam 2018 Nam 2019 Nam 2020

Biéu a6 1. S4 luong béo cao ADR tir nam 2016 - 2020

S6 lwong bao cao phan ung co hai caa thuéc (ADR) vé trung tam tai Bénh vién
da khoa trung tim An Giang ting déu hang nim. Nam 2016 13 59 bao cdo, nim 2017
la 110 bao cao, nam 2018 1a 167 bao cao va nam 2019 la 181 bao cao. Nam 2020 la
133 béo cao.
1. TONG KET CONG TAC ADR NAM 2020

Trong niam 2020, khoa Dugc dd nhan tong cong 133 béo cao ADR tir cac khoa
lam sang giri V& va da tong hop giri bao cdo vé Trung tdm DI & ADR khu vuc phia
Nam.

43

34
40 - 30

26

30 -

20 -

P J
Quy 4.2019 Quy 1.2020 Quy 2.2020 Quy 3.2020

Biéu d0 2. S6 luong bao cao nam 2020 theo quy
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1. Tinh hinh béo céo tir cac Khoa

Bang 1. Danh sach cac Khoa guri bao céao

TT Khoa bao céo Sélwong | Ty I1é %
1 Noi Tong hop 26 19.5
2 Noi than kinh 13 9.8
3 Noi tiét 13 9.8
4 Kham cap ctu 11 8.3
5 Noi tiéu héa huyét hoc 10 75
6 Hai stc cap cau 8 6.0
7 Ngoai than kinh 16ng nguc 7 5.3
8 PTGMHS 7 5.3
9 Khoa Nhiém 6 4.5
10 Noi than 6 4.5
11 | Chén thuong chinh hinh 5 3.8
12 Khoa Lao 5 3.8
13 Lién chuyén khoa 5 3.8
14 | Ngoai than - Tiét niéu 5 3.8
15 Khoa Noi A 2 15
16 Than nhan tao 2 15
17 | Tam than 1 0.8
18 Ung bu6u 1 0.8

Tong 133 100

Khoa Noi tong hop 1a khoa guri bao céo nhiéu nhat 26 truong hop (chiém 19,5%),
duang hang tha hai la khoa Noi than kinh, khoa Noi tiét 13 truong hop (chiém 9,8%),
Khoa cip ciru 1a 11 truong hop (chiém 8,3%), ké dén 1a cac khoa Nai tiéu hoa huyét
hoc bao céo 10 truong hop (chiém 7,5%), khoa Hoi sic cap ctru bao cdo 08 trudng
hop (chiém 6%), Khoa Ngoai than kinh Iong nguc va Khoa Phau thuat gay mé hdi stc
bao cao 07 truong hop (chiém 5,3%), Khoa Nhiém va Khoa Néi than b&o céo 06
truong hop (chiém 4,5%). Cac Khoa Chéan thwong chinh hinh, Khoa Lao, Lién chuyén
khoa, Ngoai than tiét niéu mdi khoa bao céo 05 truong hop (chiém 3,8%). Khoa Noi A
va Than nhan tao bao céo 02 truong hop (chiém 1,5%). Khoa Tam than va Khoa Ung
budu bao cao 01 truong hop (chiém 0,8%).
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2. Cac nhom thudce nghi ngo gdy ADR dwoc bao céo

Bang 2. Danh sach cac nhém thubc nghi ngo duge bao cao

TT Nhém thuéc Sélwong | Ty lé %
1 Khang sinh 85 63.9
2 | Dién giai 12 9.0
3 Paracetamol & NSAID 10 7.5
4 Vaccin 6 4.5
5 | Thudc tac dung d6i véi mau 5 3.8
6 | Thudc duong tiéu hoa 2 1.5
7 | Thudc chéng ndm 2 1.5
8 | Thubc gay té, gay mé 2 1.5
9 Xuong khép 2 1.5
10 | Thubc chéng di tng 1 0.8
11 | Thubc chéng dong kinh 1 0.8
12 | Corticoid 1 0.8
13 | Thudc gian co 1 0.8
14 | Thudc diéu tri bénh lao 1 0.8
15 | Thudc an than 1 0.8
16 | Vitamin 1 0.8

Tong 133 100

Tong so thude nghi ngo gay ADR 1a 133. Pung dau cac thudc nghi ngo gdy ADR
la cac thudc nhom khéang sinh chiém khoang 63,9%, nhém dién giai chiém 9,0%,
nhém Paracetamol va NSAIDs chiém 7,5%, nhém vaccin chiém 4,5%.
3. Cac hoat chat nghi nger dwoc béo céo

Bang 3. Danh séach céc hoat chat nghi ngo duoc bao cao

T Hoat chat Sélwong | Ty 18 %
1 Ciprofloxacin 27 20.3
2 Ceftriaxon 13 9.8
3 Ceftazidim 12 9.0
4 Vancomycin 10 7.5
5 Cefoperazon 7 5.3
6 HT khang udn van 6 4.5
7 Levofloxacin 6 4.5
8 NaCl 6 4.5
9 Paracetamol 5 3.8
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10 Diclofenac 3 2.3
11 Kaliclorid 3 2.3
12 Moxifloxacin 3 2.3

Tong 133 100

Niam 2020 gom 133 béo c4o ADR, hoat chat nghi ngo xay ra ADR nhiéu nhat 13

Ciprofloxacin véi 27 bao cdo chiém ti 18 20,3%, ké tiép Ia Ceftriaxon véi 13 béo céo
(chiém 9,8%), Ceftazidim véi 12 béo céo (chiém 9%), Vancomycin bao cao 10 truong
hop (chiém 7,5%), Cefoperazon béo cao 7 trudng hop (chiém 5,3%), Huyét thanh
khang udn van, Levofloxacin, Natri clorid mdi hoat chat bao co 6 trueong hop (chiém

4,5%).

4. C4c hoat chat khang sinh nghi ngo ADR dwgc bao céo

Bang 4. Hoat chat khang sinh nghi ngo xay ra ADR

TT Hoat chat Sélwong | Tylé %

1 | Ciprofloxacin 27 31.8

2 | Ceftriaxon 13 15.3

3 | Ceftazidim 12 14.1

4 | Vancomycin 10 11.8

5 | Cefoperazon 7 8.2

6 | Levofloxacin 6 7.1

9 | Moxifloxacin 3 3.5

11 | Cefepim 2 2.4

12 | Cefotaxim 2 2.4

17 | Amoxicillin + A. clavulanic 1 1.2

19 | Cefalexin 1 1.2

21 | Cefuroxim 1 1.2

Tong 85 100

5. Cac biéu hién thwong giap
Bang 5. CAac biéu hién thuong gap
TT Biéu hi¢n Sélwong | Ty le %

1 | Nbi man ngira (da, toan than, nguc, ...) 94 36.7
2 | Noi man d6 (da, toan than, ...) 55 21.5
3 | On lanh, Lanh run, sét, vd md hoi 26 10.2
4 | Mét, nang nguc, khé tho 25 9.8
5 | Budn non, nén Oi 19 7.4
6 | But rat, kho chiu, ... 12 4.7

27



Pau bung, tiéu long 7 2.7
Chéng mat, nhtrc dau 6 2.3
Phi né mat, moi, ... 5 2.0
10 | Té (chan, ludi, moi, ...) 4 1.6
11 | Nhap vién 1 0.4
12 | Tang tiét dam 1 0.4
13 | Vang da, vang mat 1 0.4
Tong 256 100

Cac biéu hién thuong gap khi bao céo ADR vé Khoa Dugc nim 2020 nhu sau:
n6i man ngira 1a 94 luot (chiém 36,7%), néi man do 1a 55 luot (chiém 21,5%), 6n lanh,
lanh run, sdt, v8 mo hoi 1a 26 luot (chiém 10,2%), cac biéu hién mét, ning nguc, kho
tho 13 25 lugt (chiém 9,8%).

6. Pwong dung ciaa cac thudc nghi nge ADR

Bang 6. Duong dung thuong gap

TT Nhom thuéc S6 lwong | Ty 1é %
1 | Tiém/ truyén 119 89.5
2 | Udng 13 9.8
3 | Boida 1 0.8
Tong 133 100

Trong 133 bao céo thudc nghi ngo xay ra ADR, thudc st dung duong tiém truyén
la 119 bao céo (chiém 89,5%), thuc duong udng la 13 bao céo (chiém 9,8%) va thudc
bdi da la 1 béo céo (chiém 0,8%).

7. Miire @ nghiém treng cia phan wng thuéc gay ADR

Bang 7. Muc d6 nghiém trong cta phan tng

Stt | Mire d§ nghiém trong caa phan wng S6lwong | Ty Ié %
1 | Khéng nghiém trong 91 68.4
2 | Nhap vién/ Kéo dai thoi gian nam vién 40 30.1
3 | Be doa tinh mang 2 15

Tong cong 133 100

Trong 133 bao cao ADR, c6 2 truong hop nghiém trong de doa tinh mang cua
ngudi bénh (chiém 3,9%), 40 truong hop nhap vién/ kéo dai thoi gian nam vién (chiém
30,1%) va 91 trudong hop khdng nghiém trong (chiém 68,4%).
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8. Két qua sau xir tri

Bang 8. Két qua sau xir tri

TT Két qua sau xir tri S6lwong | Ty 18 %
1 | Héi phuc khdng cé di chiing 84 63.2
2 | Pang hoi phuc 48 36.1
3 | Chua héi phuc 1 0.8
Téng cong 133 100

Két qua sau xu tri cua cac trudng hop nghi ngd phan tng c6 hai caa thudc: hoi
phuc khdng di ching l1a 84 béo céo (chiém ti 18 63,2%), dang hdi phuc la 48 bao co
(chiém ti & 36,1%) va chua hoi phuc 1a 1 bao cao (chiém ti 1¢ 0,6%).
9. Poi twong lam béo céo

Bang 9. Péi twong bao céo

TT Poi twong S6 lwong | Ty lé %
1 | Piéu dudng 106 79.7
2 | Bacsi 21 15.8
3 | Duogc si 6 4.5
Tong cong 133 100

Dbi twong guri bdo céo nhiéu nhat 1a didu dudng voi 106 béo cao (chiém ti Ié
79,7%), ké dén 1a bac si vai 21 bao cdo (chiém ti 1¢ 15,8%), con lai 1a dugc si véi 06
bao cé&o (chiém ti I¢ 4,5%).
I1l. KET LUAN

Trong nam 2020, khoa Dugc da nhan dugc 133 bdo cao tir 18 khoa 1am sang.
Cac khoa Noi téng hop, Noi than kinh va Nai tiét 1a nhitng khoa cé sé lugng bao cdo
ADR nhiéu nhat. Nhém thudc nghi ngo béo céo nhiéu nhat I1a khang sinh chiém
63,9%. Két qua sau xir tri 1a hoi phuc khong cé di chimng chiém 63,2%. Bdi tuong gui

bao c&o nhiéu nhat 1a diéu dudng chiém 79,7%.

S6 lugng bao cdo hang nam tang cao 1a do cac déng nghiép da chu ¥ dén viéc
theo d&i phan tng c6 hai cua thudc. Khoa Duoc di luu va giri dén cac khoa 1am sang
thu cam on tir trung tm ADR day du./.
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