BANTIN

CANHGIAC DUOC

Bulletin of Pharmacovigilance

QUioc gia vé Thong tin thuéc va Theo déi phan dng ct"»hai cuia thudc
Dia chi: 13-15 Lé Thanh Téng - Hoan Kiém - Ha Noi
http://canhgiacduoc.org.vn




Trung tdm DI & ADR Qudc gia

MUC LUC

PHAN VE V01 VAC XIN COVID-19 1
, - KHUYEN CAo TU
TO CHUC DI UNG THE GIO1 (WAO)

PHAN VE LIEN QUAN BEN THUOC 5
CAN QUANG IoD
/ - NHUNG TiN HIEU TIEP TUC BUOC
_ THEO DOI VA CAP NHAT TU DU LIEU
/ ] CANH GIAC DUGC TAI VIET NAM

TONG KET HOAT BONG BAO CAD o
PHAN UNG CO HAI CUA THUC
(6 THANG DAU NAM 2021)

PIEM TIN CANH GIAC DUOC 12

Chiu trach nhiém xudt ban: GS. TS. Nguyén Thanh Binh
Chiu trach nhiém ndi dung: PGS. TS. Nguyen Hoang Anh
Ban bién tap va tri su: ThS. VG Thi Thu Thay

ThS. Dang Bich Viét

ThS. Nguyen Thij Tuyén

Ca quan xuat ban: Trung tdm Qudc gia vé Thong tin thudc va Theo ddi phan (fng c6 hai clia thudc -
Trudng Pai hoc Dugc Ha Nai.

Dia chi: s6 13-15 Lé Thanh Tong, Hoan Ki€ém, Ha Noi

bién thoai: (024) 3933 5618 - Fax: (024) 3933 5642

Ban tin dugc dang tai trén trang tin truc tuyén http://canhgiacduoc.org.vn



http://canhgiacduoc.org.vn

PHAN VE V@1 VAC XIN COVID-19

- KHUYEN CAO TU T0 CHUC DI UNG THE GIGI (WAO)

Nguon: Turner et al. World Allergy Organization Journal (2021)
Tong hop: Téng Quéc An, Nguy&n Ha Nhi, Nguyén Thi Tuyén

Véc xin phong COVID-19 hién dugc coi
la bién phap quan trong dé kiém soat dai
dich. Vac xin thudng gy ra cac phan Lrng
c6 hai, tuy nhién phan I6n cac phan Lrng
nay 1a do v3c xin kich thich dap (tng mién
dich bdo vé cua cd thé, khdng phai la
phan ng di ing. Phan vé la mot phan
(rng hiém gdp, xay ra vGi tan suat dudi
1/1.000.000 liéu d6i véi hau hét cac loai
vac xin. Tuy nhién, da cdé bdo cdo vé cac
trudng hgp phan vé ngay trong nhirng
ngay dau trién khai tiém ching vac xin
Pfizer-BioNTech tai Anh va My. Cac dir liéu

T6 chic Di ing Thé gidi da ban luan vé
cac nguyen nhan c6 thé dan tdi phan vé
va cac budc can thuc hién nham glam
thi€u nguy co phan vé sau khi tiém véc
xin COVID-19.

Dén nay cd rat nhiéu vac xin COVID-19
dugc cap phép st dung trong boi canh dai
dich & nhiéu qudc gia khac nhau trén thé
gidi. Cac loai vac xin, tinh trang cap phép,
ban chat cta vac xin, cac ta dugc di kem
va dir liéu vé phan (ng qua man cla cac
loai vac xin nay dugc ghi nhan trong cac
thi* nghiém 1am sang dugc tong hdp trong

gan day cho thay ty I& phan vé vdi vac xin

an day Cl I Bang 1.
nay xap xi 1/200.000 liéu.

Bang 1: Cac loai vac xin phong ngira COVID-19 da dugc cap phép tinh dén

18/01/2021
Tén vac xin Tinh trang Loai vac Ta dugc
va ca'p phép Xin
nha san xuat (dén 01/2021)
CoronaVac EUA & Trung Qudc  Vac xin bat Nhom hydroxid, Khong ghi nhan bién
(Sinovac, (uu tién cho lao hoat dinatri €O phan vé trong thir
Trung Quéc)  ddng thiét yéuva  (formalin  hydrophosphat, natri  nghiém giai doan 3
nhém nguy co cao), VGichatbo dihydrophosphat, (33.620 ngudi tham
Tho Nhi Ky trg chira natri clorid gia)
Pang chd cdp phép: ~ "hom)
Indonesia
Convidicea EUA & Trung Qudc Vector N/A Khong ghi nhan bién
Ad5-nCoV  (chi danh cho quan adenovirus cO phan vé trong thlr
(CanSino doi) type 5 nghiém giai doan 3
Biologics,  p hd c3p phép:  €hong (40.000 ngugi tham
Beijing Inst. ang cMeX(;(a:c[)) phep: protein gia)
Biotech., NPO RBD gai tai
Petrovax) to hgp
BBIBP-CorV Cap phép chinh  SARS-CoV- Nhom hydroxid, Khong ghi nhan bién
(Sinopharm, thirc tai Trung 2 bat hoat dinatri cO phan vé trong thir
Beijing Qudc, EUA & (t€ bao  hydrophosphat, natri  nghiém giai doan 3
Institute & Bahrain, Ai Cap, Vero) + dihydrophosphat, (48.000 nguadi tham
Wuhan Inst. of UAE. chatbo trg  natri clorid, natri gia)
Biological nhom hydroxid, natri
Products) hydroxid bicarbonat, M199
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Tén vac xin Tinh trang Loai vic Ta ducc Dir liéu phan irng
va cip phép xin qua man
nha san xuat (dé’n 01/2021)
Pfizer- EUA G Argentina, Véc xin [(4- Khéng ghi nhan bién
BioNTech Bahrain, Canada, mARN hydroxy- c6 phan vé lién quan

BNT162b2 Chile, Costa Rica, (m3 héa butylazanediyl)bis ~ dén vac xin trong cac
Ecuador, EU, Israel, glycopro- (hexane-6,1-diyl)bis  th{r nghiém (22.000

Jordan, Kuwait, i gai (S) (2-hexyldecanoate)] ngudi tham gia dugc

Mexico, Oman, Pan- virus) (ALC-0315), 2- ngau nhién héa). Udc

ama, A Rap Xé Ut, [(polyethylene glycol)  tinh tan suat gap
Singapore, Thuy Si, -20007-N,N- phan vé la
Vuaong quoc Anh, ditetradecylacetamide 1:100.000.
My, WHO (ALC-0159),
N . 1,2-distearoyl-sn-
b h hép: '
ang ehd cap phep glycero-3-

Uc, An D0, Nhat )
20 i phosphocholine

Ban cholesterol, kali
clorid, kali
dihydrophosphat,
natri clorid, dinatri
hydrophosphat
dihydrat, saccarose,
nudc cat pha tiém
Moderna EUA & Canada, EU,  V&c xin Lipid (SM-102, Khong ghi nhan bién
mRNA-1273 Israel, Thuy Si, mARN 1,2-dimyristoyl-rac-  cO phan vé cap tinh
Vuaong quoc Anh, (M3 héa glycero-3- trong cac thir nghiém
My glycopro- methoxypolyethylene Iém sang (15.000
tein gai (S) glycol-2000 ngu’dxi thamAgia gu’(jc
trude hoa [PEG2000-DMG], ngau nhién hoa)
mang da cholesterol, 1,2-

X distearoyl-sn-glycero-
on dinh) 3-phosphocholine
[DSPC]),
tromethamin,
tromethamin
hydroclorid, acid
acetic, natri acetat,
saccarose

ChAdOx1 EUA G Argentina, Vécxin  L-Histidin, L-Histidin ~ Khdng ghi nhan bién

(Oxford/ Cong hoa Dominica,  vector vi hydroclorid cd phan vé trong cac
AstraZeneca) El Salvador, EU, An  rat khdng monohydrat, Magnesi thdr nghiém lam sang
D0, Mexico, c6 kha clorid hexahydrat,  (12.000 ngudi tham
Morocco, Vuang nang sao polysorbat 80, gia dugc ngau nhién
quoc Anh chép ethanol, saccarose, hda)
N o +n. (adenoviru  natri clorid, dinatri
Dan%cczhgacr?;dghep. s cla tinh  edetat dihydrat, nudc
! tinh) cat tiém

Covaxin EUA & An DO Vac xin bat N/A Khong ghi nhan phan
(BBV152) hoat vé trong thir nghiém

(Bharat_ giai doan 1

BiOtECh, An (n — 300)

1209)
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Tén vac xin Tinh trang Loai vic Ta dugc Dir liéu phan irng
va cip phép xin qua man
nha san xuat (dé'n 01/2021)
Sputnik V Nga, Palestine Vector hai  Tris(hydroxymethyl)  Khong ghi nhan phan
(Gamaleya phan aminomethane, natri  vé trong thir nghiém
Research khong c6  clorid, saccarose, giai doan 1/2
Inst.) khd nang  magnesi clorid (n = 76)
sao chép  hexahydrat, natri
(adenoviru EDTA, polysorbat 80,
s) chdng  ethanol, nudc cat
glycopro-  tiém
tein gai
()
EpiVacCorona Dugc cdp phép d  Vac xin Nhom hydroxid, kali ~ Chua r6
(Federal Nga dua trén két peptid v6i  dihydrophosphat, kali
Budgetary qua thir nghiém 1dm chat bé trg clorid, natri
Research sang pha 1/2 chira nhém hydrophosphat
Institution dodecahydrate, natri
State Research clorid, nudc cat tiém
Ctr, Nga)

*EUA: C8p phép st dung khan cap

Nguyén nhan c6 thé dan téi di irng
v@i vac xin COVID-19
Phan (ng di g vGi vac xin chu yéu la
do chat bo trg, ta dudc hoéc cac thanh
phan khac nhu chat bao quan va chat
khang khudn co trong cong thirc bao ché.
VAc xin co thé chira mot Ierng nhd protein
xuat hién trong qua trinh san xuat.

Polyethylen glycol (PEG)

Vac xin Pfizer-BioNTech ch(a hai loai
hat nano lipid mdi, trong dd, mot loai dugc
“PEG-hda” (Polyethylene glycol, phan tur
kh6i 2000 Da, viét tat la PEG2000). Vac xin
mARN clia Moderna cling chfra mot loai
lipid dugc PEG-hda (cling la mot loai PEG-
2000). Polyethylen glycol la moét nhém hgp
chat polyether dugc su dung pho bién
trong san xuét dudc pham my pham (ner
kem duGng da, dau goi, thudc nhudém téc,
san pham cham s6c nha khoa). PEG cung
dugc str dung lam phu gia thuc pham va sir
dung trong mot so quy trinh san xuat cong
nghiép. DGi véi vdc xin COVID-19, tiéu
phan nano PEG boc xung quanh phan tr
mRNA ngan can enzym thdy phan mRNA,
lam tdng do tan trong nudc va tur do tang
sinh kha dung cla vac xin.

Trudc day, PEG dugc cho la trg vé mat
sinh hoc, nhg vay chat nay dugc (g dung
rat pho bién. PEG la mét phan hoat chat
trong cac thuc nhudn trang va ché pham
dung cho cac bénh dudng rudt, dugc st
dung lam chat két dinh vién thuGc, chat

phl 1én bé m&t vién nén, chat 6n dinh
trong thudc tiém dang dung dich, chat boi
tran, gel siéu am, thuéc md@, thudc vién
dan, thudc tiém gidi phong cham, xi mang
sinh hoc, va chat bao quan ndi tang. Tuy
nhién, trong y van hién ghi nhan ngay cang
nhiéu trudng hgp phan Ung qua man
nhanh (loai I) d6i véi PEG.

D{r liéu dén nay cho thay di i'ng PEG la
hiém gap, diéu nay dudng nhu khong hgp
ly vGi s6 trudng hdp phan vé lién quan dén
vdc xin Pfizer-BioNTech. Vi vay, c6 kha
nang cé cac nguyén nhan khac ngoai PEG
dan dén phan vé.

Polysorbat 80 va PEG

Mot s6 loai vac xin COVID-19 khong dua
trén cong nghé mARN c6 st dung polysorb-
at 80. Khac vdi PEG, polysorbat 80 la ta
chat dugc sur dung trong nhiéu loai véc xin
(bach hau - ho ga - ubn van va cac vac xin
tuang tu, viem gan B, HPV, phé cau khuan,
influenza, zona) va nhleu Ioal thudc khac.
Trong y vén co hai trudng hop di ing PEG
c6 di Ung chéo ponsorbat 80. Tuy nhién,
theo kinh nghiém cua nhém tac gia, hau
hét cac bénh nhan di u’ng PEG c6 thé dung
nap polysorbat 80. Vic xin ChAdOx1 cua
AstraZeneca chira ham lugng polysorbat 80
dudi 100mg trong moi liéu. Lugng chat nay
tuong tu VGi lugng polysorbat 80 trong hau
hét cac vac X|n phong cim, va bang mot
nlfa so Vi vac xin phong cum cho ngLro’|
trén 65 tudi. Cac loai vac xin nay khéng cé
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Y t€ cdng cdng Anh (Public Health England)
cho phép tiém vac xin AstraZeneca
ChAdOx1 cho ngugi di t'ng PEG.

mai lién quan dén viéc tang tan suat gdp
phan (ng qua man (nhu’ d6i véi véc xin
Pfizer-BioNTech). P&y la c&n cr d& Co quan

Bang 2: Phan ting bénh nhéan dé€ chdng chi dinh va than trong khi can nhic tiém vic

Tién hanh tiém

xin COVID-19

Than trong

Chong chi dinh

bac

bénh nhan  an,

diém Tién st di (ng thic
noc doc, hodc
nhom thudc da dugc
xac dinh

Di 'ng qua dudng ho
hap

Tién s gia dinh co
ngudi di (g

Phan (g tai chd tiém
khi tiém véc xin miii 1
Quéd man vd&i NSAID
nhu aspirin, ibuprofen
Dung liéu phap mién
dich di nguyén

Hen phé quan da diéu
tri 6n dinh

Tién sir phan (thg qua man
nhanh (cht yéu la phan vé)
vGi nhiéu nhom thu6c khac
nhau chua r6 loai (cd thé la di
(tng PEG)

Tién s phan vé sau tiém vac
xin hodc khang thé dan dong

Tién sir phan vé vo can

M3c bénh té€ bao mast hé
thong

Tién st di ing vGi vac xin
du kién tiém

Pdi v6i loai vac xin
mRNA, tién sir di ing vGi
vac xin mRNA khac

Tién st di &ng vdi thanh
phan cta vdac xin, bao
gom PEG

Thuc hién

Tién hanh tiém theo
hudng dan

Can nhdc theo doi 15-
30 phut sau tiém.

banh gia nguy ca di i'ng PEG

Can nhdc y kién bac si di (ing
- mién dich

Can nhdc theo ddi 30 phdt
sau tiém.

Chua c6 dir liéu d&€ khuyén
cao vé du phong (véi thudc
khang histamin)

St dung thudc khang his-
tamin trudc hodc sau tiém co
thé che 18p cac triéu chimng
ban dau cua phan (ng.

Khdng tiém loai vic xin
dugc dé cap trén

Nén chon loai vdc xin
COVID-19 khac, khong
chéng chi dinh néu cé thé

Can nhac y kién bac si di
(ng - mien dich

Lua chon loai vac xin tiém mii thir
2 trong trudng hop di i'ng véi vac xin
miii th&r nhat

Trong truGng hgp ngudi dugc tiém xudt
hién phan (g di ('ng toan than véi loai vac
xin mdi th& nhat, khdng nén tiém vac xin
miii 2 clng loai hodc vac xin cd tad dudc
tuong tu loai vac xin th( nhat. Vi du, bénh
nhan cé phan (fng cd hai toan than sau
tiém vdc xin Pfizer BioNTech khdng nén
tiém liéu th 2 vic xin nay, dong thoi
khong nén tiém vac xin Mordena vi day
cling 1a véc xin mRNA c¢6 chlfa PEG. Mdc du
hién tai kh6ng c6 dir liéu vé hiéu qua bao
vé khi tiém vdc xin khac loai, nhung Cd
quan quan ly y té Anh khuyen cdo co thé
st dung vac xin AstraZeneca thay thé (néu
khong cé chong chi dinh). Hiép héi Di ng
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va Mien dich Anh Qudc khuyé'n cao ngudi
dugc tiém chi xuat hién phan Lrng da nhu
ndi mé day khu tri (khéng cd trieu cerng
toan than) sau tiém liéu cTau vac xin thi co
thé tiém liéu th(r 2 bang vac xin cling loai
tai cd s y t€ cd du phuang tién hoi sic
cap clfu va theo doi sau tiém 30 phit.

Vi ty Ié phan vé sau tiém vac xin rat nho
nén T chic di Lrng thé gidi dé xuat mot
chién Iugc toan cau. TO chiic nay d3 phdi
hdp véi Dai hoc Hoang gia London va Mang
lugi bao cao truc tuyén vé phan vé (NORA)
thiét Iap moét hé théng dé nhan vién y te
bdo cao phan (ng phan vé hoac di (ng
nghi ngd lién quan dén vac xin COVID-19.
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PHAN VE LIEN QUAN BEN THUGC CAN QUANG 10D
- NHUNG TiN HIEU TIEP TUC BUOC THEO DI VA CAP NHAT
TU DI LIEU CANH GIAC DUGC TAI VIET NAM

Cao Thi Thu Huyén

Thudc can quang chira iod dugc coi la mot trong nhitng nhom W

vé phan Lrng c6 hai, c6 thé dé lai hau qua nang né nhu phan vé. TUr nhiéu nam

day, Trung tam DI & ADR Qudc gia thuding xuyén tién hanh tong két va danh gia dir liéu
an toan thudc ghi nhan trong Cd sG dir liéu bao cao ADR tu nguyen lién quan dén nhém
thudc nay. So Iu’dng bdo céo ADR vé phan vé co xu hu’dng lién tuc tang theo thai gian
cho thdy can cé tang cudng Ve viéc glam sat va x{r tri nham quan ly va giam thiéu t6t

i ierng nguy cc vé phan vé do thudc can quang chtra iod.

Phan vé lién quan dén thuéc can
quang chira iod

Phan vé la mot phan u’ng di u‘ng, co
thé xuat hién ngay lap tdc tur vai glay, vai
phat dén vai gld sau khi cd thé tiép xuc vdi
di nguyén gay ra cac bénh canh lam sang
khac nhau, trong doé, soc phén vé la muc
do nang nhat cla phan vé do dét ngot
g|an toan bd hé thong mach va co that phe
quan cd thé gay tur vong trong vong mot
vai phut [1].

Trong khi thifc an la yéu té c6 kha nang
gay phan vé hang dau & tré em, thudc lai
dugc biét dén la loai di nguyén thudng gap
nhat gay ra phan vé trén ngudi trudng
thanh [5]. Trong do, thubc can quang chira
iod cling la mot nhédm thudc da dugc ghi
nhan c6 nguy cc cao vé phan vé [5]. Phan
vé do nhém thudc nay xay ra chu yéu theo
cac cd ché khong di Lrng bao gom: (1) tac
dong truc ti€p lén mang t€ bao, co kha
nang lién quan dén &p luc tham thau cua
cac dung dich can quang iod; (2) su hoat
hda cua hé thong bo thé va (3) giai phong
truc t|ep bradyk|n|n [1], [2]. Nhiéu hudng
dan trén thé gidi dad khuyén cdo st dung
thudc can quang c6 ap luc thdm thiu thap
va khong ion héa do kha nang xay ra phan
vé cling nhu cac phan (ng cdp tinh khac
cla cac thubc nay la thap han [1], [3], [4].

Hiép hoi Chan doan hinh anh niéu sinh
duc chau Au (ESUR) van thu’ong Xuyén cap
nhat cac khuyén cao trong Hudng dan vé
an toan doi vai thudc can quang, trong dé
co_bién phap xur tri cho cac phan ung qua
man bao gom phan vé doi vai thuGc can
quang chra iod, vGi phién ban mgi nhat tdi
thdi diém hién tai dudc gidi thiéu vao ndm
2018 [4]. Tai Viét Nam, B0 Y t€ da ban
hanh Thong tu s6 51/2017/TI' BYT ngay
29/12/2017 d€ cap nhét vé Hudng dan

phong, chan doan va x{r tri phan vé, trong
ddé, phan vé vdi thubc can quang ciing
dugc dua vao danh sach nhitng trudng
hop ddc biét can luu y (theo Phu luc IV cla
Hudng dan) [1].

Ty Ié ghi nhan va tin hiéu phan vé
lién quan dén cac thuéc can quang iod
trong Co so dir liéu vé Canh giac Duoc
tai Viét Nam va dir liéu cap nhat trén
thé gioi

Cd s6 dir liéu bao cao ADR cla Trung
tdm DI & ADR Qudc gia tr nam 2015 dén
nam 2019 da gh| nhan 468 bao cao phan
vé tir d6 II trd 1én. Hinh 2 biéu dién s&
lugng bdo cdo phan vé lién quan dén cac
thu6c can quang iod theo tu’ng nam cho
thay cé su tang dan ké tir ndm 2018. Ty 1&
phan vé trén tdng s6 bdo cdo ADR cua
ting nam dao dong trong khoang tu
23,7% dén 47,2%. Co6 thé thay, phan vé
c6 lién quan den 6 trong s6 8 hoat chat
thudc nhém thudc can quang chira iod, vGi
iobitridol chi€ém s6 lugng nhiéu nhat (235
bdo cdo), ti€p dén la iohexol (102 bao cdo)
va iopromid (96 bao cdo).

Trong giai doan nay, tin hiéu phan vé
da dugc danh gia thong qua chi s6 ROR,
trong dé, tin hiéu dudc coi la hinh thanh
néu can dudi khoang tin cady 95% cua ROR
> 1. Két qua cho thay so vdi cac thuGc noi
chung trong cd s@ dir liéu, co tin hiéu hinh
thanh d6i v6i nhém can quang chira iod véi
ROR = 3,34 [2,97 - 3,76]. SO lugng bao
céo phan vé cu thé va su hinh thanh tin
hiéu phan vé cua tirng hoat chat can
quang iod so vGi cac thudc khac trong dir
liéu chung va gilta cac thubc can quang véi
nhau dugc trinh bay cu thé trong bang 2.

Trong khi dé, Cg s& dit liéu phan Ung
cé hai clia T6 chiic Y t&€ Thé gidi (Vigibase)
cling da ghi nhan vé cac hoat chat can
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THUOC CAN QUANG CHUA IOD
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Ap lue thim thiu tll:";p

Ap lwre thim thiu

(low-osmolar)
Tohexol

(high-osmolar)
Acid iothalamic

(low-osmolar)
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twong dwong véi
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Acid iopanoic Topamidol Todixanol
Acid iotroxic Topromid
Diatrizoat Toversol
Metrizoat Tomeprol
Tobitridol
Toxilan

Hinh 1. Phan loai thuéc can quang chira iod theo dac tinh héa ly [2]

Bang 1. Cac mirc do nang cua phan vé [1]

MUrc dd cta phan vé Biéu hién

Nhe (d I)

Chi ¢6 céc triéu chiing da, t6 chirc dudi da va niém mac nhu’ may day,
ngtra, phu mach

Nang (dd II) C4 tir 2 biéu hién & nhiéu ca quan:

a) May day, phu mach xudt hién nhanh.

b) Khé thd nhanh ndng, tirc nguc, khan tiéng, chay nudc mii.
c) Pau bung, non, ia chay.

d) Huyét ap chua tut hoac tang, nhip tim nhanh hodc loan nhip.
Biéu hién & nhiéu ca quan vdi mirc dd ndng hon:

Nguy kich (d6 III)
a) DuGng thd: ti€ng rit thanh quan, phu thanh quan.
b) Thé: thd nhanh, kho khe, tim tai, rdi loan nhip thé.
) RGi loan y thirc: vat va, hon mé, co giat, r6i loan cg tron.
d) Tuan hoan: sdc, mach nhanh nho, tut huyét ap.

Nglrng tudn hoan Biéu hién ngling hé hap, ngling tuén hoan.
(d6 IV)
200 50
473

180 45

160 405 40

140 330 35

120 30
S 26

¥ 100 25

< ° 187 .
S 80 23,7 20 o
S TR
2 125 5
o 15
w

40 10

20 P4 > 45 5

0 0
2015 2016 2017 2018 2019

EEmS6 bio cio phan vé &—T7 1¢ phan vé lién quan dén TCQ iod (%)

Hinh 2. S6 lugng va ty Ié bao cao ADR vé phan vé cua nhém thudc can quang iod
(giai doan 2015-2019)
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Bang 2. Bao cao phan vé lién guan dén cac thuéc can quang iod trong Ca sé dir liéu
vé Canh giac Dugc tai Viét Nam (2015-2019)

T Hoat chat So lugng bao cao Tin hiéu phan vé

ADR (ROR, khoang tin ciy 95%)

Phan vé tr | Trong dif liéu bao Trong dir liéu bao
da tiéu | doIItrg lén cao ADR chung cao ADR clia nhém
chuan (%) (tat ca cac thudc) | thude can quang iod

danh
gia#
1 iobitridol 567 235 (41,4) 395 | 3,34-4,68 | 143 1,13-1,80
2 iopromid 304 96 (31,6) 2,54 | 1,99-324 | 098 | 0,74-1,29
3 iohexol 275 102 (37,1) 3,25 | 2,54-4,15 | 0,73 | 0,56-0,97
4 iopamidol 64 28 (43,8) 426 | 2,60-6,98 | 1,36 | 0,82 -2,27
5 acid ioxaglic 38 6 (15,8) 1,02 | 043-245 | 0,76 | 0,32-1,31
6 iodixanol 14 2 (14,3) 091 | 0,20-4,07 | 0,27 | 0,06-1,23
7 acid ioxitalamic 3 0(0) - - - -
8 metrizamid 1 0 (0) = = = =
Thudc can quang iod 1265% | 468* (37,0) | 3,34 | 2,97 - 3,76 - -
ROR: Reporting Odds Ratio; #: bdo cao cd ghi nhan théng tin vé mé ta biéu hién va thdi gian
xuat hién phan (*ng; *: 1 bao cdo bénh nhan dudc chi dinh iobitridol va iohexol

quang iod tugng (ng. Trong do, kha nang  thudc khac cé su khac biét cé y nghia
gay ra phan (ng phan vé/soc phan vé cia thong ké (khi gia tri can dudi cla khoang
hau hét thubc can quang iod so véi cac  tin cay 95% la IC025 > 0) (Bang 3).

Bang 3. Bao cao phan vé lién quan dén thudc can quang iod trong
Co sé dir liéu vé Canh giac Dugc cia WHO (Vigibase) (cap nhat dén 30/6/2021)

Tong so BC S6 BC soc 1C025 S6 BC phan 1C025

= Hoat chit ADR phan vé trng phan vé
! iobitridol 22 333 279 1,5 321 0,8
2 iopromid 56 946 1240 24 1296 1,6
; iohexol 67 574 1389 2,3 1625 1,6
! iopamidol 47 065 1272 2,7 1072 1,5
° acid ioxaglic 3200 181 3,6 188 2,8
° iodixanol 19 433 565 2,8 524 1,7
7 acid ioxitalamic 1992 90 3,1 86 2,2
8 metrizamid 921 0 - 9 -0,7

Pac diém chinh vé phan vé lién phé bién, véi ty |1é cac loai phan vé do II,
quan dén cac thudéc can quang iod ghi do6 1II va do6 IV tuong Ung lan lugt la

nhan tai Viét Nam 48,5%, 49,1% va 2,4%);

Trong tdng s6 468 bdo cdo ADR phan Phan vé dugc ghi nhan chu yeu vGi cac
vé lién quan dén thubc can quang iod ghi  biéu hién tim mach (75 0%) va ho hap
nhan trong giai doan 2015-2019: (70 7%), trong khi biéu hién trén da va

niém mac chi chiém 43,4%. Ngoal cac biéu

Phan vé tir do III xuat hién tuong doi
i i i g hién dac trung cla phan V€, cO 47,2%
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Trung tam DI & ADR Qudc gia

Bang 4. Mot sd dic diém vé phan vé lién quan dén cac thudc can quang iod

Biéu hién phan vé theo hé co quan chiu anh hudng

Hé tuan hoan: ha huyét ap, mach nhanh, nhip tim nhanh, loan nhip, mach 351 (75,0)
chém khong bat dudc, dai ti€u tién khdng tu chd, ngét

Hé hod hap: suy ho hap, khé thd, co that phé quan, thd kheé, thd rit, thanh 331 (70.7)
quan sung, phu dudng ho hap, ho khan kéo dai, khan giong !
Da/niém mac: ban do, mé day, phu mach, nglra da, do mat, nglra mat 203 (43,4)
Hé tiéu hda: dau thugng vi, tiéu chay, non lién tuc, dau bung dir doi 169 (36,1)
Buuau hién khac: rét run, sbét cao, va mo hoi, co cing cd, dau dau, chong 221 (47,2)
mat

Do nang cua phan vé

P II 227 (48,5)
PO III 230 (49,1)
Do IV 11 (2,4)
Thoi gian xudt hién phan vé (tinh tu thdi diém bt diu dung thudc can quang)

< 10 pht 298 (63,6)
> 10 phdt va < 60 phit 115 (24,6)
< 24 gi 55 (11,8)
Mirc dé nghiém trong

T vong 9(1,9)
De doa tinh mang 233 (49,8)
Nhap vién/Kéo dai thdi gian ndm vién 94 (20,1)
Tan tat vinh vién/néng né 2 (0,4)
Bién phap xur tri

Corticosteroid 299 (63,9)
Adrenalin 280 (59,8)
Khang histamin H1 177 (37,8)
Truyén dich 150 (32,0)
Hoi stic co ban (thd oxy...) 132 (28,1)

trudng hdp xudt hién kém nhitng biéu hién
rOi loan toan than nhu rét run, va mo hoi,
sOt cao, co cling cd, dau dau, chong mat;

Phan vé thuGng xay ra rat nhanh sau
khi dung thudbc: 63,6% s6 trudng hgp co
thdi gian xuat hién dudi 1Q phut; 24,6%
trudng hop khac cling dién bién trong
vong 1 giG sau tiém;

Khoang 80% s6 trudng hgp phan vé
dugc ghi nhan vdi hau qua & cac mic do
nghiém trong khac nhau, dac biét co 9
(1,9%) truang hgp tlr vong;

Adrenalin - luva chon dau tay dugc
khuyén cdo trong xUr tri phan vé chiém ty
|é con khiém ton (59,8%). Nhiing bién
phap xu tri khac cling dugc sir dung phai
hgp bao gom: corticosteroid (63,9%),
khang histamin H1 (37,8%), truyén dich
(32,0%) va mot s6 bién phap hoi sic cd
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ban khac (28,1%).

Két luan

Viéc dinh ky phan tich cd s& dif liéu cua
bdo cdo ADR tu nguyén tai Viét Nam da
cung cap mot hinh anh cap nhat vé phan
vé lién quan dén thudc can quang chla
iod, dac biét la ti€p tuc ghi nhan su hinh
thanh vé tin hiéu phan vé trong nhém
thudc can quang chlra iod trong bGi canh
sO lugng bdo cdo ADR bao gom cac trudng
hgp vé phan vé khong ngirng gia tang
trong nhitng ndm tr@ lai day tai Viét Nam.
Diéu nay mot lan nita gidp khang dinh tam
quan trong cua hé thGng bdo cdo tu
nguyén, véi tam bao phu rdng trong
khoang thai gian lau dai, da va van luon la
mot trong nhitng phuong phap hitu hiéu
va can thiét cho hoat dong giam sat an
toan thudc, gilp khai pha cling nhu theo




S6 lugng bao cdo ADR

http://canhgiacduoc.org.vn

d6i nhitng tin hiéu quan trong cla cac
nhém thubc nguy cd cao ma phan vé lién
quan dén nhom thubc can quang iod la
mot vi du dién hinh.
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TONG KET HOAT DONG

BAO CAO PHAN UNG CO HAI CUA THUGC

Trong 6 thang dau nam 2021, Trung
tam DI & ADR Qudc gia va Trung tém DI &
ADR khu vuc TP. HO Chi Minh da ti€p nhan
9037 bao cdo ADR (tang 20,1% so VGi
cung ky nam 2020). Trong do, 7638 bao
cao ADR dugc gui tir cac cd s@ kham, chira
bénh va 806 bao cao ADR xay ra trén lanh
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(6 THANG DAU NAM 2021)

Tran Ngan Ha

thd Viét Nam tir cdc cd sd kinh doanh dugc
(bao gbm 6 bao cao trung véi bao cao tlr
cd s& kham, chira bénh) va 599 bao cao tUr
cac ther nghiém lam sang. S6 lugng bao
cao ADR Iuy tién theo thang dugc thé hién
trong hinh 1.

10000

9000

8000

7000

6000

5000

4000

3000

2000

1000

Théng 1/2021 Thang 2/2021 Thang 3/2021 Thang 4/2021 Théang 5/2021 Thang 6/2021

= Co s KCB

W CosgKDD = INLS

=== 5 bao cao luy tién

Hinh 1: S6 lurgng bao cao ADR 6 thang dau nam 2021
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Trung tam DI & ADR Qudc gia

Bao cao ADR tir cac co sé kham
bénh, chira bénh

Tinh dén hét ngay 30/6/2021, 711 cc
sd kham bénh, chira bénh cla 63 tinh,
thanh pho trong ca nudc da gli bao cao
ADR. Phan Ién bao cao dugc gui tUr cac
dan vi 6 vung Bong Nam B6 (37,2%), sau
do la Bac Trung Bo va Duyén hai mién
Trung (19,7%) va dong bang séng HOng
(19,6%). Bén canh do, bao cao dugc gui
cha yéu tur cac bénh vién tuyén tinh, bénh
vién da khoa va bénh vién thudc khéi cong
l&p (hinh 2). Trong dd, thanh phd HO Chi

Vi tri dia I¥

3.3%
3.6%

|4

1.9%

Tuyén diéu tr1

SN

’

/

Minh va Ha Noi c6 s6 lugng bao cao cao
nhat (tuong (ng 31,2% va 11,7% tong s6
bdo cdo nhan dugc cla ca nudc). TP. ba
Nang la dia phuang cd cong tac bao cao
ADR hiéu qua nhat vGi s6 bao cao/1 triéu
dan cao nhat trong ca nudc (301,8 bao
cao/1 triéu dan) (hinh 3). Cac don vi c6 s6
lugng bao cdao ADR cao tap trung tai TP.
HO Chi Minh. Bénh vién Binh Dan TP. Ho
Chi Minh la dan vi c6 s6 bdao cdo ADR
nhiéu nhdt trong ca nudc, chi€ém 3,5%
tong s6 bao cao ADR tir cac dan vi kham,
chira bénh (bang 1).

Loai hinh da
khoa/chuyén khoa

= Bong bang séng Hong ® Trung wong
= Trung du va mién nii phia Bic - I‘]_nh:’"l‘hanfl pho .

) . = Huyén/Quan = Pakhoa = Chuyén khoa
® Bac Trung B9 va Duyén hai mién Trung Nganh

Tay Nguyén

= Truong Bai hoc

= Twnhan

= Bong Nam Bg
= Bong bang séng Ciru Long

Hinh 2: Phan loai bao cao ADR V& vi tri dia ly, tuyén va loai hinh don vi giri bao cao

350 35%
301,8
300 30%
257
250 25%
200 20%
162,8
150 1394 594
92,0
100 : 10%
68,0 ¢
50 3.1% 2 59% 82 606 N5 5o, 3%
: 2.1%
0 0%
TP.H6 HaNoi DaNing An Giang Nghé An Can Tho PdngNai Khanh  Hai Thira
Chi Minh Hoa  Phong  Thién
Hué

S5 béo cao/1 tridu dan

—@=Ty 18 % (1=7638)

Dén s6 tinh theo sé liéu so bé cua Téng cuc Théng ké ndm 2020
Hinh 3: Danh sach 10 tinh/thanh pho guri bao cao ADR nhiéu nhat
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Bang 1: Danh sach 10 co sé kham, chira bénh gtri bao cao ADR nhiéu nhat

Pon vi giri bao cao Tinh/thanh phé S0 bao Ty Ié %
1 Bénh vién Binh Dan TP. H6 Chi Minh TP. H6 Chi Minh 186 2,4
2 Bénh vién Thong Nhat TP. H6 Chi Minh 179 2,3
3 Bénh vién Hung Vuaong TP. H6 Chi Minh 156 2,0
4 Bénh vién Pham Ngoc Thach TP. HO Chi Minh 155 2,0
5 Bénh vién quan Thi Dlc TP. H6 Chi Minh 139 1,8
6 Bénh vién Pa khoa Da Ning Da Ning 136 1,8
7 Bénh vién Phéi Trung uang Ha Noi 116 1,5
8 Benh vien Bai Hoc ¥ Dugc TP. HB Chi Minh 115 1,5
9 Bénh vién TU Di TP. HO Chi Minh 106 1,4
10  Bénh vién Qudc té Hoan My B6ng Nai Pong Nai 103 1,3

Daoi tugng gui bao cao chu yéu la duge  la diéu duBng va nit ho sinh (22,2%) (hinh
si (45,0%), bac si - y si (25,9%), ti€p theo  4).

1.8% 5.1%

= Dugc s

= Bac si- Y si
Piéu dudng va nit ho sinh
Khdc

u Khéng 1d

Hinh 4: Nhan vién y té gtri bao cao ADR

Bao cao ADR tir cac don vi san Tong s6 bdo cdo ADR xay ra tai Viét
xuat, kinh doanh dudgc pham Nam da dugc géc don vi sép xuat, kinh

Trong 6 thang dau n3m 2021, 37 cg s¢  doanh dugc pham ghi nhan la 806 (trong
kinh doanh dugc d5 gui bao cdo ADR don 90 €0 6 bao cao nao trung vai bao cao tuf
lé v& Trung tdm DI & ADR Quéc gia va <ac cd s¢ kham, chira benh). Cac cd so
Trung tdm DI & ADR khu vuc TP. HB chi  Kinh doanh dugc ¢ 6 Iugng bao cao ADR
Minh. j nhiéu nhat dugc tong hgp trong bang 2.

Bang 2: Danh sach cac don vi san xuat, kinh doanh dugc pham giri bao cao ADR
nhiéu nhat

T Pon vi bao cao So bao cao Ty lé % (n=806)
1 VPDD Hoffmann La Roche Ltd 185 23,0
2 VPDD Novartis Pharma Services AG 145 18,0
3 VPDD GlaxoSmithKline Pte Ltd 92 11,4
4 VPDD Boehringer Ingelheim Int GmbH 67 8,3
5 Cong ty Sanofi - Aventis Viét Nam 57 7,1
6 VPDD Janssen - Cilag Ltd 43 5,3
7 VPDD Bayer (South East Asia) Pte Ltd 42 52
8 VPDD Merck Sharp & Dohme (Asia) Ltd 39 4,8
9 VPDD Astellas Pharma Singapore Pte Ltd 15 1,9
10 VPDD A Menarini Singapore Pte Ltd 14 1,7
11 VPDD Ipsen Pharma 14 1,7
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Bao cao ADR tir nghién ciu thuo
nghiém lam sang

T thang 01/2021 dén hét thang
06/2021, Trung tdm DI & ADR Qu6’c gia da
nhan dugc 599 bao cdo bién cO bat Igi
nghiém trong trong 52 nghién ciu tho
nghiém lam sang dugc ghi nhan tai 40 t&
chirc nhan thir tai Viét Nam.

Két luan

Trong 6 thang dau nam 2021, s6 lugng
bao cdo ADR dugc ti€p nhan la 9037 bao
cdo. SO lugng bao cdo ghi nhan van chua

dong déu gilra cac dia phu’dng, khu vuc va
cac tuyén bénh vién. Do dd, cong tac bao
cdo ADR can tiép tuc dugc thic ddy hon
nita, dic biét tai don vi, dia phucng chua
tham gia bao cao ADR.

Trung tdm DI & ADR Qudc gia xin tran
trong cam on su hgp tac cta cac dan vi va
can bo y té€ da tham gia bao cdo ADR va
mong muén ti€p tuc nhan dudc su ph0|
hop dé trién khai hiéu qua hoat dong giam
sat ADR.

BIEM TIN CANH GIAC DUOC

Hoang Hai Linh, Vuang Thi Hugng, Lé Thi Nguyét Minh, Dinh Thi Thay,
Nguyén Ha Nhi, Ting Qudc An, Nguyén Thi Tuyén

Nguy co nhiém toan ceton va hoai
thu Fournier lién quan dén

empagliflozin: Canh bao tir Medsafe
(New Zealand)

Thong tin chinh

[Empagliflozin dugc su dung dé diéu tri dai thao du‘dng tuyp 2 nham
kiém soat dudng huyet va giam nguy cc gap bién cd tim mach & ngudi trudn
thanh.

Nhiém toan ceton dai thdo du’dng va hoai thu Fournier (vnem mod hoai tr vung
day chau) la phan u’ng ¢6 hai hi€ém gap nhu’ng nghiém trong va de doa tinh mang
c6 thé xuat hién & bénh nhan diéu tri bing empaglifiozin.

Thong tin cho ngudi bénh vé cac phan u’ng co hai tiém tang trén khi khdl dau
ng empagllﬂozm bao gom nhan biét cac dau hiéu, triéu chirng ctia phan
di di€ém can goi ho trg y té.

Empagllflozm la thudc Uc ché kénh
dong van chuyén natri - glucose (sodium
glucose co-transporter 2 - SGLT2), diéu
tri dai thao dudng typ 2 nham on dinh
dudng huyét va giam nguy cd gdp bién
c6 tim mach trén ngudi trudng thanh.

Nhoém thudc (c ché SGLT2 c6 mdi lién
quan V@i tinh trang nhiém toan ceton do
dai thao dudng (diabetic ketoacidosis -
DKA) va hoai t&r Fournier. Trung tam
Theo dbi phan Ung cé hai cua thudc
(CARM) da nhan dudc bdo cdo vé trudng
hgp DKA va hoai tir Fournier sau khi bat
dau dung empagliflozin.

Nhiém toan ceton do dai thao
duong

Triéu chirng va dau hiéu DKA dugc mo
td trong Bang 1. Bénh nhan s dung
thudc Uc ché kénh SGLT2 cé nguy co
mac DKA cao hon, dac biét trong vai
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thang dau diéu tri. Trong mot s6 truGng
hop, DKA khong dién hinh, mic dudng
huyét binh thudng hodc ch| tang nhe
(euglycaemic diabetic ketoacidosis).

Céc yéu t6 nguy cd cd thé dan dén
DKA trén bénh nhan s dung empagli-
flozin:

- Giam liéu insulin

- Ché do an it tinh bot

- Lam dung rugu

- Mat nudc nang

- ROi loan chirc nang tuyén tuy (tién
sur viém tuy, phau thuat tuyén tuy)

- RGi_loan chuyen hda nghlem trong,
nhu nhiém khuan nang, nhGi mau cd tim,
dau that nguc, phau thuat, nhin an keo
dai.

Can nhdc ngung str dung empaglifiozin
tam thdi khi mac bénh cap tinh, dac biét
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Bang 1. Dau hiéu va triéu chitng nhiém toan ceton do dai thao dudng
va cach xur tri

Cac dau hiéu va triéu chirng

Bao gom:

- Khé thd

- Bubn nén

- Non

- Chan an

- Khat

- Dau bung

- LG 1An, mét moi bat thudng, budn ngu

- Hai tha cd vi ngot

- Miéng c6 vi ngot hodc vi kim loai

- Nudc tiéu hodc md héi cé mui bat
thudng

Dau hiéu va triéu chirng nghiém
trong gom co:

- Mat nudc

- Th& hdn hén siu

- LG 13n

- Hon mé

Bénh nhan
Bi kham néu xudt hién ddu hiéu va triéu
chirng DKA bat ké n6ng d6 duGng huyét.

Nhan vién y té
Xét nghiém ceton mau mao mach (xét
nghiém ceton trong nudc tiéu khdng tin
cay).
Nghi ngG DKA trén bénh nhan cdé hodc
khong ha duong huyét, dang cé triéu
chiing DKA:
- va/hoac néng dé ceton mau mao
mach ngdn tay trén 1,00 mmol/L.
- va/hodc can bang kiém dudi -5 mmol/
L, cho th&y nhiém toan chuyén hda

Nguing st dung empagliflozin va diéu tri
DKA.

néu bénh nhan cam thay khdng 6n, sét,
chan d@n hodc non. Nén nguing tam thdi
empagliflozin trudc khi phau thuat hodc
thu thuét.

Bénh nhan nén tim hd trg y t& néu
xuat hién tri€u ching va dau hiéu DKA
(Bang 1).

Hoai tir Fournier (viém moé hoai
tu vung day chau)

Hoai t& Fournier 1a nhiém khudn gay
hoai tr vung day chau. Tinh trang nay
xuat hién ca & nir gidi va nam gidi su
dung empagllflozm Hau qua_nghiém
trong bao gom nhdp vién, phiu thuét
nhiéu [an va t vong.

Khuyén cao bénh nhan di kham ngay
néu cam thdy dau, nhic, sung do vung
sinh duc hodc vung day chau, dac biét
kem theo sot hoac kho chlu Cac triéu
chiing ¢ thé chuyen bi€én xau nhanh.

Diéu tri ban dau bang khang sinh pho
rong va cat bd mo hoai t&r néu can thiét.
Ngurng str dung empagllflozm va dung

thudc thay thé dé€ kiém soat dudng
huyét.

Tinh dén 30/06/2021 CARM da nhan
dugc 3 bdo cdo bién co DKA (1 trerng
hdp khong dién hlnh) va 2 bdo cdo bién
c6 hoai t&r Fournier & bénh nhan sir dung
empagliflozin.

Nguy cd tif vong, toén thucng
than va chay mau kéo dai lién quan
dén cac ché pham chira hydroxyeth-
yl starch (HES): Cap nhat tir FDA
(Hoa Ky)

FDA dang yéu cau thay doi thong tin
lién quan dén do an toan trén TG thong
tin san pham cua céc ché phdm chira
HES. Trong do, can bd sung nguy cd tor
vong, ton thu’dng than va chay mau kéo
dai vao muc “canh bao dugc dong khung
(Box Warnlng)” Dong thdl FDA cling
yéu cau thay doi cac thong tin lién quan
trong cac muc khac bao gébm Chi dinh va
Cach st dung, Chong chi dinh, Canh bao
va Than trong, Phan (rng c6 hai.

Van dé an toan thuéc

Cac ché pham chira hydroxyethyl
starch (HES) dugc cdp phép dé diéu tri

giam thé tich tuan hoan. DI Ileu gan day
cho thay xuat hién mot s6 nguy cg
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nghlem trong lién quan dén viéc str dung
cac ché& pham nay.

FDA da hoan thanh viéc danh gla dir
liéu va théng tin vé dé an toan cua cac
ché& phdm chira HES, bao gém dir liéu tir
cac thr nghiém ngau nhién, phan tich
gbp va cac nghién cltu quan Sat.

Nhiing dir li€u va théng tin nay phan
anh cac nguy cd nghlem trong lién quan
dén viéc st dung cic ché phdm HES,
gom co:

1. T&r vong, t6n thuong than cdp can
diéu tri thay thé than, chay mau kéo dai
d nhitng bénh nhan phau thuat dugc
diéu tri bdng cc ché pham chira HES.

2. T& vong va tén thuang than cép &
nhitng bénh nhan chan thuong kin dugc
diéu tri bang ché pham chifa HES.

FDA yéu cau thay déi thong tin trong
muc “canh bdo dugc dong khung” de
lam néi bat nguy cd gay tlr vong, ton
thuong than va chay mau kéo dai, dong
thai di kem khuyén cao khong nén sir
dung cic san phdm chfa HES trir khi
khong co phuang phap diéu tri thay thé
thich hap.

Bén canh dé, FDA xac dinh can thay
dsi nhing phan khac c6 lién quan bao
gom Chi dinh va Cach st dung, Chdng
chi dinh, Canh béo va Than trong, Phan
u’ng co ha|  trong Td thong tin san pham
clia cac ché pham chira HES.

Khuyén cao danh cho bénh nhan

Bénh nhan can nhan thdc dugc
nhifng ‘nguy cd lién quan dén viéc su
dung cac ché pham chira HES va trao doi
V@i nhan vién y té.

Co nhan thu’c VE nguy co tlr vong, ton
thuong than va chay mau kéo dai lién
quan dén viéc s’ dung cac san pham
chira HES.

Dam bao dugc theo ddi b&i nhan vién
y t€ va tuan thu tat cad cac hudng dan.
Bdo cdo ngay khi cd triéu ching bat
thudng.

Cac triéu ching cua tén thuong than
cod thé gap bao gém thay doi vé tan
suat thé tich hodc mau sac nudc tiéu,
ti€u ra mau, bi ti€u, sung chan, mat ca
nhan, ban chan, mét hoac ban tay, suy
nhugc hodc mét mdi bat thudng, budn
non va non, kho thé.
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Khuyén cao danh cho nhéan vién y
té

Chi st dung cac ché& phdm chifa HES
khi khong c6 phuong phap diéu tri thay
thé thich hgp.

Ngirng lam dung thudc tha y
chira ivermectin dé phong ngu’a va
diéu tri COVID-19: Canh bao tir FDA
(Hoa Ky)

Trung tam quén IV trluc’)’c thu y cla
FDA dang lo ngai viéc van cé ngudi sur
dung cac dang thudc ivermectin danh
cho dong vat dé diéu tri COVID - 19 trén
nguai.

Nhu d& Iuu y trong cac ban tin gan
day va trong mét bai Canh bao tur Trung
tam Kiém soét va Phong ngua Dich bénh
Hoa Ky, cac Trung tdm kiém soat chat
doc dang ghi nhan su tang vot vé so
lugng bao cdo cac trudng hgp bi anh
hudng xdu dén slc khée sau khi sur
dung thudc ivermectin trong thi y. Nhiéu
ngudi dan dang mua cac dang thudc
khac nhau chira ivermectin ham Iugng
I6n nhu thudc tiém, thudc dan va thudc
boi danh cho ngua, gia slc va cuu, va
viéc sr dung nhiing loai thubc nay da
khién mot s6 nguGi mac bénh nang.
Ngay ca khi thudc thd y cd cung hoat
chat véi thuéc danh cho ngu’dl da dugc
cdp phép, cac san pham nay van chua
dudc danh gia vé tinh an toan hodc hiéu
qua trén ngudi.

Viéc sir dung cac thudc thi y dé diéu
tri cac tinh trang suc khée cla con ngugi
o thé rat nguy hi€ém. Thudc cé thé hoan
toan khdng c6 tac dung hodc cd thé lam
tram trong thém tinh trang benh va/hodc
dan dén cac bién ching sdc khode
nghiém trong, tham chi de doa dén tinh
mang. Moi ngu’dl dan tuyét doi khong
nén st dung cic san pham dudc cap
phép st dung trong thd y, chi phuc vu
cho muc dich nghién cru, hodc khong sur
dung cho ngudi.

Két thac danh gla vé huyet khoi
kéem hdi chirng giam tiéu cau lién
quan dén vac-xin Vaxzevria
(AstraZeneca): Thong tin tir EMA

Uy ban st dung thudc trén ngu’dl cta
EMA (CHMP) da hoan thanh phan tich dir
liéu bd sung ve nguy cd huyet khoi kem
héi chiing gidm tiéu cau (thrombosis
with thrombocytopenia syndrome - TTS)
sau tiém li€u thd hai vac xin Vaxzevria.



http://canhgiacduoc.org.vn

K&t qua nay cung cd quan diém tam thdi
trudc dé vao thang 4 nam 2021. EMA da
yéu cau cd quan chuyén mon dua ra y
ki€n khoa hoc vé van dé nay sau khi
nhan dugc cac bao cdao ban dau ghi
nhan TTS lién quan dén vac-xin. EMA da
phan tich tat ca cac dir liéu san co, dir
liéu tiém chang chi tiét cta cac qudc gia
thanh vién, bao gom ca dir liéu méi nhat
vé TTS tUr cac bao cdo tu nguyén trong
co s¢ dir liéu vé phan Ung c6 hai cua
Chau Au (EudraV|g|Iance) va mot nghién
cltu dugc Gy quyén bd sung Ve nguy cd
cuc mau dong dugc ra soat chi tié€t bdi
Uy ban danh gid nguy cd canh giac dugc
cla EMA (PRAC).

Cac bdng chiing hién tai chua cho
phép EMA xac dinh cac yéu t6 nguy cd
dac biét dan tGi tinh trang TTS. Cac bao
cao tu' nguyén I|en quan dén phoai nhiém
vdc xin da ggi y vé viéc tdng nguy co

trén phu nif va ngugi tré tudi, dong thai
nguy cd sau khi tiém liéu ha| thdp hon
liéu thir nhat. Tuy nhién, chua thé khdng
dinh cac yéu t6 nay la yéu t6 nguy cc do
han ché trong cach thu thap dir liéu clua
nghién clu.

EMA khuyén cdo ti€p tuc tiém
Vaxzevria liéu th( hai sau liéu dau tu 4
dén 12 tuan, khuyén cao nay phu hgp
Vi thong tin clta san pham. Chua c6
bang chiing cho thay viéc tri hoan liéu
thr hai ¢ anh hudng dén nguy cd xuat
hién TTS. Trong trudng hgp khong tiém
Vaxzevria liéu ther hai, cling chua cé
khuyén cdo chan chan vé viéc sir dung
mot loai vac-xin thay thé khac.

CHMP sé sém cong b6 ban bdo cdo
chi tiét vé van dé trén.
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Phu luc 5

BAO CAO PHAN I’NG CO HAI CUA THUOC NOIIDEOICB0T .ot sssssssasirins s

THONG TIN VE NGUOT BAO CAO, BENH NHAN VA BON V] BAO CAO Ma s6 bao cao clia don vi:.
SEDUQC BAO MAT Mé s6 bao cao (do Trung tam qudc gia quan ly):

ADR

Xin anh/chi hay bdo céo ké ca khi khdng chic chan vé san phdm da gay ra phan ting va/hodc khdng cb day dt céc thong tin

A. THONG TIN VE BENH NHAN

2. Ngay sinh:...../.
HoAC tuoI s smmes: srpmman =

3. Gigitinh 4. Can nang:

. EAOMRMCI e o sonosnsotsossonssssosssosocs s ONam ONo | ..o kg

B. THONG TIN VE PHAN (PNG CO HAI (ADR)
5. Ngay xut hién phdn &ng:........ oo

6. Phén tng xuét hién sau bao lau (tinh tlr 1an dung cudi cling cla
thudc nghi ngo):.. .
7. Mé ta biéu hién ADR 8. Cac xéet ngh|em I|en quan den phan ung

9. Tién st (dj ting, thai nghén, nghién thuée 14, nghién ruou, bénh
gan, bénh than..)

10. Cach xt tri phan trng

11. Mtrc @6 nghiém trong clia phan trng

[ T& vong [ Nhap vién/Kéo dai thai gian nam vién [ Dj tat thai nhi
[ Pe doatinh mang [ Tan tét vinh vién/néng né [ Khéng nghiém trong
12. Két qua sau khi x( tri phan trng
O Te vong do ADR [ Chua h0| phuc O Hc") i phuc c6 di ohwng [J Khéng ré
O T vong khong lién quan dén thube OPang hdi phuc [ Hbi phuc khéng c6 di chirng
C. THONG TIN VE THUOC NGHI NGO GAY ADR
S0 lan AL b
N 4 Ngay diéu tri
S| 13 Thuée (tén gée va s | wra . Lu | 08 | oong | (Nodythang/nam) )
i t : N 2 £ S616 dung ng < Ly do dung thudc
T én thuong mai) ham san xuat mét 1an ngay/ dung . o
lwong ° tudn/ Bét dau | Kétthuc
thang.
i
i
i
iv
STT 14.Sau khi ngtrng/gidm liéu clia thudc bi nghi ngd, phan tng c6 | 15.Téi st dung thude bi nghi ngd ¢é xuat hién lai phan trng
(Teong | duoc cdi thién khéng? khong?
ung13.) | C6 | Khéng | Khoéng nglrng/giam liéu | Khéng co théng tin Co Khéng | Khéng tai st dung Khéng c6 théng tin
i [ [ ] [ [ ] [ ]
i | | Ll [ O | | ]
iii | [ ] [l [ [ [ [}
v | L] ] [ [ ] L] []
16. Cac thudc dung dong thoi (Ngoai trL‘f ca’c thuéc dung diéu tn/khéc phuc hau qua ctia ADR)

5 | Dangbaoche, i Ay dIEU L gayThandnam). 5 i Dang bao ché, | _Ngay dieu tri (ngay/thang/nam) _
Ténithuce | hamluong | Ba&idau |  Kétthic Tén thuoc ! hamluong | Batdau | Kétthic




D. PHAN THAM BINH ADR CUA BON VI

Chac chan
0O Cékha nang
O cothé

17. Banh gia moi lién quan gitra thuoc va ADR

Khéng chéc chan
O Chwa phan loai
[0 Khéng thé phan loai

O Khac:....

O Thang WHO

18. Bon vitham dinh ADR theo thang nao?

[0 Thang Naranjo

[0 Thang khac:.

19. Phan binh luan cla can bd y té (neu co)

E. THONG TIN VE NGUOl BAO CAO

Bién thoai lién lac:

21. Chir ky

‘ 22. Dang bao cao:

O Langaw O B sung 23. Ngay béo céo:......... / R— Y —

Xin hdy bao cdo tat ca cac phan rng cé
hai ma anh/chj nghi nge, déc biét khi:

Céc phan (rng lién quan téi thubc méi
Céac phan (ng khéng mong muébn
hoac chuwa dwoc biét dén

Cac phéan (rng nghiém trong

Twong tac thube

Thét bai trong diéu trj

Xin chan thanh cam on!

HU'&NG DAN LAM BAO CAO

Cach bao cao:

= Dién thong tin vao mau bao cao

«  Chican dién nhirng phan anh/chj cé théng tin

e Cothé dinh kém thém mét vai trang (néu mau bao cao khong di khoang tréng dé
dign thong tin hay cé nhitng xét nghiém lién quan).

e Xin hay glri bdo cdo vé Trung tam Quéc gia vé Thong tin thudc va Theo dai phan
(rng ¢6 hai clia thubc theo cac dia chi sau:

e Cac vén dé vé chét lwong thubc 5 J—E\ Thu: Trung tam Quéc gia vé Théng tin thudc va Theo déi phan ng
s Céc sai s6t trong qua trinh st dung | L= 6 hai cua thude
thuédc. s Trudng Dai hoc Duwoc Ha Noi
x 2 P 5 P . 13-15 Lé Thanh Téng, Quéan Hoan Kiém, Ha Noi
Mau bao cao nay dwoc ap dung cho cac
prantmggayrboi .{a’r% Fax: (024) 3933 5642
. Tf)uéc va cac ché pham sinh hoc 5
« Vacxin 11t
+ Cac thu(f)c cb truyén hodc thubc co ﬁ, % Dien thoai: (024) 3933 5618
nguon goc duwoc liéu Lt -

e Thuc pham chirc nang.
Website: http://canhgiacduoc.org.vn

Nguoi bao'cao co the la: Email: di.pvcenter@gmail.com

e Bacsi
= Duocsi Anh/chj c6 thé Iy mau béo céo nay tai khoa Duoc, phong Ké hoach téng
* Nhasi hop clia bénh vién hoac tai tir trang web http://canhgiacduoc.org.vn. Néu cé bat

e Y ta/ didu dudng/nit ho sinh
s Cac nha cung cap dich vu cham séc
strc khoe khac.

ky thdc méc nao, anh/chi cé thé lién hé véi Trung tam Quéc gia vé& Théng tin
thuéc va Theo dbi phan trng c6 hai clia thudc theo sé dién thoai: (04) 3933 5618
ho&c theo dia chi email di. pvcenter@gmail.com.

Phan danh cho Trung tam DI & ADR Quéc gia

1. GUixac nhan téi don vi bao cao O 3. Phan (rng da c6 trong y van/ SPC/ CSDL O
2. Phan loai phan tng . | 4. Nhap di liéu vao hé co s& dir liéu qubc gia |
e [ Thuoc méi [ Thudc cii i - - L

e [INghiém trong [ Khéng nghiém trong : 5. Nhap di liéu vao phan mém Vigiflow | O
6. Mirc dd nghiém trong ctia phan rng

Oee doa tinh mang/ gay ttr vong O Nhap vién/ kéo dai thoi gian n#m vién O Gay di tat/ tan tat O Lien quan téi lam dung/ phu thude thuée

7. Giri béo cdo t6i hoi ddng tham dinh oo '}‘gaylgu" 8 GhibdocéochoUMC | [ ngay ?“"
9. Két qua tham dinh
0 Chéc chan 0 Khéng chic chan O Khac:..

O Coékha nang
O Cothé
10. Ngwoi quan ly bao cao

O Chua phan loai
[0 Khéng thé phéan loai

12. Chir ky

Phu luc 5: Théng tu sé 23/2011/TT-BYT: Huéng dén st dung thuéc trong cdc co sé y té c6 giudng bénh



