S& s6m co6 viac-xin phong bénh tay chin miéng do EV71 cho tré
em?

T4c nhan gy bénh tay chdn miéng (HFMD) thudng gdp nhat la coxsackievirus A16 va enterovirus 71
(EV71). Chinh tdc nhan EV71 méi that sy 1a van dé ddng quan tAm va lo ngai vi bénh HFMD do EV71
thuong gy ra bién chitng ning va c6 thé dan dén tir vong & tré em. Do khong c6 thudc diéu tri dic hiéu,
viéc phat trién vic-xin chong lai EV71 s& 1a phuwong phép hiéu qua nhat dé ngin chiin sy biing nd clia
EV71 va gidm t& vong.

Thang 12/2015, Co quan Quén 1y Thyc pham va Duge phdm (FDA) ciia Trung Qudc dd phé chuin vic-xin
ngtta bénh HFMD do EV71 dugc sén xuat bdi Vién Sinh hoc Y khoa tai Hoc vién Khoa hoc Y khoa Trung
Qudc. Dén thang 1/2016, mot loai vaccine EV71 thit hai dugc sén xuat bdi Sinovac Biotech duoc phé
chuén. C4 hai hién dang dwgc san xuat thuwong mai va bit dau st dung cho tré em Trung Qudc. P6 1a dieu
dang trong chd ctia nhidu qudc gia thudc khu vige Chau A — Théi binh duong noi ma bénh tay chan miéng
(HFMD) & tré em van tiép tuc lan rong, nhit 12 bénh HFMD do EV71. Tuy nhién, dé c6 thé sit dung cho
céc qudc gia khdc doi hoi phai mat thém mot thoi gian nita d€ chitng minh hiéu qua va tinh an toan khi ap
dung dai tra cho tré em tai Trung Qudc, va nhat 1a kha ning ng dung ddi véi cdc ching EV71 giy dai dich
khéic nhau.

Duéi day 1a tém lwoc dic diém dich té hoc cia bénh HFMD va tién trién clia cdc nghién cttu ché tao vic-
xin phong bénh HFMD & tré em tai cdc nuGe trén thé gidi, qua bai viét “Enterovirus 71 infection and
vaccines” dugc dang trén Tap chi Clinical and Experimental Vaccine Research, 1/2017.

Bénh tay, chan va miéng da duwoc xem la bénh thuong gip & tré em dwdi 5 tudi trén toan thé giéi. HFMD
6 biéu hién kha dic trung vé6i sot, phat ban sin sti hodc mun nwéc & 1ong ban tay, ban chan, mong va ton
thuong loét & miéng. Bénh thudng ty giéi han nhung rat dé lay. HFMD thudng xay ra v6i nhitng dich nhé
& céc tredng mau gido hodc trung tAm chim séc tré em vi siéu vi nay rit dé lay nhiém.

Vi-rit HFMD thuong 14y truyén qua duong phan hodc qua dich tiét miii hong nhu nudc bot, dom, hoidc



nuéc mili clia ngudi bi nhiém bénh. Ngoai ra, con dudng lan truyén gi4n tiép do céc vat liéu bi 6 nhiém do
da tiép xiic v6i ngudi bi nhiém bénh. HFMD chii yéu anh huéng dén tré nhii nhi va tré em vi ty 1& mic va
mitc do nghiém trong cao dwgc thé hién & tré nhé duéi 5 tudi do hé mién dich con yéu. Trong mot s& it
truomg hop, HFMD c6 thé giy cdc bién chitng nghiém trong trén hé thdng than kinh trung wong, ho hip va
tim mach, bao gdbm viém mang ndo vo tring, mit diéu hoa tiéu ndo, bai liét, viém ndo cip, suy tim va phu
phdi véi ty 18 tir vong cao. HFMD c6 xu hwéng x4y ra trong cdc dot bung phat trong thoi tiét Am 4p cia
mila xuAn, miia hé va mia thu, day 12 bénh dién tién theo miia kh4 rd, nhiém vi rit gy bénh ting manh
trong diéu kién néng va am.

Hai tac nhan chinh ciia HFMD la coxsackievirus A16 (CVA16) va enterovirus 71 (EV71). EV71 thudc
nhom enterovirus thudc ho picornaviridae, 1a nguyén nhan pho bién tht hai cia HFMD, sau CVA16. Céc
loai enterovirus khac va cdc coxsackievirus khic nhu A5, A6, A7, A9, A10, B1, B2, B3 va B5 ciing c¢6 thé
gay ra HFMD. Ty 1&¢ méc HFMD gy ra bdi EV71 thip hon ty 1& giy ra bdi CVA16; tuy nhién, EV71 1a
mdt loai vi-rit 4i than kinh, c6 xu huwéng gy bénh ning hon va nhiéu khé niing gy céc bién chiing than
kinh va viém co tim thAm chi c6 thé giy ti vong.

Vao thang 4 nim 1957, HFMD dugc béo cdo [an dau tién khi c6 8 trudng hgp tré em mic bénh & New
Zealand. Sau do6, nguyén nhan chinh cta sy bung phat HFMD trong nhitng ndm 1960 dugc xac dinh la
CVAL16. Dén nim 1969, EV71 Ian dau tién duoc phan 1ap tir mot dika tré 9 thang tudi bi viém ndo & MY.
Sau khi xdc nhan HFMD géy ra bdi EV71, HFMD lai x4y ra khong thuong xuyén trén th€ giéi. Tuy nhién,
ké tir nim 1997, HFMD da tr& thanh dich bénh & cdc nwéce trong khu vire chau A-Thai Binh Duong.
HFMD & Trung Qudéc [an dau tién dugc bio cdo vao nim 1981 tai Thwong Hai. Pén nim 2008, HFMD
da xay ra nhiéu noi & Trung Qudc v6i 488.955 trudng hgp va 126 ca tir vong. T nim 2008 dén nam 2012,
c6 dén 7.200.092 trwdng hgp mic bénh HFMD va c6 dén 2.457 truong hop tit vong. Vi vy, HFMD &
Trung Qudc duoc xem la mot cén bénh nghiém trong va 13 mot trong nhitng nguyén nhan gay tit vong hang
dau & tré em. Tai Pai Loan, trong ndm 1998, ¢6 129.101 trudng hgp HFMD va c6 405 trudng hgp bién
chitng than kinh nhw viém mang ndo va viém ndo, 78 ca tit vong. Trong nim 2008, Dai loan c6 387 trudng
hop HFMD ning do EV71 va 14 trudng hop tit vong. Tai Viét Nam, HFMD do EV71 [an dau tién duoc
x4c nhan vao ndm 2003. T nim 2011 dén nim 2012, ¢6 hon 200.000 bénh nhan bi HFMD phai nhap vién
va 207 tredong hop tir vong. Tai Han Quéc, truong hop dau tién ctia HFMD duwoc ghi nhan vio mia xuin
ndm 2009 khi trudng hgp tir vong dau tién xdy ra. Nhiéu trudng hop bi HFMD dugc phat hién & Nhat
Ban vao nam 1997 va 2000, & Singapore trong nam 2000 va & Malaysiatrong nim 1997. Hién tai,
HFMD lién tuc dugc bdo cdo xdy ra & nhidu nue chau A - Thdi Binh Dwong. Kiéu gen C4 ciia EV71 1a
phd bién nhit dwoc tim thiy & Trung Qudc, Hong Kong, Han Qudc va Viét Nam, trong khi B5 12 ki€u gen
phd bién nhit lwu hanh & Nhat Ban, Malaysia va Dai Loan.
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Phén b6 cdc genotype ciia EV71 & cdc nwée Chau A — Thdi Binh Dwong

Nhiéu cong trinh nghién cttu ché tao vic-xin HFMD do EV71 dang dugc trién khai véi mot s6 loai Ging
vién vic-xin EV71 khdc nhau, bao gdm céc chiing vi-rit bi suy giam, bat hoat toan bd vi-rit, hat giéng vi-
rit (VLP), protein ti t6 hgp, vec-to téi t& hop va vic-xin peptide. Trong d6, vic-xin vi-rit bat hoat dang
dugc ky vong ¢6 kha ning d4p ¢ng nhu cau ki€m soat dich bénh HFMD c6 hiéu qua.

Viéc phat trién cdc loai vic-xin vi-rit EV71 bat hoat dang tién trién nhanh chéng. Tiém ching v6i dong
EV71 bat hoat v6i formalin c6 thé goi ra mitc khdng thé dic hiéu vi-rit & méic cao, bao gom hoat tinh
trung hoa chéo va bao vé vat chli dwoc chiing ngira trong thir nghiém véi mo hinh chudt. Dya trén két qua
nghién cttu tién 1Am sang thanh cdng, c4c thir nghiém 1am sang giai doan I hoic giai doan II clia cdc vic-xin
EV71 bat hoat da dugc ti€n hanh. Tiém chiing giy ra khang thé trung hoa 16n hon déng ké va ddp ting t&
bao T. Mot s6 vic-xin EV71 bat hoat khéc c6 thé goi ra phan ¢ng khang thé trung hoa chéo chong lai cic
kiéu gen phu ctia EV71 B1, B4, BS v C4A. Gan ddy, 5 ng ¢ vién vic-xin EV71 bat hoat da dugc phat
trién va danh gi4 trong c4c thir nghiém 1am sang. Céc loai vic-xin EV71 dugc phat trién bdi Cong ty Sinh
hoc Vigoo Béc Kinh, Cong ty Cong nghé sinh hoc Sinovac va Vién Sinh hoc Y khoa, Hoc vién Khoa hoc Y
khoa Trung Qudc (CAMS, Vién Con Minh) Ia tit c4 cdc loai vic-xin st dung vi-riit kiéu gen C4 dé 1am
chiing vaccin. Céc tht nghiém d6i chitng ngAu nhién, mii doi, thi* nghiém gia dugc & 3 cong ty da duoc
hoan thanh. Th& nghiém 1am sang giai doan III ctia céc vaccin EV71 C4 bit hoat da thye hién trén 30.000
tré nhii nhi va tré em. Két qua cho thiy vic-xin EV71 c6 do an toan tot & tré em va c6 thé ngin chin hon
90% bénh HFMD do EV71 va 80% céc triéu chitng khéc lién quan dén EV71.



Formalin-inactivated EV 71 vaccines tested in human clinical trials

Organizations EV71  Dosage Population Sample Status References
strain (ng) target size
Sinovac Biotech C4da 1 6-35 month 10,245 Phase 3 NCTO01507857
Co., Ltd. (China) (FY7VP5 children completed,
strain) approved
Beijing Vigoo C4a (HO7 0.8  6-35month 10,077 Phase3 NCTO01508247
Biological Co., strain) children completed
Ltd. (China)
CAMS (China) C4a (HO7 0.25 6-71 month 12,000 Phase3 NCT01569581
strain) children completed,
approved
NHRI (Taiwan) B4 5 and Adults 60  Phasel NCT01268787
10 completed
Inviragen B2 0.6and  Adults 36 Phase 1 NCTO01376479
(Singapore) 3 completed

Tién do cdc céng trinh nghién citu ché'tao vic-xin EV7I tai Trung Quoc, Pdi Loan va Singapore

Nhu vay, hién nay d c6 2 loai vic-xin EV71 ctia Vién Sinh hoc Y khoa tai Hoc vién Khoa hoc Y khoa
Trung Qudc va Sinovac Biotech da dugc phé chuin va lwu hanh trén thi trudng & Trung Qudc. DE cho
phép stt dung vic-xin EV71 trén toan thé€ gi6i, can phai chitng minh kha niing tng dung d6i véi céc chiing
EV71 gay dai dich kh4c nhau. Vi viy, can phéi c6 thém mdt thdi gian sau khi céc loai vic-xin EV71 gia
nhap thi trudng. Mit khic, vic-xin EV71 bat hoat hién tai c6 thé bdo vé chdng lai EV71 nhung khong
chdng lai chiing CVA16, nguyén nhan phd bién nhit cia HFMD. Do dé, cin nghién cttu phat trién vic-xin
da khdng hoic vic-xin EV71/CVA16 bao gom cé cdc enterovirus giy bénh phd bién khéc nén 1a buéc
nghién cttu ti€p theo.
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MOT SO NOI DUNG CAN LUU Y THU'C HIEN “THUC HANH TOT CO SO BAN LE THUOC”
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Cong bd cdc don vi cung cAp phan mém két ndi va chuyén di liéu thanh cong vao hé thdng Co sé dit lidu
duoc Qudc gia dén ngay 20/06/2023

THUOC KIEM SOAT DAC BIET

Huéng din cich ghi " SO kiém soat chét lwvong thude Pinh kv" Chét lwong thudc

Viéc hiy thudc phai kiém soét dic biét dugc quy dinh nhu thé nao?

TOP 200 THUOC DUGC SI CAN NHO

Dung lam tuong ve tieu chay

NHUNG LAM TUONG VE PHAN MEM QUAN LY NHA THUOC

DANH MUC THUOC PHAI KIEM SOAT DAC BIET

MOI TUONG QUAN GIUA THUOC VA DI UNG

Lich thdm dinh co s& Dugc tuan 13/8/2018
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THANH PHAN HO SO CAP GCNDDKKDD & GPP/GDP (CO KINH DOANH THUOC KIEM
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