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Abstract: The EV71 vaccine (for Hand, Foot and Mouth Disease — HFMD) is currently undergoing
the regulatory submission process for registration in Vietnam. Only vaccine lots that meet all
established stringent quality standards are granted a Certificate of Quality by the National Institute
for Control of Vaccines and Biologicals (NICVB). A comprehensive quality assessment necessitates
the execution of physicochemical, biochemical, and other specialized tests across various
specialized departments. For this specific vaccine lot, the Department of Viral Vaccine Control was
responsible for conducting the general safety test, endotoxin test, potency test, and identity test. The
recorded results demonstrated that the vaccine successfully met all criteria: in the general safety
test, all challenged mice remained healthy and demonstrated weight gain; the endotoxin level was
determined to be less than 0.3 EU per dose; the identity test yielded a positive result for the presence
of the EV71 virus; and finally, the potency test indicated that 85.7% of immunized mice developed
an immune response with an Antibody Neutralization Ratio >117.
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PANH GIA CHAT LUO'NG VAC XIN PHONG BENH CHAN TAY MIENG CUA
NHA SAN XUAT MEDIGEN DUA TREN MOT SO THU” NGHIEM AN TOAN
CHUNG, ENDOTOXIN, CONG HIEU VA NHAN DANG

Lé Thi Hai Yén*, Pao Thi Thuy, Quach Thi Huyén Trang, Nguyén Thu Huwong
Vién Kiém dinh Quoc gia Vic xin va Sinh pham y té
Nhan ngay 11 thang 09 nam 2025

Chap nhdn dang ngay 17 thang 12 nam 2025

Tém tit: Hién nay vic xin phong bénh chan tay miéng dang trong qua trinh xin cip phép
dang ky tai Viét Nam. Cac 16 véc xin dat yéu cu vé chat luong méi duoc Vién kiém dinh
Qudc gia Vic xin va Sinh pham y té cap gidy ching nhan. Dé danh gia chat lugng vic xin
can kiém tra thir nghiém hoa 1y, hoa sinh...& cic khoa chuyén mon khac nhau. Ddi véi véc
xin nay khoa Vi rat kiém dinh cac thir nghiém an toan chung, endotoxin, cong hiéu va nhan
dang. Két qud ghi nhan dugc tht nghiém an toan chung: chuot khée manh tang can, thu
nghiém endotoxin nho hon 0,3 EU/lidu, thir nghiém nhén dang c6 két qua dat dwong tinh véi
vi rat EV71, thir nghiém cong hiéu c6 85.7% chudt dugc tiém sinh mién dich & ti 1¢ >117

(ti 1& trung hoa khang thé).

Tir khoa: EV71, an toan chung, cong hiéu, nhdn dang, endotoxin.

1. Pit van dé

Enterovirus (EV71) dugc phan lap lan
dau tién tur phan cua mot phu nit bi viém nao
vao nam 1969 tai California. Tuy nhién mot
nghién ciru khac tai Ha Lan cho thay vi rat
c6 thé xuat hién sém vao nim 1963 phu hop
Vi cac bao co vé kha ning bung dich chan
tay miéng cudi thé ky 20. Mot sd vac xin
phong bénh EV71 dugc phat trién tai Trung
Qudc va Pai Loan. Nam 2016 tai cudc hop
1an thir 67 T chirc Y té Thé gioi (WHO) da
thao ludn vé tinh hinh EV71 va xdy dung
tiéu chuan cho khang huyét thanh, tiéu chuan
viac xin EV71 bat hoat [1]. Hién nay trén
thé gidi co cac vac xin phong ngira EV71
dugc cap phép nhu sau: Envacgen®MVC,
EntroVac®CAMS, Inlive®SINOVAC, Vic
xin cua Sinopharm, EnVAX® Enimmune,
Envax-A71 Adimmune Corporation... WHO
khuyén cdo ching ding dé san xuit vic xin
chu yéu 13 cac ching B4, C4. M6t s6 nghién
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ctru cho thay ching C4 chiém 40,1% dén
55,4% céac ca bénh chan tay miéng [2]. Vic
xin Envacgen dugc Pai Loan phé duy¢t tur
8/2023. Vic xin san xuat tir chung EVA71/
E59 (kiéu gen B4) dugc nudi ciy trén té bao
Vero thu vi rat rdi bat hoat. Mdi liéu 0,5 ml
chira 2,5 pg khang nguyén va 150 pg ta dugce
nhom photphat (AIPO,), dd dugc chimg
minh 1a sinh mién dich va an toan. K&t qua
cong b tir thir nghiém 1am sang da qudc gia
giai doan III cho thdy véc xin c6 kha ning
bao vé cao chéng lai bénh do Enterovirus
A71 [3]. Hién nay vic xin phong ngira bénh
chan tay miéng dang trong qua trinh dang ky
tai Viét Nam.

Trong ding ky tiéu chuan thanh pham
vic xin phong chin tay miéng nha san
xuat Medigen ding ky céc tiéu chuan theo
huéng dan cta T6 chirc Y t& Thé gioi. Tai
Khoa Kiém dinh Véc xin Vi rit da kiém

dinh cac thir nghiém v61 yéu cau nhu sau:
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+ Tht nghiém an toan chung: chudt
khée manh tang can sau 7 ngay.

+ Thir nghiém Endotoxin < 5 EU/liéu
(0,5ml).

+ Thtr nghiém nhan dang: duong tinh

+ Thur nghiém cong hi€u invivo: tinh
sinh mién dich >80% chudt gy mién dich.
Chudt c6 mién dich: > 117 (ti 1¢ trung hoa
khéang thé)

Khoa Kiém dinh Vic xin Vi rat da
tién hanh kiém tra chat luong véc xin.
Pbi voi thir nghiém an toan chung, day la
thir nghiém thudng qui c6 quy dinh trong
Duogc dién Viét Nam V, 2017. Vic xin
dat yéu cau khi chudt nhat va chudt lang
sau 7 ngay khoe manh, tang can [4]. Thu
nghiém Endotoxin st dung phuong phap
ban dinh lugng LAL TEST [5]. Tiéu chuan
dat 1a thir nghiém Endotoxin < 5 EU/liéu
(0,5ml). Thtr nghiém nhan dang thuc hi¢n
bang phuong phap Dot Blotting. Mau vic
xin s& xuat hién ddu chAm mau phat hién
bang mat thuong. D6i vi thir nghiém cong
hiéu invivo, phuong phap duoc phat trién
boi nha san xuat. Trong d6 sir dung chudt
& 6 dén 8 tuan tudi tiém 2 lidu cach nhau
14 ngay. Sau d6 ldy mau, tach huyét thanh.
Mang huyét thanh trung hoa véi ching thir
thach roi tinh lidu khang thé bao vé. Ham
lugng khang thé bao vé dugc chirng minh
qua cac thir nghiém 1am sang. Thir nghiém
cong hiéu dat khi ham luong khang thé co
tinh sinh mién dich > 80% chudt tiém véc
xin dat yéu cau, chudt ¢ mién dich: > 117
(i 1 trung hoa khang thé).

2. Poi twgng va phwong phap nghién ciru
2.1 Doi twong, thoi gian va dia diém
nghién ciru

- Pbi twong nghién ctu: Vic xin
Envacgen ciia nha san xudt Medigen
Vaccine Biologics Corporation

- Pia diém nghién ctu: Khoa Kiém
dinh Vic xin Vi rat, Vién Kiém dinh Qudc
gia Vic xin va Sinh pham y t& (NICVB);

- Thoi gian nghién ctru: 02/2025 -
4/2025
2.2 Phwong phap nghién ciru: Phuong
phép mo ta.

2.3 Vit liéu phuc vu nghién cuu
2.3.1 Vit liéu va héa chdt:

Endotoxin chudn - Charles River,
Limulus amebocyte lysate - Charles River,

nudce cat khong endotoxin.

Moi truong MEM céc loai - NICVB.
PBS - NICVB, ching vi rut - Medigen,
huyét thanh chuan - Medigen. Té bao Vero
- NICVB.

Khang thé so cap, khang thé thtr cép -
Medigen, chimg 4m, EV71 standard (mau
chuan) BSA - Milipore, TMB - SeraCare.

Tu céy an toan sinh hoc, can dién tir,
cac loai pippet, ta lanh, ti 4m CO, bé 6n
nhiét, bd dién di Dotbot ...

2.3.2 Madu thir: Vic xin Envacgen
2.4. Thiét ké nghién civu

+ Thyc hién 1 1an thr nghiém an toan
chung, st dung chudt nhét va chuot lang
dat yéu cau. Tién hanh tiém vic xin va theo
doi trong luong chudt trong 7 ngay.

+ Thyc hién 1 lan thir nghiém
Endotoxin bang phuong phap ban dinh
luong LAL TEST. Phuong phép LAL test
(Limulus Amebocyte lysate test) 1a tha
nghiém kinh dién dé phat hién endotoxin
(lipopolysaccharide - LPS) ctia vi khuin
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Gram am. Nguyén |y cuia phuong phap la
khi endotoxin tiép xtic véi dich chiét tir
amebocyte n6 s& hoat hoa yéu t6 enzym dau
tién kich hoat chudi phan tng enzyme cudi
cung lam két taa gel. Mirc do hinh thanh
gel ti 18 véi ndng d6 endotoxin.

+ Thyc hién 1 lan thu nghi¢m nhan dang
bang phwong phap Dot Blotting. Nguyén ly
cta phuong phép 1a khang nguyén nhé truc
tiép 1én mang PVDF. Sau d6 nho tiép khang
thé so cdp va khang thé thir cip. Dung TMB
membrane Peroxidase substrate thuc hién
phan tmg hién mau.

+ Thuc hién 1 1an thir nghiém cong hi¢u.

Vic xin tiém trén chudt 6-8 tuan tudi, tiém
2 lan cach nhau 14 ngay. Sau d6 lay mau
& ngay thir 28, tach huyét thanh va mang
huyét thanh trung hoa véi chung EV71.
Dung dich trung hoa dugc nho trén té bao
Vero. Poc két qua khi thdy ddu hiéu hay
hoai trén té bao.
2.5. Quy trinh thi nghiém

+ Thur nghiém an toan chung: thuc hién
theo phu luc 11.15 Dugc dién Viét Nam V,
2017.

+ Thuwc hién thir nghiém entoxin:

- Pha endotoxin chuan dat do nhay 2 A,
A, A2, A4 theo bang sau:

Bang 1. Pha loing endotoxin chuén

Do pha Endotoxin chuan Nuwée khong Ham lwong EU/ml | D9 nhay
loang (ul) endotoxin (ul)
A 150 850 6 100
B 300 2700 0.6 10
C 2000 3000 0.24 4
D 300 300 0.12 2
E 300 300 0.06 1
F 300 300 0.03 1/2
G 300 300 0.15 1/4

Pha loang mau theo cac d6 pha 1/2, 1/5,
1/10, 1/20, pha duong mau. Nhé 100 pul
mau thir, dwong mau, d6 nhay, chimg am,
chimg duong. Nho tiép lysate. U ¢ 37°C.
Doc két qua trén phién.

+ Thur nghiém nhdn dang:

Pha loang chirng am va duong. Thém
axit citric ti 1¢ 1: 1 G & nhiét do phong.
Lap mang, thu dich ndi nho 100ul mdi
giéng. Xa chat 1ong bang bom chan khong
dé protein hap thu hoan toan trén mang
PVDF. Thém lan luot khang thé so cép,
tht cdp sau d6 cho hién mau bang TMB.
Dung phan tng, doc két qua bang mit
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thuong.

+ Thir nghiém cong hiéu:

Chuot thi nghiém 6-8 tuan tudi duoc
st dung va tién hanh tiém mién dich mii
tha nhat, sau d6 14 ngay tiép tuc tiém
mién dich mii thir hai; dén ngay thir 28,
tién hanh iy méau dé thu huyét thanh,
tach riéng phan huyét thanh va st dung
cho dinh luong khang thé bang cach pha
lodng mau huyét thanh ¢ ti 16 1:20, dong
thoi chuan bi dung dich huyét thanh chuan
v6i ti 1& pha lodng 1:40; cac mau huyét
thanh duoc tién hanh trung hoa véi chung
vi rat EV71, sau khi trung hoa huyét thanh
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va chiing b6 sung 100 pl hdn dich té bao  trén 50% - %CPE dudi 50%).
Vero. Song song thuc hi¢n thi nghiém Log TCID = log (clia ndng do gay chét
chuan do nguoc chung vi rat, va cudi cung > 50%) - H x log (d6 pha lodng).

doc két qua thi nghi€ém dya trén su xuat Ti 16 trung hoa khéng thé = 1/1log TCID,,

hién cua hién tugng huy hoai té bao giy 0

Trong d6 H: ti 1é trung hoa khang thé.
3. Két qua
3.1 Thir nghiém An toan chung

ra boi vi rut.
Céch tinh két qua:
H = (%CPE trén 50% - 50%) x (%CPE

Bang 2. Két qua an toan chung trén chudt nhit ctia 16 vic xin Envacgen

’ Trong Trong lwgng sau tiém _
Dau T Tang
chudt l“"-’.‘fg trude| 2 3 4 5 6 7 giim
tiem (g) (%)
PT-bV 20.0 212 | 224 | 25.6 | 27.8 | 28.6 29.5 30.8 +54,0
PT-GV 20.5 21.5 | 23.6 | 26.5 | 282 | 29.5 30.0 31.5 +53.7
PT-LV 20.3 21.1 | 23.0 | 24.8 | 26.7 27.5 28.9 30.1 +48.3
PT-bDiV 20.1 21.0 | 23.1 | 26.0 | 28.5 | 29.0 29.8 309 | +53.7
PT-DTV 20.0 21.4 | 23.5 | 25.7 | 27.3 28.7 29.7 30.5 +52.5

Két qua cho thdy 5 chudt nhat tring déu  thir nghiém chudt nhét theo tiéu chuan ctia
khde manh va tdng can. Thur nghiém c6 gid Dugc dién Viét Nam V, 2017.
tri. Lo vic xin Envacgen dat yéu cau trén
Bang 3. Két qua an toan chung trén chudt lang ciia 16 vic xin Envacgen

Déu chudt | Trong hrong Trong lugng sau tiém
truée tiem 1 2 3 4 5 6 7 Téang
(g) glﬁm (%)
bv 293 299 | 305 | 310 | 320 | 325 337 | 345 +17.7
LV-DiV-PTV 285 289 | 293 | 300 | 305 | 310 325 | 340 +19.3

Két qua cho thay 2 chudt lang déu khoe nghiém chudt lang theo tiéu chuan cta
manh va tang can. Thu nghiém co6 gid tri. Dugc dién Viét Nam V, 2017.
L6 vac xin Envacgen dat yéu cau trén thit 3.2 T nghi¢m Endotoxin

Bang 4. Két qua d¢ nhay

Do pha loang
Do nhay 1/2 1/5 1/10 1/20
S N N A P R
Ti€u chuan 1/2)\ < d0 nhay < 2L
Két qua DPat
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Biang 5. Két qua thir nghi¢m

Do pha loang
Méiu 1/2 1/5 1/10 1/20
Mau vic xin + + - - - - - -
Duong mau + + + + + + + +
Chirng am - -
Chirng duong + +

Tir két qua cta bang trén t4 tinh ham
lwong endotoxin = d6 pha lodng dau tién
x d¢ nhay 5 x 0.06 =0.3 EU/liéu. Nhu vay
ham luong endotoxin cua 16 véc xin Enva-
cgen nhé hon 0.3 EU/liéu. Tiéu chuan dat
thir nghiém endotoxin < 5,0 EU/liéu.

L6 vic xin Envacgen dat tiéu chuan vé
ham lugng Endotoxin.

3.3 Thwr nghi¢m nhdn dang.

Hinh 1. Két qua dién di bang phwong
phap Dot blotting 16 vic xin Envacgen

Chu thich: 1 — Mau chuan; 2 - ching
am; 3 - 16 vic xin Envacgen

Két qua dién di thu duoc trén ban gel co
nhitng cham den tron (dot) 1a c¢6 su két hop
cta khang nguyén va khang thé dic hiéu. Mau
chuan va 16 vac xin Envacgen déu c6 chdm
den tron. Chimg 4m khong xuét hién chim den
tron. Nhu véy 16 véc xin Envacgen dat yéu cau
theo tiéu chuén dang ky ctia nha san xuat.
3.4 Thir nghiém cong hiéu

— — e

Hinh 2. Hinh anh phién doc két qua
cong hiéu cia 16 vac xin Envacgen trén
te bao Vero

Bang 6. Két qua nong dd trung hoa khang thé

Chudt Ngay 0 | Ngay28 | Duong tinh/ Am tinh Ty 18 %

Khang thé 1 0 320 Duong tinh

Khéang thé 2 0 160 Duong tinh

Khéang thé 3 0 269.2 Duong tinh

Khéng thé 4 0 739.6 Duong tinh 6/7 x 100 %= 85.7%
Khang thé 5 0 223.9 Duong tinh

Khang thé 6 0 160 Duong tinh

Khéang thé 7 0 40 Am tinh

Két qua cho thay ti 1& chudt sinh khang
thé & ngay 0 1a 0, & ngay 28 dat 1a 85.7%
chuot thir nghiém. Trong d6, 6/7 chudt c6 ti
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1¢ trung hoa khang thé > 117. Thir nghiém
cong hiéu cho thdy chudt dap tng sinh mién
dich dat yéu cau.
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4. Ban luan

Enterovirus 71 (EV71) la tdc nhan
chinh gay ra cac dot bung phat bénh tay
chan miéng (HFMD) trén toan thé giéi va
c6 tac dong dang ké dén kinh té xa hoi, dic
biét 1a & chau A. Vic xin EV71 bét hoat
bang formalin (FI) dugc danh gia trong cac
thir nghiém lam sang trén nguoi tai Trung
Qudc, Pai Loan va Singapore cho thdy an
toan va tao ra phan tng khang thé trung hoa
manh chéng lai EV71 hién dang luu hanh ¢
chau A. Két qua tir 3 thir nghiém 1am sang
giai doan 3 khéac nhau duoc thuc hi¢n trén
tré nho (6-60 thang tudi) cho thay hiéu qua
ctia véc-xin FI-EV71 dat >90% déi véi cac
bénh tay chian miéng lién quan dén EV71
va >80% dbi v4i cac bénh nghiém trong
lién quan dén EV71 [6]. Vién Pasteur HO
Chi Minh d3 tién hanh thi nghiém 1am sang
trén 2 vac xin phong bénh EV71. Két qua
thir nghiém 1am sang giai doan 3 dugc trién
khai tai Viét Nam (Bén Tre, Vinh Long) va
Pai Loan trén 3.993 tré tir 2 thang dén dudi
6 tubi da ghi nhan nhiing két qua kha quan:
chi 1 ca mic bénh trong nhém tiém vic
xin, so vo1 70 ca @ nhom khong tiém. Hi¢u
Iy cta viée tiém vac xin dat dén 99.21%.
Nhitng tré di tiém vic xin néu mic bénh
cling chi biéu hién nhe va khong can nhap
vién, trong khi nhém khong tiém c6 nhidu
truong hop bién ching ning [7]. Trude do,
Medigen d trién khai nghién ctru giai doan
1 va giai doan 2 tai Pai Loan tor nam 2013.
Tai Viét Nam, nghién ctru dugc thyc hién o
2 dia phuong 1a Tién Giang va Pong Théap
v6i 3.036 d6i twong tir 2 thang tudi dén 6
tubi. Bén thang 9/2022, két qua nghién ctru
cho thay, vdi 2 lidu vaccine cach nhau 56
ngay, vaccine EV71 c6 kha nang bao v¢ lén

dén 98,6% [8]. Véc xin phong bénh chan
tay miéng gan diy méi dua vao st dung &
Trung Quéc va Pai Loan, Indonesia...[9].
Vic xin phong bénh EV71 dang dugc mot
s6 cong ty tién hanh dang ky ¢ Viét Nam.
Envacgen la vic xin phong bénh chan tay
miéng dau tién dd duoc Vién kiém dinh
Qudc gia véc xin va sinh pham y té kiém
dinh chat lugng. Mot trong nhiing tiéu chi
quan trong dé vic xin sau khi thir nghiém
lam sang giai doan 3 thanh cong la phai
ching minh dép Gmg day du céac tiéu chuan
vé an toan, sinh mién dich thong qua cac
thur nghiém hoéa hoc va sinh hoc. Trong céc
thir nghiém kiém tra chat lugng vac xin
thi thir nghi€ém nhan dang va cong hicu la
mot trong nhitng thir nghiém quan trong dé
chung minh ding khang nguyén va hi¢u
luc cua khang nguyén. Mdi vic xin méi ra
doi 1a mot thach thirc d6i vi co quan Kiém
dinh Qudc gia ddc biét 1a cac thir nghiém
vé sinh hoc. Vic xin Envacgen 1a vic xin
bat hoat. Vic xin bat hoat thuong ding cac
phuong phéap thuong quy 1a ELISA ddi vai
thir nghiém invitro, con ddi vé6i thir nghiém
invivo kiém tra hiéu luc khang thé. Theo
khuyén cdo cua WHO, thtr nghi¢m kiém
tra cong hiéu vic xin do co quan quan ly
quéc gia phé duyét. Pé thir nghiém cong
hiéu invivo duoc tién hanh, dong vat thi
nghi¢m, té bao va hoa chit da duoc cung
cap tir NICVB, méu chuan va cac hoa chat
dac thu duoc cung cap tir nha san xuat. Vic
xin EV71 tiém 2 miui trén chudt. Sau do
tién hanh 1dy mau, tach huyét thanh. Huyét
thanh mdi con chudt duoc tién hanh kiém
tra doc lap theo phuong phap trung hoa
v6i chung roi gdy nhiém trén té bao Vero.
Trong qué trinh thyc hién di tién hanh lay
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mau chudt ngay dau trude khi tiém dé kiém
tra ham luong khéng thé ty nhién cua vi rit
EV71. Qua trinh thuc hién cong hi¢u la mot
qua trinh dai bao gdm nhiéu cong doan. O
phan tao mién dich, k¥ thuat tiém chudt doi
hoi tay nghé cao. Chudt duogc tiém & bap
dui. Dén giai doan trung hoa, té bao phai
dam bao yéu cau, chung duoc chuan do
nguogc dé tinh duoc sb vi rat trung hoa trén
huyét thanh. Két qua dugc doc timg giéng
trén phién 96. Nhiing giéng khong c6 vi rat
xam nhiém té bao van phu kin mat giéng,
nhirng giéng c6 vi rat huy hoai tao cac cum
té bao co va lam tréng mit giéng. Theo tiéu
chudn cua nha san xuit dang ky ti 1¢ trung
hoa khang thé dat trén timg con > 117, >
80% chudt tiém dat yéu cau. Két qua thuc
hién kiém dinh tai khoa Vi rut cia NICVB
thu dugc 85,7% chudt sinh mién dich > 117
(ti 18 trung hoa khang thé). Thir nghiém
cong hiéu dat yéu cau.

Theo hudng dan cia WHO, thir nghiém
nhan dang c6 thé sir dung cting phuong phép
voi thtr nghiém cong hiéu hodac phuong
phap pht hop khac. Nha san xuat da si
dung phuong phap Dot Blotting. Day la
phuong phap mién dich mau dugc nho truc
tiép 1én mang PVDEF. La quy trinh ngin gon
khong can chay gel dién di tiét kiém thoi
gian. Két qua kiém dinh cho thdy hinh anh
ciia ching duong va miu giéng nhau, co
cac dom tron trén mang. Thir nghiém nhan
dang dat yéu cau.

Thu nghi¢ém an toan chung va endotoxin
la nhitng thtr nghiém thuong quy. Thu
nghiém an toan chung duoc thiét ké nhim
phat hién cac doc tinh bat thuong con cé
thé ton tai trong vic xin hodc sinh pham vi
du nhu: ddc t6 vi sinh vat, du thira cua hoa
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chat hodc tap chat tir qua trinh san xuét [10].
Tiéu chuan dang ky cua nha san xuat theo
dung huéng dan cia WHO. Thir nghiém an
toan chung sau 7 ngay chudt lang va chudt
nhat déu khoe manh, tang can. Thir nghiém
endotoxin yéu cau ham lugng endotoxin <
5.0 EU/liéu. Khoa Kiém dinh Vic xin Vi
rt da tién hanh thyuc hién ghi nhan két qua
dat ddi v6i thir nghiém an toan chung. Thir
nghiém endotoxin cua vic xin Envacgen
cho két qua nho hon 0,3 EU/liéu.

Vic xin Envacgen phong bénh chan
tay miéng 13 vic xin méi. Theo hudng dan
ciia T6 chirc Y té Thé gi6i can phai thuc
hién cac thir nghiém: cadm quan, nhan dang,
vO trung, thé tich, cong hiéu, endotoxin,
pH, formaldehyde t6n du...[1]. Trong bai
bao nay chiing t6i dé cap cac thir nghiém
duoc thuc hién tai Khoa Kiém dinh Vic
xin Vi rat. Ca 4 thtr nghiém an toan chung,
endotoxin, nhan dang va cong hi¢u cua 16
vac xin Envacgen déu dat yéu cau. Cac
thtr nghiém kiém tra chét lugng véc xin tai
Khoa Kiém dinh Vic xin Vi rat giit vai tro
quan trong trong qua trinh kiém dinh cua
Vién Kiém dinh Quéc gia Vic xin va Sinh
pham y t& nham dam bao vic xin va sinh
pham y té dap Gmg day du yéu cau chat
luong trude khi duge cap phép luu hanh
hodc xuét xuong.

5. Két luan

L6 vic xin Envacgen ciia nha san xut
Medigen kiém dinh chéat luong cac thu
nghiém cong hi€u, nhan dang, an toan
chung, endotoxin tai Khoa Kiém dinh Vic
xin Vi rat dat yéu cau. Thtr nghiém cong
hiéu dat 85.7% chudt dugc tiém sinh mién
dich ¢ ti 18 khang thé trung hoa trén 117 (ti
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1¢ trung hoa khang thé), thir nghiém nhén

dang c6 két qua dat duong tinh véi vi rat
EV71, thtr nghi€ém endotoxin nhé hon 0,3
EU/liéu, thtr nghiém an toan chung: chudt
khoe manh tang can.
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