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Tinh sinh mién dich ciia viic xin nanocovax phong COVID-19
trén nguoi Viét Nam tinh nguyén

Immunogenicity of the nanocovax vaccine against COVID-19 in
Vietnamese volunteers

Pinh Viét Dl,i’c, Bui Dang Thé Anh, Dinh Cong Pho, Hoc vién Quadn y
Chir Van Mén, Hoang Xuan Sir, Pham Ngoc Hung

Tom tat

Muc tiéu: Danh gia tinh sinh mién dich cla vac xin nanocovax muc liéu 25ug phong COVID-19 do
Nanogen san xudt trén ngudi Viét Nam tinh nguyén tu 18 tudi trd 1én. Déi tuong va phuong phdp: Thit
nghiém lam sang vac xin giai doan 2 va 3a ngau nhién doi ching gid dugc, mu doi, trén ngudi tinh
nguyén khde manh tir 18 tudi trg 1én theo phac d6 2 liéu, cach nhau 28 ngay. Tinh sinh mién dich dugc
danh gia dua trén két qua dinh lugng néng dd khang thé IgG khang protein S (AntiS-IgG); két qua xét
nghiém danh gia hoat tinh trung hoa SARS-CoV-2 (thir nghiém trung hoa virus thay thé: sVNT) va két
qua xét nghiém dinh lugng hiéu gia khang thé trung hoa SARS-CoV-2 séng bang phan (ing trung hoa
giam dam hoai tir 50% (50% Plaque Reduction Neutralization Test : PRNT.,) dua trén nu6i cay té bao. Két
qua: Tai ngay 42 (D42) sau tiém mdi 1, néng do AntiS-IgG tdng cao véi trung binh nhan nong dé
(Geometric Mean Concentrations: GMCs) AntiS-IgG la 57,90U/ml tuong duong 1.262,22BAU/ml; va trung
binh nhan muc tang (Geometric Mean Fold Rise: GMFR) AntiS-IgG dat 227,4 lan so véi trudc tiém. Ty lé
chuyén dao huyét thanh nhém tiém nanocovax dat 99,4%. Ty 1é d8i tugng tiém nanocovax 25mcg c6
hoat tinh trung hoa virus bang xét nghiém trung hoa thay thé (sVNT) & muic cao (99,03%). V€ PRNT50
nhém tiém vac xin 91,9% mau huyét thanh trung hoa virus séng trén chling Vi Han, ching Delta (An
Do) la 62,2%, con ching Alpha (Anh) la 80,0%. Két ludn: Vac xin Nanocovax 25ug dat yéu cau tinh sinh
mién dich trén ngudi tinh nguyén.

Tirkhéa: Tinh sinh mién dich, COVID-19, véc xin Nanocovax.

Summary

Objective: To evaluate the Immunogenicity of the Nanocovax vaccine with dose 25ug against
COVID-19 produced by Nanogen in Vietnamese volunteers aged 18 years and older. Subject and method:
Randomized controlled (placebo) blinded phase 2 and 3a vaccine clinical trials studies were conducted
on healthy volunteers, aged 18 years and older according to a 2-dose regimen, 28 days apart.
Immunogenicity was assessed based on the quantitative results of IgG antibody concentration against
protein S (AntiS-IgG); Test results assessing SARS-CoV-2 virus neutralization activity (Surrogate Virus
Neutrolization Test: sVNT) and test results quantifying of live SARS-CoV-2 neutralizing antibody titers
with 50% plaque reduction neutralization test (PRNT,) based on cell culture. Result: At day 42 after the
first injection, the IgG concentration increased with the geometric mean content (GMCs) of AntiS-IgG
being 57.90U/ml, equivalent to 1,262.22BAU/ml; and the geometric mean fold rise (GMFR) of AntiS-lgG
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reached 227.4 times compared to before injection. The seroconversion rate of the Nanocovax group
reached 99.4%. The proportion of subjects vaccinated with nanocovax 25ug vaccine with virus
neutralization activity by alternative neutralization test (SVNT) was high (99.03%). PRNT50 results in the
vaccinated group: 91.9% of serum samples neutralized live virus on the Wuhan strain, the Delta strain
(India) was 62.2%, and the Alpha strain (UK) was 80.0%. Conclusion: Nanocovax 25ug vaccine meets the

requirements for immunogenicity in volunteers.

Keywords: Immunogenicity, COVID-19, Nanocovax vaccine.

1.Patvan dé

COVID-19 la mét bénh truyén nhiém dudng ho
hap cap tinh gay ra b&i chiing virus corona-2 (SARS-
CoV-2), dugc phat hién lan dau tién & Vi Han, H6
Bac, Trung Qudc, sau dé da lay nhiém ra toan thé
gi6i [1]. Tinh dén ngay 19 thang 11 nam 2023,
COVID-19 da cé mat & tat ca qudc gia, vung va lanh
tho, lam han 772 triéu trudng hop méc bénh, trong
d6 hon 6,9 triéu trudng hop ti vong [2].

Vi tinh chat la moét dai dich do virus gay ra, vac
xin 1a moét bién phap phong bénh dac hiéu. Nhiéu
loai vac xin da dugc cap phép va dua vao st dung dé
gidam ty |& mac bénh va t& vong lién quan dén
COVID-19 [3]. Tai Viéet Nam, Cong ty Nanogen su
dung c6ng nghé DNA téi t6 hop dé san xuat vac xin.
Két qua thir nghiém tién lam sang da ching minh
dugc tinh an toan va hiéu luc gdy mién dich trén
dong vat [4]. Dugc phép clia BO Y té va cac dia
phuong, ching téi da tién hanh nghién cliu danh
gia tinh an toan, tinh sinh mién dich va hiéu luc cta
vac xin nanocovax trén nguai Viét Nam tinh nguyén.
Nghién ctru da tuan thd Quyét dinh 3659/Qb-BYT [5]
va Thong tu 10/2020/TT-BYT [6].

Nghién cttu c6 03 muc tiéu, bao gém: Danh gia
tinh an toan, tinh sinh mién dich va xac dinh hiéu luc.
Trong do6, giai doan 2: Panh gia tinh an toan va tinh
sinh mién dich, hiéu luc, thuc hién trén 240 ngudi tinh
nguyén 18-60 tudi khoé manh (tai Hoc vién Quan y va
Vién Pasteur H6 Chi Minh); Ty Ié giita nhém tiém VXNC
(160 d6i tugng) va gia dugc (80 déi tugng) la 2:1. Giai
doan 3 (tai Hoc vién Quan y va Vién Pasteur H6 Chi
Minh): Gom giai doan 3a thuc hién trén 1.004 doi
tuong, ty 1é gilta nhom tiém VXNC va gid dugc la 6:1
dé danh gia tinh an toan, tinh sinh mién dich va hiéu
luc; giai doan 3b thuc hién trén 12.002 déi tugng, ty lé
gitra nhom tiém VXNC va Gia dugc la 2:1, dé danh gia
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tinh an toan va hiéu luc. Téng s6 ddi tugng giai doan 3
1a 13.006 ngudi tinh nguyén tur 18 tudi trg 1én. S6 liéu
trong khuén khé clia bai bao nay nham: Bdnh gid tinh
sinh mién dich cda vdc xin nanocovax liéu 25ug phong
COVID-19 do Nanogen san xudt trén ngudi Viét Nam
tinh nguyén tir 18 tudi tré Ién.

2. Déi tugng va phuong phap
2.1. Déi tuong

Déi tugng nghién cuu: Nghién ciu dugc thuc
hién trén 1.243 ngudi tinh nguyén khée manh, tu 18
tudi trg lén.

Tiéu chudn tuyén chon: T da 18 tudi & tai thoi
diém sang loc; DS tuogng trong do tudi co6 kha
nang mang thai phai s dung bién phap tranh thai
hiéu qua trong vong 4 tuan trudc khi sang loc,
trong qua trinh nghién ctu va kéo dai dén 6 thang
sau lan tiém cu6i cung; C6 kha nang va san sang
tham gia toan bé cac hoat dong trong quy trinh
nghién cliu, cung cap ho so suc khoé, bao gém ca
1 nam theo doi sau tiém véc xin; Ky ban chap
thuan tham gia nghién cuu.

Tiéu chudn logi tra: Mac bénh man tinh khéng
én dinh trong 04 tuan trudc sang loc, gém: Pang
nam vién; Suy gidm chiic nang co quan (suy tim
NYHA d6 3, 4; suy than d6 3, 4, suy gan...); dang
hoac c6 ké hoach tham gia bat ky th& nghiém 1am
sang nao trudc sang loc 45 ngay khac; da tiém
phong hodc cé ké hoach tiém phong bat ky vac xin
phong COVID-19 nao; da tiém phong bat ky vac xin
song giam doc luc trong vong 4 tuan hodc bat ky
vac xin nao khac trong vong 2 tuan trudc ngay tiém
mai 1; tién s& mac COVID-19, dugc xac dinh RT-PCR
(+) & bat ky thai diém nao trudc khi sang loc; tién sur
phan (ng phan vé véi bat ky nguyén nhan nao, tién
st di ing véi bat ky thanh phan nao cla vac xin; Cé
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bat ky tinh trang Gc ché mién dich hoac suy giam
mién dich da dugc xac nhan hoac nghi ngg; dang
mac ung thu hoac dang diéu tri ung thu; tién st roi
loan d6ng mau/cdm mau hodc dang dung thudc
chéng dong; tién s co héi ching Guillain-Barré.

Dia diém va thoi gian nghién cdu:Tai Ha Noi,
Hung Yén, Long An va Tién Giang. Thai gian thuc
hién tur thang 12/2020 dén thang 12/2021.

Cac xét nghiém danh gia mién dich déu dugc
thuc hién tai Vién Vé sinh Dich té Trung uang theo
diang quy dinh ctia BO Y té.

2.2. Phuong phdp

Thiét ké nghién cuu: Thit nghiém lam sang vac
xin da trung tdm, ngau nhién, mu doéi, so sanh véi
gid dugc theo huéng dan ctia Quyét dinh 3659/Qb-
BYT “Hudng dan vé nghién ctu, tha nghiém lam sang,
ddng ky luu hanh, st dung vdc xin phong COVID-19”
va theo Diéu 10 phu luc Thong tu 10/2020/TT-BYT.
Giai doan 2 (240 ngudi, ty |é tiém vac xin va gia dugc
la 2:1) va giai doan 3a (1.000 ngudi, ty & tiém vac xin
va gia dugc 6:1).

Cbng cu nghién cuu va ky thudt thu thdp théng
tin: H6 so déi tuogng nghién clu; Phiéu theo doi;

3.Két qua

Phiéu danh gia; Phiéu ghi nhan va Phiéu bao va cac
ho so lién quan do ca sG'y té cung cap.

Chi tiéu danh gia tinh sinh mién dich:

Két qua dinh lugng néng do AntiS-1gG: Trung binh
nhan néng do AntiS-IgG (GMC); Mic tang trung binh
nhan néng dé antiS-IgG (GMFR) tai méi thai diém
sau tiém vac xin so vGi trudc tiém; Ty & doi tugng cd
chuyén dao huyét thanh (Seroconversion rate).
(Chuyén d6i don vi: U/ml va BAU/ml. Hé s6 chuyén
déi: 1U/ml =21,8BAU/m).

Két qua xét nghiém ddnh gid hoat tinh trung hoa
vi rat SARS-CoV-2 (Surrogate Virus Neutrolization):
Trung binh hoat tinh trung hoa vi rat; Ty 1&é % duong
tinh véi khang thé trung hoa.

Két qua xét nghiém dinh luong hiéu gid khdng thé
trung hod PRNT, dua trén nuéi cdy té bao: Ty & phan
tram déi tugng co phan lng trung hoa vi rat SARS-
CoV-2 s6ng vao ngay 42 sau tiém mi 1.

2.3. Dao diic trong nghién ciu

Nghién ctru da dugc Hoi dong Dao duc trong y
sinh hoc ctia B Y té (Quyét dinh 5240/QD-BYT ngay
16/12/2020 va Quyét dinh 2899/QD-BYT ngay
11/6/2021.

3.1. Két qua sinh mién dich qua xét nghiém AntiS-1gG

Bang 1. Thay d&i néng dd AntiS-1gG trudc
va sau tiém theo nhém cé/ khéng c6 khang thé nén tai thoi diém trudc tiém

Néng dé IgG Ngay 0 Ngay 42
trudc tiém Gia duoc VXNC Gia duoc VXNC
56 mau 219 1.005 206 932
, X +SD 0,26 + 0,07 0,26 + 0,07 0,26 + 0,08 1132+1363
:\;208 Trung vi (Range) | 0,25(0,25-0,74) | 025(0,25-0,98) | 0,25(0,25-1,08) | 66,58 (0,25-1840)
GMC (95%Cl) 0,26 (0,25-026) | 0,25(0,25-026) | 0,26 (0,25-0,26) | 57,90 (53,29-62,92)
p-values 0,423 0,001
S6 méau 6 13 6 13
, X +SD 831+9,15 4,48+ 6,16 8,16+ 10,48 216+ 2838
ZZO(T) Trung vi (Range) | 3,46 (1,79-4,81) | 1,93 (1,06-21,46) | 2,69 (0,51-25,25) | 58,08 (8,66-907,5)
GMC (95%Cl) 523(1,8522) | 2,62 (1,48-464) | 3,07(0,55-17,27) | 79,03 (30,05-207,9)
p-values 0,114 0,005
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Két qua bang cho thay, tai thai diém DO, c6 1.224 ngudi khong cé khang thé antiS-IgG (khang thé nén)
chiém 98,5%. Trong dé nhom gia dugc cé 219 ngudi va nhom VXNC c6 1.005 ngudi. Con lai 19 trudng hop
c6 khang thé ntiS-IgG trong huyét thanh chiém 1,5% (gid dugc c6 6 ngudi va VXNC c6 13 ngudi). Thai diém
D42 sau tiém mai 1, GMC & nhém khéng ¢ khang thé nén dat 57,90Ul/ml (tuong ting véi 1.262,22BAU/ml)
trong khi d6 nhém cé khang thé nén la 79,03U1/ml. Su khac biét vé GMC gilta 2 nhém tiém VXNC va gia dugc
G D42 la c6 y nghia théng ké véi p<0,05.

Bang 2. Muic tang trung binh nhan ham lugng khang thé
theo nhém c6/khéng c6 khang thé nén & thai diém trudc tiém

Muic ting néng db IgG Ngay 0 Ngay 42
theo nhém Gia duoc VXNC Gia dugc VXNC P
[ s6mau 219 1005 206 932
:\;208 Trungvi(min-max) | 1,0(1-1) | 1,0(1-1) | 1,00(034-432) | 2573(1-7358) | 0,001
GMFR (95% CI) 1001-1) | 1,00-1) | 1,0(0,97-1,03) | 227,4 (209,2-247,2)
56 mau 6 13 6 13
Nhom —
g6 | Tungvilminmay | 100-) | 100-1) | 088(018127) | 2506(,24878 | 000
GMFR (95% CI) 100-1) | 1,00-1) | 059(0,23-1,48) | 302 (11,45-79,68)

Két qua trén cho thay: G nhém khong cé khang thé nén tai DO, tai thai diém D42 sau tiém mai 1, GMFR
cla antiS-IgG nhom tiém VXNC dat 227,4 lan, trong khi nhém tiém gid dugc hau nhu khéng thay déi. Con &
nhém cé khang thé nén tai DO, tai D42, nhom tiém VXNC c6 GMFR dat 30,2 lan, 8 nhom tiém gia dugc hau
nhu khong thay déi. Su khac biét vé GMFR gitta 2 nhém tiém VXNC va gia dugc 6 D42 la ¢ y nghia théng ké
v3i p<0,001.

Bang 3. Ty lé chuyén dao huyét thanh tai cac théi di€ém nghién ciru

Ty lé chuyén ddi Ngay 42 06 thang
huyét thanh & cacnguéng | Gia dudc (n=212) | VXNC (n=945) | Gia dugc(n=112) | VXNC (n=377)
AntiS-lgG tang =4 lan 1(0,47) 939 (99,4) 11(9,8) 335(88,9)
AntiS-lgG tang = 100 lan 0 682 (72,2) 4(3,6) 38(10,1)
AntiS-IgG tang > 150 lan 0 581 (61,4) 3(2,7) 36 (9,6)

Két qua bang trén cho thay: Tai ngay 42 sau tiém mi 1, nhém tiém VXNC c6 chuyén dao huyét thanh la
99,4% (939/945), trong khi & nhom tiém giad dugc 1a 0,47% (1/212). Tai thai di€ém 6 thang sau tiém dd 2 mai,
muc chuyén dao huyét thanh nhém tiém VXNC la 88,9% (335/377), trong khi 8 nhém tiém gia dugc la 9,8%.

3.2. Két qua sinh mién dich qua xét nghiém khdng thé trung hoa

Bang 4. Panh gia hoat tinh trung héa vi rat & thoi diém trudc va sau tiém

. i Ngay 0 Ngay 42
Tiéu chi " "
Gia duoc VXNC Gia duoc VXNC
Ty lé c6 hoat tinh trung hoa vi rat (nguéng = 30%)
(-) (< 30%) 108 (99,08) 327 (99,7) 203 (98,54) 9(0,97)
(+) (= 30%) 1(0,92) 1(0,3) 3(1,46) 916 (99,03)
p-values 0,437 0,001
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. i Ngay 0 Ngay 42
Tiéu chi " .
Gia duoc VXNC Gia duoc VXNC
Trung binh ty 1& % hoat tinh trung hoa tic ché vi rut
S6 mau 109 328 206 925
X+SD 8,1+10,47 9,95 + 8,96 13,1+£74 85,7 +14,7
Trung vi (Min-Max) 9,74 (-25,2-30,9) 15,0 (-29,1-34,7) 15,0 (-22,2-34,2) 91,26 (15-98,3)
p-values 0,040 0,001

Két qua Bang 4 cho thay, 99,03% d6i tugng nghién ctu tiém VXNC cé hoat tinh trung hoa trén ngudng
(30%) tai D42 va trung binh cua ty 1é trung hoa Uc ché virus khi gan két vai ACE2 (ty |é Gic ché virus canh
tranh), dat 85,7 + 14,7%. Su khac biét vé hoat tinh trung hoa virus gita 2 nhém tiém VXNC va gia dugc & thoi
diém ngay 42 la c6 y nghia théng ké véi p<0,001.

3.3. Két qua sinh mién dich qua xét nghiém PRNT,

Bang 5. Ty lé c6 kha nang trung hoa vi rit séng (ching Vi Han) bang PRNT,, - tai ngay 42

Kha ning trung hoa virus séng (chiang Vi Han) Gia dugc (n=31) VXNC (n=123) ¢]
Am tinh 31 (100%) 10 (8,1%) 0.001
C6 kha nang trung hoa 0 (0%) 113 (91,9%) '

Ké&t qua hiéu gia trung hda PRNT,, cho thay c6 91,9% mau huyét thanh clia nhom tiém VXNC cé kha
nang trung hoa virus séng trén nudi cay té bao tur 20 lan tra [én trén ching Vi Han.

Bang 6. Ty 1& c6 kha nang trung hoa virus séng déi véi chiing Delta (An Dd),
Alpha (Anh) biang PRNT,, - tai ngay 42

Kha nang trung hoa vi rut séng Ching Delta Chung Alpha

(chiing Delta, Alpha) Giddugc(n=4) | VXNC(n=37) | Giddugc(n=7)| VXNC (n=40)
Am tinh 4 (100%) 14 (37,8%) 7 (100%) 8 (20,0%)
C6 kha nang trung hoa 0 (0%) 23 (62,2%) 0 (0%) 32 (80,0%)

Két qua trén cho thdy, tai ngay 42, hiéu gia
trung hoa PRNT;, c6 62,2% mau huyét thanh cla
nhom tiém VXNC trung hoa virus séng trén nudi cay
té bao tU vdi bién ching Delta. Con & ching Alpha
ty 1& nay 13 80,0%.

4. Ban luan

Trong thiét ké clia nghién ctu thir nghiém lam
sang, giai doan 2 la budc dau danh gia tinh sinh
mién dich. G giai doan nay, viéc tiém vic xin 3 nhém
ngudi khoé manh ma khong xac dinh trudc vé tinh
trang phai nhiém véi mam bénh la cé y nghia nham
danh gia tinh dap ung sinh khang thé clia co thé du
da tung/chua tiing nhiém mam bénh tuong Ung.

DPéng thai, theo huéng dan cuta cac té chiic quéc té
nhu WHO, FDA, EMA, viéc phan tich d{ liéu dugc
tinh dya trén tinh trang c6 hay khong khang thé nén
lic ban dau.

Ngoai ra, dé dam bao su khéng bi anh hudng do
tinh trang nhiém COVID-19 sau khi tiém va trong qua
trinh nghién ctu, nghién ctu da thiét lap hé théng
theo doi 24/7 online va tham kham y té ngay khi déi
tuong cé cac triéu chiing nghi ngo. Qua trinh phan
tich dugc luu y quan trong vé loai bd cac trudng hgp
nhiém (néu c6) ra khdi bd phan tich hiéu qua dé dam
bdo tinh tin cay va trung thuc ctia dir liéu.

Panh gia sy thay d6i vé néng do khang thé
AntiS-IgG & thai diém D42 sau tiém mai 1 VXNC, cho
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thdy GMC & nhém khéng cé khang thé nén dat
57,90Ul/ml (95%Cl: 53,29-62,92) va GMFR dat 227,4
1an (95%Cl: 209,2-247,2). V&i nhom c6 khang thé nén
tai thoi diém DO, c6 GMC tai D42 la 79,03Ul/ml
(95%ClI: 30,05-207,9) va GMFR dat 30,2 lan (95%Cl:
11,45-79,68). Trong khi & nhém tiém Gia dugc hau
nhu khong thay d6i vé GMC va GMFR. Su khéc biét
vé GMC va GMFR cla antiS-IgG gitta nhém tiém
VXNC va nhém tiém gia dugc & thoi diém D42 la
khac biét c6 y nghia théng ké véi p<0,05 (Bang 1 va
Bang 2). K&t qua nay tuong duong két qua nghién
clu cha Heath PT et al (2022) trén vac xin Novavax,
noéng do antiS-IgG vao ngay 35 & nhém tiém vac xin
déu tang lén so vai gid dugc & tat cd cac nhom tudi,
trong dé cao nhat 1a nhém tudi 18-64; GMC cla
antiS-IgG tang cao nhat & nhom c6 khang thé nén
huyét thanh duong tinh (125.489,8EU/mL) so véi
nhém khang thé nén huyét thanh am tinh
(44.229,9EU/mL), tuong Ung véi GMFR cua antiS-IgG
so vGi muc ban dau tang 73,9 va 394,3 lan [7].

Tai ngay 42 sau tiém mui 1, ty l1é déi tugng tiém
VXNC c6 chuyén dao huyét thanh (n6ng dé antiS-
IgG tang gap 4 lan) 1a 99,4% (940/946), trong khi &
nhém tiém Gid dugc la 0,47% (1/212). Ty 1& d6i
tugng & nhém tiém VXNC cé muic nong do khang
thé antiS-lgG tang trén 100 va 150 lan 1a 72,2% va
61,5%, trong khi & nhém tiém gid dugc la 0% (Bang
3). Nghién ctu Keech C va cong su (2020) vé vac xin
Novavax cho thay, GMC clia antiS-IgG tang hon 10
lan sau 21 ngay tiém liéu dau tién, trong vong 7
ngay sau tiém vac xin liéu tha 2 (ngay thu 28) tiép
tuc tang lén 8 lan, dén 14 ngay sau tiém mi 2 muic
nay tang Ién gap déi. Vac xin vai chat bé trg c6 GMC
cla antiS-lgG tang tuong tu nhu trong huyét thanh
dudng bénh ctia bénh nhan nhéap vién véi COVID-19
[8]. Tai D42 va thoi diém 6 thang sau tiém c6 1 va 11
trudng hop c6 chuyén dao huyét thanh, cac trudng
hgp nay la do da mac COVID-19 nhung khéng co
triéu ching trong qua trinh tham gia nghién cdu
van dén lay mau xét nghiém danh gia theo tién trinh
nghién cdu.

Vé danh gia hoat tinh trung hoa virus & nhém
tiém VXNC tai D42 cho thay, 99,03% déi tugng co
hoat tinh trung hoa trén ngudng (> 30%), trong khi
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ty 1& nay la khong dang ké & nhom st dung gia
dugc. Trung binh cla ty lé trung hoa Uc ché virus khi
gan két véi ACE2 (ty |é Uic ché virus canh tranh) dat
85,7 (14,7)% tai D42, 8 nhém tiém giad dugc ty |1é nay
khoéng thay déi so véi DO. Su khac biét vé hoat tinh
trung hoa virus gitta 2 nhom tiém VXNC va gia dugc
& thoi diém D42 1a c6 y nghia théng ké vai p<0,001
(Bang 4).

Vé xét nghiém PRNT,, trén nudi cdy té bao cho
thay, 91,9% mau huyét thanh nhém tiém VXNC
trung hoa virus séng trén nudi cay té bao tir 20 lan
tra 1én trén ching Vi Han (Bang 5). Ty |é nay doi véi
ching Delta (An Do) la 62,2%, con chang Alpha
(Anh) 1a 80,0% (Bang 6). K&t qua nghién clu cua
ching téi thdp hon so véi nghién cdu cla Folegatti
PM va cong su (2020) khi nghién ctu vé vac xin
AstraZeneca cho biét phan (ng trung hoa chéng lai
SARS-CoV-2 dat 100% khi do bang PRNT50 [9]. Su
khac biét nay c6 thé do nghién ctu cda chung toi
th nghiém trén 3 bién ching cta SARS-CoV-2. Con
Folegatti va cong su thd nghiém trén ching goc
SARS-CoV-2.

5. Két luan

Vac xin nanocovax 25mcg dat yéu cau tinh sinh
mién dich trén ngudi tinh nguyén. Cu thé: Ty lé
ngudi st dung vac xin nanocovax ¢cé6 GMC néng do
Anti-S IgG sau tiém tang gap 4 lan tré lén so véi
truGc tiém (cé6 chuyén déi huyét thanh) dat 99,4%.
Ty |é d6i tugng tiém vac xin nanocovax 25mcg c6
hoat tinh trung hoa virus bang xét nghiém trung
hoa thay thé (sVNT) & muc cao (99,03%).
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