§Nm Tap chi Khoa hoc Kiém dinh Vic xin va Sinh pham y té, Vol. 2, No. 4 (2022)

TREND ANALYSIS OF EFFECTIVE TESTING OF ROTAVIN-M1 VACCINE
IN VIETNAM IN 2021

Luu Thi Dung”, Tran An Binh, Tran Thi Thanh Thao, Nguyen Hoang Tung
National Institute for Control of Vaccine and Biologicals
“ National Institute for Control of Vaccine and Biologicals

Received 5 October 2022
Accepted 8 December 2022

Abstract
Rotavirus is a leading cause of acute diarrhea and child death globally. Currently, active disease

prevention with vaccines for the community is the most effective. Rotavin-M1 vaccine is
researched and produced by Centrer for Research and Production of vaccines and Biologicals and
has been licensed for circulation since 2012. Therefore, monitoring the effectiveness of the vaccine
to ensure the quality of the vaccine. It is the responsibility of the National Institute for Control of
Vaccines and Biologicals (NICVB) recommended by the World Health Organization (WHO).
Retrospective method of potency outcome data at POLYVAC and NICVB from 2013-2021. The
average potency results at the POLYVAC and NICVB from 2013-2020 were 6.28 logioPFU/mlI
and 6.26 logioPFU/mI. In particular, the potency results between POLYVAC and NICVB on the
same 15 lots of Rotavin-M1 vaccines produced in 2021 gave an average result of 6.26 logioPFU/ml
and 6.24 logioPFU/mI. The potency results of the batches were all stable within the warning range
(x2SD) and there was no statistically significant difference (P=0.167 > 0.05) between the two
laboratories. From the results of analyzing the potency of Rotavin-M1 vaccine, the results are
stable and there is no difference between POLYVAC and NICVB.
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PHAN TiCH XU HUONG TiNH ON PINH CONG HIEU VAC XIN ROTAVIN-M1
SAN XUAT TAI VIET NAM

Lwu Thi Dung”, Tran An Binh, Trin Thi Thanh Thao, Trin Thi Trang,
Tran Thi Hién, Nguyén Hoang Tung
“Vién Kiém dinh Quoc gia Vac xin va Sinh pham y te

Nhdn ngay 5 thang 10 nam 2022
Chdp nhdn dang ngay 8 thang 12 nam 2022

Tém tit

Vi rat Rota 14 nguyén nhan hang dau gay tiéu chay cip va tr vong tré em trén toan cau. Hién viéc
phong bénh chu dong bang vic xin cho cong dong 1a hiéu qua nhét. Vic xin Rotavin-M1 duoc nghién
clru san xuat boi Trung tAm san xuat vic xin va sinh pham y té (POLYVAC) va cip phép luu hanh tir
nam 2012. Do viy viéc giam st tinh 6n dinh cong hiéu dé dam bao chat luong vic xin 1a nhiém vu
ctia Vién Kiém dinh Qudc gia Vic xin va sinh pham Y t& (NICVB) va theo khuyén céo ciia T6 chic y
té thé gigi (WHO). Phuong phéap hdi ctru sd liéu két qua cong hiéu tai POLYVAC va NICVB tir nim
2013-2021. Két qua cong hiéu trung binh tai nha san xudt POLYVAC va tai NICVB tir nim 2013-
2020 1a 6,28 logioPFU/mI va 6,26 logioPFU/mI. Trong dé, két qua cong hiéu gitta POLYVAC va
NICVB trén cung 15 loat vic xin Rotavin-M1 san xuat nam 2021 cho két qua trung binh 1a 6,26
logioPFU/mI va 6,24 logioPFU/ml. Cac két qua cong hiéu cia cac 16 déu on dinh nam trong khoang
canh bao (£2SD) va khéng c6 khac biét c6 y nghia théng ké (P=0,167 >0,05) giita hai phong thi
nghiém. Tir két qua phan tich xu huéng cong hiéu véc xin Rotavin-M1 cho thay két qua cong higu cd
tinh 6n dinh va khong c6 su khac bi¢t gitta POLYVAC va NICVB.

Twr khoa: Rotavin-M1, cong hiéu, phan tich xu huong, PFU
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1. Pat van dé

Rotavin-M1 12 vic xin song giam doc
luc ubng duoc san xuat tir té bao Vero. Mai
lidu vac xin c6 thé tich 1 ml chira khong it
hon 108 FFU (hodc PFU) vi rit rota ching
G1P[8]. Rotavin-M1 c6 dang dung dich
mau hdng duoc san xuét trén day chuyén
k¥ thuat hién dai dat tiéu chuan caa WHO.
Trong c4c chi s6 vé mit chét luong cua san
pham, thir nghiém cong hiéu doéng vai tro
quan trong dugc tién hanh dé xac dinh hiéu
gia cua vi rit trong vac xin [1-3].

Theo khuyén céo cua To chirc y té thé
gidi, viéc thuc hién danh gia chét lugng vac
xin 1a can thiét d6i voi mdi 16 vac xin. Quy
trinh san xuat tir nguyén liéu dau dén vic
xin thanh pham can phai duoc kiém soat
nghiém ngat cac budce, dac biét la cac chi
tiéu chat luong cua vic xin thanh pham.
Tai nha san xuét, cac chi sé vé mat chat
lugng cua vac xin bao gdm céc thir nghiém
an toan va cac thir nghiém lién quan dén
hiéu qua cua vac xin. Cac thir nghiém nay
phai duoc thuc hién tai nha san xuat trudc
khi giri co quan quan 1y dé kiém dinh thi
cap trudc khi xuat xuong. Trong do, thir
nghiém cong hiéu la mot trong cac thur
nghiém dong vai trd rat quan trong dam
bao vé mat hiéu qua cta vic xin trudc khi

lru hanh trén thi truong. Ciing theo khuyén

céo caia WHO, tai nha san xuat va co quan
kiém dinh tit ca cac két qua céac chi sb
lrong héa dugc nhu ham lwong cac thanh
phan hoic cong hiéu cua vic xin can duoc
giam sét s6 liéu chat ché va tién hanh phan
tich xu huéng mdi 16 va hang nim bang céc
phan mém nhu Excel hay phan mém
chuyén dung st dung cac ham théng ké dé
so sanh nhu ham phuong sai F-Test, ham
T-test hodc phan mém SPSS. Pdi véi cac
16 duogc kiém tra cong hiéu, sé liéu s& dugc
dua vao giam sat va phan tich xu huéng dé
xem xét tinh 6n dinh truéc xuat xuong cua
16 vic xin. Bong thoi, dit liéu cua céc 16
vic xin hang nam s& can dugc xem xét mot
cach tong thé danh gia xu hudéng véi va dua
ra cac nhan dinh vé tinh 6n dinh cua san
pham. Bén canh dé, cac két qua s& du doan
dugc xu hudng vé cdng hiéu cua vac xin
hay cling nhu danh gia dugc sy sai khac
cac két qua caa 2 phong thi nghiém. Bdong
thoi tim ra nguyén nhan giup cho co quan
quan ly chét lugng c6 thé phat hién kip thoi
va dy doan xu huéng cia két qua va tinh on
dinh vé mat céng hiéu cua vac xin. Qua do,
c6 thé dua ra nhitng hanh dong canh béo
hodc diéu chinh kip thoi nhim dam bao
dugc tinh an toan va hiéu qua cua Vac xin
truedc khi sir dung tiém chung trong cong
ddng [3].
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Hién nay, d6i véi viéc xac dinh hiéu
gid vi rat Rota c6 mot sé phuong phéap
duoc tién hanh khac nhau tiy thudc vao
ban chit va céng nghé san xuét caa VAc xin.
Vi du nhu @ kiém tra thir nghiém cong
hiéu cua vic xin RotaRix® (GSK, Bi) sir
dung phuong phap mién dich huynh quang
dé xac dinh liéu gay nhiém 50% té bao
(CCIDso/ml) hodac phuong phap sinh hoc
phan tir Q-PCR (IU/ml) d6i vai vac xin
RotaTeq® (MSD, Hoa Ky). Vdi vic xin
Rotavin-M1 (POLYVAC, Viét Nam) duoc
xac dinh c6ng hiéu st dung phuong phap
khac goi la tao dam hoai ta plaque
(PFU/ml). Phuong phép nay duoc tién
hanh dua trén nguyén ly gay nhiém vi rit
trén té bao MA-104 hoic Vero qua dé xéc
dinh hiéu gia cua véc xin thdng qua su hiy
hoai té bao tao dam hoai tir plaque (PFU)
[6]. Hién tai phuong phap nay dugc danh
gia 1a phuong phap chuan di duoc tién
hanh thim dinh quy trinh & 2 phong thi
nghiém tai NICVB va phong thi nghiém tai
POLYVAC.

Vic xin sau khi dugc san xuat déu
duoc tién hanh kiém soét chit lugng céc thir
nhiém khac nhau bao gém ca thir nghiém
cong hiéu. Cac thur nghiém sau khi dugc
thuc hién, ngoai viéc ddi chiéu véi tiéu

chuén chit luong can duoc tién hanh kiém

soat dwa trén phan tich xu huéng cua 16 vic
xin d6 va xu hudng cua vic xin d6 hang
nim. Chinh vi vay, dé tién hanh phan tich
duoc xu hudng s6 liéu ndm 2021, can dua ra
duogc gia tri trung binh 6n dinh ¢b dinh caa
vac xin véi thir nghiém can phan tich. Do
vay, nhém nghién ctru da tién hanh thu thap
cac so lieu lién quan dén két qua cong hiéu
cua cac 16 vac xin Rotavin- M1 tir 2013 dén
2020. Pay la cac két qua dwoc hoi cau lai
dam bao tdi thiéu dugc 20 dir liéu twong
g vai 20 16 doc lap dé dua ra duoc gid tri
binh cua vac xin nay tai mdi phong thi
nghiém. Gi4 tri trung binh, d¢ léch chuan va
cac gi4 tri giéi han s& dugc ¢b dinh 1a thudc
do dé tién hanh phan tich xu huéng cua céc
16 cong hiéu dugc thuc hién trong nam
2021. Qua d6, nhém nghién ctru dua ra bang
chung vé tinh 6n dinh, xu huéng cua cac sd
lieu cong hiéu nam 2021 va so sanh két qua
gitta hai phong thi nghiém dé xem xét su
tuong ddng két qua cong hiéu cua 2 phong
thi nghiém NICVB va POLYVAC [4-5].
2. Phwong phap nghién ciru
2.1 Poi twong, thoi gian, dia diém nghién
cuu

Pbi tuong nghién cau: Két qua kiém
dinh cdng hiéu vic xin Rotavin-M1 2013-
2020
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Thoi gian nghién ctru: Thang 1 dén - Phén tich hdi ciru s6 liéu
thang 10 nam 2022
Dia diém nghién cau: Khoa Quan ly hé
thdng chét luong, Vién Kiém dinh Quéc gia
Vic xin va Sinh pham y té.
2.2 Phuong phap nghién cuu
2.3. Thiét ké nghién ctu
2.3.1. So' d6 tom tat nghién ciru

Thu thap s6 lidu cong hieu 2013-2021 ta1 POLYVAC va NICVB

C6 dinh gia tr1 trung binh cong hiéu 2013-2020 ta1 POLYVAC va NICVB

Phéan tich tinh én dinh cong hiéu nam 2021 ta1 POLYVAC va NICVB

So sanh két qua tlléllg ké thuc hién ta1 POLYVAC va NICVB nam 2021

- Thu thdp 6 liéu: Dit liéu duge thu thap tur két qua thtr nghiém cong hiéu cua céc 16 vac xin
doc 1ap lién tiép tir 2013-2020. Pbi v6i phong thi nghiém tai POLYVAC thuc hién 13 108 16
véc xin. D6i véi phong thi nghiém tai NICVB thuc hién 13 84 16.

- Xdc dinh gid tri ¢é dinh: Thiét 1ap gia tri trung binh (M-Mean), tiéu chudn chit luong
(TCCL), Mean + SD (gi6i han 6n dinh), Mean +2SD (giéi han canh bao), Mean +3SD (gi6i
han hanh dong) bang phan mém Excel.

- Phén tich xu hiedng ciia sé liéu nghién ciru: Thiét 1ap duoc gia tri dd ¢ dinh bao gdm gia tri
trung binh (M-Mean), tiéu chuan chéat lugng (TCCL), Mean + SD (giéi han 6n dinh),
Mean+2SD (gi6i han canh bao), Mean+3SD (gi6i han hanh dong) bang phin mém Excel. V&
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biéu @6 duong xu hudng trong d6 ham lugng/ndng d6 duge thé hién trén truc tung (y-axis), sb
16 1am thtr nghiém nghién ctru duoc thé hién trén truc hoanh (x-axis).
- Phan tich két quad va so sanh két qua: V& biéu dd xu hudng va so sanh théng ké gia tri cong
hiéu trung binh cta 15 16 véc xin nam 2021 giita 2 phong thi nghiém NICVB va POLYVAC
bang phan mém SPSS, phién ban 2020.
2.4. Phan tich xir ly s6 liéu
S6 liéu thu thap duoc phan tich bang phan mém Microsoft Excel 2018 va SPSS 22.0 sir dung
so sanh gitra ham phuong sai F-Test va T-Test
3. Két qua

3.1 Két qua co dinh gia tri trung binh tai hai phong thi nghiém POLYVAC va NICVB

3.1.1 Két qua c6 dinh gia tri trung binh hiéu gia vic xin Rotavin-M1 tai POLYVAC

Bang 3.1.1 va biéu d6 3.1.1 cho thay c6 108 dir liéu cua thir nghiém cong hiéu twong

g véi 108 16 vic xin dugc thu thap tir nam 2013 dén ndm 2020. Trong d6, gié tri trung binh
duoc thuc hién ¢b dinh tai phong thi nghiém tai POLYVAC 1a 6,28 logioPFU/ml véi gia tri
cua khoang canh bao (M£2SD) tuong Gng 1a 6,03-6,53 l0og10PFU/ml. Gia tri hanh dong cua thu
nghiém tai phong thi nghiém tai POLYVAC (M+3SD) tuong 1a 5,91-6,65 logioPFU/mI. Céc
két qua déu dat tiéu chuan cta thir nghiém cong hiéu duoc dua ra 13 >6,0 logioPFU/m.

Bing 3.1.1 Két qua gia tri trung binh hiéu gis vic xin Rotavin-M1 tai POLYVAC

Nim S6 loat HGTB M M M M M TCCL D
(n=108) | (logPFU/mI) +2SD | -2SD | +3SD | -3SD | (log:oPFU/ml)
2013 6 6,17
2014 4 6,42
2015 16 6,34
T 1 6.35 6,28 | 6,53 | 6,03 | 6,65 | 591 >6,0 0,12
2018 20 6,15
2019 22 6,14
2020 28 6,35

HGTB: Hi¢u gia trung biph, SD: bo 1éch chuan; M: Gia tri trung binh tinh theo ham
Geomean, TCCL: Tiéu chuan chat lugng.
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Cong hi€u vac xin Rotavin-M1 tai POLYVAC nam
2013-2020
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Biéu do 3.1.1. Céng hi¢u vic xin Rotavin-M1 tai POLYVAC tir 2013-2020
3.1.2 Keét qua gia tri trung binh hi¢u gia vac xin Rotavin-M1 tai POLYVAC
Bang 3.1.2 Ket qua gia tri trung binh hiéu gia vac xin Rotavin-M1 tai NICVB

Nim S6 loat HGTB M M M M M TCCL SD
(n=84) | (logwPFU/mI) +2SD | -2SD | +3SD | -3SD | (logioPFU/mlI)
2013 6 6,17
2014 4 6,38
2015 16 6,33
2017 12 6,35 6,25 | 6,46 | 6,06 | 6,56 |5,96 >6,0 0,1
2018 20 6,15
2019 7 6,15
2020 19 6,27

HGTB: Hi¢u gid trung biph; SD: Do léch chuan; M: Gia tri trung binh tinh theo ham
Geomean, TCCL: Tiéu cpuén‘ chat lugng )
Bang 3.1.2 va biéu d6 3.1.2 cho thay c6 84 dir liéu ctua thtr nghiém cong hi¢u tuong

g voi 84 16 véc xin dugc thu thap tir nam 2013 dén nam 2020. Trong d6, gi tri trung binh
duoc thue hién cd dinh tai phong thi nghi¢ém cua NICVB 1a 6,26 logi10PFU/ml véi gia tri canh
bdo (M£2SD) la 6,06 - 6,46 logioPFU/ml. Gia tri hanh dong cuta thir nghiém tai phong thi
nghiém tai NICVB (M£3SD) 1a 5,96-6,56l0g910PFU/ml. Cac két qua déu dat tiéu chuan cong
hiéu dugc dua ra 1a >6,0 logioPFU/m.
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Cong hiéu vic xin Rotavin-M1 tai NICVB
nam 2013-2020
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Biéu d6 3.1.2 Cong hiéu vic xin Rotavin-M1 tai NICVB tir 2013-2020
3.2 Két qua cong hiéu vic xin Rotavin-M1 nim 2021 tai POLYVAC va NICVB
3.2.1 Két qua cong hiéu dwgc thong ké qua bang so6 liéu nim 2021

Bang 3.2.1 va biéu d6 3.2.1 cho thay nim 2021 c¢6 tong sé 15 16 vic xin Rotavin-M1
dugc san xuét va tién hanh kiém tra thir nghiém cong hiéu tai hai phong thi nghiém twong g
la POLYVAC va NICVB. Gia tri cong hiéu cta 15 16 déu dat tiéu chuan chét luong (> 6
Log10 PFU/mI) tai ca 2 phong thi nghiém. Trong do, két qua hiéu gia trung binh ctia vic xin
duogc thuce hién tai phong thi nghiém cua POLYVAC c6 gia tri trung binh 1a 6,26 logioPFU/m.
Két qua hiéu gia ciia vic xin nay khi thyc hién tai phong thi nghiém NICVB dat 6,24
logioPFU/mI thap hon 0,02 logioPFU/ml so véi két qua tai POLY VAC.

Bang 3.2.1. Két qua cong hiéu vic xin Rotavin-M1 nim 2021

Hi¢u gia tai Polyvac Hiéu gia NICVB TCCL
Nim L6 (logioPFU/mI) (logzoPFU/mI) (log1oPFU/mI)
2021 R-0121 6,28 6,24 >6.0
R-0221 6,26 6,25
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Hiéu gia tai Polyvac Hiéu gia NICVB TCCL

Nam Lo (logioPFU/mI) (logoPFU/mI) (logoPFU/mI)

R-0321 6,29 6,27

R-0421 6,23 6,24

R-0521 6,29 6,27

R-0621 6,28 6,34

R-0721 6,22 6,19

R-0821 6,24 6,21

R-0921 6,29 6,26

R-1021 6,27 6,25

R-1121 6,21 6,18

R-1221 6,23 6,2

R-1321 6,22 6,18

R-1421 6,26 6,25

R-1521 6,28 6,24
Téng 15L6 TB*=6,26 TB=6,24

(*) TB: Trung binh, TCCL: Tiéu chuan chat luong

Bi¢u dd 3.2.2 cho thay duong biéu dién xu hudng cic két qua hidu gia cua 15 16 vic
xin Rotavin-M1 thuc hién tai POLYVAC nam 2021 so véi cac duong biéu dién gia trj trung
binh (6,26 logioPFU/mI), cac khoang gia tri on dinh (Mean+SD), khoang gi4 tri canh béo
(Mean+2SD) va khoang gia tri hanh dong (Mean+3SD) da duoc tién hanh cb dinh nhu di néu
& bang 3.1.1. Véi 15 két qua thé hién qua duong biéu dién cac gia tri ciia két qua déu dao dong
xoay quanh dudng biéu dién gia tri trung binh va déu nam trong khoang gia tri 6n dinh
(Mean+2SD). Trén dd thi, khong cé bat cr 16 nao bj roi vao khoang gia tri canh bao hodc
khoang gia tri hanh dong. Nhu vay, két qua cong hiéu cua 15 16 vic xin Rotavin-M1 thyc hién

tai POLYVAC cho thay xu huéng 6n dinh xung quang gia tri trung binh da duoc thiét 1ap.
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Cong hiéu vic xin Rotavin-M1 tai POLYVAC nam 2021
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Biéu d6 3.2.2 Cong hi¢u vic xin Rotavin-M1 tai POLYVAC niim 2021

Biéu db 3.2.2 cho thiy dudng biéu dién xu hudng cac két qua hiéu gia caa 15 16 vic
xin Rotavin-M1 thyc hién tai NICVB nam 2021 so véi cac dudng biéu dién gia tri trung binh
(6,24 logioPFU/mI), cac khoang gid tri 6n dinh (Mean+SD), khoang gia tri canh béo
(Mean+2SD) va khoang gié tri hanh dong (Mean+3SD) da duoc tién hanh c¢6 dinh nhu da néu
& bang 3.1.2. Véi 15 két qua thé hién qua dudng biéu dién cac gia tri ciia két qua déu dao dong
xoay quanh dudng biéu dién gia tri trung binh va déu nam trong khoang gia tri 6n dinh
(Mean+2SD). Trén dd thi, khong c6 bat cir 16 nao bi roi vao khoang gia tri canh bao hoic
khoang gid tri hanh dong. Nhu véy, két qua cong hiéu cua 15 16 vic xin Rotavin-M1 thuc hién

tai NICVB cho thiy xu huéng 6n dinh xung quang gia trj trung binh di duoc thiét 1ap.
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Céng hiéu vic xin Rotavin-M1 tai NICVB nam 2021
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Biéu d6 3.2.2 Két qua cong hiéu vic xin Rotavin-M1 tai NICVB niam 2021

3.3 So sanh thong ké két qua cong hi¢u vic xin Rotavin-M1 giira NICVB va POLYVAC
nam 2021

Qua biéu do 3.3 bicu thi xu huéng duoc tién hanh xay dung tai hai phong thi nghiém cho
thiy duong trung binh dugc ¢b dinh cong hiéu cua NICVB va POLYVAC tuong ddi dong
nhat. Két qua cong hiéu tai NICVB va POLYVAC tuong dbi on dinh giao dong xung quang
duong trung binh. Trong d6 6 16 duge san xuat dau ndm 2021 ¢6 xu huéng xoay quanh dudng
trung binh, trong khi 6 16 cudi ndm c6 xu huéng nam dudi duong trung binh chiém da sé. Nhin
chung xu hudng két qua céc 16 cong hi¢u thuc hién tai NICVB va POLYVAC c6 xu hudng
giam nhe va NICVB c6 xu hudng giam nhiéu hon so véi cac két qua thyc hién tai POLYVAC.
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Biéu @6 3.3 Puong xu huéng cong hi¢u vic xin Rotavin-M1 nim 2021

Bing 3.3. Két qua cong hi¢u vic xin Rotavin-M1 nim 2021 giira NICVB va Polyvac bang

SPSS
Independent Samples Test
Levene's t-test for Equality of Means
Test for
Equality of
Variances
F | Sig. t df | Sig. [ Mean | Std. 95%

(2- | Differe | Error Confidence
tailed| nce Differ | Interval of the
) ence Difference

Lower | Upper
Equal -
] 0,47( 0,49 - -10,0131 0,0082
con variances 3 711418 28 10,167 0.01867 5 0,0456 9
g assumed 3
.. Equal -
hiéu . -124,86 -10,0131 0,0084
variances 14189 0,168 0.01867 5 0,0457 5
not assumed 8

Bang 3.3 Independent sample T-test cho thdy gia tri sig. ciia phuong sai F (trong thong
ké Leneve’s) =0,497 > 0,05 thi phwong sai ctia hai mau bang nhau. Két qua kiém dinh p (Sig.
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2-tail) ciia Equal variances assumed cho thay gia tri P ((Sig (2 tail)) =0,167 > 0,05. Do do, két

qua khong c6 su khic biét co ¥ nghia théng ké giita gid tri trung binh cua NICVB va

POLYVAC

4.Ban luan

Du phong vic xin phong Rota 1a nhu
cau cép thiét dé kiém soat nhiém vi rat Rota
& trén toan thé gidi. Viée sir dung céac loai
vic xin nay, dac biét 1a & cac nudc dang
phat trién s& hd tro tich cuc trong viéc kiém
soat dich bénh. Pé dam bao tot chat luong
véc xin ndi chung va vic xin Rota néi riéng
doi hoi nang luc kiém soat tt cua céc
phong thi nghiém kiém dinh tai cac qudc gia
san xuat vic xin. Viéc danh gia, giam sat
chat lugng vic xin duoc xem 13 yéu t6 quan
trong cta quy trinh cdp phép luu hanh va
Xuét xuong cac 16 véc xin. Trong do, viéc
kiém soat hiéu gia vic xin 1 rat quan trong
dé dam bao tinh an toan va hiu qua cia
cac 10 vic xin truéc khi tiém chung cho
nguoi dan[1].

Hién nay, trén thé giéi co hai vic xin
dugc su dung phé bién 1a RotaRix® duoc
san xuat boi GSK, Bi va RotaTeq® san xuat
bdi Merck, Hoa Ky. Trong do, thur nghiém
cong hiéu vic xin RotaRix® dugc thuc hién
trén cac té bao MA104 va hiéu gia vi rat
trong vic xin duoc tinh theo don vi CCIDso
bang phuong phap nhuém mién dich huynh
khang thé co

quang hodac enzyme

peroxidase danh dau. Pbi voi vic xin
RotaTeq® 14 vic xin chtra 5 typ vi rat nén
phuong phép thir huyét thanh hoc dic hiéu
dé xac dinh dugc hiéu gia cac typ riéng ré
khong dugc st dung. Do do, hiéu gia cua
vic xin RotaTeq® duoc xac dinh béng
phuong phép sinh hoc phan tir kha phuc tap,
trong d6 mdi typ vi rat duoc dinh luong
bang phan tng chudi polymerase (PCR).
Tinh ddc hiéu cta cac typ vi rat trong véc
xin nay dugc xac dinh bdi cac cap mdi
khuéch dai va dau do dic hiéu tuong ung
dua trén phan ung khuéch dai PCR dinh
luong. Cac thtr nghiém cong hiéu cho cac
vic xin RotaRix® va RotaTeq® di duoc
phat trién va duoc xac nhén tai Vién Kiém
soat va Tiéu chuan Sinh hoc Qudc gia
(NIBSC) 14 trung tdm hop tac cia WHO vé
Tiéu chuan sinh hoc, dé cho phép xuit
xuong cac 16 vac xin. Do d6, c6 thé thay
rang d6i vé6i thir nghiém cong hidu ctia mdi
loai véic xin khac nhau dugc thuc hién béng
cac phuong phap khac nhau. Piéu d6 phu
thudc vao loai vic xin, cong nghé san xudt
va phuong phéap thuc hi¢n thtr nghiém cong
hiéu va don vi tuong Ung cua phuong
phap[6].
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Pbi voi vic xin Rotavin-M1, thu
nghiém cong hiéu duoc tién hanh gidng voi
cac tuong tu nhu phuong phap st dung dé
uGe tinh hiéu lyc cta vic xin vi rat séng
giam doc lyc nhu vic xin Soi, Quai bi,
Rubella. Phuong phap nay thuong dua trén
su lay nhidm cua vi rat cé trong vic xin
bang phuong phip nudi ciy té bao. Quy
trinh dénh gia sy lay nhiém cac vi rat duoc
tién hanh bang cach quan sat su hinh thanh
mang bam tao (PFU/ml) hoic gy nhiém té
bao, hodc gian tiép st dung phuong phap
huyét thanh hoc dic hiéu d6i voi mdi loai vi
rit. Vic xin Rotavin-M1 ciing tuong tu, vic
Xin ndy sin xudt tai nha san xuat 13
POLYVAC va cing duoc co quan kiém
dinh quéc gia (NICVB) kiém soat thir
nghiém cong hiéu theo phuong phap tao
dam hoai tir (PFU/ml) dé tinh hiéu gia cua
vi rat trong véc xin. Dya trén két qua cong
hiéu dé luong hoa, giam sat tinh 6n dinh va
phan tich xu huéng vé& mit hidu gia vi rat co
trong 10 véc xin thanh pham d6 [2].

Trong nghién clru nay, nhom nghién
ctru dd dugc thuc hién hdi ctru dit lidu hiéu
gia vi rat Rota trong cac 16 vic xin thanh
pham dugc tién hanh theo quy trinh cia thir
nghiém cong hiéu vic xin Rotavin-M1 dé
danh gia tinh 6n dinh, phan tich xu huéng

cua so liéu doi voi cac 16 vac xin da duogc

san xuét tai POLYVAC. Trong do, toan bd
tap s6 lidu duoc thu thap tir nhiing bao céo
két qua di duoc thuc hién tr nim 2013-
2020. Bo s6 liéu nay duoc phan tich thong
ké dé dua ra gia trj trung binh va cac khoang
gia tri canh bdo +2SD va khoang gid tri
hanh doéng +3SD chung cho cac 16 vic xin
duoc danh gia trong ndm 2021. Dbi véi cac
gia tri cong hi€u cua cac 16 thyc hién tai
POLYVAC chung t6i da thu thap dugc tong
s6 108 16 tir naim 2013 dén 2020. Ddi véi
NICVB, s6 liéu thu thap 1a 84 16 it hon so
v6i POLYVAC do quy dinh vé tan suat nén
NICVB thyc hién it hon [3].

Qua nhitng phan tich két qua cho
thdy gia tri trung binh duoc xac dinh cua
108 16 thyc hién tai POLYVAC la 6,26
l0g10PFU/ml va gia tri trung binh thuc hién
tai NICVB trén 84 16 1a 6,27 logioPFU/m.
D9 chénh I¢ch gitra 2 gia tri trung binh cua
hai phong thi nghiém khong dang ké 13 0,01
log1oPFU/ml. Trong khi sai sd cta phuong
phap cho phép + 0,5 logioPFU/ml. Vi két
qua ndy, c6 thé nhan thay két qua cb dinh
cua cac gia tri cong hiéu dugc thuc hi¢n
gitta NICVB va POLYVAC kha tuong dong
tor nam 2013-2020 [1,6].

Pé tién hanh phan tich xu huéng vic
xin Rotavin-M1 trong nam 2021, nhom

nghién ctru da tién hanh thu thap bo dir lidu
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gdm 15 16 véc xin duoc san xuat trong nam
2021. Céc gia tri cong hi¢u cua cac 16 san
xuit nam 2021 s& duoc tién hanh so sanh
v6i gia tri trung binh d3 duoc ¢b dinh tir
2013-2020 ctia mdi phong thi nghiém nhu
cac két qua tai bang 3.2 va biéu d6 3.2.1 va
3.2.2. Két qua cong hiéu cua cac 16 thuc
hién tai POLYVAC cho thiy cic gia tri
cong hiéu c¢6 xu hudng on dinh giao dong
quanh gid tri trung binh dugc ¢d dinh 1a
6,26 10g10PFU/ml. Trong khi d6 gia cong
hi€u cua 15 16 thi thyc hién tai NICVB cling
ghi nhan xu huéng 6n dinh tuong ty xoay
quanh duodng trung binh va gia tri hiéu gia
trung binh nim 6,24 log1oPFU/ml thap hon
0,02 log10PFU/m so véi gié tri trung binh ¢
dinh cia POLYVAC (6,26 logioPFU/mI)
[3].

Nhom nghién ctru tién hanh phan
tich xu huéng cta cac 16 vic xin nim 2021
v6i gia tri trung binh duoc c¢d dinh nim
2013-2020 cho thiy két qua cong hiéu cua
cac 16 véc xin trong ndm 2021 thuc hién tai
POLYVAC c6 xu huéng 6n dinh so véi gia
tri dd duoc cb dinh. Gia tri trung binh cua
cac 16 thuc hién nam 2021 tai POLYVAC
¢6 két qua tuong duong véi gia tri trung
binh di c¢6 dinh giai doan trudc (6,26
log10PFU/ml). Trong khi d6, hiéu gia cac 16

vic xin nay dugc thuc hién tai NICVB co

xu hudng ciing twong d6i 6n dinh quanh gia
NICVB (6,27
logioPFU/ml). Céc két qua cong hiéu thuc
hién d6i cac 16 tai NICVB va POLYVAC

tri  trung binh cua

cho két qua dat tiéu chudn & tit ca cac 16.
Céac gia tri cong hiéu duoc thuc hi¢n tai
NICVB va POLYVAC c¢6 xu hudng 6n dinh
nam trong khoang gia tri canh bao +2SD.
Bén canh do, nhém nghién cuu da
tién hanh phén tich thong ké gia tri trung
binh duoc thuc hién nam 2021 theo ham
Independent sample T-test sit dung phan
mém SPSS, dé so sanh su khac biét cac két
qud hiéu gid dugc thuc hién tai NICVB va
POLYVAC. Két qua da cho thay sy khac
biét gitta 02 phong thi nghiém khong c6 y
nghia thong ké véi P = 0,167>0,05. Cac két
quéa kiém dinh giita NICVB va POLYVAC
chénh léch khong déng ké 0,02 logioPFU/m
van nam trong sai s cho phép cua phuong
phép 1a = 0,5 log1oPFU/ml. Sy khac nhau vé
mit thong ké néu c6 thi co thé bai mot sd
nguyén nhan nhu dugc thuc hién tai 02
phong thi nghiém khac nhau voi diéu kién
thir nghiém khac nhau va con nguoi véan
hanh khéc nhau... Diéu d6 din dén su khac
biét théng ké ciia 02 két qua & hai phong thi
nghiém. Tuy nhién, nhitng két qua cho thiy
vé mit thong ké khi thuc hién ¢ hai phong

thi nghiém doc 1ap déu co su dong déu giira
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cac 16, két qua nam trong khoang gidi han
cho phép va dat tiéu chuin chat luong.
Nhitng dit liéu nay dugc danh gia dang tin
cdy, dong nhat khi danh gia tai ca 2 phong
thi nghiém. Chinh vi vay, nghién clru cua
chung t6i budc diu dwa ra nhitng bang
chtng dé cho thiy tinh 6n dinh va xu huéng
ctia thir nghiém cong hiéu cia vic xin nay
trong nam 2021. Pong thoi, nhém nghién
curu khuyén cdo can duge thue hién nhu tiép
tuc gidm sat phan tich xu hudéng & céac 16
tiép theo trong thoi gian téi dé dam bao chat
luong va tinh 6n dinh cta véc xin trude khi

xudt xuong 16 [1-4].
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