NI@VB Tap chi Khoa hoc Kiém dinh Vdc xin va Sinh pham y té,Vol. 5, No. 1 (2025)

RESEARCH ON APPLICATION OF SERAZYM KIT FOR
DETERMINATION OF RESIDUAL BOVINE SERUM ALBUMIN (BSA)

IN VACCINE
Nguyen Viet Anh”, Do Thi Hong Anh, Nguyen Thi Ha, Tran Thi Phuong, Nguyen Thi Ly

National Institute for Control of Vaccines and Biologicals

Received 13 March 2025
Accepted 24 March 2025

Abstract: Bovine Serum Albumin (BSA) is a component that has been used widely in vaccine
and biological procedure. However, it is also a component that can cause allegy for human use,
therefore, it is necessary to ensure residual BSA in vaccine and biological products in the
acceptable range for quality control and safety of a product before distribution. In National
Institute for Control of Vaccines and Biologicals (NICVB), Serazym Bovine Serum Albumin
(BSA) sensitive kit is used to determine residual BSA in different vaccines. To use this Kit in
routine test, procedure validation is needed to ensure the suitability of this kit in BSA
determination with criteria of accuracy, repeatability, intermediate precision, and linearity
indicators. In 6 performance for accuracy indicator, t value was between 0,24 and 1,04 which was
smaller than t, in student distribution at P=0,95 (t,=2,447), coeficient of variations of
repeatability and intermediate precision corresponding were 2,21% and 2,99%, which were not
greater than 10%, and for linearity, recovery at each point was in the range +7,80%, smaller than
validation standard (x15%). The results showed that the kit met the set standards with high
reliability and can be applied in quality control.
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TRONG VAC XIN
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Vién Kiém dinh Quéc gia Vdc xin va Sinh pham y té

Nhdn ngay 13 thang 03 nam 2025
Chdp nhdn diang ngay 24 thang 03 ndm 2025

Tom tat: Bovine Serum Albumin (BSA) duoc sir dung kha pho bién trong san xuét vac xin, sinh
pham. Tuy nhién, day 13 thanh phan c6 thé gay di tng d6i v4i nguoi sir dung, nén viéc dam bao
luong BSA tn du c6 trong vac xin va sinh pham nam trong khoang tiéu chuan cho phép 1a mot
trong nhitng thir nghiém can thiét can thyc hién dé kiém dinh chat luong ciing nhu d6 an toan cua
san pham. Bo sinh pham Serazym Bovine Serum Albumin (BSA) sensitive duoc sir dung tai Vién
Kiém dinh Qudc gia Vac xin va Sinh pham y té (NICVB) dé xac dinh ham luong BSA cho nhiéu
loai vic xin. P& dua bo kit ndy vao thir nghiém thuong quy can danh gia, nghién ctiiu tham dinh
quy trinh theo cac tiéu chi d6 dung, do lap lai, d6 chinh xé4c trung gian, va do tuyén tinh. Trong 6
lan thyc hién tiéu chi d6 dung, gia tri t nam trong khoang 0,24 dén 1,04, nho hon t, tai P= 0,95
(t,=2,447), hé s bién thién CV trong tiéu chi do lap lai va do chinh xac trung gian lan luot 13
2,21% va 2,99%, déu nho hon 10%, va d6i voi do tuyén tinh, do thu hdi tai mdi diém dao dong
trong khoang +7,80%, thip hon tiéu chuan tham dinh (+15%). Két qua cho thdy, bo kit dat tiéu
chuan céc chi tiéu dé ra véi do tin cay cao va co thé tng dung trong kiém dinh.

Tir khéa: Bovine serum albumin (BSA), phwong phdp ELISA, tham dinh quy trinh.

1. Pat van dé

Vic xin 1a mot ché pham sinh hoc
cung cap kha niang mién dich chu dong cho
ngudi va dong vat voi mot bénh truyén
nhiém cu thé. Co ché hoat dong cua Vic xin
13 dua khang nguyén gy bénh vao co thé dé

co thé nhan biét va san sinh khang thé chéng

lai khang nguyén d6. Tir d6, co thé c6 kha
nang mién dich khi mam bénh xa&m nhap
[1,2]. Ngoai thanh phin chinh Ia khang
nguyén hay hoat tinh dugc ché tao tor mot
hay mét phan caa vi sinh vat, trong vac xin
con ¢ cac thanh phan hd trg dugc thém vao

nham muc dich ting cuong do bén, kha ning
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tao mién dich, ciing nhu tang tudi tho cho
vac xin [1-3]. Mot s6 thanh phan dugc thém
Vvao Vvic xin nhu mudi nhdm, chit bao quan
(Thiomersal), chat 6n dinh (Gelatine), chét
on dinh (Polysorbate, hay sorbitol). Ngoai
ra, trong Vic xin con mot s6 thanh phan ton
du trong qua trinh san xuat nhu méi truong
nudi cay té bao, mot sb thanh phan bat hoat
dung dé diét vi rat hay khang sinh dé tranh
sir phét trién cua vi khuan [3].

Albumin huyét thanh bo hay con goi
& BSA (Bovine Serum Albumin) duocC St
dung trong quy trinh san xuat vac xin va sinh
pham y té. Pay 1a mot protein bd sung quan
trong trong moi truong nudi cay, gop phan
guan trong trong cac qua trinh van chuyén,
chuyén héa va phan phdi cac phan tir nho
[4]. Ngoai ra, BSA ciing dugc dung 1am chat
chuan cho thir nghiém protein huyét thanh,
thir nghiém Biuret do protein nay dé kiém,
khong dat tién va thé hién tinh tuyén tinh rd
rang va tét nhat. Tuy nhién, BSA ciing c6
thé gay mot sb tac dung phu nhe cho ngudi
sir dung Véc xin ¢6 chta thanh phan nay nhu
di ¢ng, ngira, n6i mé day hoac trong mot sb
truong hop hiém gap la phan Gng phan vé
[2,4]. Hau hét cac véc xin sdng giam doc luc
(vi du nhu véc xin thuy dau Varilrix, vac xin
rota Rotarix hay vac xin sai-quai bi- rubella
phdi hop MMR) hay vic xin bat hoat duoc

san xuat trén t& bao (nhu vic xin dai

Abhayrab, Speeda hay Verorab) sé chira mot
lwong BSA ton du nhét dinh trong qué trinh
san xuat va trong ban thanh pham. Vi vay,
truéc khi san xuat thanh pham, vic xin s&
duoc tinh sach dé giam thiéu luong BSA ton
du dé tranh nhitng phan wng khéng mong
mudn [3,7,8]. T6 chirc Y té Thé gidi (WHO)
ciing kién nghi ham luong BSA ton du trong
cac vic xin nhu vdc xin dai (Verorab,
Abhayrab) phai nhé hon 50ng/ liéu va ddi
véi vac xin thay dau (Varivax) phai nho hon
500ng/ liéu va viéc xac dinh ham lwong BSA
ton du trong vac Xin 1a mot tiéu chi dé danh
gia chat lugng Véc xin cling nhu giam thiéu
rai ro khong mong muén déi voi nguoi st
dung [7-8].

Hién nay, c6 nhiéu loai phuong phép
dé xac dinh ham lugng BSA ton du trong
vic xin nhung ELISA 1a phuong phép duoc
sir dung rong rai va phd bién nhat. Phuong
phap nay khong nhiing tiét kiém thoi gian va
hoa chat, ma con c¢6 kha niang phat hién ham
luong BSA vai nong do thap [4-6]. Ngoai ra,
¢6 nhiéu bo sinh pham thuong mai dung dé
xac dinh ham luong BSA tén du nhu BSA
ELISA kit (Cynus Technologies), Bovine
Serum Albumin (BSA) ELISA kit (Abbexa).
Tai khoa Kiém dinh Véc xin Vi rat, Vién
Kiém dinh Qudc gia Vic xin va Sinh pham y
té (NICVB), bo sinh pham Serazym Bovine
Serum Albumin (BSA) sensitive (Seramun,
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buc) duoc sir dung trong thir nghiém xac
dinh ham lugng BSA tdn du trong vac Xxin
[9]. Vi vay, @& dung bo kit nay trong thir
nghiém thuong quy, viéc tham dinh dénh gia
kha nang phu hop va do tin cay caa bo kit
d6i voi cac vic xin dang dugc luu hanh 1a
can thiét va quan trong [10-11].
2. Phwong phap nghién ciu
2.1. Péi twong nghién ciru
- Quy trinh thur nghiém xac dinh ham

lugng Bovine Sreum Albumin (BSA) ton du
theo b6 kit Serazym Bovine Serum Albumin
(BSA) sensitive
2.2. Thoi gian va dia diém nghién ciru

- Thoi gian: Tu thang 01/2024 dén
thang 08/2024

- Pia diém: Phong thi nghiém cua
khoa kiém dinh vac xin Vi rat, Vién Kiém
dinh Quéc gia Vac xin va Sinh pham y té
(NICVB).

2.3. Vit ligu, hoa chat

- Vat liéu: Bo sinh pham Serazym
Bovine Serum Albumin (BSA) sensitive
(Seramun, Puc) ma E-108, nudc cat
(NICVB).

- Mau thir: vac xin thuy dau Varivax.

- Mau ching am: Nudc cat (NICVB),
dung dich pha lodng mau (Seramun)

- Trang thiét bi va vat tu tiéu hao: May
lic (IKA), may rira phién ELISA (Hurman),
may doc va in ELISA (Hurman), ta lanh bao

quan mau (Panasonic), pipet don kénh 200
pL, 1000 pL (Eppendorf), pipet da kénh tu
dong (Satorius), tuyp nhua 2ml (Eppendorf),
dau con (Eppendorf), mang dung 1 lan
(Costar), pipet nhya vo tring (Costar), gidy
dan phién (Sigma Aldrich), bat viét kinh
(Viét Nam), gia dung tuyp (Viét Nam), panh
(Viét Nam), kéo (Viét Nam).
2.4. Phwong phdp nghién ciru

Phuong phap mo ta thyc nghiém.

Tham dinh quy trinh xac dinh ham
luong BSA ton du trong vac xin mot phan.
2.4.1. Tém tat quy trinh thi nghiém xdce dinh
ham lwong BSA ton du trong vdc xin [9-10]

Nho 100 ul/giéng khang thé cong hop
(CONJ HRP) vao tit ca cac giéng roi nho
100 pl/ giéng cAc mau chuan, mau vac xin
thtr nghiém, chimg duong va chang am (mau
trang), mdi do pha nho 2 giéng trén phién
ELISA. Pay phién va o & nhiét do phong
(khoang 20-25°C) trong 60 phut sau d6 rtra
phién 5 lan véi dung dich rira 1X, thé tich
raca 300 pl/giéng. Pé cac giéng kho hoan
toan roi nho 100 ul co chat TMB vao tat ca
céc giéng, u phién trong 15 phat ¢ nhiét do
phong (khoang 20-25°C), tranh anh sang,
sau do thém 100 pl dung dich dung phan
{(ing vao tat ca cac giéng, lac nhe. Po d6 hap
phu quang (Optical Density- OD) ¢ budc
song 450nm/620nm trong vong 30 phut sau
khi dirng phan wng. Ham luong BSA ton du
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trong vic xin duoc xac dinh bang duong
chuan va phan mém excel dé tinh toan dya
vao két qua do OD. Thir nghiém c6 gié tri
khi gi4 tri OD cua mau chuan cd nong do 50

ng/ml > 1,50 va ctia mau chuan c6 nong do

2,5 ng/ml < 0,50 va d6 thi tuyén tinh cua
mau chuan c6 hé sé twong quan R2 > 0,97.
Dbi véi miu thir thuy dau, ham leong BSA

tén du trong vic xin khong duoc vuot qua

1pg/ml hay 500 ng/liéu.

Hinh 1. Bwéc nhé dung dich dirng phan #ng vao cac giéng truée khi doc két qua

2.4.2. Xac dinh tiéu chi do dung cua quy
trinh thdm dinh thiz nghiém xdc dinh ham
Iirong BSA ton du [11]

Do ding duge xac dinh bang cach xac
dinh ham lugng BSA cua chung duong
(Control) c6 trong bo kit da biét trugc ham
luong: 25 ng/ml. Ching duong dugc pha
lodng thanh céc nong d6 20ng/ml, 10ng/ml,
5ng/ml va 2,5ng/ml. Thir nghiém duoc thuc
hién boi cung 1 nhom thuc hién, trong cung
diéu kién trang thiét bi, hoa chat, nguyén vat
lieu va thuc hién 6 lan vao 6 ngay khac
nhau. Sau khi tinh nong d6/ ham luong trung
binh ciia mau chuan tai mdi d6 pha (Xtb), so

sanh két qua thu dwuoc véi gia tri da biét

trugc cua mau chuan (Xmc), tinh t va so
sanh véi gié trj t, cua bang phan bé student
tai muc y nghia o= 0,05 (d6 tin cay 95%)
[8]. Tiéu chuan chap thuan khi t < t,.
. |Xth — Xmc|
s/\/n
Trong d6: s- Do léch chuan
n- S thir nghiém

2.4.3. Xdc dinh tiéu chi d¢ chinh xac cua quy
trinh thdm dinh thi nghiém xdc dinh ham
lirong BSA ton dir [11]

Do chinh x4c ddi véi thir nghiém dugc
xac dinh tai hai mirc: @6 lap lai va d6 chinh
Xac trung gian.

Do lap lai duoc thuc hién 6 lan trong

cung mot ngay véi 5 @ pha loang 1/10,
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1/20, 1/30, 1/40, 1/50 cua vac xin mau thir
boi cing mot nhom, cung didu kién trang
thiét bi, hda chat, nguyén liéu.

Do chinh xac trung gian dugc thuc
hién bai cung mot nhom véi 5 @6 pha lodng
cta vac xin mau thir nhu do lap lai trong 5
ngay khac nhau.

Tiéu chuan chap thuan cua tiéu chi
d6 chinh xac cua quy trinh tham dinh 1a hé
s6 bién thién CV <10%.

2.4.4. Xac dinh tiéu chi dé tuyén tinh cua
quy trinh tham dinh thiz nghiém xdc dinh
ham lirong BSA ton dur [11]

Do tuyén tinh cia mot quy trinh 1a
kha nang két qua cho ra ti Ié thuan voi luong
chét cé trong mau. St dung két qua cua tiéu

chi d6 dung dé tinh phwong trinh hodi quy

don bién (y=ax+b) va hé sé trong quan (R?)
cua tung ngay thar nghiém. Tinh do thu hoi
tai mdi diém chuan (Ai). Tiéu chuan chap
thuan cua tiéu chi d6 tuyén tinh 1a R2 >0,97,
hé s6 bién thién CV < 20% va Ai nam trong

khoang + 15% so véi gié tri ly thuyét.

Aj = (gia tri thuc - gia tri ly thuyét) x 100
giatrily thuyét
3. Két qua
3.1. Dy dung

Do ding cua thir nghiém duoc tién
hanh 6 lan vao 6 ngay khac nhau trén mau
chuan BSA da biét trudc ham luong 25ng/
ml, duoc pha lodng ra cac nong d6 20 ng/ml,
10ng/ml, 5ng/ml va 2,5ng/ml. Két qua 6 1an
thuc hién duoc tong hop trong bang dudi

day.

Bang 1. Két qua tiéu chi @9 diing ciia thir nghiém xac dinh ham lwong BSA

Lan thuc hién Ham lwong BSA ciia chat chuan (ng/ml)
Xme=250 | Xme=20,0 | Xme=10,0 | Xme=50 | Xmo=2.5

01 24,57 25,03 25,69 24,06 24,71
02 2543 24,47 25,63 23,06 24,42
03 25,52 25,50 26,00 23,90 26,26
04 24,65 25,59 24,38 23,65 25,32
05 24,88 24,97 25,50 26,94 25,98
06 24,73 23,83 23,90 25 44 24,99
AVG 24,96 24,90 25 18 24,51 25 28
b 0,37 0,60 0,77 1,30 0,66
cv 1,50 243 3,04 5,32 2,60
¢ 0,24 0,41 0,59 0,92 1,04
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Trong d6: AVG (Average): Trung binh

SD (Standard Deviration): B§ 1é€ch chuén.
CV (Coefficient of Variation): Hé s6 bién thién

t: Gia tri t ctia tirng ndng do

Két qua cho thdy, ham lwong mau
chuin BSA dao dong trong khoang 24,51
dén 25,28 ng/ml vai hé sb bién thién % CV
thap, dudi 5,32%. Dua vao cdng thirc & phan
b, muc 2.4, gia tri t tai c4c ndng do lan luot
12 0,24; 0,41; 0,59; 0,92; 1,04 déu nhoé hon t,
(t,= 2,447) trong bang phan phdi student voi
do6 tin cay 95% [8]. Vi vay ching tdi c6 thé

két luan do dung cua tham dinh quy trinh

xé4c dinh ham luong BSA ton du dat yéu cau
VoI t <t
3.2. B¢ chinh xac

Do chinh xac cua quy trinh dugc Xac
dinh baoi do lap lai va d@§ chinh xac trung
gian. Do lap lai duoc thuc hién véi mau tha
ld vic xin thuy dau (Varivax) duoc pha
loding ra 5 nong do 1/10, 1/20, 1/30, 1/40 va
1/50 dugc thyc hién 6 lan trong cing mét

ngay c6 két qua nhu sau:

Biang 2. Két qua tiéu chi d9 Lip lai ciia thir nghiém x4c dinh ham lwong BSA ton dw

Nong do Ham lwong BSA (ng/ liéu)
Lan
thure hion 1/10 1/20 1/30 1/40 1/50 AVG
1 168,55 | 166,53 | 166,44 173,26 167,21 168,40
2 188,74 | 173,15 | 173,83 188,38 164,38 177,69
3 183,20 | 171,05 | 181,15 161,41 169,80 173,32
4 173,28 | 170,98 | 167,55 168,23 169,61 169,93
5 182,97 | 173,61 | 176,96 177,99 174,84 177,27
6 176,88 | 176,63 | 171,62 175,98 175,61 175,34
AVG 178,94 | 171,99 | 172,93 174,21 170,24 173,66
SD 7,41 3,38 5,61 9,15 4,34 3,84
%CV 4,14 1,97 3,24 5,25 2,55 2,21
Trong do: AVG (Average): Trung binh
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SD (Standard Deviration): D6 léch
chuan

CV (Coefficient of Variation): Hé sb

bién thién
Két qua cho thiy ham luong BSA
ton du trung binh ciia vac xin thay dau theo
ting nong d6 dao dong khoang tir 170,24
dén 178,94 ng/liéu, nam trong khoang tiéu
chuan cho phép (< 500ng/ lidu) voi hé sd
bién thién %CV cao nhat la 5,25; nho hon

v6i tiéu chuan cua tiéu chi do lap lai

(%CV<10%). Bbi véi ting lan thuc hien, két
qua ham lwong BSA tén du van nam trong
khoang cho phép cua nha san xuat (< 500
ng/liéu) va hé sé bién thién %CV = 2,21%.
Nhu vay, tiéu chi d6 lap lai caa quy trinh thir
nghiém dat yéu cau.

Véi clng cac nong d6 mau ther nhu
vay, tiéu chi do chinh xac trung gian dugc
thuc hién bai cung mot nhém trong 5 lan
vao 5 ngay khac nhau. Két qua cua thi

nghiém duoc tom tit trong bang dudi day:

Bang 3. Két qua tiéu chi d chinh xac trung gian caa thir nghiém xac dinh ham lweng

BSA ton dw
Nong do Ham hrong BSA (ng/ liéu)
Lan 1/10 1/20 1/30 1/40 1/50 AVG
thuc hién
01 168,41 | 166,39 | 170,53 | 169,84 164,00 167,83
02 164,38 | 164,16 | 165,26 | 167,65 169,94 166,28
03 168,45 | 169,60 | 173,55 | 177,44 181,80 174,17
04 166,44 | 169,68 | 163,96 | 162,36 178,25 168,14
05 173,51 | 165,33 | 183,75 | 18554 183,49 178,33
AVG 168,24 | 167,03 | 171,41 | 172,57 175,50 170,95
SD 3,39 2,51 7,92 9,05 8,28 5,10
%CV 2,02 1,50 4,62 5,25 4,72 2,99

Trong d6: AVG (Average): Trung binh
SD (Standard Deviration): D6 léch chuan

CV (Coefficient of Variation): Hé sé bién thién

Tir bang 3, ham luong BSA ton du

trung binh trong 5 lan thuc hién nim trong

khoang tir 167,03 dén 178,33 ng/liéu, hé sb
bién thién dao dong tir 1,50% dén 5,25%,
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déu nho hon 10%. Vi vay, tiéu chi do chinh
xéc trung gian dat yéu cau.

Do lap lai va d6 chinh x&c trung gian
déu c6 hé s bién thién CV < 10%. Vi vay,
d6 chinh xac caa quy trinh thir nghiém xac

dinh ham luong BSA t6n du dat yéu cau.

3.3. bg tuyén tinh

Tur két qua cua d6 dung va dua vao
phan mém excel, do tuyén tinh dugc tinh
toan vai cac chi s6 R? va d6 thu hdi (Ai) tai
mdi ndng d6 lan luot dugc liét ké trong bang

4 va bang 5 nhu sau:

Bang 4. Két qua tiéu chi d9 tuyén tinh caa thir nghiém xac dinh ham lwgng BSA ton du

Lan thue Ham lwong BSA ciia chiat chuan (ng/ml)

hién Xme=25,0 | Xme=20,0 | Xmc=10,0 | Xmc=5,0 | Xme=25| R?
01 24,57 20,03 10,28 4,81 2,47 0,9982
02 25,43 19,58 10,25 4,61 2,44 0,9988
03 25,52 20,40 10,40 5,36 2,63 0,999
04 24,65 20,47 9,75 4,73 2,53 0,9952
05 24,88 19,98 10,20 5,39 2,60 0,9984
06 24,73 19,07 9,56 5,09 2,50 0,9987

AVG 24,96 19,92 10,07 5,00 2,53 -
SD 0,41 0,53 0,34 0,33 0,07 -
Cv 1,63 2,65 3,33 6,63 2,86 -

Trong d6: AVG (Average): Trung binh
SD (Standard Deviration): B¢ léch chuan

CV (Coefficient of Variation): Hé s6 bién thién

R? : Hé s6 tinh hdi quy tuyén tinh

Tir bang 4, hé s6 tinh hdi quy tuyén tinh d6i véi ting lan thuc hién co dao dong nho, déu

> 0,99 cho ca 5 ndéng d6 cua chat chuan tir 2,5ng/ml dén 25ng/ml. Tat ca cac lan thuc hién déu

dat yéu cau tiéu chi do tuyén tinh ciia quy trinh tham dinh (R?>0,97).
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Bang 5. Két qua danh gia do thu hoi cia thir nghiém xac dinh ham hrgng BSA ton du

Lan thuc Ai tai mdi diém chuin
hign Xmc=25 | Xmc=20 | Xmc=10 | Xmc=5 | Xmc=25
01 1,72 0,15 2,80 -3,80 -1,20
02 1,72 -2,10 2,50 -7,80 -2,40
03 2,08 2,00 4,00 7,20 5,20
04 -1,40 2,35 -2,50 -5,40 1,20
05 -0,48 -0,10 2,00 7,80 4,00
06 -1,08 -4,65 -4,40 1,80 0,00
Trong d6:  Ai: Do thu hdi tai mdi dinh vé mat chat lugng khdng nhitng caa vac

diém chuan

Trong 6 lan thyc hién tht nghiém
x4c dinh ham luong BSA ton du, d6 thu hoi
tai mdi diém chuan dugc tinh theo cong thirc
trong phan d, muc 2.4, két qua dao dong tir -
7,80 dén +7,80%, khong vuot qua 15% so
véi gia tri ly thuyét. Vi vay co thé khang
dinh ham Iuong BSA cua chat chuan c6 do
tuyén tinh cao va dat yéu cau.
4. Ban luan

Xac dinh duoc ham luong BSA ton
du trong vac xin la mot trong nhiing tiéu chi
ki thuat d& co quan quan 1y c¢6 co s& danh
gid va kiém soat chit lugng vic xin trudc
khi dua ra ngoai thi truong. Tham dinh quy
trinh xac dinh ham luong BSA ton du theo
bo kit Serazym Bovine Serum Albumin (BSA)

sensitive (Seramun, Pic) cho thdy sy on

xin ma con chat chuan caa bo kit [9-10].

Quy trinh xac dinh ham luong BSA
t6n du trong vac xin dugc thyc hién trén dan
may ELISA tu dong bao gom may u, may
rra va may doc ELISA, dugc van hanh va
hiéu chuan thuong quy tai NICVB va doi
ngli can bd dugc dao tao va danh gia tay
nghé thuong xuyén. Vi vay, két qua tham
dinh ¢6 sai s6 thap, co tinh chinh xac va do
tin cay cao.

Tham dinh quy trinh x4c dinh ham
lugng BSA ton du trong vic xin duoc danh
gia trén cac ti€u chi d6 dung, d6 chinh xéc
va do tuyén tinh [11]. Pay 1a ba tiéu chi
quan trong dé danh gia mot bo kit trén ca
mau chuan, mau thir va co chat dung duong
chuan duoc st dung trong ki thuat ELISA.
Két qua cho thay, ham lwong BSA trong

mau chuan dao dong trong khoang 24,51 dén
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25,28 ng/ml, khéng c6 khac biét mang y
nghia thong k& vai ham lugng trén nhan caa
mau chuan (25,00 ng/ml) va trong mau thir ¢
cac nong do pha lodng trong cac lan thuc
hién 1a tir 166,28 dén 178,94 ng/ liéu voi hé
s6 bién thién nho CV<10%, dao dong trong
khoang 1,97% dén 5,25%, gia tri R? cua do
tuyén tinh déu > 0,97% va gia tri d6 thu hoi
Ai khong vuot qué 15% gia tri ly thuyét.

Pé xac dinh ham luong BSA ton du,
c6 nhiéu phuong phap dugc st dung nhu
ELISA (Enzyme-linked Immunosorbent
assay), sic ky long hiéu ning cao HPLC
(High performance liquid chromatography),
dién di SDS-PAGE (Sodium dodecyl sulfate
polyacrylamide gel electrophoresis) nhung
ELISA 1a phuong phap dugc sir dung pho
bién do dé dang thyc hién, khong doi hoi
nhiéu hda chat, may moc thiét bi. Trong sé
nhiéu bo kit thuong mai duoc sir dung dé
xac dinh ham luong BSA ton du trong VAC
xin, bo kit Serazym Bovine Serum Albumin
(BSA) sensitive dugc lua chon vi day la san
phdam cua Seramun Diagnostica GmbH,
Puc, mot cong ty chuyén san xuét cac sinh
pham xac dinh ham luong chét tén du trong
mau vac xin nhu BSA hay Ovalbumin.
Khong nhiing thé, bo kit c6 do nhay cao, cd
giéi han phat hién rong tir ndng do 2,5ng/ml
dén 50 ng/ml, thich hop véi cac vac xin

duogc san xuit trén té bao hién nay. Ngoai ra,

bo kit cd gia thanh phu hop, c6 kha nang
thuc hién nhiéu mau mot 1ac nham tiét kiém
thoi gian, chi phi ma van dam bao cho két
qua co6 do tin cay cao.

Quy trinh xac dinh ham lugng BSA
ton du trong mot sé véac xin dang duoc luu
hanh hién nay nhu vic xin dai (Verorab-
Sanofi  Pasteur,  Abhayrab-  Human
Biologicals Institute, Sppeda- Liaoning
cheng da Biotechnonlogy hay Indirab-
Bharat Biotech International Limited), vac
xin thuy dau (Varivax- MSD) dugc thuc
hién chung theo huéng dan cua bo kit
Serazym Bovine Serum Albumin (BSA)
sensitive phd hop véi tiéu chuan cua ting
nha san xuét ciing nhu do TH chic Y té Thé
giéi (WHO) quy dinh (d6i véi cac vac xin
dai, ham lugng BSA ton du khong 16n hon
50ng/liéu va d6i véi vac xin Varivax, ham
luong BSA t6n du khong qua 500ng/ liédu)
[11]. Vi vay, chlng tdi chi sir dung vac xin
thuy dau Varivax 1am mau thir dai dién dé co
thé danh gia kha niang dinh luong BSA ton
du ¢ nhiéu ndng do khac nhau sau khi pha
lo&ng mau véi do nhay va tuyén tinh cao.

5. Két luan

Céc tiéu chi d6 dang, d6 chinh xac,
va do tuyén tinh cia tham dinh quy trinh thi
nghiém xac dinh ham lwong BSA ton du
trong VAc xin déu dat yéu cau véi hé sb bién

thién CV < 10%, ham luong BSA trong mau
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chuan va mau tha déu nam trong khoang cho
phép theo tiéu chuan cua bo kit va nha san
xuat. Quy trinh thtr nghiém xac dinh ham
luong BSA ton du trong vac xin phi hop Vi
diéu kién, hda chat va trang thiét bi tai khoa
Kiém dinh Véc xin Vi rat, Vién Kiém dinh
Qudc gia Vic xin va Sinh pham vy té.
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