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AP DUNG PHUONG PHAP ELISA PINH LUQNG KIEM PINH CONG HIEU
SINH PHAM PIEU TRI IMMUNOHBS CHUA KHANG THE
KHANG VIEM GAN SIEU VI B
Pham Van Hung va cs

Vién Kiém dinh Quoc gia Véic xin va Sinh pham y té

Tom tat

Ap dung Phwong phdp ELISA dinh lwong kiém dinh cong hiéu sinh pham Immuno-HBs
chita khdng thé khdng viém gan siéu vi B thong qua viéc danh gid sw phit hop cia quy trinh
gom do tuyén tinh, gidi han dinh leong, dé ding, dd chinh xdc va do manh cia phwong phdp.
Cdc tiéu chi danh gid cho két quda déu dat yéu cau vé (d¢ tuyén tinh; giGi han dinh heong
(LOQ); dé diing; do chinh xde; dé manh ) déu dat cdc tiéu chudn chdp thudn va phit hop cé
thé g dung phuwéng phdp ELISSA dinh lwong cho kiém dinh céng hiéu cia san pham
Immuno HBs voi ham luwong 180-200 IU/ml.

Twr khoa: Phuong phap ELISA, Immuno-HBs, Cong hiéu.

1. PAT VAN PE

Huyét thanh chira khang thé dic hiéu khang HBs cua virut viém gan B (Immuno-HBs)
12 mot ché pham globulin mién dich khang virus viém gan B c¢6 ngudn gdc tir nguoi, st dung
nhim tao mién dich thu dong du phong nhiém bénh viém gan B cho nhom ddi tuwgng cd nguy
co cao nhu tré sinh ra tir ba me nhiém viém gan B, ngudi suy gan suy than hodc ngudi thude
nhom “tro mién dich” ma co tién sir tiép xuc véi virut viém gan B [1]. Mot trong céc thir
nghiém quan trong dé kiém soét chat lwgng ciia dong ché pham Immuno HBs la thir nghiém
cong hiéu nham xac dinh ham luong khang thé anti- HBs c6 hoat tinh trong san phdm huyét
thanh nguoi chira khang thé viém gan B (Human Hepatitis B immunoglobulin) sir dung cic
phuong phap mién dich hoc nhu mién dich gin men ( ELISA) va st dung cdc mau chuén
quéc té hodc mau chuan da ndi chuan va thim dinh dé dinh lugng khang thé (Dugc dién Chau
Au, Dugc dién M¥) [31,[5].

Trong thoi gian qua, Khoa Kiém dinh sinh pham Y té, Vién Kiém dinh Quéc gia Vic
xin va Sinh phdm Y té nhan duoc yéu ciu kiém dinh mot sb san pham huyét thanh nguoi
chtra khang thé viém gan B bao gém Fovepta va ImmunoHBs 180 IU. H6 so chat lugng cuia 2
san phidm nay c6 tiéu chi vé ham luong khang thé anti HBs. Ddi v6i Fovepta, nha san xut
thue hién xac dinh hiéu gia khang thé anti HBs bang phuong phap ELISA dinh luong str dung
kit thwong mai. D41 v6i ImmunoHBs 180 IU, nha san xuét thuc hién bang ca 2 phuong phép:
ELISA dinh lugng va dién héa phat quang. Phuong phap ELISA dinh lugng la phuong phap
nhanh, chinh x4c va ¢6 nhiéu vu diém khac bao gdm ngudn cung tmg hoa chit sinh pham dé
dang, thoi han sir dung sinh pham dai, gia thanh ré, trang thiét bi may moéc sin c6, thao tac dé
thuc hién. Do do, chung t6i lva chon phuong phédp ELISA dinh luong dé thuc hién viée xac
dinh ham lugng khang thé anti-HBs trong san phdm Immuno HBs 180 IU [4]

Nghién ctlru nay thuc hién dé nhim xéac dinh sy phu hop cda k¥ thuat ELISA dinh luong
va ap dung k¥ thuét ndy trong kiém dinh chit lugng san phdm huyét thanh ngudi chira khang
thé viém gan B.
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2. PHUONG PHAP NGHIEN CUU

2.1. Pia diém nghién ciru: Khoa Kiém dinh sinh phdm Y té

Thoi gian: Tir thang 4 nam 2021 dén thang 12 nam 2021

2.2. Vat liéu phuc vu nghién ctru

2.2.1. Mdu thir va mdu chudn

Mau chuin 1 miu chudn qudc té thir 2 ciia khang thé dic hiéu khang HBs cua virut
viém gan B 1a Second International Standard for anti-hepatitis B surface antigen (anti-HBs)

immunoglobulin, human NIBSC code: 07/164, ham luong: 100IU/6ng. Mau thir nghiém Ia
mAu sinh phdm ImmunoHBs1801U.

2.2.2. Thiét bj va dung cu: Dan may ELISA, tu lanh, micropipet cac loai (da duoc hiéu
chuan theo ISO/IEC 17025).

2.3. Phuong phap nghién ctru: Phuong phap mod ta thuc nghiém trong phong thi
nghiém.

2.3.1. Tém tit quy trinh thir nghiém

Budc 1: Nhé 50 pl dung dich pha lodng mau( DILSPE) trir giéng tring

Budc 2: Nho 100 pl chéit hiéu chudn (CAL)

Budc 3: Nhé 100 pl mau thir di pha lodng n lan*
Budgc 4: Nho 100 pl huyét thanh chimg ( CONTROL)

Dan phién, U 37°C /60 phut

Rira phién 4-5 lan
Bude 5: Nho 100 pl Enzyme CONJ trir giéng tring

Dan phién, U 37°C /60 phut

Rira phién 4-5 lan
Budc 6: Nhé 100 pl SUBS TMB bao gom cé giéng tring

U t6i / nhiét dd phong / 20 phat

Nho 100 pl H2SO4

Buée 7: Poc va phan tich két qua trong vong 20 phiit bang phdn mam phén tich két qua cua
thiét bi.**

Ghi chu:

* MAu thtr duoc hiéu 13 mau chudn qudc té va mau sinh pham cén dinh lvong ham luong
khang thé.
Sau khi c6 két qua & muc **, tinh toan ham lwong khang thé c6 trong miu bang cach nhéan véi
hé s6 pha lodng n.

Panh gia két qua mau thir: Ham lugng wéc tinh ctia mau khong nho hon ham lugng ghi
trén nhan. Khoang tin cdy 95% ctia ham lugng uéc tinh ndm trong khoang tir 80% dén 125%.
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2.3.2 Pdnh gid cdc tiéu chi thim dinh phuwong phdp ELISA dinh luwong khi dp dung
trén mdu huyét thanh nguwoi chiva khdng thé viém gan siéu vi B.

- X4c dinh tinh tuyén tinh

B tri thir nghiém va tinh két qua

St dung mau chudn quéc té ¢6 ham luong 100IU /ampoule. Pha lodng mau chudn tai 5
ndng do dung dé dung dudng chuin. Cac nong d6 miu chuin dy kién pha phai ndm trong dai
nf”mg dd cta cac chat hiéu chuan cua kit. Chon néng dd mau chuin dung dudng chuén 1a
167U/L, 100IU/L, 50IU/L, 10IU/L twong ung véi viéc pha lodng mau chuin gdc 1/600,
1/1.000, 1/2.000, 1/10.000 theo nhu bang 2.1.

Bang 1. Pha mau cho danh gia tinh tuyén tinh phuong phap

) Nﬁng do Ty 18 Ky hiéu ) Thé tich Thé tich DD pha
mau chuan (IU/L) | phaloang ; mau chuan (ml) loang (ml)

100.000 C

10.000 1/10 Cl 0,9C 8,1
1.000 1/100 C2 1Cl1 9
167 1/600 C3 1C2 5
100 1/1000 C4 1C2 9
50 1/2000 C5 1C4 1
10 1/10.000 Co6 1C5 4

Thuc hién 6 1an dung dudng chuan v6i 5 diém dung dudong chuan 13 cac ndng do trén va
Cal 1 cua bo kit c6 ndng do khang thé 13 0IU/L. Sir dung mau chuin pha lodng vé nong do
50TU/L 1am mau thir (A)

Phuwong phdp tinh két qud: Xac dinh hé s6 hdi quy tuyén tinh R2 cia timg dudng chuan.
Tinh gid tri trung binh, SD va %RSD ctia mau thir A trong timg 1an thir nghiém.

Tiéu chudn chdp thudn: Phuong phap dugc coi 1a tuyén tinh néu hé sb twong quan
tuyén tinh 0,6 <R2< 1 va RSD <20%

- Xac dinh giéi han dinh lwgng (LOQ)

BG tri thir nghiém.

Thuc hién trén t6i thiéu 3 ndng d6 mau chuan pha lodng gan véi gid tri LOD cua b kit,
mdi néng do lap lai tdi thiéu 20 lan theo hudng din ctia CLSI-EP17A: Protocols for
Determination of Limits of Detection and Limits of Quantitation; Approved Guidline [1]

Gidi han phat hién cong bd cta bd sinh pham 1a 10 IU/L, do d6, chon 3 néng do mau
chuén tuong tng dé xac dinh giéi han phat hién ctia quy trinh 13 0, 10, 20 TU/L.

Coi mau chuan 1a mau thir, thuc hién thir nghiém xac dinh ham lugng anti HBs trong
mau thir theo quy trinh da mo ta
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Cdch tinh két qud: Tim giéi han phat hién (LOD) 1a ndng do thip nhit cho két qua
duong tinh trong 95% s 1an th nghiém. St dung chuong trinh PODLOD calculation
program, version 9 dé tinh LOD 95. Tinh gi6i han dinh luong: LOQ = 3xLOD

2.3.3 Xac dinh d¢ ding

Bo tri thit nghiém: St dung mau chuin qudc té c¢6 ham lugng 100IU /ampoule. Pha
lodng mau chuén tai 3 néng do, mdi ndng do 1ip lai 3 14n vao 3 ngay khac nhau. Mau chuén
dugc pha vé cac ndng do ma kit ELISA phat hién dugc (16n hon 10IU/L, nhé hon 250IU/L -
diéu nay dugc ghi ro trong hudng dan st dung kit).Chon 3 ndng do mau chuan 1y thuyét dua
vao thtr nghiém la: 20I1U/L, 50IU/L, 100IU/L.

Pha mau chuan gdc tir ndng do 100IU/ampoule thanh 3 ndng d6 nhur sau:

+ Hoan nguyén 1ml nudc cit va 1 ampoule chira 100IU mau chuin Qudc té dong kho ta
dugc dung dich mau chuin c6 néng do 100IU/ml = 100.000IU/L.

+ Sir dung dung dich Call (0IU/ml) ctia bo sinh phdm 1am dung dich pha lodng méu
chuén, pha theo bang 2.

Bang 2. Cong thirc pha mau danh gia do ding phuong phap

Néng; dé miu T):' 1¢ pha Ky hiéu Thé tzich miu | Thé tich DD pha loiing
chuan (IU/L) | loAng MC : chuan (ml) (ml)
100000 C
10000 1/10 Cl 0,9 C 8,1
1000 1/100 C2 1C1 9
200 1/500 C3 1C2 4
100 1/1000 C4 1C3 1
50 1/2000 C5 1 C4 1
20 1/5000 C6 1C5 1,5

Coi mau chuén da pha loang thanh 3 ndng d6 13 mau thir, thuc hién theo quy trinh mé ta,
tur két qua thu duogc, tinh ham lugng trung binh quy do6i cia mau chuan trong cac lan thar.
So sanh két qua thu duoc véi gié tri biét trudc ctia mau chuan bang cach str dung ham T
test. So sanh vdi t, cia bang phan bo Student tai mirc y nghia a = 0,05
Tiéu chudn chip thugn: T <1,
2.3.4 Xac dinh d¢ chinh xac
- Xac dinh d¢ lap lai
Thiét ké thiv nghiém va tinh két qud
Thtr nghiém xac dinh d9 lap lai dugc thuc hién trén mau thtr 1a mau sinh phém Immuno
HBs 180 IU, do 1 nhém k¥ thudt vién thuc hién, trong cing dicu kién trang thiét bi, hoa chat,
nguyén vat li¢u, lap 13.119 9 lan tro‘ng 1 ngay. Vi n~6ng do mé}l thir vdc doan nam ngoai khoang
phat hién cda sinh phdm nén can pha loang mau thtr tr nong dé udc doan (200IU/ml tuong
ung 200.000IU/L) vé nong dd ma kit ELISA phét hién dugc (100IU/L): pha loang 2000 l1an
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Str dung dung dich Call (0IU/ml) ctia bd sinh phdm lam dung dich pha loing mau tht,
pha theo bang 2.
Bang 3. Pha lodng mau ddnh gia do chinh x4c phuong phap

Ty 1€ pha loang Ky hiéu Thé tich miu chuin | Thé tich DD pha lodng
(IU/L) (ml) (ml)
T
1/10 T1 1T 9
1/100 T2 1Tl 9
1/1000 T3 1 T2 9
1/2000 T4 1 T3 1

Thuc hién xac dinh nf“mg dd mau thir d3 pha loang theo quy trinh mo ta

- Tinh gia tri trung binh, SD va RSD% hay CV ctia mau thir

Tiéu chuén chip thudn: CV <10%

- Pg chinh xéc trung gian

Thiét ké thir nghiém va tinh két qua

- Thtr nghiém xac dinh d¢ chinh x4c trung gian dugc thuc hién trén mau thir duoc pha
thanh cac nong do khac nhau bdi 2 nhdm thuc hién, trong cung di€u kién trang thiét bi, hoa chat,
nguyén vat li¢u, 5 ngay khac nhau.

- Tinh gid tri trung binh, SD va CV cua tirng nhom.

Tiéu chudn chdp thudn: CV <10%

- Tinh gia tri trung binh, SD va CV cua chung 2 nhém

Tiéu chudn chdp thudn: CV <10%

2.3.5 Xac dinh do manh phwong phap

- Str dung két qua do chinh xac trung gian dé danh gia d6 manh.

+ Tinh két qua ham lugng trung binh, SD, CV cia timg nhém cua tirng nhom.

+ Tinh gia tri Teest (St dung phdn mém Excel, ham T-test): Ties= 0,465

So sanh voi gia tri t ciia bang phan phdi Student dé dura ra két luan vé sy khac biét gitta

2 nhém

Tiéu chudn chip thugn: T st <t bing (t bang tra trong bang phan phdi Student) tai mirc y
nghia o = 0,05 (d0 tin cay 95%). CV <20%.

3. KET QUA NGHIEN CUU VA BAN LUAN

3.1 Két qua danh gia d tuyén tinh phwong phap

Panh gia do tuyén tinh ctia phuong phap duoc thuc hién it nht 6 1an thir nghiém véi do
pha loang mau chuan 5 d¢ pha dé cho két qua danh gia do tuyén tinh cia phuong phap nhu
bang 1.
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Bang 1. Tong hop két qua do tuyén tinh cta quy trinh ELISA dinh luong x4c dinh ham luong
khang thé anti-HBs trong san phdm Immuno HBs.

A . Hé Sé h(}ii X ” x
Lan thw Phwong trinh dwong chuin uy uyén Ket qua mau
nghiém g g 1 y’ y thir

tinh

Lan 1 y =-1,821E-05x"2 + 0,0159111x + 0,0592869 R?=1 56,23 IU/ml

Lan 2 y =-3.14918E-05x"2 + 0.0249599x + 0.0688 R?=0,999 | 55,88 IU/ml

Lan 3 y =-1,2634E-05x"2 + 0,00650216x + 0,115277 |R?=0,988 | 54,85 1U/ml

Lan 4 y =-2,821E-05x"2 + 0,0159111x + 0,0592869 R?2=1 56,23 TU/ml

Lin 5 y =-1,58006E-05x"2 + 0,0157397x + 0,0588867 R?2=1 55,8 IU/ml

Lan 6 y =-2.65533E-05x"2 + 0.0210124x + 0.1152 R?=0,988 | 54,05 IU/ml

T binh
rune oin 55,51 IU/ml
mau tha
SD 0,87 IU/ml
CcV 1,57 IU/ml

Két qua bang 1 cho thay trén mau thir ¢6 ham lugng 1y thuyét 501U/ml cho két qua tir
duong chudn 1a 54,05 TU/L. Gia tri trung binh va CV cta mau thtr dua trén 6 duong chuén 13
55,51 IU/L; SD = 0,87; CV = 1,57% (<20%). Nhu vay, ddi chiéu véi tiéu chuin cta do tuyén
tinh 1 hé s6 twong quan tuyén tinh R2 nam trong khoang 0,6 -1, CV < 20%, quy trinh ELISA
dinh luong ndy c6 mbi twong quan chit ché giira ndng do khang thé anti-HBs va mat do
quang do dugc, dat yéu cdu vé tinh tuyén tinh giira 2 dai luong.

3.2 Két qua xac dinh giéi han dinh lwong (LOQ)

Danh gia gidi han dinh luong ctia phuong phap dugc thuc hién it nhat 20 1an thir nghiém
v6i 03 ndng do pha lodng mau chuan véi 5 do pha dé cho két qua danh gia gidi han dinh
lugng cua phuong phap nhu bang 2.

Bang 2. Tong hop két qua xac dinh gi6i han dinh luong ctia quy trinh ELISA dinh lugng xac
dinh ham lugng khang thé anti-HBs trong san phdm Immuno HBs.

Noéng d6 (IU/L) Téng s6 1an thyce hién S6 1an cho két qua dwong tinh

0 20 0
10 20 18
20 20 20

Str dung chuong trinh PODLOD calculation program, version 9 dé tinh LOD 95 dat
dugc két qua LOD 95= 12,227 (95% CI: 7,288-20,514). Gidi han dinh lugng: LOQ = 3xLOD
= 12,227 x 3 = 36,681 (IU/L). Két qua nay cho thiy quy trinh ELISA dinh lugng c6 thé cho
két qua dinh lugng chinh x4c khi dinh lugng cac san phém Immunoglobulin ¢6 ham lugng
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anti HBs tir 36,7 IU/L. Hién tai hau hét cac san phdm Immuno HBs chira ham luong khang
thé anti-HBs tir 180-200 IU. Do vdy, str dung quy trinh ELISA dinh luong ndy s& cho két qua
dinh lugng phu hop va chinh xac.
3.3 Két qua danh gia d¢ diing phwong phap

Panh gia do ding cta phuong phap duoc thyuc hién it nhat 3 1an thir nghiém doc 1ap

cho két qua danh gia do diing ctia phuong phap nhu bang 3.3.
Bang 3. Tong hop két qua do dung cua quy trinh ELISA dinh luong xé4c dinh ham lugng
khang thé anti-HBs trong san phim Immuno HBs.

Noéng d6 20 IU/L Néng dé 50 IU/L Nong d6 100 IU/L
. Két qui Nong C}o . Ke:t Nong C}o . Ke} Nong (30 quy
Lan (IU/L) quy doi | Lan | qua quy doi Lan | qua doi
TN A) (Ax5000/1 | TN | (IU/L) | (Bx2000/10 | TN | (IU/L) | (Cx1000/100
000) IU/ml (B) 00) IU/ml © 0) IU/ml
Lan1| 20,23 101,127 1 50,13 100,260 1 110,70 110,70
Lan2 | 20,13 100,648 2 49,35 98,693 2 | 106,63 106,63
Lan3 | 20,28 101,423 3 50,8 101,600 3 |101,36 101,36

Tinh gia tri trung binh, d¢ léch chuan; X tb = 102,49 (IU/ml), SD= 3,7. So sanh két qua
thu duoc véi gia trj biét truée cia miu chudn bang cach str dung ham T test. So sanh véi tq
ctia bang phan bd Student tai mirc ¥ nghiaa = 0,05

_/xtb—xmc/

s/In

Trong do6: - s: d0 léch chuan; - n: sd thir nghiém
Thay sb vao ta co: ¢ = /xtb/—i\/x_mc/: (102,49-100)/ 3,75/N9 = 1,99. Tra bang Student v6i
S n

béac tu do n=6, a. = 0,05 c6 to, = 2,015, Nhu vay t < to . Déi chiéu vdi tiéu chudn chdp thudn: t
< tq, c6 thé két ludn quy trinh quy trinh ELISA dinh lugng nay dat yéu cau vé do ding phuong
phap.

3.4 Két qua danh gia d6 chinh xéc cia phwong phap

3.4.1 Két qua ddnh gid dp lip lai

Do lap lai ciia phuong phap duge danh gia trén 9 lan thir nghiém doc 1ap cho két qua
nhu bang 4.
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Bang 4. Tong hop két qua xac dinh do lap lai cua quy trinh ELISA dinh lugng xac dinh ham
luong khang thé anti-HBs trong san phim Immuno-HBs.

N Két qua T4 (IU/L) lggzgqi‘; 3’;‘: Trung cv
nghiém (IU/ml) binh 5D (%)
1 2 3 TB | —1Bx2000/1000) | V™D

1 |1325| 1408 | 141.8 | 1384 276.7
2 |1259| 1238 | 1257 | 125.1 250.3
3 |137.9] 1353 | 138.0 | 137.1 274.2
4 |1304]| 137.6 | 1448 | 137.6 275.2
5 1322 1396 | 1355 | 135.8 271.5 2673 | 10,63 | 3,98
6 |1209] 130.5 | 137.3 | 129.6 259.1
7 |132.6| 1467 | 1413 | 1402 280.4
8 | 132.5] 1242 | 1265 | 127.7 255.5
9 |129.8] 1352 | 129.1 | 131.4 262.8

Két qua bang 4 sau khi chiéu véi tiéu chuan chép thuan 1a CV <10%, quy trinh quy trinh
ELISA dinh luong xac dinh ham lugng khang thé anti-HBs trong nghién ciru nay cho két qua
v6i hé s6 bién thién 1a 3,98%, dat yéu cau cao vé do lap lai. Cac két qua thu duoc 1a gidng
nhau khi 13p lai thir nghiém nhiéu lan.

3.4.2 Két qua danh gia d chinh xac trung gian ciia phwong phap

D6 chinh x4c trung gian ctia phuong phap dugce danh gia két qua ctia 2 nhom k§ thuét

thue hién doc lap, thir nghiém duoc lap lai 5 14n cho két qua ¢ bang 5 va 6 va 7.

Bang 5. Tong hop két qua nhom k§ thuat thyc hién 1

] Noéng d6 ban Trun

Lan thir Két qua T4 (IU/L) dhuquyddi | o8 cv

. n binh SD
nghiém (IU/ml) (=TB U/ml) (%)

1 2 3 TB x 2000/1000)

1 132,5 140,8 141,8 138.4 276,7

2 125,9 123,8 125,7 125,1 250,3

3 137,9 135,3 1380 137,1 2742 269,58 | 10,94 | 4,0

4 1304 137,6 1448 | 137,6 275,2

5 132,2 139,6 1355 135,8 271,5
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Bang 6. Tong hop két qua nhom k¥ thuat thuc hién 2

. Nong d¢ ban Trun
Lan thir Keét qua T4 (IU/L) diu quy doi une Ccv
. n binh SD
nghi¢m (IU/ml) (=TB aU/ml) (%)
1 2 3 TB | x2000/1000)
1 1484 | 1330 | 151,0 | 144,133 288,27
2 1434 | 1253 | 1468 | 138,5 277,00
3 153,7 | 1310 | 1584 | 1477 295,40 276,36 | 15,86 | 6.0
4 130,9 | 123,781 | 1342 | 129,627 259,25
5 1319 | 126,127 | 1348 | 130,942 261,88
Bang 7. Tong hop két qua cua ca hai nhom k§ thuat thuc hién
sé Két qua T4 (IU/L) Nong @9 | Trung
Nhom | Ian ban dau | binh | . COV
TN ) TB quy doi | (IU/ml (%)
(IU/ml) )
1 | 1325 1408 | 1418 | 1384 276.7
2 11259 1238 | 1257 | 1251 250,3
Nhl"m 3 1379 1353 | 1380 | 137.1 2742
4 1304 | 1376 | 1448 | 137.6 2752
5 11322 1396 | 1355 | 1358 2715
272,97 | 13,338 | 4,9
1| 1484 | 1330 | 151,0 | 144,133 | 28827
2 | 1434 | 1253 | 1468 | 1385 | 277.00
th"m 311537 1310 | 1584 | 1477 | 29540
4 1309 | 123,781 | 1342 | 129,627 | 25925
5 11319 126,127 | 1348 | 130,942 | 261,88

Két qua danh gia do chinh xac trung gian tai bang 3.5, bang 3.6 va bang 3.7 sau khi ddi
chiéu véi tiéu chudn chép thuan 13 CV <10%, quy trinh ELISA dinh lugng xac dinh ham
luong khang thé anti-HBs trong nghién ctru nay cho két qua v6i hé sb bién thién dao dong tir
4-6%, dat yéu cau cao vé do chinh xéac trung gian. Cac két qua thu duogc 14 gidng nhau khi lap

lai thir nghiém nhiéu 1an, nhiéu ngay khac nhau va véi cac nhom k§ thuat vién khac nhau

3.1.5 Két qua danh gia 46 manh ciia phwong phap

D0 manh cua phuong phap dugc thuc hién trén hai nhém k§ thuat vaoi thoi gian khac
nhau véi sb 1an thue hién tha nghi¢m Idp lai la 6 1an cho két qua trung binh mdi nhém nhu

bang 8.
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Bang 8. Tong hop két qua xac dinh dd manh cta 2 nhom k¥ thuat

Nhom thuc hién Nong d6 trung binh (IU/ml) SD CV (%)
Nhom 1 296,58 10,94 4,0
Nhom 2 276,36 15,86 6,0

Két qua sau khi tinh toan theo phuong phap so sanh Ties= 0,46, tra bang t pane= 2,132.
Déi chiéu véi tiéu chudn chap thudn, T test < t bang (t bang tra trong bang phan phdi Student) tai
muc y nghia o = 0,05, trc v6i do tin cdy 95% va CV < 20%, quy trinh ELISA dinh lugng xac
dinh ham lugng khang thé anti-HBs trong nghién ctru ndy dat yéu cdu cao vé do manh.

4. KET LUAN

Céc két qua nghién ciru nay chirmg minh quy trinh ELISA dinh lugng xac dinh hiéu gia
khang thé anti-HBs trong san pham Immuno-HBs 1a phuong phap mién dich phu hop, dat yéu
cau khi danh gia vé do tuyén tinh, giéi han dinh luong, d6 ding, do chinh xac (d6 lap lai va
d6 chinh xac trung gian), dd manh theo tiéu chuan ISO 17025: 2015. Tir két qua nghién ciru
nay c6 thé sir dung phuong phap ELISA dinh lugng cho kiém dinh céng hiéu cta san phidm
Immuno-HBs chira 180-200IU khang thé anti-HBs tai Vién Kiém dinh Quéc gia Vic xin va

Sinh pham y té.
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Abstract

APPLYING QUANTITATIVE ELISA METHOD TO TEST THE POTENCY OF
BIOLOGICAL IMMUNO-HBS PRODUCTS CONTAIN ANTIBODIES AGAINST
HEPATITIS B VIRUS

Pham Van Hung et al

National Institute forr control of vaccine and biological

Applying the quantitative ELISA method to test the effectiveness of Immuno-HBs
biological products containing antibodies to hepatitis B virus through assessment the
suitability of the process, including linearity, limit of quantification, accuracy, and precision
and robustness of the method. The evaluation criteria for the results are satisfactory in terms
of (linearity; limit of quantification (LOQ), precision; accuracy; strength) and all meet
acceptable and applicable standards. Quantitative ELISSA method for testing the
effectiveness of Immuno HBs products with the concentration of 180-200 IU/ml.

Keywords: ELISA method, Immuno-HBs, Potency
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