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Abstract: Meningococcal disease is an acute infectious illness transmitted through the respiratory
route occurring across all age groups and capable of causing outbreaks. Vaccination is the most
effective measure for disease prevention, helping to reduce incidence rates and limit severe
complications as well as mortality associated with meningococcal infection. Current
meningococcal conjugate vaccines such as Nimenrix, MenQuadfi, Menactra, Menveo, Bexsero,
and Va-Mengo-BC are developed to prevent diseases caused by Neisseria meningitidis serogroups
A, B, C, Y, and W135. Identifying these vaccines is also among the essential requirements in
quality control to ensure the accuracy of antigen components present in each vaccine prior to use.
However, each vaccine employs different antigen structures, carrier proteins, production processes,
and quality control systems, leading to variations in identification methods. This paper provides an
overview of immunological approaches used for identifying these antigen serogroups.
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TONG QUAN CAC PHUONG PHAP NHAN DANG KHANG NGUYEN
TRONG CAC VAC XIN NAO MO CAU TYP A, B, C, Y, W135 DA PANG

Ki TAI VIET NAM
D5 Linh Trang *, Bui Thi Kim Xuyén*, Lé Thi Hoang Yén , Vii Duy Diing
Vién Kiém dinh Quéc gia \ldc xin va Sinh pham y té
Nhdn ngay 08 thang 12 nam 2025
Chdp nhdn dang ngay 31 thang 03 ndam 2026

Tém tat: Bénh do ndo md cau 1a mot bénh nhidm khuan cip tinh do vi khuan Neisseria meningitidis
véi nhiéu typ gay bénh, lay truyén theo dudng hd hap, bénh c6 thé gap ¢ moi lia tudi va cd kha
ning gy thanh dich, ti & tir vong cao. Bénh c6 thé phong duoc, tiém phong vic xin 1a bién phap
hitu higu nhat dé phong ngira bénh, giam ty Ié mac va han ché cac bién chiing nang né ciing nhur tr
vong do nhidm ndo md ciu. Cac vic xin ndo md cau cong hop hién nay co mit tai Viét Nam
Nimenrix, MenQuadfi, Menactra va Menveo, Bexsero va VA-Mengoc BC déu nham phong ngira
bénh do Neisseria meningitidis vi nhom huyét thanh A, B, C, Y, W135 tily theo timg loai vac xin.
Viéc thuc hién nhan dang céc vic xin trén ciing 13 mot trong sé nhitng yéu cau quan trong trong
cong tac kiém dinh chat luong, nham bao dam vic xin c6 thanh phan khang nguyén dung ding ky
c6 trong ting loai vic xin trudc khi duge dua vao sir dung. Tuy nhién, mdi vic xin st dung ciu
trac khang nguyén, chat mang, quy trinh san xuét va hé thong kiém dinh chét lugng khac nhau, ddn
dén su khac biét trong phuong phap nhan dang. Bai viét nay tong hop cac phuong phap mién dich
dung dé nhan dang cac typ khéang nguyén c6 trong véc xin Viém ndo mé cau dang luu hanh tai Viét
Nam.
Tir khéa: nido mé cau, nhan dang vdc xin, ngung két hat, ELISA
1. Piat van dé

Bénh do ndo mé cau 1a mot bénh nhidm vi khuan cap tinh, din dén nhiém tring méu va viém
mang n&o. Viém mang nfo mé cau lay truyén qua khi dung hodc tiép xuc tryc tiép véi dich tiét
duong ho hép ctia bénh nhan hodc ngudi lanh mang mam bénh, c6 kha nang gay thanh dich. Bénh
thuong dé lai di ching nang né nhu cham phat trién tinh than, diéc, khuyét tat mat chan tay. Ty 18
tr vong ¢ thé tir 5-15% [1]. Tré em dudi 5 tudi, dac biét 1a duéi 6 thang va thanh thiéu nién tir 15

dén 24 tudi 1a hai nhom c6 nguy co mac bénh cao nhat [2].
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Bénh nay dugc gdy ra boi nhiéu nhém huyét thanh cua Neisseria meningitidis
(meningococcus), mot loai vi khudn Gram am hiéu khi ¢6 v6 boc. C6 it nhat 12 nhom huyét thanh
ctia nfo md cau di duoc dinh danh béi sy khac biét vé 16p v6 Polysaccharide, trong d6 nhom A, B
va C chiém khoang 90% cac bénh do ndo md ciu. Cac dot bung phat gan day cta cic chung nhom
Y va W135 cho thdy cic huyét thanh nay dang ngay cang tré nén quan trong. N. meningitidis 1a
mot trong nhitng nguyén nhan phd bién nhit giy viém mang nio do vi khuén trén thé gi6i va la vi
khuan duy nhét c6 kha nang giy ra cac dot dich viém mang néo 16n [3].

Bénh do ndo md ciu tai Viét Nam dang c6 xu hudng gia ting trong nim 2025 va dwoc danh
gia 1a mot mbi de doa ddi véi strc khoe cong dong. Tir cudi nim 2024 dén giira nam 2025, s6 ca
ghi nhan ting manh, trong d6 tinh d&én giita thang 9/2025 ca nudc da co 38 ca mic, nhiéu truong
hop dién tién ning va da co tir vong [3]. Cac 6 dich nho xuét hién ¢ ca mién Bac va Nam nhu Ha
Noi, Thai Binh va Pong Nai, cho thdy nguy co lan rong trong cong dong. Bénh 13y truyén qua
duong ho hap khi tiép xic gan, thoi gian G bénh ngan va c6 thé gay viém mang nio, nhiém tring
mau dan dén tir vong rat nhanh, chi trong vong 24 git néu khong diéu tri kip thoi [4]. Tai Viét Nam
hién luu hanh nhiéu nhom huyét thanh nhu A, B, C, Y, W-135. Vi vay, viéc tiém vac xin phong
ndo mé cau duoc khuyén céo 1a bién phap du phong hiéu qua va can thiét, dac biét cho tré em,
thanh thiéu nién va nguoi séng trong mdi truong déng duc.

Vic xin phong bénh ndo mé cau 1a mot trong cac nhom vic xin quan trong trong chuong
trinh tiém ching nham phong ngira cac bénh nang do Neisseria meningitidis. Hién nay ¢ rat nhidu
véc xin ndo mé cau da duoc dang ki va luu hanh tai Viét nam nhu Nimenrix (Pfizer), MenQuadfi
(Sanofi), Menactra (Sanofi), Menveo (GSK), Bexsero (GSK) va Va-Mengo- BC (Finlay). Mac du
déu 1a cong hop, nhung khac biét vé chat mang, cong nghé cong hop, dang bao ché va dic tinh
mién dich dan dén su da dang trong yéu cau kiém dinh, dic biét 1a thu nghiém nhan dang khang
nguyén. Tuy nhién, tiy thudc vao timg san pham, phuong phap nhan dang c6 thé thay d6i hodc can
diéu chinh cho phu hop véi dic tinh ki thuat va diéu kién cta phong thi nghiém.

Cong tac kiém dinh gilt vai tro then chét trong viéc bao dam chét lugng, tinh an toan va hi¢u
luc cua véc xin, tir d6 giup ngin ngira rii ro, bao vé sirc khoe cong dong va duy tri niém tin vao
cac chuong trinh tiém chung. Ddi véi vic xin polysaccharide cong hop néi chung va vic xin néo
mo cau noi riéng, viéc lua chon dung phuong phap nhan dang 1a budc nén tang dé xac nhan tinh
dung cua khang nguyén, danh gia sy 6n dinh cta quy trinh san xut va kiém soét chit luong san

pham cudi. Bai viét nay tap trung vao viéc dua thong tin cac phuong phap nhan dang khang nguyén
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trong vic xin ndo md cau, vu diém va han ché cua tirng phuong phap. Qua d6 nhim gép phan hd
trg cong tac kiém dinh chat luong vic xin ngay cang chinh xac, thong nhat va dap ung yéu cau
thuc tién.
2. Phwong phap nghién ciru
2.1. Poi twong va thoi gian nghién civu
Déi twong nghién ciru 1a cac bai bao qudc té duoc cong bd trén tap chi uy tin, tin cdy trén
thé gidi va hd so kiém dinh chét luong céc véc xin c6 mit trén thi truong Viét Nam dugc kiém
dinh nhan dang.
Phuong phép tim kiém tai liéu: trang web st dung tim kiém dir liéu Pubmed, Google
Scholar va mot s6 ho so tir cac nha san xuat nhu: GSK, Pfizer, Sanofi Pasteur, Finlay.
Nghién ciru duoc tién hanh trong thoi gian tir thang 10/2025- 12/2025
2.2. Phwong phdap nghién ciru
Nghién ciru sir dung phuong phép thu thap, tong hop, phan tich tai liéu bai bao da duoc
cong bd trén tap chi khoa hoc va cac hd so kiém dinh chét lugng ctia nha san xuét. Cu thé cac
budc tién hanh: tom tit cac ¥ chinh va nam bt cac tiéu chi quan trong ctia phuong phéap (nguyén
1y, thiét bi, hoa chét, cach thirc tién hanh, pham vi 4p dung va wu, nhugc diém), ddi chiéu tiéu
chuan cia cac véc xin, sau d6 cin clr vao dic diém cua phuong phap dé Iya chon phwong phap
t6i wru cho cac san pham.
3. Két qua
3.1. Cdc vic xin ndo mé cau typ A, B, C, Y, W135 di dwoc kiém dinh tai NICVB
Thanh phan cta cic nhém huyét thanh ctia Neisseria meningitidis:
- Group A: Polysaccharide gdbm mannosamine-6-phosphate lién két phosphodiester.
- Group B: Polysialic acid gém cac don vi a-2,8-linked N-acetylneuraminic acid (a-2,8-
Neu5AcC).
- Group C: Polysialic acid (chudi a-2,9-Neu5Ac).
- Group Y: Gom axit sialic lién hop véi galactose.
- Group W135: Gém axit sialic lién hop vai glucose [5].
Viéc nhan dang nhim xac nhan dung khang nguyén nhom trong véc xin.

Duéi day 1a mot sé vac xin da dugc kiém dinh tai NICVB

. Cac typ . . .
STT Tén vac xin , Nha san xuat Protein mang Dong goi
huyét thanh
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A, C, Y, |Sanofi Pasteur | Protein giai doc | 0,5ml/01 liéu/ lo-
1 Menactra , .
W135 Inc-USA to Bach hau hop
.| Hop/2lo (1 1o dong
. ) CRM197 (Bién
GlaxoSmithKline , kho chira tuyp A+
A, C, Y, ] thé khong ddc
2 Menveo Vaccines  S.r.l- ) 1 lo dung dich
W135 cua doc to Bach
Italy . chira cac tuyp C,
hau)
Y, W)
_ A, C, Y,|Sanofi Pasteur | Protein giai doc | 0,5ml/01 liéu/ lo-
3 Menguadfi .,
W135 Inc-USA t6 Ubn van hop
Hop gom 1 lo bot,
) ) A, C, Y, ) Protein giai doc | 1 bom tiém dong
4 Nimenrix Pfizer- Bi L, .
W135 to Uon van san chtra dung moi
pha tiém
Instituto  Finlay .
0,5ml/01 lieu/ 10
5 Va- Mengoc BC | B, C De Vacunas-
lo- hop
CuBa
GlaxoSmithKline Hop chira 01 bom
6 Bexsero B Vaccines  S.r.l- tiém dong sin
Italy (0,5ml)

3.2. Cac phwong phdp nhdn dang dang dwoc sir dung

3.2.1. Nhdn dang protein mang

Vic xin Men chira khang nguyén typ A, C, Y, W135 dang cong hop thudng str dung mot sb

protein mang nham tang tinh sinh mién dich cta polysaccharide. Cac protein mang duogc sir dung

pho bién gom:

« CRM197

« Tetanus toxoid (TT)

« Diphtheria toxoid (DT)

Do cac protein mang nay la mét phan cau tric khong thé tach roi cua phan tir cong hop,

chung ddng thoi tré thanh cac dic diém hoa sinh dic trung cua san pham hd tro tao mién dich. Vi

vay, trong mot sé trudng hop, viéc nhan dang protein mang ciing duoc xem xét nhu mot chi tiéu

bd sung trong kiém dinh, nhiam bao dam tinh toan ven va dic tinh dic trung cua VAc xin.
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a. Phuong phép SDS-PAGE

SDS-PAGE (Sodium dodecyl sulfate—polyacrylamide gel electrophoresis) 1a ky thuat phan
tach protein theo khéi lugng phén tir dudi tac dung cua dién trudng, khi protein duoc tién xur 1y dé
mat ciu tric bac cao va bi phit boi chét ion hoa (SDS) cho ty 18 dién tich/khdi lwong gan nhu dong
nhét.

Két qua thudng biéu dién dudi dang gel voi cac bang protein; cudng do bing trong quan véi
lwong protein twong d6i (khi so sanh twong ddi, khong phai dinh lwong tuyét ddi trir khi str dung
phuong phéap dinh luong chuan hoa).

Cac budc thyuc hién co ban:

« Chuin bi miu: mau vic xin dugc xir 1y dé protein mang & dang phan tir don va c6 kha
nang di chuyén trong gel.

e Gel: gel polyacrylamide tao méi truong phan tach theo kich thudc.

« Pién di: miu duoc dit vao giéng gel va chay dién dé tach bang theo khdi lugng.

« Két qua: gel dugc xtr Iy dé hién thi bang protein (k¥ thuat nhuém/khang thé).

« Phan tich: so sanh vi tri va cuong do biang cta mau voi chuan duong/am va véi protein
mang chuan tham chiéu [6,7].

b. Phuong phap ELISA

Nguyén ly cua ki thuat ELISA 1a dua vao tinh dic hiéu khang nguyén - khang thé va
duoc thuc hién bang nhitng bude co ban sau: Khang nguyén - antigen (KN) hoic Khang thé -
antibody (KT) da biét duoc gan trén mot gia thé ran, sau d6 cho mau cd chira khang thé -
antibody (KT) hoic khang nguyén (KN) can tim vao giéng. Bo sung thém khéang thé c6 gan véi
ezyme. Budc cudi cung thém co chit, enzyme sé& bién doi co chat ndy va tao tin hiéu mau c6
thé xac dinh duoc bang may do huynh quang.

Cac budc thuc hién co ban nhu sau:

« Phu khang thé phu phién

« Blocking

« B6 sung thém mau vic xin

« B6 sung khang thé tht cip gin enzyme
« Thém co chét

e Do quang ¢ budc song thich hop



D6 Linh Trang, Bii Thi Kim Xuyén va cac cong su/ Tap chi Khoa hoc Kiém dinh Vic xin va Sinh pham y té,
Vol.6, No.1 (2026)

Phwong phap Uu diém Nhuoc diém

Quan sat duoc kich thude | Bac hi¢u thép khi nhan dang protein mang

SDS-PAGE Gi4 thanh thap, vat tu phd | Kho phan biét protein c6 kich thudc twong tu

bién Khong nhay bang ELISA

Do nhay cao Phu thudc vao khang thé dic hiéu
ELISA o

Do dac hiéu cao Chi phi cao

3.3. Mpt sé phwong phdp nhin dang cdc typ huyét thanh

Viéc nhan dang khang nguyén d6i v6i cac vac xin ndo mo cau phai pht hop véi dic tinh ciu
tric ctia san pham, nham dam bao tinh chinh x4c trong kiém dinh. Do nhan dang khang nguyén chi
mang tinh dinh tinh, nén viéc lua chon phuong phap cé thé linh hoat dua trén nguyén ly xét nghiém
va diéu kién trién khai. Trén co so d6, nhiéu phuong phap khac nhau da dugc khuyén cao ap dung
cho kiém dinh chat lugng vic xin ndo mé cau.

a. Phuong phap ngung két hat

Nguyén ly: Khang thé dic hiéu dwoc gin 1én hat latex — khi tron v6i dung dich
polysaccharide trong vic xin — xay ra ngung két hat néu c6 mat dung polysaccharide twong tng.

« Dung dé kiém tra dinh tinh polysaccharide nhom huyét thanh trong vic xin polysaccharide
hodc conjugate.

U'u diém:

« Nhanh, dé thuc hién, khong can thiét bi phuec tap.

e Do dac hi€u cao nho khéng thé chuén hoa.

Nhuoc diém

- Pinh tinh, khong dinh lugng dugc ham lugng.

- C6 thé can xir Iy mau (loai protein mang hodc tap chat)

b. Phuong phap HPLC

Nguyén ly: Mau véc xin sau khi xir Iy duoc dua qua cot sic ky. Cac phéan tir khang nguyén
s& twong tac khac nhau véi pha tinh, dan dén thoi gian luu khéc nhau. Tin hi€u thu duoc tai dau do
(UV, RI hoac fluorescence) tao thanh séc ky dd dac trung [6-8].

Khang thé dic hiéu serotype s& chi gan véi polysaccharide (PS) twong ung. Khi gin két,
phirc hop Khang thé—Polysaccharide (Ab—PS) dugc hinh thanh, c6: kich thudc phén tir 16n hon va
thoi gian luu (retention time) khac so voi khang thé tu do. Phirc hop Ab—PS duoc tach bang HPLC
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(SEC hodc RP-HPLC tuy thiét ké) va phat hién bang dau do UV hoic huynh quang. Dién tich peak
cua phtrc hgp Ab—PS s€ ty 1¢ thuan v6i ham luwgng polysaccharide serotype twong trng [9,10].

U'u diém: khong can dan xuét, do nhay cao cho dudng va axit sialic.

Nhwoe diém: Chi phi, gia thanh cao

c. ELISA

Nguyén ly: Khang thé duoc c¢b dinh I&n bé mit giéng, sau d6 khang nguyén mau s& lién két
véi no. Tiép theo, mot khang thé phat hién c6 gan enzyme sé lién két vai khang nguyén. Cudi ciing,
viéc thém co chit s& tao ra tin hiéu mau hozc huynh quang c6 thé do duoc tai bude song xac dinh.

Uu diém: do nhay va dic hiéu cao cho phép phét hién chinh xac cic khang nguyén hoic
khang thé & ndéng d6 thip, ngay ca trong cic mau phlic  tap.

Han ché: quy trinh phirc tap, t6n thoi gian, chi phi cao va can cac khang thé dic hiéu [11]

d. Phuong phap SDS-PAGE

SDS-PAGE (Sodium dodecyl sulfate—polyacrylamide gel electrophoresis) 1a ky thudt phan
tach protein theo khdi lugng phan tir dudi tdc dung cia dién truong, khi protein dugc tién xir Iy dé
mét c4u trac bac cao va bi phu boi chét ion hoa (SDS) cho ty 1€ dién tich/khdi lugng gén nhu dé)ng
nhat.

Két qua thudng biéu dién dudi dang gel voi cac bang protein; cuong d bing trong quan véi
lwong protein twong dbi (khi so sanh twong di, khong phai dinh lugng tuyét ddi trir khi sir dung
phuong phap dinh luong chuan hoa).

Cac budc thuc hién co ban:

e Chuén bi miu: miu vic xin dugc xur 1y dé protein mang & dang phan tr don va c6 kha
ning di chuyén trong gel.

o Gel: gel polyacrylamide tao méi trudng phan tach theo kich thude.

« Pién di: miu duoc dit vao giéng gel va chay dién dé tach bang theo khdi luong.

o Két qua: gel duoc xir 1y dé hién thi bang protein (k¥ thuat nhuom/khang thé).

Phan tich: so sanh vi tri va cudng d6 bang ctia mau véi chuan dwong/am va véi protein mang
chuan tham chiéu

€. Phwong phap Dot Blot

Nguyén ly: Dot Blot la ki thuat mién dich hoc dya trén phan ung dac hiéu khang nguyén — khang
thé [12]

Cac buéc co ban:



D6 Linh Trang, Bii Thi Kim Xuyén va cac cong su/ Tap chi Khoa hoc Kiém dinh Vic xin va Sinh pham y té,
Vol.6, No.1 (2026)

e Khang nguyén (protein/OMV cua vic xin Mengoc BC) dugc chdm truc tiép 1&n mang
nitrocellulose hodac PVDF.

e Khang nguyén dugc cb dinh trén mang bang twong tac ky nudce/dién tich.

e Khang thé dic hiéu (khang Neisseria meningitidis nhom B va C) gin vé6i khang nguyén
tuong Ung.

e Khang thé thir cap gin enzyme (HRP/AP) tao tin hiéu mau khi thém co chét.

e Sy xuit hién diém mau (dot) chimg t6 c6 mit khang nguyén dic trung cta véc xin.

Uu diém:

Thyce hién nhanh chong, don gian

Str dung it trang thiét bi may moc

Han ché:

Chu yéu 1a dinh tinh. D6 phan giai thap

f. Phuong phap MATS

He¢ thng dinh tinh cac typ khang nguyén ndo mé cau (MATS) la sy két hop giita phuong
phap ELISA sandwich (Enzyme Linked Immunosorbent Assay) wéc tinh mic do biéu hién va kha
nang phan tmg mién dich cta cac thanh phan khang nguyén (fHbp, NHBA va NadA) cua véc xin
Bexsero, GSK Vaccines trong cic chung ndo mé cau nhom B (MenB) dang luu hanh, véi phuong
phap dinh typ phan tir ciia PorA, thanh phan khang nguyén chinh trong cac tii mang ngoai (OMV)
[13].

Uu diém: MATS d3 dugc ching minh 13 mot phuong phép thay thé t6t cho chi s bao vé
ndo md cau duoc chip nhan (hSBA), mot phuong phap nhanh chéng, an toan va co thé tai lap dé
danh gia d¢ bao phu ctia véc xin.

Han ché: Chua dugce thir nghiém tai NICVB. Méi chi dugc thyc hién ¢ cac nudc Chau Au,
Bic My va Uc

3.4. Cdc phwong phdp kiém dinh tgi NICVB

Dé hién thuc hoa duge cac phuong phap nhan dang phi hop véi diéu kién phong thi nghiém
tai NICVB.

3.4.1. Phwong phdp ngung két hat

a. Cach tién hanh

- Chuan bi mau tht: hdn mau va xa ly mau

- Nhé dung dich khang thé cua N.Meningitidis cac typ khang nguyén can xéac dinh
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- Nhé mau, chiang am

- Tron khang thé va mau, ching am

- Doc két qua

b. Panh gia thir nghiém

- Thir nghiém dugc coi la c6 gia tri khi cac didu kién cua quy trinh thr nghiém (tay nghé,
dung cu, hoa chat,...) dat yéu cau.

- Tai khoanh chirng am khong xuét hién hat ngung két.

- Thir nghiém nhan dang thanh phan khang nguyén trong vic xin ndo mé cau dat yéu cau khi
xuat hién hat ngung két & khoanh mau thir.

c. Ap dung

Ap dung véi vic xin nhu MENACTRA, MENQUADFI, BEXSERO, MENGOC BC,
MENVEO

3.4.2. Phuwong phap ELISA

a. Céch tién hanh

- Phu phién: Pha lodng khang thé phii vé& ndng do thich hop

- Blocking: Thém dung dich khda phién vao giéng dé 1ap cac vi tri chua duoc phi khang thé.
U & nhiét do thich hop trong thoi gian quy dinh, sau d6 rira bang dung dich rua.

- Nhé mau: pha lodng mau chuan, mau thir véi dung dich dém vé nong do thich hop, @ mau
va sau do rtra lai bang dung dich rira

- Nho khang thé tha cap: Pha lodng cac typ huyét thanh vé nong do téi uu, sau dé6 nho vao
cac giéng da bé tri. U mau tai nhiét do va thoi gian phi hop. Rira phién va 1am budc tiép theo

- Nho enzyme cong hop: Pha lodng enzyme cong hop phu hgp vai tung thir nghiém. Lam
tuong tu nhu budc trén

- Thém co chat: B6 sung co chat phi hop dé enzyme xdc tac tao tin hiéu mau ty & vai lugng
khang nguyén dugc giir trong giéng.

- Dung phan tng: Thém dung dich dimg dé két thic phan ung tao mau va 6n dinh tin hiéu
quang hoc trudc khi do.

- Poc mat do quang ¢ budc song quy dinh trén may do ELISA

b. Poc két qua

» Boc két qua

Cong thtc tinh:
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Gia tri OD trung binh ciia miu thir hoic chtrng duong

Ratio (R) =

Gia tri OD trung binh & miu chuin

C. Ddnh gia thir nghiém

- Thir nghiém c6 gia tri khi: Gia tri R cua chimg duong > 0,2 & tat ca cac tuyp khang huyét
thanh.

- Thir nghiém dat yéu cau vé nhan dang cac tuyp khi R mau > 0,2 ¢ tat ca cac tuyp khang
huyét thanh.

d. Ap dung

Ap dung véi vic xin nhu MENACTRA, MENQUADFI, MENVEO

3. Ban luan

Viéc nhan dang khang nguyén dbi véi cc vic xin ndo mé cau phai phu hop véi dic tinh
cAu tric ciia san pham, nham dam bao tinh chinh xéc trong kiém dinh. Vi cac phuong phap
da duoc WHO khuyén céo, hai phuong phap 13 ngung két hat va ELISA déu phu hop véi diéu
kién ap dung tai Vién, vi vay hai phuong phép nay ciing dang dugc st dung cho vi¢c dinh tinh
céc typ khang nguyén ndo mé cau trong vic xin.

Phan tng ngung két hat c6 wu diém 16n vé thao tac don gian va rat thuan loi cho budc
nhan dang nhanh dic biét khi can kiém tra nhiéu mau dong thoi. Phuong phap nay da duoc sir
dung lau dai va chimg minh tinh hi€éu qua trong phat hién khang nguyén. Tuy nhién, k¥ thuat
nay c6 d6 nhay han ché, phu thuc nhiéu vao cam quan khi doc két qua va chat luong khang
thé latex sur dung. Trong khi d6, ELISA c6 dd nhay va d¢ ddc hiéu cao hon, cho phép dinh
luong tuong dbi va danh gia khach quan thong qua do mat dd quang. Tuy nhién, chi phi cao,
thot gian thuc hién kéo dai va phu thudce vao céc khang thé dic hiéu cling la nhiing diém han
ché ctia phuwong phép nay.

Mic di mdi phuong phap déu c6 nhitng diém manh va han ché nhat dinh, viéc 4p dung
ngung két hat va ELISA trong nhan dang khang nguyén vic xin nio mé cau hién nay dugc
danh gia 1a lya chon phu hop va hi€u qua trong thyuc tién kiém dinh tai Vién. Hai k¥ thuat nay
dap mg yéu cau vé do dic hiéu, do tin cay ciing nhu kha ning trién khai thuong quy, qua d6
dam bao két qua kiém dinh chinh x4c va gop phan khang dinh chét luong véc xin trude khi dua
vao st dung. Viéc duy tri va phat huy hiéu qua cac phuong phéap nay 1a co s quan trong nham
bao dam an toan va hiéu luc cia vic xin ndo mo cau trong cong tac phong bénh.

4. Két luan
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Viéc lya chon phuong phap nhan dang céc typ khang nguyén ndo mé cau nén dua trén
ting loai vic Xin, diéu kién mau chuén va trang thiét bi sin co tai co s¢ kiém nghiém. Cac
phuong phép truyén thong nhu ELISA, SDS PAGE van 1 Iya chon tiéu chuén cho mau sinh
hoc, ngoai ra phuong phap ngung két ciing 13 mét lya chon tdi wu ddi véi diéu kién tai vién
kiém dinh chwra c6 nhiéu diéu kién vé may moc. trang thiét bi ma van dwa ra két qua chinh xac
va nhanh chéng. Cac phuong phap doi hoi yéu cau ki thuat phirc tap, thoi gian 1au hon nhu
HPLC hay MATS tuy c6 cho nhitng két qua phan tich chuyén sau hon nhung ciing kém theo
nhiéu may moc trang thiét bi chuyén dung. Nhu vy véi cac wu diém va han ché trén c6 2
phuong phap c6 tinh 6n dinh, 4p dung duoc hau hét cac vac xin ndo mé cau va dang duoc ap
dung hiéu qua tai NICVB 14 phuong phap nhan dang bang ELISA va nhan dang bang phuong
phap ngung két.
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