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TOM TAT

Bénh lay truyén qua duong tinh duc 1a van dé sic khoe duoc quan tam trén thé gidi. Viéc tim ra phuong phap
xac dinh tac nhan gay bénh sinh duc dat chat lugng tét voi chi phi hop 1y déng vai tro quan trong trong hd trg
chan doan, diéu tri va phong ngira cac bénh sinh duc, gop phan bao vé sic khoe cong ddng, giam céc ganh nang
y té lién quan. Nhém nghién ctiu thuc hién danh gia chat luong bo Kit phét hién 12 tac nhan lay truyén qua
duong tinh duc phd bién dugc san xuat tai Viét Nam bang phwong phép realtime PCR, TopSENSI ® STD-12
gPCR Kit (ABT) va ting dung trong danh gia sy dong nhiém STD véi HPV. Bo kit cho hiéu qua chan doan
tuong duong vai kit ¢6 ciing muc dich st dung ciia nuéc ngoai (CE-1VD). Két qua ghi nhan 10/12 tac nhan muc
tiéu c6 ty Ié phan trim nhat quéan téng thé trén 90%; ty I¢ phan trim nhat quan tong thé theo tirng mau xét
nghiém gitra kit ABT va kit d6i ching 1a 91,46% (95%CI*: 84,17% dén 96,12%) vai ty 1é phan trim nhat quan
duong tinh 12 93,15 % (95%CI*: 84,74% dén 97,74%). Ngoai ra, nghién ciru nay ciing dong gép thém thong tin
vé mirc do dong nhidm HPV véi STD vao co s& dir liéu 1am sang cing vai cac nghién ciru trude d6. Thong qua
phén tich thdng ké chi binh phuong ghi nhan méi twong quan chat ch& giita HPV va cac tac nhan lay truyén qua
duong tinh duc véi gia tri x2 = 8,547 (p= 0,003), nghién ctru ciing ghi nhan rang Gardnerella vaginalis 1a tac
nhan c6 tan suat xuat hién nhidu nhat (39,82%), tlep theo la Ureaplasma parvum (25,66%) va Candida albicans
(15,34%). Diéu nay c6 thé do tinh chat va nguon goc lay truyén gidng nhau cua cac tac nhan; dong thoi, dic
diém sinh hoat va doi song & khu vuc thu mau c6 thé 1a nguyén nhan tich lity nhidéu mam bénh.

Tir khoa: Bénh lay truyén qua duong tinh duc, ddng nhiém, HPV, realtime PCR, STD, STls.

MO DAU

Bénh lay truyén qua dwong tinh duc (STD) hay nhiém trung lay truyen qua ducmg tinh duc (STI) 1a mét van dé
strc khée cdng ddng quan trong trén toan cau, anh huwéng dén ca nam va n & moi lva tudi. Theo Té chirc Y té
Thé gi6i (World Health Organization - WHO), mbi ngay c6 hon 1 triéu ca nhiém STD méi & ngudi trwdng thanh
trong do tudi 15-49 va phan I&n khong biéu hién thanh triéu ching ré rang. Hon 30 tac nhan dwoc xac dinh co
thé& 1a mam bénh lay truy&n bénh sinh duc va cac ca nhan cé thé bi nhiém nhiéu bénh cling mét lic (WHO, 2024).
Tai Viét Nam, STD ciing la mét van dé& dang dwoc quan tam, hé théng dir liéu qudc gia v& STD con han ché
(WHO tai Viét Nam, 2020) nhung di¥ liéu giam sat cac chwong trinh cuc bd van cho théy tinh trang nhiém céc tac
nhan lay truyén qua dwong tinh duc ngay cang gia tang, co xu hwéng tré héa, dac biét & nhom dbi twong nam
quan hé tinh duc ddng gidi va nw mai ddm. Bénh Iay truyen qua duong tinh duc (STD) khéng chi anh huwdng trec
tlep dén strc khée ma con tiém an nhirng hau qua nang ne ve kinh t& va xa hdi. Vi vay, viéc nang cao nhan thikc
vé STD va thyc hién cac bién phap phong nglra, tAm soét 1a vé cling quan trong, gip phéat hién kip thei, ngén
ngtra lay nhiém, theo déi va diéu tri hiéu qua.

Hién nay, c6 nhiéu phwong phap xét nghiém chan doan STD tién tién c6 d6 nhay va d6 dic hiéu cao, gilp phat
hién chinh xac tac nhan gay bénh, di&n hinh trong s6 d6 phai ké& dén phuo*ng phap xét nghiém phan te realtime
PCR, tuy nhién, chi phi dé thuc hién phucyng phap xét nghlem phéan t& nay con kha cao, han che kha nang tiép
can cua ngum bénh. Viéc phat trién va s dung rong réi cac bo kit xét nghiém STD chét lwong tét va gia thanh
hop Iy sé gép phan quan trong vao viéc kidm soat va phong nglra STD.

TopSENSI ® STD-12 qPCR Kit 1& bd kit xét nghiém gitp kiém tra sw hién dién cia 12 tac nhan nguy co cao gay
bénh dwong sinh duc Mycoplasma hominis (MH); Mycoplasma genitalium (MG); Trichomonas vaginalis (TV);
Ureaplasma parvum (UP); Ureaplasma urealyticum (UU); Gardnerella vaginalis (GV); Human herpesvirus 1
(HSV1); Human herpesvirus 2 (HSV2); Treponema pallidum (TP); Chlamydia trachomatis (CHT); Neisseria
gonorrhoeae (NGN) va Candida albicans (CA) trong mau dich phét am dao/niéu dao hodc sinh thiét cb t& cung
bang k§ thuat realtime PCR dwa trén sy hién dién cGa gene muc tiéu twong rng véi tirng tac nhan. B kit dwoc
nghién ctru va san xuét bdi Céng ty TNHH Gidi phap Y sinh ABT, Viét Nam v&i chat lwgng va chi phi c6 kha
nang canh tranh tét v&i cac bd kit clia nwdc ngoai, ting kha ndng tiép can cac san pham “made in Vietnam”,
gidm ganh nang chi phi cho ca nhan, gia dinh va hé théng y té.
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Trong nghién ctru nay, nhdm ching t6i thiee hién danh gia hiéu qua chan doan cla bo kit TOpSENSI ® STD-12
gPCR Kit (ABT, Viét Nam) trén mau lam sang so voi kit doi chirng nwdc ngoai duoc ching nhéan CE-IVD. Bong
th&i khado sat ty 1é dong nhiém gitra HPV va 12 tac nhan nguy co cao gay bénh sinh duc ké trén.

NGUYEN LIEU VA PHUONG PHAP
Nguyén liéu

- Nghién ctru siv dung 312 mau dich phét &m dao cho xét nghiém HPV duoc thu thap tai cac phong kham trén dia
ban Th:anh pho HO Chi Minh dworc chia ra lam 2 dot danh gia. Cac mau trén dwoc lay ngau nhién va duwoc thu
nhan bang tam bdng.

- B9 kit tach chiét TopPURE® Maga Genomic DNA/RNA Extraction Kit_HI-612 (ABT, Viét Nam).
- B kit TOpSENSI ® STD-12 gPCR Kit_SQH-007 (ABT, Viét Nam).

- Bo kit dbi chirng phét hién tac nhan gay bénh sinh duc phd bién dwoc chirng nhan CE-IVD véi dd nhay chuén
doan va do dic hiéu chuan doan trén 96%: Bo kit RevoDx Sexually Transmitted Infections (STIs) Pathogen
Detection Kit (Idilbiotech, Thé Nhi Ky) va B kit Care GENE STD detection kit (Wellshio, Han Quéc, dwoc Bo Y té
Viét Nam cép phép lwu hanh loai C).

- B TopSENSI® HPV gPCR Kit_SQH-103 va TopSENSI ® HPV 6, 11, 16, 18 & High Risk gPCR Kit_SQH-006
(ABT, Viét Nam).

- Hé thdng tinh sach acid nucleic NPA-32 (Gene Pure Pro) (Bioer, Trung Quéc).
- May realtime PCR LineGene 9600 Plus, FQD-96A (Bioer, Trung Quéc).
Phwong phap nghién ciru

Nghién ctru nay dwoc thwe hién trong 2 dot danh gia:

Dot 1: Thuc hién danh gia twong quan gitra bod kit TOpSENSI ® STD-12 qPCR Kit véi dbi chirng Care GENE
STD detection kit va RevoDx Sexually Transmitted Infections (STIs) Pathogen Detection Kit trén 100 mau dich
phét am dao. Ghi nhan két qua dwong tinh véi tieng tac nhan muc tiéu cda tieng bd kit. Xac minh hiéu qua chén
doan cua b kit TopSENSI ® STD-12 qPCR Kit bang cach danh gia do twong quan vé két qua phat hién tirng tac
nhan muc tiéu va téng thé xét nghiém cla tirng mau.

Dot 2: Banh gia rp0| lién hé gilra sy hién dién cla HPV va céc tac nhan gay bénh sinh duc nguy co’ cao khac trén
212 mau dich phét &m dao.

Phwong phap ly trich DNA

Mau dich phét sau khi lay béng tdm béng dwoc st dung cho tach chiét bing cach ngam va vortex k§ trong 500
puL TE 1X. Sau d6, 200 yL mau dwoc st dung cho tach chiét DNA theo hwéng dan sk dung cta bd kit
TopPURE® Maga Genomic DNA/RNA Extraction Kit (ABT, Viét Nam). Bo kit st dung phwong phap tach chiét tiy
tw dong voi nguyén ly hoat dong dwa vao lién két chon loc glwa hat tr v&i nucleic axit (Berensmeier S., 2006).
Cuéi cuing, axit nucleic tinh sach dwoc thu nhan va bao quan & -20 °C dé st dung cho céc danh gia realtime PCR.

Xét nghiém DNA HPV

Xét nghiém DNA HPV duorc thie hién theo quy trinh cda bd kit TOpSENSI® HPV gqPCR Kit va TopSENSI ® HPV
6, 11, 16, 18 & High Risk gPCR Kit (ABT, Viét Nam) nhdm phat hién tuyp nguy co cao va tuyp 06, 11. Bo kit st
dung k¥ thuat realtime PCR vé&i cong nghéTagman probe (mau do Tagman) dé khuéch dai va phat hién DNA muc
tiéu (John J. O’Leary et al., 2003).

Xét nghiém DNA cta STD

212 mau st dung cho xét nghiém HPV-DNA, sau d6 tiép tuc dwoc danh gia voi bo kit TOpSENSI ® STD-12
gPCR Kit (ATB, Viét Nam) dé xac dinh taAc nhan gay bénh sinh duc. 12 tac nhan bao gébm: Mycoplasma hominis
(MH); Mycoplasma genitalium (MG); Trichomonas vaginalis (TV); Ureaplasma parvum (UP); Ureaplasma
urealyticum (UU); Gardnerella vaginalis (GV); Human herpesvirus 1 (HSV1); Human herpesvirus 2 (HSV2);
Treponema pallidum (TP); Chlamydia trachomatis (CHT); Neisseria gonorrhoeae (NGN) va Candida albicans
(CA). Cac diéu kién PCR cla bo kit nhw sau: 1 chu ky: 37°C trong 2 phut, 95°C trong 30 gidy; 45 chu ky 95°C
trong 10 giay, 60°C trong 30 giay.

Xt ly sé liéu
St dung phan mém IBM®SPSS®Statistics 22.0 x 64 bit phan tich chi binh phwong va Fisher's exact d& danh gia

théng ké méi lién hé gitra cac tac nhan muc tiéu voi p < 0,05 dwoc coi la co ¥ nghia thng ké. Bong thoi st dung
phan mém phén tich MedCalc Version 22.026 dé danh gia twong quan gitra chat lwgng bg kit phat hién tac nhan
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gay bénh sinh duc phd bién cta ABT so véi kit dbi chirng san xuét béi nudc ngoai. Tat ca cac phwong phap
thong ké dwoc coi la cé y nghia véi mire do tin cay 0,05.

KET QUA VA THAO LUAN
Panh gia twong quan TopSENSI ® STD-12 gPCR Kit vé&i b6 kit STD khéc trén thi trwéng

Thyc hién danh gia twong quan bd kit TopSENSI ® STD-12 qPCR dwgc nghién ctru va san Xuét tai Viét Nam voi
cac bd kit ddi chirng cia nwéc ngoai, trong 100 mau phét am dao duoc danh gia & dot 1 cia nghién ctru, ghi
nhén dwong tinh va&i sy hién dién cia 11/12 tac nhan muc tiéu ma bé kit hwdng t¢i, ngoai trir T. pallidum. Theo
Cuc Y té Dy phong, T. pallidum khéng thé tbn tai lau dai bén ngoai co the con nguoi va thwong xuét hién voi ti 1é
cao & nam gigi (Torrone et al., 2019). Nghién ctru nay thwe hién trén mau phet am dao cua nir, nén trong sé mau
thu nhan cda danh gia nay khong c6 sy hién dién cta T. pallidum ciing I diéu hop ly. Dwa vao két qua phét hién
tac nhan gay bénh qua dwéng tinh duc ctia bd kit ABT so véi kit dbi chirng nham xac nhan chét lwong va gia tri
str dung clia b kit TOpSENSI ® STD-12 qPCR Kit.

Da sb céac két qua xét nghiém b&i kit ABT va kit déi ching trén tac nhan muc tiéu déu ghi nhan tinh nhat quan
cao, ty |& phan tram nhét quan dwong tinh, &m tinh va tdng thé déu trén 90% (Bang 1). Riéng déi véi tac nhan T.

vaginalis va C. albicans ty 1& phan tram nhé4t quan téng thé 1an lwot 1a 86,37% (95%CI: 78,06% to 92,42%) va
82,24% (95%CI: 73,32% to 89,16%)

Bang 1. Phan tich tinh nhat quan cda két qua xét nghiém kit ABT va kit déi chirng theo tac nhan muc tiéu

Tiéu chi Ty |& phan trdm nhét quan Ty |& phan trdam nhéat quan Ty |& phan trdm nhéat quan
Tac nhan dwong tinh am tinh téng thé
M. hominis 100% 94,59% 97,73%
' 95%CI*: 86,77% to 100,00% 95%Cl: 86,73% to 98,51% 95%Cl: 95,85% to 100,00%
L 100% 96,74% 99,84%
M. genitalium
95%Cl: 63,06% to 100,00% 95%CI: 90,77% to 99,32% 95%Cl: 96,05% to 100,00%
o 85,71% 98,92% 86,37%
T. vaginalis
95%Cl: 42,13% to 99,64% 95%CI: 94,15% to 99,97% 95%Cl: 78,06% to 92,42%
U. parvum 90,70% 98,25% 91,08%
P 95%Cl: 77,86% to 97,41% 95%CIl: 90,61% to 99,96% 95%Cl: 83,69% to 95,85%
. 100,00% 98,81% 99,94%
U. urealyticum
95%Cl: 79,41% to 100,00% 95%CI: 93,54% to 99,97%
L 93,94% 94,12% 93,95%
G. vaginalis
95%Cl: 85,20% to 98,32% 95%Cl: 80,32% to 99,28% 95%Cl: 87,33% to 97,73%
100,00% 100,00% 100,00%

C. trachomatis

95%CI: 71,51% to 100,00% 95%CI: 95,94% to 100,00% 95%Cl: 96,38% to 100,00%

100,00% 100,00% 100,00%

N. gonorrhoeae

95%Cl: 15,81% to 100,00%

95%Cl: 96,31% to 100,00%

95%Cl: 96,38% to 100,00%

C. albicans 81,40% 98,25% 82,24%
. albi

95%Cl: 66,60% to 91,61% 95%Cl: 90,61% to 99,96% 95%Cl: 73,32% to 89,16%
HSV1 100,00% 100,00% 100,00%

95%ClI: 2,50% to 100,00% 95%Cl: 2,50% to 100,00% 95%Cl: 96,38% to 100,00%
HSV2 100,00% 100,00% 100,00%

95%Cl: 39,76% to 100,00% 95%Cl: 96,23% to 100,00% 95%Cl: 96,38% to 100,00%
T. pallidum - - -

Ch thich: *95%ClI 1a Khodng tin cdy 95%. Ty |é nhéat quan téng thé ndm trong khodng tir 0% dén 100%.

Dwa trén két qua so sanh tieng. mau xét nghiém gitra bo kit ABT va bo kit déi chirng cho thay sw twong déng cao
vé kha nang chan doan. Cu thé, hai b kit cho két qua trung khép nhau & 84% sb mau xét nghiém. Khi danh gia
chung ve dé chinh xac, bd kit ABT dat ti 16 nhéat quan 1a 91,46% (95%CI*: 84,17% dén 96, 12%) S0 Voi bo kit déi
chirng, trong d6 ty 1€ nhat quan dwong tinh dat 93,15 % (95%CI*: 84,74% dén 97,74%). Biéu nay cho thay bd kit
ABT c6 d0 tin cay cao trong viéc phat hién cac tac nhan gay bénh. Tuy nhién, ty 1& nhat quan am tinh ghi nhan
chi dat 59,26% (95%CI*: 38,80% dén 77,61%) (Bang 2), di¥ liéu ndy can dwoc xem xét kj hon trong phan danh
gia bén duwdi.
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Bang 2. Bang so sanh két qua xét nghiém téng thé cha kit ABT va kit d6i ching theo tirvng mau

i . Kit d6i ching .
Xét nghiém . N Tong
Dworng tinh Am tinh
) Dwong tinh TP =68 FP =11 TP+FN =79
Kit ABT —
Am tinh FN=5 TN =16 FN+TN =21
Téng TP+FN =73 FP+TN = 27 N =100

Trong do: TP: B4 kit ABT cho két qua duong tinh tring khép tét cd cac tac nhan véi it nhét 1 trong 2 bé kit déi ching; TN: B kit
ABT cho két qua am tinh trang khop v6i ca 2 bg kit doi chimg; FP: BO kit ABT cho ket qua duong tinh khong trung khép voi 2
b¢ kit doi chimg; FN: BO kit ABT cho két qua am tinh trong khi kit doi ching cho két qué duong tinh it nhat 1 tac nhan. N: tong
mau danh gia.

Céc mau sai léch két qua gira kit ABT so voi ddi chirng phan Ién la mau c6 tin hiéu phét hién & Ct tré (sau chu
ky 30) didu nay co thé do gi¢i han phat hién cta cac b kit la khac nhau, tir d6 dan dén sai khac khi phan tich két
qué & nhixng mau c6 ndng dd muc tiéu thap 6 trong 11 mau cho két qué dwong tinh khéng tring khép gitra cac
bo kit do kit ABT phat hién nhiéu hon déi ching it nhat 1 tac nhan, tap trung vao G. vaginalis, U. parvum, U.
urealyticum va M. genitalium. D& kiém chng lai d6 dac hiéu cta bo kit ABT, ching tdi tién hanh lwa chon mau cé
két qua tring khép gitra cac bo kit, sau d6 thue hién pha lodng mau trong TE1X. CAc mau pha lo&ng duoc tién
hanh chay phan trng realtime PCR vai tieng bo kit nham ghi nhan kha nang phat hién muc tiéu. Két qua ghi nhan
duwoc dbi véi cac mau DNA pha lodng chay cung kit ABT van cho tin hiéu duwong tinh déi voi cac déi tuo’ng G.
vaginalis, U. parvum, U. urealyticum va M. genitalium & ndng do DNA thap nhwng khéng ghi nhan tin hiéu & kit
ddi chirng. K&t qua trén 1a can ct cing cb cho gid thuyét v& nguyén nhan kit ABT phéat hién dwoc nhidéu mau
dwong hon kit déi chirng & mét s6 tac nhan 1a do d6 nhay (gi¢i han phat hién) cta bo kit. Tuy nhién, déi véi C.
albicans, kha nang phat hién & kit dbi chirng tét hon so véi kit ABT khi c6 mét s mau C. albicans dwong tinh véi
kit dbi chirng ma kit ABT khong phat hién dwoc. Nhw vay, nhin chung, hiéu qua s& dung cla kit ABT kit 1a twong
déi tot v&i dod chinh xac cao.

Xét nghiém chan doan xac dinh chinh xac tac nhan gay bénh la vo cung quan trong, gitip bac si dwa ra chan
doan va phac dd didu tri phu hop, hiéu qua, tranh nhdm I1an va diéu tri sai cac thc nhan gay bénh cé biéu hién lam
sang twong déng, han ché tinh trang s dung khang sinh bira bai, gép phan bao tdn hiéu qua cla khang sinh.
Xét nghiém c6 d6 nhay tt cho phép phét hién can nguyén & giai doan dau, gitp can thiép sém, ngén ngira bién
chirng va lay truyén cho ngwdi khac, gép phan kiém soat, phong ngira dich bénh.

Céc xét nghiém chan doan cé thé dwoc chia thanh it nhat 3 loai khac nhau: phét hién truc tiép, phat hién thong
qua phan (rng cla vat cht hodc phat hién chat chuy&n hoéa. Trong d6, viéc phat hién tryc tiép sw hién hién cla
céc vi sinh vat muc tiéu théng qua kinh hién vi véi sy hé tro cia thudc nhudém hodc soi twoi hién dang la phwong
phép chinh trong chan doan xac dinh phat hién tac nhan gay bénh gay bénh sinh duc nguy co cao. Méc du xét
nghiém truc tiép cé chi phi thap, d& dang thwc hién tai co sé y t&, khong doi hdi sw hé tro clia céng nghé cao
nhwng han ché vé dd nhay, do déc hiéu va moét sé tac nhan gay bénh khé soi hodc nhuém té bao (HPV, HSV...).
Vi vay, xét nghiém phan t, dic biét la realtime PCR la phwong phap thay thé tiém nang trong hd tro chan doan
xac dinh & nhitng giai doan dau, véi ndng dd tac nhan thap, hiéu qua chdn doan cao. B6 TopSENSI ® STD-12
gPCR Kit cCia ABT, ngoai dat dwoc chat lwong tét, twong quan cao vé hiéu qua chin doan so v&i cac b kit dbi
ching dwoc san xuat béi nwdc ngodi va dwoc cong nhan tai thj trwdng chau Au (CE-IVD), bd kit con khac phuc
tdn dong lién quan dén gia thanh ctia phuong phap do dwoc nghién clru va san xuét tai Viét Nam, mang lai nhiéu
lgi ich I&n vé phia ca nhan ngwdi bénh, gia dinh va ngudn luc y té.

Panh gia sw déng nhiém HPV va STD trén mau xét nghiém HPV & phu nir

Tiép tuc trién khai nghién ctru dot 2 trén 212 mau dich phét (n = 212), mau dwoc tach chiét thu nhan DNA va tién
hanh xét nghiém dinh tinh DNA-HPV va 12 tac nhan STD, trong d6 c¢6 180 mau (84,5%) cho tin hiéu dwong tinh
ddi véi HPV va 172 méu (80,8%) cho tin hiéu dwong tinh déi véi it nhat 1 thc nhan STD. C6 152 mau (71,4%)
cho két qua dwong tinh v&i HPV va STD; 28 mau (13,1%) dwong tinh v&i HPV nhung khéng cho tin hiéu dwong
tinh v&i tAc nhan nao cia STD va 20 (9,4%) mau phat hién dwong tinh it nhat véi 1 tac nhan STD nhwng am tinh
v&i HPV (Bang 3).

Bang 3. Téng hop két qua xét nghiém HPV va STD

HPV
(-) (+) Total

STD ) Count 12 28 40
% of Total 57% 13.2% 18.9%

(+) Count 20 152 172

% of Total 9.4% 71.7% 81.1%

Total Count 32 180 212
% of Total 15.1% 84.9% 100.0%
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Két qua 212 mau trén dwoc tién hanh kiém dinh chi binh phwong (X?) bing phan mém SPSS dé& danh gia méi
lién hé gitra bénh nhan nhiém HPV vé&i cac tac nhan STD. Véi gia thiét Ho la HPV va STD khong lién quan dén
nhau; Hi: HPV va STD c6 méi lién quan véi nhau, gia tri sau khi phan tich 1a x2 = 8,547, p = 0,003 (p < 0,05). Vi
vay bac bd gia thiét Ho, chap nhan gia thiét Hy: Bénh nhan nhiém HPV va STD c6 méi lién hé chat ché véi nhau.
Trong do, cac trweng hop dwong tinh véi HPV sé cho két qué STD (+) cao gép 5,4 lan so véi cac truong hop
STD (-), bAt k& tac nhan vi sinh vat gay bénh nao. Véi trwdng hop nhiém it nhat 1 tac nhan STD, ti 1& HPV (+) cao
gép 7,6 1an so véi HPV ().

Bén canh d6, nghién clru ghi nhan rang, trong téng s 212 mau dich phét, Gardnerella vaginalis 1a tac nhan cé
tan suat xuat hién nhiéu nhat (39,82%), tiép theo la Ureaplasma parvum va Candida albicans véi ti 1& phat hién
lan lwot la 25,66% va 15,34% (Bang 4). Ngoai ra, khdng ghi nhan tin hiéu v&i cac tdc nhan Neisseria
gonorrhoeae, Human herpesvirus 1 va Treponema pallidum.

Bang 4. S6 mau xét nghiém dwong tinh/am tinh véi tirng loai mam bénh 14y truyén qua dwéng tinh duc STD dot 2

Dwong tinh (+) Am tinh (-) . i B
Tac nhan — — Tan suat nhiem bénh
Mau % Mau %

Gardnerella vaginalis 135 63,40% 78 36,60% 39,82%
Ureaplasma parvum 87 40,80% 126 59,20% 25,66%
Candida albicans 52 24,40% 161 75,60% 15,34%
Mycoplasma hominis 27 12,70% 186 87,30% 7,96%
Ureaplasma urealyticum 20 9,40% 193 90,60% 5,90%
Chlamydia trachomatis 8 3,80% 205 96,20% 2,36%
Mycoplasma genitalium 5 2,30% 208 97,70% 1,47%
Trichomonas vaginalis 3 1,40% 210 98,60% 0,88%
Human herpesvirus 2 2 0,90% 211 99,10% 0,59%

*Neisseria gonorrhoeae, Human herpesvirus 1, Treponema pallidum: khéng c6 mau duong tinh

Céc nghién ctru trwdc day ciing ghi nhan rang co s lién quan dang ké vé tinh trang cta hé vi sinh am dao, ty &
vi sinh vat gay nhiém tring lay truyén qua dwong tinh duc gia tdng & phu ni bj viém am dao (BV). Trong d6 G.
vaginalis dwgc xem la tac nhan déng vai trd chinh trong co ché gay bénh BV. Pay la vi khudn xam |an ban dau
cta biéu mé am dao do kha nang bam dinh, gay déc té bao va xu huéng hinh thanh mang sinh hoc cao hon (so
v&i cac vi khuan lién quan dén BV khac) va tac déng nhw mét ciu nédi, thu hat va hd tro' cac loai khac sau d6 ¢
thé trd ngu vao va gay bénh (Kairys et al., 2023). Ureaplasma parvum va Candida albicans lam ting nguy co
nhi&m cac loai HPV gay ung thw va cé thé lam ting sw ton tai cia mot sb loai HPV (Vriend et al., 2015).

Ty lé ddng nhiém khac nhau tlly theo tac nhan lay truyén qua duwéng tinh duc, ti 1& ddng nhiém dao dong tlr 75%
dén 100%. Trong do, mam bénh phd bién nhat 1a Gardnerella vaginalis/Ureaplasma parvum (23,3%), Gardnerella
vaginalis (19,8%) (Bleu dd 1). M. hominis, U. parvum, U. urealyticum co ty 1& nhiém don 1é thap va ty 1é déng
nhiém cao. Nhirng mau nhiém M. hominis, T. vaginalis, HSV2 déu bi ddng nhiém v&i hon hai tac nhan gay bénh
tr& 1&n (Biéu db 2).
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Tac nhan vi sinh

Biéu dd 1. Téng hop ti & phat hién bénh chia madi tac nhan gay lay truyén qua dwong sinh duc
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Biéu do 2. Ty 1& déng nhiém theo tirng tac nhan gay bénh

Di¥ liéu cia nghién ctru nay ciing twong ddng véi két qua trong cac nghién cu trwdc d6. Mét nghién clru khac
cta Shipitsyna va déng tac gia (2020), ghi nhan méi lien hé dang k& khéng phu thudc vao dé tudi gitra viém am
dao lién quan dén vi khuan gay viém va sy hién dién cla M. hominis, T. vaginalis va C. trachomatis. D{ liéu trong
nghién ciru nay khéng ghi nhan trudng hop N. gonorrhoeae va T. pallidum nao dwgc phéat hién. Diéu nay phu
hop v&i loai mau dwoc st dung cho danh gia (phét am dao & ni¥) va cong tac kiém soat, diéu tri hién tai da lam
gidm ty lé nhiém céac vi sinh vat lay truyén qua dwong tinh duc lién quan dén lau va giang mai. Viéc ndm béat
dwoc xu huo’ng ddng nhiém cac tac nhan la tw liéu hiru ich cho xay dung phat dd diéu tri hiéu qué da tac nhan,
tang hiéu qua st dung thudc va rat ngan thdi gian chiva tri. Cac di¥ liéu ghi nhan tlr khdo séat tan sé xuét hién va
ty 1& ddng nhiém cac tac nhan cung cap thém théng tin cho cac co quan dich t& hodc cac don vi lién quan.

KET LUAN

Bo kit TOpSENSI ® STD-12 qPCR Kit (ABT, Viét Nam) dat chat lwong va hiéu qua phat hién muc tiéu twong
dwong vé&i cac bo kit nwéc ngoai (CE-IVD) ¢ cung muc dich st dung. Trong 100 mau 1am sang dwoc dung dé
so sanh gira cac b6 kit xét nghiém 12 tac nhan nguy co cao gay bénh dudng sinh duc dot 1, 10/12 tac nhan c6
ty 1& phan tram nhét quan tdng thé trén 90%; ty I& phan trdm nhat quan téng thé theo sy trung khop hoan toan
theo tirng mau xét ‘nghiém (dung va du tat ca tac nhan trong mau) gitra kit ABT v&i kit dbi chirng l1a 91,46%
(95%CI*: 84,17% dén 96,12%), trong do, ty |& phan trdm nhat quan dwong tinh 13 93,15 % (95%CI*: 84,74% dén
97,74%). Nhirng két qua nay ching minh tiém nang cta B xét nghiém TopSENSI® STD-12 qPCR (ABT) nhw
mot cdng cu co gid tri dé cai thién hiéu qua chan doan va phong ngtra STD. Bdng thoi nghién clru nay ciing déng
g6p thém thong tin v& mirc d6 ddng nhidm HPV véi STD vao co sé& di liéu 1am sang cling véi cac nghién ctu
truéc d6. Thong qua phan tich théng ké chi binh phwong ghi nhan méi twong quan chat ché gitra HPV va STD
Vi gid tri x2 = 8,547 (p = 0,003). Ngoai ra, nghién ctru ghi nhan Gardnerella vaginalis la tac nhan c6 tan suét xuat
hién nhiéu nhat (39,82%), tiép theo la Ureaplasma parvum (25,66%) va Candida albicans (15,34%). Mycoplasma
hominis, Ureaplasma parvum, Ureaplasma urealyticum c6 ty |& nhiém don 1é thp va ty 1& déng nhiém cao.
Nhirng mau dwong tinh Mycoplasma hominis, Trichomonas vaginalis, Human herpesvirus 2 d&u bi ddng nhiém
v&i hon hai tac nhan gay bénh. Xac xuét va ty 1& ddng nhiém tuy thudc vao tac nhan gay bénh.
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EVALUATION OF THE QUALITY OF THE TOPSENSI®STD-12 qPCR
KIT AND ITS APPLICATION IN ASSESSING HPV COINFECTION
WITH STD AGENTS IN HPV TEST SAMPLES

Phan Thi Ngoc Diem, Nguyen Duy Khanh', Do Ngoc Diem Truc, Truong Gia Hung, Mai Hoang Khanh Chi
ABT Biological Solutions Co., Ltd — Long Hau Branch, Vietnam

SUMMARY

Sexually transmitted diseases (STDs) are a health concern worldwide. Thus, finding a method to identify
sexually transmitted pathogens that are of good quality and reasonably priced plays an important role in
supporting the diagnosis, treatment, and prevention of these diseases. This can contribute to protecting public
health and reducing related medical burdens. The research team evaluated the quality of the TopSENSI® STD-
12 gPCR Kit (ABT), a Vietnamese-made kit for detecting 12 common sexually transmitted pathogens using
realtime PCR, and applied it to assess the co-infection of STDs with HPV. Compared with other foreign kits
(CE-IVD) that have the same features and purpose of use, this kit has equivalent quality and diagnostic
efficiency. The results show that 10/12 target pathogens have an overall consistency percentage of over 90%;
The overall consistency percentage according to the complete match between the ABT kit and the control kit was
91.46% (95%CI*: 84.17% to 96.12%) with the consistent positive percentage according to the test sample was
93.15% (95%CI*: 84.74% to 97.74%). These results demonstrate the potential of the ABT TopSENSI® STD-12
gPCR Kit as a valuable tool for improving STD diagnosis and prevention. Besides, this study also contributed
information about the level of co-infection between HPV and STIs to the existing clinical database from
previous studies. Through the statistical analysis of chi-square, a strong correlation was recorded between HPV
and sexually transmitted agents with a value of y2= 8.547 (p= 0.003). In addition, the study recorded that
Gardnerella vaginalis was the agent with the highest frequency of occurrence (39.82%), followed by
Ureaplasma parvum (25.66%) and Candida albicans (15.34%). The above data may be explained by the similar
characteristics and transmission routes of these pathogens, coupled with the diverse and potentially high-risk
population sampled.

Keywords: Sexually Transmitted Diseases, co-infection, HPV, realtime PCR, STD, STls.
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