“ » NG Digitally signed
s Ce

ONG NGHE
=~ TIANLONG
GHE VIET NAM

= e A " -
ang thé kRHahyg: roid Peroxidase
GIAM. (@] VlET 112?2:?7y

Ma san pham UAWIFmg gor”

50 Tests/Kit

Reagent 1:1x2.5mL, Reagent 2:1x11.0mL,

Calibrator A: 1.0mLx1, Calibrator B: 1.0mLx1, Calibrator C: 1.0mLx1, Calibrator D:
1.0mLx1, Calibrator E: 1.0mLx1, Calibrator F: 1.0mLx1

100 Tests/Kit

Reagent 1:1x5.0mL, Reagent 2:1x22.0mL,

Calibrator A: 1.0mLx1, Calibrator B: 1.0mLx1, Calibrator C: 1.0mLx1, Calibrator D:
1.0mLx1, Calibrator E: 1.0mLx1, Calibrator F: 1.0mLx1

200 Tests/Kit

Reagent 1:2x5.0mL, Reagent 2:2x22.0mL,

Calibrator A: 1.0mLx1, Calibrator B: 1.0mLx1, Calibrator C: 1.0mLx1, Calibrator D:
1.0mLx1, Calibrator E: 1.0mLx1, Calibrator F: 1.0mLx1

100 Tests/Kit

Reagent 1:1x10.0mL, Reagent 2:1x25.0mL,

Calibrator A: 1.0mLx1, Calibrator B: 1.0mLx1, Calibrator C: 1.0mLx1, Calibrator D:
1.0mLx1, Calibrator E: 1.0mLx1, Calibrator F: 1.0mLx1

KH-G-L-335-01-CE

KH-G-L-335-02-CE

KH-G-L-335-03-CE

KH-G-L-335-04-CE

Muc dich str dung
B& xét nghiém dinh lwong khang thé khang Thyroid Peroxidase la xét nghiém mién dich héa phat quang dé xac dinh dinh
lwong khang thé khang peroxidase tuyén giap (Anti-TPO) trong huyét thanh ngudi va dwoc st dung dé hd tre chan doan

ldm sang.

Toém tat va giai thich

TPO, mét loai protein v glycosyl hda, ndm trén bé mat ctia t& bao nang tuyén giap [1]. TPO & nguwdi bao gdm 933 axit
amin, trong d6 845 axit amin ngoai bao, 60 axit amin ndi bao va mét s it axit amin tao thanh phan xuyén ngay [2]. TPO
doéng vai trd quan trong trong qua trinh giap tuyén hormone téng hop & co thé ngudi, vi né co thé tac dong 1én qua trinh
iod héa cac gbc tyrosine trong thyroglobulin va qua trinh tdng hop hai gbc tyrosine trong thyroglobulin thanh T4 va T3. [3].
TPO 13 mét khang nguyén tiém nang va khang thé ty mién dich TPO (Anti-TPO) cé thé dwoc phat hién & hau hét cac
bénh nhan viém tuyén giap Hashimoto (HT) va 75% bénh nhan mac bénh Graves (GD) [4]. Ndng d6 khang thé TPO cao
14 dAu hiéu cia bénh. D6 nhay cé thé duoc cai thién néu phat hién ddng thdi khang thé khang thu thé khang TPO va
khang TSH, nhung két qué am tinh khong thé loai trir kha nang méc bénh tw mién dich 1.

Nguyén tac thi nghiém

Ap dung xét nghiém lién két protein canh tranh (CPBA). Cho mau, hat tlr pht khang nguyén TPO va polymer lién két chéo
phosphatase kiém khang thé TPO vao céc phan (ng, sau d6 G va rira. Khang thé TPO va polymer lién két chéo
phosphatase kiém khang thé TPO ctia mau sé lién két canh tranh v&i khang nguyén TPO dwoc bat gilr trén hat tir. Thém
chét nén phat quang héa hoc va kiém tra tin hiéu phat quang héa hoc, dwoc do bang RLU. Cé méi quan hé ham sé gitra
ndng dd khang thé TPO trong mau va RLU dworc kiém tra bang thiét bi, va gia tri ndng dd cta né dwoc tinh toan tw déng.

Thanh phan bo xét nghiém
S S
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Hat tr dwge phu khang nguyén TPO, gelatin, dung

. 2.5mLx1 . .
Reagent 1 dich dém, chat bio quan 5mLx 5.0mLx1 5.0mLx2
Khang th& TPO gén nhan phosphatase kiém,
Reagent 2 gelatin, axit casamino, dung dich dém, chét bao 11.0mLx1 22.0mLx1 22.0mLx2
quan
Calibrator A Huyét thanh ngwa, dung dich dém, chat bao quan 1.0mLx1 1.0mLx1 1.0mLx1
Calibrator 8 \nang the TPO (15~351U/mL), huyetthanh ngua, 4 o g 1.0mLx1 1.0mLx1
dung dich dém, chat bao quan
Calibrator C <hang the TPO (3.5~75JU/mL)2 huyet th?nh ngva, 1.0mLx1 1.0mLx1 1.0mLx1
dung dich dém, chat bdo quan
Calibrator D Khang the TPO (100~2001U/mL), huyet thanh ) 4 1.0mLx1 1.0mLx1
ngwa, dung dich dém, chat bao quan
Calibrator E Khang the TPO (320~4801U/mL), huyet thanh ) 4 1.0mLx1 1.0mLx1
ngwa, dung dich dém, chat bao quan
. 2 A
Calibrator F Khang the TPO (480~7201U/mL), huyet thanh 1.0mLx1 1.0mLx1 1.0mLx1

ngwa, dung dich dém, chéat bao quan
Chét chuén c6 thé dwoc truy xuét ngudn gbe theo tiéu chudn quéc t& WHO (66/387). Gia tri xac dinh dwoc thé hién theo
16 cu thé. Dé biét gia tri cu thé nay, hay xem menu "chat chuan" trén giao dién van hanh thiét bi khi tai théng tin 16 ctia bd
xét nghiém.
Lwu y: Khéng hoan ddi hoac tron 1an cac thanh phan trong bd xét nghiém tir cac 16 khac nhau.
Vat liéu can thiét nhwng khéng dwoc cung cap

Dung dich vé sinh

Dung dich nén cho hé thdng xét nghiém mién dich hoan toan ty déng

Céc phan &ng (cho Polaris V150)

1
2

3

4. Dung dich rira
5. Cbc phan trng/dau hat (b6) (cho Polaris i2400)

6. Vatliéu kiém soat chat lwong do Shanghai Kehua Bio-engineering Co., Ltd. (KHB) hodc cac cong ty khac cung cép.

Lwu y: Pham vi ndng do kiém soat chat lwong twong (rng sé dwoc phong xét nghiém xac minh va thiét lap.

Bao quan

B& xét nghiém chwa mé& nén dwoc bdo quan & nhiét d 2 ~ 8°C va tranh déng lanh. Han st dung la 12 thang.

B& xét nghiém da mé nén duwoc bdo quan & nhiét dd 2 ~ 8°C va tranh déng lanh. Khuyén nghi st dung bd xét nghiém
trong vong 28 ngay.

Vui ldng xem nhan dé biét ngay san xuét va han st dung chi tiét.

Thiét bi twong thich
May phan tich mién dich hoa phat quang hoan toan tw dong: Polaris i2400, Polaris V150

Yéu ciu vé mau

1. N6 dwoc ap dung cho cac mau huyét thanh .

2. VUi long tach mau huyét thanh ra khdi dng dwng mau va bao quan ngay sau khi &y mau. Mau c6 thé dwoc bao quan
trong hai tuan & nhiét do 2 ~ 8°C va 6 thang & nhiét d6 dudi -20°C. Mau khéng dwgc déng lanh va ra déong qua mét lan.
3. Néu can theo déi lién tuc ndng dod khang thé TPO cla cling mot bénh nhan & cac thdi diém khac nhau, phai st dung
cung loai 8ng 1y mau tr cling moét nha san xuét.

4. Cac mau chira két tia hodc béng cén phai dwoc ly tam trwéc khi thir nghiém va lay phan dich ndi dé thir nghiém sau
khi ly tam; khuyén nghi ly tam & téc d6 10.000g trong 10 phut.

5. Dam bao khéng cé bong boéng trong tat ca cac mau thir trwde khi ther nghiém, néu khong sé anh hwéng dén két qua
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thir nghiém..

Phwong phap thi nghiém

e Chuan bi mau:

1. M&i thé tich mau cho mét Ian xac dinh duy nhét khéng duoc thdp hon 280pL va 80uL mau sé duoc thém vao cho méi
I4n xac dinh dwoc thém vao.

2. MAu, chét chuan va chét kiém soat chat lwgng dwoc can bang & nhiét do phong trwéc khi st dung, cac mau déng lanh
sé dwoc thir nghiém sau khi ra dong va tron hoan toan.

3. MAu, bd hiéu chuan va kiém soat chat lwgng sau khi can dwoc dat trén gia 6ng twong trng va méa vach khéng dwoc che
pha khi dat.

e Chuén bj thubc thir: (cho Polaris )

1. Kidm tra cac thanh phan cua tat ca cac chai thubc thir 1a chinh xac.

2. Chiéu cao clia cac chai thudc thi trén ké thubc thtr co dong déu khéng, dé tranh dung cu bi ket trong qua trinh van
chuyén.

3. Néu bo xét nghiém duogc thtr nghiém 1&n dau tién, ma vach trén ké thuéc thir sé dwoc quét va mang nhém cua tat ca
cac chai thubc thir sé bj xé.

4. C6 thé tién hanh thtr nghiém khi cho thudc thir vao dia thudc thtr va trén déu Reagent R1.

e Kiém tra: Chon quy trinh kiém tra Anti-TPO va nhan “Chay”. Sau khi thiét bi kh&i dong, két qua sé dwoc kiém tra tw
dong.

o Hiéu chuan va kiém soat chat lwgng

1. Hiéu chuan

1) Khi tién hanh hiéu chuan, hay kidm tra bo hiéu chudn A-F 3 1an méi I&n va thiét bj sé& tw dong tao ra cac dudng cong
hiéu chuén twong &ng.

2) Vui long kiém tra chét lwong kiém soat khang thé TPO trong khi kidm tra chét hiéu chudn A-F va duwdng cong hiéu
chuén cé hiéu lyc khi gia tri kiém soat chat lwgng ndm trong pham vi cho phép.

3) Viéc hiéu chuan lai s& dwoc thue hién theo cac didu kién sau :

S dung bd xét nghiém tir 16 ma&i ;

St dung bd xét nghiém tlr cing mot bd xét nghiém trong hon 7 ngay;

St dung thudc thir tlr cling mét 16 trong hon 28 ngay;

Gia tri kidm soat chat lwong dwoc kidm tra ndm ngoai pham vi cho phép;

Thay ddi phan ctrng va phan mém bao gém slra chiva thiét bi va nang cap phadn mém.

2. Kiém soat chat lvong:

1) Khuyén nghi s dung vat liéu kiém soat chat lwgng do KHB hodc cac cong ty khac cung cp nhuw BIO-RAD. Céc chét
kiém soat chat lwong thwong mai khac chira khang thé TPO ciing cé s&n, nhwng pham vi ndng d6 kiém soat chat lvong
twong (rng sé& do phong thi nghiém thiét Iap.

2) Nén kiém tra lai chat lwong kiém soat néu khoang thoi gian kiém tra dai hon 24 gid.

o Tinh toan két qua:

Thiét bi tw dong tinh toan néng dd khang thé TPO ctia mau, véi don vi IU/ml.

e Pha lodng mau:

M3u khéng thé pha loang va khang thé tw dong bidu hién tinh khong ddng nhét, do dé pha loang khéng tuyén tinh xuét
hién.

Pham vi tham chiéu

Chuing t6i da xét nghiém 175 mau huyét thanh ltc déi clia nhitng ngwdi khde manh tai Thuwgng Hai va ap dung phuong

phap phan vi d& phan tich thdng ké. Két qua duoc thé hién trong bang dui day:
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175 16.09 44.50
Khoang tham chiéu binh thwdng ma ching téi nhan dwoc thdp hon 44,50 IU/mL. Tuy nhién, xét dén sy khac biét vé khu
vire, gidi tinh va do tudi, chung toi cling dé xuat méi phong xét nghiém nén thiét 1ap khoang tham chiéu riéng.

Giai thich két qua xét nghiém

1. Két qua thir nghiém c6 hiéu luc néu két qua thir nghiém kiém soat chét lwgng ndm trong pham vi cho phép; két qua thiy
nghiém khéng c6 hiéu luc néu két qua thtr nghiém kiém soat chat lwong ndm ngoai pham vi cho phép, khi d6 phai hiéu
chuan lai dé thtr nghiém.

2. Pham vi phat hién ctia b6 xét nghiém nay la 7.5 ~ 600 1U/ml.

Khi ndng dd cao hon 600 1U/ml, két qua dwoc hién thi 1a ">600 IU/mI"; khi ndng do thap hon 7,5 1U/ml, két qua dwoc hién
thi la “<7,5 IlU/ml ”.

3. Viéc xem xét va phan tich két qua xét nghiém sé do cac chuyén gia dam nhiém. Bac si 1am sang sé dwa ra chan doan
toan dién dwa trén cac dau hiéu 1am sang, tién sir bénh va cac chi s lién quan ciia bénh nhan. Néu két qua xét nghiém
khéng phu hop hodc tham chi khéng nhét quan véi tinh trang 1am sang, sé tién hanh phan tich dé tim ra nguyén nhan.

Han ché cua phwong phap thir nghiém

1. Két qua xét nghiém clia san phdm chi mang tinh chat tham khao lam sang va khéng phai la co s& duy nhat cho chan
doan va diéu tri 1am sang. Viéc quan ly 1am sang cho bénh nhan phai dwoc xem xét toan dién dwa trén cac triéu
chirng/ddu hiéu thuc thé clia bénh nhan, cac xét nghiém khac (d&c biét 1a xét nghiém nguyén nhan), phan ng diéu tri,
dich té hoc va cac théng tin khac.

2. Bénh nhan da tiép xtc lau dai véi déng vat hodc cac san phdm huyét thanh déng vat co thé cé khang thé heterophil.
Khang thé nay sé phan (ng véi immunoglobulin, do d6 anh hwéng dén két qua xét nghiém. Do d6, khuyén céo nén phan
tich cu thé theo tinh trang ctia bénh nhan.

3. Bénh nhan dwoc didu tri bang khang thé don dong (mAb) c6 thé cé két qua xét nghiém khang thé TPO bj nhiéu. Do do,
khuyén céo nén phan tich mau bénh pham clia nhirng bénh nhan nay theo cac triéu chirng Iam sang cu thé.

4. Bénh nhan bj tan mau hodc m& mau co thé nhan dwoc két qua xét nghiém khoéng chinh xac .

Pic diém hiéu suét
1. Gigi han phat hién: khéng cao hon 7.51U/mL .

B T S

3800817 3891932 3857471
S2 2962345 3016334 3017514
S1 mean RLU 3895514 3893631 3892175
SDst1 44279 116449 53403
Ms1+2SDst1 3806956 3660733 3785369
gigi han phat hién 0.00 6.60 2.15

2. B0 chinh xac: D6 bao phu cla bd xét nghiém la 85% ~ 115%.

e e L
Mau

Quan sat (IU/mL) Quan sat (IU/mL) Quan sat (IU/mL)
Mau A 429.8 463.4 453.3
M&u B 117.0 132.5 122.7
M&u C 145.1 159.8 150.5
Bao phi % 92.6% 87.5% 88.4%
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3. B9 chinh xac trong 16: CV < 8%; B0 chinh xac gilta cac 16 : CV < 15%.
Kiém tra ca hai mau 10 Ian dé cé dwoc Ms va SD tir két qua thér nghiém va tinh CV theo phwong trinh CV=SD/Mx100%.
(1) Within-batch precision

I S TS T

M (U/mL) SD M (U/mL) SD M (U/mbL) SD
L 230.4 4.21 1.8% 246.9 4.09 1.7% 2344 6.09 2.6%
H 549.0 13.78 2.5% 564.3 11.17 2.0% 578.8 14.96 2.6%

(2) B6 chinh xac gitra cac 16

Mau H 564.0 17.92 3.2%

4. D6 tuyén tinh: Trong khodng néng dd 7,5 ~ 6001U/ml, hé sé phu thudc tuyén tinh r = 0.99.

o e

Ma&u Quan sat 'li::: tt:;rer:]g Quan sat 'leu:s ::;nng Quan sat |-c|]eu: ::;nng
Ioang (U/mL) (U/mL) (U/mL)
tinh r tinh r tinhr

H1 1% 2.87 3.27 4.16

H2 5% 1717 22.98 20.6

H3 10% 43.1 50.3 41.57

H4 20% 97.7 0.99801 114.1 0.99930 98.9 0.99744
H5 60% 3735 392 378

H6 80% 533.4 547.9 543.6

H7 100% 701.4 701.4 721

5. D6 dac hiéu
(1) Phan trng chéo

. _ ) Phan (rng chéo %
Chat gay nhiéu Lwong bo sung

Anti-TG 4001U/mL 0.6% 0.9% -0.7%

(2) Chét gay nhiéu
sung Bao phi % Bao phd % Bao pht % huéng

He"gﬁ%')"b'” 1000 mg/dL  99.29%  103.16%  98.43%  103.72% 101.70%  92.97% khong
Bilirubin 60mg/dL  98.11%  99.89%  109.51%  91.30%  94.74%  92.61% khong
Chylomicron 0.50% 87.30% 108.67% 99.13%  98.21%  105.97% 103.45% khong
RF 250 IU/ML  106.50% 92.61%  100.97% 103.20% 95.62%  99.87% khong
ANA 160 titer 8598%  9355%  103.02% 91.37%  105.85% 121.20% khang

Thi nghiém vé cac chét gay nhiéu cho thay khéng tim thdy sy can thiép v&i 1000 mg/dL hemoglobin, 60 mg/L bilirubin,
0,5% chylomicron, 250 IU/mL RF, 160 gia tri ANA va 4001U/mL Anti-TG .

Canh bao va than trong
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Canh bao

H300 Gay ttr vong néu nubt phai.

H302 C6 hai néu nudt phai.

H310 Gay ttr vong néu tiép xtc véi da.

H314 Gay béng da nghiém trong va tén thwong mét.

H318 Gay tén thwong mét nghiém trong.

H330 Gay ttr vong néu hit phai.

H335 Co6 thé gay kich (rng dwérng hd hép.

H400 Rat doc dbi véi sinh vat thay sinh.

H410 Rat doc ddi véi sinh vat thay sinh véi tac déng lau dai.

Than trong

P261 Tranh hit phai bui/khoi/khi/swong/hoi/bui nwée.

P305+P351+P338 | NEU DINH VAO MAT: Rira can than bang nudc trong vai phat. Thao kinh ap trong néu cé va
dé thao. Tiép tuc rtra.

P501 Vit bé thanh phan/vé hdp theo quy dinh clia dia phuong/khu vuc/quéc gia/québc té.

1. DUng cho muc dich ch&n doan in vitro.

2. Chi str dung cho muc dich chuyén mén. San phdm chi dwoc sir dung béi nhan vién dwgc hwéng dan va dao tao déc
biét vé& quy trinh ch&n doan in vitro.

3. Khéng s dung san phdm néu bao bi bi hw héng.

4. Dam bao Reagent 1 dwoc trén déu trwdc khi siv dung.

5. Viéc xét nghiém khang thé TPO béng cac phwong phap khac nhau co thé cho két qua khac nhau. Khi can theo dai lién
tuc ndng dd khang thé TPO, khuyén nghi st¢ dung bd xét nghiém do ciing mét nha san xuét san xuat.

6. Tranh tao bot khi trong mau va thudce ther trong qué trinh van hanh. B4t ky bot khi nao cling phai dwoc loai bd béng tam
bdng hoac pipet sach.

7. Méi trwdng van hanh va bién phap bdo vé ngudi van hanh dwgc mé ta rd rang trong Hwéng dan St dung. Vi d6i twong
th& nghiém 1a mau huyét thanh ngudi cé thé chira mam bénh, ngwdi van hanh phai tuan thi cac yéu cau cta xét nghiém
bénh truyén nhi&m trong phong thi nghiém.

8. TAt ca chéat thai phat sinh trong phong thi nghiém phai dwoc xi ly theo "Phong thi nghiém - Y&u ciu chung vé an toan
sinh hoc" (GB 19489-2008) va "Quy dinh vé k¥ thuat khi tring trong méi trwdng cham soc stec khde" (WS/T 367-2012).
Chét thai truy&n nhiém bao gdm cac mau, mdi trwéng nudi cay va cac vat dung khac khong can thiét. Cac vat dung nay
can duoc niém phong trong cac thiing chira chéng ro ri d&c biét va dwoc van chuyén ding cach dén phong khi triing, noi
ching sé dugc xt Iy hodc loai b sau khi khir tring ap suét cao.

9. M6t sb thanh phan ctia bod xét nghiém cé chira BSA ¢ ngudn gbc tir bd va huyét thanh ngua, duoc 14y tir ngudn cung
cAp duoc phé duyét ciia quéc gia. Tuy nhién, theo GSYJX [2006] sb 407 “Thong bao vé Bang ky Thiét bi Y t& ¢ chiva Vat
lidu c6 ngudn gbc tlr Bd va Clru”, van ¢6 nhirng rdi ro tiém &n déi véi nhan vién van chuyén va ngudi st dung BSA va
huyét thanh ngwa. Nhan vién lién quan phai thuc hién cac bién phap an toan can thiét. Tranh tiép xdc trwc tiép thube thir
véi da.

10. Thubc thr c6 chira chat bdo quan natri azide. Vui long khéng nuét. Tranh tiép xuc tric tiép véi da va niém mac. Trong
trweng hop vé tinh tiép xtc, hay rira bang nhiéu nwéc. Trong trueeng hop st dung sai, vui long dén bénh vién ngay lap

tlre.
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Nhan
d Nha san xuét /ﬂ/ gi&i han nhiét do
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dan st dung dién tcr
. . Khéng st dung néu bao bi bj
REF Ma san pham i
hw hdng
o Dai dién dwoc Gy quyén tai
Hwoéng 1én trén EU |REP RN L
— Cong dong Chau Au
g Han st dung C € D4u CE
Chtra di hoa chét cho -
Rui ro sinh hoc
;; <N> xét nghiém (}‘L}) )
Reagent 1 Reagent 2
CALA Calibrator A CALB Calibrator B
CALC Calibrator C CALD Calibrator D
CALE Calibrator E CALF Calibrator F
335-V1.1-en Trang 7/ 8

2025/05



KHB Anti-TPO(CLIA)

4

Calibrator A,Calibrator B,Calibrator C,Calibrator D,Calibrator E,Calibrator F
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