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DPANH GIA PQ CHUM VA PQ PUNG CUA XET NGHIEM ANTI-CCP BANG
PHUONG PHAP MIEN DICH VI HAT HOA PHAT QUANG

Mai T4n Pat’, Nguyén Ngoc Minh Thu, Nguyén Thj Bio Minh
Truong Pai hoc Quoc te Hong Bang

TOM TAT

Pt vin dé: Panh gia dé chum do diing cia phiwrong phap xét nghiém la motphan khéng thé thiéu
dé danh gid dé tin cdy cia két qua xét nghi¢m. Pé tai duoc thuc hi¢n dé danh gida dé chum va dé
diing ciia xét nghiém Anti-CCP bdng phirong phdp mién dich hod phdt quang trén hé thong may
Abbott Architect i2000SR theo hudng dan EP15A43. Muc tiéu nghién ciu: Danh gia do chum va
do ding cua xét nghiém Anti-CCP bang phuwong phap mién dich vi hat hod phat quang trén hé
thong mdy Abbott Architect i2000SR. Poi tiwong nghién ciru: Vit liéu klem tra chdt lrong mau
ching ARCHITECT Anti-CCP QCI va QC2 cua hang Abbott. Hai mau huyét thanh & hai mirc
nong do. Phuwong phdp nghién ciru: Nghzen cuu thyc nghiém trong phong xét nghiém. Két qua:

Két qua cho ra CV% cua mau QC1 va mau QC2 lan lwot la 4. 97% va 1.48% nho hon gia tri nha
san xudt cong bo, dong thoi dé khao sdt tinh 6n dinh trén mdu huyét thanh thdt nghién ciru da
tién hanh xdc nhdn d6 chum trén mau huyét thanh trén va két qua CV% o mau huyét thanh 1 (co
nong dé thap) va mau huyét thanh 2 (cé nong do cao) cé gid tri CV% lan lwot la 2.066% va
1.333% nhé hon gid tri twong 1tng ma nha san xudt cong bo. Gid tri trung binh thuc nghiém cia
mau OC1 va QC2 nam ngodi khodng gid tri VI cho phép nhung gid tri Bias phong xét nghiém
nam trong khoang gia tri B% trong CLSI nén do dung ciing dwoc xdc nhdn. Két lugn: D6 chum
va d¢ ding ciia xét nghiém Anti-CCP thuc hién bang phwong phdp mién dich vi hat héa phat
quang trén hé théng Abbott Architect i20008SR dwoc xac nhan.

Tir khoa: do chum, do dung, xdac nhan gid tri su dung, Anti-CCP, EP15A43

EVALUATION OF THE PRECISION AND ACCURACY OF THE ANTI-CCP
ASSAY USING CHEMILUMINESCENT MICROPARTICLE IMMUNOASSAY

Mai Tan Dat, Nguyen Ngoc Minh Thu, Nguyen Thi Bao Minh

ABSTRACT

Background: Evaluation of precision and accuracy is an essential component in assessing the
reliability of laboratory test results. This study was conducted to evaluate the precision and accuracy
of the Anti-CCP assay using chemiluminescent microparticle immunoassay (CMIA) on the Abbott
Architect i2000SR system, following the CLSI EP15-A3 guideline. Objective: To assess the precision
and accuracy of the Anti-CCP assay using CMIA on the Abbott Architect i2000SR analyzer. Study
Subjects: The quality control materials used were ARCHITECT Anti-CCP QCI and QC2, provided
by Abbott. wo serum samples at two different concentration levels. Methods: An experimental study
conducted under controlled laboratory conditions. Results: The coefficient of variation (CV%) for
OCI and QC2 was 4.97% and 1.48%, respectively, which were both lower than the manufacturer's
stated values. To assess assay stability with real patient samples, precision testing was performed on
pooled serum samples. The CV% for serum sample 1 (low concentration) and serum sample 2 (high
concentration) were 2.066% and 1.333%, respectively both below the corresponding values provided
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by the manufacturer. Although the experimental mean values for QCI and QC2 exceeded the
allowable VI range, the calculated laboratory bias remained within the B% limits defined by CLSI,
indicating acceptable accuracy. Conclusion: The precision and accuracy of the Anti-CCP assay,
performed using the chemiluminescent microparticle immunoassay (CMIA) method on the Abbott
Architect i2000SR system, were verified.

Keywords: precision, accuracy, method validation, Anti-CCP, EP15-A3

1. DAT VAN DE

bap ng mong mubn phong xét nghiém ludn cung cap két qua dam bao do chinh xéc cao thi viéc
tién hanh xac nhan phuong phap phan tich 1a mot phan khong thé thiéu [1]. Van dé xac dinh do
chum d¢ dung cua mét phwong phap co thé thé hién duoc d6 tin cdy cua két qua xét nghiém do
mang lai. Vién Tiéu chuan 1am sang va xét nghiém Hoa Ky da dua ra tiéu chuan huéng dan EP-
15A3 gitp danh gia d6 chum va do dung véi quy trinh thuc hién don gian dé tiép can [2].

Viém khép dang thap 1a bénh viém khép man tinh thudng gip nhit trong nhém bénh viém khép va
duogc xép vao nhom bénh tw mién véi cac biéu hién dau & cac khop. Su pha huy sun khop va xuong
dudi sun dan dén hau qua dinh bién dang khop va dan dén tan phé cho nguoi mac bénh [3]. Pé nang
cao hiéu qua diéu tri thi viéc chan doan sém bénh duoc quan tam rat nhiéu, cho dén nam 2010 tiéu
chuan ctia Hoi Théap khép hoc Hoa Ky va Lién doan chéng Thap khép chéu Au dugc ap dung, voi nhicu
tidu chuan vé xét nghiém mién dich va trong d6 c6 tiéu chuan vé xét nghiém Anti CCP [4, 5].

Hién nay, tai Bénh vién Cho Ray xét nghiém Anti CCP dugc thyuc hi¢n trén h¢ théng may Abbott
Architect i2000SR duya trén phuong phap mién dich vi hat hoa phat quang. Dé dam bao cung cap
két qua xét nghiém tin cy trude khi 4 ap dung vao chan doan cho bénh nhén thi viéc xac nhén hi¢u
ning cta phuong phap 1a mot yéu cau rat quan trong. Vi vay, nghién ctru dugc tién hanh nham
danh gia 46 chum d6 dung ctia xét nghiém Anti CCP bang phuong phap mién dich vi hat hoé phat
quang trén hé thong may Abbott Architect i2000SR theo huéng dan EP15A3 ctia CLSI.

2. POI TUQNG VA PHUONG PHAP NGHIEN CUU

2.1. P6i twong nghién ciru

Déi twpng nghién ciiu:

- Vat liéu kiém tra chat lugng mau chimg ARCHITECT Anti-CCP Quality Controls 1 (0.7 U/ml) va
Quality Controls 2 (24.0 U/ml) ctia hang Abbott.

- Mau huyét thanh con du lai cia bénh nhan dugc chi dinh xét nghiém Anti CCP cua Khoa N¢i co
xuong khdp. Vi mau 1 duge tron tir ba miu huyét thanh cta bénh nhan & mire thip v6i ndng do lan
luot 1a: 1.5 U/mL, 1.8 U/ mL va 1.5 U/ mL. Mau 2 dugc tron tir ba mau huyet thanh ctia bénh nhan
& mirc ndng do cao c6 gia tri 1an luot 14 23.7 U/ mL, 34.5 U/ mL va 27.3 U/ mL (mAu khong bi nhiém
khuan, tan huyét, duc).

Thiét bi va hod chat sir dung:
-Thiét bi: H¢ thong may mién dich Abbott Architect i2000SR.

Bang 1. Hoa chit

Thudc thir Quy cach Lot Han sir dung
MICROPARTICLES 1x6.5 ml 12072UP00 29/07/2025
CONJUGATE 1x5.8 ml 12072UP00 29/07/2025
SAMPLE DILUENT 1x9.8 ml 12072UP00 29/07/2025

bia diém, nghién ctru: Nghién ctru dugc thuc hién tai Khoa Sinh hod Bénh vién Cho Ray tir thang
4/2024 dén thang 11/2024.
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2.2. Phwong phap nghién ctiru

Phurong phap nghién ciru: Nghién ctru thuc nghiém trong phong xét nghiém. Dya theo huéng dan
EP15-A3 ciia CLSI. Phén tich 13p lai mau vat lidu 5 1an trén mot ngay va trong 5 ngay lién tiép
(téng 25 lan chay). DBdi véi mau huyét thanh tron thyc hién tuong tu dé danh gid thém do chum.

Xet nghiém ARCHITECT Anti-CCP la xét nghiém mién dich vi hat hoa phat quang (CMIA) dé
ban dinh lugng khang thé tu mién IgG dac hi¢u V('r@ peptide citrullin héa d;,lﬁg vong (cyclic
citrullinated peptide - CCP) trong huyét thanh hay huyét twong ngudi trén hé thong ARCHITECT
1System.
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Panh gia do chum
Budre 1: N ‘ . ,
- Thyc hién chay lap lai hai mau QC ¢ hai mirc néng d9 5 lan trong mét ngay va trong 5 ngdy lién ticp [6].
- "l:rcf)n 3 méu huyét thanh ctia bénh r}hén 0 muc thap va 3 mau bénh nhan S"r muc cao. Ia duoc hai
mau huyét thanh bénh nhan & mﬁc thap va cao, sau d6 thyc hién chay nhu mau QC 1a 5 lan trong mot
ngay va trong nam ngay lién tiép.
Budéce 2: Tinh gia tri trung binh, d¢ 1éch chuan.
Buwéc 3: Sir dung test Grubbs dé loc gia tri ngoai lai. Khi mot két qua nim ngoai giéi han ctia Grubbs
s€ dugc xem la gid tri ngoai lai.
Grubbs= Mean + GxSD
Trong do: ,
Mean: Qié tri trung binh cuda so li€u thu dugc.
G: Hé s6 Grubbs, dugc tra tir bang Grubbs (voin =25 => G = 3.135) [2].
SD: B§ 1éch chuan cua két qua thu dugc.
Budéce 4: Udc tinh do chpm st dung phéan tich phuong sai mdt chiéu:
- Tinh toan cac thong so: SS ( Sum of squares), DF ( Dgrees of Freedom), MS (Mean squares).
- Tinh phuong sai ldp lai trong 1an chay Vw va phuong sai gitra cac 1an chay Vs.
Vw =MS2
Vg = (MS1-MS2)/ng

no: S6 1an chay
- Tinh d6 1éch chuan:
Tinh dd léch chuin trong lan chay: Sg =/ Vi,
Tinh dd léch chuin gitlra cac lan chay: Sp =/V3
Tinh d6 1éch chuin cta phong xét nghiém: Swr=,/Vyy + Vj
Chuyén doi SD qua CV%: CV = (SD* 100)/trung binh.
Budre 5: Danh gia két qua. So sanh d6 chum cila phong xét nghiém véi nha san xué:t. )
- Néu dd chum udc tinh cua phong xét nghiém nho hon d§ chum cia nha san xuat cong bo thi do
chum ctua phong xét nghiém dugc xac nhan. ) ) i
- Néu do chum udc tinh ctia phong xét nghiém 16n hon do chum cua nha san xuat cong bo thi can
tinh gi61 han xac nhén trén Uy (Upper verification limit).
- Tinh UVL bao gébm xac nhan bac ty do DF, do d¢ lap lai va do chum.

o DF=N-K
N: S6 lan Iap lai.
K: S0 lan chay.
- V&i d6 chum ctia phong xét nghiém can tinh p ctia nha san xuét:

p = SDwrnsx)y/SDrnsxy=CV%w1/CV%r
- G161 han xac nhan trén UVL:
UVL=F*CV%wrLnsx)

F: PBugc tinh toan theo DFwr bang 7 trong EP15A3.
Xéc nhan d¢ dung
Buwdce 1: Tinh sai s0 chuan ciia gia tri trung binh (seX)

= 1 2 nRep—-1 2
sex = |[—— Sy, — ( )S
\/nRun [ WL nRep R
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Trong d6: nRun (number of runs) s6 1an chay.
nRep (number of replicates) so 1an chay 1ap lai mai lan chay.

sec= /se% + seiy

Khi sir dung vat liéu 13 QC thi sai sé chun cua gié tri dich (serm) dugc gia dinh 13 =0 = se=sez

Buée 3: Tinh bac tu do két hop (df.)
Co dfe=nRun - 1 =5-1=4

Buwoc 4: Tinh khoan xac nhan VI (Verification interval)

Buéc 2: Tinh sai s6 chudn két hop

VI = True Value + (m*se)
m: Xac nhan theo ham t student c6 do chinh xac 95%.

Buée 5: Nhan dinh cac két qua da thu dugc.
- Néu trung binh gia tri thyc nghiém nam trong khoang xac nhan TV thi d6 ding cta phong xét
nghiém duoc xac nhan.
- Nguoc lai can tién hanh tiép:
+ Tinh d¢ chéch Bias:
Bias=Xx - TV

% Bias = B;'f *100

+ Tién hanh so sanh Bias ctia phong xét nghiém véi B% ctia xét nghiém trong CLSI dé danh gia xéac
nhéan d¢ ding cua xét nghiém [7].
+ Lién hé nha san xuat xac dinh nguyén nhan néu d¢ ding khong xac nhén.
Xir 1y s6 ligu
Dt liéu duoc tong hop va phéan tich trén phan mém Microsoft Excel.
Pao dirc nghién ciru
Nghién ctru hoan toan khong can thiép vao chan doan va diéu tri.

3. KET QUA NGHIEN CUU
3.1. B¢ chum N
Béang 2. Két qua chay mau QC thu dugc

oCl1 i i Anti CCP ‘(U/mL) ] ] Mean SD
Chay lan 1| Chay lan 2| Chay lan 3| Chay lan 4 | Chay lan §
Ngay 1 0.7 0.7 0.7 0.7 0.7 0.700 0.000
Ngay 2 0.7 0.7 0.7 0.7 0.7 0.700 0.000
Ngay 3 0.7 0.7 0.7 0.6 0.7 0.680 0.045
Ngay 4 0.7 0.7 0.8 0.7 0.7 0.720 0.045
Ngay 5 0.8 0.7 0.7 0.7 0.7 0.720 0.045
Gia trj cho 25 1an chay QC1 0.704 0.035
0C2 _ _ Anti CCP ‘(U/mL) _ _ Mean SD
Chay lan 1| Chay lan 2| Chay lan 3| Chay lan 4 | Chay lan 5
Ngay 1 21.3 21.3 20.5 21.6 21.5 21.240 0.434
Ngay 2 21.1 214 21.1 21.9 21.1 21.320 0.350
Ngay 3 21.5 21.6 21.8 21.4 21.8 21.620 0.179
Ngay 4 21.6 214 21.0 21.5 21.8 21.860 0.422
Ngay 5 21.6 21.8 21.6 21.5 21.7 21.640 0.643
Gié tri cho 25 lan chay QC2 21.460 0.316
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Bing 3. Xéc dinh gi¢i han Grubb’s trén mau QC cho xét nghiém

QC1 QC2
Mean 0.704 21.460

SD 0.035 0316

CV% 4.9% 1.5%
Gi6i han Grubb’s dudi 0.594 20.469
Gii han Grubb’s trén 0.814 22451

Nhan xét: Tét ca cac }(ét qua thu duoc khi chay~m5u QCl1 ném trong gidi han Grubb’s QC1 (0.594 -
0.814) va tat ca cac két qua thu duge khi chay mau QC2 déu nam trong gidi han Grubb’s QC2 (20.469
- 22.451) nén khong c6 két qua bi loai trong thir nghi€ém nay.

Bang 4. Udc tinh d6 13p va do tai 1ap bang phén tich phuong sai mot chidu (ANOVA)

Ngudn bién thién SS DF MS
Giira cac lan chay (MS1) 0.0056 4 0.0014
QC1 Trong lan chay (MS2) 0.0240 20 0.0012
Toan phan 0.0296 24
Giira cac 1an chay (MS1) 0.4976 4 0.1244
QC2 Trong lan chay (MS2) 1.9040 20 0.0952
Toan phan 2.4016 24

Nhén xét: Su dung One-way ANOVA tinh gia tri binh phuong cua trung binh cua cac lan chay va
binh phuong cua trung binh trong mét lan chay voi mau QCI lan luot 1a 0.0014 va 0.0012, d61 voi
mau QC2 lan luot 1a 0.1244 va 0.0952 .

Bing 5. Do chum ciia mau QC;, QC,

Miu QC1 Miu QC2
Mean 0.704 21.46
S 0.006 0.076
CVs 0.85% 0.354%
Sr 0.035 0.308
CVr 4.97% 1.44%
Swi 0.035 0.318
CVwL 4.970% 1.480%
P06 chum cong bo NSX CV% 10% 10%
Nhan xét Xac nhan Xac nhan
Bing 6. Két qua chay mau huyét thanh hai muc ndng d6 thu duoc
Anti CCP (U/mL)
Mau 1 Chay lin | Chay lin | Chay ldn | Chay lin | Chaylan | Mean SD
1 2 3 4 5
Ngay 1 1.7 1.7 1.7 1.7 1.7 1.7 0.000
Ngay 2 1.7 1.7 1.8 1.7 1.7 1.72 0.045
Ngay 3 1.8 1.7 1.7 1.7 1.7 1.72 0.045
Ngay 4 1.7 1.7 1.7 1.6 1.7 1.68 0.045
Ngay 5 1.7 1.7 1.7 1.7 1.7 1.7 0.000
Gia tri cho 25 1an chay Mau 1 1.704 0.035
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Anti CCP (U/mL)
Méu 2 Chay lan | Chay lan | Chay lin | Chay lan | Chay lan | Mean SD
1 2 3 4 5
Ngay 1 27.2 26.8 26.8 27.3 27.1 27.04 0.230
Ngay 2 27.0 26.9 273 26.8 26.9 26.98 0.192
Ngay 3 26.5 27.5 26.9 27.3 27.3 27.10 0.400
Ngay 4 27.1 27.5 27.2 26.8 27.9 27.30 0.418
Ngay 5 26.7 27.7 27.5 26.8 27.7 27.28 0.492
Gia tri cho 25 1an chay Mau 2 27.140 | 0.358
Bang 7. Xac dinh gi¢i han Grubb’s trén mau huyét thanh cho xét nghiém
Miu 1 Miu 2
Mean 1.704 27.14
SD 0.035 0.358
CV% 2.05% 1.42%
Gidi han Grubb’s dudi 1.59 26.02
Gid¢i han Grubb’s trén 1.81 28.26

Nhian Xét:’Tét ca cég két qua thu duoc khi chaz M?lu‘l naflm trong gidi han Grubb’s M~'§1u 1(1.59 -
1.81) va tat ca cac két qua thu dugc khi chay Mau 2 déu nam trong gidi han Grubb’s Mau 2 (26.02 -

28.26) nén khong c6 két qua bi loai trong thir nghiém nay.

Bing 8. U'c tinh d6 1ap va do tai lap bang phan tich phuong sai mot chiéu (ANOVA)

Nguon bién thién SS DF MS
Giita cac 1an chay (MS1) 0.0056 4 0.0014
Mau 1 Trong lan chay (MS2) 0.0240 20 0.0012
Toan phan 0.0296 24
Giira cac 1an chay (MS1) 0.772 4 0.1930
Mau 2 Trong lan chay (MS2) 2.3080 20 0.1154
Toan phan 3.08 24

Nhén xét: Su dung One-way ANOVA tinh gia tri binh phuong cua trung binh cua cac lan chay va
binh phuong cta trung binh trong mét lan chay vo1 mau Mau 1 lan lugt 1a 0.0014 va 0.0012, dé1 voi

mau QC2 1an luot 14 0.1930 va 0.1154 .

Biang 9. Do chum ciia mau huyét thanh Mau 1, Mau 2

Miu 1 Mau 2

Mean 1.70400 27.1400

Sk 0.00004 0.01552

CVg 0.00235 0.0572

Sr 0.03464 0.3397

CVr 2.03286 1.2516

SwL 0.03521 0.3618

CVwL 2.06630 1.3330

Do chum cong bd NSX CV% 10% 10%

Nhan xét Xac nhan Xac nhan
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Béang 10. Panh gid d6 ding

Miu QC1 Méiu QC2
Sai sb chuan cua thiét bi (sex) 0.00297 0.07104
Sai sb chuan cta gié tri dich (serm) 0 0
Sai s chuan két hop (se.) 0.00297 0.07104
Heé sb nhan 3.5 3.5
Bac tu do (DF.) 4 4
Khoéng xac nhan (VI) 0.690 - 0.701(U/mL) 23.752 - 24.248(U/mL)
Trung binh s6 liéu thuc nghiém 0.704 (U/mL) 21.460(U/mL)
Bias thiét 1ap PXN 0.57% 10.58%
B% (CLSI) 12.2% 12.2%
Nhan xét Xac nhan Xac nhan

Gia tri trung binh thuc nghiém ctia mau QC; 1a 0.704 nim ngoai khoang xac nhan VI (0.69 - 0.701)
va gia tri trung binh thuc nghiém cta mau QC; cling nim ngoai khoang xac nhan VI (23.752 - 24.248).
Tién hanh x4c dinh gié tri Bias phong xét nghiém va so sanh gia tri B% trong CLSI. Ta c6 Bias cua
phong xét nghiém & 2 mirc ndng 46 QC1 va QCz déu dat nhé hon B% nén do dung duge xac nhan [7].

4. BAN LUAN

Két qua xét nghiém gop phan quan trong trong cong tac chan doan va diéu tri. Ma mudn phat huy tdi
da y nghia ctia vai trd d6 thi viéc lam tbt cong tac quan 1y chét lugng xét nghiém 1a diéu cuc ki quan
trong [8]. Hién nay c6 kha nhiéu huéng din vé viéc xac nhan d6 chum va do ding ctia mot phuong
phap trong d6 hudng dan ciia Vién tidu chuan 1am sang va xét nghiém Hoa Ky EP15A3 1a mot huéng
dan dang dugc sir dung rong rii va pho bién vi quy trinh don gian dé thyc hién khong tén nhiéu thoi
gian va tiét kiém. Nghién ctru nay dugc thuc hién dua trén hudng din EP15A3 vé x4c nhan d6 chum
va d¢ ding ctia xét nghiém ARCHITECT Anti-CCP bang phuong phap mién dich hoa phat quang
trén hé thong may Abbott Architect i2000SR tai Bénh vién Cho Riy.

Pénh gia d¢ chum dugc thuc hién béng viéc phan tich mau QC ¢ hai mirc néng do lap lai moi ngay
5 1an va thyc hién trong 5 ngay lién tyc. Bén canh d6 nham danh gia tét hon vé d6 6n dinh ciia mau
nén nghién ctru da tién hanh song song voi hai mau huyét thanh nguoi da tron 3 mau ¢ nong do: 1.5
U/mL, 1.8 U/mL, 1.5 U/mL tao thanh mau huyét thanh 1 co né)ng do thép va 3 mau ¢o néng do: 34.5
U/mL, 23.7 U/mL, 27.3 U/mL tao thanh miu huyét thanh 2 c6 ndng do cao. Két qua Bang 5 cho thay
d6 chum udc tinh ctia phong xét nghiém & mirc QC 1a 4.98% nhd hon d6 chum cong bd ciia nha san
xudt 10% va mirc ndng d6 QC2 1 1.48% nhé hon do chum cong bd ciia nha san xuét 1a 10% nén do
chum ctia phuong phap xét nghiém trén 2 mau QC 1a chap nhan va khong can thyc hién tiép xac nhan
gia tri UVL. X¢ét trén két qua Bang 9 cho thiy gia tri d6 chum ctia mau thuyét thanh mot c6 nong do
thap 14 2.06% nho hon d6 chum ciia nha san xuit céng b va mau huyét thanh 2 ¢6 ndng do cao do
chum 13 1.33% nhé hon do chum cong b cta nha san xuét va khong can thuc hién tinh giéi han xéac
nhan UVL.

Pénh gia d6 dung duoc thuc hién dua trén phan tich két qua tir mau danh gia d6 chum trén QC1 va
QC2 vi miu Certificated Reference Material c¢6 gia thanh kha cao va kho tiép can. Xét trén két qua
Bang 10 cho thiy trung binh s lidu thuc nghiém trén mau QC1 14 0.704 vuot ndm ngoai khoang VI
cho phép (0.69 - 0.701) va trung binh s6 liéu thuc nghiém trén mau QC2 13 21.46 nim ngoai khoang
VI cho phép (23.752 - 24.248). Tién hanh xac nhan do chéch Bias phong xét nghiém so sanh véi B%
trong CLSI, két qua cho thdy Bias ciia mau QC1 1a 0.57% va ctia mau QC2 1a 10.58% nhé hon B%
cua xét nghiém trong CLSI nén d¢ ding dugc xac nhan.

Bén canh d6 mot s6 han ché cua nghién ctru c6 thé ké dén 1a khong str dung vat liéu tham chiéu duoc
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chimg nhén (Certified Reference Material - CRM) trong danh gia do dang va ndng d6 mau huyét
thanh tron str dung chua du rong dé danh gia ¢ vung gia tri cao.

5. KET LUAN

Phuong phap xét nghiém ARCHITECT Anti-CCP bing phuwong phap mién dich hoa phat quang trén
hé théng may Abbott Architect 2000SR c6 do chum duoc khao sat trén mau Quality Controls va mau
huyét thanh tron déu nam trong khoang gia tri x4c nhan ma nha san xuat di cong bd. Do dung dugc
phan tich trén mau Quality Controls c6 gia trj trung binh thyc nghiém ndm ngoai khoang VI cho phép
nhung gia tri Bias phong xét nghiém nam trong khoang gia tri B% trong CLSI nén d6 dung ciing
duoc xac nhan.

Dé xuét nghién ctru thém gid tri str dung va do khong dam bao do cua Phuong phap xét nghiém
ARCHITECT Anti-CCP bang phuong phap mién dich hoa phat quang trén hé thong may Abbott
Architect i2000SR.
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