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B6 Thudc Thir xét nghiém dinh lwong HbAlc (Phwong phap Mién
dich Do d¢ duc)
HbAlc Reagent Kit (Immunoturbidimetric Method)

Huéng din sir dung Mai Tham chiéu: CC1043

TEN SAN PHAM
HbA1c Reagent Kit (Immunoturbidimetric Method)
QUY CACH PONG GOI

R1: 2x15 mL R2a: 1x0.5 mL R2b: 1x9.5 mL Dung dich pha lodng Alc : 2x50 mL
R1: 2x30 mL R2a: 1x1mL R2b:1x19mL Dung dich phalodng Alc: 3x65 mL
R1: 1x30 mL R2a: 1x0.5mL R2b: 1x9.5 mL Dung dich pha lodng Alc : 2x50 mL
R1: 1x60 mL R2a: 1x1mL R2b: 1x19 mL Dung dich phalodng Alc : 3x65 mL
R1: 1x60 mL R2a: 2x0.5 mL R2b: 2x9.5 mL Dung dich pha lodng Alc : 3x65 mL
R1: 4x15 mL R2a: 2x0.5mL R2b: 2x9.5 mL Dung dich pha lodng Alc : 4x60 mL

MUC PICH SU DUNG

Bo thude thir nay dugc st dung dé xac dinh dinh luong in vitro né)ng d6 HbAlc trong té bao mau
nguoi. Vé mit 1am sang, xét nghiém nay chu yéu duoc st dung dé hd tro chan doan bénh dai thao
dudng (tiéu duong) va theo doi mirc duong huyét. Chi danh cho muc dich st dung chuyén nghiép va
phong xét nghiém.

NGUYEN LY XET NGHIEM

Bo kit ndy xac dinh ty 1& phan trim cua HbAlc trong tong hemoglobin (Hb) bing phan tmg khang
nguyén-khang thé. Hap phu khong dic hiéu: Tong Hb va HbAlc trong mau déu thé hién su hip phu
khong dic hiéu nhu nhau 1én pha rin dugc phu latex.Hinh thanh phirc hgp mién dich: Khi khang thé
don dong dic hiéu cuia HbAlc duoc thém vao, mot phirc hop latex- HbALc khang thé don dong chudt
khang HbAlc ngudi duoc hinh thanh.Ngung két: Phic hop nay sau d6 ngung két khi c6 mat khang
thé khang IgG chudt dé. Po ludng: Muc do ngung két tuong quan véi lugng HbALc lién két voi bé
mat latex. Bang cach do d hap thu va so sanh voi duong cong ndng d6 HbALc chuan, ty 1& phan trim
ctia HbA1c trong tong Hb ctia mau c6 thé duoc xac dinh.

THANH PHAN CHIiNH

Thanh phan b kit Thanh phén trong thuéc thir Nong do

Lo Latex 60 mL/L
Thuoc thir 1 R Dung dich dém Glycine 0.1 mol/L
R2a Khang thé IgG Dé khang Chuot 50 mg/L
Thuée thir 2 __Dung dich dém Glycine _ 0.1 mol/L
R2b Khéng thé Pon dong Chuét khdng HbAlc nguoi 120 mg/L
Glycine buffer 0.1 mol/L

Dung dich pha lodng Alc H20 100 mL

Céc thanh phan trong cac 16 khac nhau ctia mot bo thude thir da thanh phan khong dugc thay thé 1dn
nhau.

PIEU KIEN BAO QUAN VA HAN SU DUNG

Thubc thtr chua mo phai duoc bao quan ¢ nhiét d6 2-8°C tranh anh sang, vdi han str dung 1a 18 thang.
Thubc thir d3 mé on dinh trong vong 42 ngay khi duge bao quan & nhiét do 2-8°C. Vui long tham
khao nhan trén b thude thir dé biét ngay san xuét va han st dung.

THIET BI AP DUNG
B thude thir nay co thé 4p dung cho céc thiét bi sau: My xét nghiém sinh héa tu dong hoan toan cua
hang Hitachi High-Tech (Shanghai) International Trading Co., Ltd., cAc model: 7100, 7170, 7180,



7600, LABOSPECT 008 AS, 3100, 3500. May xét nghiém sinh hoa ty dong hoan toan cuia hang
Beckman Coulter Commercial Enterprise (China) Co., Ltd., c&c model: DXC800, AU480, AU680,
AUS5800. May xét nghiém sinh hoa tu dong hoan toan ctia hang Canon Medical Systems (China) Co.,
Ltd., cac model: TBA-120FR, TBA-2000FR, TBA-FX8. May xét nghiém sinh hoa tu dong hoan toan
cta hang Shenzhen Mindray Bio-Medical Electronics Co., Ltd., cAc model: BS-420, BS-490, BS-600,
BS-800, BS-820, BS-2000. May xét nghiém sinh héa tu dong hoan toan ctia hang Dirui Industrial Co.,
Ltd., cac model: CS-400, CS-600B, CS-1200. May xét nghi¢ém sinh hoa ty dong hoan toan cta hang
Siemens Healthineers Diagnostics (Shanghai) Co. Ltd., cAc model: 1800, 2400, ADVIA Chemistry
XPT. May xét nghiém sinh hoa ty dong hoan toan ctia hang Roche Diagnostics (Shanghai) Co., Ltd.,
cac model: cobas 6000 c¢ 501, cobas 8000 c¢ 502, 701, 702. May xét nghiém hda hoc 1am sang
(Clinical chemistry analyzers) ciia hang Getein Biotech, Inc, cac model: CM-400, CM-430, CM-480,
CM-600, CM-630, CM-680, CM-800, CM-830, CM-880, CM-2000, CM-1600, CM-1200, CM-1000.
May xét nghiém sinh hoa tu dong (automatic biochemical analyzers) ciia hang Changchun Blaser
Medical Technology Co., LTD, cac model: BBA-400, BBA-300, BBA-480. Néu quy vi can cac thong
s6 img dung cua cic may xét nghiém sinh hoa tu dong hoan toan, vui l1ong lién hé voi cong ty ching
toi.

YEU CAU MAU

Sau khi chéng dong méu, 1y 10uL mau tir 16p té biao mau di lang hon 3 gid, hodc tir 16p té bao mau
sau khi ly tAm & 2000 rpm trong 2 phit. Thém mau nay vao ImL Dung dich Pha lodng Alc dé ly giai
té bao. On dinh MAu sau Ly giai: 3 ngay & nhiét d6 15-25°C, 7 ngay & nhiét do 2-8°C, va 6 thang &
nhiét d6 -20°C.

QUY TRINH XET NGHIEM

1. Thudc thir R1: C6 thé sir dung truc tiép sau khi mo nip. Thude thir dwoc dong goi trong hai chai va

c6 thé lya chon theo thiét bi,

Thubc thir R2: Chuén bi dung dich lam viéc bﬁng cach trén mot chai R2a vdi mot chai R2b. Khi mé
R2a, luu ¥ khong dé thude thir dinh vao nép.Sau khi chuyén R2a va thém R2b, hiy rira chai R2a réng
nhiéu lan béng R2b dé dam bao toan bo R2a hoa tan vao R2b.Sau do, dao ngugc chai nhe nhang dé
tron déu thude thir hoan toan.

2. biéu kién Xét nghiém: (Céc thong sb cai dat tai c6 thé duge yéu cau khac nhau tuy theo thiét bj xét

nghiém.)

Buéc séng chinh/phu | 660 nm/800 nm Loai hiéu chuan Tuyén tinh
Mau/R1/R2 8/300/100 uL Thoi gian tron huyét thanh + R1 1-5 phat
Phuwong phap ();ieétmnghlem diém cuoi 2 Thai gian phan ng sau khi them R2 | 5 phit
Phu? ng phap higu Hiéu chuan 5 diém Huwéng phan dng Tang dan
chuan

(D6 hap thu (A) dugc doc boi thiét bi: A = ABudc song chinh - ABude song phu)

Quy trinh thao tac:

Cac chat dugc thém vao Ong Mau Tring Test tubes

Thubc thir 1 300 pL 300 pL

Mau bénh pham - 8 uL

Nudc cat 8 uL -

Phau 1: Tron déu, u ¢ 37°C trong 300 giay

Thudc thir 2 100 pL 100 pL

Pha 2 va Do luong: Tron déu, doc d6 hap thu (A1) sau 1 pht, va doc d6 hap thu (A2) sau 300 gidy AA = A2-
Al

3. Quy trinh Hiéu chuan: Khuyén nghi sir dung chat hiéu chuan tir hing Getein.

4. Quy trinh kiém soat chat lugng (QC): Sir dung san pham kiém soat chat luong (QC) ciia hing
Getein, va gié tri do dugc phai nim trong pham vi cong bd trén nhan san phdm. Néu két qua 1éch khoi
pham vi nay, hdy tim nguyén nhan theo cac budc dudi day:

4.1 Kiém tra xem cai dat tham sd va ngudn sang co chinh xac khong.

4.2 Kiém tra xem cuvet va kim hat mau c6 sach khong.

4.3 Kiém tra xem nudc cit c6 bi nhiém ban khong, sy phat trién ctia vi khuan s& gay ra két qua khong
chinh xac.

4.4 Kiém tra nhiét do phan Gng.



4.5 Kiém tra ngay hét han ctia bo thude thir .

5. Tinh toan Két qua:

Néng do HbAlc duogc xac dinh bé‘mg cach do su thay ddi do hép thu AA cua éng xét nghiém,
st dung dudng cong hiéu chuan da diém va phuong phap hiéu chuan phi tuyén tinh.

PHAM VI THAM CHIEU

Khoang tham chiéu 1 3.8-5.8%

Khoang tham chiéu trich dan chi mang tinh chat tham khéo va khuyén nghi cac phong xét
nghiém nén thiét 1ap khoang tham chiéu riéng.

GIAI THICH KET QUA

Chuyén gia y t& c6 trach nhiém xem xét két qua xét nghiém. Két qua co6 thé bi anh hudng boi
tudi tac, gioi tinh, ché do an uéng va khu vuc cta ca nhan dugc xét nghiém. Néu két qua nam
trong pham vi tham chiéu, n6 dugc coi 14 binh thuong. Néu két qua vuot ra ngoai pham vi,
can phai tién hanh xét nghiém lai. Néu két qua xét nghiém khong phu hgp hodc mau thuin
v6i cac triéu ching 1am sang, can phai phan tich va diéu tra nguyén nhén.

HAN CHE

Khoéng co6 su nhiéu loan dbi véi phép do khi néng dd cac chit sau & muc: bilirubin < 648
pmol/L (40 mg/dL), ascorbic acid < 50 mg/dL, carbamylated Hb < 7.5 mmol/L, acetylated
Hb < 5.0 mmol/L, and chylous granule < 2000 don vi do d¢ duc.

PAC TINH HIEU NANG

1. Hinh thtrc

Thubc thir 1 (R1): La mot nhil twong. Thude thir 2a (R2a) va 2b (R2b): La chat long trong
sudt khong mau hodc hoi vang, co thé chira mot luong nhéd cac hat siéu nhod (subvisible
particles) khong anh huéng dén phép xac dinh. Dung dich Pha loang Alc: La chét 1ong trong
sudt khong mau. Cac thanh phan ctia bo kit phai hoan chinh va khong bi ro ri chét long.

2. Dung tich Thuc

Dung tich thyuc cta cac thude thir dang 1ong phai khong nho hon gié tri dwgc ghi trén nhan.

3. Do hap thy Nén ciia Thude thir

Do hap thy nén cta thude thir A660nm < 1.000.

4. By Chinh xac

Khi str dung vt li¢u tham chiéu 1am mau xét nghiém, do Iéch tuong ddi cua két qua do duogc
khong dugc vuot qué £7%.

5. Khoang Tuyén tinh

Khoang tuyén tinh ctia thude thir theo don vi [3.0%, 14.0%] (don vi NGSP):

a) Hé sb twong quan tuyén tinh (r) khong dugce nho hon 0.990.

b) D6 1ch so vé6i tuyén tinh: Trong khoang tuyén tinh [3.0%, 7.0%] (don vi NGSP), do 1éch
tuyét d6i khong duoc vuot ra ngoai pham vi £0.5% (don vi NGSP). Trong khoang tuyén tinh
(7.0%, 14.0%] (don vi NGSP), do léch tuong ddi khong dugc vuot ra ngoai pham vi £7%.

6. B§ Nhay Phan tich

Khi xét nghiém cac mau c6 ndng do 5% (don vi NGSP), hiéu sé do hap thy phai < 0.024.

Khi xét nghiém cac mau c6 néng do 8,7% (don vi NGSP), hiéu s6 d6 hap thu phai nam trong
khoang tir 0.004 dén 0.151.

Khi xét nghiém cac mau cé néng do 12,6% (don vi NGSP), hi¢u s6 do hép thu phai nam
trong khoang tir 0.010 dén 0.181.

Khi xét nghiém céc mau co néng do 16,5% (don vi NGSP), hi¢u s6 do hép thu phai nam
trong khoang tir 0.012 dén 0.216.

7. D6 Chinh xac

7.1 B4 lap lai



Khi xét nghiém cac mau & mirc ndng d6 cao va thap, do 1ap lai (hé sé bién thién, C V) khong
duoc 16n hon 3,0%.

7.2 P chinh xac giira cac lan chay:

Do chinh xac giita cac 1an chay khong dugc 16n hon 10,0%

THAN TRONG KHI SU DUNG

1. Than trong chung

1.1 San pham nay chi dugc sir dung cho muc dich chan doan in vitro (xét nghiém trong 6ng
nghiém).

1.2 Béi voi chan doan 14m sang, bac si can dua ra danh gia toan dién duwa trén cac két qua do
luong, cac triéu ching 1am sang va cac phat hién lién quan khac.

1.3 Vui 1ong sir dung san pham nay chinh xac theo Hudng dan st dung (IFU).

2. Than trong khi thao tac

2.1 Vui long xem cac mau bénh pham la vat liéu nguy hiém sinh hoc do c6 kha nang b
nhiém céac vi-rat nhu HIV (Vi-rat gay Suy giam Mién dich & nguoi), HBV (Vi-rat Viém gan
B), HCV (Vi-rut Viém gan C), v.v. Can sir dung ging tay ding mot lan dé tranh hoac giam
thiéu rai ro lay nhiém.

2.2 Néu thudc thir vo tinh dinh vao mét hoic miéng, hoic tiép xdc voi da, phai rira nhanh
chéng va ky ludng bang nude. Khi can thiét, phai tim dén bac si dé duogc diéu tri y té.

2.3 Tréanh anh sang tryc tiép trong qua trinh van hanh.

3. Than trong khi bao quan va sir dung

3.1 Vui long bao quan thudc thir theo diing phwong phap da quy dinh va tuyét dbi tranh dé
dong lanh. Khong dugc sir dung thude thir da bi dong bang vi chat lugng cua ching ¢ thé da
thay doi.

3.2 Khong sir dung thudc thir da hét han vi co thé dan dén két qua xét nghiém khong chinh
Xac.

3.3 Vui long tranh thém thudc thir vao giita chimg trong sudt qua trinh xét nghiém.

3.4 Tranh dé anh nang mat trdi chiéu truc tiép vao khu vuc van hanh.

3.5 Khéng duoc sir dung thude thir néu bi van duc.

4. Than trong vé xir 1y chat thai

Céc mﬁu bénh pham, chit 16ng thai, v.v., tiém an nguy co 0 nhiém sinh hoc. Nhan vién van
hanh can tudn tha Quy trinh Thao tic Chuan (SOP) v¢& an toan phong thi nghiém va xu ly
chat 1ong thai theo quy dinh dia phwong d6i v6i chit thai y té, chat thai 1ay nhiém, chat thai
cong nghiép, v.v.

5. Cac than trong khac

5.1 Trén may xét nghiém sinh héa tu dong hoan toan, khoang tuyén tinh c6 mdi lién hé véi ty
1¢ gitra lwong mau va lugng thude thir ciing nhu thoi gian do.

5.2 Luong thudc thtr va lugng mau c6 thé duoc didu chinh theo ty 1¢ twong Gmg tiy theo yéu
cau cu thé cua tung loai thiét bi.

5.3 Khong sir dung chai dung thudc thir cho cac muc dich khac.

5.4. Oxalate c6 tac dung uc ché LDH, do d6 khong nén sir dung huyét twong chong dong
bang oxalate 1am mau xét nghiém.

5.4 Két qua duoc tinh toan bang gia tri K khong dang tin ciy bang két qua thu duoc khi sir
dung chat hiéu chuan

5.5 Vui long khong tron 14n thude thir thude cac 16 khac nhau.

TAI LIEU THAM KHAO
1. Tietz N W va cdng su. Hoa hoc Lam sang (Clin Chem), 1983, 29(5): 751.
2. Tietz N W va cdng su. Tap chi Hoa hoc Lam sang (Clin Chem Acta), 1983, 135: 339.

MO TA CAC KY HIEU PUQC SU DUNG

Céc ky hiéu dd hoa sau day dugc st dung hodc tim théy trén B thude thir HbAlc (Phuong
phap Mién dich Do d¢ duc) 14 nhiing ky hiéu phd bién nhat xut hién trén thiét bi y té va bao
bi ciia chung. Ching duogc giai thich chi tiét hon trong Tiéu chuin Chau Au EN ISO 15223-
1:2021.

Cac ky hiéu dwoc sir dung
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