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1. MUC DiCH SU DUNG

Xét nghigm dinh lrgng nong di Glycated Hemoglobin
{HbAlc) trong 1¢ bao mau hodc mdu toan phﬁn.

2, GIOT THIEU CHUNG
4. Chi sit dung cho chin doan fn vitro

b. Chin doan phai dirge thire hién mét edch toan dién bing
cich két hop két qua xét nghiém voi trigu chimg Kim
sing vi tham khio v kién bac si chuyén khoa.

¢. Vige sirdung san phiam niy phai tuin theo hurdmg din sir
dung di kém dé dam bao két qua chinh xac.

d. Néu sir dung may phan tich wr dong, vui long doc ki
hirémg din sir dyng.

TOM TAT CO BAN

Glycosylated hemoglobin (HbAlc) [a dang hemoglobin
dirge sit dung rong i dé xdc dinh mire dwdmg huyét trung
binh ciia m@t ngwdi trong ba thing qua vi ciing c6 thé lién
quan dén cic bién chimg cua duomg huyét cao (dai thio
diromg). N6 dge khuyén nghij boi cic hréng dan quoc té
dé dinh gid vige kiem sodt 1ong the bénh dai thio dwimg
(DM). To chite Y 1€ The gidi (WHO) vi Higp hoi Déi thio
duimg Hoa K¥ (ADA) cling sir dung gid trj HbA ¢ de chin
doan DM,

HbA1C durge hinh thinh bing cach glycation chudi beta cia
hemoglobin A khéng phii enzym bai glucose huvét twong.
Qua trinh glycation nay 1a khong thé dao nguge va xay ra
lién tyc trong sudt vong dai ciia 1€ bao hong ciu, 1a 120 ngay
(ba thing). HbAIC hojic phin hemoglobin glycated ting
theo cich cd thé dy dodn dige theo mite trung binh cia
glucose huyét tuomg. Do do, néd cung cap ude tinh hrong
dirémg trong médu trong ba thing qua, véi mirc duimg huyét
gin diy cé anh hudmg Ion nhit dén gid tr cia no. Cac nha
nghién ¢irn khie nhau trong cac nghién e cia ho di chira
ring dwong huyét trang binh cia | thing, 2 thing va 3 thing
inrée dé dong gop wong img 50%. 40% va 10% vao két

qua cudi ciing va do do tinh todn bing todn hoc, théi gian
ban hiy cia HbAle dirge woe tinh 13 35.2 ngiy (chi ra ring
mgl mra cia qua trinh glycation coa hemoglobin xay
trong 35.2 ngay trwde dé ké tr thoi diém wée tinh).

3. VAT LIEU YEU CAUNHUNG KHONG BAO GOM
- Nurdre mudi sinh 1% 0.9% hodjic mrée cat pha tiém.
- Micropipet v dung cy phong thi nghiém co ban khic,

- HbAle Diluent va HbAle Calibrator Set va
Conirol Set,

HbAle

4. THANH PHAN THUOC THU VA CHUAN BI

- Thuoe thir R-1: Mouse anti-human hemoglobin Ale
monoclonal antibody-sensitized latex.

Thude thir R-1 sin sang dé sir dung.

- Thude thir R-2: Mouse anti-human hemoglobin Alc
monoclonal antibody label-goat anti-mouse [2G polyclonal
antibody

Thude thir R-2 sin sing dé sir dung

- Sau khi mé, Thudce thir duge luu tric trén thiét bi sé on dinh
trong 30 ngdy vai My phin tich Hitachi 7180,

- Sar dung cho cie may phan tich tr dgng khie nhau,

- Chit -::huén & vit lidu kiém sodt (bdn riéng): Cho 1 mL
e cai vao timg lo chat chudn (0, L, M1, M2, Hy v vit
lidu kiem sodt (L, H), dé & nhiét do phéng 60 phit, thinh
thoang tp nguge lo trirde khi sir dung. Sau khi hoin nguyén,
co Ehc su dung mau higu chuin va mau kiém chuin mi
khéng cin pha lofing.

5. CHUAN BI VA BAO QUAN MAU

- Miiu todn phin: Pha lofing méiu madu 51 lin (hode thém 20
L méu toan phin vio 1000 pL dung dich HbA lc Diluent
hojic mrde tinh khié), trén déu vi xdc nhin tin huyét (dung
dich trong sudt) tnrde khi sir dung.
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- Té bio méw: Xir 1¥ miu bing chit chéng déng méiu (i
li EDTA): dé yén miu trong 3 giir hojic ly tim vai e df
2000 véng/phit trong 2 phit; 1iy va pha lodng 1€ bio miu
101 Yin (hodc Yy 10 pL 1ép € bio mau va thém vao 1000
pL dung dich HbAlc Diluent hofic murdc tinh khiét), trén
déu vi xic nhin tin huyét (dung dich wrong sudt) rude khi
sir dung.

- Phin tich miu ngay sau khi thu thip. Trong trémg hop
khang thé phan tich sém thi bao quan miu 2 - 8°C vi phan
tich trong vong 3 ngay.

- Sir on dinh;

o 8gité15-25°C

s 3ngdy o2 -8°%C

s 30 ngiy o<-20°C

6. NGUYEN LY PO

Trong phan tmg diu tién, HbAlc wrong tic vai hat latex
nhira mi don dong nhay cam vdi khing thé chudt Ale cia
chudt. Trong phan (mg thir hai, nd tiép tuc twong tic vdi
khing thé don dong chudt HbAlc chong ngurdi duge dinh
diu 12 khing thé da dong 1gG dé chong chudt. Do dé hip
thy cua dung dich ptmn g dong ty vi xéc dinh ty 1§ giia
thé tich HbAlc 50 Vi L{mg lromg Hb tir nong d6 HbA le va
cic gid trj ctia mau chudn.

7.QUY TRINH TIEN HANH

San phim twong thich véi nhiéu dong may xét nghiém ur
dong khac nhaw, Dudi day 14 quy trinh tham khao.

Miu + Thubcthi| —=>  Thube thi2

4.0ul. 150uL SOl

—7C 5  PoAbsl —>  BoAbsll
{GGE0/E00nm) LEO0/800mm)

—>  AAbs 0 660/800nm —>  Nong dj HbAlc

Quy trinh tién hinh duge xdy dyng trén dong miy xét
nghi¢m sinh héa wr déng Hitachi. Tham khio myc 13.
THONG SO CAI PAT CHO MAY TU PONG nhimg
thong sb cai dit irén miy. Lién hé Cong ty TNHH Sin xuit
& Thwong mai Huma Medical cho quy trinh tién hinh trén
nhimg dong may khic.

8. TINH TOAN VA CHUYEN POI1 PON VI
Tinh toan

- Tinh AAbs cia mdu vi tiéu chuin so véi mau tring
- V& dudmg chuin HbA lc = f{AAbs)

- Tinh nong d¢ HbA ¢ trong bénh pham bing cich sir dung
duromg chudn (thue hién quy trinh nrong wyr doi vai vit ligu
kiém sodt)

Chuyén dii don vi

NGSP %) = IFCC [mmol/mol] x 0.09148 + 2,152

9. HIEU NANG VA TUONG QUAN
a. Khadng do

- Két qua xét nghiém tuyén tuyén tinh trong pham vi nong
dj HbAle tir 3 - 15%.

Dii do phan tich coa xét nghiém kéo dii trndng do cia chit
chuin mire 0 dén mirc H, Ciac miu virot qua gidi han rén
ciia ddi do phin tich doi véi HbAlc khong duge pha lodng,
i thay vio do phai duge bdo cho 1a % HbAlc = 15%.

b, Gidii hgn plit hicn

Limit of Blank (LoB) = 1%
Limit of Detection (LoD) - 2%
Limit of Quantitation {LoQ) = 5

Gia tri LoB, LoD, LoQ duge xac dinh dya theo tiéu chuin
EP17-A2 cua CLSL

Giatrj LoB la m"}ng dg Cl‘lf.t_i phén tich cao nhit dir kién duwgc
tim thay khi chay 13p lai mau tring. LoB tuong {mg vii nong
A6 ma dudi gid tri do xdc suat phat hign mau tring 14 95%.

Gid trj LoD xic dinh dua trén LoB va dg Igch chuin ciia
mau nong dé thip. LoD nrong img vai nong dg thip nhat
chat phén tich cé the dirge phit higén {gid trj nong dg cao
hon LoB vai xdc suit 95%).

Gidrj LoQ 1a gia Lr; nung di Ihdp nhit o thé do lrimg durge
vidl sal 50 todn lel cho phep li 20%. LoQ) dugce xic dinh
bing cich chay mau nong dé thip.

¢ Hida ning

- Do nhay: B§ hip thy < 0.7 & bude séng 660 nm khi sir
dun[: mirdre ¢t 1im maw. va lém hon 1.0 khi dung dich chuin
co nong di 1a 12% sir dung lam miu,

- D6 chinh xic: khi do miu kiém sodt. két qui chénh léch
trong khodng £10% so vai gid trj gin.
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d. Pg cliam (trén miy Biolis 30i / SK300)

Dir ligu hi¢u ning vé dé chum dai dién cho hé maiv/dong
miy dirge dera ra dudi diy.

Két qui c6 thé khic nhau gitra cic phong xét nghigém.

B chym dirge tinh toan sir dyung midu mdu todn phﬁn nguoi
tudn theo tiéu chuan duge ap dung cua CLSI EP5-A2 vai dj
l3p lai, do tai Kip vi d¢ chym todn phan {sir dyng | mdu
trong 1 lin chay 2 Jan chay trong ngay va chay rong vong
20 ngiy). Két qui thu duge nhir dudi day.

Tiéu chi: B§ 1dp lai (CV Within-run precision) nhd hon
1% va D{ chum toén phin (CV Total precision) nho hon
3%.

J . Mean 50 ¥
B Idp fai y ¥ 9%
Miu mdu | 5.67 0,05 0.79
Miiu miu 2 7.66 0.07 055
Miiu médu 3 11.36 010 09t

e Mean 5D CF
By rei Idp o o 0
Miu mau | 5,67 (i |63
Miu mau 2 766 013 L7
Miu mdu 3 1136 02 .76
I )3 el toan ph:i'n 'IH;?H 1':5 {r}:’
Miu mau 1 5.67 0.10 1.74
Miu mu 2 7.66 0.14 1.82
Mau midu 3 1136 0.21 1.87

e. 8o sanh arong quan
Nguyén tic do tromg ur
Phwong trinh hoi quy: y= 0.992x + 0.06 (n = 65)

Hé 6 trong quan: r = 0.997
Pluremg phip HPLC
Phwong trinh héi quy: v=1.01x=0.14 (n = 63)

Hé s6 trong quan: r = 0.994
(v: Gid tri thu dwore tir vige sir dyng thude thir cia UMA)
Vit Figu tham chiéu cho clit hidu chuin
JCCRM 411

10, GIA TRI THAM CHIELU
4.6 - 6,2% theo NGSP
4.3 - 5.8% theo JDS

Pham vi tham chiéu phai duge thiét 1ip riéng cho méi co s&
x¢t nghiém dya wén sy dénh gid toan dién cia cic két qua

xé1 nghi¢m va tridu chimg 1am sing, cie két qua do khic
cing nhar dic diém sinh hoc din cu khu vyre do.

11. YEU TO ANH HUONG

- Hi chimg vang da: Nong do bilirubin lién hop vé bilirubin
tur do 1én dén 40 mg/dL khong dnh rdng diang ke.

- Tén huyet: Khong co sir anh lurong dang ke cua nong do
hemoglobin lén den 300 mg/dL.

- Lipid huyét (Inwralipid): Nong do triglycerid khong giy
nhi¢u dang ké 1én dén 3000 FTU.

- Acid ascorbic: Nong d¢ acid ascorbic 1én dén 50 mg/dL
khong anh hieémg 16i két qua.

- Poi véi myc dich chin dodn, ket qua phii luon dirge dinh
gid cung voi bénh sir, kham i sing va cac phit hién khic
cia bénh nhin. Vui lang sir dung cic phurong phap khic néu
két qua bi anh huromg béi bat ki yéu 16 nao.

12. BAO QUAN, SUUDUNG VA THAI BO
Cim nim

1. Miu bénh phEHl] cd nguy co chira cic tic nhin truyén
nhiém nguy hiém nhr H[‘I.-' HBV. HCV. Vui long deo ging
tay va kinh bao h¢ khi cim nim.

2. Néu thuoe thir iy vio mit. da hay nudt phai, nira sach véi
thit nhicu nude va lién hé bic sTnéu cin thiét.

3. Néu thuoe thir bj do, xa voi thit nhicu nude va lau sach,
Néu miu phim bi do, xir 1i phin chat long véi con 80% vil
lau sach bing khiin giay.

St dung

1. Bao quan thude thir dwdi diéu kién chi dinh. Khong sir
dyng thudc thir hét han.

2, Khong tai st dung chai lo va dung cy phiy trg cua bg thude
thar cho muc dich khic,

3, Khang trgn Lin thuoe thir kleic 16 sin xuit

4. Khong thém I;luﬂc thir mdi vio thuoc thir dang sir dung
bit ké 10 san xuar.

Thai b
L, le ¢ii cic mau bénh pham cmlg nhir dung cu (vi du ong

Ly miu) phm durgre it 1i theo 50 tay hirdng din s dung véi
dng ey y 1€ 12i co s hoiic xir li theo cic cach sau:

* Hap udt trong autoclave & nhi¢t d 121°C rong hem 20
phit, Khéng xir Iy hip wét véi san phim co chira natri
hypoclorit con dir.

* Ngim trong dung dich e Javen it nhit 1 giér (nong do
clo hoat dong 16i thiéu 1000ppm).

2. Thuoe thir chira Nawri Azit 0.05% lim chit bao quan.
MNarri Azil cd |!1c phan g véi chi hojic dong o thinh vit
li¢u ¢d tinh no cao. Thai bo nén 1ién hanh vai lrgng lém
e,
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13. THONG SO CAI PAT CHO MAY TU PONG R TR

4 Cho ding may Hitachi FTHG01A HbAlc Calibrator 30 S00
Set Sximl
Phuromg phip tinh todn Bo 2 diem
i 3.0 ITHTO1A Hhr‘l.lc H]Eucnl 3l SO0
L =
dxbiml.
Thé tich (uL) Rl 150
R2 0 1xt0mi; [x30ml.;
Chinh 660 [TH701 HbA e Diluent 510 750
Budc S6 : fa60ml.
e Song (nm) Py $00
Pikm 1 10 Ix90ml.; 1x30ml_;
: : HbAlc Diluent
y x o2
Biém do (chu ki) Bfm - 19 1TH7601 4x60ml; HbAle 510 TE0
- Bi¢m 3 34 Calibrator Set
Dang dudmg chuin Spline Sxlml
Bon vi o L1H11] RI 1x90mL 2 :
LIH211 R2 [x30ml - -

14. HUONG DAN VA CANH BAO KHAC -
* Danh cho may wr dong cong suat trung binh: SK300; BS

- K&t qui cd the thay doi tiry thuge vao ti 1¢ mau/thude th. series; BA200; BA400. Chemwell Series; Dirui Series;

Lién h¢ vai k? sir viin hanh dé diéu chinh ||'llflIlj_',II 50 cal dit Biuiyzer series, HumanStar 300, Erba Series: Bioelab

e e dong 1y khias thait Series. BX 3010; Pictus P500:...

= Tié]'l hinh |'Ii¢l1 chugn |'Lﬂ.l'|.g ngﬂ}'tm&c khi xét T!glliéﬂ‘l. = Danh cho mﬁy 1 ﬁf’ﬂg C'ﬁﬂ]g SIIEItl lom: CAROD: CAL00:
: - - Randox Imola: Randox Modena+; BM 6010; Biolis50i;

15. QUY CACH BONG GOI SK500; AU Series; Pictus P700; C series; Ci serics:

HumanStar 600: Kenolab series

Ma Sp Béng gi el et 50 llr{;mg test duge dé ciip bén trén dmm: tinh m:m dira trén
11THO3B 1x30ml; 1x10mL 160 250 théng so ky thuit cia moi thiét bj. So lidu thyre té 6 thé cao
hom tinh todn.

[THO3 1A 1x60ml.; 1x20mL 310 S0 s 3 s
S0 hremg fest duge deé cip bw:n trén di gom sy hao hyt do
LITHO31 A2 2x6timl.; 2x20ml. 620 100K} thé tich chét cia lo hoa chit nhimg chua bao gém sy hao
LIHO31AY  3x60ml; 3x20ml 930 1500 bt cho chit chudn vi chét higu chinh.
LIHO3IAS  4x60mL: 4x20mL 1240 2000 i‘_}e ﬂan Ter?j thong tin chi tiét, vui long lién hé voi cic dai
n piol aw i} 1 E:I'I
[THOT 1A Sxolml.: Sx20ml 1350 2500 'P P ety ay
IIHO3IAG  6x60mL:6x20mL 1860 3000 16. TAI LIEU THAM KHAO
I THGI 1x90mL: 1x30mil. 510 750 1. M.J. York, in A Comprehensive Guide to Toxicology
in Nonclinical Drug Development (Second Edition),
I THO31-2 2x90ml.; 2x30mL 1020 1500 2017
11H011 3x90ml; 3x30ml 1530 2250 2. CLSINCCLS Evaluation of Precision Performance of
= h ; N8 A7
IIHO31 4 4x90mL;4x30ml. 2040 3000 el Khemisty Dhevices, EPIS-A2, 2004
— = T 3. CLSI EP17 ¢ Evaluation of Detection Capability for
Hlahs  Sxtembiaaimnl. 250 el Clinical Laboratory Measurement Procedures, 2nd
1530mL; Ix10ml.; Edition, 2017
1ITHT01B HbA L Diluent 160 250 4. Tai ligu ngi by, UMA Diagnostics
Ax60ml.

Ix30ml.; Ix10mi.; M NEA SANRUAT

IHH701R2 HbAlc Diluent 160 2510 UMA Co. Ltd.
2xH0ml. 2-19-6 Yokosuka, Matsudo City, Chiba
2x30mL; 2x10ml. Prefecture 270-0031
LIHT01B-2 Hh::: F:ﬂ”;tmﬂl i 500 TEL: 047-710-4871 (dial-in) FAX: 047-7T10-4872
K0l
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