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TOM TAT

Muc tiéu: xay dwng quy trinh san xuat chat chudn HbA1c tir mau mau toan phan ding trong
ngoai kiém chat lwong xét nghiém. Nghién ctvu trén co s& danh gia tinh ddng nhéat va d6 6n dinh
ctia bd mau chuan dwa theo hwdng dan 1ISO 13528 va ISO Guide 35. Déi trrong: c4c mau mau
toan phan dwoc thu thap tai Bénh vién Truyén méu Huyét hoc TP. H6 Chi Minh. Phuong phap:
nghién ctu thwe nghiém, danh gia tinh ddng nhat va d6 6n dinh cia mau mau toan phan chira
HbA1c qua qua trinh lwu tri & nhirng théi diém khac nhau. Thir nghiém san xuat bd mau mau
chtva HbAlc. St dung kiém dinh so sanh mét trung binh (Oneway ANOVA) va phép kiém t-test
danh gia tinh ddng nhat, d6 6n dinh ctia 2 bd mau mau da san xuat. Két qua: ndng dd chét ban
dau chra HbAlc: 5.92 + 0.09%, CV = 1,54%; 14,94 + 0,10%, CV = 0,67%. Sau khi danh gia
ddng nhét chét chudn HbAlc & didu kién doéng lanh va déng kho: BL.L1: 6,07 + 0,08%;
DPL.L,.140; Tinyc ngniem: PL.L1, DK.L2: 0,497, DL.L3, DK.L4: -0,095). Mau déng lanh danh gia &
nhiét d6 (2 - 8°C) tai cac thoi diém sau 3, 5, 7, 10 va 15 ngay (Thy thuyét: 2,200; Tinye nghiem: DL.LT,
BL.L3: 0,956 va p > 0.05). Két lugn: da danh gia bd mau dat chat lwong theo ISO 13528;
ISO 35 v&i hai tiéu chi tinh ddng nhéat va d6 6n dinh. San xuat dwoc hai bé mau dung trong
ngoai kiém véi mirc ndng d6 binh thuéng va ndng dod cao danh gia tai cac thoi diém, didu kién
lwu trir déng lanh va déng khd. Mau du diéu kién dé tiép tuc dung danh gia chét lwong céac
phong xét nghiém.

* T kh6éa: Ngoai kiém; HbAlc.

Construct the Whole Blood Cells Production Process Contain HbAlc
using External Quality Assessment in Vietnam

Summary

Objectives: To develop a process to produce HbAlc standard from whole blood samples
used in external quality testing. Research on the basis evaluate the uniformity and stability of the
standard set according to ISO 13528 guidelines and ISO Guide 35. Subjects: Whole blood samples
were purchased at Hochiminh City Hematology Transfusion Hospital. Methods: Experimental study,
assess the uniformity and stability of whole blood samples containing HbAlc through storage at
different times. Test production of blood samples containing HbAlc. Using a comparison test for
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a medium (Oneway ANOVA) and t-test to assess the uniformity and stability of 2 sets of blood
samples produced. Results: Initial concentration of HbAlc: 5.92 + 0.09%; CV: 1.53%; 14.94 +
0.10%, CV: 0.70%. After homogeneous evaluation of HbAlc standard under frozen and
lyophilized conditions: DL.L1: 6.07 + 0.08%, DL.L3: 14.84 + 0.15%; DK.L2: 5.81 + 0.12%,
DK.L4: 14.89 + 0.12%, F distribution: 3.321; F statistics: DL.L1, DK.L2: 1.140; DL.L3, DK.L4:
1.065 and p > 0.05). Lyophilized samples were stored at 2 - 8°C and frozen samples were stored
at -80°C, both were assessed at 3, 5, 7, 10 and 15 weeks (F statistics < F distribution and sig value > 0.05),
as well as the stability in three months with t statistics < t distribution and p > 0.05, tgisgibution: 2-140;
tstatistics: DL.L1, DK.L2: 0.497; DL.L3, DK.L4: -0.095. Frozen samples were evaluated at 2 - 8°C at
3, 5, 7, 10 and 15 days, tgistibution: 2-200; tsagsics: DL.L1, DL.L3: 0.956 and p > 0.05. Conclusion:
Through the research results, we have assessed the quality of samples according to ISO 13528;
ISO 35 with two criteria of uniformity and stability. Produce two sets of samples for external use at
normal concentrations and high concentrations assessed at times, freeze-dried and freeze storage

conditions. Samples are eligible to continue to use laboratory quality evaluations.

* Keywords: External quality assessment; HbAlc.

DAT VAN BPE

Danh gia chat lwong phong xét nghiém
la mét nhu cau rat cap thiét déi véi hé
thdng phong xét nghiém. Vi c6 danh gia
chang ta mé&i kiém soat xac dinh dwoc
nang lwc va mirc dd hoat dong cua phong
xét nghiém nhw thé ndo, dang ding the
hang dwoec tin cay cao trong viéc tra két
gua cho khach hang hay khéng va doé
cling & nhitng tiéu chuan tién t&i tham
gia 1ISO 15189 chuén thirc vé xét nghiém.
Panh gia chat lwgng phong xét nghiém
cung cép bang chirng khach quan vé két
qua dang tin cay cho tat ca khach hang
st dung dich vu. Viéc nghién ctru bé mau
chuadn HbA1c dung danh gia chét lwong
cac phong xét nghiém dong vai tro rét
quan trong trong kiém soat va danh gia
chat lwong phong thi nghiém, théng qua
do sé so sanh gitra cac phong thi nghiém
dé gitp kiém soét va khang dinh bénh dai
thao dwong mot cach hiéu qua va thiét
thwe hon [3]. D& kiém soét tbt cac sai sot
trong qué trinh thwc hién va trd két qua xét
nghiém, dam bao db tin cay trong chan doan
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va du tiéu chudn két luan bénh theo tiéu
chuan chan doan dai thao dwong Hoa Ky
(ADA nam 2015) [5]. Hwéng tai lién théng
két qua xét nghiém theo Quyét dinh
316/QD-TTg ngay 27 thang 02 nam 2016
Tha twéng Chinh pha [1] va Quyét dinh
2429/Qb-BYT ngay 12 thang 6 nam 2017
cta Bo Y té vé bo tiéu chi mirc danh gia
chat lwong xét nghiém [4]. Ngoai kiém tra
chét lwong xét nghiém (EQA - External
Quality Assessment) dwo'c xem nhw mt cong
cu minh ching cho sy hoan thién ctia hé
théng chét lwong phong xét nghiém, gop
phan khéng nhé trong chan doan va diéu tri
cho bénh nhan [7, 10, 11]. Tuy nhién, dé c6
thé kiém tra chat lwong xét nghiém, can c6
mot mau chuén dat tiéu chuén [13, 14, 15].
Cac mau chuan thwéng dung trong ngoai
kiém hién nay & nuwéc ta da sd dwoc nhap
khdu t» nwdc ngoai, viéc van chuyén va
bdo quan rat khé dam bao vé mat chat
lwong [2]. Vao thoi diém hién tai, & Viét Nam
chwa c6 bat ky bai b4ao hay céng trinh
nao dwoc cdng bd vé san xuat mau ngoai
kiém HbA1c trong nuwéc. Trén thuc té,
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ngay nay HbA1c dwgc xem nhw “tiéu
chuén vang” trong lwa chon chan doan va
theo déi diéu trj bénh dai thao dwong [12].
Vi HbAlc khéng anh hwéng cta ché do
&n uéng, khong phu thudc vao thoi diém
lam xét nghiém [8]. Chinh vi vay, viéc san
xuat mét bé mau HbAlc ding trong ngoai
kiém chat lwong xét nghiém rat can thiét.

Trén co s& dé chung tdi tién hanh
nghién ctru dé tai nay véi muc tiéu:

_ Pénh gia tinh ddng nhét va dé én dinh
mau chira HbAlc trong méau toan phan da
duoc bdo quén bang phuong phép déng
lanh va déng khé theo timg thoi diém va
nhiét do Iuu trie dé c6 mét bé mau chuén
ngoai kiém dat chét luong theo 1SO 13528
va ISO 35.

- Xay dung quy trinh sdn xudt mau
chuén déng lanh va déng khé chira HbAlc
dung trong ngoai kiém tai Viét Nam.

POI TUONG VA PHUONG PHAP
NGHIEN CUU

1. Béi twong nghién clru.

Céac tui mau trong nghién ctru dwoc
thu thap t Bénh vién Truyén mau Huyét
hoc TP. H6 Chi Minh.

* Pja diém va thoi gian: nghién ctru
duwoc thwe hién tai Trung tam Kiém chuan
Chét lwong Xét nghiém Y hoc, Trwong
Pai hoc Y Dwoc TP. HCM (ISO 9001-2015
do Té chirc AJA (Anh Quéc)). Thoi gian

nghién ctru tt thang 10 - 2018 dén 3 - 2019.

* Tiéu chudn chon méu:

- M&u mau toan phan chia ndng do
HbAlc < 6,5%.

- M&u mau toan phan chia ndng do
HbAlc > 7,0%.

- M&u méau khéng sam mau, khdng von
cuc va khéng bi tiéu huyét.

- Két qua codng thirc mau toan bo déu
nam trong gi¢i han binh thuwong.

- Mau da qua sang loc, khéng bj lay
nhiém véi khang nguyén HBsAg, khang
thé khang HIV1/2, khang thé HCV.

* Tiéu chudn loai trer. nhivng mau khéng
phu hop véi tiéu chuén lwa chon.

2. Phwong phap nghién ciru.

* Thiét ké nghién ciu: nghién ciru thuc
nghiém.

- Tao 2 bdé mau, mdéi bd mau godm 2 16
(ky hiéu va giai thich: dong lanh 16 1 (BL.L1);
DPL.L3; bK.L2; BK.L4..

+ BO mau thir nhat: BL.L1 va BL.L3.

+ BO mau thr hai: PK.L2 va DK.L4.

- Panh gia ddng nhat va dé 6n dinh:
danh gia bd mau chira chat chuan HbAlc
dong nhét can ¢t vao (Fiye nghiem < Fiy thuyét)s
kiém dinh Oneway Anova so sanh mét
trung binh. Mau déng kho bdo quan & 2 - 8°C
va mau déng lanh bao quan & -80°C, ca
hai dwoc danh gia tai cac thoi diém sau
3, 5, 7, 10 va 15 tuan; mau dong lanh tan
déng danh gia & nhiét d6 2 - 8°C tai cac
thoi diém sau 3, 5, 7, 10 va 15 ngay, kiém
dinh t khéng bat cap (t-tests) v&i hai phwong
sai gan bang nhau.

+ Panh glé d("ing nhét Fthuc nghiém< FI)’/thuyét;
p > 0,05 — Két luan déng nhét.

+ Danh gia én dinh Tyye nghiem < Tiy thuyét
p> 0,05 — két luan 6n dinh.

* C& mau:
DPé bd mau ngoai kiém mau toan phan
chiva HbAlc v&i nbng dod binh thuwdng va
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néng dé cao sk dung trong ngoai kiém
chét lwong dap (rng dwoc cac tiéu chi
danh gia tinh déng nhat va dd én dinh theo
quy dinh va hwéng dan cla tiéu chuan
ISO 13528: 2015; I1SO 35: 2006.

- S6 lwong mau dung trong qué trinh
danh gia:

+ Tinh déng nhat 10 mau/16: 10 x 4 (16)
= 40 mau.

+ DO 6n dinh 3 mau/lo/thoi diém
danh gia:

* Quy trinh thyee hién:

. Thoi didm danh gia dai han 3, 5,
7, 10, 15 tuan dbi véi mau déng lanh va
mau dong kho: 3 x 4 (16) x 5 (thoi diém
danh gia) = 60.

. Thoi diém danh gia ngan han sau:
3, 5, 7, 10, 15 ngay dbi véi mau sau khi
tan dong theo doi & nhiét dé 2 - 8°C: 3 x 2
(mtrc ndng d6) x 5 (thdi diém danh gia) =
30 mau.

- C& mau duoc tinh cho ca quy trinh
nghién ctu: n =40 +30 + 60 = 130 mau.

- Chuén bj nguyén liéu va san xuét bd mau ngoai kiém HbA1c: thuc hién theo quy trinh.

Bwérc 1: Thu thap nguyén ligéu
mau toan phan

Bwére 2: Danh gia
nong dé HbA1c

ban dau

Buwére 4: Chia nho

[

Bwé&e 3: Xac dinh méu
dat tiéu chuan lwa chon

J

phéan 16 theo quy

dinh

Buwérc 6: Bong lanh
(L6 18&Lé 3)

Buwé&c 5: Tién hanh san
®xuat bd mau HbA1c

Buwéc 7:
Banh gia
déng nhat

Bwérc 6: Bong khé
(L6 2 & Lo 4)

én dinh & 20— 80C

~
Bwdrc 8: Danh gia dé én dinh va
(LS 1& Lo 3)

iy

Bwéc 9: Kiém dinh m§"u
Banh gia dé 6n dinh mau

Biwéc 8: Danh gia dé én dinh
le—— 20-8C
(L2 & Lo d)

Quy trinh san xudt bd méu chudn HbA1lc

- Ky thuat xét nghiém: dinh lwong HbAlc bang hai phwong phap, thr nhat do
ddé duc phan &ng mién dich (DCCT/NGSP) trén may sinh héa tw déng AU-480
(Hang Backman Coulter, MY), thiét bi nay dat day du tiéu chuan quéc té& nhw 1SO va
chuén chau Au (CE), véi thudc thir hemolyzing reagent (ma REF: 472137) han ding
30/6/2019, reagent R1: ma kit A1cG (Hang Backman), REF B00389, SEQ: 5524,
lot: 1044; reagent R2: ma kit A1lcG (Hang Backman), REF B00389, SEQ: 0400,
lot: 1044 han dung: 01/01/2020. Thi¥ hai, phuong phap sac ky trao déi ion HPLC st dung
dé kiém soat két qua trong danh gia déng nhét va giai doan 6n dinh.
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- Vat liegu mau noi kiém tra chat lwong (IQC): extendSURE™, LOT SPECIFIC
VALUE ASSIGNMENT CARTD, haemoglobin Alc: m&rc 1 & mic 2, LOT: 4168,
han dung: 31/08/2020.

* Phan tich dir liéu:
D@ liéu dwoc nhap va xt ly théng ké bidng phan mém Microsoft Excel 2010 va
Stata 14.0.
KET QUA NGHIEN clU

Béang 1: K&t qua danh gia nguyén liéu ban dau.

Nong dé ban dau HbAlc (%)
TT
Binh thuong Ndng dé cao
Trung binh 5,92 14,94
Do léch chuan 0,09 0,10
Bién thién 1,53% 0,70%

Chuing t6i thu thap dwoc bd mau chiva HbAlc mire binh thwdng trung binh 5,92 + 0,09%

va néng do cao co gia tri trung binh 14,94 + 0,10%.

Béng 2: Két qua danh gia d6 déng nhat ctia bd mau chira ndng d6 HbA1lc.

Phan tich déng nhat cac bé mau chira HbAlc (%)
TT Gia tri ban dau L6 mau

L61vald2 L63valé 4 bL.L1 bK.L2 bL.L3 bK.L4
Trung binh 5,92 14,94 6,07 5,81 14,84 14,89
Do léch chuan 0,09 0,10 0,08 0,12 0,15 0,12
Bién thién 1,53 0,70 0,14 1,01 2,03 0,81
Fihwe nghigm 1,140 0,750
Fiy thuyét 3,321 3,321

Két qua phan tich danh gia déng nhét ctia bé méu DL.L1, BL.L3 va bd méu BK.L2,
DK.L4. V8i Finge nghiem 1,140 < Fig tnuyée 3,321 VA Funye nghiem 1,065 < Fiy e 3,321 (tra bang
diém phan tr&m phan phdi F v&i bac ty do gitra cac nhom K-1 = 3-1; bac tw do toan bd
mau N-K = 30-3). Cac mau mau toan phan ngoai kiém trong bd méu: BL.L1, DL.L3,
PK.L2 va DK.L4 ddng nhét.
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Béng 3: Két qua danh gia dé 6n dinh ctia bé mau thir nhat chira HbAlc.

L6 mau BL.L1 va PK.L2 chira HbA1c (%) danh gia qua cac thoi diém

T Ddng nhét Tuan 3 Tuan 5 Tuan 7 Tuan 10 Tuan 15
L1 | L2 | L1 | L2 | L1 |L2| L1 |L2|L1|L2|L1]| L2
Trung binh 6,07 | 581 | 6,03 | 591 | 6,03 |579| 6,05 |574|6,03|583|6,03| 5,80
Do léch chudn | 0,08 | 0,12 | 0,05 | 0,09 | 0,11 |0,07 | 0,07 | 0,10 |0,06 | 0,03 | 0,08 | 0,07
Bién thién 0,14 | 1,01 | 0,88 | 1,56 | 1,80 |[1,18| 1,17 |1,68|0,95|0,52|1,40| 1,21
Tihye nghiém -0,033 0,495 0,743 0,769 0,511
Tiy thuyét 2,14

Két qué bé mau chivra HbAlc mirc ndng dd binh thuwéng danh gia & diéu kién nhiét
déng lanh va mau déng khd & nhiét d 2 - 8°C, két qua: gia tri Tinye nghiem tai cac thoi
diém danh gia déu nhé hon Ty s tra bang diém phan tram phan phéi t voi bac tw do
14 (nl+n2-2=10+ 6 - 2). Thda diéu Kién Tiyc nghiem < Tiythuyét. Cac 16 mau chira
HbAlc m&c binh thwong DL.L1 va PK.2 6n dinh tai thei diém nghién ctu trong
thoi gian 15 tuan.

Bang 4: Két qua danh gia do 6n dinh cta bé mau th hai HbAlc.

L6 mau BL.L3 va PK.L4 chira HbA1c (%) danh gia qua cac thoi diém
TT DBéng nhat Tuan 3 Tuadn 5 Tuan 7 Tuan 10 Tuan 15

L63 | L64 | LO3 | LO4 | LO3 | LO4 | LO3 | LO4 | LO3 | LO4 | LO3 | LO4
Trung
binh 14,84 | 14,89 | 14,83 | 14,94 | 14,86 | 14,88 | 14,85 | 14,92 | 14,86 | 14,91 | 14,82 | 14,83
Eﬁulg:h 0,15 | 0,22 | 0,45 | 0,24 | 0,23 | 0,210 | 0,218 | 0,12 | 0,12 | 0,05 | 0,12 | 0,15
Bién
thién 203 081|101 |09 | 090 | 0,67 | 1,23 | 0,80 | 0,80 | 0,30 | 0,81 | 1,04
Tihyc nghigm -0,224 -0,090 -0,251 -0,303 0,395
TI)’/ thuyét 2,14

Két qua bd mau chra HbA1c 16 BL.L3 va 16 PK.L4 danh gia & diéu kién nhiét do
doéng lanh va déng khé theo dbi & nhiét do 2 - 8°C, thé hién gia tri Tinyc ngnism tai cac thoi
diém danh gia déu nhé hon Ty s tra bang diém phén trdm phan phéi t véi bac tw do
14 (n1+n2-2 =10+ 6 - 2). Thda man diéu Kién Tiye nghiem < Ty thuyét. Cac 16 mau
cha HbAlc ndng dé cao BL.L3 va BPK.L4 n dinh tai théi diém nghién ciru trong
thoi gian 15 tuan.
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Bang 5: Két qua danh gia do 6n dinh cta 16 mau chira HbA1c sau khi tan déng nhiét

do 2 - 8°C.
L6 mau BL.L1 va BL.L3 chira HbA1c (%) danh gia qua cac thoi diém
TT DPdng nhat Ngay 3 Ngay 5 Ngay 7 Ngay 10 Ngay 15
L61 | L63 | L61 | L63 | L61 | L63 | L61 | L63 | L1 | L63 | Lol | L63
mg‘g 6,07 | 14,84 | 6,03 | 14,76 | 6,00 | 14,79 | 6,03 | 14,80 | 6,03 | 14,78 | 6,00 | 14,75
Er?ulééﬁh 0,08 | 0,15 | 0,08 | 0,07 | 0,10 | 0,15 | 0,08 | 0,10 | 0,07 | 0,04 | 0,10 | 0,13
E}'Z?] 0,14 | 2,03 | 1,37 | 050 | 1,72 | 1,00 | 1,39 | 0,67 | 1,20 | 0,30 | 1,67 | 0,90
Tihye nghiem 0,863 | 1,205 | 1,248 | 0,564 | 0,883 | 0,539 | 0,981 | 1,078 | 1,143 | 1,051
Tiy thuyét 2,200

Két qua danh gia do dn dinh 16 mau tan doéng theo do6i & diéu kién nhiét do 2 - 8°C,
gia tri Tunye nghiem tai cac thei diém danh gia déu nhd hon Ty muye tra bang phan tram
phan phdi t véi bac tw do 14 (n1+n2 -2 =10 + 3 - 2). Théa diéu Kién Tinyenghiem < Tiy thuyét:
Céac mau mau toan phan ngoai kiém DL.L1 va BL.L3 &n dinh tai thoi diém nghién ciru

trong thoi gian téi da 15 tuan.
BAN LUAN

Ngay nay xét nghiém HbA1c dwoc st
dung nhw tiéu chudn vang trong chan
doan bénh dai thao duwong [2, 4, 9]. Dé
kiém soéat két qua xét nghiém nay, doi hdi
phdi c6 moét co quan kiém soat chét
lwong. Trung tdm Kiém chuan Chét lvong
Xét nghiém Y hoc - Bo Y té tai Trwong
Pai hoc Y Dwgc TP. HO Chi Minh da chu
dong kiém soat chat lwong xét nghiém
dwdi sw quan ly ctiia BO Y té, trén co s&
do trung tdm, chuyén gia va hoc vién
cung nghién ctu dua ra y twéng xay
dwng quy trinh san xuét bd mau chuan
chva néng d6 HbAlc dung trong ngoai
kiém chét lwong xét nghiém tai Viét Nam.

1. Tién trinh xay dwng quy trinh san
xuat bd mau chuan ngoai kiém chira
HbA1c.

- Bwéc 1: chuan bi nguén nguyén liéu
ban dau.

Ngudén nguyén liéu ban dau dwoc thu
tap tr Bénh vién Truyén mau Huyét hoc
TP. H6 Chi Minh, da dwoc sang loc,
khoéng con khd nang gay nhiém ddi voi
bénh truyén nhiém. Sau d6, thwc hién
dang quy trinh van chuyén ché phdm méau
vé Trung tdm Kiém chuén dé kiém tra
lai cac thdng s6é hemoglobin va HbAlc,
thda man tiéu chuadn chon méau trong
nghién clru san xuét.

- Buwdc 2: tr ngudn nguyén lidu trén,
dinh lvong danh gia két qua ban dau.

47



TAP CHI Y - DUQC HQC QUAN SU SO 5-2019

M&u chia HbAlc méc ndéng do binh
thworng 5,92 + 0,09% va nbéng dod cao
14,94 + 0,10%. Day |a diéu kién can dé
san xuat mot bd mau chuén chira HbAlc
trong ngoai kiém.

- Budc 3: tiép theo quy trinh, chia nhd
thé tich mau vao eppendorf vé&i thé tich
1 ml. Sau dé, chia ra lam hai bé mau (mbi
bo gdm hai 16 dwoc ky hiéu: BL.L1, DL.L3,
PK.L2, DK.L4), bdo quan trong diéu kién
déng lanh va déng khé. Biéu kién thé nhat:
déng lanh nhiét d6 (-80°C) thwc hién tai
phong thi nghiém, Trung tam Kiém chuén
Chét lvong Xét nghiém Y hoc, Truéng
Pai hoc Y Dwoc TP. H6 Chi Minh va diéu
kién tht hai, bd mau dwoc ddng khd, mbi
bd mau gdbm hai mirc ndng dd, néng do
binh thwdng va cao. Sau do, danh gia
mau qua nhiét d6 va thoi diém khac nhau,
danh gia mau theo tiéu chuan 1SO 13528
va ISO Guide 35, cudi cuing ching téi c6
dwoc bd mau chuan dam bao tinh déng
nhéat va dé 6n dinh. Két qua trong nghién
clu nay da chirng minh d6 én dinh cua
bé mau HbA1c trong phuwong phap dinh
lwong mién dich do @ duc va phwong
phap HPLC theo ding muc tiéu dé ra
trong nghién clu va co tinh gan tuwong
ddng so véi cac nghién clu trén thé gidi.
Mé&c du trén thuc té hay nhéc dén phuwong
phap séc ky trao dbi ion la téi wu nhét,
nhwng trong qua trinh nghiém tuc nghién
ctru trén hé thdng chay may sinh hda tich
hop mién dich trén co s& DCCT/NGSP
da cho két qua chinh xac vé do lap va do
chum ctia mau dwoc dinh lwong, qua dé
khang dinh thém mét Ian nira phuwong
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phap dinh lwvong HbAlc trén hé théng
may sinh héa tich hgp nhw vay giap cho
ngwdi st dung tién loi hon, két qua dam
bao chan doan va diéu tri cho bénh nhan
va phwong phap do dwa trén trao dbi ion
ca hai déu cho két qua twong ddng. Méc
khac, trong nghién clru nay con danh gia
dd 6n dinh ctia mau bénh pham khi lwu
trév & nhivng nhiét d6 khac nhau ma két
qué van dam bao dé chinh xac nhw triv
mau déng lanh, két qua twong déng so
voéi nghién clru cua Bergmann K va
Sypniewska G déng lanh én dinh sau 15
tudn, mau déng khd thuan loi cho viéc
van chuyén va bao quan, khéng bi dé
mau khi van chuyén, két qué danh gia én
dinh sau 15 tuan dam bao, méau tan déng
theo d6i & nhiét d6 (2 - 8°C) van 6n dinh
sau 15 ngay. Két qua nay moét lan nirva
cho thdy khi nghién ctu san xuat mau
chuan & diéu kién Viét Nam, mau van
dam bdo duwgc sy mong doi, khdng cé
khac biét so véi nhirng nghién ctru trieéde
day (nhw nghién ctru ciia Bergmann K va
Sypniewska G) vé anh hwéng ctia déng
lanh trén mau chra HbAlc [6]. Théng
thwong, do trong mau twoi ngay sau khi
ld&y mau hoac trong cac mau dwoc bao
quan & 4°C dén 1 - 2 tuan. M6t sé nghién
ctru danh gia do lap lai cia HbAlc, tap
trung vao nhirng cdng cu khac nhau sau
khi déng lanh mau mau c6 thé hiru ich
néu can lwu trir kéo dai. Bbi véi kho lwu
tri> kéo dai vai thang hoac nhiéu nam,
nén dong lanh & nhiét do -80°C. Muc dich
cta nghién clru nay nham danh gia hiéu
qua cla thoi gian lwu triy 2 - 12 tuadn &
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diéu kién -80°C va 6n dinh 1 - 2 tuan &
nhiét d6 2 - 8°C [6]. Mét nghién clu
thwe hién & Phap cho thdy néng d6 HbAlc
dwoc phan tich bang phwong phap HPLC
trao dbi ion (Bio-Rad Variant I®; phong
thi nghiém Bio-Rad, CA, Hoa KY) én dinh
& nhiét d6 -80°C trong thdi gian it nhat
1 nam va trong 2 tuan khi dwoc bao quan
& 4°C [9]. Tuy nhién, HbAlc khéng con
on dinh & nhiét dd 20°C sau 15 ngay bao
quan. Két qua twong tw quan sat trong
mot nghién clru cla Little R.R phat hién
HbA1c do trén 5 may ty déng HPLC
khac nhau, én dinh nhat & nhiét dé -70°C
(trong th&i gian lwu trlr 57 ngay), trong khi
& 4 phwong phap, dd 6n dinh & 4°C cao
hon & -20°C (twong (rng 14 va 57 ngay).

KET LUAN

T nhirng két qua thi nghiém va phan
tich trén day, chang téi rut ra két luan:
- Panh gia tinh déng nhét va dé 6n dinh
mau chra HbAlc trong mau toan phan
duwoc bdo quan bang phwong phap déng
lanh va déng khd theo tng thoi diém va
nhiét do Iwu trir dé& cé mot bd mau chuan
ngoai kiém dat chét lwong theo 1SO 13528
va ISO 35.

- Xay dwng dwoc quy trinh san xuit mau
chuén déng lanh va déng khé chira HbAlc
dung trong ngoai kiém tai Viét Nam.
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