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Panh gia miu nodi kiém tu san xuat cho xét nghiém cac
chi s0 huyét thanh

Evaluation of in-house internal quality control samples for serum indices

Pham Viét Tan*, Pinh Thi Thao*, *Bénh vién Trung wong Qudn doi 108,
Nguyén Cam Thach*, **Bénh vién Xanh Pon,
Hoang Thu Ha**, Tran Thi Chi Mai*** ***Bénh vign Nhi Trung wong
Tom tat

Muc tiéu: Xac dinh dd ddng nhat va én dinh cta mau ndi kiém tw san xuat cho cac chi sé
huyét thanh (HIL) tai Khoa Sinh héa, Bénh vién Trung wong Quan doéi 108. Péi tuong va phuong
phép: 1200ml huyét twong binh thwéng: Trong, mau vang nhat, cé gia tri cac chi s6 huyét thanh
H: < 0,25 Index; chi s6 I: < 30,0 Index; chi s6 L: < 0,3 Index va 3 loai huyét twong: 150ml huyét
twong gid huyét tan, 150ml huyét twong cé néng dd bilirubin toan phan (Bil TP) > 360umoliL,
150ml huyét twong binh thuéng dwoc thém dung dich intralipid 20% dé dat ndng dé triglycerid >
20mmol/l. Chuan bi mau ndi kiém cho 3 chi s6 HIL bang cach pha lodng cac mau huyét twong
trén v&i mau huyét twong binh thwdng véi cac ty 1 1:1, bao gdm 3 mirc ndng do cao, trung binh,
thap. Cac mau noi kiém dwoc danh gia dd dn dinh ngén han (20 ngay) va dai han (90 ngay) theo
hwéng dan ciia CLSI EP05-A2. Két qua: Danh gia do ddng nhat: Khong cé su khac biét vé gia tri
H, I, L clia cac mau gitra 2 lan phan tich theo tirng mrc ndng dd véi p>0,05. Do 6n dinh & 4°C
trong 20 ngay (CV, 0,2 - 4,15; CV, 0,18 - 4,64), trong 90 ngay (CV.0,19 - 4,51; CV,0,17 - 4,72). B6
8n dinh & -20°C trong 20 ngay (CV; 0,15 - 2,96; CV;0,14 - 3,14), trong 90 ngay (CV,0,14-2,79; CV,
0,14 - 3,23). Két luan: Mau ndi kiém tw san xuat cho 3 chi s6 HIL dam bao dd ddng nhat va cé do
6n dinh ngan han (20 ngay) va dai han (90 ngay) & hai diéu kién bao quan 4°C va -20°C.

Tir khéa: Mau ndi kiém, chi s6 huyét thanh, Bénh vién Trung wong Quan doi 108.

Summary

Objective: To identify the homogeneity and stability of in-house internal quality control
samples (IQC) for serum indices at Biochemistry Department, 108 Military Central Hospital.
Subject and method: A 1200ml normal plasma sample pool that was clear, light yellow, having
serum indices values: < 0.25 index for hemolysis, < 30.0 index for icteria, < 0.3 index for lipemia,
respectively and 3 types of plasma samples: 150ml plasma with artificial hemolysis, 150ml plasma
with over 360umol/L total bilirubin concentration, 150ml plasma adding 20% intralipid up to
triglyceride concentration of 20mmol/l. The IQC samples for HIL indices were prepared by mixing
these previous plasma samples with normal plasma sample pool at 1: 1 ratio, including 3 levels:
High, medium, low concentrations. Evaluation of short-term (20 days) and long-term (90 days)
stability of the 1IQC samples was based on CLSI EP05-A2 guidelines. Result: For the
homogeneity: There was no difference of HIL values of all IQC samples between 2 analysis for
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each concentration, p>0.05. The IQC samples were stable at 4°C for 20 days (CV, 0.2 - 4.15, CV,
0.18 - 4.64), at 4°C for 90 days (CV,0.19 - 4.51, CV,0.17 - 4.72), at -20°C for 20 days (CV,0.15 -
2.96, CV,0.14 - 3.14), and at -20°C for 90 days (CV,0.14 - 2.79, CV,0.14 - 3.23). Conclusion: The
in-house 1QC for HIL indices ensured the homogeneity, short-term stability (20 days) and long-

term stability (90 days) at 4°C and -20°C storage.

Keywords: Internal quality control samples, serum indices, 108 Military Central Hospital.

1. Pat van deé

Hién nay cac két qua xét nghiém anh hudéng
|&n t6i viéc chan doan, dinh huwéng diéu tri cho
bénh nhan, cé dén 60 - 70% céac quyét dinh Iam
sang cla cac bac si dwa trén cac két qua xét
nghiém cla bénh nhan. Vi vay, xét nghiém co vai
trd quan trong va ngay cang dwoc chu trong
nang cao chat lwong [1].

Sy cé mat cha hemoglobin (hemolysis - H),
tang bilirubin (icterus - 1) va tang triglycerid
(lipaemia - L) trong cac mau huyét thanh hoac
huyét twong 1a cac yéu t6 anh hwdng I6n dén
chat lwong xét nghiém. Vi vay, viéc danh gia
chét lwgng cac mau trwdc khi phan tich, trong d6
danh gia nhirtng bat thwdng cla cac chat nay
trong mau la moét yéu cau bat budc & cac phong
xét nghiém lam sang trén toan thé gidi [2]. Théng
thwéng viéc danh gia cac chi sé HIL dwoc thuc
hién badng mét thwdng dé quan sat cac thay déi
vé mau séc va/hodc do trong cta huyét thanh
hodc huyét twong nén mang tinh chi quan, phu
thudc vao kinh nghiém cta nhan vién phong xét
nghiém. Nhuwng gan day mot sb phong xét
nghiém thwc hién viéc danh gia mét cach khach
quan, chinh xac hon théng qua cac phép do
quang phd hap thu dé dwa ra cac wéc tinh ban
dinh lwong vé hemoglobin, bilirubin va lipid trén
cac may phan tich héa sinh. Giéng nhuw phan tich
cac chi tiéu xét nghiém khac, viéc phan tich cac
chi s& HIL cling phai tuan theo cac yéu cau vé
kiém tra chat lwong; tuy nhién, tai cac phong xét
nghiém & nwéc ta van dé& nay chwa duwgc quan
tam thyc hién [3].

Vat liéu kiém soat chat lwgng cho phan tich
cac chi sé HIL co thé tw san xuét dé thay thé cho
cac san pham thwong mai véi wu diém tiét kiém
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chi phi va khac phuc dwoc moét sé han ché so voi
san phadm thuwong mai (mau ddng nhéat hon, gidm
céc sai sét trong viéc hoan nguyén mau thuwong
mai déng khd) [4]. Mic di vay, trén thé gidi con
cé rat it nghién clru vé viéc ddm bao chét lwong
trong phan tich cac chi s4 HIL ciing nhw so sanh
mau noi kiém tw san xuat véi san pham thwong
mai.

Xuét phat tlr nhirng ly do trén, ching t6i tién
hanh nghién ctru vé&i muc tiéu: Xac dinh dé6 déng
nhét va 6n dinh cda mau noi kiém tw sdn xuét
cho céc chi sé huyét thanh (HIL) tai Khoa Sinh
hoéa, Bénh vién Trung wong Quéan doéi 108.

2. Doi tugng va phuong phap

2.1. Déi tuong

Cac mau huyét twong cia bénh nhan dén
kham strc khde tai Bénh vién Trung wong Quan
doi 108 tir thang 08 ndm 2020 dén thang 04 nam
2021, bao gdm loai:

Mau huyét twong pha lodng (mau O):
1200ml.

M3u noi kiém cho chi s& H: 150ml huyét
twong gid huyét tan.

M3u néi kiém cho chi sé I: 150ml huyét
twong c6 néng dd Bil TP > 360umol/L.

M3au noi kiém cho chi sb L: 150ml huyét
twong duoc thém intralipid 20% dé dat néng dd
triglycerid 22mmol/l.

2.2. Phuong phap

Phwong phap san xuét mau noi kiém: Theo
hwong dan cua Vién Hoa hoc 1am sang va Thi
nghiém Y hoc chau Au (EFLM) [5]. Cach tién hanh
nhw sau:



TAP CHi Y DUQC LAM SANG 108

Tap 16 - S6 7/2021

DOI....

Thu thap mau huyét twong pha lodng (mau
0): Chon huyét twong trong, c6 mau vang nhat,
c6 gia tri cac chi sd huyét thanh H: < 0,25 Index;
chi s6 I: < 30,0 Index; chi s6 L: < 0,3 Index, xét
nghiém HIV va HCV am tinh.

MAau ndi kiém cho chi s6 H: Mau mau toan
phan lvu & -20°C qua dém dé tao mau tan mau.
Ly tdm mau véi tbc do 4000 vong/10 phat & nhiét
dd phong dé tach huyét twong. Po ndng do
hemoglobin trong mau huyét twong trén may
huyét hoc Siemens Advia 2120i. Sau khi xac dinh
duoc ndng do sé pha loang véi huyét twong binh
thwong (mau O) dé thu dwoc huyét twong céd
ndbng d& hemoglobin 6g/l. Sau d6 tiép tuc pha
lodng mau nhw sau:

Mau A: 150ml mau cé néng d6 hemoglobin
6g/l.

Mau B: L4y 75ml mau A pha vé&i 75ml mau
0, dwoc néng d6 hemoglobin 3g/l.

Mau C: LAy 75ml mau B pha v&i 75ml mau
0, dwoc ndéng d6 hemoglobin 1,5g/1.

Mau D: L4y 75ml mau C pha v&i 75ml mau
0, dwoc néng d6 hemoglobin 0,75g/1.

Mau E: L4y 75ml mau D pha v&i 75ml mau
0, dwoc ndéng d6 hemoglobin 0,375g/I.

Mau F: L&y 75ml mau E pha v&i 75ml mau
0, dwoc néng dd hemoglobin 0,1875gl/!.

Mau ndi kiém cho chi s6 |: Thu thap 150ml
mau huyét twong c6 néng dé bilirubin toan phan
(Bil TP) trén > 360umol/l, pha lodng v&i huyét
twong binh thuwéng téi néng dé ~ 360umol/l. Sau
do tiép tuc pha lodng mau nhu sau:

M&u A1: 150ml mau c6 ndng d6 bilirubin
toan phan ~360umol/l.

M&u B1: LAy 75ml mau A1 pha v&i 75ml mau
O, dwoc néng d6 Bil TP 180umol/L.

MAau C1: L4y 75ml mau B1 pha vé&i 75ml
mau O, dwoc ndng dd Bil TP 90umol/l.

Mau D1: LAy 75ml mau C1 pha véi 75ml
mau O, dwoc ndng d6 Bil TP 45umol/l.

Mau E1: LAy 75ml mau D1 pha voi 75ml
mau O, duwgc ndng do Bil TP 22,5umol/l.

Mau F1: LAy 75 ml mau E1 pha voi 75 ml
mau O, duwoc néng dé Bil TP 11,25umol/l.

Mau ndi kiém cho chi sé6 L: Chon 150mL mau
huyét twong trong, c6 mau vang nhat, sau dé thém
dung dich intralipid 20% @& dat néng do triglycerid
(TG) 22mmol/l. Sau d6 tiép tuc pha lodng mau nhw
sau:

Mau A2: 150ml mau c6 ndng dd triglycerid
22mmol/l.

Mau B2: L4y 75ml mau A2 pha véi 75ml mau
0, dwoc ndng d6 TG 11mmolll.

Mau C2: L&y 75ml méu B2 pha voi 75ml
mau O, duwgc ndng dd TG 5,5mmolll.

Mau D2: L&y 75ml mau C2 pha véi 75ml
mau O, duwgc ndng dd TG 2,75mmol/l.

Mau E2: LAy 75ml mau D2 pha voi 75ml
mau O, duwgc ndng do triglycerid 1,375mmol/l.

Mau F2: LAy 75ml mau E2 pha v&i 75ml mau
0, dwoc ndng do triglycerid 0,6875mmolll.

Tét ca cac mau pha & trén duwoc phan tich,
két qua hién thi dwsi dang index:

Mau Chi sé H (index) Mau C.hi sa1 Mau Chi sé L (index)
(index)
0] 0,2 @] 22,1 0] 0,23
A 6,59 A1 369,2 A2 4,33
B 3,29 B1 201,9 B2 2,24
C 1,65 C1 104,4 C2 1,31
D 0,86 D1 62,4 D2 0,67
E 0,46 E1 41 E2 0,4
F 0,21 F1 29,2 F2 0,26
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Can ct két qué do dwoc, chon va phan chia
cac nhdm mau ndi kiém nhw sau: Mau ndi kiém
muc cao: A, A1, A2; mirc trung binh: C, C1, C2;
murc théap: F, F1, F2.

Cac mau ndi kiém lai dwgc chia thanh hai
nhém, nhém 1 bao quan tai -20°C va nhém 2 bao
quan tai 4°C. Ra déng & nhiét do phong, phai
trén déu trwde khi st dung va chi st dung 1 1an
sau khi ra dong.

Phwong phap danh gia chat lwong mau noi
kiém san xuét gobm:

Panh gia dd dbébng nhat theo ISO
13528:2015, TCVN 7366 (ISO Guide 34), TCVN
8245 (ISO Guide 35), dwoc thwe hién ngay sau khi
16 mau dwoc san xuat. V&i méi mirc can danh gia
sé lay ngau nhién 10 mau, phan tich cac chi sé
H, I, L &p lai 2 1an [6].

Danh gia d6 6n dinh (ngédn han va dai han)
theo CLSI EP05-A2, théng qua danh gia dé lap
lai (repeatability) va d6 chum phong xét nghiém
(within-laboratory precision).

D6 én dinh ngdn han
Panh gia dé Iap lai: MAu dwoc phan tich 20
ngay lién tiép, 2 lan/ngay, |&p lai 2 1an/1 1an chay.

3. Két qua

D6 chum phong xét nghiém: S dung két
qua danh gia do I&p lai dé tinh ra d& chum phong
xét nghiém. Tinh d6 I&ch chuan cda gia tri trung
binh cac 1an chay (A), tinh do l&ch chuén cla gia
tri trung binh hang ngay (B), wéc tinh d6 léch
chuén gitra cac ngay (Sw), wéc tinh dod léch
chuén gitra cac lan chay (S,), wéc tinh dd chum
phong xét nghiém.

Do 6n dinh dai han

Sau khi phan tich 20 ngay lién tiép dé& xac
dinh d6 6n dinh ngan han, tiép tuc phan tich mau
theo chu ky c& 7 ngay/lan x 2 l1an/ngay x lap lai 2
lan/1 1an chay trong vong 90 ngay. Sau do si
dung cac cong thirc wée tinh nhw danh gia dé 6n
dinh ngan han. S dung cac két qua phan tich
tinh do 6n dinh & trén dé tinh CV, (%) va CV:
(%); mau noi kiém bn dinh néu CV, < 6% va CV
< 10% [7].

Céac phan tich dwoc tién hanh trén may
Architect c8000 cua hang Abbott (USA).

2.3. Xur ly s6 liéu
S liéu thu thap dwoc xr ly théng ké y hoc
va phan mém SPSS 20.0.

3.1. Panh gia dé déng nhat cac mau néi kiém

Bang 1. Két qua phan tich cacchisé H, I, L

Mirc cao (n = 10) Mire trun:»binh ;= Mirc thap (n = 10)

Lan 1 Lan 2 Lan 1 Lan 2 Lan1 Lan 2

Mean 6,597 6,602 1,651 1,645 0,218 0,215

Chisb H SD 0,0163 0,0161 0,0099 0,0143 0,0079 0,0097

(index) CV% 0,248 0,245 0,602 0,872 3,618 4,520
p 0,501 0,291 0,458

Chi s | (index) Mean 366,23 366,32 103,17 103,4 28,81 28,83

SD 0,9298 0,7299 0,3860 0,2357 0,2331 0,2751
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CV% 0,254 0,199 0,374 0,228 0,809 0,954
p 0,812 0,125 0,863
Mean 4,383 4,382 1,32 1,319 0,263 0,262
Chisb L SD 0,0125 0,0103 0,0067 0,0074 0,0048 0,0063
(index) CV% 0,286 0,236 0,505 0,559 1,837 2,414
p 0,848 0,754 0,696

Nhan xét: Khdng c6 sw khac biét vé gia tri clia cac mau gitra 2 1an phan tich cla tirng chi sé H, |,
L theo ttrng mirc nbéng d6 véi p>0,05.

3.2. Panh gia dé én dinh cac mau néi kiém

Bang 2. Két qua phan tich cac chi sé HIL trong 20 ngay

Bao quan 6 4°C

Bao quan 6 -20°C

Mua Mua Mo
Mirc cao u’c‘trung Mirc thap Mic cao u'c‘trung t:c
binh binh thap
.z 0,21
Chiso H 6,59 Index 1,65 Index 0,21 Index 6,59 Index 1,65 Index Index
CV, (%) 0,22 0,6 3,15 0,24 0,64 2,62
CVi (%) 0,24 0,61 3,45 0,25 0,59 2,79
, 2 29,2
Chiso | 369,2 Index 104,4 Index 29,2 Index 369, 104,4 Index %
Index Index
CV: (%) 0,20 0,38 0,77 0,15 0,32 0,78
CV: (%) 0,18 0,38 0,84 0,14 0,46 0,92
. 0,26
Chiso L 4,33 Index 1,31 Index 0,26 Index 4,33 Index 1,31 Index Index
CV: (%) 0,42 1,12 415 0,3 0,64 2,96
CV: (%) 0,52 1,23 4,64 0,3 0,64 3,14

Nhéan xét: CV, cta cac chi sd HIL déu nhé hon 6%; CV, cla cac chi s6 HIL déu nhd hon 10% &
ca 2 diéu kién bao quan.

Bang 3. Két qua phan tich cac chi sé HIL trong 90 ngay

Bao quan & 4°C Bao quan & -20°C
. Mirc trung . - . . . Mirc
Mirc cao . Mirc thap | Mirc cao | Mirc trung binh -
binh thap
. % 0,21
Chiso H 6,59 Index 1,65 Index 0,21 Index | 6,59 Index 1,65 Index Index
CV: (%) 0,2 0,59 3,13 0,25 0,63 2,79
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CV: (%) 0,22 0,63 3,42 0,27 0,57 2,85
. oz 369,2 29,2
Chiso | 369,2 Index 104,4 Index 29,2 Index 104,4 Index

Index Index

CV: (%) 0,19 0,37 0,71 0,14 0,29 0,79
CV: (%) 0,17 0,37 0,81 0,14 0,43 1,01
. 2 0,26
Chiso L 4,33 Index 1,31 Index 0,26 Index | 4,33 Index 1,31 Index Inde
X

CV.: (%) 0,47 1,0 4 51 0,28 0,61 2,79
CV: (%) 0,67 1,15 472 0,31 0,66 3,23

Nhan xét: CV, cta cac chi sé HIL déu nhd
hon 6%, CV, cla cac chi s HIL déu nhd hon
10% & ca 2 diéu kién bao quan.

4. Ban luan

V&i mét mau st dung dé lam chat kiém tra,
thi tiéu chuan truwéc tién la do déng nhét cua
mau. Phwong phap danh gia do déng nhat dwoc
chang t6i thwe hién theo hwéng dan cha 1SO
13528:2015, TCVN 7366 (ISO Guide 34), TCVN
8245 (ISO Guide 35). Két qua dworc trinh bay tai
Bang 1 cho thdy: Khéng c6 sw khac biét vé gia tri
clia cac mau gitra 2 lan phan tich cla tirng chi
s6 H, |, L theo trng mirc ndbng dd véi p>0,05.
Nhw vay cac mau ty san xuét déu ddm bao do
ddng nhét theo cac tiéu chuan trén.

Cac méau ndi kiém déu dam bao do 6n dinh
ngan han (20 ngay) va d6 6n dinh dai han (90
ngay) & ca hai diéu kién bao quan 4°C va -20°C.
Két qua dwoc trinh bay & Bang 2 va Bang 3 voi
CV, clia cac chi sb HIL déu nhd hon 6%, CV,cua
céac chi sb HIL déu nhé hon 10%.

Tan mau lam gidi phéng cac thanh phan néi
bao ra ngoai bao, mét sé6 thanh phan néi bao cé
néng d6 cao hon rat nhiéu so véi ngoai bao, do
do gay tdng néng dd cac chat dé trong huyét
twong hodc huyét thanh (kali, lactate
dehydrogenase, aspartate aminotransferase,
acid phosphatase...) [8]. Tang lipid trong huyét
twong gay ra hiéu (rng thay ddi thé tich, anh
hwéng I&n dén xét nghiém néng d6 cac chét dién
gidi. Huyét thanh/huyét twong binh thwdng bao
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gdm khoadng 92% nuwéc va 8% lipid. Trong cac
mau tang lipid ty I& cta pha lipid cé thé 1én t&i
25% mau, chat dién giai dwoc phan phéi trong
pha nwéc cla mau huyét thanh/huyét twong
(chiém 75% mau), dan t&i gidm gid ndng do; hiéu
(ng nay gdp & nhitng mau triglycerid > 17mmol/l
[9]. lipoprotein cé thé can thiép vao phan tng
khang nguyén - khang thé béng cach chan cac vi
tri gan két trén khang thé. Pidu nay co thé xay ra
ngay ca khi cac khang thé dwoc lién két véi mot
bé& mat ran. Tuy thudc vao ban chat cla phan
&ng, sw can thiép co6 thé gay ra ca hai, lam gia
tdng hodc gid giam két qud xét nghiém [10].
Bilirubin c6 thé can thiép dén két qua xét nghiém
nhw moét chét khiv, bilirubin s& phan tng véi tat
ca cac chat oxy héa cé mat, gay ra nhiéu bang
cach gidm d6 hap thu anh sang ctia mau & budc
séng 500nm [11]. V&i nhirng ly do trén day thi
viéc phat hién, loai bd cac mau huyét tan trwdc
xét nghiém, Iyva chon phwong phap phan tich
phu hop véi mau tdng qua cao lipid, bilirubin,
huyét tan va co6 bién phap khac phuc thich hop
(siéu li tam, pha lodng mau, dao tao ldy mau
ding k¥ thuat cho nhan vién y té) c6 vai trd quan
trong trong viéc cai thién chéat lvong xét nghiém
[12].

M&u huyét twong noi kiém tra la mot vat liéu
khong thé thiéu trong thwc hanh danh gia chét
lwong tai cac phong xét nghiém y khoa. M&i nam
cac phong xét nghiém phai chi trd mét khoan chi
phi dang ké cho viéc thyc hién ndi kiém va ngoai
kiém thong qua cac mau huyét thanh kiém tra
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dwoc cung cap tir cac nha san xuét tr nuwdc
ngoai. Trong nhitng ndm gan day tai Viét Nam,
da co mot vai dé tai nghién clru xay dwng cac
quy trinh sdn xuat mau huyét twong, huyét thanh
s dung trong cac chwong trinh kiém tra chat
lwgng xét nghiém dinh lwong HbsAg, HBV-DNA,
HIV.

Hién nay trén thi treng cé mot sé nha san
xuét cung cap bod Kit ndi kiém tra chét lwong cho
xét nghiém chi sé huyét thanh nhw céng ty Bio-
rad, Randox, ADP Diagnostics, ASE (Australian
Scientific Enterprise). Tuy nhién tuy thudc vao
chién lwoc cla tirng nha cung cdp ma quy cach
dong géi va mau nodi kim co tinh chat khac
nhau. Hang ASE xay dwng mot bé mau ndi kiém
tra chat lwong chi sd huyét thanh Indices Control
gdm c6 ba mirc kiém soat (mire 1, 2, 3) c6 chira
cac chéat gay nhiéu (hemoglobin, icterus, lipaemia
két hop trong tirng mirc) va dwoc sdn xuat &
dang déng khé. Ciing dwgc san xuat duwdi dang
déng khé nhwng hang Randox duoc thiét ké voi
bdn mirc ndng dd két hop ca ba chi sb trong mot
mdc. V&i bd mau dwdi dang ddng khd nay sé
han ché duwoc viéc anh huéng bdi nhiét do trong
qua trinh van chuyén. Trong khi d6, ADP
Speciality Quality Controls do hang ADP
Diagnostics cung cip & dang léng déng lanh
gdbm ba murc (Indices QC 1, 2, 3 - méi mirc két
hop dwoc ca ba chisé H, I, L) va hang Bio-Rad
san xuat b6 mau ndi kiém co tén Liquichek™
Serum Indices gdm bdn murc riéng cho ting chi
s6: Level H (Hemolysis level), level | (Icterus
level, level L (Lipemia level), Non-Interfered
Level & dang ldng déng lanh. Cac hang déu
khuyén céo can bdo quan & -20°C dé duy tri do
6n dinh cGia mau ndi kiém dén 28 ngay, néu béo
quan & 4°C thi mau noi kiém chi dam bao chat
lwong trong 5 - 14 ngay. Nhw vay han st dung
clia cac mau ndi kiém thwong mai ngén nén viéc
bdo quan va s dung déi khi bat tién. Mau ndi
kiém chung tdi san xuét duy tri dd 6n dinh trong
thoi gian dai hon va hoan toan cé thé cha dong
ngudn vat liéu san xuit mau ndi kiém. Giuseppe
Lippi va cong sw (2018) ciing cho thdy mau noi

kiém tw sdn xuat clia nhém tac gid ciing dat do
4n dinh tét hon san phdm thwong mai chay trén
may Roche Cobas c702. Cac tac gia cling chi ra
& diéu kién bao quan -20°C cho mau ndi kiém tw
san xuét ctia ho 6n dinh trong 29 ngay, tuy nhién
mau ndi kiém cho chi sé L & ndng do thap co gia
tri CV dao déng Ién hon so vé&i hai mire ndng do
con lai va so v&i chi sé H va | [13]. Két qua cua
chung t6i ciling twong ty vé&i nghién clru trén.
Hon nira ching t6i danh gia thém dé 6n dinh cla
mau nodi kiém & 4°C va danh gia trong khoang
thoi gian dai hon nhém tac gia nay.

Nghién ctu cla ching t6i c6 moét sb diém
han ché la chwa so sanh dwoc chét lwong cua
mau ndi kiém cac chi sé HIL gitra cac dong may
sinh hoa khac nhau, gi(ra mau noi kiém tw san
xuét v&i cac san pham thwong mai trong diéu
kién thuc té phong xét nghiém clia ching téi. Do
do, can cé thém nghién ctru quy méd hon dé danh
gia day du cac van dé trén.

5. Két luan

MAau noi kiém tw san xuat cho 3 chi sd HIL
dadm bao dd ddng nhét va cé do én dinh ngan
han (20 ngay) va dai han (90 ngay) & hai diéu
kién bao quan 4°C va -20°C.
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