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MO DAU

Xét nghiém huyét hoc 1a mot trong nhitng xét nghiém thuong quy nhat cia cac
donviy té, duge thuc hién & hau hét cac khau quan trong co thé anh hudng dén
tinh mang bénh nhan (phau thuat, truyén mau, chan doan va diéu tri, ...). Vi véy,
phong xét nghiém (PXN) can phai c6 mau sinh pham huyét hoc dé thuc hién
ngoai kiém tra, noi kiém tra nham dam bao chat lugng xét nghiém dugc tin cay.
Quy trinh san xu4t mau sinh pham ding trong kiém tra chat luong xét nghiém
huyét hoc 1a mot cong nghé duoc bao mat hét strc chat ché. Hién nay, tat ca cac
mau dang sir dung hién nay déu duogc nhap khau va cung cap boi cic cong ty
thwong mai. Tuy nhién, miu dugc cung cap thuong khong on dinh, hay bi dut
gdy ngudn cung vi phu thudc rat nhiéu vao chinh sach, ké hoach san xuat ctia nha
cung cip va don vi nhap khau. MAu sinh pham huyét hoc c6 thanh phan cha yéu
1a té bao séng dugc bao quan ¢ nhiét do 2-8°C, han st dung dudi 6 thang, khi vé
dén Viét Nam mau c6 han si dung nge"ln lai do thoi gian nhap khéu tuong dbi dai,
trong qua trinh van chuyén c6 nhiéu yéu t6 anh huong nén mau thuong khong 6n
dinh; tén nhiéu chi phi nhap khéu, van chuyén, bao quan nén gia thanh mau cao.
San pham ctia nghién ctru s& giup Viét Nam chi dong duoc ngudn cung cip miu
sinh pham trong nudc, giam dugc chi phi miu, ting thoi gian 6n dinh mau khi
dén PXN st dung.

Y nghia khoa hoc

Viéc nghién ctru thanh cong dé tai nay s& giap Viét Nam lan dau tién c6 thé tién
hanh san xuat dugc mau sinh pham ding trong kiém tra chét luong xét nghiém
huyét hoc dap tmg céc tidu chudn k¥ thuét theo cac tai lidu khoa hoc c6 gia tri
ctia thé gidi vé miu kiém chuén.

Y nghia thuc tién

San pham khi tng dung s& gitp ning cao chét luong xét nghiém, huéng dén lién
thong két qua xét nghiém tai co so y té; gitip cho cic co quan quan 1y Nha nudc,
quéan 1y y té chi dong hoach dinh va trién khai céc chién lugc, ké hoach quan 1y,

chinh sach an sinh xa hdi, cham séc va bao vé sirc khoé nhan dan.
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Poi twong nghién ciru: t& bao hong ciu (TBHC) ngudi tir Ngan hang méu cua
Bénh vién Truyén mau Huyét hoc TP.HCM, TBHC ngdng (Anser cygnoides) 5-
6 thang tudi dé tao mau t& bao bach cau (TBBC) gia 1ap va TBHC dé (Capra
aegagrus hircus) 3-4 thang tudi dé tao té bao tiéu cau (TBTC) gia lap.

Pham vi nghién ctru: Tao ra mau sinh pham dung trong kiém tra chat luong xét
nghiém huyét hoc voi cac thong s6 té bao TBHC, TBBC, TBTC st dung cho céac
thiét bi phan tich huyét hoc do sé luong té bao mau bang phuong phap dién tro
va phuong phap do quang.

Muc tiéu nghién ciru tdng quat: Tao mAu sinh pham 6n dinh vé sé lwong TBHC,
TBBC, TBTC dung trong kiém tra chat lugng xét nghiém huyét hoc.

Muc tiéu nghién ctru cu thé

1. Xac dinh dung dich bao quan TBHC ngudi va diéu ché dugc TBBC gia lap
tir TBHC ngdng, TBTC gia lap tir TBHC dé.

2. Xac dinh cong thuc tdi wu méi truong to hop 3 loai té bao TBHC nguoi,
TBBC gia lap, TBTC gia lap ¢ 3 mac ndng d6 thap, binh thuong, cao trong
thoi gian 3 thang ¢ 2-8°C.

3. Xac dinh gia tri an dinh va danh gia sy twong dong vé sé luong TBHC,
TBBC, TBTC giira cAc nhom thiét bi

4. Ung dung miu sinh pham huyét hoc dé trién khai chuong trinh ngoai kiém
tra huyét hoc & quy mé pilot.

5. Ung dung mau sinh pham huyét hoc dé trién khai noi kiém huyét hoc trén
dong may do quang va do di¢n tro.



CHUONG1 TONG QUAN

1.1 Téng quan vé kiém tra chat lwgng xét nghiém: kiém tra chat lugng (QC)
la mdt phan cua dam bao chat luong (QA). Ngoai kiem tra chat lugng (EQA)
va noi kiém tra chat lwong (1QC) Ia hai cbng cu gquan trong cua QC.

1.2 MAu sinh phim ding trong QC xét nghiém huyét hec: dinh nghia va cac
yéu cau ky thuat cua mau sinh pham dung trong EQA, 1QC huyét hoc.

1.3 Tinh hinh nghién ciru, san xuat mau sinh pham ding trong QC huyét hoc
trén thé giéi: lugc khao tinh hinh nghién cau trén thé gigi. Cac nghién ctu
da dugc mot s6 ¢ong ty thuong mai tng dung trong QC huyét hoc tuy nhién
& dang bao mat, dang ky sang ché.

1.4 Tinh hinh nghién citu, san xuat miu sinh pham dung trong QC huyét hec
trong nudéc
1.5  Pic diém miu nguwdi, mau ngdng, mau dé va phwong phap cb dinh

1.6 Phlro’ng phap sang lgc va toi wu hoéa cac yeu té khao sat anh hwéng: lya
chon céc yéu t6 anh huong, sang loc (mot yeu t6 hoic da yéu té theo phuong
phap ma tran Plackett-Burman), t6i uu héa bang phuong phap ham dap @ng
bé mat - thiét ké cau tric c¢6 thm (RSM — CCD).



CHUONG 2 VAT LIEU VA PHUONG PHAP

2.1

Vit ligu

2.1.1  Mdu mau

Hong cau nguoi va huyét twong tuoi déng lanh dugc cung cap boi bénh vién
Truyén méau Huyét hoc TP.HCM va da duoc kiém tra am tinh véi cac virus
HIV, HBs-Ag, HCV, Human T-Lymphotropic Virus (HTLV), khang thé bat
thuong, giang mai va sot rét.

Mau toan phan tir ngdng (Anser cygnoides) tir 5-6 thang tudi, trong luong tir
5-6 kg. Mau toan phan tir dé (Capra aegagrus hircus) tir 3-4 thang tudi, trong
luong tir 9-12 kg. Sir dung chat chdng dong CPDA-1 va bao quan & nhiét do
2-8°C trong vong 3 ngay trude khi tién hanh phan tich.

Tiéu chuan loai trir: mau tan huyét hodc bi dong, huyét twong bi 1an soi to
huyét hoic bi duc.

2.1.2 Hoba chat

Neomycin sulfate, chloramphenicol, sodium azide, NaCl, trisodium citrate
dihydrate, ethylene glycol, citric acid monohydrate, glycerol, formaldehyde,
glutaraldehyde, mau noi kiém caa ABX Micros 60 va Sysmex XN1000.

2.1.3  Thiét bj xét nghiém sir dung d@é chay mau

May xét nghiém huyét hoc tu dong: ABX Micro 60, CD 1700, Mindray BC
3000, CD 3200, dong CD Ruby, Horiba ABX ABC Vet, Sysmex XP Series,
Mindray BC 2000, Sysmex XN series, Horiba Yumizen H500, Mindray BC
5100.

2.1.4  Dija diém nghién ciru

Céc ndi dung nghién ctru dugc thyuc hién tai:

Hé théng phong thi nghiém an toan sinh hoc cap Il caa Trung tam Kiém
chuan Xét nghiém TP.HCM (TTKCXN TP.HCM).

Cac phong xét nghiém & TP.HCM va céc tinh ¢6 tham gia chuong trinh ngoali
kiém tra chat luong xét nghiém huyét hoc va str dung cac dong may phan
tich huyét hoc ty dong ma nghién ciru thuc hién.



2.2
2.2.1  So do nghién ciru tong quat

N¢i dung va phwong phap nghién ciru
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STT Thi nghiém C& mau
1 | Thi nghiém cb dinh hong cau nguoi, diéu ché bach ciu gia 192 mau
lap, diéu ché tiéu cau gia lap, khao sat méi trudong bao quan.
2 | Thi nghiém sang loc cAc yéu té anh huong, toi wu héa thanh | 96 mau
phan céc chét trong méi truong bao quan
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3 | Thi nghiém danh gia mé hinh dyu doan bang thuc nghiém, 456 mau
xac dinh gi4 tri an dinh, dnh gia sy twong dong

4 | Thi nghiém ung dung mau sinh pham huyét hoc trong trién | 720 mau
khai chuong trinh ngoai kiém & quy mé pilot

5 | Thi nghiém ung dung mau sinh pham huyét hoc trong trién | 222 mau
khai noi kiém

Tong cong: 1686 mau

2.2.3  Phwong phdp ¢é dinh héng cdu ngwoi, diéu ché té bao bach cau va
tiéu cau gid lap
TBHC ngudi tach chiét va bd sung dung dich PBS ¢6 thoi gian bao quan khoang
35 ngay. Dung dich ¢é dinh TBHC ngudi gdm: formaldehyde, glutaraldehyde,
trisodium citrate va nude cat. TBHC nguoi duoc ¢d dinh bang céch tron voi dung
dich ¢ dinh TBHC, ethylene glycol, glycerol theo ti 1€ 1:20:0,1:0,2:0,2. Ly tdm
thu dich ling 1a TBHC ngudi dd duoc c¢b dinh sau d6 bao quan trong dung dich
Alsever c6 bd sung glycerol (ASG).
Mau ngdng dugc ly tim tach dich ling, rira bang dung dich PBS thu TBHC ngdng
sach, ¢ dinh bang dung dich glutaraldehyde 25% (ti 1¢ 1:10) va b6 sung khang
sinh neomycin sulfate ndng do cudi 0,003%. Khuay déu, ly tim va rira bang nudc
ct thu dich ling 1a TBBC gia lap dugc cb dinh hoan toan. Bao quan TBBC gia
lap trong nudc mudi sinh Iy NaCl 0,85%, lugng hdng cau chiém 30% thé tich
dung dich.
Mau dé dugc ly tam tach dich ling, rira bang dung dich PBS thu TBHC dé sach,
sau d6 ¢ dinh bang hdn hop dém PBS, glutaraldehyde 25% va ethylenglycol 3%
v6i ti 1& 1:20, b sung khang sinh neomycin sulfate nong d6 cudi 0,003%. Khuay
déu, ly tAm va rira bang nudc cit thu dich ling 1a TBTC gia lap duoc cb dinh
hoan toan. Bao quan TBTC gia lap trong nuéc mudi sinh 1y NaCl 0,85%, luong
hong cau chiém 30% thé tich dung dich.
Danh gia d6 déng nhét (kiém dinh F-test, a = 0,05) va d6 6n dinh (kiém dinh t-
test, a = 0,05) cia mau TBHC ngudi ¢ dinh, TBBC gia lap, TBTC gia lap trong



dung dich bao quan dé xac dinh han sir dung cia mau. Pong thoi khao sat st
bén ciia cac té bao hong ciu sau khi ¢ dinh trong méi truong NaCl véi ndng do
dao dong tir 0,26 dén 0,60 % (twong tmg d6 tham thau tir 89 mOsmol/kg dén 205
mOsmol/kg). Nghién ctru ciing xac dinh gia tri huyét sic to va thé tich binh
thuong hong cau cua 3 mau RBC trén may huyét hoc ty dong ABX Micro 60s dé
dam bao miu RBC ngdng va dé sau khi cé dinh khéng anh huong dén gié tri
huyét sic t6 va thé tich binh thuong hong cau cia RBC nguoi trong mau to hop
va xac dinh sy tan huyét cua 3 loai RBC.

2.2.4  Phwong phdp sing loC Va toi wu héa cdc yéu té moi trwong dnh hwong

dén so lwong cdc té bao mdau
2.24.1  Phuong phdp sang loc CAC Yéu té moi truwong danh hieong dén sé heong
~ céac te bao mau o )
Nam yeéu to tdc dong deén sy thay doi so luong cta céc té bao dugc khao sat la:
chét nén, neomycin sulfate, chloramphenicol, sodium azide va glycerol.
Bang 2. 1. Cac yéu t6 khao sat cho thiét ké sang loc yéu t6 thi nghiém theo ma

tran Plackett-Burman

STT Tén yéu to Mikc dw6i (-1) | Mikc trén (+1)
1 Huyét thanh (% v/v) 45 65
2 Neomycin sulfate (g/l) 0,3 1,0
3 Chloramphenicol (g/l) 0,02 0,5
4 Sodium azide NaNs3 (% v/v) 0,5 15
5 Glycerol (% v/v) 1 3

Ba loai t& bao méau duoc phdi tron trong dung dich nén ¢ thanh phin bao gdm
5 yéu t6 sang loc v6i nong do tuong umg theo thiét ké cua ma tran Plackett-
Burman dua ra. Két qua nghién ctru dwoc phan tich bang chuong trinh “Design
expert®7.0”, Stat-Ease, Inc., Minneapolis, USA. Ba yéu té ¢6 d6 tin cay p-value
< 0,10 va trj tuyét ddi cua gia tri anh hudng 16n nhat trong cac yéu té khao sat

s€ duoc lua chon.



2242  Phuong phdp t6i wu thanh phan cac chdt trong mdi fruong bao quan
cac té bao mau . ) o
Str dung phuong phap dap tng bé mat va cau tric cé tam (RSM-CCD) dé toi uu
hoa gié tri cac yéu té dang duoc nghién ciru. Xac dinh gia tri toi wu ciia ba yéu t6
chinh tir két qua sang loc thu dugc va dugce nghién ctu ¢ 5 mic (-a, -1, 0, +1,
+0) trong CCD 20 thi nghiém theo c6ng thirc 2n + 2n + 6 (v6i n 1a s6 yéu t6 dung
trong RSM-CCD).
Bang 2. 2. Nong d6 cac yéu t anh huong sir dung thiét ké thi nghiém CCD

A ALK Nguwdng khao Mirc
Tén yéu to .
sat -a -1 0 +1 | +a
Huyeét thanh (% v/v) 38-72 38 45 55 65 | 72

Neomycin sulfate (g/l) 0,06 —1,24 006 | 0,31 065| 10| 1,24
Glycerol (% viv) 03-37 03| 1| 2 | 3| 37
Ham dap tmg dugc chon 1a s luong TBHC nguoi (Y1, A x 10*%/L), TBBC gia
1ap (Y2, B x 10%L) va TBTC gia 1ap (Y3, C x 10%/L), trong do A, B, C 12 s6 luong

céc té bao mau do duoc sau thoi gian bao quan 3 thang ¢ 2-8°C.

225  Phuong phdp xdc dinh gid trj dn dinh va dinh gid sw twong dong vé
so lwgng hong cau, bach cau va tiéu cau giika cac nhém thiét bi

Dua vao két qua cua cac PXN tham chiéu str dung dong may dai dién cho phuong
phap do quang va do dién tro dé xac dinh gia tri 4n dinh. Lya chon 5 PXN tham
chiéu sir dung may ABX Micros 60, Mindray BC 3000, CD 1700, CD 3200, CD
Ruby dé giri 10 bd mau mdi phong. Gi4 tri n dinh theo mdi dong thiét bi 1a gia
tri trung binh két qua cua PXN tham chiéu + 2SD.

Két qua giri vé dugc xir Iy bang phan mém Excell va danh gia bang biéu do
Levey-Jennings. Str dung phan tich two-way ANOVA va phan mém Excel dé
danh gia két qua gitra cac PXN (n =10) trén mdi dong thiét bi phan tich va giita
c4c dong thiét bi phan tich khac nhau ¢ ciing mot mirc nong do c6 dong nhét hay

khong.
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226  Ung dung mdu sinh pham huyét hoc d@é trién khai chwong trinh ngogi
kiém tra xét nghi¢m huyét hgc ¢ quy mé pilot

Mau dua vao tng dung & quy md pilot: str dung nhu mau EQA thwong mai dé

trién khai chuong trinh EQA huyét hoc tir ndm 2022. S6 lwong PXN ding ky

nam 2022 1a 60 PXN. Két qua ngoai kiém xir 1y théng ké bang phian mém EQA

theo nhom phuong phap (do quang, do dién tré khang) va nhom thiét bi. Két qua

ngoai kiém dugc danh gia théng qua hé s6 bién thién (CV%) va z-score.

2.2.7  Ungdung mdu sinh pham huyét hec trong trién khai ngi kiém tra chat
lwong xét nghiém

Mau sinh pham huyét hoc sau khi d4 dugc t6i uu héa & 3 mirc ndong do thap, binh

thuong va cao s€ dugc pha ché thanh 2 bd mau theo khoang gia tri 4n dinh cua

hang ABX Micros 60 (do trd) va Sysmex XN1000 (do quang), lya chon giri mau

cho 15 PXN chay ABX Micros 60 va 15 PXN chay Sysmex XN1000 dé xac dinh

khodng gidi han kiém soat (X+ 2SD) theo dong may.

Phan tich dong thdi 20 b mau ndi kiém nghién ctru (do lap lai 3 1an) va 20 bo

mau ndi kiém thuong mai (do 1ap lai 3 lan) trén dong may ABX Micros 60 va

Sysmex XN1000, mdi bo gdm 3 ng ¢ 3 mirc ndng do. Panh gia su tuong dong

cia mAu nghién ctru va miu ndi kiém thwong mai bang phuong trinh hdi quy

Deming theo huéng dén cua tai liéu CLSI EP14-A3.

2.2.8  Phwong phdp ddnh gid dp dong nhdt ciia méu

D¢ dong nhét dugc danh gia theo 1SO 13528, ISO Guide 80, Guide 34 va Guide

35. Lay mau ngau nhién véi sb luong 14 10% mau mdi 16 cho timg luot kiém tra

mAu, m&i mau duoc thuc hién lip lai 3 1an. Str dung kiém dinh F-test trong Anova

dé danh gia do dong nhat.

2.2.9  Phwong phdp danh gia d¢ 6n dinh ciia mau

2.2.9.1 Pdnh gid do 6n dinh theo thoi gian thyc

Chia miu 1am 2 16 va kiém tra s lugng TBHC, TBBC, TBTC dinh ky 5 ngay/lan

trong 100 ngdy. Str dung kiém dinh one sample t-test (d0 tin cdy 95%) bang phan

mém SPSS dé danh gia d6 6n dinh trong sudt thoi gian thuc nghiém quan sat &
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nhiét do 2-8°C. So sanh gia tri trung binh cta 2 16 vdi gia tri ban dau. Mau duoc
danh gia 6n dinh khi & thoi diém phan tich gia tri p-value > 0,05.

2.2.9.2  Pdnh gid dj 6n dinh trong diéu kién vdn chuyén

Mau duoc giri dén PXN dé xac dinh s6 lugng cac té bao mau ngay trong ngay
nhan mau va 2 thang sau d6, mdi mau do lap 3 1an. Str dung kiém dinh ANOVA:
Single factor véi 0=0,05 dé danh gia su twong dong cua cac két qua
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CHUONG 3 KET QUA VA THAO LUAN

3.1 D dong nhitva én dinh cisa hong ciu ngudi ¢b dinh, bach ciu va tiéu
cau gia lap

3.1.1. Pdnh gid dé dong nhat

Két qua phan tich thong ké sé lwong TBHC, TBBC gia lap, TBTC gia lap tai

Béng 3.1 cho thiy [Finye nghiem| < |Fig tuyé] & ca 3 thong s6. Do d6, s6 lugng TBHC

ngudi, TBBC gia 1ap, TBTC gia 1ap phan phdi vao cac 6ng 1a dong nhat.

Bang 3. 1. Két qua danh gia do dong nhat

Hong cau Bach ciu gia lap | Tiéu cau gia lap
(10%2/L) (10°/L) (10°/L)
Fihue nghiem 15,21 6,90 3,00
Fiy thuyét 19,00 19,00

3.1.2. Pdnh gid dp én dinh

TBHC (s6 lugng ban dau 2,80 x 10%%/L):

- Ngay bao quan 90: p-value = 0,078 > 0,05, do d6 sé luong TBHC van 6n
dinh tai thoi diém ngay thir 90.

- Ngay bao quan 95: p-value = 0,04 < 0,05, do d6 sb lugng TBHC khong 6n
dinh va bét dau cd su thay ddi tai thoi diém ngay tha 95.

TBBC gia 1ap (sé lwong ban du 5,53 x 10%L): sau 100 ngay p-value=0,053>
0,05.

TBTC gia l1ap (s6 lwong ban dau 109 x 10%L): sau 100 ngay p-value=0,105>
0,05.

Két qua cho thiy viéc cd dinh TBHC nguoi, TBHC ngdng va TBHC dé bang cac
dung dich cb dinh c6 thanh phén 1a ethylen glycol, glutaraldehyde, formaldehyde
da giup kéo dai tudi tho cua cac loai té bao 1én dén hon 90 ngay.

3.1.3.  Khdo sét sizc bén céc té bao hong cau

Két qua thi nghiém (Hinh 3.2), cho thdy TBHC ngudi sau khi duoc ¢ dinh chiu
dugce do tham thau & nong d6 NaCl 0,46 % (157 mOsmol/kg) cao hon so véi
TBHC ngudi khong ¢b dinh 12 0,58% (198 mOsmol/kg).
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TBBC gia lap, TBTC gia lap sau khi c6 dinh té bao & ca 18 ndng do déu khong
c6 sy tiéu huyét té bao. Gié tri Hb, MCV ciia 2 mau TBHC ngdng va dé sau khi
cb dinh khi phan tich trén may huyét hoc ty dong ABX Micros 60 gan nhu khong
c6 (Bang 3.2), chirng t6 TBHC ngdng va dé s& khong lam ting chi sé Hb va MCV
néu duoc t6 hop chung véi nhau. Nhu vay, ngoai quan sat su tan huyét, sé liéu
do Hb ciing gop phan khang dinh d6 bén cia mang hong cau sau khi ¢o dinh.
32 sang loc va tdi wu héa cic yéu td méi trwdng dnh huéng dén sb lwong
céac té bao mau
3.2.1 Xdc dinh ngwéng gid tri ciia 3 mic nong dp thap, binh thuwong, cao
Dua trén ngudng gié tri 1am sang cua 3 loai té bao mau TBHC ngudi, TBBC gia
lap va TBTC gia lap cing véi khoang tuyén tinh ciia 3 dong may dugc khao sat
la ABX Micros 60, CD 1700, Mindray BC 3000 theo cong b ctia nha san xuét
cling véi cac ngudng cao bénh 1y dé xac dinh cac ngudng cao, binh thuong va
thap nhu sau:
Bang 3.2. Ngudng gia tri nong do thap, binh thuong, cao cia TBHC, TBBC,
TBTC

Mikc nong do
Thip | Trungbinh | Cao
TBHC (10%%/L) 0,23-3,5 3,5-5,5 5,5-6,85
TBBC gia lap (10%L) | 0,8-4,5 4,5-11 11-50
TBTC gia lap (109L) | 10-150 | 150-400 | 400-600

Théng s6

3.2.2 Sang loc yéu té dnh hwong ¢ 3 mic nong d binh thuwong, thdp, cao

Véi 5 yéu to duge chon dé sang loc gdm huyét thanh, neomycin sulfate,
chloramphenicol, sodium azide va glycerol véi hai mirc thip va cao tién hanh 12
thi nghiém theo ma tran Plackett-Burman. Duya trén két qua do sb luong cac té
bao méau ban dau, tién hanh pha mau theo cong thirc tinh ndng d6 dé xac dinh thé

tich ciia ting loai té bao mau can hiit trong 30 ml hdn hop.

Két qua phan tich théng ké cho thay ca 3 chi tiéu theo déi (TBHC ngudi, TBBC
gia 1ap va TBTC gia lap) & 3 mirc nong d¢ binh thuong, thap, cao déu cing bi
anh hudng boi 3 yéu t6 huyét thanh (% v/v), neomycin sulfate (g/1) va glycerol
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(% v/v) véi d6 tin cay (p <0,1). Két qua sang loc yéu td anh hudng cho thdy, do
pha lodng giita ty 1& huyét thanh: cac té bao mau, nong d6 khang sinh khang
khuén neomycin sulfate va ty 1& glycerol ¢ tac dung ting do nhét anh hudng
nhét ddi véi sy On dinh s lugng cac té bao mau. Céc yéu td nay dugc chon dé
mé rong pham vi nghién ciru cho thiét ké t6i wu hoa theo RSM-CCD.

3.2.3 Két qud téi wu héa thanh phdn cdc chét trong méi truwong bdo quan
3.2.3.1 Téi wu héa thanh phan cdc chdt ¢ mirc nong dé thap, binh thwong, cao

Phan tich phuong sai (ANOVA), phan mém Design Expert 12.0 dua ra dugc
dung nhu 1a md hinh tién doan sb lugng TBHC ngudi (Y1), s6 lwong TBBC gia
1ap (Y2) va s6 lugng TBTC gia lap (Y3) v6i phuong trinh cu thé nhu sau:

- S6 luong té bao mau ¢ mic ndng d6 binh thuong:

Y, = 4,11.10'2 + 1,05.10. x, + 6,93.10°. %, + 6,13.10°.x; — 4,12, 10 x,x, — 5,88.10%°.x,x,
+5,01.10%x2 — 1,27.10%°.x2 — 3,21.10%°,x2
Y, = 6,41.10° — 1,96.107.x, + 8,82.107.x, + 8,82.107.x5 + 1,25.107.x,%, — 8,75.107. X, %5
—8,75.107x,x; — 3,88.10°.x% — 1,45.10°%.x2 — 3,92.107.x2
Y, = 1,90.10" +2,08.10% %, + 1,27.10%.x, + 2,45.10° x; — 2,38.10% x,x, — 2,38. 10 %, X
—5,12.10°% X,%5 — 1,33.10%.x2 + 6,17.108.x% — 2,57.10°. x2

S6 luong té bao mau ¢ mirc nong do thap:

Y, = 3,14.10'2 + 1,96.10%.x, + 7,44.10'%. %, + 6,85.101%. x5 — 6,12. 101%. x,x, + 3,12.10%0. %, X5
— 5,12.10%.x,%; — 5,95.10% x2 — 3,42.1010.x% — 4,13.10°. x2

Y, = 3,42.10° + 1,70.107.x, + 1,22.10%.x, + 8,32.107. x5 — 2,50. 107.x,x, — 1,00. 108.x, x5
—7,50.107.x,x5 — 9,61.10°.x2 — 1,69. 10°.x2 — 6,26.107.x2

Y, = 1,24.10% + 4,35.10%. %, + 3,54.10°.%, + 2,77.10°% x5 — 4,00.10% x,x, — 4,75.10%. X, X
—9,50.10° x,%; — 8,65.108.x2 + 1,08.10°.x% — 6,35.10°. X2

- S6 lugng té bao mau ¢ mirc nong do cao:

Y; = 5,11.10'2 + 2,00.10'%.x, + 7,03.10°.x, + 6,62.10%°. x5 — 6,50.10%°.x,%, + 1,00.10°. X, X,
—3,75.101%.x,%; + 7,83.10%.x% — 1,16.10%°. x% — 3,81.10%%.x2

Y, = 1,63.10% + 4,16.107.%; + 8,32.107.x, + 1,10. 10%. x5 — 7,50.107. %, X3 — 1,25. 10%. x,X5
+2,64.107.x% — 1,33.108.x2 — 8,94.10°.x2

Y; = 4,55.10' + 5,75.10% x; + 3,62.10°.%, + 3,28.10%. x5 — 6,63.10°. x;X, — 3,63.10%.x; X5
—1,04.10%.x,%x; — 2,36.10°.x% + 6,42.10%.x3 — 4,31.10°.x3
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Vi X1, X2, X3 1an luot 1a ham lugng huyét thanh, neomycin sulfate va glycerol.

3.2.3.2  PHdnh gid md hinh di dodn bang thuc nghiém

Gia tri phan trim tuong thich giita gia tri thuc nghiém va 1y thuyét ciia 3 loai té

bao mau déu 16n hon 95 % & mirc ndng do binh thudng, mic nong do thap va

murc nong do cao gitip khang dinh tinh chinh xac cia mo6 hinh va sy ton tai cta

diém to1 uvu.

Pinh gia do dong nhit:

Két qua phan tich thong ké cho thiy |Fie nghiem| > Fig tuyé trén 3 dong TBHC,

TBBC gia lap, TBTC gia 1ap & ca mirc nong d6 binh thuong, thip va cao. Didu

d6 chimg to s6 lugng 3 dong té bao mau bao quan trong moi truong tdi uwu 1a

dong nhat ¢ ca 3 mac ndng do.

Pinh gia d 6n dinh:

Theo két qua p-value, d6 6n dinh theo thoi gian ¢ diéu kién nhiét o 2-8°C
ctia 3 dong té bao 1a 95 ngay & mirc ndong do binh thudng, 100 ngay ¢ mirc
ndng d6 thap, 100 ngay & mirc ndng do cao.

Két qua phan tich ANOVA véi mic ¥ nghia a.= 0,05, chi sé p-value cho thiy
s6 lugng TBHC nguoi, TBBC gia lap, TBTC gia lap giira 3 thiét bi ABX
Micros 60, CD 1700 va Mindray BC 3000 khdng c6 su khéc biét & mirc nong
d6 binh thuong, ndng d6 thap va nong do cao. Diéu ndy chang té mau huyét
hoc & ca 3 muc ndng do binh thuong, thap, cao co thé dap tng trén céc thiét
bi khac nhau va 6n dinh trong thoi gian 3 thang trong diéu kién van chuyén.
Dé danh gia chit lwong mau, nghién ciru thuc hién nhuém Giemsa dé quan
st hinh théi cac té bao méau ¢ thoi diém ban dau va sau 100 ngay. Hinh dang
ctia TBHC nguoi va TBBC gia lap sau 100 ngay tuong dong véi mau thuong
mai, khong c6 su thay doi vé hinh dang va cac TBHC khdng c6 hién tugng
bi vo.
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3.3 Xic dinh gia tri 4n dinh va dinh gia sy twong dong vé sb lwgng hong
cau, bach cau gia 1ap, tiéu cau gia lap giira cac nhom thiet bi

33.1  Khdo sdt cac thiét bi dang ky thuc hign ngogi kiém Huyét hgc nhiéu

nhat

Nam dong thiét bi pho bién nhit: CD Ruby (11,09%), CD 3200 (10,69%),

Mindray BC 3000 (8,91%), ABX Micros 60 (8,51%) va CD 1700 (6,53%).

3.3.2  Xdc dinh gia tri dn dinh sé lweng cac té bao mau bang phwong phdp

do di¢n tro

3.3.2.1 Dong may ABX Micros 60

- Ddi voi mau ndng do thap, khoang gié tri an dinh TBHC nguoi (X + 2SD) la
3,43 + 0,33 x 10%/L, TBBC gia 1ap 12 3,83 + 0,30 x 10%/L va TBTC gia 1ap
1295 + 6,34 x 10%/L.

- Dbi v6i mau ndng d6 binh thuong, khoang gia tri an dinh TBHC nguoi la
4,43 + 0,14 x 10'2/L, TBBC gia 1ap 12 8,32 + 0,46 x 10%/L va TBTC gia lap
la 151 + 6,98 x 10%/L.

- Dbi véi miu ndng d¢ cao, khodng gia tri 4n dinh TBHC nguoi 145,70 + 0,22
x 10%%/L, TBBC gia lap la 26,60 + 0,66 x 10%L va TBTC gia lap la 416 +
9,44 x 10%L.

3.3.2.2 Dong may CD 1700

- Ddi voi mau ndng do thap, khoang gié tri an dinh TBHC nguoi (X + 2SD) la
3,60 + 0,28 x 10'2/L, TBBC gia 1ap 12 4,33 + 0,66 x 10%/L va TBTC gia lap
1260 + 7,10 x 10%L.

- Ddi véi miu nong do binh thuong, khoang gid tri 4n dinh TBHC nguoi la
5,52 + 0,60 X 10%/L, TBBC gi4 1ap 12 8,51 + 0,75 x 10%L va TBTC gié 1ap
1a 143 + 6,54 x 10%/L.

- Ddi véi mau ndng do cao, khoang gia tri 4n dinh TBHC nguoi 12 5,80 + 0,60
x 10%?/L, TBBC gia lap la 26,41 + 1,90 x 10%L va TBTC gia lap la 416 +
8,26 x 10%/L.
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3.3.2.3 Dong may Mindray BC 3000

Déi véi miu nong do thap, khoang gia tri 4n dinh TBHC nguoi (X + 2SD)
la 3,43 £ 0,38 x 10'?/L, TBBC gia lap la 3,75 + 0,28 x 10%L va TBTC gia
lap 12 63 + 3,92 x 109/L.

Dbi v6i mau nong do binh thudng, khoang gia tri 4n dinh TBHC nguoi la
5,24 + 0,39 x 10%?/L, TBBC gia lap 1a 7,88 + 0,90 x 10%L va TBTC gia lap
12 138 + 6,26 x 10%/L.

D6i voi mau ndng d6 cao, khoang gié tri an dinh TBHC ngui 12 5,43 + 0,66
x 10%%/L, TBBC gia lap la 24,83 + 1,35 x 10%L va TBTC gia lap la 396 +
8,61 x 109/L.

3.3.3  Xdc dinh gia tri dn dinh sé lweng cac té bao mau bang phwong phdp

do quang

3.3.3.1 Dongmay CD 3200

Dbi véi mau ndng do thap, khoang gié tri an dinh TBHC nguoi (X + 2SD) la
3,39 £ 0,34 x 10%/L, TBBC gia lap 14 3,76 + 0,48 x 10%L va TBTC gia lap
1294 + 5,70 x 10%L.

D6i voi mau ndng do binh thudng, khoang gia tri 4n dinh TBHC ngudi la
5,42 + 0,46 x 10'%/L, TBBC gia 1ap 1a 8,17 + 0,80 x 10%L va TBTC gia lap
la 155 + 6,66 x 10%/L.

Dbi vi mau nong do cao, khoang gia tri 4n dinh TBHC nguoi 12 5,64 + 0,56
x 1022/L, TBBC gia Iap 1 23,72 + 3,12 x 10%L va TBTC gia lap 1a 426 +
8,64 x 10%/L.

3.3.3.2 Dong may CD Ruby

Déi véi mau ndng do thap, khoang gié tri an dinh TBHC nguoi (X + 2SD) la
3,10 £ 0,12 x 10*/L, TBBC gia lap la 3,82 + 0,40 x 10%L va TBTC gia lap
12 147 + 6,00 x 10%L.
Dbi voi mau ndng d6 binh thudng, khoang gia tri 4n dinh TBHC ngudi la
5,25 + 0,48 x 10%%/L, TBBC gia lap 12 7,99 + 0,70 x 10%L va TBTC gia lap
la 246 + 8,83 x 10%/L.
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- Déi voi mau ndng do cao, khoang gia tri an dinh TBHC ngudi 12 5,80 + 0,72
x 10%%/L, TBBC gia 1ap la 22,55 + 2,22 x 10%L va TBTC gia lap la 669 +
8,94 x 10%L.

334  DPanh gia sy twong dong giira cic phong xét nghiém va cac dong thiét

bi khi phan tich mau sinh pham huyét hoc

3.3.4.1 Pdnh gid trén céc thiét b do dién tro

ABX Micros 60: O mirc ndng do thap, c6 2 gia tri TBBC gia lap, mirc ndng do

binh thuong c6 1 gia tri TBBC gia dinh, 1 gia tri TBTC gia 1ap va mirc ndng do

cao c6 1 gia tri TBBC gia lap va 1 gia tri TBHC ngudi nam ngoai khoang X +

2SD va céc sai léch nay nam & cac PXN khac nhau. SO lugng cac PXN cé chi sd

khong dat chiém 2/10 PXN.

Dong may CD 1700: G mirc ndng do théap, co 1 gia tri TBHC ngudi, mirc nong

d6 binh thuong c6 1 gia tri TBBC gia lap, 2 gia tri TBTC gia 1ap va mirc nong

d6 cao c6 1 gia tri TBHC ngudi nam ngoai khoang X + 2SD va cic sai léch nay

nam & cac PXN khac nhau. S6 lugng cac PXN c6 chi s6 khong dat chiém 1 ty 18

2/10 PXN.

Dong may Mindray BC 3000: O ca 3 mirc nong do, khong ¢ gia tri ndo nim
ngoai khoang X + 2SD.

Str dung phan tich two-way ANOVA va phin mém Excel danh gia két qua giira
10 PXN trén mdi loai thiét bi phén tich dién tro khang va giita cac thiét bi phan
tich khac nhau & ciing mot mirc ndng do. Két qua phén tich théng ké nhu sau:
Mirc nong do thap:

- TBBC gia lap F1 = 2,05 < Fy, 18,0.05 = 2,46; F> = 20,06 > F>, 18,005 = 3,55.

- TBHC nguoi F1 = 1,36 < Fg 18,005 = 2,46; F2 = 6,72 > F>, 18, 0.05 = 3,55.

- TBTC gialap F1 = 1,75 < Fg, 18 0.0s = 2,46; F2 = 494,16 > F», 18, 0.0s = 3,55.

Do d6, két qua TBHC nguoi, TBBC gia lap va TBTC gia lap trén timg thiét b
phan tich giita cac PXN 14 twong duong nhau va két qua cta 3 thiét bi phan tich
do dién tr¢ 1a khac nhau va su khac biét nay c6 y nghia thong ké (p < 0,05).
Mirc ndng d6 binh thudng:

- TBBCgialap F1 = 1,44 <Fg 18 005= 2,46; F2 = 9,94 > F; 18 0.05 = 3,55.
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- TBHC ngu(‘)ri Fl = 1,35 < ng 18, 0.05 — 2,46; Fz = 58,64 > Fz, 18, 0.05 = 3,55.
-  TBTC gia lap F1 = 0,69 < Fog, 18,005 = 2,46; F2 = 21,12 > F; 18, 0.0s = 3,55.

Do d6, két qua TBHC ngudi, TBBC gia 1ap va TBTC gia lap trén timg dong may
giita cac PXN 1a twong dwong nhau va két qua cta 3 thiét bi phan tich do dién tro
khac nhau 14 khac nhau va sy khac biét nay c6 y nghia théng ké (p < 0,05).

Mirc nong do cao:

- TBBC gialap F1=1,10 <Fg 15 005 = 2,46; F2 = 16,68 > F>,15,0.05= 3,55.

- TBHC nguoi F1 = 2,37 < Fg, 18,005 = 2,46; F> = 3,07 < F3, 18,0.05 = 3,55.

- TBTCgialap F1=1,59 < Fg, 18,005 = 2,46, F2 = 93,30 > F>, 18, 0.0s = 3,55.

Do d6, két qua TBHC ngudi, TBBC gia lap va TBTC gié lap trén timg dong may
gitta 10 PXN la twong duwong nhau va két qua cua 3 thiét bi do dién tro khac nhau
& sb luong TBBC gia lap, TBTC gia lap va su khac biét nay c6 ¥ nghia thong ké
(p < 0,05), con TBHC nguoi thi twrong duong nhau.

Nhu vay, két qua phan tich sé lwong cac té bao méau cta 10 PXN & ca 3 mirc ndng
d6 1a twong duong, tuy nhién, giita cac thiét bj khac nhau (CD 1700, ABX Micros
60, Mindray BC 3000) & cting mdt muc ndng do sé cho két qua khac nhau.
3.3.4.2 Danh gia trén dong may do quang

Dong may CD 3200: O muc ndng do thap co 1 gia tri TBBC gia lap, 1 TBHC
ngudi, mirc ndng d6 binh thudng c6 2 gia tri TBBC gia 1ap, 2 gia tri TBHC ngudi,
1 gia tri TBTC gia 1ap ndm ngoai khoang gia tri 4n dinh X £ 2SD va cic sai léch
nay nam & cac PXN khéc nhau, con & mirc ndng do cao ca 3 gia tri s6 luong té
bao mau déu dat. S6 lwong cac PXN c6 chi s6 khong dat chiém 1 ty 1é 2/10 PXN.
Dong may CD Ruby & mirc ndng do binh thudng c6 1 gia tri TBBC gia lap, mirc
ndng do cao co 1 gia tri TBTC gia 1ap nam ngoai khoang gia tri 4n dinh X + 2SD
va céc sai 1éch nay nam & cac PXN khac nhau, con & mirc ndng do thap ca 3 gia
trj s6 luong t& bao mau déu dat. S6 luong cac PXN c6 chi s6 khong dat chiém ty
1€ 1/10 PXN.

St dung phén tich two-way ANOVA va phan mém Excel dé dénh gia két qua
gitta 10 PXN trén mdi loai thiét bi phén tich va giita cac thiét bi phan tich khac

nhau & cing mot mirc ndng do. Két qua phan tich théng ké nhu sau:
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Mirc ndng dd thip:

- TBBCgialap F1=0,53 <Fg,9 005 = 3,18; F2 = 0,40 < Fy1,9,005= 5,12.

- TBHC nguoi F1 = 0,53 < Fo 9,005 = 3,18; F2 = 1,56 < F1,9,005= 5,12.

- TBTC gialap F1 = 2,94 < Fg, 9,005 = 3,18; F> = 3243,86 > F1, 9,005 = 5,12.
Két qua TBHC ngudi, TBBC gia lap, TBTC gia 1ap giita cac PXN 1a twong duong
nhau, két qua cua 2 thiét bi phan tich do quang khac nhau & chi s6 TBTC gia lap
va sy khéac biét nay co y nghia thong ké (p < 0,05), con chi sé TBBC gia lap va

TBHC nguoi thi twong duong nhau.
Muc nong d6 binh thuong:

- TBBCgialap F1 = 0,84 <Fg,9,005=3,18; F2= 0,91 <Fy 9,005 = 5,12,

- TBHC nguoi F1 = 0,72 < Fg 9,005 = 3,18, F2 = 0,29 < Fy, 9, 0.05 = 5,12.

- TBTC gialap F1 = 1,81 < Fg, 9,005 = 3,18, F> = 3410,01 > Fy, 9, 0.05 = 5,12.
Két qua nay twong tu vdi mau c6 ndong do thap. Két qua thong ké cho thdy TBHC
ngudi, TBBC gia 1ap, TBTC gia lap giita cac PXN la tuong duwong nhau, két qua
ctia 2 thiét bi phén tich do quang khac nhau ¢ chi sé6 TBTC gia lap va su khéac
biét nay c6 y nghia thong ké (p < 0,05), con chi s6 TBBC gia lap va TBHC ngudi
thi tuong duong nhau.

Miirc ndng db cao:

- TBBCgialap F1=0,49 <Fg 9 005= 3,18, F2=0,91 < Fy 9,005 = 5,12.

- TBHC nguoi F1=0,88 < Fg 9 005= 3,18, F2 = 1,92 < Fy,9,0.05s = 5,12.

- TBTC gialap F1 = 1,07 < Fg, 9,005 = 3,18, F2 = 22391,07 > F1, 9,005 = 5,12.

Tuong tu, két qua TBHC nguoi, TBBC gia 1ap, TBTC gia lap giita cac PXN la
tuong duong nhau, két qua cua 2 thiét bj phan tich do quang khac nhau & chi s6
TBTC gia 1ap va su khac biét ndy c6 y nghia thdng ké (p< 0,05), con chi sé TBBC
gia lap va TBHC nguoi thi trong duong nhau.

Nhu vay, két qua s6 lugng cac té bao mau & 10 PXN khac nhau & céc thiét bi
phan tich khac nhau thi twong duong nhau, tuy nhién véi cing mot mirc nong do
thi cac dong may khac nhau (CD 3200, CD Ruby) s& cho két qua TBBC gia 1ap
va TBHC ngudi twong duong nhau, chi c6 chi s6 TBTC Ia khéc nhau.
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Két qua cua cac PXN giri vé duoc phén tich theo 2 nhom phuong phép 1a do
quang va do dién tré khang va dé dam bao tinh chinh xac va khach quan. Chi sé
EQA dugc quan tim ddu tién 1a CV%: Trén dong may ABX chi co 1 két qua
CV% ¢ muc nong d6 thap HHI1 (CV% = 7,16%) 16n hon 5% & thong s TBHC
nguoi, cac théng so & cac mirc ndng do con lai déu nhé hon 5%. Trén dong may
CD 1700, s6 lwong TBTC & mirc nong do thap HH1 c6 CV% = 6,60%, TBHC
nguoi, TBBC gia 1ap & mic ndng d6 binh thuong HH2 (CV% TBHC ngudi =
5,56%, CV% TBBC gia lap = 6,77%) va sb luong TBBC gia lap ¢ mirc ndng do
cao HH3 ¢6 CV% = 5,51% lon hon 5%. Trén dong may Mindray BC 3000 ciing
c6 1 thong s6 TBBC gia lap ¢ mirc ndng d6 thap HHI c6 CV% = 5,21% 16n hon
5%. Piéu nay ching to, trén cing 1 dong thiét bi, cac két qua cia cac PXN sé& co
su khac biét va dé danh gia dugc d6 dung cua cac két qua nay thi can phai so
sanh voi gia tri dich hay gia tri an dinh.

Biéu db Levey-Jenning 13 cong cu truc quan dé danh gia sy sai 1éch cua cac két
qua phan tich so vai gia dich. Cac két qua phan tich dugc xem l1a chap nhan khi
nam trong khoang X + 2SD. Két qua phan tich trén 5 dong may kiém tra 1a ABX
Micros 60, CD 1700, Mindray BC 3000, CD Ruby, CD 3200 cho théy cac két
qué sai léch cia TBBC gia 1ap, TBHC ngudi, TBTC gia 1ap cha yéu 1a ¢ nong
d6 cao va binh thuong.

3.4 Ur]g dung mau sinh phfln} huyét hoc dé trién khai chwong trinh ngoai

kiem tra xét nghiém huyet hoc ¢ quy mé pilot

3.4.1 Pdnh gia két qua ngoai kiém trén 3 nhom thiét bi do dién tré

B8) RBC
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Hinh 3. 1. Két qua z-score trung binh cua 3 dong may Horiba ABX ABC Vet,
Sysmex XP Series, Mindray BC 2000 trong 12 thang

3.4.2  Ddnh gid két qud ngogi kiém trén 3 nhém thiét bi do quang

) PLT B) REC

o wac

Hinh 3. 2. Két quéa z-score trung binh cia 3 dong may Sysmex XN series,
Horiba Yumizen H500, Mindray BC 5100 trong 12 thang

3.43  Ddnh gid két qud ngogi Kiém theo phuwong phdp
A) Hn’ing chu

0

i)
) 1 W

Thing | Thing 2 Thing 3 Thing 4 Thing § Thing & Thing 7 Thing & Thing 9

W efie PN b didm z-score khing dat
=

Thing Thing | Thing
10 11 12
"Bodifnmd 2206 676 | 875 160 8 108 | B4 6% 3T | 951 1647 | BE6
“Roquang 6.5 125 0 LI #4400 0 6.8 ] 125 0 | 1L

B) Bach ciu

70

% chc PXN ¢6 di¢m z-score khong dat
w
5

0
Thang | Thang | Théng | Thang Théng | Thang Thing Théng Thing Thing Thing Thing
1 2 3 4 35 7 8 9 10 11 n
mBodiéntrd 30 909 | 7.04 1449 769 | 2381 39 | 64l 9359 1184 2029 26
®"Doquang = 625 25 1.1 0 17,65 | 6,25 0 641 1176 625 | 588 588
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C) Tidu cau

H

F

B
Z 5

2

2

# 0 Thin

Thing | | Thing2 Thing3 Thing4 Thing$ Thing& Thing? Thing§ Thing® “”3 “‘“”‘

re khing dyt

PXNed di
-

2
7,0
909

"Dodifnuwd| 1,3 | 1268 T7¢ 9,33 548 14 105 138 7,59 4,88 B0
=Doguare | 0 4 9,09 0 o 9 .08 0 A L

Hinh 3. 3. Ti 1& % cac PXN c6 diém z-score khong dat trong nim 2022
Nhu vy, trong danh gia két qua ngoai kiém theo nhom thiét bi do tro thi két qua
phén tich cua 15 PXN trén 3 dong may la Horiba ABX ABC Vet, Sysmex XP
Series, Mindray BC 2000 cho thiy CV% ¢ théng sé6 TBBC cao hon so v&i 2
thong s6 TBHC va TBTC. Cac PXN khi phén tich thong sé TBHC cho két qua
6on dinh nhat. Didu nay ching t6 cing mot loai may phan tich nhung khi duoc sir
dung & nhitmg PXN khéc nhau thi két qua s& khac nhau. Két qua z-score trung
binh cta 3 dong may do tré twong ddi tbt, trong 12 thang thi chi ¢6 1 thang co
két qua khong dat.

Chi s6 CV% trén 3 dong may do quang (Sysmex XN series, Horiba Yumizen
H500, Mindray BC 5100) nho hon so véi 3 dong may do tré, do cac thiét bj nay
sir dung cong nghé hién dai hon nén két qua gitra cic PXN khong c6 sai 1éch
nhiéu. Gi4 trj z-score trung binh ctia thong s6 hong ciu va bach cau da s6 déu dat
chi c6 thong s6 TBBC c6 z-score trung binh khong dat & cac thang 2, 5, 8, 9, 10.
Diéu nay 1a do phuong phéap phat hién TBBC cua cac dong may do quang nay
khac nhau, c¢6 thé 1a do tan xa anh sang, phan tng phat huynh quang.

Két qua ¢ thang 1, phuong phap do quang & théng s TBBC, TBHC ti 18 % céac
PXN c6 diém z-score khong dat trén 50%. Tuy nhién, cac thang sau d6 tinh trang
nay da dugc cai thién. Ti [¢ % cac PXN co diém z-score khong dat gidm dan sau
12 thang & ca 3 thong s6 TBHC, TBBC, TBTC. Cac thang 10, 11 c6 ti 1€ % cac
PXN c6 diém z-score khong dat bang 0%.
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3.5  Ung dung miu sinh pham huyét hoc trong ngi kiém tra chat hrgng

xét nghiém

Két qua phén tich théng ké va do thi hdi quy tuyén tinh Deming cho thay mau

sinh pham huyét hoc nghién ciru ding trong ndi kiém twong dong véi 2 miu

thuong mai cua hang Sysmex XN1000 va ABX Micros 60.

Danh gia két qua ndi kiém tai phong xét nghiém sir dung dong thoi mau nghién

ctru va mau thuong mai bang biéu d6 Levey-Jenning, 6 quy tic Westgard co ban

va hién tugng léch, truot cho thdy mau noi kiém nghién ciru c6 thé phat hién quy
tac 125, hién tugng trugt trong tw nhu mau thuong mai ctia hing Sysmex XN1000
va ABX Micros 60. Viéc nghién ciru thanh cong mau ndi kiém trong nude c6 thé
st dung trén dong may Sysmex XN1000 (sir dung phuong phap do quang) va
dong may ABX Micros 60 (sitr dung phuong phap do dién trd) c6 chat lwong nhu
mAu thwong mai mang lai rit 16n cho cac PXN do nhu cdu sir dung mau ndi kiém

1 rat 16n.

CHUONG 4 KET LUAN VA KIEN NGHI

4.1 Ketluan

- Dung dich bao quan té bao TBHC ngudi, TBBC gia lap, TBTC gia lap c6 do
ddng nhét va 6n dinh trong 100 ngay. Sau khi cé dinh 3 loai té bao cé stic
bén cao hon so v&i cac té bao khi chua cd dinh.

- Sang loc duoc 3 yéu té huyét thanh, neomycin sulfate va glycerol anh huéng
nhat dén moi truong to hop va nong do ti wu cua huyét thanh, neomycin
sulfate va glycerol & 3 mirc nong do: binh thuong (45,00%; 1,00g/1; 3,00%);
thip (45,00%; 0,30 g/l; 3,00%); cao (45,00 %:; 1,00 g/l; 1,00%). Panh gid mo
hinh thuc nghiém sau khi téi wu héa c6 > 95% tuong tich giita thuc nghiém
va ly thuyét & ca 3 mac ndng d6. Mau sau khi téi wu dat do dong nhat va on
dinh 95 ngay & mirc ndng do binh thuong, 100 ngay & ndng do thip va cao &
diéu kién phong thi nghiém va diéu kién van chuyén ¢ nhiét 6 2-8°C. Mau
sinh pham huyét hoc c6 hinh dang TBHC ngudi trong ddng véi mau thuong
mai.

- Xac dinh dwoc gi4 tri n dinh ciia mAu trén 5 thiét bi ABX Micros 60, Abbott
CD 1700, Mindray BC 3000, CD 3200, CD Ruby. Déi véi 3 thiét bi do dién
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tro khang (Celldyn 1700, ABX Micros 60, Mindray BC 3000) két qua giita
cac PXN la twong dong va giira cac thiét bi khac nhau & cing mot mirc néng
d6. Poi véi cac thiét bi do quang (CD 3200, CD Ruby) két qua giira cac PXN
1a twong dong va giira cac thiét bi khac nhau & ciing mot mirc nong d6 TBBC,
TBHC la twong dong, TBTC la khac nhau.
Mau sinh pham huyét hoc duing trong trién khai chuong trinh ngoai kiém tra
huyét hoc & quy mo pilot trong nam 2022 da danh gia dwoc chat luong cia
cac PXN theo phuwong phap va thiét bi
Mau sinh pham huyét hoc tng dung trong noi kiém tra chét lugng xét nghiém
tuong dong voi mau thuong mai va cd thé duoc st dung dé phat hién sai s6
trong qua trinh thuc hién xét nghiém hang ngay tai PXN.

Kién nghi

Nghién ciru di tao ra mau sinh phadm huyét hoc vé6i 03 loai té bao TBHC ngudi,

TBBC gia lap, TBTC gia lap. Tuy nhién, nghién ctru c6 cac kién nghi nham ting

chat luong miu nhu sau:

Nghién ciru 1am ting tudi tho ciia mau;
Nghién ctru img dung thém céc thiét bi duoc khao sat 1a dang phd bién tai

phong xét nghiém hién nay dé danh gia két qua, xac dinh gia tri 4n dinh;
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