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nguy ¢ mac bénh cao hon.

Cac yéu to cb hai anh hudng dén siic khoe
khong tét theo ty 1€ giam dan theo cac yéu to tur
sinh vat c6 hai (22,6%), cac yéu t6 khac
(17,4%), thdi tiét cuc doan (16,3%), bui, khi doc
(13,2%) va 6n, rung (10,5%). Vi cac d6i tugng
nghién clru lam viéc & Cong ty dién luc lam viéc
¢ moi truGng ngoai trGi nén dé ti€p xdc vdi cac
yéu t6 nhu sinh vat co hai, thdi ti€t cuc doan,
mot sO yéu t6 khac. Do vay cac yéu té nay anh
hudng dén surc khoe cua ngudi lao dong.

V. KET LUAN

Qua nghién ctu thuc trang stic khée ngudi
lao dong tai Cong ty dién Iuc Thanh Tri Ha Noi
thdy cac nhom bénh thudng gap la bénh H6 hap
(32,6%), Co xudng khdp (26,2%), Tam than
kinh (20,9%). Nhém tudi dang lao ddng, tham
nién cong tac cua cong ty kha cao lan lugt tir <5
ndm (100%), 6 - 10 nédm (94,1%), 11 - 15 ndm
(85,5%), 16-20 ndm (84,5%) va = 21 n3m
(73,3%). Cac yéu t6 co anh hudng dén suic khde
cla ngudi lao déng nhu sinh vat cé hai (22,6%),
cac yéu t6 khac (17,4%), thdi tiét cuc doan

(16,3%), bui, khi doc (13,2%) va 6n, rung (10,5%).
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AP DUNG HUO'NG DAN EP15A3 CUA CLSI TRONG XAC NHAN
PHU'ONG PHAP DINH LUQONG PHENYLALANINE
TREN HE THONG VICTOR 2D CUA PERKIN ELMER

Nguyén Huy Pong!, Nguyén Thi Kiéu Oanh', Nguyén Thi Huyén?,

TOM TAT.

Pat van dé: Xac nhan gia tri s dung cua
perdng phap 13 kiém tra lai kha nang thuc hién cla
cac phuang phap da dugc céng bg, nham chiing minh
rang phuang phap do thuc hién derc va cho két qua
phu hgp véi cac yéu cau ky thuat ma nha san xuat d3
cbng bo, tai mot phong xét nghlem cu thé. Muc tiéu:
Nghién cu dugc thuc hién véi muc tiéu xac nhan
phuong phap dinh lugng  Phenylalanine trong mau
mau tham khé trén hé théng VICTOR 2D cla Perkin
Elmer. POi tugng va phu’dng phap: Nghién ciu sir
dung vat I|eu bd ndi kim Neonatal Phenylalanine QC
hai mic va hdéa chat Neonatal Phenylalanlne kit d&
tién hanh thuc nghiém danh gid dé6 dung, d6 chum
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cua xét nghiém dinh lugng Phenylalanine trén hé
thong VICTOR 2D cua Perkin Elmer theo hudng dan
EP15A3 cua CLSI. K&t qua: CV cla phong xét nghiém
vGi QC (normal) va QC (Abnormal) lan Iugt la 18,2%,
8,58% nho han gia tri CV nha san xudt cong bd cho
gia tri binh thudng la 33,2% va g|a tri bénh ly la
14,3%. Gia tri trung binh quan sat cta hai mic Qc
ndm trong khoang xac nhan. Do chum va do dung cla
xét nghlem dinh |ugng Phenylalanlne dugc Xac nhan,
xét nghiém cd thé thuc hién d& cung cap dich vu cho
bénh nhan trong thuc hanh 1dm sang. Tu’ khoa:
Phenylketon niéu, Phenylalanine, sang loc sa sinh, xac
nhan phudng phap, EP15A3, Perkin Elmer.

SUMMARY
APPLICATION OF CLSI EP15A3 GUIDELINE
FOR VERIFICATION OF NEONATAL
PHENYLALANINE MEASUREMENT METHOD
IN DRY BLOOD SAMPLES ON PERKIN

ELMER’S VICTOR 2D SYSTEM
Background: Analytical method verification is
crucial for laboratories before proceeding to the
testing of patients' samples. Objectives: The purpose
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of this study was to verify the performance of neonatal
phenylalanine measurement in dry blood samples on
Perkin Elmer's VICTOR 2D system for newborn
screening of Phenylketonuria. Subjects and
methods: The verification of precision and trueness
was conducted on the Perkin EImer analyzer using the
Perkin Elmer's Neonatal Phenylalanine kit and quality
control materials in accordance with CLSI EP15-A3
guidelines. Results: The laboratory CVs of two QC
levels were observed to be 18.2% and 8.58%
respectively, lower than the manufacturer's CVs of
normal value 33.2% and Abnormal value 14.3%. The
observed mean value of two QC levels were within the
verification intervals. Conclusion: As a result, the
precision and trueness of this Phenylalanine assay
were verified, allowing it to be used for neonatal
screening. Keywords: Phenylketonuria,
Phenylalanine, newborn screening, method
verification, EP15A3, Perkin Elmer.

I. DAT VAN PE

Xac nhan phuong phap la khang dinh bang
kiém tra cac bang chling khach quan cho thdy
cac yéu cau cu thé clia mdt phuong phap dinh
sir dung co thé dap (ng dugdc [1]. Cé rét nhiéu
yéu t6 co thé tac dong, Iam anh hudng dén két
qua cla mot xét nghiém. Trén thuc t€, moi
phong xét nghiém (PXN) lai cd diéu kién xét
nghiém khac nhau, tuy réng su khac biét nay c6
thé khoéng dang ké. Vi vay, méc di nha san xudt
(NSX) d3 tién hanh thdm dinh phuong phap
trude khi dua san phdm mdi ra thi trerng, moi
PXN van can tién hanh xac nhan gia tri sir dung
dé€ kiém tra xem céc thdng s6 ky thuét da cong
b6 c6 dung trong diéu kién riéng cia PXN hay
khong [2]. Tuy nhién, xac nhan phudng phap
phan tich la viéc lam phtc tap, ton kém, doi héi
nhiéu thdi gian, nhan luc, vat luc. Do vay, can
phai giam thiéu t6i da chi phi va thdi gian cho
cong tac xac nhan phuang phap phan tich nhung
van dam bao chat lugng xét nghiém. Vién tiéu
chuén 1dm sang va xét nghiém Hoa Ky (Clinical
and Laboratory Standards Institute - CLSI) da
xay dung hu’dng dan EP 15A3 xac nhan do chum
va do ding vai quy trinh ky thuat don glan nham
tiét kiém t6i da cac nguon luc nhung van dam
bao tinh nghiém ngdt, c6 thé dp dung trong cac
phong xét nghiém khac nhau vé trang thiét bi, ky
thuat, nhan luc [3].

Phenylketone niéu (PKU) la mét rGi loan di
truyén lan hiém gap thudc nhom bénh di truyén
chuyén hod géy ra bdi acid amin Phenylalanine
tich tu trong cd thé. Tinh trang nay la do khiém
khuyét trong gen gitp tao ra enzym Phenylalanin
hydroxylase can thiét d€ phan hay Phenylalanin.
Tré mac bénh thudng dé can ning thap, c6 thé
kém di tat tim,... néu khong dugc diéu tri sém

tré sé bj tdn thuang than kinh gy bai ndo, chdm
phat trién tinh than van ddng. Ty I1é mac PKU
thay déi tuy theo tirng dan tdc, vung dia ly. Theo
mdt nghién clru tdng quan hé thdng thuc hién
nam 2020 cho thay ty I1&é mac PKU trung binh cua
thé gidi la 6002 trén 100000 tré dugc sinh ra,
cao nhat & Thd Nhi Ky (38,3%) va thdp nhat &
Thai Lan (0,3%) [4]. O Viét Nam, nghién cGu
cla Ngo Thi Binh Minh (2021) trén 1422 tré dua
ra ty Ié méc PKU la 2,03% [5]. Trong khi do6
nghién cdu cua Nguyén T4t Thanh (2022) [6]
trén ¢ mau la 3259 thai phu cho két qua la
4,6% mang gen gay bénh PKU.

Hé thong sang loc sd sinh cua Perkin Elmer
(gom may duc I6 gidy thdm mau kho, may lac ,
may rira, may doc huynh quang Victor 2D) dugc
st dung dé sang loc mét s6 bénh bam sinh. P&
co thé dua bd kit sang loc bénh Phenylketone
niéu thuc hién trén hé théng may nay, can phai
xac nhan phuong phap trudc khi dua vao sU
dung. Vi vay, nghién ciru nay dugc ti€n hanh
nham danh gid két qua xac nhan phuong phap
dinh lugng Phenylalanine trong séng loc bénh
Phenylketone ni€u trén hé thong may cua Perkin
Elmer theo hudng dan EP15A3 clia CLSL.

1. DOl TUQONG VA PHU'ONG PHAP NGHIEN CU'U

2.1. Chat liéu nghién ciru

Chét liéu nghién cdu: Vat liéu kiém tra
chéat lugng clia hang Perkin Elmer v&i 2 mdc nong
d6 cho xét nghiém dinh lugng Phenylalanine.

Thiét bj va hoa chéat su’ dung: Hé thdng
may Perkin Elmer (gom: may duc lo gidy tham
mau khd, mady lac 0, may doc huynh quang
Victor 2D) va bd kit Neonatal Phenylalanine cua
hang Perkin Elmer. Thiét bi s’ dung nguyén ly
mien dich huynh quang st dung chat danh dau
huynh quang la phirc Lanthanide.

2.2. Pia diém va thdi gian nghién ciru

Thoi gian nghién ciu: TU thang 7/2023
dén thang 9/2023.

Dia diém nghién cdu: Trung tdm xét
nghiém, Céng ty cd phan dich vu phén tich Di
truyén Gentis.

2.3. Phuong phap nghién ciru. Nghién
ciu thyc nghiém trong phong xét nghiém.
Nghién cru nay st dung clng 1 thuc nghiém dé
danh gia d6 chum va d6 dung cua phu‘dng phap
xét nghiém theo huéng dan EP15A3 clia CLSI.
Phan tich lap lai trong moi ngay 5 lan hai muc
vat liéu kiém tra chat lugng (QC), tién hanh
trong 5 ngay lién tiép.

2.3.1. Thuc nghiém danh gia dé chum
(Precision). D6 chum (con goi la do tap trung)
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la mirc d6 gan ding gilta cac két qua thuc hién
doc 1ap trén cing mot mau va trong cung mot
diéu kién thuc hién. D6 chum tuong Ung véi
khoang cach gilra két qua xét nghiém riéng |é vai
tri s6 trung binh.

*Phuong phap xu' ly s6 liéu danh gia do
chum (theo huéng dan EP15A3) gobm 4 budc

Budc 1: Test Grubbs tim gia tri ngoai lai

Mot két qua dudgc coi la ngoai lai khi nd ndm
ngoai gidi han cta Grubbs’: Grubbs'limit = Mean
+ G x SD véi Mean la gia tri trung binh cua s0
liéu thu dugc bao gom ca gia tri ngoai lai, G la
hé s6 Grubbs tra tir bAng Grubbs table B4 trang
73 trong EP15A3, SD la dd Iéch chuén cla s6 liéu
bao gbm ca gia tri ngoai lai.

BudGc 2: Udc tinh d6 chum sir dung phan tich
phuong sai mot chiéu (ANOVA)

+ Tinh téng cac binh phuong (Sum of
squares - SS), bac tu do (Degrees of freedom -
DF), binh phuang cta trung binh (Mean squares
- MS) gilra cac lan chay (SSi, DFi, MS:) va trong
[an chay (SS2, DF2, MSy).

+ Tinh phuong sai gilta cac lan chay Vw va
phuang sai trong [an chay Vs:

Vw = MSz; VB = (MS1 — MS2)/no (no la s6 lan
chay: no =5)

Budc 3: Tinh dd léch chuén trong lan chay
Sr, d0 1&ch chuan gilta cac lan chay Ss, do Iéch
chuan clia phong xét nghiém Sw.

Sk = -JW Sg = ".,."'ﬁ SwiL = Vw+ Ve
+ Chuyén SD sang CV%: CVkR = (Sr

x100)/Trung binh, CVs = (Sg x 100)/Trung binh,
CVwL = ( Swe x 100)/Trung binh.

Budc 4: banh gia két qua

+ D0 chum udc tinh clia phong xét nghiém
nho hon hodc bang dd chum cla nha san xuat
cong bd thi d6 chum cua phong xét nghiém dugc
xac nhan.

+ PO chum clia phong xét nghiém I6n haon
dd chum cua nha san xuat cong bo thi can tinh
giGi han xac nhan trén Uw. (Upper verification limit).

Tinh UVL gobm: Xac dinh bac tu do df cho do
I3p lai va do chum (dfr va dfw. )

e dfr = N — k (trong do: N: sG lan lap lai, k =
No : SO lan chay).

Hé s6 F cla UVLr cho d6 1ap lai dugc tinh
toan theo dfr dua trén bang 7 trang 29 trong
EP15A3.

V@i d6 chum clia PXN can tinh p ciia NSX:

e p = SDwi(nsx) /SDrnsxy = %CVwL /%CVR

Tra hé s6 dfw. dua trén bang 6 trang 27
trong EP15A3 (dua vao p va s lan chay)

Hé s6 F cla UVL cho d0 tai lap dugc tinh
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toan theo dfw. dua trén bang 7 trong EP15A3.

Gidi han xac nhan trén UVL = F x SDwinsx)
hodc UVLwL = F x %CVwi(nsx)

N€Eu do lap lai va do chum cia PXN nho hon
hodc bdang UVL thi d6 chum cla NSX cdng bd
dugc xac nhan trong diéu kién ctia PXN.

P06 chum thuc nghiém 16n hon gigi han xac
nhan trén UVL thi PXN can tién hanh hanh dong
khac phuc tién hanh thuc nghiém phan tich lai
hodc c6 thé tién hanh thuc nghiém Ién hon theo
EPOS.

2.3.2. Thuc nghiém danh gia dé ding
(Trueness) bo dL’lng la khai niém chi mdc do
gan nhau glLra két qua do va gia tri thuc clia phép

do. Moi mau bénh pham déu co g|a tri thuc
cla no, tuy nhién viéc xac dinh dugdc gia tri thuc
nay la kh6ng thé, chi c6 thé quy udc mot gia tri
trung binh dugc 13p lai nhiéu nhat la gia tri thuc
hay con goi la gié tri quy chiéu.

- XU ly s6 liéu (Thuc nghiém danh gia do
ding dudc tién hanh theo hudng dan theo
EP15A3) gom 7 budc.

Budc 1: Tinh s~ =8 chudn cla trung binh két
qua thuc nghiém (€£):

|| 1 [S" (nRep — 1)5,‘}
se=z = _— = —_ | — =
* NI nRun L”WE nRep R

Trong do: nRun la s6 lan chay cla thuc
nghiém (number of runs); nRep la sO lan chay
l3p lai trong moi lan chay (number of replicates)
(neu c6 két qua bi loai thi nRep dugc tinh bang
s lan chay lap lai trung binh cho mai l[an ch~»

Budc 2: Sai s6 chuan cua gia tri dich (f€ra)
dudc gia dinh la = 0 khi st dung vat liér '~ QC.

Budc 3: Tinh sai s& chun két hap (°%¢):

R
ser = /sez" + segy”

Do $€ry = 0 nan 58c = se;
o:»%~ 4: Tinh bac tu do két hgp (“ch) tur df
va Afru ;
df: = nRun —1

dfe = dfz kni S€am = 0
Budc 5: Cai dat hé s6 nhan m (multiplier) la
giéi han t hai phia cla phan phsi Student vdi
muc y nghia ~ = 0,05 (tuong (ng vdi khoang tin
cay 95%) va dfe bac tu do, trong d6 nSam la s6
mau dudc tién hanh thuc nghiém.

Budc 6: Tinh khodng xac nhan (VI -
verification interval)
VI=TV + (mXse.)
Trong do TV la gia tri dich (target value), la
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gia tri ndng d6 mau QC da biét.

BuGc 7: bBanh gia _

Néu trung binh s8 liéu thuc nghiém (*) ndm
trong khoang xac nhan cla gia tri dich (TV) thi
dé didng cta PXN dugc xac nhan phlu hgp vdi
céng bd clia NSX.

Néu khong, can tién hanh tinh dé chéch
(Bias), sai sO toan bd (TE) theo cong thiic sau:

Bias = x— TV

x 100 = =%

Bias
TV

X 100

. %Bias =
hoac

I1. KET QUA NGHIEN cUU

TE = |Bias|+ 1,65 # SD

ke 0% TE = % % 100 = |Bias| ;i,sssSD % 100

So sanh TE vdi sai sO toan bo cho phép
(TEa) dugc lay tir ngudn dir liéu CLIA. DO ding
dugc xac nhan khi TE < TEa.

2.4. Xt ly so liéu. S dung phan mém
Excel d€ phén tich tinh toan két qua.

2.5. Pao dirc nghién clru. Nghién ciu
khong cé su can thiép trén ngudi bénh.

3.1. Xac dinh d6 chum theo hudng dan EP15A3
Bang 1. Két qua thuc nghiém xac nhan phuong phap dinh luong Phenylalanine

Phenylalanine (mg/dL)

QCI\:}'S()I(“ ::-21 :12 /I\:I"e-an Lan {:hay Lan ;hay Lan ;:ha_ly Lan :ha_ly Lan ghay Mean SD
Ngay 1 1,34 1,14 1,14 1,01 1,43 1,21 0,029
Ngay 2 1,25 1,94 1,16 1,06 1,09 1,30 0,133
Ngay 3 1,01 1,04 1,04 1,17 1,22 1,10 0,009
Ngay 4 1,58 1,47 1,44 1,26 1,42 1,43 0,013
Ngay 5 1,21 1,67 1,21 1,16 1,06 1,26 | 0,056

Mean, SD 1,26 0,230
QC2 (Abnormal) Phenylalanine (mg/dL)
Mean NSX Lan chay [Lan chay | Lan chay [Lan chay| Lan chay | Mean SD
5,1 mg/dL 1 2 3 4 5
Ngay 1 5,42 5,54 4,92 5,02 4,97 5,17 0,08
Ngay 2 5,63 5,94 4,77 4,22 4,97 511 0,47
Ngay 3 6,1 5,19 5,79 4,64 4,79 5,30 0,40
Ngay 4 5,24 5,72 4,87 5,12 4,97 5,18 0,11
Ngay 5 5,46 5,64 5,68 5,06 51 5,39 0,09
Mean, SD 5,23 0,449

Nhan xét: Trong két qua thuc nghiém xac dinh d6 chum khong cé gia tri QC Phenylalanine nao
ndm ngoai dai ctia Grubbs'limit vi vay khong cd gia tri nao bi loai bé.

Bang 2. Két qua phan tich phuong sai mét chiéu — ANOVA
Nguon bién thién SS (& SD cv DF MS
Gilra cac lan chay 0,305 0,002 0,046 3,69% 4 0,076 (MS1)
QC1 Trong lan chay 0,959 0,048 0,219 17,37% 20 0,048 (MS2)
Toan phan 1,265 0,224 | 17,76% 24
Gilra cac lan chay 0,254 0 0 0% 4 0,063 (MS1)
QC2 | Trong Ian chay 4,582 0,229 0,479 | 9,15% 20 0,029 (MS2)
Toan phan 4,836 0,479 9,15% 24

SS (Sum of squares): Tinh téng cac binh
phuong; o 2 (Variance): Phuong Sai; SD
(Standard deviation): dd léch chudn; CV
(Coefficient of variation): hé s6 bi€n thién; DF
(Degrees of freedom): bac tu do; MS (Mean

squares): binh phuong cua trung binh.

Nhan xét: Két qua phan tich phugng sai
mot chiéu cho QC1 va QC2 cd MS (giifa cac lan
chay) lan lugt 1a 0,076 va 0,063; MS (trong cac
[an chay) lan lugt la 0,048 va 0,029.

Bang 3. Két qua so sanh dé chum vdi céng bo cua nha san xuat

Mean NSX| Mean thuc | D6 chum phong xét nghiém
QC| (mg/dL) |nghiém (mg/dL)| " (CV udc tinh/CV cong bo NSX|GiGi han xac nhan [Panh gia
QC1 1,5 1,26 25 18,2% 33,2% 43,49% Dat
QC2 5,1 5,23 25|  8,58% 14,3% 18,73% Dat
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Nhan xét: b6 chum udc tinh cia PXN véi 2
mic QC lan lugt la QC1 (CVw.=18,2%), QC2
(CVw.=8,58%) thdp han so vdi cong b6 clia nha
san xudt vdi QC1 (Normal) la 33,2% va QC2
(Abnormal) la 14,3% (Bang 3). Do vay d0 chum
dugc xac nhan ma khong can tinh gidi han xac
nhan cho d6 chum & thuc nghiém nay.

3.2. Xac dinh do dang cua xét nghiém
dinh ludng Phenylalanine

Gia tri thu dugc QC1 | QC2
Sai sO chuan cta TB (sex) 0,05 | 0,1
Sai sO chuan cua gia tri dich (serm)| 0 0
Sai sO chuan két hap (sec) 0,05 0,1
HEé s nhan 4 4
Khoang xac nhan (mg/dL) 11023_ S’gi_
Mean s0 liéu thuc nghiém (mg/dL)| 1,26 | 5,23
Panh gia bat | bat

Nh3n xét: Gia tri Mean thuc nghiém doi vai
QC1 (Normal) la 1,26 mg/dL ndm trong khodng xac
nhan tinh toan theo hudng dan EP15A3 (1,09 —
1,43 mg/dL), d6 dung cla phuong phap xét
nghiém dinh lugng Phenylalanine dugc xac nhan
V@i gia tri QC1 (Normal). Gia tri Mean thuc nghiém
dai véi QC2 (Abnormal) 13 5,23 mg/dL nam trong
khodng xac nhan tinh todn theo hudng dan
EP15A3 (5,06 — 5,4 mg/dL), do6 ding cla phuang
phap xét nghiém dinh lugng Phenylalanine dugc
xac nhan vdi gia tri QC2 (Abnormal).

IV. BAN LUAN

Chat lugng clia mot két qua xét nghiém ty 1é
ngh|ch v@i muc d6 sai s6 cua phong xét nghlem
Sai s6 ngau nhién dugc udc tinh qua hé s6 bién
thién (CV) va sai s6 hé thong dugc udc tinh qua
dd léch cla phugng phap dinh lugng [1]. ThL_rc
hanh chat lugng t6t doi hdi cac PXN phai c6 cac
quy trinh thdm dinh hodc xac nhan phu‘dng phap
cd thé truy nguyén theo hudng dan quéc gia
hodc quoc t€. Nhiéu PXN trén thé€ gigi da ap
dung cac hudng dan CLSI cho viéc xac nhan hiéu
nang phudng phap. EP15 la mot hudng dan
dudc xuét ban cta CLSI dé€ xac nhan dd chum va
dd dung cla quy trinh dinh lugng. EP15 da trai
gua bon phién ban va phién ban mdéi mdi nhat,
EP15A3 da dugc phat hanh vao thang 9 nam
2014 [3]. Do chi can thuc hién mot thuc nghiém
duy nhat dé€ dat hai muc dich la danh gid do
chum va d6 dung, phién ban mdi nhat cia EP15
(EP15A3) than thién vé&i ngudi dung hon va it tén
thai glan han so véi cac phién ban trugc. Nghién
cCtu ndy tién hanh 4p dung hudéng dan EP15A3
nhdm xac nhan phuong phdp dinh lugng
Phenylalanine dé chan doan bénh PKU bang kit
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thir va hé thng may cta Perkin Elmer.

Két qua bang 3 cho thdy hé sG bién thién
cla dé chum déu chdp nhan dugc. Do chum udc
tinh cla QC1 la 18,2% nhd hgn dé chum cong
bé cla NSX la 33,2%. Tudng tu & mdc QC2, do
chum udc tinh la 8,58% nho hon 14,3%. Trong
trudng hgp nay, khong can tinh gidi han xac
nhan cho d6 chum (UVL). Tuy nhién, khi CV cta
PXN I6n han CV NSX cong bd, can tinh gidi han
xac nhan va so sanh CV cia PXN vdi gidi han
nay. Néu CV PXN nhé han gidi han xac nhan, do
chum cla phuong phap dugc danh gia la chap
nhan dugc. Viéc s dung UVL da dugc CLSI
khuyén cdo dé tranh cho cac PXN phai loai bd
két qua thuc nghiém danh gid d6 chum mot cach
khong thich hgp do xac suat I6n hon 5% CV PXN
I&n hon CV NSX. Thuc nghiém danh gia dé ding
st dung két qua thu dugdc cua chinh thuc nghiém
danh gid d6 chum: phan tich mau QC hai m(c
nong do Iap lai 5 lan trong mdi [an chay cho it
nhat 5 [an chay véi moi mic. P6 dung dudc
danh gia qua gia tri trung binh quan sat, khoang
xac nhan. Theo hudng dan EP15A3 cua CLSI,
néu gid tri trung binh nam trong khoang xac
nhan thi d60 dung dudc xac nhan (hay do léch
dudgc chdp nhan). Trong nghién clftu cla ching
t6i, tat ca cac gia tri trung binh clia cac mic
nong do QC déu nam trong khoang xac nhan
tuagng Ung (bang 4). Nhu vay, ky thuat dinh
lugng Phenylalanine trong mau mau tham kho
dugc xac nhan vé do dung.

Vé danh gia do dung trong nghién clfu nay,
ching t6i s&r dung mau QC lam vat liéu nghién
cru, véi dai lugng tinh toan la khodng xac nhan
doi vai tiing mdc QC khac nhau. Viéc si dung
g|a tri trung binh clia cdc mau QC ma NSX cung
cap dé tinh todn khodng xac nhan la han ché cta
nghién ctru.

V. KET LUAN VA KHUYEN NGH]I

Xac nhan phuong phap dinh lugng
Phenylalanine mau thdm khdé bdng bd kit
Neonatal Phenylalanine cla hang Perkin Elmer
trén hé thong phan tich Victor2D dap Ung do
chum va d6 ddng cua nha san xuat.
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DANH GIA SU THAY POI CUA MOT SO CHi SO TE BAO MAU NGOAI VI
O’ BENH NHAN TRU’O'C VA TRONG VONG 3 THANG PAU
SAU GHEP THAN TAI BENH VIEN BACH MAI

Pao Manh Hung!, Ping Thi Vié¢t Hal2, P§ Gia Tuyén'?

TOM TAT

Muc tiéu: Khao sat sy thay d&i ctia mét s6 chi sd

t€ bao mau ngoai vi § bénh nhan trudc va trong vong
3 thang dau sau ghép than tai Bénh vién Bach Mai giai
doan 2018 - 2023 va danh gia mot s6 yéu t6 lién
quan. Poi tugng va phuong phap: Nghién citu mé
ta cat ngang, hoi clu trén 115 bénh nhan dugc ghép
than va quén ly tai Bénh vién Bach Mai giai doan
2018-2023. Két qua: SO lugng hong cau tang: trudc
ghép than: 3,840,634 (T/I), sau ghep 3 thang
4,48+0,7 (T/1) Ty 1é benh nhan thi€u mau giam:
trudc ghep than la 83. 2% glam con 33.6% sau ghep 3
thang. Ty lé da hong cau & thdl diém 1 thang va 3
thang sau ghép la: 0,9%, va 9,6% (nam 12%:
3%). SO lugng bach cau tang nhe trudc ghép than Ia
8,15+8,13(G/1) thay doi thanh 8,6+3,1 (G/1) sau
ghep 3 thang S6 lugng tiéu cau tang nhe trudc ghep
than la 232+76,4 (G/1), sau ghep than 3 thang la
263,7+67,7 (G/1) Mot sO yéu to lién quan dén nhiing
blen doi vé huyet hoc nhu: muc loc cau than, tinh
trang nhiém viém gan BC, gldl tinh,... Két Iuan
Nhu‘ng bién ddi trong vong 3 thang dau'sau ghép than
van chu yéu la tinh trang thi€u mau sau ghep, cac
bién d&i khac chiém mét ty 1é khdng cao. Viéc theo dbi
te bao mau ngoai vi dinh ky sau ghép than 1a v6 cling
can thiét dé gidp tién lugng, danh gia va can thiép
sdm cac nguy cd cd thé xay ra sau ghép than.
Tur khoa: t€ bao mau, ghép than.

SUMMARY
ASSESS THE CHANGES IN SOME
PERIPHERAL BLOOD CELL INDICES IN
PATIENTS BEFORE AND 3 MONTHS AFTER
KIDNEY TRANSPLANT IN BACH MAI
HOSPITAL BETWEEN 2018 AND 2023 AND
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EVALUATE SOME RELATED FACTORS

Objectives: Survey the changes in some
peripheral blood cell indices in patients before and 3
months after kidney transplant in Bach Mai Hospital
between 2018 and 2023 and evaluate some related
factors. Object and research methods: Cross-
sectional, retrospective and prospective study on 115
patients who got their kidney transplanted and were
under Bach Mai Hospital’'s supervision from 2018 to
2023. Results: Increase in the red blood cell count:
From 3,840,634 (T/1) before kidney transplant, 3
months after transplant: 4,48+0,7 (T/1). Decrease in
the rate of anemic patients: From 83.2% before
kidney transplant to 33.6% 3 months after transplant.
Posttransplant erythrocytosis after kidney transplant a
month and 3 months were 0.9% and 9.6% (men:
12%; women: 3%). Slight increase in white blood cell
count: From 8.15+8.13 (G/1) before kidney transplant
to 8,6+3,1 (G/1) 3 months after transplant.
Insignificant rise in platelet count: From 232+76,4
(G/1) before kidney transplant to 263,7+67,7 (G/1) 3
months after transplant. Some factors relate to
hematological changes are kidney function, Hepatitis
B, C, sex,... etc. Conclusions: Changes within the
first 3 months after kidney transplant are mainly post-
transplantation anemia, other changes account for a
low proportion. Therefore, periodic monitoring of
peripheral blood cells after kidney transplant is
extremely necessary to predict, evaluate and intervene
early in reducing possible risks after kidney transplant.

Keywords: Blood cells, Kidney transplant.

I. DAT VAN DE

Bénh than man (BTM) la tinh trang bénh ly
anh hudng dén chat lugng cudc séng cla ngudi
bénh. So véi loc mau ngoai than, ghép than cd
nhiéu uu diém hon. Hau hét cac trudng hdp sau
ghép than déu cai thién vé chat lugng cudc
s6ng. Tuy nhién, bénh nhan thudng phai d6i mat
v@i nguy cd bién ching do chifc nang than ghép
suy giam dan va tac dung khéng mong mudn
cla cac thudc Uc ché mién dich sau ghép; trong
dd cac nguy cc vé huyét hoc nhu thi€u mau, da
hong cau, tdng sinh t€ bao lympho, giam cac té
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