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(14,15 * 6,15); (16,11 % 6,82); p < 0,001 va cb
y nghia du bao bién chirng NTDCT véi AUC lan
lugt 1a 0,701 va 0,725. Piém cut off cia MELD,
MELD Na lan lugt la 14,5 va 18,14.

- Diém MELD, MELD Na trung binh & nhém
bénh nhan cé6 HCGT (27,94 + 9,13); (30,37 +
8,39) cao han nhém bénh nhan khong cé6 HCGT
(14,08 + 5,56); (16,13 £ 6,38); p < 0,001 va co
y nghia du bao bién chirng HCGT vd&i AUC lan
lugt 13 0,905 va 0,901. Diém cut off cla MELD,
MELD Na lan lugt la 18,5 va 23,65.

- Piém MELD, MELD Na trung binh & nhém
bénh nhan c6 tir hai bién chidng trg 1€n (20,23 +
8,89); (22,55 + 8,69) cao han nhdm bénh nhan
chi c6 mét bién ching (13,53 + 5.04); (15,54 +
6,04); p < 0,001 va c6 y nghia du bao so lugng
bién chirng v&i AUC lan lugt la 0,744 va 0,739.
Piém cut off cla MELD, MELD Na lan lugt 1a 16,5
va 18,88.
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Panh gid do 6n dinh dai han clia 2 b mau & 2 diéu
kién nhiét do khac nhau: 2-8°C va 25 — 30°C. Két
qua Xay dung nén quy trinh san xuat dugdc mau nudc
tifu gid dinh bat thudng véi cac théng s cu thé:
protein (PRO), blood (BLO), leukocyte (LEU) va nitrite
(NIT). B6 mau sau khi san xuat dat do dong nhat.
Mau nudc tiéu gid dinh san xudt ra dat do 6n dinh
trong thdi han 3 thang & diéu kién nhiét do 2-8°C.
Riéng 16 mau gilt ¢ 25-30°C, cac thdng s6 protein,
hong cau, bach cau déu glam va nitrit trd nén am tinh
sau 1 tuan bao guan Két luan: Xay dLrng dugc quy
trinh san xuat mau nudc tiéu gla dinh Ung dung trong
ngoai kiém tong phan tich nudc ti€u duong tinh VO’I
cac thong sO: leukocytes, nitrite, protein, blood. Tat ca
cac mau déu dong nhat véi nhau do on dinh dat 12
tuan trong diéu kién bao, quan 62— 8°Ckh| so sanh
véi gid tri ban d4u cia mau. Mau khdng dat 6n dinh &
25-30°C,

Tu’khoa. Mau nudc tiéu gid dinh, ngoai kiém, do
8n dinh, d6 ddng nhét
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SUMMARY

PROCEDURE OF ABNORMAL SIMULATED
URINE PRODUCTION FOR URINALYSIS
EXTERNAL QUALITY ASSESSMENT

Objective: To develop the procedure of abnormal
simulated urine production for urinalysis EQA scheme
and evaluate the homogeneity as well as stability of
producing urine samples in storage conditions.
Methods: Two batches of simulated urine have
produced, one set was adjusted to be positive with
protein (PRO) and red blood cell (BLO), the other was
positive with leukocyte (LEU) and nitrite (NIT)
parameters. The producing samples were evaluated
the homogeneity and long-term stability in different
storage conditions (2-8°C and 25-30°C). Results:
Procedure of abnormal simulated urine production has
successfully developed. Two sets of simulated urine
have been produced and evaluated homogeneity and
stability. At 2-8°C, the samples was stable in 12
weeks. However, at 25-30°C, the PRO, BLO, LEU
parameters reduced and NIT turned to be negative in
1 week. Conclusion: Procedure of simulated urine
production has been established and utilized to
produce mass samples. The producing samples
reached the criteria in term of homogeneity and
stability in 3 months at 2-8°C. These samples are
suitale to apply in urianalysis EQA program.

Keywords: simulated urine, external
assessment, homogeneity, stability.

I. DAT VAN DE

Ngay nay, xét nghiém cé vai trd0 quan trong
khong nhirng trong qua trinh diéu tri va theo doi
diéu tri ma nd con cd vai trd vo clng quan trong
trong cong tac du phong[4]. Chinh vi ¢ vai tro
quan trong nhu vay nén doi hdi két qua xét
nghiém phai chinh xac, tin cdy, kip thdi. D& dap
Ung cho doi hoi nay B0 y té€ da chi dao quyét liét
va ban hanh quyét dinh thanh Idp Trung tam
Kiém chuén chéat lugng xét nghiém y hoc thudc Bd
Y t€ tai Dai hoc Y Dugc thanh phd H6 Chi Minh.

Ngoai kiém tra chat lugng 1a yéu cau bét budc
trong dam bao chat lugng két qua xét nghiém
theo tiéu chudn ISO 15189:2015[5] va b tiéu chi
danh gia muc chat lugng phong xét nghiém y hoc
theo quyét dinh 2429/QD-BYT cuia BO Y té€. Ngoai
kifm tra chat lugng xét nghiém gilp cho cac
phong xét nghiém cb céi nhin téng quan cua chét
lugng két qua xét nghiém cla dan vi minh so véi
cac don vi khac. Pac biét hudng dén lién thong
két qua xét nghiém vai cac daon vi khac.

Ngoai kiém tra chat lugng xét nghiém vé tinh
lam tang chi phi xét ngh|em trong tinh hinh hién
tai & Viét Nam, cadc mau ngoai kiém dugc mua tur
nudc ngoai nén gia thanh cao. Dé giai quyét van
dé trén Trung tdm Kiém chudn chét lugng xét
nghlem y hoc d&d san xudt thanh cong mot s6
mau ngoai kiém trong d6 c6 mau ngoai kiém

quality

tdng phéan tich nudc tiéu.

BGi vdi chudng trinh ngoai kiém tdng phan
tich nugc tiéu, trung tdm da ap dung viéc san
xudt mau nudc tiéu g|a dinh & quy mo phong thi
nghlem tiéu chudn qudc té ISO GUIDE 35:2017
vé Mau chudn — Nguyén tic chung va nguyen
tac thong ké trong chirng nhan déi véi mot s6
loai mau chudn[2]. Tiéu chuén nay bt budc cac
mau san xudt phai dam bao dugc do dong nhat
va 6n dinh trudc khi dua vao st dung. Vi vay,
nham xay dLrng nén quy trinh san xuat mau
nudc tiéu gid dinh dat tiéu chudn ISO/IEC
17043:2010[3] s dung trong ngoai ki€ém téng
phén tich nudc tiéu ching téi tién hanh thuc
hién nghién cliu "xay dung quy trinh san xudt
mau nuéc tiéu g/a dinh vdi cdc théng so: protein,
hong céu, bach cdu, nitrit uhg dung trong ngoai
kiém to“hg phén tich nubc tiéu ”

Muc tiéu nghlen ctu. X8y dung quy trinh san
Xxudt mau nudc tiéu gid dinh bat thu‘o’ng vdi cdc
thdng sé protein, hdng cau, bach cdu va nitrit.

II. DOI TUQNG VA PHUONG PHAP NGHIEN CU'U

Poi tuong nghién ciru. Mau nudc tiéu gia
dinh &'ng dung trong ngoai kiém tdng phan tich
nudc tiéu.

Pia diém nghién ciru. Trung tdm Kiém
chudn chat lugng xét nghiém y hoc thudc B Y
té tai Dai hoc Y Dugc thanh phé HO6 Chi Minh,
dat tiéu chuén I1SO 9001:2015; ISO 17043:2010.

Thiét ké nghién ciru. Nghién cliu thuc nghlem

Phu‘dng phap tién hanh. Miu nudc tiéu &m
tinh dugc san xuat dua theo cong thirc diéu ché
mau nudc ti€u nhan tao sur dung trong danh gia
phong xét nghiém[1] bao gém: ure, NaCl, KCl,
Na3P04, HCl 1IN, NaOH 1IN. Nong do protein
trong huyét thanh dugdc dinh lugng nham xac
dinh gia tri ban dau trén hé thdng may sinh hda
tu dong Beckman Coulter AU680. Xac dinh s6
lugng hong cau trong mau mau oan phan béng
hé thGng may phan tich huyét hoc tu dong
Sysmex XP-300™. Gia tri pH dudc xac dinh bang
méy do pH InoLab pH7110 véi dung dich chuan,
st dung HCI va NaOH dé diéu chinh pH mong
muon. SU dung bot thuc pham vang va cam cla
hang americolor 0.750z dé tao mau mau nudc
tiéu gia dinh.

- Nitrite: SU dung tinh thé sodium nitrite dé
tao mau nudc tiéu dudng tinh vdi nitrite.

- Protein: Tao protein trong nudc ti€u bang
cach thém vao mot lugng huyét thanh da biét
truéc noéng do protein cho dén khi dat dugc
nong do mong mudn.

- Hong cau: SI dung mau hdng cau rua d3

201



VIETNAM MEDICAL JOURNAL N°1 - JANUARY - 2021

biét trudc ndng d6 dé tao mau nudc tiéu dudcng
tinh d6i vdi hong cau.

- Bach cau: Emzym esterase clia bach cau la
chét dugc sir dung dé phat hién su c6 mat cla
bach cau trong nudc tiéu. .

_Chilng t6i san xuat va danh gia 2 b6 mau: B
mau 1 duong tinh véi cac théng s6 Protein va
Hong cau, bd mau 2 dudng tinh véi Bach cau va
Nitrit. Mau nudc ti€u gia dinh sau khi san xuét sé
dudgc dong goi, xac dinh gia tri ban dau, danh
gia dé dong nhat, luu trlr & nhiét do 2 — 8°C va
25-30°C va sau do dudc danh gid dd on dinh
theo thdi gian: sau 1 tuén, 2 tuan, 4 tuan, 6
tuan, 8 tuan, 10 tuan va 12 tuan.

D6 dong nhdt dugc xac dinh bang cach sé
chon 10 mau trong 16 mau da san xudt va chay
I3p lai moi mau 2 [an. .

Do On dinh dugc xac dinh bang cach tai moi
thdi di€ém danh sé sé chon 3 mau ngau nhién va
do lap lai 2 [an trén moi mau.

II1. KET QUA NGHIEN cU'U )

Xay dung nén quy trinh san xuat mau nudc
ti€u gid dinh bat thudng véi céc théng sd
protein, hong cau, bach cau va nitrit 'ng dung
vao chuang trinh ngoai kiém tra chét lugng xét
nghiém, bao gébm cac budc dugc trinh bay trong
sg do 1.

< Thu thap nguyén liéu >

-T-

XU ly nguyén liéu

Chuénbi mau héng cau rira

Chuén bi protein tir huyét thanh

Chuénbij Esterase bach ciu

San xudt bd mau 1:bat thudng véi
proteinva hong cau

San xudt mau nudc tiéu gia dinh

San xudt bd mau 1:bat thudng vdi
nitritva bach cau

Panh gid mau ban dau

Danh gia do on dinh

banh gia d6 dong nhat

| Phan tich dir liéu |

.

_

banh gia két qua

>

So dé 1. S0 dé quy trinh san xuét mau nudc tiéu gia dinh bat thuong vdi
cdc théng sé protein, hong cau, bach cau va nitrit
Két qua danh gia do dong nhat cac b mau

Bang 1. Két qua danh

id do dong nhat b6 mau 1.

1/2[3[4[5[6 [7[8]9[10[11[12[13[14[15[16 [17[18[19 [20
Leu
(Lew/ul)
(mg/dL)
( mg/%L) 100 100 {100 | 100 |100 | 100 | 100|100 |100 | 100 | 100 | 100 {100 | 100|100 | 100 |100 [100| 100 {100
pH [70[75|70[70 (7070 [75]70[70[65|70 |75 [70|70|70[70 |65[70] 70 |65
Bo [80] 80 |80 |8 |8 |80 |8 |8 |8 [80 |80 | 8 |80 |80 |8 |8 |8 (8] 8 [&0
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O bd mau 1, ching t6i san xuat mau nudc tiéu gia dinh bat thudng véi cac théng sb protein va
hong cau. Néng do protein mong muodn dat dudc la 100 mg/dL, ndong do hdng cau mong mudn dat
dugc la 80 Ery/uL. Két qua danh g|a do doéng nhat & bang 1 cho thay néng d6 cua thdng s6 protein
va héng cau khong thay déi & 10 mau dugc danh gia va moi mau dugc do Iap lai 2 [an. Bi€u d6 1 the
hién su dong nhat gitra cdc mau véi nhau & 2 thdng s6 protein va hong cau. Gid tri pH clia cac mau
dao dong trong khoang 6,5-7,5, vdi gia tri tap trung & pH bang 7,0. Ty trong dao dong trong khoang
1,015 -1,025, gia tri ty trong tap trung & 1.020 (Bi€u do 2).
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Biéu do 2. Su’' phén bd gia tri pH va SG & b

Biéu dé 1. Biéu db gia trj néng dg protein
mau 1
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O bd miu 2, ching tdi san xudt miu nudc
tiu gid dinh bat thudng vdi cac thdng sé bach
cau va nitrit. Nong d6 bach cau mong mudn dat
dugc la 125 ery/uL, mau san xudt duang tinh vdi
nitrit. Két qué danh gia do dﬁng nhat & bang 2
cho thay nong dd cla thong s6 bach cau khong
thay d6i va nitrit duong tinh & 10 mau dudc

danh gia trén 20 lan do. Bi€u dd 3 thé hién su
déng nhat gilta cac mau véi nhau & 2 thong s6
bach cau va nitrit. Gia tri pH cla cac mau dao
dong trong khoang 6,5-7,5, vdi gia tri tap trung
& pH bdng 7,0. Ty trong dao ddng trong khoang
1,015 -1,025, gia tri ty trong tap trung & 1,020
(Biéu db 4).
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Biéu db 3. Biéu db gid tri ndéng dé nitrit va bach
cau d bé mau 2

Biéu db 4. Su’ phan bé’gié tri pH va SG J bé
mau 2

Két qua danh gia dé dn dinh cia mau.
M&i bd miu 1 va bd mau 2 sau khi san xust s&
dudc chia thanh 2 16 bao quan & 2 diéu kién
nhiét do la 2-8°C va 25-30°C, dugc theo doi danh
gia theo thgi gian: sau 1 tuan, 2 tuan, 4 tuan, 6
tuan, 8 tuan, 10 tuan va 12 tuan.

Véi 16 mau dugc bao quan G 25-30°C, sau 1
tuan bao quan c6 su' thay d6i vé tinh chat vat Iy
va nong dd cla cac théng s8. Mau sdc cac mau
thay doi tir mau vang sang mau trang duc, cb
két tua trang O 16 mau clia bd mau 1, nong do
protein va hdng cau déu giam. 016 mau cla bo
mau 2, nong dé bach cau gidm va nitrit trg nén
amtinh.

V@i 16 mau dugc bao quan & 2-8°C, sau 12
tuan bao quan khong 6 sy thay ddi vé tinh chat
vat ly va nong db cla cac thong s6. O 16 mau
cta bé mau 1, néng dd protein va hong cau déu
khong thay ddi trong 12 tuan. O' 16 mau clia bd
mau 2, nong d6 bach cau khéng thay doi va
nitrit van gilr gia tri du’dng tinh.

Bang 3. Két qua dd 6n dinh cua protein (mg/dL ) d b6 mau 1 bao quan g 2-8°C.

STT Tuan 1 Tuan 2 Tuan 4 Tuan 6 Tuan8 | Tuan 10 | Tuan 12
1 100 100 100 100 30 100 100
2 100 100 100 100 100 30 100
3 100 100 100 100 100 100 100
4 100 100 100 100 100 100 30
5 100 100 100 100 100 100 100
6 100 100 100 100 100 100 100
Bang 4. Két qua dob on dinh cua hong cau (Ery/ul) & b6 mau 1 bdo quan & 2-8°C.
STT Tuan 1 Tuan 2 Tuan 4 Tuan 6 Tuan 8 Tuan 10 | Tuan12
1 80 80 80 80 80 80 80
2 80 80 200 80 80 80 80
3 80 80 80 80 80 80 80
4 80 80 80 80 80 80 80
5 80 80 80 80 25 80 80
6 80 80 80 80 80 80 80
Bang 5. Két qua db 6n dinh cua bach ciu (Leu/ul) & bo mau 2 bao quan J 2-8°C.
STT Tuan 1 Tuan 2 Tuan 4 Tuan 6 Tuan 8 Tuan 10 | Tuan 12
1 125 125 125 125 125 125 125
2 125 125 125 125 125 125 125
3 125 125 125 125 125 125 125
4 125 125 200 125 125 125 70
5 125 125 125 125 125 125 125
6 125 125 125 125 125 125 125
Bang 6. Két qua db 6n dinh cua nitrit & by mau 2 bao quan J 2-8°C.
STT Tuan 1 Tuan 2 Tuan 4 Tuan 6 Tuan 8 Tuan 10 | Tuan 12
1 + + + + + + +
2 + + + + + + +
3 + + + + + + +
4 + + + + + + +
5 + + + + + + +
6 + + + + + + +
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IV. BAN LUAN )

Trong nghién clifu nay, chung t6i san xuat mau
nudc tiéu bat thu‘dng V@i cac thong s6 dua trén cd
s6 chat nén 1a mau nudc tiéu dm tinh. Mau nuéc
ti€u &m tinh dugc san xudt dua theo cong thirc xay
dung mau nudc ti€u gid dinh dung trong phong thi
nghlem clia Brian Shmaefsky [1]. Quy trinh san
xudt mau nudc tiéu gia dinh bat dau tir khi chuén
bi nguyen liéu san xudt. Mau nudc tiéu gia dinh
dugc san xuat dua trén cong thic san xuat mau
nudc ti€u dung trong phong thi nghiém va dap ing
dugc muc tiéu cta viéc ngoai kim nham kiém tra
chat lugng vé trang thiét bi, hda chat va ky thuat
clia ngudi thuc hién xét nghiém tdng phan tich
nudc tiéu.

Céac giai doan ti€p theo dugc thuc hién theo
ddng ISO 17043:2010 vé viéc danh gia su phu
hgp — Yéu cau chung d6i vdi thir nghiém thanh
thao. Va chung toi danh gia do dong nhat va do
on dinh ciia mau san xudt theo ISO 13528:2015
va theo hu’dng dan cta ISO Guide 35:2017 vé
M3u chudn — Nguyén tic chung va nguyén téc
thong ke trong chu’ng nhan.

P 6n dinh cua mau dugc danh gid trong
vong 3 thang va danh gia tac dong cua nhiét do
|én cadc mau, Chung ti tién hanh kiém tra do on
dinh clla mau dugc bao quan & nhlet do 2-8°C
va nhiét d6 25- 309C. P& danh gia su' 6n dinh cta
mau theo thdgi gian, chdng t6i danh gia mau tai
cac thdi diém: 1 tuan, 2 tudn, 4 tuan, 6 tuan, 8
tuan, 10 tuan va 12 tu‘én sau khi san xuat méu.
TU két qua cua danh gia sy 6n dinh ta thdy: LO
mau bao quan & diéu kién nhiét d62-8°C dat do

on dinh trong 3 thang & tat ca cac thong s0. L6
mau bao quan & nhiét do 25-30°C khéng 6n dinh
sau 1 tuan. Piéu nay co thé do khi bao quan &
25-30°C thi & nhiét do nay vi khuén sé& dé phat
tri€n va gdy tac dong Ién tinhchat clia mau nudc
ti€u, protein s& khdng bén khi bao quan & nhiét
do néy.
V. KET LUAN )

Xay dung thanh céng quy trinh san xuat mau
nudc tiéu gia dinh duong tinh véi cac thdng s6
cu_thé: protein, nitrite, leukocyte, blood. Cac bo
mau sau khi san xudt déu déng nhat véi nhau.

M3u nudc tiéu san xut ra dat do 6n dinh
trong thGi han 3 thang & diéu kién nhiét do 2-
8°C. Riéng 16 mau gilr & 25-30°C khéng dat dugc
sy’ on dinh theo thdi gian.

LOT CAM ON. Chung t6i gui I5i cdm on Dai
hoc Y dugc da tai trg dé thuc hién nghién ciiu nay
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Muc tiéu: Danh gia hiéu qua, tinh an toan va su
hai long ctia nguGi bénh vdi ki thuat Sinh thiét va cd
ho trg hdt chan khong dudi hudng dan siéu am
(VABB). Poi tugng va phucng phap nghién ciru:
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Nghlen ctru hoi cliru két hgp tién cru co6 can thlep lam
sang khong doi chu‘ng trén 109 bénh nhan nit c6 ton
thudng tuyén vi da dugc sinh thlet c6 ho trg hut chan
khong dudi erdng dan siéu &m tai Bénh vién Ung
BuGu Nghe An tir ndm 2018 dén hét thang 08/2020.
Két qua: Tudi trung binh 13 27,52 £ 9,05 (14 - 59).
Kich thudc trung binh cla khéi u la 16 27 £ 6,2mm
(5- 30mm), da s6 ¢ 1 -2 khéi u (91,74%), ] qudng u
l8y_ra nhiéu nhat trén 1 bénh nhan Ia 5. Két qua giai
phau bénh da phan lanh tinh trong d6 u xd tuyén vu
chiém da s6 (89%), cé 1 trudng hgp carcinoma
(0,9%). Thdi gian phau thuat trung binh la 45,41 +
14,82 phut (20 -80),72,5% bénh nhan khdng str dung
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