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AP DUNG HUONG DAN EP15A3 CUA CLSI XAC NHAN PO CHUM,
PO PUNG CHO MOQT SO CHI SO HOA SINH
TREN HE THONG ROCHE COBAS 6000

TOM TAT

Xac nhan gia tri st dung cta phu‘dng phap la mét
yéu ciu bt budc d& dam bao cung cip két qua xét
nghiém dang tin cay trudc khi phuong phap dugc dua
vao st dung. Dé tai tién hanh vdi muc tiéu xac nhan
dc} chum, d0 didng clia mot sO xét nghiém hoa sinh
trén hé thong Roche Cobas 6000. Nghlen ctu st dung
vét liéu ndi kifm ctia hdng Roche & 02 muc ndng dd
dé& tién hanh thuc nghiém xac nhan d6 chum, dd ding
cta 10 xét nghle_:m Acid uric, Albumin, ALT, Amylase
AST, Creatinin, GGT, Glucose, ProteinNtoz‘an phén, Ure
trong huyét thanh ap dung hudng dan EP15-A3 cla
CLSI. Két qua: phan I8n cac xét nghiém cé dé chum
ngdn han va dai han nhd hon céng bd cliia NSX hodc
nhd hon gidi han xac nhan trén, gia tri trung binh s6
liéu thuc nghiém nam trong khoang xac nhan cla gia
tri dich hodc c6 d6 chéch nhd han do chéch cho phép
dua trén bién thién sinh hoc mdfc mong mudn, sai s6
toén, b6 nho han sai s6 toan bo cho phép dua trén tiéu
chuan vé hiéu nang phan tich cua CLIA. Cac xét
nghiém ‘trong nghién ciu déu dam bao do tin cay,
chinh xéc, ¢ thé dugc st dung dé cung cép dich vu
xét nghiém.

Tur khoa: D6 chum, do ding, EP15-A3, CLSI.
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SUMMARY
APPLICATION OF CLSI EP15A3 GUIDELINE
FOR PRECISION, TRUENESS
VERIFICATION OF BIOCHEMISTRY TESTS

ON THE ROCHE COBAS 6000 SYSTEM

Method verification is imperative to provide
reliable test results before the method is implemented.
The purpose of this study was to verify the precision
and truness of some biochemistry tests on the Roche
Cobas 6000 system. The Roche’s quality control
materials of 02 levels were used to conduct the
experiments of precision and trueness of 10
biochemistry tests including serum Uric acid, Albumin,
ALT, Amylase, AST, Creatinin, GGT, Glucose, total
Protein, Ure according to CLSI EP15-A3. Results: for
the majority of the analytes, repeatability and within-
laboratory CV were below the manufacturer’s claim or
below the upper verification limit, the mean values of
the conducted data were within the verification
intervals or bias were less than acceptable bias based
on desireable biological variation database, total error
were less than acceptable total error (TEa) base on
CLIA analytical quality requirements. All the analytes
on this study are reliable and can be used to provide
medical services.

Keywords: precison truness, EP15-A3, CLSI.

I. DAT VAN DE

Xac nhan phuong phap la su khang dinh
bang viéc cung cap cac bang ching khach quan
chirng minh rang phuong phap xét nghiém dé
dap ng dugc yéu ciu cu thé. Viéc xac nhén
phuang phap can dugc thuc hién trudc khi dua
trang thiét bi mai, phuong phap xét nghiém mdi
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vao su dung, hoac khi phong xét nghiém cé thay
doi 16n, d€ dam bao rang cac tiéu chuén ky thuét
ma nha san xuat da cong bo la ding trong diéu
kién riéng cla phong xét nghiém. Pay la mot
tiéu chi bt budc ddi vdi cac phong xét nghiém
dat tiéu chuén ISO 15189, va ciing Ia tiéu chi bat
bubc doi vGi cac phong xét nghiém dat mdc 3
theo Tiéu chi danh gia mdrc chat lugng Phong xét
nghiém y hoc ban hanh kém theo Quyét dinh s6
2429/QD-BYT nam 2017 ctua BO Y téY2 Tuy
nhién, xac nhan phugng phap la mot cong viéc
tuong doi phirc tap, ton kém, doi hoi nhiéu thdi
gian, nhan luc, vat luc. Vién tiéu chuan 1am sang
va xét nghiém (Clinical and Laboratory Standards
Institute — CLSI) da dua ra huéng dan EP15-A3
vé xac nhan do chum, dé dung véi quy trinh ky
thuat don gian, gidp cac phong xét nghiém tiét
kiém dugc toi da cac ngudn luc ma van dam bao
dugc do tin cay. Nghién clru nay dudc ti€n hanh
v@i muc tiéu xac nhan do chum, d6 didng cua
mot s6 xét nghiém hda sinh trén hé thdng Roche
Cobas 6000.

Il. DOI TUONG VA PHUONG PHAP NGHIEN CUU

2.1, Chat liéu nghién ciru_

Chat liéu nghién clru: Mau kiém tra chat
lugng (QC) clia hang Roche v@i 02 mic nong do,
bao gom: PreciControl ClinChem Multi 1 (QC1),
lot: 515306, han dung: 31/01/2024 va
PreciControl ClinChem Multi 2 (QC2), lot:
535719, han dung: 31/08/2024.

_Hoéa chat va thiét bi: Hé thdng hda sinh
mién dich ty dong Roche Cobas 6000, module
c501 va hoda chat cia hang Roche dlng cho cac
xét nghiém trong nghién cu .

Pia diém va thgi gian: Khoa Xét nghiém -
Bénh vién Viét Phap Ha NOi, tir 10/2022 dén
10/2023.

2.2. Phuaong phap nghién ciru

Phuong phap nghién ciru: Nghién clu
thuc nghiém trong phong_xét nghiém. Nghién
cltu nay ap dung hudng dan EP15-A3 cla CLSI,
sir dung cung mot thuc nghiém dé xac nhan

Il. KET QUA NGHIEN cU'U
3.1. Két qua xac nhan do chum

dong thoi d6 chum va dd ding cia phudng phap
xét nghiém. Phan tich lap lai moi mau QC 05 lan/
ngay trong 05 ngay, thu dugc 25 dit liéu cho moi
mUc néng do.

Xdc nhdn dé chum. Tinh gia tri trung binh,
dod 1&ch chudn SD, hé s6 bién thién CV tur dir liéu
thuc nghiém, tir dé udc tinh d6 chum (bao gom
do chum ngdn han CVr va do chum dai han CVw.)
cla phong xét nghiém, so sanh vdi cong b6 cua
nha san xudt (or, ow. tuong (ng). Tiéu chudn
cha@p nhan: CVr < or, CVw. < owe. Trudng hop do
chum cta phong xét nghiém I6n han cong bo cla
nha san xudt, can tinh gidi han xac nhan trén cho
dd chum ngan han va dé chum dai han (UVLr va
UVLwi, tuong (ng). Tiéu chudn: CVr < UVLgr, CVuL
< UVLwt. Néu khéng céan ti€p tuc so sanh CV vGi
sai sO toan bo cho phép (TEa) dugc 1dy theo tiéu
chudn vé& hiéu ndng phan tich cia CLIA. Tiéu
chudn: CVr < 1/4 TEa; CVw. < 1/3 TEa.

Xac nhdn dé ding. SU dung sO liéu cua
thuc nghiém xac nhan do chum dé phan tich két
qua ma khong céan tién hanh thuc nghiém riéng.
Néu trung binh s8 liéu thuc nghiém nam trong
khoang xac nhan cla gia tri dich thi d6 ddng
dudc xac nhan phu hgp véi cong bd cua nha san
xuat. Néu khong, can tién hanh tinh d6 chéch
(Bias), sai sO toan bo (TE), so sanh vdi do chéch
toi da cho phép (B*), sai sO toan b0 cho phép
(TEa), trong do, B* dugc lay tir ngudn bién thién
sinh hoc 3 va TEa dudc |8y theo tiéu chudn vé
hiéu ndng phan tich cia CLIA 4 D6 dung dugc
xac nhan khi Bias < B* hodc khi TE < TEa.

Nguyén ly ky thudt: Cac xét nghiém dinh
lugng Acid uric, Albumin, ALT, Amylase, AST,
Creatinin, GGT, Glucose, Protein toan phéan, Ure
trong huyét thanh dugc thuc hién trén hé théng
Roche Cobas 6000 véi phuong phap do quang.

X' ly s6 liéu: S dung thuat toan ANOVA
va phan mém Microsoft Excel 2016 d€ x&r ly va
phan tich so liéu.

2.3. Pao dirc nghién cilru. Nghién clu
dugc thong qua HOi dong dao duic — Trudng bai
hoc Y té€ cong cong theo Quyét dinh s6 344/
2023/YTCC-HD3 ngay 26 thang 06 ndm 2023.

Bang 1. Két qua danh gia dé chum cua PXN

PO chum ngan han P06 chum dai han
Xét QC|N| * Tiéu Tiéu
nghiém CVR | Or |[UVLR| chuan | Két luan |CVw.|owL [UVLwL| chuan [Két luan
14 TEa 1/3 TEa
Acid uric |QC1(25(277.4|1.89 |0.9| 1.18 2.5 Xac nhan | 2.07 | 1.5 | 2.22 Xac nhan
(umol/L) [QC2|25/587.2]2.05 [0.7]0.92] 2.5 |Xacnhan|2.32|1.6] 2.48 Xac nhan
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Albumin [QC1{25/30.81|1.36(1.1/1.44 Xacnhan | 1.36 | 1.5 Xac nhan
(g/L) QC2|25(49.29|1.03 0.7/0.92| 2.0 |Xacnhan|1.03[0.9] 1.24 Xac nhan
ALT (U/L) QC1|25/48.87|1.11|0.6/0.79| 3.8 |[Xacnhan|1.19|1.4 Xac nhan
QC2|25[/134.3/0.85 |0.4/0.52| 3.8 |[Xacnhan|0.85]1.0 Xac nhan

Amylase [QC1|25|76.20|0.85 |0.9 Xac nhan | 0.88 | 1.3 Xac nhan
(U/L) QC2|25/259.0| 0.63 |0.6] 0.79 Xac nhan | 0.63 | 1.5 Xac nhan
AST (U/L) QC1|25/49.82|0.82 |0.8] 1.05 Xa:c nhe:an 1.07 1.3 Xe:1c nhén
QC2|25/154.1|0.93 [0.4|/0.52| 3.8 |Xacnhan|0.93|0.8| 1.24 Xac nhan

Creatinin |QC1|25]|91.92| 2.49 |2.1| 2.75 Xac nhan | 2.95 | 3.5 Xac nhan
(umol/L) |QC2|25/352.5|0.65 |1.1 Xac nhan | 1.06 | 2.2 Xac nhan
GGT (U/L) QC1|25|56.36|1.20 [0.9/1.18| 3.8 |Xacnhan|1.68 1.8 Xac nhan
QC2|25|229.8| 0.87 [0.7]0.92 Xacnhan|1.21]1.7 Xac nhan

Glucose |QC1|25(5.877]0.91 |1.0 Xacnhan|1.90|1.3| 1.81 | 2.67 [Xac nhan
(mmol/L) |QC2|25/13.72|0.95[0.9]|1.18 Xacnhan|1.82|1.1| 1.49 | 2.67 [Xac nhan
Protein toan|{QC1[25/46.95]| 0.84 |1.0 Xac nhan [ 1.00 [ 1.7 Xac nhan
phan (g/L) {QC2|25|/77.68| 0.81 [0.9 Xac nhan|0.81 | 1.7 Xac nhan
Urea QC1|25/6.744| 1.28 |1.0| 1.31 Xacnhan|1.281.2] 1.31 Xac nhan
(mmol/L) |QC2|25/20.37|0.94|0.9|/1.18 Xac nhan|1.06 | 1.1 Xac nhan

N: téng s6 lugng két qua thu dugc (total
number of results); ¥ : gia tri trung binh cla s6
liéu thuc nghiém; CVr, CVwi: do 1éch chuin ngdn
han, dai han tugng doi cia PXN; or, ow.: do Iéch
chuan ngdn han, dai han tuong d6i NSX céng bg;
UVLr, UVLwi: giGi han xac nhan trén cla do
chum ngan han, dai han; TEa: sai s6 toan b6 cho
phép, theo tiéu chuén vé hiéu ndng phén tich cta
CLIACV ngan han clia cac xét nghiém Amylase va
Glucose & mic QC1, Creatinin & mic QC2, Protein
toan phan & ca 2 miic QC déu nhd han cong bd
cla nha san xuat. Cac xét nghiém Albumin, AST,
Creatinin & miic QC1; Amylase, GGT, Glucose, &
mUc QC2; Urea & ca 2 mirc QC ¢d CV ngdn han
I&n han cdng bd ciia NSX nhung nhoé hon gidi han
xac nhan trén cia d6 chum ngdn han. Cac xét
nghiém GGT & mdc QC1; Albumin va AST & mUc
QC2; Acid uric va ALT & ca 2 mic QC ¢6 CV ngan

Bang 2. Két qua xac nhan do ding

han 16n hon gidi han xac nhan trén ctia d6 chum
ngdn han nhung déu nhdé hon 'a TEa, dap Ung
tiéu chudn chap nhan. Nhu vdy, dd chum ngdn
han cla PXN cho toan bd cac xét nghiém trong
nghién cfu déu dugc xac nhan.

CV dai han clia cac xét nghiém déu nho han
cong b6 clia NSX, trir Ure 8 mic QC1, Albumin
va AST & muc QC2, Acid uric va Glucose & ca 2
mc QC. Ngoai trir xét nghiém Glucose, cac xét
nghiém khac c6 CV dai han I8n hon cong bo cla
NSX nhung déu nhd hon gidi han xac nhan trén
cla do chum dai han. DBai véi xét nghiém Glucose,
CV dai han & ca 2 mic QC déu nhd hon 1/3 TEa,
dap (ng tiéu chudn chip nhan. Nhu vay, d6 chum
dai han cia PXN cho toan b0 cac xét nghiém
trong nghién cru déu dugc xac nhan.

3.2. Két qua xac nhan do dung cia cac
xét nghiém

_ Gigi han | Gidi han
Xét nghiém | QC x TV sec m | xac nhan | xac nhan Két luan
trén dudi
Acid uric QC1 | 277.4 | 282.0 | 1.486 | 3.5 287.2 276.8 Xac nhan
(pmol/L) QC2 | 587.2 | 595.0 | 3.723 | 3.5 608.0 582.0 Xac nhan
Albumin (g/L) QC1 | 30.81 | 30.60 | 0.084 | 3.5 30.89 30.31 Xac nhan
QC2 | 49.29 | 48.80 | 0.101 | 3.5 49.15 48.45 Chua xac nhan
ALT (U/L) QC1 | 48.87 | 45.30 | 0.145 | 3.5 45.81 44.79 Chua xac nhan
QC2 | 134.3 | 127.0 | 0.227 | 3.5 127.8 126.2 Chua xac nhan
QC1 | 76.20 | 76.90 | 0.152 | 3.5 77.43 76.37 Chua xac nhan
Amylase (U/L) =565 1250.0 | 265.0 | 0.324 | 3.5 | 266.1 163.9 | Chua xac nhan
AST (U/L) QC1 | 49.82 | 45.20 | 0.175 | 3.5 45.81 44.59 Chua xajc nhén
QC2 | 154.1 | 143.0 | 0.286 | 3.5 | 144.0 142.0 Chua xac nhan
Creatinin QC1 | 91.92 | 88.10 | 0.794 | 3.5 90.88 85.32 Chua xac nhan
(pmol/L) QC2 | 352.5 | 338.0 | 1.407 | 3.5 342.9 333.1 Chua xac nhan
GGT (U/L) QC1 | 56.36 | 55.50 | 0.325 | 3.5 56.64 54.36 Xac nhan
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OC2 [ 2298 | 229.0 [ 0.950 | 3.5 | 232.3 375.7 Xac nhan

Glucose | OCL | 5.877 | 5.730 | 0.045 | 3.5 | 5.887 5.573 Xac nhan

(mmol/l) | QC2 | 13.72 | 13.60 | 0.099 | 3.5 | 13.95 13.25 Xac nhan
Protein toan | QC1 | 46.95 | 46.10 | 0.139 | 3.5 46.59 45.61 Chua xac nhan
phan (g/L) QC2 | 77.68 | 76.60 | 0.127 | 3.5 77.04 76.16 Chua xac nhan

QCL | 6.744 | 6.680 | 0.017 | 3.5 | 6.740 6.620 Xac nhan
Urea (mmol/L) =55 120537 [ 20.60 | 0.059 | 3.5 | 20.80 20.40 | Chua xac nhan

X gig tri trung binh cua sé liéu thuc nghiém; TV: gid tri dich (gid tri ndng dé mau QC da biét);

Gia tri trung binh cla s6 liéu thuc nghiém cla
cac xét nghiém Acid uric, GGT, Glucose G ca 2
mUc QC; Albumin va Urea 6 mic QC1 nam trong
khoang xac nhan cla gia tri dich (Bang 2). DGi vdi
cac xét nghiém ALT, Amylase, AST, Creatinin,
Protein toan phan & cd 2 mic QC; Albumin va

sec: sai 6 chudn két hop, m: hé s6 nhén.
Urea ¢ mic QC2, trung binh s@ liéu thuc nghiém
nam ngoai khodng xac nhén cla gid tri dich
nhung déu cé do chéch nhd hon do chéch t6i da
cho phép hoac sai s6 toan bo nho han sai s6 toan
bo cho phép (Bang 3). B0 dung cla cac xét
nghiém trong nghién ctfu déu dudc xac nhan.

Bang 3. Két qua danh gia do chéch, sai s6 toan bé cua mot s6 xét nghiém

PO chéch Sai so toan bo
Xét nghiém QC . Bias |, U TE | **TEa A
Bias (%) B (%) Két luan (%) | (%) Két luan
Albumin(g/L) QC2 | 049 | 1.00 | 143 Xac nhan
QC1 | 3.57 | 7.88 | 11.48 Xac nhan
ALT(UL) 062 [7.30 [ 5.75 | 11.48 X&c nhan
QC1 | -0.70 | 0.91 | 7.40 Xac nhan
Amylase (U/L) =062 1=6.00 | 2.26 | 7.40 X&c nhan
AST (U/L) QC1 | 462 | 10.2 | 6.54 Chua xac nhan | 12.1 15.0 Xac nhan
QC2 | 11.1 | 7.76 | 6.54 Chua xacnhan | 9.49 | 15.0 Xac nhan
.. QC1 | 3.82 | 434 | 3.96 Chua xac nhan | 9.28 10.0 Xac nhan
Creatinin (UMol/L) 5145 [4.29 | 3.96 | Chuaxacnhan | 7.11 | 10.0 | Xac nhan
Protein toan phan| QC1 | 0.85 | 1.84 | 1.36 Chua xacnhan | 3.49 | 8.00 Xac nhan
(g/L) QC2 1.08 | 1.41 | 1.36 Chua xac nhan 2.72 8.00 Xac nhan
Urea(mmol/L) | QC2 | -0.23 | 1.12 | 5.57 Xac nhan

*B: do chéch t6i da cho phep, tra cuu theo ngudn bién thién sinh hoc’,
**TEa: sai s toan bo cho phép, theo tiéu chudn vé hiéu nang phén tich cua CLIA*,

IV. BAN LUAN

Xac nhan gia tri s&r dung cta phuang phap la
hoat dong thiét yéu nham dam bao chét lugng xét
nghiém. Nhiéu tai liéu, quy trinh da dugc nhiéu t&
chirc quéc gia va thé gidi dua ra nhdm hudng dan
cac phong xét nghiém ti€n hanh xac nhan gia tri
sir dung ctia phuong phap. Nghién cltu nay ap
dung hudng dan EP15-A3 cua CLSI, st dung cung
mdt thuc nghiém dé xac nhan déng thdi d6 chum,
dé dung cla 10 thong s6 xét nghiém hoa sinh
trén hé thong Roche Cobas 6000.

Trong nghién ctu cla chdng t6i, két qua hé
sG bién thién d6 chum dai han va ngan han cla
toan bo xét nghiém dugc chdp nhan. Béi véi do
chum ngan han, mét sG it xét nghiém c6 CV
ngdn han nhd hon cdng bd cla nha san xudt,
phan 16n cac xét nghiém cd CV nam trong gidi
han xac nhan va mét s6 xét nghiém can tiép tuc
so sanh vGi TEa. Két qua do chum dai han tot
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han, phan I6n cac xét nghiém c6 CV dai han nho
hon cong b6 nha san xudt, mot s6 nam trong
gidi han xac nhan, duy nhat xét nghiém Glucose
can tiép tuc so sanh vdi tiéu chudn TEa. Két qua
nghién c(u cla chdng t6i phu hgp vdi nghién
cltu cla Adriaan J van Gammeren va céng su
ndm 2008 trén cung hé thong may Roche Cobas
6000°, tugng dong vdi nghién cttu cta Thé Thi
Thluy Phudng trén dong may Roche Cobas Pro
nam 2022 va tét hon nghién clu cla Vesna
Supak Smolcic va nhém nghién cdu nam 2011
trén cung hé thong phan tich.

P06 dung dugc danh gid thong qua gia tri
trung binh s6 liéu thuc nghiém va khoang xac
nhan cla gia tri dich. Trong nghién ciru nay, mét
s6 xét nghiém c6 gia tri trung binh nam trong
khoang xac nhan cua gia tri dich. D6i véi cac xét
nghiém con lai, can ti€p tuc so sanh vdi sai s6
toan bd cho phép va dd chéch cho phép dé danh
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gia dé dung. b6 ddng dugc xac nhan khi do
chéch nhé han do chéch cho phép hoac khi sai
sO toan bd nho han sai s6 toan bd cho phép. Két
qua thu dugc la toan bd cac xét nghiém trong
nghién clu déu cé dé ding dudgc xac nhan.

V. KET LUAN

D0 chum, d6 ding cua cac xét nghiém dinh
lugng Acid uric, Albumin, ALT, Amylase, AST,
Creatinin, GGT, Glucose, Protein toan phan, Ure
trong huyét thanh trén hé thong Roche Cobas
6000 tai Khoa Xét nghiém - Bénh vién Viét Phap
Ha NOi déu dat tiéu chudn chdp nhén. Cac xét
nghiém nay cé thé dudc sir dung dé cung cap
dich vu xét nghiém cho khach hang.

TAI LIEU THAM KHAO

1. BO Y té. Quyét dinh ban hanh tiéu chi danh gia
mic chat lugng phong xét nghiém y hoc
(2429/QDb-BYT). Published online 2017.

2. User \Verification of Precision and
Estimation of Bias; Approved Guideline - Third
Edition. Vol 34. Clinical and Laboratory Standards
Institute; 2014.

3. Desirable Biological Variation Database
specifications - Westgard. Accessed November
22, 2022, https://www.westgard.com/
biodatabasel.htm

4. CLIA Requirements for Analytical Quality -
Westgard. Accessed March 19, 2023.
https://www.westgard.com/clia.htm#chem

5. Adriaan J. van Gammeren, Nelly van Gool,
Monique J.M. de Groot, Christa M. Cobbaert.
Analytical performance evaluation of the Cobas
6000 analyzer - special emphasis on trueness
verification. Clin Chem Lab Med. 2008; 46(6):863-
871. d0i:10.1515/CCLM.2008.159

KET QUA PHAU THUAT NOI SOI CAT MOT THUY TUYEN GIAP
PIEU TRI NHAN LANH TiNH TUYEN GIAP TAI BENH VIEN E

TOM TAT

Muc tiéu: danh gla két qud phiu thuat ndi soi
cat mot thay tuyen gidp diéu tri nhan lanh tinh tuyen
g|ap Poi tugng va phuadng phap nghién ciru: Mo
ta tién cu, két th hoi ciu 41 bénh nhan bu‘du g|ap
lanh tinh derc phau thuat ndi soi tai bénh vién E tu
thang 03/2017 dén thang 07/2019. Két qua: Do tudi
tlr 31-60 tudi (78,05%). Nir chiém 39/41 (95, 1%).
Triéu chiing cd nang: tu phat hién khéi u ving cd
97,6%; 27/41 (69, 2%) benh nhan nudt vudng. Budu
keo (82,9%). Két qua sau mo dau nhe (87, 5%), 5/41
(12,5%) dau vira; khong c6 bénh nhan dau nang. Bién
chiring gap phai ‘nhidu nhat 1 phu né 17,1%. 5/41
(12,2%) bénh nhan té tay chan; 2/41 bénh nhan khan
tiéng, chiém ty 1€ 4,9%. 4/41 bénh nhan tu dich,
chiém ty 1€ 9,8%. 2/41 (4,9%) bénh nhan nuot Sdc;
Thdai gian rut dn luu trung binh 5,6 £ 0,7 ngay, ngan
nhat 4 ngay; dai nhat 6 ngay Thdl glan nam vién
trung binh 6,4 £ 0,7 ngay; ngén nhét 5 ngay, dai nhat
7 ngay T4t ca benh nhan sau md déu c6 vét mé
mém. Sau 3 thang, phan 16n bénh nhan déu c6 cam
giac da viing nguc c0 la binh thudng (92,7%). C6 3/41
((7,3%) bénh nhan héi phuc tét. Khong c6 bénh nhan
nao hoi phuc kém. K&t luan: Phau thuat ndi soi tuyen
giap la mot ky thuat it xam I&n, cho phep cat bo toan
b6 tn thuong, nhung khong aé lai seo & ¢& nhu phau
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thuat m& thong thutng.
Tur khoa: noi soi tuyén giap, budu giap lanh tinh.
SUMMARY
RESULTS OF LAPAROSCOPIC SURGICAL

REMOVAL OF ONE THYROID LOBE REMOVAL

TO TREAT BENIGN THYROID NODE AT E HOSPITAL

Objective:  Evaluate the outcomes of
laparoscopic surgical removal of one thyroid lobe for
treating benign thyroid nodules. Subjects and
methods: Study description, including a retrospective
analysis of 41 patients with benign thyroid nodules
who underwent laparoscopic surgery at E Hospital
from March 2017 to July 2019. Results: The age
ranged from 31 to 60 years (78.05%). Females
constituted 39 out of 41 patients (95.1%). Functional
symptoms included self-detected neck masses in
97.6% of cases, with 27 out of 41 patients (69.2%)
experiencing dysphagia. Goiter was present in 82.9%
of cases. Postoperative results showed mild pain in
87.5% of patients, moderate pain in 12.5%, with no
severe pain reported. The most common complication
was edema at 17.1%. 5 out of 41 patients (12.2%)
experienced limb numbness, and 2 out of 41 (4.9%)
had voice hoarseness. Seroma formation occurred in
9.8% of cases. Swallowing difficulties were reported
by 4.9% of patients. The mean drainage removal time
was 5.6 £ 0.7 days, with a range of 4 to 6 days. The
average hospital stay was 6.4 + 0.7 days, ranging
from 5 to 7 days. All patients had soft surgical scars.
Three months post-surgery, the majority of patients
reported normal sensation in the neck and chest area
(92.7%). Three out of 41 patients (7.3%) showed
excellent recovery, while none exhibited poor
recovery. Conclusion: Laparoscopic thyroidectomy is
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