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thanh cong lan hai.

1 trudng hdp ghi nhan cd biéu hién thiéu mau
hoai tr 6 loét canh khdi u viing ta trang khi ndi
soi sau nut mach, sau d6 da dugc loai bo khdi u
kém 6 t6n thuong ving ta trang bang phau thuét.
Bénh nhan dugc ndt chan cac nhanh trong vong
ndi ta tuy va dong mach vi ta trang bang coils va
nut tdc bang keo sinh hoc NBCA. Ty 1€ gay thi€u
mau rudt sau nat dong mach vung ta tuy la thap
do su' phong pht clia hé théng tudgi mau khu vuc
nay. Trudng hop nay cd thé giai thich do 6 loét
I&n chiém 2 chu vi long ta trang, sau nut rong tai
dong mach vi ta trang va vong néi ta tuy nén cd
dau hiéu thi€u mau hoai tu.

Nghién cl'u nay van con nhiéu han ché.
Trudc hét, s6 lugng BN trong nghién clu con
nhd, chua mang tinh dai dién cho quan thé, cac
sO liéu con don gian, mang tinh mo ta. Hon nira,
nghién c(tu nay cd thdi gian theo ddi ngan va
md&i chi dé cap t6i cac bién chiing cap tinh ma
chua danh gid dudc cac bién ching va di chiing
xa sau diéu tri. Nhitng nghién clru véi s6 lugng
c@ mau I8n hon, thdi gian theo ddi dai hon, so
sanh ngau nhién cé d6i ching can dugc thuc
hién d& danh gia chi tiét han vé tinh an toan,
hiéu qua cla phuang phap nay.

V. KET LUAN

Két qua nghién clu cho thay can thiép nuat
mach la phuong phap hiéu qua va an toan cé thé
thuc hién cho nhitng trudng hgp chay mau ta
trang da that bai vdi diéu tri ni khoa va ndi soi
cam mau.
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PANH GIA TINH PONG NHAT VA DO ON DINH
MAU HBV DNA PONG KHO THEO TIEU CHUAN VE MAU NGOAI KIEM

TOM TAT

Muc tiéu: Xay dung quy trinh san xudt mau HBV
DNA déng khd st dung trong ngoai kiém. Danh gia
tinh dong nhat va do on dinh cla mau huyét tucng
HBV DNA dong kh6 sau san xuat. Phuang phap
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nghién ciru: Nghién cfu thuc nghiém tren cac mau
huyét tudng ducng tinh HBY DNA, danh gia tinh dong
nhat va d6 on dinh cua mau huyet tuong HBV DNA
déng khd bdng klem dinh so sanh mot trung binh
(Oneway ANOVA) va phép kiém T- test. K&t qua Mau
huyét tugng HBV DNA dong kho VO'I 3 mlc ndng do
dat tinh_dong nhat, d6 6n dinh van chuyén trong 7
ngay. Mau dat do 6n dinh bao quan tai nhiét do -20°C
lén dén 150 ngay, & nhiét do 2-8°C trong 90 ngay, &
nhiét do 25°C va 37°C trong 10 ngéy ~(gié] tri p >
0.05). Két luan: Quy trinh san xuat mau HBV DNA
déng kho da dugc xay dung thanh cong Tinh dong
nhat va dd on dmh cla cac mau dugc san xuat dap
(’ng céc tiéu chi cua tiéu chudn ISO 13528:2015 va
ISO guide 35. Twr khoa: Danh gia, HBV DNA, huyét
tuong déng kho.
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SUMMARY

EVALUATION OF HOMOGENEITY AND

STABILITY OF HBV-DNA SAMPLE BY
STANDARDS OF PROFICIENCY TEST ITEMS

Objectives: Development of a production process
for lyophilized HBV DNA samples used in proficiency
testing. Evaluation of the homogeneity and stability of
HBV DNA lyophilized samples after production.
Methods: Experimental research on HBV DNA
positive plasma samples, evaluate the homogeneity
and stability of lyophilized HBV DNA plasma samples
by an average comparison test (Oneway ANOVA) and
T-test. Result: Lyophilized HBV DNA plasma samples
with three levels of concentration achieved
homogeneity and stability in transporting for 7 days.
Samples achieved storage stability at -20°C for up to
150 days, at 2-8°C for 90 days, at 25°C and 37°C for
10 days (p value > 0.05). Conclusion: The procedure
of lyophilized HBV DNA sample production has been
successfully developed. The homogeneity and stability
of produced samples meet the criteria standard of ISO
13528:2015 and ISO guide 35.

Keywords: Evaluate, HBV DNA, lyophilized HBV
DNA plasma.

I. DAT VAN DE i

Viém gan siéu vi B la bénh truyén nhiem quan
trong, mang tinh chat toan cau do siéu vi B
(HBV) géy ra. Theo bdo cdo clia T8 chic Y t&
Thé€ gidi, ndm 2015 udc tinh khoang 257 triéu
ngudi nhiém viém gan siéu vi B man va 884.400
tir vong do céc bién chiing xd gan va ung thu
biéu md t& bao gan[6]. Tai Viét Nam, theo khao
sat trén 29,775 ngudi dan sbng tai thanh pho Ho
Chi Minh c6 ti I1é HBsAg duadng tinh la 9.1%][2].
Xét nghiém HBV DNA la mo6t xét nghiém quan
trong trong viéc phat hién va theo doi diéu tri
bénh nhan nhiém viém gan siéu vi B. Quan ly
chat lugng xét nghiém HBV DNA la rat can thiét
dGi véi bat ky mot co sG xét nghiém nham cung
cap cac két qua chinh xac, kip thgdi dén khach
hang. Ngoai kifm dugc xem nhu mdt cdng cu
hitu hiéu trong viéc kim soat chat lugng xét
nghiém, gilp danh gid mot cach khach quan,
xem xét va khdc phuc cac sai s6 kip thdi.

TU ndm 2017, Tai Trung Tam Kiém Chuan
Chat Lugng Xét Nghiém Y Hoc - Pai Hoc Y Dugc
Thanh Ph6 H6 Chi Minh da nghién cltu xay dung
quy trinh san xudt mau ngoai kiém dinh Ierng
HBV DNA bdng phu‘dng phap dong lanh va da
dugc ap dung vao chu’dng trinh ngoai kiém cua
Trung tam[3]. Nham nang cao chat lugng, tang
tinh 6n dinh cla mau ngoai kiém, chung toi
nghién cliu ap dung ky thuat dong khé vao san
xudt mau gidp mau dé dang van chuyén, bao
quan va luu gilr trong thdi gian dai. Xuat phat tur
thuc tién trén, chdng téi ti€n hanh nghién clu

“Panh gid tinh ddng nhat va dd 6n dinh ma
HBV DNA déng khé theo tiéu chudn v& ma
ngoai kiém”.

Muc tiéu nghién clru: Xay dung quy trinh
san xuat mau HBV DNA dbong khé su dung trong
ngoai kiém. Panh gid tinh ddng nhdt cda mau
huyét tuong HBV DNA ddng khé. Banh gig dj én
dinh vén chuyén va dg én dinh bao quan cua
mau huyét tuong HBV DNA déng kho theo thoi
gian va nhiét doé.

II. DOI TUQNG VA PHUONG PHAP NGHIEN CU'U

Poi tugng nghién clru: Cac mau huyét
tugng HBV-DNA dugc san xudt tai Trung tam
Kiém chudn Chat lugng Xét nghiém Y hoc - Pai
hoc Y dugc Thanh ph6 H6 Chi Minh.

Pia diém: Trung tdm Kiém chudn Chét lugng
Xét nghiém Y hoc - Pai hoc Y dugc Tp.HCM (Dat
ISO 9001-2015 do t& chic AJA Anh Qudc,
ISO/IEC 17043:2010).

Thai gian nghién ciru: thang 10/2020 dén
thang 6/2021.

Tiéu chudn chon mau: Thu thdp mau huyét
tuang c6 nong do HBV DNA >7 (logio copies/mL)
tlr tdi mau dugc sang loc tai bénh vién Truyén
Mau - Huyét hoc TP.HCM. Mau da dugc qua sang
loc khdng co su' hién dién cla khang thé khang
HIV1/2, khdng thé HCV.

Phucng phap nghién ciru

Thiét ké nghién ciru: Nghién ciu thuc nghiém

Tao 3 16 mau dua trén mdc ndng do HBV
DNA cd y nghia quyet dinh 1am sang theo hudng
dan chan doan va diéu tri viem gan siéu vi B [1]:

¢ LO A: nbng do HBV DNA tir 6.0 - 7.0 (log1o
copies/mL).

¢ LO B: nong d6 HBV DNA tir 4.0 - 5.0 (logio
copies/mL).

elOC: nbng do HBV DNA dudi nguGng phat hién.

_Panh gid do dong nhat bang cach chon 10
mau ngau nhién trong mdt 16, kiém tra ndng dd
Iap lai 2 [an st dung phép kiém oneway ANOVA
va T-test.

Panh gla ddé on dinh béng cach chon ngau
nhién 3 mau trong mot 16 tai mot thdi diém danh
g|a ki€m tra ndng dd 13p lai 2 1an, si dung phép
kiém T- Test.

«On dinh van chuyen thiét ké theo moi
trudng van chuyen véi 3 Idp tuong (ng: lo dong
khé 3mL, hop gidy chira mau, hép nhua cd nap
day; hop mau dugc dat vao thing x0p co chla
10 tUi da gel va dugc dan kin, sau d6 dugc danh
gié tai cac thdi gian 3 ngay, 4 ngay, 5 ngay, 6
ngay, 7 ngay.

« On dinh theo nhiét dd bao quan: O nhiét dd

u
u
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-20°C tai cac thdi diém 30 ngay, 60 ngay, 90
ngay va 150 ngay; & nhiét do 2-8°C tai cac thai
diém 30 ngay, 60 ngay, 90 ngay, & nhiét do
25°C va 37°C tai thoi diém 10 ngay

C& mau: Theo hudng dan cla tiéu chudn
ISO 13528: 2015 va ISO gyde 35: 2006.

Tinh dong nhat 10 mau/l6; danh gia trén 16
A, 16 B, IoC 10x3(lo)—30mau

D6 6n dinh 3 mau/I6/thdi diém; danh gia trén
16 A, 10 B:

e D6 6n dinh van chuyén: 3 (mau) x 2 (I6) x 5
(thai dlem) = 30 mau.

320) on dinh theo nhiét dd bao quan: 3
(mau) x 2 (16) x 9 (thai diém) = 54 mau.

C8 mau dugc tinh cho ca quy trinh nghién
cu: n = 30 +30 + 54 = 114 mau.

Pha lo3ing huyvat twong

E ]

Phian phdi huvét hwong vao lo
Pong lanh: -80°C, 24 gid
X
Pong kho:

Gd 2 1.0 mbar. -50°C._. 5 gid
Gd 22 0.15 mbar. -30=C. 24 =i
L]

Pong nap lo
Bao guan -20°C

T Hoan ngzoén

I Pranh gia A6 déng nhar I
f 8
I Panh gia d6 &n dinh I
|
1 1

On dinh
bac guan

On dinh van
chuyén

Hinh 1: So' do qua trinh san xuét va danh
gia mau HBV-DNA déng kho
Ky thuat xét nghiém: Binh lugng ndong do
HBV-DNA bang phuong phap realtime PCR trén
may Eppendorf realplex 4.

Quy trinh san xuat va danh gia HBV DNA
dong kho

Budc 1: Pha Ioang mau huyét tuong HBV-
DNA theo nong do yéu cau

L6 A: ndng do HBV DNA tu 6.0 — 7.0 (logio
copies/mL).

L6 B: néng do HBV DNA tu 3.8 — 5.0 (logio
copies/mL).

L6 C: ndng d6 HBV DNA dudi nguGng phat hién

Budc 2: Cho 1000uL mau vao lp dong kho
3mL, dat vao t am -80°C trong 24 gid.

Budc 3: Chuyén cidc mau huyét terng HBV
DNA da dong lanh vao may dong kho, cai dat
chugng trinh dong kho véi 2 giai doan sé'y. Giai
doan 1 ap suat 1.00mbar va giai doan 2 ap suat
0.15mbar. Duy tri nhiét do buong say ¢ -50° C.

Budc 4: Tién hanh déng ndp cac lo mau d3
dong kho va bao quan tai nhiét do6 - 20°C.

Budc 5: Danh gia tinh déng nhat cla mau
HBV-DNA dong kho.

Bu’dc 6: banh g|a dd 6n dinh van chuyén va
dd 6n dinh bao quan cla mau huyét tuong HBV-
DNA dong kho theo hudng dan ISO 13528 va
ISO guide 35.

Phan tinh dir liéu: D liéu dugc thu thap va
XU ly th6ng ké bang phan mém Microsoft Excel
2016 va Stata 14.

Ill. KET QUA NGHIEN cU'U

Sau khi hoan tat qua trinh dong kho, ti€n hanh
hoan nguyén moi mau vdi 1000mL nudc cat khar
nucleotide. Dung dich sau hoan nguyén dugc phan
tich nong do HBV DNA bang ky thudt Realtime-
PCR. Tinh déng nhéat ctia mai 16 mau dugc kiém tra
qua Vviéc chon ngau nhién 10 mau trén 16 va dugc
phan tich 13p lai 2 lan. Két qua danh gia d6 dong
nhat dugc thé hién trong bang 1.

Bang 1: Két qua danh gia dé dong nhét cua I6 A, 16 B, 16 C (logio copies/mL)

STT Lo A L6 B L6 C
anl [ An2 | T1B2 anl [ LAn2 [ T1B2 anl [ LAn2 [ TB2

1 6.68 | 6.82 | 6.75 > a1l | 412 | 412 | N/A | N/A -
2 682 | 672 | 677 | = 420 | 3.99 | 410 | = N/A | N/A -
3 | 689 | 663 | 6.76 | 2 3.98 | 425 | 412 | 2 N/A | NA | -
4 692 | 673 | 683 | > 422 | 408 | 415 | » N/A | N/A -
5 671 | 6.86 | 679 | © 432 | 404 [ 418 | © N/A | N/A -
6 6.85 | 6.96 | 6.91 S 423 | 417 | 420 | S N/A | N/A -
7 6.82 | 6.79 | 6.81 & 4.08 | 4.15 | 4.12 & N/A | N/A -
8 6.63 | 6.80 | 6.72 I 4.19 | 414 | 4.17 I N/A | N/A -
9 677 | 6.87 | 682 | 2 408 | 431 [ 420 | 2 N/A | N/A -
10 | 677 | 6.83 | 680 | +~ 412 | 419 | 416 | ® N/A | N/A -

TB10 | 6.79 | 6.80 - 415 | 4.14 - - -
SD 0.11 | 0.09 0.10 | 0.09 - - -

T-test, p value = 0. 72 T-test, p value = 0.8365 -
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TB2: trung binh két qua ctia 1 mau & 2 [an chay, TB10: trung binh két qua cta 10 mau & lan chay
1 hodc [an chay 2; SD: dd léch chuén cla 10 mau & Ian chay 1 hodc [an chay 2.
N/A: két qua dudi nguGng phat hién.

Nhan xét: Theo bang 1, néng d6 cac mau trong cung mot 16 clia 16 A va 16 B déu dat tinh dong
nhat vdi gia tri p tuong g Ia 0.84, 0.98. Tat ca 10 mau 16 C déu co két qua dugi ngu’dng phat hién (NA).

Tién hanh danh gid d dn dinh van chuyén va dd 6n dinh bao quan vGi cac mau thudc 16 A, 16 B.
So sanh sy khac biét vé néng dd HBV DNA & tai thai diém déanh gid vdi s6 liéu danh gia tinh dong
nhéat. Két qua dudc thé hién trong cac bang 2, bang 3.

Bang 2: Banh gid doé én dinh vén chuyen déi vdi cédc mau 16 A va 16 B (logio copies/mL)

Thai L6 A L6 B
diém lan1 | Lan2 | Trungbinh | Pvalue| Lan1 | Lan2 | Trung binh P value
0 ngay” 6.80 6.80 6.80 4.15 4.15 4.15
3 ngay 6.83 6.77 6.80 4.14 4.18 4.16
4 ngay 6.77 6.82 6.80 > 0.05 4.13 4.17 4.15 > 0.05
5 ngay 6.78 6.83 6.81 4.14 4.14 4.14
6 ngay 6.84 6.79 6.82 4.16 4.19 4.18
7 ngay 6.79 6.78 6.79 4.13 4.16 4.15

LAn 1/ LAn 2: Trung binh ndng do chay [an 1/ [an 2 cla 3 mau dudc chon ngau nhién tai cac thdi diém.
0 ngay™: trung binh nong do dugc thu thap tir danh gia tinh dong nhat.

Nhdn xét: Theo bang 2, tat ca cac mau danh gia thudc 16 A, 16 B déu dat dd 6n dinh trong mdi

trudng van chuyén dén 7 ngay khi gid tri p >0.05.

Bang 3: Danh gid dé 6n dinh bao quan
mau déi véi cac mau 16 A, 16 B (logio
copies/mL)

Nhiét | Thoi Trungbinh | o
do gian _hong do test
; Lo A Lo B
0 ngay* 6.80 4.15
37°C 10 ngay 6.79 4.15 -
25°C 10 ngay 6.81 4.16 <
30 ngay 6.81 4.17 :—'
2-8°C [ 60ngdy | 6.80 | 4.14 | &
90 ngay 6.81 4.16 v
30 ngay 6.82 4.18 o
0ec |_60ngay | 6.81 417 | &
90 ngay 6.79 4.16
150 ngay | 6.78 4.14
0 ngay*: trung binh nong do dugc thu thap
tr danh gia dé déng nhat.

Nhan xét: Theo bang 3, nong do cac mau
thudc 16 A, 16 B déu dat do 6n dinh khi bao quan
G nhiét do 37°C trong 10 ngay; & 25°C trong 25
ngay; & 2-8°C trong 90 ngay; & -20°C trong 150
ngay khi tat ca gia tri p >0.05.

IV. BAN LUAN

Dua theo tiéu chuan ISO 13528:2015 [5], nha
san xudt trudc moi 16 mau gui dén cac don vi
tham g|a phai dudc danh gia do dong nhat thong
qua viéc lay ngau nhién 10% s6 lugng mau san
xudt hodc t6i thi€u 10 mau dé danh gia. Nghlen
ctu cho thay, khi so sanh trung binh két qua
nong d6 HBV-DNA cla 10 mau & [an chay 1 vdi
trung binh n6ng dé 10 mau & lan chay 2 khong

c6 su khac biét (T- test, p value > 0.05). Dong
thdi so sanh trung binh két qua 2 lan chay giira
10 mau véi nhau khéng co su’ khac biét (ANOVA,
p value > 0.05). Nhu vay, nghién clru da két
luan mau dong kho san xuat la hoan toan dong
nhat va cd thé tién hanh danh gid dé 6n dinh.

HBV DNA c6 ban chat la di truyén la DNA
tugng ddi bén véi nhiét do, tuy nhién vdi diéu
kién khi hau nhiét ddl va dé 4m cao nhu nudc ta
thi viéc danh g|a dd 6n dinh van chuyén cta mau
la hét sic can thiét. Chung toi thiét k€ moi
truGng vén chuyén gia dinh tuong ty vén chuyén
mau thuc te két qua phan tich nong do HBV-
DNA mau 8n dinh trong 7 ngay.

Nghlen clru clia ching ti chirng minh dudc
dd 6n dinh cia mau ddng khé HBV-DNA téi 150
ngay khi bdo quan & nhiét do -20°C; 90 ngay &
nhiét d6 2-8°C va 10 ngay G cac nhiét do 25°C
hoac 37°C. Cac gia’ tri p value thu dugc tai cac
thoi diém danh gia ¢ 2 16 A va 16 B déu Ién hon
0.05. Theo mét nghién citu danh g|a dd on dinh
mau chuén cua WHO ndam 2016, mau HBV DNA
dong khd dat 6n dinh 1&n dén 60 thang & nhiét
dd bao quan -20°C, 4°C, 20°C va én dinh téi 11
tuan & nhiét dé6 37°C [7] So sanh vdi két qua
nghién cltu san xuidt mau chuén quocgla HBV
DNA cla Wang L.N va cong su, cac mau huyét
tugng HBV DNA &n dinh & 37°C it nhat 1 tuan,
mau bao quan & nhiét d6 moi trerng (20- 25°C)
trong vong 2 tuan; mau bao quan G 2 -8°C on
dinh 6 thang, va mau bdo quan & -20°C thi 6n
dinh hon 2 nam. Két qua nghién clru nay hoan
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toan phl hgp vdi két qua clia hai nghién ctiu trén.

V. KET LUAN

Mau HBV DNA déng kho dugc ching t6i san
xudt dat tinh d6ng nhat vé néng d6 HBV DNA vGi
ky thuat Realtime - PCR. Ngoai ra mau dugc
dadnh gid on dinh trong sudt quéd trinh véan
chuyén 1&n dén 7 ngay va dat do 6n dinh bao
quan & nhiét d6 -20°C tGi 150 ngay.

TU nhitng két qué thi nghiém va phan tich
trén, chung toi da xay dung va hoan thién quy
trlnh san xuat mau huyét tuong HBV DNA dong
khd Ung dung trong ngoai kiém dinh lugng HBV
DNA gép phan nang cao chat lugng, dam bao
tinh chinh xac cta két qua xét nghiém.
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KHAO SAT TINH TRANG MO GAN BAO QUAN TAI LAB CONG NGHE
MO GHEP - TRUO'NG PAI HOC Y HA NOI GIAI POAN 2010 - 2020

TOM TAT
Muc tiéu: Khao sét tinh trang m6 gan bao quan
tai Lab Cong nghé mé ghép — Trudng Dai hoc Y Ha
NOi giai doan 2010 — 2020. Phu’dng phap Nghlen
caru hoi clu, mo ta cat ngang trén tat ca cac mau gan
dugc bao quan tai Lab cong nghé mo ghép - Trudng
Pai hoc Y Ha NGi trong giai doan tir ndm 2010 — 2020.
Két qua: C6 2139 mau m6 gan dugc bdo quan trong
dé c6 2012 (94,1%) mau da dugc sr dung. Ti 1€ bao
quén gan Achille va gan banh che chiém cao nhat 2
nam 2010 va 2011 (60% va 32%), nhung giam dan
trong nhirng nam gan day (ndm 2020 la 9,7% va
4,3%). Trong khi do, gan cang tay, tir nam 2010 va
2011 con chua dugdc ‘bao quan tgi nam 2020 ty Ié nay
tang Ién la 29,7%. 'Gan céng chan 6 su’ tdng manh tir
4% trong nam 2010 Ién 56,2% nam 2020 dac biét
nam 2019 con chiém tdl 80, 9% Ty |€ cac loai md gan
dugc sir dung qua cdc ndm cb su thay doi I6n, gan
Achille va gan banh ché ni&m 2010 (64% va 32%),
nam 2011 (69,9% va 18,5%) co ty lé dugc sir dung

1Truong Dai hoc Ky thuat Y t€ Hai Duong
2Truong Bai hoc Y Ha N6i
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cao th| tdi nam 2020 ty Ie nay gidm dang k& chi con
6% gan Achille va 0% gan banh che dugc s dung.
Tra| lai, ndm 2010 chi c6 4% gan cang chan, chua co
gan cang tay dugc su’ dung, thi t8i nam 2020 ty l1é nay
lan lugt la 60,7% va 33,3%. Két luan: Trong giai
doan 2010 — 2020, cAC mau md gan dong loai dugc
bao quan theo quy trinh lanh sau tai Lab Cong nghé
mo ghép - Trudng dai hoc Y Ha Noi kha da dang,
nhiéu loai mo gén dugc thu nhan, x{r ly bao quén va ti
Ié sir dung mo gan dugc sir dung cao. Mo gan Achille
va gan banh che bao quan va suf dung co xu erdng
glam trong khi gan cang tay va ddc biét la gan cang
chan ngay cang dudc bao quan va sir dung nhiéu do
nerng thay d6i v& quan diém trong thuc hanh 1am
sang ngoai khoa.

Tur khoa: M6 gan, Bao quan mo, Ghép gan dong loai

SUMMARY
INVESTIGATE THE REALITY OF TENDON
TISSUE PRESERVATION IN TISSUE
ENGINEERING LABORATORY — HANOI
MEDICAL UNIVERSITY FROM 2010 TO 2020
Objectives: Investigate the reality of tendon
tissue preservation in tissue engineering labotory —
Hanoi Medical University from 2010 to 2020.
Methods: A cross-sectional descriptive study was
taken from total tendon tissue which preserved in
tissue engineering labotory — Hanoi Medical University
form 2010 to 2020. Results: There were 2139



