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DANH GIA MAU NGOAI KIEM DINH LUONG HBV-DNA
. TRONG MAU HUYET TUONG DONG KHO
BANG CAC PHUONG PHAP XET NGHIEM THONG DUNG

Vii Quang Huy?, Tran Nhat Nguyén, Trin Thi My Quil,

TOM TAT .

Muc tiéu: banh g|a bd mau ngoai kiém dinh
lugng HBV-DNA trong mau huyet tuong dong khd
bang 06 phucng phap xét nghlem dugc dan vi st
dung _trong chugng trinh ngoai kiém. Phu’dng phap
nghlen cu’u Nghién c(lu cdt ngang trén cac mau
ngoai kiém huyet tuang dong khé chira HBV-DNA
dugc thuc hién tai cac Bon vi tham gia bang 6 phucong
phap xét nghlem thong dung Ket qua: binh lugng
HBV-DNA trén 168 mau & cac nong dd khac nhau
dugc thuc hlen tren 6 phudng phap thong dung cho
két qua 166 mau cb chi s6 do Iech chuén (SDI) g mu’c
chdp nhan (|SDI|<2), 1 mau thudc 16 S4 cb
2<|SDI|<3 va 1 mau thudc 16 S6 cb chi s6 SDI & muic
tin hiéu hanh dong (|SDI|>3) va 2 mau nay déu thuc
h|en trén phuong phap iVA HBV; bong thdi, trung binh
nong do HBV-DNA khong co sur khac biét dang ké glLra
16 S4 va 16 S5(2 16 cung ndéng dd). K&t luan: Mau
huyét tuong dong khd chira HBV-DNA phu hgp vé
pham vi dinh lugng clia xét nghiém, cac chi s6 théng
ké lién quan va do 1dp lai cia két qua trén 06 phuacng
phap (hoda chat) dugc don vi st dung trong chuang
trinh th nghiém. T’ khoa: Danh gia, HBV DNA,
huyét tuang dong kho.

SUMMARY

CONFORMITY ASSESSMENT OF
LYOPHILIZED HBV DNA SAMPLES USED IN
PROFICIENCY TESTING ON COMMON TEST

METHODS

Objective: Evaluation of a set of lyophilized
quantification HBV-DNA external quality assessment
samples on 06 test methods used by the participating
units in the proficiency testing. Methods: A cross-
sectional study on lyophilized plasma HBV-DNA
external quality assessment samples was performed at
the participating units using common testing methods.
Result: Quantitative HBV-DNA on 168 samples at
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different concentrations was performed on 6 common
methods, resulting in 166 samples with acceptable
standard deviation index (SDI) (|SDI| <2), 1 sample
belonging to lot S4 has 2 < |SDI| < 3 and 1 sample
from batch S6 had SDI at action signal level (|SDI| >
3) and these 2 samples were performed on HBV iVA
method; At the same time, the mean HBV-DNA
concentration was not significantly different between
batch S4 and batch S5 (2 batches of the same
concentration). Conclusion: The lyophilized plasma
HBV-DNA external quality assessment samples was
evaluated as suitable for the quantitative range of the
test, the relevant statistics, and the repeatability of the
results on 06 methods (chemicals) used by the
participating unit in the trial program.

Keywords: Evaluation, HBV DNA, freeze-dried
plasma.

I. DAT VAN DE )

Bénh viém gan B la mét bénh truyén nhiém
c6 kha nang de doa tinh mang con ngudi do vi
rat viém gan B (HBV) gdy ra, cé thé gay ra
nhiém trung man tinh va tang nguy cg tr vong
do xd gan va ung thu gan. Viém gan B va C gay
ra gan 80.000 ca ung thu gan va 40.000 ca tor
vong moi nam. Mot nghién ctu cho thdy gan
90% ngudi ung thu gan da hoac dang nhiém vi
rit viém gan B va hoac viém gan C[1]. Dinh
lugng HBV-DNA trong huyét tugng hoac huyét
thanh la mot xét nghiém dang tin cay va c6 gia
tri cao trong danh gia muc do nhiém vi rat trong
mau & ngu’dl nhiém HBV nh&m theo d&i hiéu qua
diéu tri cta thudc khang vi rut va du doan nguy
cd X0 gan va ung thu gan & bénh nhéan bi bénh
viém gan B man tinh.

Trong nhitng nam gan day, xét nghiém dinh
lugng HBV-DNA bang phucng phap real-time
PCR da dugc ap dung rong rai[2]. Tuy nhién chat
lugng clia két qua xét nghiém van con phu thudc
nhiéu vao phuang phap va kinh nghiém cta ky
thudt vién. Do d6, ngoai kiém tra chat lugng
(EQA) trong phong xét nghiém y hoc dugc xem
nhu mét cong cu quan trong va hitu hiéu trong
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viéc ki€m soat chdt lugng xét nghiém.

N&m 2016, mau ngoai kiém dinh lugng HBV-
DNA dugc san xudt bgi Trung tdm Kiém chuén
chat lugng xét nghiém y hoc - Bai hoc Y Dugc
thanh ph6 H6 Chi Minh v&i dang mau long dc“mg
lanh [3] da phan nao giai quyét dugc nhu cau
tham gia ngoa| kiém trong nudc. Tuy nhién, mau
ngoai kiém san xuit & dang long lai cd nhu’dc
diém trong qua trinh van chuyén va can dam bao
van chuyén trong mdi trudng lanh tir d6 phat
sinh thém chi phi van chuyén. Ndm 2021, Trung
tdm Kiém chuan chéat lugng xét nghiém y hoc —
bai hoc Y Dugc Thanh phé H6 Chi Minh da xay
dung thanh cong quy trinh san xudt mau huyét
tucng déng khé (ng dung cho ngoai ki€ém dinh
lugng HBV-DNA theo tiéu chudn ISO/IEC
17043:2010[3]. Dong thdi, d&€ &p dung rong rai
chuong trinh thi viéc danh gid b0 mau ngoai
ki€m trén cac phuong phap xét nghiém phé bién
déng vai trd quan trong dé khang dinh dd tin cdy
cta chuong trinh. Vi vay chdng t6i ti€n hanh
thuc hién “banh g|a mau ngoai kiém dinh lugng
HBV-DNA trong mau huyét tuang dong khé bang
cac phuang phap xét nghiém thong dung”.

II. DOI TUQONG VA PHUONG PHAP NGHIEN CU'U

Poi tuong nghién ciru: Cic mau ngoai
kifm dinh lugng HBV-DNA ddng khd dugc san
xudt tai Trung tdm Kiém chudn chét lugng xét
nghiém y hoc — Dai hoc Y Dugc Thanh phd HO
Chi Minh.

Pia diém: Trung tdm Trung tdm Kiém
chuan chét lugng xét nghiém y hoc — Pai hoc Y
Dugc Thanh ph6 HO6 Chi Minh (Pat ISO
9001:2015, ISO/IEC 17043:2010).

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

Tiéu chuan chon mau: Mau dugc san xuat
theo ding quy trinh san xu&t mau ngoai kiém
dinh lugng HBV-DNA dong kho va dugc danh gia
tihh dong nhdt va 6n dinh theo ISO
13528:2015[4].

Thiét ké nghién ciru: Nghién cltu ct ngang

bon vi tham gia dugc yéu cau phan tich
néng d6 HBV-DNA bang phudng phap xét
nghiém (hdéa chét, thiét bi) thudng quy, nhdm
muc tiéu danh gia su phu hgp ctia bd mau trén
mot s6 cac phudng phap xét nghiém HBV-DNA.

1. Chuan bi

e Lua chon don vi tham gia

Nhom nghién ctru ti€n hanh lya chon cac
don vi c6 tham gia ngoai kiém nay va cho két
qua tét, dat tir 8/9 diém trd 1én trong dot tham
gia ngoai kiém gan nhét.

e San xuét mau

Nhém nghién cru ti€én hanh san xuat 06 16
mau theo quy trinh, cac 16 mau (S1- S6) dugc
thiét ké theo day nong do tur dudi ngudng phat
hién, mirc ndbng do trung binh dén mdc néng do
cao, cu thé:

- Gom 6 16:

L6 S1: Nong do6 4,50 £ 0,5 log10 copies/mL.

L6 S2: Nong do6 6,00 + 0,5 log10 Copies/mL.

L6 S3: Dudi nguGng phat hién.

L6 S4, S5: Nong d6 5,50 = 0,5 logl0
copies/mL.

L6 S6: Nong do 4,50 + 0,5 log10 copies/MI.

Luu y: 16 mau S4 va 16 mau S5 c6 néng do
HBV-DNA gi6ng nhau (dugc san xuat cung mot
16), nhdm danh gia do 18p lai cia phuong phap
xét nghiém.

 Danh gia tinh dong nhat cua bd mau

6 16 mau sau khi dudc san xudt can danh gia
tinh dong nhatcta mbéi 16 mautheo ISO
13528:2015, cac 16 mau dat diéu kién tinh dong
nhat sé dugc dong goi va gii dén dén don vi
tham gia thtr nghiém

2. Guri bo mau

Mdi lo mau dugc dan nhan dé phan biét gu,ra
cac 16, trén nhan co thong tin vé ma 16, ngay san
xudat, han s dung, diéu kién bao quén. B6 mau
dugc dong gdi theo quy cach 3 I8p, thung xdp
chra mau dugc thém 10 tui gel (300 gram/tai).
SU dung béng keo ddng gdi thung xdp nhdm han
ché su that thoat nhiét. Sau khi hoan tat qua
trinh dong gdi, thung x6p dudc giao cho cong ty
van chuyén dén don vi tham gia thr nghiém.

3. Panh gia két qua thir nghiém

Két qua phan tich ctia daon vi tham gia gui vé
nhom nghién clu, sO liéu sé dugc thu thap trén
phan mém Excel. Viéc danh gia su phu hdp cla
mau ngoai kiém dugc phan tich qua cac yeu to:

e Phu hgp vé pham vi dinh lugng cla xét
nghiém (dynamic range)

Pham vi dinh lugng la khoang nong do co
thé phat hién dugc tdc nhan dich, moi phuong
phap xét nghiém sé dudc xac nhan pham vi dinh
Ierng nhat dinh. Nghién cltu nay danh gia néng
dé cla mau thur nghlem thuéc pham vi dinh
lugng clia hdu hét cdc phuang phap phé bién
hién nay.

e Danh gia cac chi s6 thong ké lién quan:

Viéc danh gia cac két qua mau ngoai kiém cd
thé dua vao théng s8 gid tri &n dinh (X), do
khong dam bao do cua gia tri an dinh (Um), d6
léch chudn 6n dinh (SD*), chi s6 do léch chun
(SDI).
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o Danh gia k&t qua cua hai miu Ip (S4, S5)

Trong nghién clu nay, moi dan vi tham gia
thr nghiém s& nhan 2 mau c6 nong dé giéng
nhau (mau S4, mau S5). Su chénh léch két qua
gira mau S4 va mau S5 tuong ducng véi su
chénh léch két qua gilra 02 lan chay cua 01 dan
vi. Chlng téi st dung phép kiém T-test nham so
sanh ndng do trung binh gilra 16 S4 va 16 S5 trén
cung nhom phuagng phap. Khi gia tri P > 0,05,
chdp nhan gia thuyét HO, néng d0 phan tich
trung binh 16 S4 khong cd su khac biét giita
trung binh néng do 16 S5.

4. Kiém soat chat lugng trong qua
trinh nghién ciru

e Luu ho sd tat ca phiéu trd két qua dugc
don vi tra vé

e Tranh viéc sai sét trong nhap li€u két qua
thir nghiém vao file téng hgp, bd tri 01 nhan luc
nhdp liéu va 01 nhan luc kiém tra (double
check). Khi nhan thdy su bat thudng vé sd liéu
can kiém tra lai phiéu tra I5i két qua, lién hé véi
ngudi phu trach ngoai kiém clia don vi tham gia
néu can thiét.

1. KET QUA NGHIEN cU'U

e Phan tich s& liéu nghién clru bdng cac chi
s0 thong ké chinh xac, phu hgp véi muc tiéu cla
nghién clu.

CG mau:

%35 don vi tham gia. Trong do:

= 25/35 don vi tham gia thdr nghiém 16 S1,
S2,S3: 25 x 3 (16) = 75 mau

» 31/35 don vi tham gia thdr nghiém 16 S4,
S5, S6: 31 x 3 (16) = 93 mau .

» Panh gia tinh déng nhat 10 mau/16: 10 x 6
(16) = 60 mau .

= GUi mau dén daon vi phan tich 01 mau/ 16/
don vi (lva chon 35 don vi tham gia): 01 x 06
(18) x 35 (don vi) = 210 mau

%06 phuong phap xét nghiém dugc dan vi
st dung trong chuang trinh thir nghiém bao gom
cac phuang phap:

= CAM/CMT: COBAS®TagMan HBV Test v2.

= Quant DX: HBV Real-TM Quant Dx

= VA HBV: iVAaDNA/RNA Extraction Kit aM

= AccuPid: AccuPid HBV Quantification Kit
Realtime PCR

= Artus: Artus HBV QS-RGQ kit

= NK: IVD NK gPCR - Vbquant kit

Bang 1. Két qua phdan tich 16 S1 cua 25 don vi

5 651

Phuong phap| N x SO .. [SDI[ <2 | 2 < |SDI| < 3] |SDI[ >3

CAP/CTM 6 | 498 | 0,08 0,04 6 0 0

Quant DX 8 | 433 | 0,34 0,15 8 0 0

iVA HBV 4 [ 463 | 041 0,10 3 0 0

AccuPid 3 | 463 | 0,41 0,10 3 0 0

Artus > | 463 | 0,41 0,10 2 0 0

NK 2 | 463 | 0,41 0,10 2 0 0

Ghi chl: ®.sp*:|3 gid tri an dinh, do léch
chuan 8n dinh theo nhém phuong phap dugc
phan tich bdng thudt todn Algorithm A sau khi
loai bd gid tri bat thudng bang Kernel Grubb
test; N: s6 lugng don vi tham gia c6 cung
phuong phap; Um: d6 khong dam bao do cla
gia tri an dinh.

Gid tri an dinh mau S1 cao nhat trén phuaong
phap CAP/CTM va thap nhat trén cac phuong
phap iVA HBV, AccuPid, Artus, NK. D9 léch chuin
on dinh va dd khdng dam bao do cla gid tri &n
dinh gilta cac phuong phap cd su chénh léch.
100% dan vi tham gia déu cd chi s6 do léch
chuén (SDI) thé hién & mirc chdp nhan (SDI < 2).

Bang 2. Két qua phdn tich 16 S2 cua 25 don vi

) ~ 1652

Phudngphap | N —x—1—q5 i, [SDI| <2 | 2<|SDI| <3 | |SDI|>3

CAP/CTM 6 | 654 | 0,09 | 0,05 6 0 0

QuantDX | 8 | 6.23 | 040 | 0.8 8 0 0

VA HBV 4 [ 640 | 029 | 008 4 0 0

AccuPid 3 [ 640 | 029 | 008 3 0 0

Artus > 1640 | 0,29 | 008 2 0 0

NK > 1640 | 0,29 | 008 2 0 0

Gia tri n dinh cta mau S2 cao nhat trén phucong phap CAP/CTM va thap nhat trén cac phudng
phap Quant Dx. Ngudc lai, d6 Iéch chuan 6n dinh va d6 khong dam bao do cua gia tri an dinh cao
nhat & phuang phap Quant Dx va thap nhat & phuong phap CAP/CTM. Dong thdi, tat cad don vi tham
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gia déu cd chi s6 dd 1éch chudn (SDI) thé hién & muc chip nhan (|SDI| < 2).
Bang 3. Két qua phdn tich 16 S3 cua 25 don vi

. Lo S3
Phuong phap N >4 SD* U ND DT
CAP/CTM 6 ND - - 6 0
Quant DX 8 ND - - 8 0
iVA HBV 4 ND - - 4 0
AccuPid 3 ND - - 3 0
Artus 2 ND - - 2 0
NK 2 ND - 2 0

Tat ca dan vi tham gia déu cho két qua phu hgp véi muc tiéu dudi ngudng phat hién (ND).
Bang 4. Két qua phan tich 16 S4 cua 31 don vi

3 1654
Phuong phap | N —x D ., [SDI| <2 | 2 <|SDI[ <3 | |SDI| >3

CAP/CTM | 5 | 6,19 | 0,14 0,08 5 0 0
QuantDX | 8 | 552 | 0,35 0.15 8 0 0
VA HBV 71 562 | 031 0.16 6 1 0
AccuPid 4 586 | 042 0.09 3 0 0
ArtuS 4] 586 | 042 0.09 3 0 0

NK 3 586 | 042 0.09 3 0 0

Gia tri an dinh mau S4 cao nhat trén phuang phap CAP/CTM va thap nhat trén cac phuang phap
Quant Dx. Bén canh d8, dd léch chudn 6n dinh cao nhat & phuong phap AccuPid, Artus, NK va thap
nhat & phucng phap CAP/CTM. Pong thdi, 30/31 don vi tham gia déu cé chi s& d6 Iéch chudn (SDI)
thé hién & mic chdp nhan (|SDI| < 2).Tuy nhién, c6 01 dan vi ¢ 2 < |SDI| < 3.

Bang 5. Két qua phdn tich 16 S5 cua 31 don vi

5 1655
Phudng phap | N — SO .. [SDI[ <2 | 2<|SDI[ <3 | |SDI|>3

CAP/CTM | 5 | 6,22 | 0,07 0,04 5 0 0
QuantDX | 8 | 554 | 024 0.11 8 0 0
VA HBV 7 560 | 036 0.18 7 0 0
AccuPid 4 597 | 032 0,07 4 0 0
Artus 4 594 | 032 0,07 3 0 0

NK 3 5904 | 032 0,07 3 0 0

Gia tri an dinh cla 16 mau cao nhat trén phuong phap CAP/CTM va thap nhdt trén cac phuong
phap Quant Dx. Ngoai ra, do léch chudn &n dinh va dd khéng dam bao do cla gia tri 8n dinh cao
nhat & phuong phap iVA HBV va thap nhat & phuang phap CAP/CTM. Bong thdi, tat cad dan vi tham
gia déu co chi s& dd Iéch chuén (SDI) thé hién & mdc chdp nhan (|SDI| < 2).

Bang 6. Két qua phan tich 16 S6 cua 31 don vi

3 1656
Phuong phap | N = SO .. | SDI<2 | 2<SDi<3 | SDIS3

CAP/CTM 5 5,05 0,08 0,04 5 0 0
QuantDX | 8 | 4.19 0,44 0,19 8 0 0
VA HBV 7 | 445 0,31 0,16 6 0 1
AccuPid 4460 0,48 0.11 4 0 0
Artus 41 460 0,48 011 4 0 0

NK 3 460 0,48 0.11 3 0 0

Gia tri an dinh cta 16 mau cao nhat trén phucng phap CAP/CTM va thap nhat trén cac phuong
phap Quant Dx. Ngudc lai, dd Iéch chuin 8n dinh va dd khéng dam bao do cla gia tri n dinh cao
nhdt & phudng phap Quant Dx va thap nhat & phugng phap CAP/CTM. 30/31 daon vi c6 chi s6 d6 léch
chuén (SDI) & muic chp nhén (SDI < 2), 1 dan vi ¢d chi s6 SDI & murc tin hiéu hanh déng (SDI > 3).

Bang 7. Két qua so sanh trung binh néng dé giiia 16 S4 va I6 S5

, MEAN (log10 copies/mL
Phudng phap — gpan (l0gl0 coples/mb) P
CAP/CTM 5 6,19 6,22 0,03 0,51
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Quant DX 8 5,52 5,52 0,00 0,85
iVA HBV 7 5,62 5,63 20,18 0,78
AccuPid 4 5,59 5,70 -0,11 0,12

Artus 4 6,18 6,13 0,04 0,76
NK 3 6,10 6,21 0,12 0,17
Tat ca 31 5,81 5,85 -0,03 0,21

Ghi ch(: Phuong phap: tén viét tit hoa chat
PCR stf dung trong phan tich dinh lugng HBV-DNA
thé hién tén day dd & phu luc 3; N, Mean: [an lugt
la s6 lugng va nong db trung binh cta don vi
tham gia; P: gia tri P cla phép kiém T-test.

K&t qua cho thdy cé su khac nhau vé két qua
khi phan tich mau S4, S5 trén hau hét cac
phugng phap (hda chat PCR). Su chénh léch két
qua cao nhat & nhitng don vi sir dung phuong
phap iVA HBV (-0,18 log10 copies/mL) va thap
nhat & don vi s dung phuong phap CAP/CTM
(0,03 log10 copies/mL). Si dung phép kiém T-
test cho thdy, khéng co su khac biét dang ké
gitra trung binh néng d6 HBV-DNA giifa 16 S4 va
16 S5 khi gia tri P > 0,05.

IV. BAN LUAN

Trong quad trinh nghién cltu, thong tin vé
phuong phap (hda chat) da dugc ma hda riéng,
trong dé phudng phap Quant DX dudc st dung
rong rai nhat véi 25,71%, ké dén la CAP/CTM vdi
22,86%, cac phuong phap iVA HBV, AccuPid,
Artus, NK [an lugt la 20%, 11.43%, 11,43%,
8,57%. Két qua phan tich dugc tinh toan dua
vao dudng cong chudn va gidi han dinh lugng
gilta cdc phuong phap cling c6 su khac biét.
Pham vi dinh lugng phudng phap CAP/TCM,
Quant Dx, Artus tuong (ng la 2,00 — 8,93; 1,54
—8,70; 2,20 — 8 (log10 copies/mL), cac phuang
phap thuong mai khac nhu iVa HBV, AccuPid, NK
c6 gigi han phat hién [an lugt: 2,48; 2,0; 2,40
(IoglO copies/mL), gidi han trén chua dugc dé
cap. Mdc du, moi phucng phap c6 pham vi dinh
lugng khac nhau, nghién clru chdng toi van dam
bao mirc nbng d6 muc tiéu phu hgp véi hau hét
v6i cac phuong phap phd bién.

Tuy thudc vao nha t& chlc chuong trinh
ngoai kiEm ma cac chuong trinh EQA dugc thiét
k&€ v6i cadc bd mau khac nhau. Cu thé, theo
nghién cllu cia Medina Gonzalez va cong su
(2016) [5], b6 mau ngoa| k|em HBV-DNA dinh
lugng dugc thiét k€ gom 02 mau ducng tinh cd
nong d6 HBV-DNA lan lugt la 5,73 logl0
copies/mL (5,03 logl0 IU/mL) va 3,43 log10
copies/mL (2,73 log 1U/mL), vé&i két qua 91%
don vi tham gia cd két qua nam trong khoang
chap nhan.

Khi phan tich vé chi s6 SDI, tat ca 35/35 don
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vi dudc mdi tham gia thir nghiém déu co két qua
ngoai kifm HBV-DNA dinh Ierng tot trong dgt
ngoai kifm gan nhit, nhung van cd 1 don vi
tham gia th(r nghiém cho két qua & mdrc tin hiéu
hanh dong. Sy khéng phu hgp nay c6 thé dugc
ly giai bdi sy sai s6t xay ra ngau nghién trong
qua trinh phan tich mau. Sau khi dugc thong bao
két qua, don vi tham gia can truy tim cac nguyén
nhan cd thé xay ra va khdc phuc su' c§ néu co,
nhan tham van khac phuc tir nha ngoai kiém.
Mot nghién clu khac Lunan Wang va cong
su' (2013) vé danh gid két qua 10 nam ngoai
ki€ém tai Trung Quéc [7], nha ngoai kiém s& gui
lai nhitng 16 mau da tung dugc gui trudc do
(diéu kién mAu van 6n dinh) dén don vj tham
gia. K&t qua danh gid bang cach xac dinh sy
chénh léch két qua glLra cac 02 lan phan tich
mdc du mau néng do giéng nhau. Hién nhién,
cac mau nay dugc ma hda khac nhau, két qua
trung binh chénh léch dinh lugng gilta cac mau
c6 nong do gidng nhau la 0,038 log10 khi phan
tich mau cé gia tri an dinh la 5,91 log10 IU/mL
(6,60 log10 copies/mL). So sanh vaéi két qua cua
nghién cfu ching t6i cd trung binh chénh léch &
tat ca phuong phap thap hon két qua nghién clru
cla Lunnan Wang va cong su (0,032 < 0,038).
Tuy nhién su chénh Iéch k&t qua ndy cd thé ly
gidi bdi su’ khong tuong dong vé thiét ké nghién
cftu, cach thirc thuc hién va cac phuang phap
(hoa chat) dugc s dung giira hai nghién clru.

V. KET LUAN

B6 mau huyét tuong dong khé HBV-DNA
dugc danh gia la phu hgp vé pham vi dinh lugng
cla xét nghiém, cac chi s6 thong ké lién quan va
do 13p lai cua két qua trén 06 phuang phap (hoa
chdt) CAP/CTM, Quant DX, iVA HBV, AccuPid,
Artus va NKCAP/CTM, Quant DX, iVA HBV,
AccuPid, Artus va NK dugc dan vi tham s dung
trong chuong trinh ngoai kiém.

VI. LO1 CAM ON

Chidng t6i xin chan thanh cdm ¢n bai hoc Y
Dugc Thanh phé H6 Chi Minh da tai trg kinh phi
cho chuing t6i thuc hién nghién cltu nay.
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TONG QUAN VE QUAN LY THUOC DUQ’C LIEU TAI VIET NAM
Nguyén Phuc Hung?, Ping Duy Khanh!, Luu Thai Quan?

TOM TAT

Muc tiéu: danh gia thuc trang cong tac quan ly
nha nudc vé thubc dugc lieu & Viet Nam. Phuong
phap: phan tich cac van ban phap luat lién quan dén
quan ly thudc dugc liéu tai Viét Nam. Két qua: sau
khi phan tich cac van ban phap Iudt lién quan quan ly
thuGc dugc liéu thay dugc cac cg quan y t€ dang thuc
hién cac cong tac quan ly lién quan dén thudc dugc
liu v&i 23 van ban lién quan dén kham chifa bénh,
kiém soat chat lugng, kinh doanh, san xudt, xudt nhap
khau, x(r ly — thu hoi, dang ky luvu hanh, ddu thau mua
sam. K&t luan: két qua nghién clu cung cip dugc
cac van ban phap luat cé lién quan dén quan ly thudc
dudgc liéu va cho thady cd quan y t€, Nha Nudc da quan
tdm va thuc hién cong tac quan ly rat tét gidp dam
bao thong tin va nang cao chat lugng thudc dugc liéu
phuc vu nhan dan.

Tur khoa: Thudc dugc liéu, Luat Dudc, Viét Nam,
Y té.

SUMMARY

REVIEW OF REGULATIONS ON HERBAL

MEDICINES MANAGEMENT IN VIETNAM
Objective: assessment of the situation of state
management of herbal medicines in vietnam.
Methods: analysis of legal documents related to the
management of herbal medicines in Vietham Results:

1Truong Pai hoc Y Duoc Can Tho

2Cong ty TNHH RM Healthcare
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Ngay nhan bai: 2.01.2023

Ngay phan bién khoa hoc: 21.2.2023

Ngay duyét bai: 6.3.2023

After analyzing the legal documents related to the
management of herbal medicine, it was found that the
health agency is carrying out the management work
related to herbal medicine with 23 documents related
to medical examination and treatment, quality control,
sales, production, import and export, handling - recall,
circulation registration, bidding. Conclusion: The
research results provide legal documents related to
the management of herbal medicines and show that
the health authorities and the State have paid
attention and performed very good management to
help ensure information and improve the quality of the
herbal drugs medicine to serve the people.

Keywords: herbal medicines, Law on pharmacy,
Vietnam, medicine.

I. DAT VAN DE

Cung vG@i xu hudng quay vé véi tu nhién,
thudc dugc liéu dang ngay cang dugc sir dung
rong rai ¢ Viét Nam noi riéng va trén toan thé
giéi noi chung. Tai cac nudc khac trén thé gidi,
thudc dugc liéu va thudc cd truyén thudng dugc
goi chung la thudc thao dugc. Hién nay, viéc lua
chon st dung thu6c dugc liéu nhu mot liéu phap
diéu tri hay phong nglra bénh tat, cling nhu’ mét
san pham ho trg stic khde clia hdu hét ngudi dan
ngay cang kha de dang, doi khi con tré nén lam
dung. Ho khong quan tam nhiéu dén cac yéu t6
c6 hai du la kha it so véi cac thudc hoa dugc va
diéu nay rat can nhan dugc su luu y tr phia cac
cd quan, cac bo phan thuc hién cong tac quan ly.
Cho dén nay, cd quan quan ly da xay dung, ban
hanh va ap dung nhiéu van ban phap luat lién
quan nhdm kiém tra, gidm sat, dam bao chét
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