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1. TONG QUAN VE ONELAB

== 1.1 Gigi thiéu

OnelLab l& co s xét nghiém dudc xdy dung trén tham chiéu tiéu chudn qudc té, van hanh bai

déi ngli chuyén gia hang dau. Trung tdm cung cdp danh muc xét nghiém todn dién, tif thudng
quy dén chuyén séu, ddp ing nhu céu sang loc, chdn dodn, va theo déi diéu tri. V8i chinh sach
hgp tdc linh hoat va quy trinh chat lugng minh bach, OneLab mang dén Igi ich thiét thuc cho

cdc déi tdc, ho trg sir dung hiéu qué hon nguén luc, gidm tdi cdc thd tuc vén hanh véa duy tri

chdt ludng chém séc¢ ngudi bénh mot cdch 8n dinh.

@ SU MENH

Kién tao gidi phdp y té - Vugt trdi,

Chinh xdc, Toan dién.

«O) TAM NHIN

Trd thanh trung tdm xét nghiém tham

chiéu cong nghé tién tién hang dau tai
Viét Nam & chau A, cung céip gidi phdp
y té todan dién, chat lugng cao.

== 1.2 Thé manh cot |6i

TOAN DIEN
Cung cdp dich vu xét nghiém toan
dién "Allin one”, dap &ng moi nhu céu
cua khach hang.

TRACH NHIEM
Lam viéc v@i tinh than trdch nhiém
cao, tudn tha quy trinh nghiém ngdt
clia mét don vi xét nghiém y khoa
dén déau.

CHUAN MUC
Van hanh theo tiéu chuén chat
lugng quédc té& ISO 15189:2022 vdi
hé théng ndi - ngoai kiém chat

ché, dédm bdo mdi mdu bénh
phdm dudc x{ Iy chinh xdc, minh
bach va dung quy trinh.

o

TAN TAM
Cam két mang dén trdi nghiém
khach hang chu ddo, tan tam, vdi

tinh than “sén sang ho trg”.

TIEN PHONG

Chi déng cdp nhdt va ing dung
nhitng xu hudng céng nghé xét
nghiém mdi, dén ddu trong viéc ddi
mdi dé ndng cao chdt lugng chuyén
moén va hiéu qua dich vu cho cdc doi
tdcy té.
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FILMARRAY®

TORCH

FilmArray® Torch ld hé théng hodn todn tu déng,
st dung cdc panel FilmArray® cé IVD va da dudc FDA
phé duyét dé phdt hién ddng thdi nhiéu tdc nhén bao
gom vi khudn, virus, ndm va ky sinh tring trong mdu
bé&nh phdm. Thiét bi thuc hién tdch chiét, khuéch dai
bdng nested multiplex PCR trong hé kin va phan tich
san phdm PCR bdng melting curve. Phdn mém tich hop

cho phép doc két quéd va xudt bdo cdo tu dong. 36

Hé théng FilmArray® Torch gilp gidm thiéu thdi gian
chdn dodn, cdi thién hiéu qué quaén ly bénh nhéan, va
ndng cao chat lugng chdm séc y té nh két qud nhanh,

d0 chinh xdc va dé tin cdy cao.

<“) Nhanh chéng

Tré két quad chi trong vong 2 gid*.
(Tinh tir thdi diém mau dén PXN)

i gromfnier ¢

khdang sinh.

Chinh xdc @ Chting nhén chat lugng

Hé théng khép kin, tu déng hod todn bd Gidi phdp d6t phd véi hé théng dat chimng
quy trinh tir tdch chiét khuéch dai dén nhén quéc té vé chat lugng va dé chinh xdc
phén tich & doc két qua. (FDA, CE-1VD).

Blosﬂnf

®
ﬁ Phat hién da tac nhan

H& trg chdn dodn hon 170 tdc nhdn bao
goém vi khudn, virus, ném v& gen khdng
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MUC DiCH SU DUNG

Hé thong xét nghiém FilmArray® Torch hé trg bdc silam sang

) 9@;1

Nhanh chéng Pa tdc nhan Téi vu hod
Chdn dodn nhanh cdc Xdac dinh nhanh gen khdng RGt ngdn thdi gian chd két
tdc nhdn gdy bénh tu khdng sinh gilp hé trg quyét qud (1-2 gid) so vai cdc
moét méu bénh phdm dinh diéu tri phu hgp, gidm phucng phdp vi sinh truyén
duy nhét. thiéu tinh trang khdang thuéc. théng, gitp téi uu héa hiéu

qué diéu tri.
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PHAM VI AP DUNG

S tay nay dp dung trong viéc hudng dén cho cdc cd sd y té thuc hién ding quy trinh Idy mau,
chi dinh xét nghiém, hiéu ré vé viéc ddnh gid chat lugng mau vé nhitng han ché cla tiing loai

xét nghiém FilmArray®. N&i dung s6 tay bao gém:

Quy dinh vé mdu bénh pham (loai méu, thé tich, bdo qudn va vén chuyén méu).
Tiéu chi nhén vé tir chéi mau xét nghiém.
Dién gidi két qué xét nghiém FilmArray®.
Nhitng han ché vé khuyén cdo trong viéc sir dung két quéd xét nghiém FilmArray®

dé ho trg quyét dinh [dm séng.

Pham vi cu thé ap dung cho cdc xét nghiém:

BioFire® FilmArray® BioFire® BioFire® FilmArray® BioFire® FilmArray® BioFire® Blood
Pneumonia Panel Respiratory Panel Gastrointestinal (GI) Meningitis/ Culture Identification
plus 2.1+ (RP2.1+) Panel Encephalitis (ME) 2 (BCID2) Panel
Panel

THUAT NGU VA VIET TAT QUAN TRONG

A ~ = 2
TUGOC DIEN GIAI
PCR (Polymerase Chain Reaction) K§ thudt khuéch dai cdc trinh tu DNA hodc cDNA déc hiéu
FilmArray® Torch Thiét bi xét nghigm FilmArray® st dung tui héa chét khép kin chita cée

thudc thif cén thiét cho phan (rng PCR

CFU/mL Pon vi tao khudn lac trén mdi mL méu
NPS Phét dich ty hau

BAL Dich rira phé& quén phé nang

CSF Dich néo tly

VsV Vi sinh vat

Qc Kiém sodt chat lugng
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NGUYEN LY KY THUAT

Hé thong FilmArray® Torch dua trén ky thudt PCR 16ng da méi, si dung cdc tii hda chat chuyén
biét, khép kin. Méi tii hda chat FilmArray® dudc thiét ké chlra tat cd cdc thudc thir can thiét cho

viéc xf ly méu vé phén ting PCR, bao gém:

(/) Ly gidi mdau bdng cdch khudy trén co hoc va héa hoc.

(/) Tach chiét va lam sach axit nucleic bdng cdng nghé tir tinh.

(J Phién méa ngudc (néu can thiét):

iii. PCR2: nhiéu phan ttng PCR don méi nhé han nhdm khuéch dai trinh tu tir sén phdm clia PCR1

PCR 16ng hai giai doan (PCR1véa PCR2):

PCR1: phdn ing da méi quy mé I8n, khuéch dai nhiéu trinh tu dich.

§8’ Phdt hién sdn phdm PCR dua vao dudng cong néng chay diém

cudi dé xdc dinh su hién dién clia tdc nhén gay bénh hodic gen
khdng thuéec.

W —
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Ho trg tu vén chuyén
sdu lam sang & can
Idm sang bdi déi ngi
¢& vén chuyén mén -
Bdc si ddu nganh tdi
tr Bénh vién hang
ddau tai Viét Nam.

Todn b6 quy trinh trén dudc thuc hién tu dong trén hé
théng FilmArray® Torch, kéo dai khodng 45-60 phdt,
tuy thudc vao tirng panel cu thé, chua tinh thdi gian x{
ly méu trudc xét nghiém va vén chuyén.

Quy trinh hgp tdc linh
hoat, cam két thu
mdu tén ndi theo thdi
gian phlu hgp vai nhu

cdu clia Dai tdc.

Cung cdp hé théng
“Tracking log” giup
theo déi hanh trinh

= aF »
mau trong sudt qud
trinh xét nghiém -
ddm bdo tinh lién tuc,

kip thgi va chinh xdc.

=)
S0

Li DO THUC HIEN FILMARRAY® TAl ONELAB

1 2 3 4

Tuén thh tiéu chudn chdt
lugng phong xét nghiém
ISO 15189:2022, vén hanh
vdi quy trinh noi kiém va

ngoai kiém chdt ché.
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CAC PANEL FILMARRAY® TORCH
PANG TRIEN KHAI TAI ONELAB

2.1 H8 hdp dudi

(BIOFIRE® FILMARRAY® Pneumonia (PN) Panels)

GIGI THIEU

Pneumonia Panel la xét nghiém gitip nhan dién nhanh 33 tdc nhan vi khudn, vi rdt va gen khdng khdang
sinh tif cdc mdu bénh phdm dudng hé hdp dudi (d¢8m, dich hat néi khi quén, BAL/mini-BAL), gitup hd
tré chdn dodn sém va dinh hudng diéu tri ban ddu. Nhd dé, bdc si han ché tinh trang ké khdng sinh
qud muc & bénh nhdn viém phdi - vén thudng xdy ra khi chua xdc dinh dudc tdc nhan gay bénh trong
thdi gian ngdn.

Ddng chu y, panel con cung cdp két qud bdn dinh ludng cho 15 loai vi khudn, hd trg bdc si phan biét
vi sinh vat cu trd tu nhién vdi tdc nhan gdy bénh thuc su, tir dé t6i vu hod phdc dé khdng sinh va ndng

cao hiéu qua diéu tri.

[771 CHUNG NHAN CE-IVD & FDA @ PO CHINH XAC @ DO TIN CAY CAO

BAL: D6 nhay 96,2%, Két qud dudc kiém ching trén
d6 ddic hiéu 98,3%.!
Dom: D6 nhay 96,3%,

46 ddc hidu 97,2%.

Pdm bdo do tin cdy va gid tri
st dung trong l1dm sang. 2 lén |dp ddc 1ap cho ting téc

nhan.

HIEU QUA LAM SANG

£9)

RUT NGAN THOI GIAN
CHAN DOAN
Cho két qué trong 1-2 gid,
nhanh hon ddng ké so vdi
cdc phudng phap vi sinh
truyén théng (48-72 gid).2

PHAT HIEN NHIEU
TAC NHAN
Pneumonia Panel phat hién
tadc nhan gdy bénh & han
50% trudng hdp, vudt troi
so v@i 14% cla cdc phudng
phdp vi sinh truyén théng.® ¢

< 9

TOI UU HOA LIEU PHAP
KHANG SINH
Pneumonia Panel gitip gidm
khang khdng sinh & 42%
bénh nhan, so véi 8% khi
khéng st dung xét nghiém.®

NANG CAO CHAT LUGNG
CHAM SOC BENH NHAN
Gidp gén 80% bénh nhéan
dudc tdi uu diéu tri chi sau
2,3 gid, so vdi 46 gid nhu
phuong phap thudng quy.®
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TAC NHAN SANG LOC

BioFire® FilmArray® Pneumonia Panel plus (H6 hép dudi)

Acinetobacter calcoaceticus-baumannii complex, Enterobacter cloacae complex,
Escherichia coli, Haemophilus influenzae, Klebsiella aerogenes, Klebsiella oxytoca,
Klebsiella pneumoniae group, Moraxella catarrhalis, Proteus spp., Pseudomonas
aeruginosa, Serratia marcescens, Staphylococcus aureus, Streptococcus agalactiae,
Streptococcus pneumoniae, Streptococcus pyogenes.

Vi khudn bdn dinh ludng

Chlamydia pneumoniae, Legionella pneumophila, Mycoplasma pneumoniae.

Vi khudn khéng dién hinh

Adenovirus, Coronavirus, Human Metapneumovirus, Human rhinovirus/enterovirus,
Influenza A, Influenza B, MERS-CoV, Parainfluenza virus, RSV.

Virus

Carbapenemases: IMP, KPC, NDM, OXA-48-like, VIM; ESBL: CTX-M; Methicillin
Resistance: mecA/C and MREJ (MRSA)

Gen khdng thuédc

2.2 H6 hdap trén

BIOFIRE® Respiratory 2.1 plus (RP2.1 plus) Panel

GIGI THIEU

BioFire® Respiratory Panel 2.1 plus (RP2.1 plus) la xét nghiém phan t&r hd trg chdn dodn nhanh nhiém
tring hé hap trén (URTI) tir phét dich ty hdu (nasopharyngeal swab - NPS), bao gém COVID-19,
clim, RSV va nhiéu tdc nhan hé hdp khdc. Véi kha ndng phdt hién déng thdi 23 tdc nhan, panel cung
cép két qud nhanh chéng, chinh xdc va d6 bao phid phi hdp, gilip bdc si xdc dinh cdn nguyén nhiém

trung hé hép kip thdi va hiéu qua.

CHUNG NHAN CE-IVD & FDA @' DO CHINH XAC @/ PO TIN CAY CAO

Ddm bdo d6 tin cdy va gid tri D6 nhay 97,1%. ¢ K&t qud dudc kiém chitng trén

st dung trong |dm sang. D6 dac hiéu 99,3%.6 3 lan I&p ddc lap cho tiing tdc

nhan. &

HIEU QUA LAM SANG

& = ¢
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RUT NGAN THOI GIAN
CHAN POAN
Giam thdi gian tra két qua
(gidm 89.3% TAT) tif 19
gid xudng ~2 gid, giup hd
trg chdén dodn va diéu tri
kip thési. ©

GIAM SUDUNG KHANG
SINH KHONG CAN THIET
Gidi phap gitp gidm si
dung khang sinh & 23%
bénh nhi dudgc xét nghiém,
hé trg thuc hanh quédn ly
khdng sinh hgp ly.?

RUT NGAN THOI GIAN
SUDUNG KHANG SINH
Gidm trung binh 2,4 ngay
diéu tri khang sinh & tré so
sinh ¢ két quda xét nghiém

duang tinh. ®

GIAM THOI GIAN
NAM VIEN
Két qud duong tinh tir BioFire®
Respiratory Panel 2.1 plus gitp
gidm trung binh 4,7 ngaly ndm
vién & tré so sinh so vdi trudng
hdp c6 két qud dm tinh,#°



TAC NHAN SANG LOC

BioFire® Respiratory 2.1 plus (RP2.1plus) Panel (H6 hép trén)

Adenovirus, Coronavirus 229E, Coronavirus HKU1, Coronavirus NL63, Coronavirus OC43, Middle East
respiratory syndrome coronavirus (MERS-CoV), Severe acute respiratory syndrome coronavirus 2
(SARS-CoV-2), Human metapneumovirus, Human rhinovirus/enterovirus, Influenza A virus, Influenza A
virus A/H1, Influenza A virus A/H3, Influenza A/H1-2009, Influenza B virus, Parainfluenza virus 1,
Parainfluenza virus 2, Parainfluenza virus 3, Parainfluenza virus 4, Respiratory syncytial virus.

Virus

Vi khudn

Bordetella pertussis, Bordetella parapertussis, Chlamydia pneumoniae, Mycoplasma pneumoniae.

2.3 Pudng tiéu hod
(BIOFIRE® FILMARRAY® Gastrointestinal (Gl) Panel)

GIGI THIEU

Cdc bénh ly dudng tiéu héa thudng c6 triéu chitng [dm sang tudng tu nhau, nhu tiéu chdy, viém dudng
rudt va cdc réi loan tiéu héa khdc, gy khé khdn trong viéc xdc dinh chinh xdc tdc nhan gdy bénh. Xét
nghiém Pudng Tiéu Héa (Gastrointestinal Panel) dugc thiét ké dé ho trg cdc bdc sinhanh chéng xdc
dinh chinh xdc nguyén nhén gdy bénh, tir dé dua ra quyét dinh diéu tri phu hop va kip thdi.

Xét nghiém ndy st dung mdu phan dude bdo qudn trong mdi trudng Cary Blair, gitip dédm bdo d6 6n
dinh va chdt ludng mdu trong suét qud trinh xét nghiém. Panel nay ¢6 khé nding phdt hién téng céng
22 tdc nhan gdy bénh, bao gém cdc vi khudn, virus va ky sinh triing, lién quan dén cdc bénh ly tiéu

héa, tir dé gitp chén dodn nhanh chéng va chinh xdc.

CHUNGNHANCE-IVD&FDA (@ PO CHINH XAC ¥ 6 TINCAY cAO

K&t qué dudc kiém chiing
trén 3 lan 1dp déc lap cho

Ddm bdo d6 tin cdy va gid tri D6 nhay 98,7%.1°

st dung trong ladm sang. Do ddc hiéu 99,2%.1°

tUng tdc nhan.™©

HIEU QUA LAM SANG

0 @

-

RUT NGAN THOI GIAN
CHAN POAN
Gidm 84% thdi gian tré két
qud va gidm 69% thdi gian
khéi tri 8 bénh nhi so véi
cac phucng phdp xét
nghiém truyén thong.""?

TANG HIEU QUA
PHAT HIEN CAN NGUYEN
Giup téng ty |& phat hién cén
nguyén trén 30%, gop phan
nhén dién cac tac nhan gay
bénh thudng bi bd sét.”®

HO TRO QUAN LY
KHANG SINH HIEU QUA
Hé trd quan ly khdng sinh hiéu
quad. Giup giadm ty 1é ké don
khdng sinh (40,9% -> 36,2%;
tré em 71,8%-> 35,3%) dong
thdi téng ty lé diéu tri dich. 24

GIAM NHAP VIEN VA
THOI GIAN NAM VIEN
Giup gidm nhép vién ti khoa
Cép cltu (tir87,8% -> 62,8%,
p<0,0001) va rat ngdn thoi
gian ndm vién trung binh (7,5
ngdy -> 3 ngdy), gilip tdi wu

héa nguén luc bénh vién. 18
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TAC NHAN SANG LOC

BioFire® FilmArray® Gastrointestinal (Gl) Panel (Pudng tiéu hoa)

Vi khudn

Virus

Ky sinh trung

2.4 Viéem nado

Compylobacter (C. jejuni, C. coli, C. upsaliensis), Clostridioides difficile (toxin A/B), Plesiomonas
shigelloides,Salmonella, Vibrio (V. parahaemolyticus/ V. vulnificus/V. cholerae), Vibrio cholerae,
Yersinia enterocolitica, Diarrheagenic E. coli: EAEC, Diarrheagenic E. coli: EPEC, Diarrheagenic
Escherichia coli/Shigella (Enteroaggregative E. coli (EAEC), Enteropathogenic E. coli (EPEC),
Enterotoxigenic E. coli (ETEC) It/st, Shiga-like toxin-producing E. coli (STEC) stx1/stx2, E. coli 0157),

Adenovirus F40/41, Astrovirus, Norovirus GI/Gll, Rotavirus A, Sapovirus (I, Il, IV va V).

Cryptosporidium, Cyclospora cayetanensis, Entamoeba histolytica, Giardia lamblia.

Viém mang ndo

(BIOFIRE® FILMARRAY® Meningitis/Encephalitis (ME) Panel)

GIGI THIEU

Viéc phan biét viém mdang ndo do vi khudn hay virus chi dua trén triéu chiing 1dm sang la rdt khé, ddic

biét 1& & tré em. Meningitis/Encephalitis Panel dugc thiét ké dé xét nghiém déng thdi nhiéu tdc nhan

gdy bénh, giip cung cdp két qud nhanh chéng va chinh xdc. Xét nghiém nay s dung méau dich néo

tdy (cerebrospinal fluid - CSF) dé phdt hién téng céng 14 tdc nhan gay viém mang néo va viém néo,

bao gdm cdc vi khudn, virus v ndm. Viéc phdt hién nhanh chdng cdc tdc nhéan gdy bénh gitip hd trgd

bdc si trong viéc chdn dodn sém va dua ra phdc d6 diéu tri kip thai.

{71 CHUNG NHAN CE-IVD & FDA

Ddm bdo d6 tin cdy va gid tri

st dung trong |Gm sang.

HIEU QUA LAM SANG

£9)

RUT NGAN THOI GIAN
CHAN POAN
Panel gitp chdn dodn sém
hon trung binh 3,3 ngay &
bénh nhdan nghi ngd viém
mang n&o, qua dé hd tré can
thiép diéu tri kip thei, 7

11

3

HO TRO QUAN LY SUDUNG

KHANG SINH HOP LY
Gidgm dén 2 ngdy sl dung
acyclovir va khdng sinh,
qua dé han ché diéu tri
khéng can thiét va gidm
nguy co khdng thudc.22°

@ 90 cHiNH XAC

Do nhay 94,2%.'®
D6 ddc hiéu 99,8%.1°

a

NANG CAO HIEU QUA
CHAM SOC BENH NHAN
Viéc chdn dodn chinh xdc,
s6m va c6 muc tiéu gitp rat
ngdn thdi gian ndm vién 2.2
ngay & ngudi Idn va 3 ngay &
tré em, tir dé gidm gdnh ndng
diéu tri vé&i chi phi chdm sdc.920

@ PO TIN CAY CAO

K&t qud dudc kiém chiing trén
3 lan l&p doc lap cho tiing tac
nhan. 16

l?l

GIAM TY LE NHAP VIEN

Gidm 32% ty |&é nhdp vién,
gép phan t6i uu hda quyét
dinh diéu tri va phan luéng
bénh nhan.'?2!22



TAC NHAN SANG LOC

BioFire® FilmArray® Meningitis/Encephalitis (ME) Panel (Viém néo/Viém méang néo)

Vi khua’n Escherichia coli K1, Neisseria meningitidis, Haemophilus influenzae, Streptococcus agalactiae,
Listeria monocytogenes, Streptococcus pneumoniae.

Virus Cytomegalovirus (CMV), Enterovirus (EV), Human herpesvirus 6 (HHV-6), Herpes simplex virus 1
(HSV-1), Human parechovirus (HPeV), Herpes simplex virus 2 (HSV-2), Varicella zoster virus (VZV).

Nd&m Cryptococcus (C. neoformans/ C. gattii)

2.5 Cay mdu duong tinh
(BIOFIRE® Blood Culture Identification 2 (BCID2) Panel)

GIGI THIEU

Cdy mdu duaong tinh (Blood Culture Identification 2 Panel) cho phép phan tich méu cdy mdu ducng

tinh dé déng thai xdc dinh nhiéu loai vi sinh vat hodc nhém vi sinh vat gay nhiém khudn huyét. Panel

ndy cé kha ndéng phdt hién téng céng 43 tdc nhén, bao gém cdc vi khudn Gram am, vi khudn Gram

duong, ném va cdc gen khdng sinh. Bén canh d6, panel ciing gitip phdt hién cdc marker di truyén lién

quan dén khdang khdng sinh, hé trg bdc si trong viéc lua chon phdc d6 diéu tri phu hdp va hiéu qud.

CHUNGNHANCE-IVD&FDA (@) PO CHINH XAC

Ddm bdo d6 tin cdy va gid tri D6 nhay 99,0%.24

s dung trong lam sang. D6 ddc hidu 99,8%.24

nhan.24

HIEU QUA LAM SANG
.0 =

RUT NGAN THOI GIAN
XAC DINH CAN NGUYEN
Xdc dinh sdm tde nhén gdy
nhiém khudn huyét, két hop
ASP, gilp diéu chinh khang
sinh kip thdi, chinh xdac, gidm
diéu tri kinh nghiém kéo dai

va lam dung khang sinh. 2

CAI THIEN KET QUA
PIEU TRI

Gilip gidm nguy co tir vong
30 ngdy va rdat ngdn thdi
gian ndm vién trung binh &
bénh nhan nhiém khudn
huyét khi so véi quy trinh
nudi cdy truyén théng.2629

TOI UU HOA BIEU TRI
KHANG SINH KIP THOI
Dua trén két qud xét nghiém,
90% cdc trudng hdp nhiém
khudn huyét ban déu sif dung
khang sinh chua phiu hgp da
dudc diéu chinh sang phdc dé
diéu tri t6i uu, gép phdn ndng
cao hiéu qua diéu tri va an

todn ngudi bénh.2627

(¥ D6 TINCAY cAO

Két qud dudc kiém chiing trén
2 lan 1&p doc lap cho tiing tdc

l?l‘

GIAM CHI PHi CHO
BENH VIEN

Gidm chi phi cho bénh vién:
Gilp bénh vién tiét kiém dén
85% chi phi lién quan dén
chdn dodn va diéu tri nhiém
khudn huyét.®°
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TAC NHAN SANG LOC

BioFire® FilmArray® Blood Culture Identification 2 (BCID2) Panel (Cdy mdu)

Vi khut’:‘;n Gram dm Acinetobacter calcoaceticus-baumannii complex, Bacteroides fragilis, Enterobacter
cloacae complex, Escherichia coli, Klebsiella aerogenes, Klebsiella oxytoca, Klebsiella
pneumoniae group, Proteus spp., Salmonella spp., Serratia marcescens, Haemophilus
influenzae, Neisseria meningitidis, Pseudomonas aeruginosa, Stenotrophomonas
maltophilia.

Vi khué‘in Gram du’dng Enterococcus faecalis, Enterococcus faecium, Listeria monocytogenes, Staphylococcus
spp., Staphylococcus aureus, Staphylococcus epidermidis, Staphylococcus lugdunensis,
Streptococcus agalactiae, Streptococcus pneumonide, Streptococcus pyogenes,
Streptococcus spp.

Né‘im Candida albicans, Candida auris, Candida glabrata, Candida krusei, Candida parapsilosis,
Candida tropicalis, Cryptococcus neoformans/gattii.

Gen khdng thu6'c Carbapenemases: IMP, KPC, NDM, OXA mecA/C, mecA/C vat MREJ (MRSA)-48-like, VIM;
ESBL: CTX-M; khdng methicillin: mecA/C va MREJ (MRSA); khdng vancomycin: vanA/B;
khdng colistin: mer-1.

2.6 Viém khdp nhiém trung

(BioFire® Joint Infection Panel)

GIGI THIEU

Viém khdp nhiém tring la mot thdch thitc 18n trong chdn dodn do chua c¢é phudng phdp xét nghiém
chudn héa va két qud nudi cdy vi sinh thudng khéng 6n dinh 2. Viéc chdn dodn tré cé thé dan dén tan
phé& vinh vién va lam téng nguy cd tif vong |én dén 15% 32, Panel viém kh&p nhiém trung gidi quyét van
dé ndy bdng cdéch ti€p can theo hdi chitng, déng thdi phdt hién 39 tdc nhan trong mét xét nghiém

duy nhdt, cung cép bdo cdo todn dién va gid tri |am sang cao.

CHUNGNHANCE-IVD&FDA (@ PO CHINH XAC (¥ O TINCAY cAO
Ddm bdo dd tin cdy va gid tri D6 nhay 91,7%. 3 Két qud dudc kiém chiing trén
s dung trong ldm sang. D& ddc hiéu 99,8%.33 21an18p déc 1ap cho ting tac
nhan. 33
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HIEU QUA LAM SANG

£9)

RUT NGAN DANG KE

THOI GIAN CHAN POAN
cho phép xdc dinh tdc nhén
gdy nhiém tring khdp chi
trong khodng 1 gi¢ véi mot xét
nghiém duy nhét, thay vi phdi
thuc hién nhiéu xét nghiém va
chd dgi kéo dai dé co két qué
dinhdanh. 22

NHAN DIEN NHIEM TRUNG
DA TAC NHAN

Dudc ching minh cé kha
néing phdt hién déng nhiém.
Trong 242 mdu duang tinh,
co6 16 trudng hdp ghi nhdn
déng thdi nhiéu tdc nhan
gdy bénh. 35

=

TANG HIEU QUA PHAT
HIEN CAN NGUYEN
Panel gitp phdt hién thém 76
tdc nhén bibd sét bdinudi cdy
thudng quy, bao gém cdc vi
sinh vat khé nudi cdy va vi
khudn ky khi, qua dé néng cao

gid tri chdn dodn. 3

l?]

NANG CAO HIEU QUA
QUAN LY BENH NHAN

Nhd xdc dinh nhanh tdc
nhén gdy bénh, BioFire Joint
Infection Panel hd trg bdc si
dua ra quyét dinh phdu
thugt pht hop va rdt ngdn
thai gian tiép cdn liéu phdp
diéu tri hiéu qua. 34

TAC NHAN SANG LOC

BioFire® FilmArray® BioFire Joint Infection Panel (Viém khép nhiém trung)

Bacteroides fragilis, Citrobacter, Enterobacter cloacae complex, Escherichia coli,
Haemophilus influenzae, Kingella kingae, Klebsiella aerogenes, Klebsiella pneumoniae
group, Morganella morganii, Neisseria gonorrhoeae, Proteus spp., Pseudomonas
aeruginosa, Salmonella spp., Serratia marcescens.

Vi khudn Gram éam

Vi khud@n Gram du‘dng Anaerococcus Clostridium Cutibacterium

prevotii/vaginalis,
avidum/granulosum, Enterococcus faecalis, Enterococcus faecium, Finegoldia magna,
Parvimonas micra, Peptoniphilus, Peptostreptococcus anaerobius, Staphylococcus

aureus, Staphylococcus lugdunensis, Streptococcus spp., Streptococcus agalactiae,

perfringens,

Nam

Gen khang thuéc

Streptococcus pneumoniae, Streptococcus pyogenes.

Candida spp., Candida albicans.

Carbapenemase (IMP, KPC, NDM, OXA-48-like, VIM), ESBL (CTX-M), gen khdng
methicillin (mecA/C vé&t MREJ) vé gen khdng vancomycin (vanA/B).

14
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CAC YEU CAU VE MAU BENH PHAM

Cdc thong tin dudi ddy mod td cdc yéu cau thu thap, chudn bi va xir ly méu bénh pham dé gitip dédm

bdo két qua xét nghiém chinh xdc.

m= BIOFIRE® FILMARRAY® PNEUMONIA PANEL PLUS

. _. e x
-{5" Loci mau bénh méu dsitiel mau Vén chuyén & Luu trif
: toi thiéu ‘
Méu bénh phém phé qudn phé nang (BAL) hodc > 200l (cho chay may). M@u bénh phim cGn dugc chuyén dén PXN
mdu bénh phdm dam, bao gém cd dam dudc cdng sém cang tot.
khac va dich hut khi quan phé quan (ETA, NTA, M&u bénh phdm c6 thé dugc van chuyén
ETA) dudc thu thap theo k thudt tiéu chudn. va luu trif & 2-8°C trong t6i da 24h.

Mdu dam dudc khdo sdt truc tiép theo tiéu chudn té bdo trong quy trinh cdly bénh phdm dudng ho
hép (PR-TM-MI-003). Vi mau dam ciing nhu dich hat cé thé bi ngoai nhiém bdi cdc vi khudn
thudng trd ving hong, do dé cén ddnh gid trudce khi thuc hién xét nghiém.

& Danh gia daithé

Ghi nhén tinh chat mau dam cé md, nhay, hodc nudc bot.

@ Khéo sat dai thé

Khéo sdt dudi kinh hiém vi 8 quang trudng QUANG TRUBGNG x100 (vat kinh x10)
x100 (vat kinh x10). Tim vung nhay nhdt roi i
ghi nhén sé lugng té& bdo: Tinh chét dai / vi thé Piém
o % B % R 10 - 25 bach céu +1
m Té bao vay hay Té bao biéu mo. .
>25 bach cau +2
m T€ bdo bach cau hay Té bao mi I cdc iy i ity ”
Té bdo tron, nhd hon va én dédm mau todn Té bao. 10 - 25 Té béto véy (bidu mo) -1
>25 Té bao vdy (biéu mé) -2

Tién hanh dénh gid mau dam theo thang . L
Mau dam huat qua miii, ndi soi phé quan

diém Barlett. Thang diém & céng tat cé Tinh chét dai / vi thé Bidm

cdc diém lai réi ddnh gid nhu sau: 10 - 26 bach cdu .
>25 bach céu +2

m < 0:khongtincdy = canlay lgi mau T& béto try “

m 1-2:tin cdy vita > c6 thé thuc hién test FilmArray® 1025 TR bt vy (BiGum) 1
>25 Té baio vdy (biéu md) -2

= > 3:rdt ddng tin cdy - thuc hién test FilmArray®



TIEU CHUAN NHAN MAU

2 Pam bdo thong tin vé tén XN, loai bénh phdm,

thdi gian Idy méu, bdo quén va vén chuyén mau.
Pdm bdo thé tich téi thiu, ding loai méi trudng
vén chuyén.
Pdam béo diéu kién vén chuyén va luu trir mdu.
@ Dai thé ghi nhdn bénh phdm cé tinh nhay, ma,
va rat it nudc bot.
Vithé: téng diém = 1theo thang diém Barlett.

.{5‘ Loai mdu bénh mau

Tdm béng ngody dich ty hdu (NPS) dugc thu
thap theo k§ thudt tiéu chudn va dudc ddt ngay
véio trong 1-3 mL méi trudng van chuyén hodic
nudc mudi sinh 1y.

Thé tich mau
toi thiéu

300 pL (cho chay may).

TU CHOI NHAN MAU

a Khéng ddm bdo tiéu chudn nhan méu.

@ Mdu chira nhiéu nudc bot.

a Téng diém < 0 theo thang diém Barlett.

Van chuyén & Luu trir

Mdu bénh phdm cén dudc x(i ly va xét nghiém
béng FilmArray RP2 cang sém cang tét. Mau
bénh phdm c6 thé dudc van chuyén va luu tri:
= 3 nhiét dé phong trong téi da 4 gid (15-25°C)

=« Trong tt lanh trong t8i da 3 ngay (2-8°C)

« Déng lanh (=-15°C hodic <-70°C) (trong t6i da 30 ngdy)

TIEU CHUAN NHAN MAU

@ Ddm bdo théng tin vé tén XN, loai bénh phdm,

thdi gian Idy méu, bdo quén va van chuyén madu.

@ Pdam bdo thé tich tai thiéu, ding logi méi trudng

van chuyén.

Déam bdo diéu kién van chuyén va luu trif mau.

TU CHOI NHAN MAU

A . A 2 A =
@ Khong ddm bdo tiéu chuan nhdn mau.
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== BIOFIRE® FILMARRAY® GASTROINTESTINAL (GI) PANEL

Thé tich mau
toi thiéu

.‘.‘5" Loai mau bénh mau Vén chuyén & Luu trir

Méu phﬁrl can dyge thu thap trang moi Erubng Thé tich mdu téi thidu: Mé&u bénh phdm céan dudc chuyén dén
van chuyén Cary Blair long theo hudng dan cta 200 puL (cho chay mdy). PXN céing s6m céng tét.

nha sén xudt. Nén Idy vao giai dogn sém, cang ' M&u bénh phém cé thé dudc van chuyén
sém c&mg t6t clia bénh. MEIU phfm khéo sat v luu trir  2-8°C trong t6| da4 ngc‘:y.

trudc khi bénh nhén dung thudc khdang sinh.
Dlung tdm béng nhing vao ving phén, viing
nhdy mdu bdo qudn trong méi trudng chuyén
chd Cary - Blairléng.

TU CHOI NHAN MAU

TIEU CHUAN NHAN MAU

Pam bdo théng tin vé tén XN, logi bénh phdm, @ Khoéng dadm bdo tiéu chudén nhan mdu.

thdi gian I1dy mdu, bdo qudn va van chuyén mau.

@ Pdm bdo thé tich tdi thidu, ding loai méi trudng
vén chuyén.

Pam bdo diéu kién van chuyén va luu trit méu.

== BIOFIRE® FILMARRAY® MENINGITIS/ENCEPHALITIS (ME) PANEL

Thé tich mau

Van chuyén & Luu trir

toi thiéu

¥edl) | oqi m&u bénh méu

\.I -
Nén thu thép cdc méu bénh phdm dich ndo tiy 200 uL (cho chay may). Cdén xét nghiém mdu bénh phdm béng
(CSF) théng qua thl thudt choc dé tiy séng, vé BIOFIRE ME Panel cang sém céng tét. Mau
khéng dugc ly tém, pha loding hodc xir Iy theo bénh phdm c6 thé dugc van chuyén va luu
cdch khdc trudce khi xét nghiém. trif & nhiét dé phong (khodng 15-25°C)
trong t8i da mét ngdy hodc bdo quén lanh
& 2-8°C trong t6i da 7 ngdy.

TIEU CHUAN NHAN MAU TU CHOI NHAN MAU

Pdam bdo théng tin vé tén XN, logi bénh phdm, @ Khéng dam bdo tidu chudn nhan méau.
thai gian ldy méu, bdo qudn véa van chuyén mau.

Ddam bdo thé tich téi thiéu, ding logi méi trudng
vén chuyén.

Pam bdo diéu kién van chuyén va luu trir méu.
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m= BIOFIRE® FILMARRAY® BLOOD CULTURE IDENTIFICATION 2
(BCID2) PANEL

2 X
.{5" Loai mdau bénh mau The tich mau Vén chuyén & Luu tri
: S toi thiéu '
Méu céy mdu dugc mot hé théng cdy mdu 200 pL (cho chay may). Cdc méu nuédi cdy mdu duong tinh cén duge xit
theo déilién tuc xdc dinh I duong tinh. Hodc ly vé& xét nghiém béng BioFire BCID2 Panel cang
mé&u mdu dudc thu thdp tir2 - 10 mL (d6i vai sdm cang tét sau khi cho két qua téing trudng
tré em tir 2 - 3 mL; ngudi Ién 10 mL), sau dé duong tinh bang hé thong nudi cdy mau theo
doiliéntuc.

dudgc cdly va theo dai lién tuc cho dén khi xéc

dinh ducng tinh. Mdu bénh phdm c6 thé dugc vén chuyén va luu

trit 3 nhiét d6 phong trong t6i da 24 gid
(15-25°C) sau khi cé két qud duong tinh hodc
trong hé théng cdy méu trong téi da 24 gid sau
khi c6 két qua dudng tinh.

TU CHOI NHAN MAU

TIEU CHUAN NHAN MAU

@ Dam bdo théng tin vé tén XN, loai bénh phdm, @ Mau cdy mdu chua xdc dinh @&m/duong tinh

thdi gian I@y mau, bdo quén va van chuyén mau, @ Khéng dédm bdo tiéu chudn nhan mau.

@ Ddm bdo thé tich t6i thidu, ding loai méi trudng
vén chuyén.

Pam bdo diéu kién van chuyén va luu trir méu.

NHUNG HAN CHE CUA XET NGHIEM

» K&t qud xét nghiém chi mang tinh hé trg, can phéi hdp vai dit kién lam sang va dich té.

" Khdéng phéan biét dudc gilta nhiém trung cdp tinh vé ngudi ldinh mang mém bénh khéng triéu chiing
(carrier state).

= Khdng thay thé dugc cdc xét nghiém nudi cdy vi sinh truyén théng hodin todn, ddc biét ld trong céc
trudng hdp cdan xdc dinh tinh nhay cdm véi khding sinh hodic phan tich dich té hoc chuyén sdau.

m Chi phdt hién cdc tdc nhén cé trong panel dudc liét ké trong mdi panel xét nghiém

= Mot s6 tdc nhan chi cé két qua dinh tinh (phdt hién/ khéng phat hién)

= M6t s8 tdc nhdn c6 két qua khodng bdn dinh lugng lién quan (104, 109, 108, hodic = 107), két qud nay
khéng phén é&nh gid tri dinh ludng chinh xdc va khéng thé phan biét gitta cdc tdc nhdn con séng va
dé chét.

» K&t qud am tinh cé thé xdy ra do su hién dién ctia cdc bién thé mang trinh tu khdc trong viing gen
muc tiéu, su hién hién cla cdc chat e ché phan ling, hodc nhiém trung do vi sinh vat khdc ngoadi
panel, néng d6 vi sinh vat gay bénh ndm dudi ngudng phat hién ctia xét nghiém. Vi vay két qué ém
tinh nay khéng nén dudc sif dung lam cd s3 duy nhét dé chdn dodn, diéu tri, hodic dua ra cdc quyét

dinh quan ly bénh nhan khac.
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PONG GOl - VAN CHUYEN - BAO QUAN

L6p 1: _ Lop2:
Mut mau den Hop dung dng mau

LSp trén cung:
Mut sang bong

LSp 3:
ba gel

Phiéu chi dinh

© oneLas T
PN VYA KT NG .

() Béng goi 3 18p, hop vén chuyén cling c6 khéa an todan, gel dd, nhan UN3373.
() C6 nhiéu ché dé van chuyén: nhiét d6 thudng (20-25°C), b&o qudn lanh (2-8°C).
() Gan Log tag theo d&inhiét dd theo thgi gian thuc.

() Canh bdo khi mau vugt ngudng - ddm bdo chat lugng mdu téi da.
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&) oneLAB

[ CRIN (][0) H——
THONG TIN KHACH HANG
Customer Information
Ho & tén / Full name: Ngay sinh / DOB:
Gidi tinh / Gender: Dién thogi / Phone:
CCCD / Customer ID: Quéc tich / Nationality:
Thu dién ti/ Email: Daoi tugng / Subject:
Dia chi / Address:
Ché&n dodn / Diagnosis:
Bénh ph&m / Specimens: Chdt lugng méu / Specimens quality:

Bdc si chi dinh / Reguesting doctor:
TG Idy mau / Collecting time:
TG nhéin mau / Receiving time:

Nai gt / Unit:
NV Idy mdu / Collecting staff:
NV nhén mau / Receiving staff:

KET QUA XET NGHIEM

Result Summary

Vi khudn dinh danh (FilmArray® viém hd hdp dudi) - Biofire® FilmArray®

TEN XET NGHIEM

Testname

Khodng (Bansao/mL) Bin
(Copies/mL)

10* 10° 10°

KET QUA

Result
=107

PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

PID: XXX

KET LUAN
Conclusion

Y

Vi khuén (Bacteria)

Acinetobacter calcoaceticus-baumannii complex gsgt::g“
Enterobacter cloacae complex g:ii?;in
Escherichia coli E:f:lr;egtscl::; hién
Haemophilus influenzae nggegtfggshién
Klebsiella aerogenes nggegtfggz hién
Klebsiella oxytoca 5:?332;2; hién
Klebsiella pneumoniae group - ghdt hién
etected
Moraxella catarrhalis E’;?ggtg:tgs hién
Proteus spp. lli:?ggt:;a; hién
Pseudomonas aeruginosa 52?3&5‘;2; hién
Serratia marcescens E:?ggtfgg; hién
Staphylococcus aureus - g:::izgn
Streptococcus agalactiae nggegtfgg; hién
Streptococcus pneumoniae E:?Sgtsclﬁz hién
Streptococcus pyogenes nggegtsc'ﬁ; hién

Phat hién / Detected

Khéng ap dung / N/A
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¢) oneLAB

T

PID: XXX

PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

VST ] [0) S —
THONG TIN KHACH HANG
Customer Information
Ho & tén / Full name: Ngdy sinh / DOB: Gidi tinh / Gender:

Pia chi / Address:

H& chiéu / Passport number:

KET QUA XET NGHIEM
Result Summary

TEN XET NGHIEM
Testname

Gen khang thuéc (Antimicrobial Resistance Genes)

Dién thodi / Phone:
Qudc tich / Nationality:

Thu dién ti/ Email:
Dai tudng / Subject:

KET LUAN
Conclusion

CTX-M (Cefotaximase-Munich)

Khéng phdat hién (Not Detected)

IMP (Imipenemase)

Khéng phat hién (Not Detected)

KPC

Khong phat hién (Not Detected)

NDM (New Delhi Metallo-B-Lactamase)

Khéng phdt hién (Not Detected)

OXA-48-like (Oxacillinase-48-like Carbapenemase)

Khéng phat hién (Not Detected)

VIM (Verona Integron-encoded Metallo-B-Lactamase)

Khong phat hién (Not Detected)

mecA/C va MREJ (Methicillin-Resistance
Genes A/C va Methicillin-Resistance SCCmec
Element Junction)

Phat hién (Detected)

Vi khudn khéng dién hinh (Atypical Bacteria)

Chlamydia pneumoniae

Khong phat hién (Not Detected)

Legionella pneumophila

Khéng phat hién (Not Detected)

Mycoplasma pneumoniae

Khong phat hién (Not Detected)

Virus

Adenovirus

Khéng phdat hién (Not Detected)

Human metapneumovirus

Khéng phat hién (Not Detected)

Human rhinovirus/enterovirus

Khéng phat hién (Not Detected)

Virus Influenza A

Phat hién (Detected)

Virus Influenza B

Khéng phat hién (Not Detected)

Middle East respiratory syndrome coronavirus (MERS-CoV)

Khéng phat hién (Not Detected)

Parainfluenza virus

Khéng phat hién (Not Detected)

Respiratory Syncytial Virus

Khéng phat hién (Not Detected)

Coronavirus

Khéng phat hién (Not Detected)

Ngudi thuc hién / Tested by:
Ngudi xem xét k&t qud / Confirmed by:

Phét hign / Detected

Khéng ap dyng J N/A
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&) oNELAB

PID: XXX

PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

VSR €] [0) —

THONG TIN KHACH HANG

Customer Information

Ho & tén / Full name:

Gidi tinh / Gender:

CCCD [/ customer ID:

Thu dién t/ Email:

Dia chi / Address:

Chdén dodn / Diagnosis:

Bénh phém / Specimens:

Bdc sT chi dinh / Requesting doctor:
TG ldy mdu / Collecting time:

TG nhén méu / Receiving time:

KET QUA XET NGHIEM
Result Summary

Vi khuén dinh danh (FilmArray® viém hé hdp trén) - Biofire® FilmArray®

TEN XET NGHIEM

Testname

Ngdy sinh / DOB:

Dién thoai / Phone:
Quéc tich / Nationality:
Dai tugng / Subject:

Chdt lugng mau / Specimens quality:
Nai gti / Unit:

NV Idy méu / Collecting staff:

NV nhén méu / Receiving staff:

KET LUAN
Conclusion

Virat (Virus)

] Khéng phat hién
Adenovirus Not Detected
Coronavirus 229E :'g? Bgéz::(:: glen
Coronavirus HKU1 i";? Big::z I;len
Coronavirus NL63 52? ggezg:; 2‘| i
Coronavirus OC43 i";? Bgeg::te::én

. ) . Khéng phat hién
Middle East respiratory syndrome coronavirus (MERS-CoV) Not Detected
Khé hdt hié
Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) No‘:g%fec:edﬂ?n
, Khoéng phat hién
Human metapneumovirus Not Detected
hé at hié
Human rhinovirus/enterovirus i’ot Bgezlte :—}l &
Influenza A virus (A/H1, H3, H1-209) E!Z? Bgefe'lfilﬁ"""
Influenza B virus :fg? ggefem;'en
Virus Parainfluenza 1 :'I;? Bgefeﬁ; :;'len
Virus Parainfluenza 2 :2? B%E::;;Ien
Virus Parainfluenza 3 ,5;2? B:Je'::te 2'"?"
Virus Parainfluenza 4 :2? B%fer::(:;glen
Khoé hdat hié
Respiratory Syncytial Virus Not Bge:;cc:Edlen

Phat hiégn / Detected

Khéng ap dung / N/A

Trang1/2
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&) onELAB

(AT 1Y)

PID: XXX

Vi khudn (Bacteria)
. Khéng phat hién
Bordetella parapertussis (1S1001) Not Detected
: ; ; Phat hién
Bordetella pertussis (ptxP - pertussis toxin promoter) Detected
’ 3 Phat hién
Chlamydia pneumoniae Detected

Ngudi thuc hién / Tested by:
Ngudi xem xét két qua / Confirmed by:

Phat hign [ Detected

Khéng ép dung / N/A

Ngday thdng nam
KHOA XET NGHIEM
Laboratory department

Pl

BS.CKI Thin Dirc Diing

Neay kv: 08:43:56 09/10/2025

Trang2/2




&) onELAB

PID: XXX

PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

THONG TIN KHACH HANG

Customer Information

Ho & tén / Full name:

Gidi tinh / Gender:

CCCD [/ customer ID:

Thu dién t/ Email:

Diachi / Address:

Chdn dodn / Diagnosis:

Bénh phdm / Specimens:

Bdc si chi dinh / Requesting doctor:
TG Idy méu / Collecting time:

TG nhan mdu / Receiving time:

KET QUA XET NGHIEM

Result Summary

ME S8 (SID): cocceommmessorsssens

Ngay sinh / DOB:

Pién thoai / Phone:
Quéc tich / Nationality:
Péi tudng / Subject:

Chat lugng mau / Specimens quality:
Ngi gti / Unit:

NV Idy méu / Collecting staff:

NV nhén méu / Receiving staff:

Vi khuén dinh danh (FilmArray® nhiém triing dudng tiéu héa) - Biofire® FilmArray®

TEN XET NGHIEM KET LUAN
Testname Conclusion
Virat (Virus)
i Khéng phat hién
Adenovirus F40/41 NotDeiseted
. Khéng phat hién
Astrovirus Not Detected
Norovirus GI/GlI R T
; Khéng phat hién
Rotavirus A Not Detected
Saprovirus (Genogroups|, 11,1V, V) :I;?ggégllc:teglen
Vi khuén (Bacteria)
Campylobacter (C. jejuni/C. coli/C. upsaliensis) Khéng phat hign
Not Detected
i Er o - Khoéng phdat hién
Clostridium difficile toxin A/B Not Detected
. . . Khéng phat hién
Plesiomonas shighelloides Not Detsctid
Khong phat hién
Sal 1! ;
aimoneilia Not Detected
. Khdéng phdt hién
Vib ;
iolrospp Not Detected
Vibiro cholerae Khong phethign
Not Detected
Yersinia enterocolitica Khongphathigh
Not Detected
Nhom gay tiéu chay (Diarrheagenic (E.coli/Shigella))
S . o Khéng phat hién
Escherich /i ung két (EAEC ;
scherichia coli gdy ngung két (| ) Not Detectad
Escherichia coli géy bénh dudng ruét (EPEC) Khong phat hién
) j Not Detected

Phat hign / Detected

Khéng ap dung / N/A

Trang1/ 2
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i C oA . Khéng phat hién
Escherich / d t(ETEC) It/st ¥
scherichia coli gdy déc ruét (| ) Iit/s Not Datectsd
Shigelia/Escherichia colixdm nhdp dudng ruét (EIEC) Khengphat hign
) ) Not Detected
. . - . Khéng phdt hién
Escherichia coli sinh déc té giéng Sh tEC) stx1/stx2 -
scherichia coli sinh déc té giéng Shiga (stEC) stx1/stx. P m——
. Khong phat hién
E. coli 0157 ;
coll Not Detected
Escherichia coli gdy ngung két (EAEC) Khéng phat hign
Not Detected
Escherichia coli g8y bénh dusng ruét (EPEC) Khong phdt hign
Not Detected
Escherichia coli gy déc ruét (ETEC) It /st Khong phat hisn
Not Detected
Ky sinh trung (Parasites)
- Khéng phat hién
Cryptoporidium Not Dg»;tected
. Phdat hién
Cyclospora cayetanensis Detacted
Phat hié
Entamoeba histolytica D e?e C;z;
Giardia lamblia gg?;:;zg

Ngudi thuc hién / Tested by:
Ngudi xem xét két qua / Confirmed by:

Phat hién / Detected

Khéng ap dung / N/A
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Ngday thdng ndm
KHOA XET NGHIEM
Laboratory department

— Pllrg—

BS.CKI Thén birc Diing

Ngay ky: 08:43:56 09/10/2025 +

Trang2/2
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PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

ME& 86 (SID): iccccissasssssssssss
THONG TIN KHACH HANG
Customer Information
Ho & tén / Full name: Ngay sinh / DOB:
Gidi tinh / Gender: Dién thoqi / Phone:
CCCD / Gustomer ID: Quéc tich / Nationality:
Thu dién t{i/ Email: Pai tudng / Subject:
Dia chi / Address:
Chdn dodn / Diagnosis:
Bénh phdm / Specimens: Chéit lugng méu / Specimens quality:
Bdc si chi dinh / Requesting doctor: Ngi gt / Unit:
TG ldy mdu / Collecting time: NV Idy mau / Collecting staff:
TG nhdn mau / Receiving time: NV nhéan méu / Receiving staff:

KET QUA XET NGHIEM
Result Summary

Vi khuén dinh danh (FilmArray® cdy mdu dudng tinh) - Biofire® FilmArray®

TEN XET NGHIEM

Testname

KET LUAN
Conclusion

Vi khu@n gram am (Gram Negative Bacteria)

Acinetobacter calcoaceticus-baumannii complex ﬁ:?ggéfef;;;iéﬂ
Bacterioides fragilis 5:‘:’ Bgéfe:f:;ziéﬂ
Enterobacterales ﬁ:? Bi::::c:;:lién
Enterobacter cloacae complex Eg?ggéggzzié“
Escherichia coli zgiggegg’;ziéﬂ
Klebsiella oxytoca i :? Bgé g::f;;gién
Klebsiella aerogenes zgi’nDigg;giéﬂ
Klebsiella pneumoniae group ig?ggeggﬁteziéﬂ
=
Salmonelia spp. l;l;?g% Ea l::c';te gién
Serratia marcescens z‘;‘? Bigezf;tegiéﬂ
Haemophilus influenzae z 2? gge E;:::tezién
Neisseria meningitidis (encapsulated) E';?Bifef:g;;iéﬂ
Pseudomonas aeruginosa E:o? g%g::;ziéﬂ
Stenotrophomonas maltophilia ﬁ:.? Bge:ef::;ziéﬂ

Phat hién / Detected

Khéng ap dung / N/A

Trang1/3
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Vi khudn gram dudng (Gram Positive Bacteria)
: Khéng phat hién
Ei l v
nterococcus faecalis Not Dotocias)
Enterococcus faecium Khéng phdt hign
Not Detected
Listeria monocytogenes Khong phat hign
Not Detected
Khéng phat hién
Staphylococcus spp. *
ke PP Not Detected
Staphylococcus aqureus Khoéng phat hién
Not Detected
Staphylococcus epidermidis Khoongphathitn
Not Detected
. Khoéng phat hién
Staphylococcus lugdunensis ;
PRy g Not Detected
Streptococcus spp. Khongphathien
Not Detected
) Khéng phat hién
Strept: us agalactiae (group B 3
eptococeus agolgatios (royp 8) Not Detected
Streptococcus pneumoniae KRGRgphachigh
Not Detected
Khéng phat hién
Streptococcus pyogenes (group A 2
P pyog (group4) Not Detected
Gen khang thudc (Antimicrobial Resistance Genes)
- : Khéng xdc dinh
CTX-M (Cefotaximase-Munich) Notapniicable
: Khéng xdc dinh
IMP (Imipenemase) Netapplicable
. . Khong xdc dinh
KPC (Klebsiella pneumoniae carbapenemase) Not applicable
mor-1 Khéng xac dinh
Not applicable
mecA/C (Methicillin-Resistance Genes A/C) Khongxao dinh
Not applicable
mecA/C va MREJ (Methicillin-Resistance Genes A/C va Methicillin-Resistance SCCmec Element Junction) Khong xac dinn
Not applicable
. Khong xdc dinh
NDM (New Delhi Metallo-B-Lactamase) Netapoliedbls
2 i ; Khéng xdc dinh
OXA-48-like (Oxacillinase-48-like Carbapenemase) Notapplaabl
. ] Khéng xdc dinh
vanA/B (Vancomycin resistance gene A/B) Notapplceble
Khéng xdc dinh
VIM (Verona Integron-encoded Metallo-B-Lactamase) Notappletble
p— Khéng xdc dinh
Not applicable
5 e : Khong xdc dinh
mecA/C (Methicillin-Resistance Genes A/C) L ——
mecA/C va MREJ(Methicillin-Resistance Genes A/C va Methicillin-Resistance SCCmec Element Junction) Ithang X8 il
Not applicable
Ném men (Yeast)
Candida albicans Khéngiphathign
Not Detected
3 ; Khéng phat hién
Candida auris Not Detected
; Khong phat hién
Candida glabrata Not Detactad

Phdat hién / Detected

Khéng ap dung / N/A

Trang2 /3
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PID: XXX

Candida krusei

Khéng phat hién
Not Detected

Candida parapsilosis

Khéng phdat hién
Not Detected

Candida tropicalis

Khéng phat hién
Not Detected

Cryptococcus neoformans/gattii

Khéng phat hién
Not Detected

Ngusi thuc hién / Tested by:
Ngudi xem xét két qud / Confirmed by:

Phat hign / Detected

Khéng ap dung / N/A

Ngay thang ném
KHOA XET NGHIEM
Laboratory department

T Pllerg—

BS.CKI Thin Dic Diing
Negay ky: 08:43:56 09/10/2025

Trang3/3
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PHIEU KET QUA XET NGHIEM | LABORATORY TEST REPORT

THONG TIN KHACH HANG
Customer Information

Ho & tén / Full name:

Gigitinh / Gender:

CCCD / customer ID:

Thu dién td/ Email:

Dia chi / Address:

Chdén dodn / Diagnosis:

Bénh phdm / Specimens:

Bdc si chi dinh / Requesting doctor:
TG lay méu / Collecting time:

TG nhén méu / Receiving time:

KET QUA XET NGHIEM
Result Summary

MEE6 (SID): sisassiiass

Ngay sinh / DOB:

Dién thoai / Phone:
Quéc tich / Nationality:
Dai tugng / Subject:

Chéit ludng méu / Specimens quality:
NGi gtii / Unit:

NV @y mau / Collecting staff:

NV nhéan méu / Receiving staff:

Vi khué@n dinh danh (FilmArray® viém néo | viém mang néo) - Biofire® FilmArray®

TEN XET NGHIEM

Testname

KET LUAN
Conclusion

Vi rat (Virus)

Escherichia coli K1 El;?ggezg; zién
Haemophilus influenzae ﬁg?g%g::gién
Listeria monocytogenes zgfggez::(:;?én
Neisseria meningitidis (encapsulated) 5:? gge:;:: gié"
Streptococcus agalactiae zgfgi?eﬁte gién
Streptococcus pneumoniae 5:?;%;2’5:; gién
Vi khudn (Bacteria)

Cytomegalovirus (CMV) 52? B%gﬁtegién
Enterovirus z :t;-‘-‘gge ::Li gién
Herpes Simplex type 1 (HSV-1) :g‘iggefelite;ié“
Herpes Simplex type 2 (HSV-2) gg;tctli"
Human Herpesvirus 6 (HHV-6) g:itctli"
Human Parechovirus E:? Bge :}e':::»:, gién
Varicella zoster virus (VZV) Ei:;:gi f;::;; gién

Phat hién [ Detected

Khéng ap dung / N/A
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Nédm men (Yeast)
Cryptococcus neoformans/gattii KhargRhdt ieh
Not Detected
Ngudi thuc hién / Tested by: Ngay thang ndm
Ngudi xem xét két qua / Confirmed by: KHOA XET NGHIEM
Laboratory department

BS.CKI Thén Dirc Diing
Ngay ki: 08:43:56 09/10/2025 +

Phat hién [ Detected

Khéng ap dyng / N/A

Trang2 /2
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H6 hap dudi (Pneumonia Panel plus)

1. Data on File at BioFire Diagnostics.

2. EI-Nawawy A.A. et al. Comparison of a Point-of-Care FilmArray Test to Standardof-Care Microbioloty Test in Diagnosis of Healthcare Associated Infectionsin a
Tertiary Care Pediatric Intensive Care Unit Antibiotics 2022, 11, 453. doi:10.3390/ antibiotics11040453.

3. Jain S, Self WH, et al. Community-Acquired Pneumonia Requiring Hospitalization among U.S. Adults.The New England journal of medicine. 2015;373(5):415-427.
doi:10.1056 /NEJMoa150024 5.

4, Dataon file, bioMérieux. The stated performance is the overall aggregate performance of the prospective clinical study data presented in the IFU. Performace
data is for pathogen detection only.

5. Poole S., et al. Molecular point-of-care testing for lower respiratory tract pathogens improves safe antibiotic de-escalation in patients

with pneumonia in the ICU: results of a randomised controlled trial. Journal of Infection 2022, Dec;85(6):625-633.d0i:10.1016 /].jinf.2022.09.003.

H6 hdp trén (Respiratory 2.1 plus Panel)

6. BioFire Diagnostics. Prospective clinical study data for the BioFire FilmArray Respiratory 2 Panel. Data on file.

7. Kitano T, et al. Impact of a multiplex PCR respiratory panel for hospitalized pediatric respiratory infections in Japan. J Infect Chemother. 2020;26(1):82-85.

8. Rappo U, et al. Impact of early detection of respiratory viruses by multiplex PCR assay on clinical outcomes in adult patients. J Clin Microbiol.2016;54:2096-2103.
9. Lee BR, et al. Impact of multiplex molecular assay turnaround time on antibiotic utilization and management of hospitalized children with acute respiratory
infections. J Clin Virol. 2019;110:11-16.

Pudng tiéu hod (Gastrointestinal Panel)

10. BioFire Diagnostics. Clinical study data from the BioFire Gastrointestinal Panel instruction booklet. Data on file.

11. Meyer J, et al. Mapping of aetiologies of gastroenteritis: a systematic review and meta-analysis using a multiplex screening array. Scand J Gastroenterol.
2020;55(12):1405-1410.

12. Axelrad JE, et al. Impact of gastrointestinal panel implementation on health care utilization and outcomes. J Clin Microbiol. 2019;567(3):e01775-18.

13. Moon RC, et al. Relationship between diagnostic method and pathogen detection, healthcare resource use, and cost in U.S. adult outpatients with acute infectious
gastroenteritis. J Clin Microbiol. 2023:e01628-22.

14. Torres-Miranda DH, et al. Use of BioFire FilmArray Gl PCR panel associated with reductions in antibiotic use and length of stay. BMC Gastroenterol. 2020;20:246.
15. Cybulski RJ Jr, et al. Clinical impact of @ multiplex gastrointestinal PCR panel in acute gastroenteritis. Clin Infect Dis, 2018;67(11):1688-1696.

Viém ndo / Viém mang ndo (Meningitis/Encephalitis Panel)

16. BioFire Diagnostics. Prospective clinical study data for the FilmArray meningitis/encephalitis panel. Data on file.

17. Cailleaux M, et al. Impact of a multiplex PCR assay on management of suspected central nervous system infections. Eur J Clin Microbiol Infect Dis.2020;39(2):293-297.
18. O'Brien MP, et al. Impact of CSF multiplex assay on diagnosis and outcomes of central nervous system infections in children. Pediatr Infect Dis J. 2018;37(9):868-871.

19. Moffa MA, et al. Impact of a multiplex PCR assay on clinical management of adults with suspected CNS infections. Antibiotics (Basel). 2020;9(6):282.

20. Hagan A, et al. Comparison of antibiotic and acyclovir usage before and after implementation of the FilmArray meningitis /encephalitis panel. BMC Pediatr. 2020;20:56.
21. Posnakoglou L, et al. Inpact of CSF syndromic testing in management of children with suspected CNS infection. Eur J Clin Microbiol Infect Dis. 2020;39(12):2379-2386.
22. Ena J, et al. Evaluation of the FilmArray meningitis-encephalitis panel for rapid diagnosis in emergency departments. Intern Emerg Med. 2021;16(5):1289-1295.

Cdy mdu duadng tinh (Blood Culture Identification 2 Panel)

23. Lu X, et al. Performance of BioFire Blood Culture Identification 2 panel. IDWeek. 2019.

24. BioFire Diagnostics. Prospective clinical study aggregate data for BCID2 panel. Data on file.

25. Banerjee R, et al. Randomized trial of rapid multiplex PCR-based blood culture identification and susceptibility testing. Clin Infect Dis. 2015;61(7):1071-1080.
26. Donnars A, et al. BIOFIRE Blood Culture Identification 2 panel for early antimicrobial therapy adaptation in adult bloodstream infections: a real-life experience.
J Clin Med. 2021;10:1595.

27. Zhang D, et al. Time to appropriate antibiotic therapy determines ICU and hospital length of stay in sepsis. Crit Care Med. 2015;43(10):2133-2140.

28. Pérez-Lazo G, et al. Impact of adding a rapid PCR-based blood culture identification panel to antimicrobial stewardship in febrile neutropenia. Antibiotics (Basel).
2023;12(4):648.

29, Britt NS, et al. Clinical impact of rapid multiplex PCR-based testing for bloodstream infections in a national cohort. Pharmacotherapy. 2023;43(1):24-34.

30. Pliakos EE, et al. Cost-effectiveness of rapid diagnostic testing for bloodstream infections. Clin Microbiol Rev.2018;31(3):e00095-17.

Viém khdp nhiém tring (Joint Infection Panel)

31. Tande AJ, Patel R. Prosthetic joint infection. Clin Microbiol Rev, 2014;27(2):302-345.

32. Singh JA, Yu S. The burden of septic arthritis on the U.S. inpatient care. PLoS One. 2017;12(8):e0182577.
33. bioMérieux. BIOFIRE Joint Infection Panel instruction booklet. Data on file.

34. Esteban J, et al. Evaluation of the BioFire joint infection panel. J Clin Microbiol. 2023:61:e00357-23.

35. Graue C, et al. BioFire joint infection panel performance. IDWeek. 2020.

Théng tin khac

36. bioMérieux. BioFire® FilmArray® Torch Operator’s Manual: CE-IVD (HTFA-PRT-0001). 2023 Jun. Available from: https://www.biomerieux.com/content/dam/bi-
omerieux-com/service-support/support-documents/instructions-for-use-and-manuals/HTFA-PRT-0001-FilmArray-Torch-Operators-Manual-IVD-EN.pdf
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