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Toém tit va dién gidi xét nghiém
Muc dich sir dung

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B sir dung trén hé théng cobas® 6800/8800
(cobas® SARS-CoV-2 & Influenza A/B) la mot xét nghiém RT-PCR thoi gian thuc, da mdi,
tu dong duoc dung dé phat hién dinh tinh va phan biét ddng thoi RNA cia SARS-CoV-2, vi
rit cim A, va/hodc vi rat cam B trong cac mau phét (ngody) dich mili va mili hong dwoc lay
boi nhan vién y té, va cac mau phét (ngoay) dich miii do bénh nhén ty 1y (duoc 3y tai co s
y té vai su huéng dan cia nhan vién y t&) cua cic bénh nhan ma béac si nghi ngd bi nhidém vi
rat duong hdé hip c6 biéu hién gibng COVID-19. Xét nghiém cobas® SARS-CoV-2 &
Influenza A/B duoc st dung dé hd tro trong chan doan phan biét SARS-CoV-2, ciim A, va
cim B & ngudi va khong duoc sir dung dé phat hién cam C.

RNA cia SARS-CoV-2, ciim A, va cim B thuong dugc phat hién trong cac mau duong ho
hip & giai doan nhidm cip. Két qua dwong tinh cho thiy su hién dién RNA cia SARS-CoV-
2, cam A, va/hodc cum B; su twong quan 1am sang vai bénh st bénh nhan va cac thong tin
chan doan khac 1a can thiét dé xac dinh tinh trang nhiém cua bénh nhan. Két qua duong tinh
khong loai trir viéc nhiém khuan hoic nhidm dong thoi cac loai vi rat khac. Tac nhan duoc
phat hién c6 thé khong phai 4 nguyén nhan chinh xac cua bénh.

Két qua 4m tinh khong loai trir viéc nhiém SARS-CoV-2, ciim A, va/hodc cim B va khong
dugc st dung lam can ctr duy nhat cho viéc diéu tri va cac quyét dinh theo ddi bénh nhan
khac. K&t qua am tinh phai két hop véi quan sat 1am sang, bénh s bénh nhan va thong tin
dich té.

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B duoc st dung bai ki thuat vién phong xét
nghiém lam sang da dugc dao tao chuyén mon va dao tao ky thuat Real-time PCR va cach st
dung hé théng cobas® 6800/8800.

Dién giai xét nghiém

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B 1a mot xét nghiém dinh tinh dung trén hé
thdng cobas® 6800 va hé thdng cobas® 8800 dé phat hién RNA cua vi rat Corona méi 2019
(SARS-CoV-2), ciim A, va ciim B trong mau phét dich miii va miii hong dugc lay trong dung
cu ldy mau Copan Universal Transport Medium System (UTM-RT®) hoic BD™ Universal
Viral Transport System (UVT) va mau phét dich miii duoc lay trong 6ng cobas® PCR Media
hodc nudc mubi sinh 1y 0.9%. Chang néi RNA, duoc sir dung dé theo ddi toan bd qua trinh
chuan bi miu va khuéch dai PCR, dugc cho vao trong méi miu trong qua trinh xir Iy mau.
Ngoai ra, xét nghiém nay st dung cdc mau ching ngoai kiém (mau chimg dwong chuan do
thip va mot mau chig 4m).

Nguyén ly xét nghiém

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B dya trén ky thuat chuan bj mau hoan toan
tu dong (tach chiét va tinh sach acid nucleic) sau d6 khuéch dai va phat hién bang PCR. Hé
théng cobas® 6800/8800 bao gom modun cung cap mau, mddun van chuyén mau, modun xu
1y mau, va médun phan tich mau. Quan 1y dir liéu tu dong duoc thyc hién boéi phan mém
cobas® 6800/8800 1a phan mém gan két qua cho tat ca cac xét nghiém. Cac két qua co thé
duoc xem xét truc tiép trén man hinh hé théng, va in ra dudi dang bao cao.

Acid nucleic tir mau bénh pham va phan tir RNA chang noi (RNA IC) thém vao dugc tach
chiét dong thoi. Acid nucleic duge phong thich bang cach thém proteinase va thudc thir ly
giai vao miu. Acid nucleic phong thich ra duoc gan két 1én bé mat silica cua cac hat thay tinh
tir tinh thém vao. Cac thanh phan va tap chat khong gan két, nhu protein bién tinh, manh v&
té bao, va cc chat c6 kha ning wc ché PCR, duoc loai bo trong cac budc rira tiép d6 va acid
nucleic tinh sach duoc rua giai khoi cac hat thuy tinh tir tinh béng dém rira gial ¢ nhiét do
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cao. Mau chung ngoai kiém (duong va am) duoc xir Iy twong tu nhu vay véi mdi luot chay
xét nghiém cobas® SARS-CoV-2 & Influenza A/B.

Khuéch dai chon loc acid nucleic dich cia SARS-CoV-2 tir mau thir dugc thuc hién bang
cach str dung cac doan moi xudi va modi nguoc dac hiéu voi dich cho viung khong cAu tric
ORFla/b dic hi¢u cho SARS-CoV-2. Ngoai ra, mot ving bao ton trong gen E protein cau
tric vo duoc lya chon dé phat hién pan-Sarbecovirus. Bo phat hién pan-Sarbecovirus ciing s&
phat hién duogc vi rat SARS-CoV-2. Déi véi vi rat cam A va cum B, khuéch dai chon loc acid
nucleic dich tr mau tht duoc thuc hién bﬁng cach st dung cac doan moi xudi va moi nguoc
dic hiéu véi dich cho céac gen cua protein nén 1 va 2 (M1/M2) cta vi rat cim A va protein
van chuyén ra khoi nhan (nuclear export protein - NEP) / protein khong céu trac 1 (NS1) cia
vi rat cam B. Khuéch dai chon loc Chung noi RNA duoc thyuc hién bing cach str dung céac
doan mdi xudi va moi nguoc dac hiéu vaéi trinh ty khong canh tranh va khong co sy tuong
déng V61 cac bo gen cua vi rat Corona va vi rut cim. Pich khuéch dai duogc phat hién nho su
phan tach cua doan do oligonucleotide danh ddu huynh quang. Enzyme DNA polymerase
chiu nhiét dugc sir dung cho qua trinh khuéch dai.

cobas® SARS-CoV-2 & Influenza A/B master mix chira cac doan do phat hién dac hiéu cho
vi rut Corona loai SARS-CoV-2, cac vi rut thudc phan chi Sarbecovirus, vi rut cam A, vi rat
ciim B va acid nucleic caa Chiing néi RNA. Mdi doan do phat hién vi rat Corona, vi rit cim
A, vi rat cim B va Chang ndéi RNA dugce danh dau véi chat nhuom huynh quang duy nhat
dong vai trd nhu mot chat phat huynh quang (reporter). Mdi doan do ciing c6 mét chat nhuom
thir hai dong vai tro nhu mot chat hap thu huynh quang (quencher dye). Khi khong gan véi
trinh tu dich, tin hiéu huynh quang cua doan do nguyén ven bi bat hoat bai chat hap thu
huynh quang. Trong budc khuéch dai PCR, su lai hoa cac doan do véi khuon DNA soi don
dic hiéu din dén sy phan tach doan do theo hudng 5'-3' bai hoat tinh exonuclease cia DNA
polymerase 1am phan chia cac chit phat huynh quang va hap thu huynh quang va tao ra cac
tin hiéu huynh quang. V&i mdi chu ky PCR, sé luong cia doan do di phan cat duogc tao ra
cang tang va tin hiéu tich lily cta chét phat huynh quang dong thoi ting. Mdi chat phat huynh
quang duoc do ¢ budc soéng xac dinh, do d6 cho phép phat hién dong thoi va phan biét cac
dich dugc khuéch dai, cac dich cua vi rat cam va Chang noi RNA. HAn hop master mix chia
deoxyuridine triphosphate (dUTP), thay cho deoxythimidine triphosphate (dTTP), dUTP
dugc két hop vao DNA mai tong hop (san pham khuéch dai). Bat ky san pham khuéch dai
nao bi nhiém tir lan chay PCR trudc do déu duoc huy boi enzyme AmpErase [uracil-N-
glycosylase] chira trong hon hop PCR, khi gia nhiét trong chu trinh nhiét dau tién. Tuy nhién,
cac san pham khuéch dai moi duoc tao thanh khong bi huy do enzyme AmpErase bi bat hoat
ngay khi nhiét do trén 55°C.
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Thudc thir va vt liéu

Vit lidu dugc cung cap trong hop xét nghiém cobag® SARS-CoV-2 & Influenza A/B dugc
trinh bay ¢ Bang 1. Vat liéu can thiét, khong cung cap san dugc trinh bay ¢ Bang 2, Bang 3,
Bang 4, Bang 7, Bang 8 va Bang 9.

Vui long xem phan Thuéc thir va vat liéu va phan Yéu ciu vé than trong va thao tac dé
biet thong tin nguy co cho san pham.

Thudc thir va miu chirng cobas® SARS-CoV-2 & Influenza A/B

Tat ca cac thudc thir va mau chimg chwa mo nip nén duoc bao quan theo khuyén céo trong

Bang 1 dén Bang 4.

Bang 1 cobas® SARS-CoV-2 & Influenza A/B

(SCoV2-FIuA/B)
Bao quan ¢ 2-8°C

Hop cassette 384 xét nghiém (P/N 09233474190)

Thanh  phan  hdp | Thanh phan thuéc thir S6 lwgng cho méi
thuoc thir hop thuoc thi
384 xét nghiém
Dung dich Proteinase | Bém Tris, < 0.05% EDTA, calci chloride, calci acetate, | 38 mL
0 i

(PASE) 8% proteinase, glycerol ’ )

EUH210: Bang dir li¢u an toan hoa chat c6 san khi c6

yéu cau.

EUH208: Chira Subtilisin. C6 thé giy phan ung di tng.
Chang ngi RNA bém Tris, <0.05% EDTA, <0.001% cdu trac RNA | 38mL
(RNA IC) armored khong lién quan dén dich chira cac ving trinh

tu dac hiéu cho doan moi va doan do (RNA khong

nhiém trong thuc khuan thé MS2), <0.1% natri azide
Pém rira giai bém Tris, 0.2% methyl-4 hydroxybenzoate 38 mL
(EB)
Thuéc thi Master | Mangan acetate, kali hydroxide, < 0.1% natri azide 145 mL
Mix 1
(MMX-R1)
Thubéc thie SCoV2- | Bém Tricine, kali acetate, < 18% dimethyl sulfoxide, | 17.5 mL

FIuA/B Master Mix 2

(SCoV2-FIuA/B
MMX-R2)

glycerol, < 0.1% Tween 20, EDTA, < 0.12% dATP,
dCTP, dGTP, dUTP, < 0.01% cac doan mdi xudi va
moi nguoC SARS-CoV-2, Sarbecovirus, vi rat cam A
va vi rat cam B, < 0.01% cac doan mdi xudi va moi
nguwoc Chang noi, < 0.01% cac doan do
oligonucleotide danh dau huynh quang dic hiéu cho
SARS-CoV-2, Sarbecovirus, vi rut cam A, vi rat cum
B va Chung ndi RNA, < 0.01% oligonucleotide
aptamer, < 0.1% Z05D DNA polymerase, < 0.10%
enzyme AmpErase (uracil-N-glycosylase) (vi khuan), <
0.1% natri azide
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Bang 2 cobas® SARS-CoV-2 & Influenza A/B Control Kit
(SCoV2-FIuA/B (+)C)

Bao quan ¢ 2-8°C
(P/N 09233482190)

Thanh phan hap

Thanh phan thuéc thir

S6 lwgng cho mai

thuéc thir hop thudc thir
Mau chimg dwong | Pém Tris, < 0.05% natri azide, < 0.005% EDTA, < | 16 mL
SCoV2-FIuA/B 0.003% Poly rA, < 0.01% DNA plasmid khong lay (16 x 1 mL)
(SCOV2-FIUA/B nhiem (vi khuan) chtra trinh tw SARS-CoV-2, < 0.01%
(+)C) DNA plasmid khong lay nhiem (vi khuan) chua trinh ty
pan-Sarbecovirus 1, < 0.01% DNA plasmid khong lay
nhiem (vi khuan) chta trinh tw vi rat cam A, < 0.01%
DNA plasmid khéng lay nhiém (vi khuan) chia trinh tur
vi rut caim B
Bang 3 cobas® Buffer Negative Control Kit
(BUF (-) C)
Bao quan ¢ 2-8°C
(P/N 07002238190)
Thanh phan hp | Thanh phan thudc thir S6 lwong cho

thuéc thir

méi hop thudc
thir

M4au chimg am
cobas® Buffer
Negative Control

(BUF (1) ©)

bém Trjs, < 0.1% natri azide, EDTA, < 0.002% Poly rA
RNA (tong hop)

16 mL
(16 x 1 mL)
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Thuoc thir cobas omni dé chuan bi miu

Bang 4 Thudc thir cobas omni dé chuan bi mau*

Thuéc thir Thanh phan thuéc thir S6 lwong | Ky hi¢u an toan va canh bao**
cho mai
hop.
thuoc
thir
cobas omni | Hat thuy tinh tir tinh, dém | 480 xét | Khong ap dung
MGP Reagent | Tris, 0.1% methyl-4 | nghiém
0,
(MGP) hydroxybenzoate, <0.1%
natri azide
Bao quan ¢ 2-
8°C
(P/N
06997546190)
cobas omni | Bém Tris, 0.1% methyl-4 | 4x875 | Khong ap dung
Specimen hydroxybenzoate, <0.1% mL
Diluent natri azide
(SPEC DIL)
Bao quan ¢ 2-
8°C
(P/N
06997511190)
cobas omni | 43%  (w/w)  guanidine | 4 x 875
Lysis Reagent | thiocyanate***, 5% (w/v) mL
(LYS) polydocanol***, 2% (w/v)
. e .
Bao quin & 2- dlth!ot_hreltol ,  dihydro
8oC natri citrate NGUY HIEM o ’ -
H302 + H332: C6 hai néu nudt phai
(PIN hogc hit phai. 7
06997538190) H314: Co thé gdy bong nang va tbn
thuong mat.

H412: Boc hai véi sinh vat thay sinh
véi hau qua 1au dai.

EUH032: Tiép xuc voi acid giai phong
khi rat doc.

P261: Tranh hit bui/hoi khoéi/khi/suong
mu/hoi/bui phun.

P273: Tranh thai ra méi truong.

P280: Mang ging tay bao ho/ quan 4o
bao ho/ dung cu bao vé mat/ dung cu
bao vé mat.

P303 + P361 + P353: NEU TREN DA
(hodc toc): Coi bo ngay lap tic tat ca
quan 4o bi nhiém. Rua sach da bang
nudc.

P304 + P340 + P310: NEU HIT PHAL:
Chuyén nan nhan dén khu virc c6 khong
khi sach va gitr & tu thé thoai mai dé
thd. Ngay lap tic goi TRUNG TAM
CHONG DOC/ bic si.
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P305 + P351 + P338 + P310: NEU
VAO MAT: Rua can than bang nuéc
trong vai phut. G& kinh 4p trong, néu c6
va dé thuc hién. Tiép tuc raa. Ngay lap
tic goi TRUNG TAM CHONG BOC/
bac si.

593-84-0 Guanidinium thiocyanate
9002-92-0  Polidocanol ~ 3483-12-3
(R*,R*)-1,4-dimercaptobutane-2,3-diol

cobas omni
Wash Reagent
(WASH)

Bao quan ¢ 15—
30°C

(P/N
06997503190)

Natri citrate dihydrate, 0.1%
methyl-4 hydroxybenzoate

42L

Khéng ap dung

*Céc thude thir nay khong bao gom trong hop thudc thir cobas® SARS-CoV-2 & Influenza A/B. Xem
danh sach vat liéu yéu cau thém (Bang 7).

**¥Nhan an toan san pham chu yéu theo hudng dan cia GHS Chau Au

***Chat nguy hiém
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Yéu cau vé bao quan va xir ly thuoc thir

Thudc thir nén duoc bao quan va xir Iy nhu quy dinh trong Bang 5 va Bang 6.

Khi thudc thir khong dugc nap trén hé thdng cobas® 6800/8800, bao quan chung & nhiét do
tuong ung quy dinh trong Bang 5.

Bing 5 Bao quan thudc thir (khi thudc thir khong ¢ trén hé thong)

Thuébc thir Nhiét d§ bao quan
cobas® SARS-CoV-2 & Influenza A/B - 384 2-8°C

cobas® SARS-CoV-2 & Influenza A/B Control Kit 2-8°C

cobas® Buffer Negative Control Kit 2-8°C

cobas omni Lysis Reagent 2-8°C

cobas omni MGP Reagent 2-8°C

cobas omni Specimen Diluent 2-8°C

cobas omni Wash Reagent 15-30°C

Thudc thir duoc nap 1én hé théng cobas® 6800/8800 dugc bao quan & nhiét do thich hop va
han ding cua thudc thir dugc giam sat boi hg thong. Hé thong cobas® 6800/8800 chi cho
phép str dung thudc thu khi thoa tat ca cac diéu kién trong Bang 6. Hé thong tu dong ngan
chan viéc sir dung cac thudc thir qua han su dung. Bang 6 cho phép ngudi sir dung hiéu cac
diéu kién xu 1y thudce thir duoc tuan tha boi hé théng cobas® 6800/8800.

Bang 6 Diéu kién hét han sir dung cua thudc thtr duoc tuan thu boéi hé théng cobas®

6800/8800

Thuéc thir

Ngay hét han
caa hgp thuoc
thir

P 6n dinh hgp thude
thir da mé nap

S6 lwot chay ma
hop thuoc thir cé
the dwgrc sir dung

P 6n dinh trén may
(thai gian tich liy
trén may bén ngoai
ti lanh)

cobas® SARS-CoV-2 & | Han ding khong | 90 ngy ké tir ngay Téi da 40 lan | Tida 40 gio®
Influenza A/B - 384 qua dau tién sir dung? chay?

cobas® SARS-CoV-2 & | Han dung khong | Khong 4p dungP Khong ap dung Ti da 8 gio
Influenza A/B Control | qua

Kit

cobas® Buffer Negative | Han dung khong | Khong 4p dungP Khéng 4p dung Ti da 10 gio
Control Kit qua

cobas omni  Lysis | Han dung khong | 30 ngay ké tir khi tai Khong ap dung Khong ap dung
Reagent qua 1&én may*©

cobas  omni MGP | Han dung khong | 30 ngay ké tir khi tai Khéng ap dung Khéng ap dung
Reagent qua 1&én may*©

cobas omni Specimen | Han dung khong | 30 ngay ké tir khi tai Khoéng ap dung Khoéng ap dung
Diluent qua 1én may°®

cobas omni  Wash | Han dung khong | 30 ngay ké tir khi tai Khoéng ap dung Khoéng ap dung
Reagent qua 1én may°®

2 Hiéu ning chua duoc thiét 1ap cho thoi gian va chu ky st dung dwoc dé nghi, nhung duoc cin cir
trén cac thuoc thir twong tu da duoc st dung trén ctng hé thong.

b Thudc thir sir dung mot 1an

¢ Thoi gian duoc do ké tir lan dau tién tai thude thir 1én hé théng cobas® 6800/8800.
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Vit liéu yéu cau thém
Bang 7 Vit liéu va vat tu tiéu hao dugc s dung trén hé théng cobas® 6800/8800

Vit lidu P/N

cobas omni Processing Plate 05534917001

cobas omni Amplification Plate 05534941001

cobas omni Pipette Tips 05534925001

cobas omni Liquid Waste Container 07094388001

cobas omni Lysis Reagent 06997538190

cobas omni MGP Reagent 06997546190

cobas omni Specimen Diluent 06997511190

cobas omni Wash Reagent 06997503190

Solid Waste Bag va Solid Waste Container 07435967001 va 07094361001
hoac hoac

Solid Waste Bag With Insert va Kit Drawer 08030073001 va 08387281001
cobas omni Secondary Tubes 13x75 (tiy chon) 06438776001

cobas® PCR Media Tube Replacement Cap Kit 07958056190

cobas® PCR Media Disposable Tube Stand (Tuy chon) | 07958064190

MPA RACK 16 MM LIGHT GREEN 7001-7050™"" 03143449001

RD5 RACK — RD Standard rack 0001-0050 LR™™ 11902997001

* Céac gia MPA 16mm va RD5 chi can dé sir dung xét nghiém cobas® SARS-COV-2 & Influenza A/B
cho cac mau thir duoc lay trong dng cobas® PCR Media. Lién hé vin phong dai dién cua Roche tai
dia phuong dé biét danh sach dat hang chi tiét cho gia dung miu, gia dung cac dau hut co von cuc va
khay dung gia duoc chip nhan trén thiét bi.

** Gia MPA 16mm 13 gid dwoc uu tién st dung v6i cac mau thir duoc ldy trong dng cobas® PCR
Media. Néu gia RD5 duoc sir dung, dam bao rang thé tich chira trong cac 6ng mau khong it hon thé
tich mau dau vao tdi thiéu duoc khuyén céo. Do dém cao su & vi tri dudi day mdi dng nghiém nén cac
ong trén gid RDS s& cao hon. Vi vay khi s dung cac gia RDS, ¢6 thé xay ra viéc hé thong chap nhan
cac Ong c6 thé tich it hon thé tich mau dau vao téi thiéu va sau do gy ra cac 16i hut mau trong luot

chay.

Bang 8 Cac bd ldy mau c6 thé thay thé dé sir dung véi xét nghiém cobas® SARS-CoV-2 &
Influenza A/B

B¢ lay mau P/N

cobas® PCR Media Uni Swab Sample Kit 07958030190
cobas® PCR Media Dual Swab Sample Kit 07958021190
cobas® PCR Media 100 tube Kit 06466281190
cobas® Uni Swab 100 Kit 09205098190
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cobas® SARS-CoV-2 & Influenza A/B

Thiét bi va phan mém yéu cau

Phan mém cobas® 6800/8800 va bo phan tich cobas® SARS-CoV-2 & Influenza A/B phai
dugc cai dat trén may. Instrument Gateway (IG) server dugc cung cap cung vai hé thong.

Bang 9 Thiét bi

Thiét bi P/N

Hé thong cobas® 6800 (Hé thong co thé dif 05524245001 va 06379672001

Ha théng cobas® 6800 (Hé thdng cb dinh) 05524245001 va 06379664001

Hé thdng cobas® 8800 05412722001
Sample Supply Module 06301037001
Instrument Gateway 06349595001

Dé biét thém thong tin, vui 10ng xem Hudng dan van hanh hé thong cobas® 6800/8800.

Luu ¥: Lién hé van phong dai dién cia Roche tai dja phuong dé biét danh sach dit hang chi
tict cho gia dung mau, gia dung cac dau hat ¢ von cuc va khay dung gia dugc chap nhan
trén thiét bi.
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cobas® SARS-CoV-2 & Influenza A/B

Yeéu cau vé than trong va thao tac

Canh bao va thin trong

Nhu bt ky quy trinh xét nghiém nao, thyc hanh tét phong thi nghiém can thiét dé dam bao
hiéu nang xét nghiém. Do dd nhay cao cua xét nghiém nay, nén than trong gitr cho cac thuoc
thtr va hon hop khuech dai khong bi nhiem.

Dung trong chan doan in vitro.

Tat ca cac mau bénh pham nén duoc Xt Iy nhu vat liéu c6 nguy co lay nhiém, st dung
quy trinh thyc hanh t6t phong thi nghiém nhu cac quy trinh dwoc néu trong An toan
sinh hoc trong Phong thi nghiém Vi sinh va Y sinh va trong Tai liéu CLSI M29-A4.12
Chi c6 nhan vién thanh thao trong viéc xir ly vat liéu lay nhiém va sir dung xét
nghiém cobas® SARS-CoV-2 & Influenza A/B va hé thdng cobas® 6800/8800 méi
thuc hién quy trinh nay.

Tat ca vat lidu c6 ngudn goc tir ngudi nén duge xem 13 ¢6 kha niang 1ay nhiém va nén
dugc xtr 1y véi cac than trong chung. Néu xay ra tran d6, khir tring ngay véi dung
dich 0.5% natri hypochlorite méi pha trong nuéc cat hoic nuéc khir ion (pha lodng
dung dich tay rira gia dung 1:10) hoic theo quy trinh thich hop tai chd.

Khuyén cao sir dung cac pipet vo tring dung mot lan va nhitng dau pipet khong co
nuclease. Chi sur dung cac vat tu tiéu hao dugc cung cap hoac yéu cau rd dé dam bao
hiéu nang xét nghiém toi vu.

Bang dit liéu an toan hoa chat (SDS) ¢6 sin khi ¢6 yéu cau, lién hé vin phong dai dién
Roche tai dia phuong.

Tuan tha chit ché cac quy trinh va hudng dan duoc cung cip dé dam bao xét nghiém
dugc thuc hién mot cach chinh xac. Bat ky sai 1éch nao so véi quy trinh va hudng dan
c6 thé anh hudng dén hiéu nang xét nghiém toi uu.

C6 thé xay ra két qua duong tinh gia néu khong kiém soat nhidm chéo mau thich hop
trong qua trinh thao tac va xu 1y mau.

Sir dung thudc thir

Thao tac voi tat ca thudc tha, mau chung, va miu thir theo nguyén tic thuc hanh tot
phong thi nghiém nham tranh nhiém chéo gitra mau thur hoac mau ching.

Trude khi sir dung, kiém tra cam quan mdi hop cassette thudc thir, chat pha lodng,
thuoc thur ly giai, va dung dich rira dé dam bao khong ¢6 dau hi¢u ro ri. Neu co bat ky
dau hiéu ro ri nao, khong str dung vat liéu d6 dé xét nghiém.

cobas omni Lysis Reagent chira guanidine thiocyanate, mot chat hoa hoc ¢6 kha ning
gay hai. Tranh d€ nhirng thuoc thur ti€p xuc véi da, mat hodc niém mac. Néu c6 sy €6
xay ra, ria ngay lap tirc véi that nhiéu nudc; néu khong, co thé gay bong.

Hop thudc thir xét nghiém cobas® SARS-CoV-2 & Influenza A/B, cobas® SARS-
CoV-2 Influenza A/B Control kit, cobas® Buffer Negative Control kit, cobas omni
MGP Reagent, va cobas omni Specimen Diluent chira natri azide lam chét bao quan.
Tranh dé nhiing thudc thir tiép xtc v6i da, mat hoac niém mac. Néu co sy ¢b xay ra,
rira ngay 1ap tac véi that nhiéu nudc; néu khong, c6 thé gay bong. Néu cac thudc thir
nay bi tran, pha lodng v6i nudce trude khi lau kho.
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cobas® SARS-CoV-2 & Influenza A/B

Khong dugc cho cobas omni Lysis Reagent, chira guanidine thiocyanate, tiép xuc \Y
dung dich natri hypochlorite (dung dich tay rira). Hon hop nay c6 thé tao ra khi rat
doc.

Vit bo tat ca cac vat lidu da tiép xuc voi cac mau va thude thir theo quy dinh cua québc
gia, nha nudc, va dia phuong.

Thuc hanh t6t phong thi nghiém

Khéng duoc hut pipet bang miéng.
Khéng duoc dn, udng, hoic hat thudce trong khu vuc 1am viée duoc chi dinh.

Mang giang tay dung cho phong thi nghiém, mac ao khoac dung cho phong thi
nghiém, va mang kinh bao vé mat khi thao tac véi mau thir va thudc thir. Phai thay ddi
ging tay gita nhiing lan 1am viéc véi mau va hop thude thir xét nghiém cobas®
SARS-CoV-2 & Influenza A/B, cobas® SARS-CoV-2 & Influenza A/B Control kit,
cobas® Buffer Negative Control kit va cac thudc thir cobas omni dé tranh nhiém.
Tranh lam dinh vao ging tay khi thao tac trén mau thir va mau chang.

Rura tay ki sau khi thao téc trén mau thir va bo thude thir, va sau khi thao ging tay.

Rura ki va tay trung tat ca cac bé mat tai khu vuc lam viée trong phong thi nghiém véi
dung dich natri hypochlorite 0.5% mdi pha trong nudc cat hodc nugc khu ion (pha
loang dung dich tay rua gia dung 1:10). Sau d6 lau bé mat vai ethanol 70%.

Néu tran do trén thiét b cobas® 6800/8800, 1am theo huéng dén trong Hudng dan van
hanh Hé thong cobas® 6800/8800 dé vé sinh va khir nhiém bé mat thiet bi ding cach.

Lay mau, van chuyén, va bao quian mau

Luwu y: Thao tac trén tit ca cac miu xét nghiém va mau ching nhw 13 mau bénh pham
c6 kha nang lay nhiém.

Lay mau

Bang 10 tom tit cac dung cu lay mau co thé duoc sir dung cung véi loai mau cy thé.

Bang 10 Tong quan vé dung cu ldy mau va loai mau

Dung cu ldy mau Mau ldy tir miii Mau Iy tir miii
hong

Copan Universal Transport Media (UTM-RT®) v v

BD™ Universal Viral Transport (UVT) v v

Nudc mubi sinh 1y 0.9% v
cobas® PCR Media Uni Swab Sample Kit v
cobas® PCR Media Dual Swab Sample Kit v
(;Ob;is® PCR Media Kit (va PCR Media Kit 100 v

ong

LAy mau tir miii va miii hong tudn theo k¥ thuat iy mau chuan bang cach sir dung que
phét dau phu soi hodc dau polyester va ngay 1ap tac nhing vao trong 3 mL Copan
Universal Transport Medium (UTM-RT®) hoic BD™ Universal Viral Transport
(UVT) hoac twong duong.
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e Lay miu tr miii tudn theo ky thuat lay mau chuan béng cach sir dung que phét du
phu sgi hodc dau polyester va ngay 1ap tirc nhung vao trong ong cobas® PCR Media

cua cobas® PCR Media Kit (P/N 06466281190).

e LAy miu tir mii bing cach sir dung cobas® PCR Media Uni Swab Sample Kit (P/N
07958030190) hoac cobas® PCR Media Dual Swab Sample Kit (P/N 07958021190)

tuan theo hudng dan bén dudi.

LAy miu phét dich miii (tir 16 miii) - nhan vién y té 1ay miu hoic bénh nhin tu

lay mau tai cho

CANH BAO: KHONG LAM UOT QUE LAY MAU TRONG cobas® PCR MEDIA

TRUOC KHI LAY MAU!

cobas” PCR Me

odia a
Uni Swab Sampie Packet /i/“
15°C

Ong cobas® PCR Media
Que phét quin soi: A

cobas® PCR Media Uni Swab Sample kit bao gém:

HOAC

cobas’ PCR o~
Du lSwnIS |-l e Packe /i/
15°C

|
i
4 g

a!l
¥

Ii
H
d
i
o
:

cobas® PCR Media Dual Swab Sample kit bao gom:

Ong cobas® PCR Media
Que phét quan soi: A
Que phét phu soi: B

KHONG LAM UOT QUE LAY MAU TRONG cobas® PCR MEDIA TRUOC KHI LAY MAU!

1. LAY MAU Cam que phét quan soi (Que phet A) hoic que phét phu soi (Que phet B) véi duong ké
danh ddu nim phia trén ban tay. Pua que phet vao sau 1-2 cm mét trong hai 16 mili. Xoay que phét
quanh niém mac mii trong khoang 3 gidy va ldy ra. Lap lai véi 16 mii con lai véi cing mot que phét.
Khéng dé que phét cham vao bé mit khac trude khi dat vao dng dung mau.
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cobas® SARS-CoV-2 & Influenza A/B

3 4

&

—

2. CANH THANG: M& nip éng cobas® | 3. BE QUE LAY |4 DONG NAP: bay
PCR Media va ha thip que ldy mau va MAU: Can than bay | chit nap ong cobas®
dua vao 6ng dén khi duong ké thiy duoc que phét dya vao |PCR Media. Mau da
trén que 14y mau ngang véi miéng éng. mép ong dé bé gdy |san sang dé van

thin que tai dwong | chuyén. Bo phan trén
ké. cua que phét.

Lay mau tr mili tuan theo k¥ thuat iy mau chuan bing cach st dung que phét dau
pht soi hodac dau polyester va ngay 1ap tirc nhung vao trong 3 mL nudc mudi sinh 1y
0.9%.

Van chuyén va bio quan

Van chuyén cac mau thir phai tuan theo tat ca cac quy dinh hién hanh vé van chuyén
cac tac nhan c6 kha nang gay bénh.
Mau thir duoc ldy trong UTM-RT®,
o Sau khi lay mau, mau thir co thé duoc béo quan dén 48 giv ¢ 2-25°C, sau do
tiép tuc bao quan dén 3 ngay ¢ 2-8°C.
Mau thir duoc lay trong cobas® PCR Medlia,
o Sau khi lay mau, mau thir co thé duoc béo quan dén 24 giv ¢ 2-25°C, sau do
tiép tuc bao quan dén 3 ngay ¢ 2-8°C.
Mau thir dugc lay trong nuéc mudi sinh 1y 0.9%,
o Sau khi lay mau, mau thir co thé duoc béo quan dén 48 giv ¢ 2-25°C, sau do
tiep tuc bao quan dén 3 ngay ¢ 2-8°C.
Néu qué trinh van Chuyén va xtr Iy mau thir kéo dai hon thoi gian da chi dinh, mau
thr phai dugc van chuyeén trong da kho va dong lanh mét lan ¢ phong xét nghiém ¢ -
70°C hoac thap hon.
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cobas® SARS-CoV-2 & Influenza A/B

Huwéng din sir dung

Luu y quy trinh

e Khong sir dung thubc thir xét nghiém cobas® SARS-CoV-2 & Influenza A/B, cobas®
SARS-CoV-2 & Influenza A/B Control Kit, cobas® Buffer Negative Control Kit,
hoac thuoc thir cobas omni sau ngay hét han su dung.

e Khong str dung lai vat tu tiéu hao. Chung chi duoc st dung mot lan.

e Dam bao thiy duoc nhin mi vach cua miu trén ng qua khe hg ¢ Mt bén cua gia
mau. Tham khao Hudng dan van hanh h¢ thong cobas® 6800/8800 vé tiéu chuan ma
vach dung va thong tin thém vé nap cac dng mau.

e Tham khao Huéng dan van hanh h¢ thong cobas® 6800/8800 dé bao tri thiét bi thich
hop.

Chay xét nghiém cobas® SARS-CoV-2 & Influenza A/B

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B c6 thé dugc chay véi thé tich mau toi
thiéu 12 0.6 mL trong dng thir cip cobas omni secondary tube dbi voi cac mau duoc lay trong
dung cu ldy mau Copan Universal Transport Medium (UTM-RT®), BD™ Universal Viral
Transport (UVT), cobas® PCR Media hozc nuéc mudi sinh 1y 0.9%. Cac mau duoc lay bang
cach str dung cobas® PCR Media Uni Swab Sample Kit hoic cobas® PCR Media Dual Swab
Sample Kit c6 thé duoc chay trong 6ng ldy mau so cip vai thé tich mau tdi thiéu can 1a 1.0
mL.

Cac miu dwoc lay trong cobas® PCR Media, nwéc mudi sinh 1y 0.9%, UTM-RT®
hoac UVT

Cac mau dugc lay trong dung cu ldy mau Copan Universal Transport Medium (UTM-RT®),
BD™ Universal Viral Transport (UVT), cobas® PCR Media hoic nuéc mubi sinh 1y 0.9%
phai duoc chuyén vao dng thi cap cobas omni Secondary tube truge khi xir 1y trén hé théng
cobas® 6800/8800. Cac mau dugc chuyén vao dng cobas omni Secondary tube phai dugc xir
1y bang cach st dung lra chon loai mau ‘VTM’ trong giao dién nguoi st dung (Ul) caa xét
nghiém cobas® SARS-CoV-2 & Influenza A/B nhu mé ta trong Bang 11.

Than treng khi chuyén mdu the tie 6ng ldy méu so cip vao ong thie cdp.
Sir dung pipet véi dau hit chéng phun hodc dau hit kiéu piston dé xir Iy mau.
Luén sir dung dau pipet mégi cho méi mdu thaz.

Pdam bdo mdu thie cin bang dén nhiét dé phong trwéc khi chuyén vae ong cobas omni
Secondary Tube.

Thuc hién cac bude dudi day dé chuyén mau bénh pham tir dng lay mau so cip vao mot dng
cobas omni Secondary Tube:

e Thao nap vin dng ldy mau so cap.
e M0 nip va nhac que phét dé c6 thé dua pipet vao trong dng mau.
e Chuyén 0.6 mL vao ng thir cap dan ma vach da chuan bi.

e Chuyén dng thu cip vao gia. Pay nap ng ldy méu so cap.
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Cac miu dwoc ldy bang cach sit dung cobas® PCR Media Uni hoiic Dual Swab
Sample Kit

Céc mau duoc lay bang cach st dung cobas® PCR Media Uni Swab Sample Kit hodc cobas®
PCR Media Dual Swab Sample Kit phai dugc mé nap va c6 thé dugc nap truc tlep Ién gia dé
xt 1y trén hé théng Cobas® 6800/8800. Khong can thiét chuyén vao 6ng thir cap. Cac ng
cobas® PCR Media gan trén gia MPA RACK 16 MM LIGHT GREEN 7001-7050 (P/N
03143449001) va co thé duoc xu 1y v6i que phét con trong éng. Cac miu duoc liy bang cach
sir dung cobas® PCR Media Uni Swab Sample Kit hoic cobas® PCR Media Dual Swab
Sample Kit phai duogc xt ly béng cach str dung lya chon loai mau ‘cobas® PCR Media swab’
trong giao dién nguoi str dung (Ul) cua xét nghiém cobas® SARS-CoV-2 & Influenza A/B
nhu mo6 ta trong Bang 11.

Khi Iéy mﬁu phét dung cach, mau chi c6 mot que mau voi thanh que dugc bé gay tai vi tri da
danh dau sin. Que mau duoc bé gdy phia trén vi tri danh du s& dai hon binh thuong va co
thé bi ép cong khi cho vira vao ong CObaS® PCR Media. Diéu nay c6 thé gay trd ngai cho hé
thong hiit mau, co thé gay ra mat mau thu, két qua xét nghiém va/hodc hu hong bo phén co
hoc ciia may. Trong truong hop que mau co thanh que bi bé gy khong dung cach, 1ay que
phét ra trudc khi xir Iy mau trén hé théng cobas® 6800/8800. Than trong khi loai bo que mau;
tranh ban dung dich hoac cham que phét vao cac bé mat khac dé tranh gdy nhidm.

Nhing ong cobas® PCR Media so cap chtra mau phét khi dua dén khong c6 que phét hay co
hai que phét do khong 1ay mau ding cach theo hudéng dan sir dung cua bo ldy mau twong tng
khong nén dugc xét nghiém. Néu mau chira hai que phet trong 6ng cobas® PCR Media so
cap phai duoc xét nghiém, chuyén 0.6 mL vao dng thir cap dan ma vach di chuan bi.

Thinh thoang, mau phét nhan vao c6 chita qua nhiéu chat nhay nén co6 thé gay ra mot s 15i
khi hat mau (vi du nhu méu c6 vén cuc hoic can tré khac) trén hé théng cobas® 6800/8800.
Trude khi xét nghiém lai mau c6 von cuc trong qua trinh xir 1y ban dau, liy va bo que phét,
sau d6 day nap va tron xody méu trong 30 gidy dé phan tan déu cac chat nhay. Mau phét co
thé duoc xur 1y hai lan trén hé thong cobas® 6800/8800 trong khi que mau & trong 6ng lay
mau. Néu can xét nghiém thém hay néu xét nghiém lan dau that bai do 16i hut miu (vi du nhu
méu c6 von cuc hoic can tro khac), nén loai bo que phét va dich long con lai phai cé thé tich
téi thiéu 1.0 mL.

Bang 11 Lya chon loai mau trong giao dién ngudi st dung cua xét nghiém cobas® SARS-
CoV-2 & Influenza A/B

Thé tich t6i thiéu (mL)

Bd ldy miu/Loai chat nén i Xir 1y theo Loai mau
Ong xir ly

Copan Universal Transport Medium 0.6 mL

BD™ Uni’Versal Viral Transport cobas omni Secondary VTM

Nud6c muoi sinh 1y 0.9% tube

cobas® PCR Media Kit

cobas® PCR Media Uni hoic Dual | 1.0mL cobas® PCR media swab

Swab Sample Kit Ong so cap

Quy trinh xét nghiém dugec mo ta chi tiét trong Hudng din van hanh hé thdng cobas®
6800/8800. Hinh 1 dudi day tom tat quy trinh xét nghiém.
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Hinh 1 Quy trinh xét nghiém cobas® SARS-CoV-2 & Influenza A/B

Lap Iénh

2

Thém thudc thir va vt tur tiéu hao theo yéu cau cua hé thong:
e Thém chét rira, thudc thir ly giai va dung dich pha lodng

e Thém cac dia xtr 1y va cac dia khuéch dai

e Thém hat thay tinh tir tinh

e Thém thudc thir xét nghiém dac higu

e Thém hop cassette mau chirng

e Thém gia dung dau hut

e Thay gia dung cac dau hat c6 von cuc

Bt dau chay xét nghiém bang cach chon niit Bat dau thu cong trén giao dién ngudi st

dung hoic d&é may tu dong bat dau sau 120 phat hoac khi mé xét nghiém da c6 du mau.

Kiém tra va xuat két qua

5

Léy,thuéc thir va vat tu tiéu hao ra:

e Lay cac dia khuéch dai ra khoi modun phan tich
e LAy cac hop cassette mau chung d hét ra

e D6 bo chat thai ran

« D6 bo chit thai long
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Keét qua

He thdng Cob§3® 6800/8800 tu dong phat hién SARS-CoV-2, cim A va cum B, cho tung
mau thtr va mau chimg duoc chay, hién th; cac lgét qua muc tiéu riéng 1¢ cho mau thur ciing
nhu tinh hop 1€ cua xét nghiém va két qua tong thé cho mau chang.

Kiém tra chit lwrgng va tinh hop 1€ ciia két qua

e Mot mau chimg dm cobas® Buffer Negative Control [(-) Ctrl] va mot mau ching
duong (SCoV2-FIluA/B (+) C) dugc Xt Iy trong moi mé xét nghiém.

e Trong phin mém cobas® 6800/8800 va/hodic béo cdo, kiém tra cd higu va cac két qua
lién quan dé dam bao tinh hop 1€ cia mé.

e Tit ca co hiéu dugc mé ta trong Hudng dan vin hanh cia hé thdng cobas®
6800/8800.

e Mg xét nghiém hop 1é néu khong xuét hién cd hiéu cho bat ky mau chiang nao. Néu
mé xét nghiém khong hop 1€, 1ap lai xét nghiém ctia toan bd mé.

Tham dinh két qua dwoc thuc hién tw dong boi phan mém cobas® 6800/8800 dua trén hiéu
nang cua mau chirng am tinh va duong tinh.
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Bién luin két qua
Xét nghiém cobas® SARS-CoV-2 & Influenza A/B véi Phan mém hé thdng phién
béan 1.2

Céc vi du hién thi cho xét nghiém cobas® SARS-CoV-2 & Influenza A/B véi Phan mém hg
thong phién ban 1.2 duoc trinh bay & Hinh 2.

Hinh 2 Vi du cac két qua cobas® SARS-CoV-2 & Influenza A/B hién thi cho Phan mém hé

thong phién ban 1.2

o Am tinh Am tinh
SCOXOZO' F'EA/ B Mau_01 Co VIM  Amtinh \‘/AllnFtllEi véi voi
K N SCov2 = PanSarb
SCoV2-FIuA/B X . Khong Khoéng Khoéng Khong
400 L Mau_02 Khéng = Y40T VTM hop 16 hop Ié hop Ié hop Ié
Duong Am tinh Am tinh
SCOXOZO' F'EA/ B Mau_03 o VTM Dt‘f"'l‘l‘g tinh véi V6i V6i
H n FIUA SCoV2 PanSarb
A . Duong Duong
SCOXOZO F'EA/ B M3u_04 Cé VTM Dt‘f"':g \ﬁ:ﬁ:ﬁi tinhvéi | tinh véi
K n SCov2  PanSarb
SCoV2-FIUA/B . ) Duwong  Amtinh mtnh Amitinh
400 UL Mau_05 Co VTM tinh Vi FIUA Vi Vi
H SCov2  PanSarb
A . Am tinh Duong
SCO;/OZO' F'EA/ B Mau_06 Cé VTM Dtl.'mll:g \2‘:1;:32 V6 tinh v6i
K " SCov2  PanSarb
. Duong . .
SCoV2-FluA/B Mau_07 Khéng COIH2  VTM Khong 0 hvei | <hong Khong
400 pL hop I¢ hop 1€ hop 1€
FIuA
. N Duong .
SCOXOZO' F'EA/ B Mau_08 Khéng COIH1  VTM I;h‘“lﬂg E:OT:’ Faih e I;L‘O‘:f
0 oplé op ¢ e op ¢
) Chung . . R .
SCOV2-FIUA/B = C161420284090428828404  Co 0 Hop I8 Hoplé  Hoplé Hop 18
SCoV2-
SCOV2-FIUA/B  C161420284093009580264  Co FIUAB  Hop & Hoplé  Hoplé Hop &
+HC

* Cac cot “Hop 18” va “Két qua tong thé” khong ap dung cho cac két qua mau thir cua xét
nghiém cobas® SARS-CoV-2 & Influenza A/B. Cac gia tri dugc bdo cdo trong cac cot nay
khong ap dung va khong anh huéng dén tinh hop Ié ciia két qua dugc bao cdo trong cac cot
Két qua dich riéng 1¢. Vui long xem Bang 12, bién luan két qua xét nghiém cobas® SARS-
CoV-2 & Influenza A/B, dé biét cac hudng dan riéng vé bién luan két qua xét nghiém.
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cobas® SARS-CoV-2 & Influenza A/B

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B véi Phan mém hé théng phién
ban 1.3 hoac cao hon

Céc vi du hién thi cho xét nghiém cobas® SARS-CoV-2 & Influenza A/B véi Phan mém hg
thong phién ban 1.3 hoac cao hon dugc trinh bay ¢ Hinh 3.

Hinh 3 Vi du cac két qua cobas® SARS-CoV-2 & Influenza A/B hién thi cho Phan mém hé
thong phién ban 1.3 hoac cao hon

Am tinh Am tinh

SCO;/OZO' F'EA/B Mau_01 NA VTM NA \‘:;?1;:32 V6 v6i
# SCoV2  PanSarb
SCoV2-FIuA/B & Khéng Khéng Khong
400 4L Mau_02 NA  Y40T  VIM NA e "
Duong Am tinh Am tinh
SCOXOZO' F'EA/ B Mau_03 NA VTM NA tinh v6i Vo Voi
# FIUA SCov2 | PanSarb
A . Duong Duong
SCOXOZO F'EA/ B Mau_04 NA VTM NA \2‘?;;32 tinhvéi  tinh véi
H SCov2  PanSarb
s Am tinh Am tinh
5002/020- F'EA/ B Mau_05 NA VTM NA \2‘?;;32 V6 v6i
" SCov2  PanSarb
A m Am tinh Duong
SCO;/OZO' F'EA/ B Mau_06 NA VTM NA \j“lnFtllzi V6 tinh v6i
K N SCoV2 PanSarb
Duong R N
SCoV2-FluA/B Mau_07 NA  COlH2 VTM NA tinhvei nong Khong
400 pL - hop 1& hop 1€
FluA
. Duong .
5001/020- F'EA/ B Mau_08 NA COIHL VTM NA E:OT:’ tinh v6i I;i‘o‘:f
m I op 1¢
) Chitng N R . R
SCOV2-FIUA/B | C161420284090428828404  C6 0 Hoplé  Hople  Hoplé Hop I8
SCov2-
SCOV2-FIUA/B  C161420284093009580264  C6 FIUA'B  Hoplé  Hople  Hople Hop I&
+HC

* Cac cot “Hop 18” va “Két qua tong thé” khong ap dung cho cac két qua mau thir caa xét
nghiém cobas® SARS-CoV-2 & Influenza A/B. Cac gia tri dugc bdo cdo trong cac cOt nay
khong ap dung va khong anh huong dén tinh hop 16 cia két qua dugc bao cdo trong cac cot
Két qua dich riéng 1é. Vui long xem Bang 12, bién luan két qua xét nghiém cobas® SARS-
CoV-2 & Influenza A/B, dé biét cac hudng dan riéng vé bién luan két qua xét nghiém.
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cobas® SARS-CoV-2 & Influenza A/B

Bién luin két qua

Bién luan két qua sau day duoc ap dung cho ca phan mém cobas® 6800/8800 phién ban 1.2
va cobas® 6800/8800 phién ban 1.3 va cao hon.

DAi v6i mot mé xét nghiém hop 18, kiém tra teng mau thir riéng 1¢ vé co higu trong phan
mém cobas® 6800/8800 va/hodc bdo cdo. Bién luan két qua nén duoc thuc hién nhu sau:

Mot mé xét nghiém hop 18 c6 thé bao gdm két qua mau hop 18 va khong hop 1€.

8” va “Két qua tong thé” khong ap dung cho cac két qua miu thir
ctia xét nghiém cobas® SARS-CoV-2 & Influenza A/B. Cac gia tri dwoc bao cio
trong cac cot nay khong ap dung va khong anh hwéng dén tinh hop 1é caa két
qua dwge bao cao trong cac cdt Két qua dich riéng 1é.

Cac cot “Hop 1&”

Cac két qua khong hop 1é cho mét hoic nhiéu két hop dich c6 thé xay ra va dugc bao
céo dac hiéu cho mdi dich. Néu c6 bat ky két qua dich riéng 1é nao khong hop 16 thi
khong thé x4c dinh dugc dich riéng 1é d6 c6 hién dién hay khong.

Cac két qua dich ban dau hop 1é khac c6 thé dugc bién luan theo mo ta trong bang.
Két qua va bién luan twong Gng cho viéc phat hién SARS-CoV-2 & Cim A/B dugc
trinh bay dudi day (Bang 12).

Bang 12 Bién luan két qua xét nghiém cobas® SARS-CoV-2 & Influenza A/B

Gia tri dich | Gia tri dich | Gia tri dich 3 | Gia tri dich Bién luan
1 2 4
Pan-
Cim A | SARS-CoV-2| Sarbecovirus Cum B

Am tinh Am tinh Am tinh Am tinh Khong phat hién RNA dich

Am tinh Am tinh Am tinh Duong tinh | Phat hién RNA ctia vi rit Ciim B

Duong tinh | Am tinh Am tinh Am tinh Phét hién RNA caa vi rit Ciim A

Duong tinh | Am tinh Am tinh Duong tinh Phat hién RNA cua vi rat Cim A va Cim B
Duong tinh gia dinh cho RNA cia SARS-CoV-2. Mot két
qua 4m tinh voi SARS-CoV-2 va mot két qua dwong tinh
Vi pan-Sarbecovirus 14 ggi ¥ cho 1) mét mau thir & ndng do
gan hoic thip hon giGi han phat hién cia xét nghiém, 2) mot
dot bién trong ving dich cia SARS-CoV-2 & vi tri gian két
oligo, 3) nhiém véi cac Sarbecovirus khac (nhu SARS-CoV

Am tinh Am tinh Duong tinh Am tinh hogc cac Sarbecovirus khéc trude day chwa biét 1a 1y nhiém
sang ngudi), hodc 4) cac yéu tb khac.
Déi voi mau thir o két qua 12 Duong tinh gia dinh, c6 thé
thuc hién thém xét nghiém khing dinh, néu diéu dé 1a can
thiét dé phan biét gitta SARS-CoV-2 va SARS-CoV-1 hoic
céc Sarbecovirus khac hién tai chua biét 1a lay nhidm sang
ngudi, cho myc dich dich t& hoc hogc theo ddi 1am sang.
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cobas® SARS-CoV-2 & Influenza A/B

Gia tri dich
1
Cam A

Gia tri dich
2
SARS-CoV-2

Gia tri dich 3
Pan-
Sarbecovirus

Gia tri dich
4
CamB

Bién luan

Am tinh

Am tinh

Duong tinh

Duong tinh

Duong tinh gia dinh cho RNA cua SARS-CoV-2 va Phat
hién RNA ciia vi rit Cam B. Mot két qua am tinh voi
SARS-CoV-2 va mdt két qua dwong tinh véi pan-
Sarbecovirus 14 goi ¥ cho 1) mét miu thir & ndng do gan
hozc thap hon giGi han phat hién cua xét nghiém, 2) mot dot
bién trong ving dich cia SARS-CoV-2 & vi tri gin két oligo,
3) nhiém véi cac Sarbecovirus khac (nhu SARS-CoV hoic
céc Sarbecovirus khac trude day chua biét 1a lay nhidm sang
ngudi), hodc 4) cac yéu td khac.

D4i voi mau thir c6 két qua 1a Duong tinh gia dinh, co thé
thuc hién thém xét nghiém khing dinh, néu diéu do 1a can
thiét dé phan biét gitta SARS-CoV-2 va SARS-CoV-1 hoic
céc Sarbecovirus khac hién tai chua biét 1a lay nhidm sang
ngudi, cho muc dich dich té hoc hogc theo ddi 1am sang.

Duong tinh

Am tinh

Duong tinh

Am tinh

Phat hién RNA cuta vi rat Cam A va Duong tinh gia dinh
cho RNA cia SARS-CoV-2. Mot két qua 4m tinh voi
SARS-CoV-2 va mdt két qua dwong tinh voi pan-
Sarbecovirus 14 goi ¥ cho 1) mét miu thir & ndng do gan
hozc thap hon giGi han phat hién cua xét nghiém, 2) mot dot
bién trong ving dich cia SARS-CoV-2 ¢ vi tri gin két oligo,
3) nhiém véi cac Sarbecovirus khac (nhu SARS-CoV hoic
céc Sarbecovirus khac trude day chua biét 1a lay nhidm sang
ngudi), hodc 4) cac yéu td khac.

Dbi v6i miu thir co két qua 1a Duong tinh gia dinh, co thé
thuc hién thém xét nghiém khing dinh, néu diéu d6 1a can
thiét dé phan biét gitta SARS-CoV-2 va SARS-CoV-1 hoic
cac Sarbecovirus khac hién tai chua biét 1a lay nhiém sang
ngudi, cho muc dich dich té hoc hogc theo ddi 1am sang.

Duong tinh

Am tinh

Duong tinh

Duong tinh

Phat hién RNA cuaa vi rat Cam A, Duong tinh gia dinh cho
RNA ctia SARS-CoV-2, va Phat hién RNA cta vi rat Cam
B. Mot két qua am tinh véi SARS-CoV-2 va mot két qua
duong tinh véi pan-Sarbecovirus 1a goi ¥ cho 1) mét mau
thir & ndng do gan hoic thip hon gi6i han phat hién cua xét
nghiém, 2) mot dot bién trong vang dich cua SARS-CoV-2
& vi tri gén két oligo, 3) nhim vai cac Sarbecovirus khac
(nhu SARS-CoV hodc cic Sarbecovirus khac trudc day
chua bidt 14 14y nhidm sang ngudi), hodc 4) cac yéu td khac.

Dbi vai miu thir co két qua 1a Duong tinh gia dinh, co thé
thuc hién thém xét nghiém khing dinh, néu diéu dé 1a can
thiét dé phan biét gitta SARS-CoV-2 va SARS-CoV-1 hoic
céc Sarbecovirus khac hién tai chua biét 1a lay nhidm sang
ngudi, cho muc dich dich té hoc hogc theo ddi 1am sang.

Am tinh

Duong tinh

Am tinh

Am tinh

Phat hién RNA cia SARS-CoV-2. Mot két qua duong tinh
v6i SARS-CoV-2 va mot két qua am tinh véi pan-
Sarbecovirus 13 goi ¥ cho 1) mét miu thir & ndng do gan
hozc thip hon giGi han phat hién cta xét nghiém, 2) mot dot
bién trong ving dich cua pan-Sarbecovirus, hoic 3) cac yéu
t6 khac.
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cobas® SARS-CoV-2 & Influenza A/B

Gia tri dich
1
Cam A

Gia tri dich
2
SARS-CoV-2

Gia tri dich 3
Pan-
Sarbecovirus

Gia tri dich
4
CamB

Bién luan

Am tinh

Duong tinh

Am tinh

Duong tinh

Phat hién RNA cia SARS-CoV-2 va RNA cua vi rat Cum
B. Mot két qua dwong tinh voi SARS-CoV-2 va mot két qua
am tinh véi pan-Sarbecovirus 14 goi y cho 1) mét mau thir &
ndng d6 gan hoic thdp hon gidi han phat hién cua xét
nghiém, 2) mot dot bién trong vung dich cua pan-
Sarbecovirus, hoic 3) cac yéu t6 khac.

Duong tinh

Duong tinh

Am tinh

Am tinh

Phat hi¢n RNA cuta vi rat Cum A va RNA cua SARS-CoV-
2. Mot két qua duong tinh véi SARS-CoV-2 va mot két qua
am tinh véi pan-Sarbecovirus 14 goi ¥ cho 1) mét mau thir &
ndng d6 gan hoic thap hon gidi han phat hién cua xét
nghiém, 2) mot dot bién trong vung dich cua pan-
Sarbecovirus, hoic 3) cac yéu t6 khac.

Duong tinh

Duong tinh

Am tinh

Duong tinh

Phat hién RNA cua vi rat Cim A, RNA cita SARS-CoV-2,
va RNA cuoa vi rit Cam B. Mot két qua dwong tinh Vi
SARS-CoV-2 va mot két qua am tinh vai pan-Sarbecovirus
1a goi y cho 1) mét mau thir & ndng do gan hoic thip hon
gigi han phat hién cia xét nghiém, 2) mot dot bién trong
ving dich ciia pan-Sarbecovirus, hoic 3) cac yéu té khac.

Am tinh

Duong tinh

Duong tinh

Am tinh

Phat hién RNA cua SARS-CoV-2

Am tinh

Duong tinh

Duong tinh

Duong tinh

Phat hién RNA ctia SARS-CoV-2 va RNA cua vi rat Cim B

Duong tinh

Duong tinh

Duong tinh

Am tinh

Phat hién RNA cua vi rit Cum A va RNA cta SARS-CoV-2

Duong tinh

Duong tinh

Duong tinh

Duong tinh

Phat hién RNA cua vi rat Ciim A, RNA cia SARS-CoV-2,
va RNA cua vi rat Caim B

Néu co bat ky két qua dich riéng 1¢ nao khong hop 18 thi khong thé xac dinh dugc dich riéng
Ié d6 c6 hién dién hay khong. Cac két qua dich ban dau hop 1¢ khac co thé dugc bién luan

theo mo ta trong bang.
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cobas® SARS-CoV-2 & Influenza A/B

Cic giéi han vé quy trinh

Xét nghiém cobas® SARS-CoV-2 & Influenza A/B chi duoc danh gia dé sir dung két
hop véi cobas® SARS-CoV-2 & Influenza A/B Control Kit, cobas® Buffer Negative
Control Kit, cobas omni MGP Reagent, cobas omni Lysis Reagent, cobas omni
Specimen Diluent, va cobas omni Wash Reagent dé sir dung trén hé théng cobas®
6800/8800.

Céc két qua dang tin cay phu thudc vao quy trinh 14y mau, bao quan va xir Iy mau
dang cach.

Xét nghiém nay duogc st dung dé phat hién RNA cua SARS-CoV-2, vi rat Cum A, va
vi rat Cam B trong mau phét dich mii va mai hong dugc 1y trong Copan Universal
Transport Medium (UTM-RT®) hoic BD™ Universal Viral Transport System (UVT),
va mau phét dich miii dwoc lay trong cobas® PCR Media va nudc mudi sinh 1y 0.9%.
Tién hanh xét nghiém trén cac loai mau khac véi cobas® SARS-CoV-2 & Influenza
A/B c6 thé cho két qua khong chinh xéc.

Viéc phat hien RNA cua SARS-CoV-2 va vi rat Cam A/B ¢6 thé bi anh huong boi
phuong phép lay mau, cac yeu to bénh nhén (nhu sy hién dién cac triéu ching)
va/hoac giai doan nhiem.

Nhu bat ky xét nghiém sinh hoc phéan tir ndo, dot bién trong cac vung dich cua xét
nghiém‘cobas® SARS-CoV-2 & Influenza A/B c6 the anh hudng deén su gan ket cac
doan moi va/hoac doan do dan dén that bai trong phat hién vi rat.

Do khac biét vén co giita cac ky thuat, khuyén cao rang truéc khi chuyén tir cong
ngh¢ nay sang cong nghé khac, nguoi su dung thuc hién cac nghién clru tuong quan
cua phuong phap trong phong thi nghiém cua minh dé dinh luong cac khac biét cong
nghé. Su twong dong mot tram phan tram gitra cac két qua co thé khong xay ra do su
khac biét giita cac ky thuat da dé cap ¢ trén. Ngudi st dung phai tuan theo quy
dinh/quy trinh riéng ctiia minh.

Két qua am tinh gia hodc khong hop 1é c6 thé co do nhiéu. Chung ndi co trong xét
nghiém cobas® SARS-CoV-2 & Influenza A/B gitip x4c dinh mau thir chira cc thanh
phan co6 thé anh hudng dén viéc tach chiét acid nucleic va khuéch dai PCR.

Viéc thém enzyme AmpErase vao thudc thir cobas® SARS-CoV-2 & Influenza A/B
Master Mix cho phép khuéch dai chon loc RNA dich; tuy nhién, thuc hanh tét phong
thi nghiém va tuan thu can than cac quy trinh trong T hudng dan st dung nay 1a can
thiét dé tranh nhiém thuéc thir.
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cobas® SARS-CoV-2 & Influenza A/B

Danh gia hi¢u nang can lam sang
Pac tinh hi€¢u nang chinh

Do nhay phan tich (Gidi han phat hién)

Nghién ciru LoD x4c dinh nong do thap nhét c6 thé phat hién dugc ciia SARS-CoV-2, cim
A, va cum B ma tai nong do do, 16n hon hoac bang 95% tat ca lan Iap lai (duong tinh that) co
ket qua xét nghiém duong tinh.

Pé xac dinh LoD, s4u vi rat nudi cdy — hai ching cho mdi vi rat cim A va cim B va dang
séng va dang bat hoat bang nhiét cia SARS-CoV-2 phan 1ap tir mot bénh nhan ngudi My —
duogc pha lodng dan trong chit nén mé phong 1am sang dé tao thanh hai dan mau c6 thanh
phan chira ddng thoi nhiéu dich va ba dan mau c6 thanh phan chira mot dich duy nhat véi mot
chang cho méi vi rat. Bay dén tdm mirc ndng dd, voi cac loat cac mau pha lodng 1/2 giita cac
muic ndng do, duoc chuan bi trong ba ngay va duoc xét nghiém vai tong cong 63 lan 1ap moi
nong do véi ba 16 thudc thir cho cac dan mau nhiéu thanh phan va tong cong 21 lan lap mdi
nong d6 voi mot 16 thude thir cho cac dan miu don thanh phan. T Bang 13 dén Bang 16 tom
tat cac gia tri LoD duoc thiét lap.

Bang 13 Tém tit gia tri LoD cho vi rat cim A

Khoang tin o 1A A7 Ct trun
Chiine vi rd Léthudc | . . | Probit95% | cay 95% cia w Igst(i)/l: "2 | binh tg?
ung vi rut thi Dan mau Probit T¥ 16 dich
w [TCIDso/mL] [TCIDsymL] y 18 dic
[TCIDso/mL] % 295%
Lo 1 D"Sht;rfnh 0050 | 0.034-0.098 0.036 38.2
. nhiéu
A/Kansas/14/2017 Lo1 thanh phén 0.12 0.073-0.28 0.071 36.6
(H3N2)
£ n nhiéu
S6 danh muc L62 thanh phn 0.083 0.054 -0.17 0.14 36.7
0810586CF
. ) nhiéu
L6 323540 Lo3 thanh phin 0.062 0.040 — 0.14 0.071 37.0
. nhiéu
Lo1-3  | o i 0.086 0.065—0.12 0.071 375
Lo1 JNhicu 0.020 0.013 - 0.048 0.026 37.4
AJBrisbane/02/ thanh phan
Brisbane/02/2018 .
(HIN1) Lo2 JNhicu 0.020 0.013 - 0.064 0.026 38.4
Sé danh thanh phan
0 danh myc N
0810585CF Lo3 JNhicu 0.025 0.016 — 0.059 0.026 38.1
L6 323771 thanh phan
O N
L6 1-3 nhicu 0.022 0.017 — 0.034 0.026 38.0
thanh phan : : : : :
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cobas® SARS-CoV-2 & Influenza A/B

Bang 14 Tom tit

ia tri LoD cho vi rat cim B

Khoang tin o 1A A Ct trun
) Lé thubc < Probit 95% | cay 95% ciia Tyle ?Ch Z binh ta?
Chiing vi rat - Dan mau bi 95% o 1A AL
thir [TCIDs/mL] | P roPIt T¥ ¢ dich
[TCIDso/mL] > 959,
[TCIDso/mL] >95%
A Pon thanh 0.0076 —
Lo 1 ohin 0.011 0.003 0.017 35.4
B/Phuket/3073/2013 Lo 1 thar:}]lleién 0.019 0.012 — 0.044 0.034 35.1
(dong Yamagata) P
S6 danh muc Lo2 thar;gl;ién 0.016 0'8%%%‘ 0.017 35.4
0810515CF '
L6 320436 Lo3 [hieu 0.019 0.010 — 0.084 0.017 353
thanh phan
. nhiéu
Lo13 | anh ohin 0.017 0.012 - 0.026 0.017 35.3
Lo1 Nhieu 0.027 0.017 — 0.065 0.026 34.9
thanh phan
B/Colorado/06/2017 N
(dong Victoria) Lo2 Nhieu 0.032 0.019 — 0.084 0.053 345
) thanh phan
S6 danh muc N
0810573CF Lo3 Nhieu 0.019 0.012 — 0.050 0.026 35.0
thanh phan
L6 323459 .
« nhiéu
Lo 13 | i ohn 0.026 0.019 — 0.040 0.026 34.9
Bang 15 Tém tit gia tri LoD cho SARS-CoV-2
Khoing tin o 1A A Ct trun
.| Léthudc - Probit 95% | ciy 95% ciia | 'Y I§5g/wh | binh tai ?‘y
Chiing vi rat . Dan mau bi 0 A qio
thir [TCIDso/mL] | FroPrt 1¢ dich >
[TCIDso/mL] 95%
[TCIDso/mL]
Lo 1 D"Sht;r?nh 0.068 0.044 - 0.15 0.058 36.9
USA- N
WAL/2020 Lo 1 ”h';%g;]anh 0.14 0.086 - 0.35 0.12 36.3
bat hoat bang T
nhigt 162 n ';ﬁ;ﬁanh 013 0.083 - 0.26 0.12 36.4
S6 danh muc L
0810587CFHI L63 ”h';‘égﬁanh 0.10 0.065 — 0.25 0.12 35.9
L6 324045 -
L6 1-3 nhicu thanh 0.13 0.094 - 0.19 0.12 36.2
phan
USA- . nhiéu thanh 0.0041 —
WAL/2020 Lo1 ohn 0.0081 0,049 0.0079 36.2
mau nudi cay . nhiéu thanh 0.0044 —
\oy i L62 ohin 0.0071 0018 0.0079 36.2
S6 danh muc A nhiéu thanh 0.0032 —
NR.52281 L63 ohin 0.0052 0013 0.0079 35.9
Lo . nhiéu thanh 0.0046 —
20033175 L61-3 ohin 0.0063 0,010 0.0079 36.1

* Duya trén thong tin duoc cung cap trong Phiéu kiém nghiém cua nha cung cap, 1
TCID50/mL bang véi 7393 tuong duong b gen xac dinh boi ky thuat ddPCR.
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cobas® SARS-CoV-2 & Influenza A/B

Bang 16 Tom tit gia tri LoD cho pan-Sarbecovirus

Khoang tin o 1A A Ctt
i ) A . Ty & dich > rung
Chiing vi rit Lo thuéc Dan miu Probit 95% | cay 95%_ caa 95% binh tai Ty
ung viru thir Probit ¢ dich >
[TCIDso/mL] [TCIDso/mL] 0
[TCIDso/mL] 95%
Lo 1 D“Shtglr?“h 0.14 0.082 — 0.37 0.12 35.6
T hiéu thanh
WA1/2020 Lo 1 n ';‘;\gn"m 0.28 0.17 - 0.67 0.55 345
bat hoat bang _—
nhiét 162 n 'Z‘;};ﬁanh 0.23 0.14 - 0.49 0.23 35.1
Sé danh myc N
0810587CFHI 163 “h';‘;gﬁanh 0.18 0.11-037 0.23 348
L6 324045 -
L6 1-3 “h';‘;g};anh 0.23 017034 0.55 34.2
USA- . nhiéu thanh 0.0057 —
WALIP020 Lol ohén 0.0090 0,020 0.016 34.6
mAu nudi cay - nhiéu thanh 0.0049 —
\by hidm L62 ohén 0.0076 0016 0.016 347
S6 danh muc . nhiéu thanh 0.0053 —
NR 59281 L63 ohén 0.0080 017 0.0079 353
Lo ) nhiéu thanh 0.0062 —
20033175* Lo 1-3 ohén 0.0082 0012 0.016 347

* Duya trén thong tin duoc cung cap trong Phiéu kiém nghiém cua nha cung cap, 1
TCID50/mL bang vai 7393 tuong duong bd gen xac dinh boi ky thuat ddPCR.

Tinh bao ham

Tinh bao ham ctia xét nghiém cobas® SARS-CoV-2 & Influenza A/B dé phat hién vi rat cim
A, vi rat cam B va SARS-CoV-2 dugc khang dinh bang cach xét nghiém muoi ching vi rat
cim A, nim chang vi rat cam B va ba chung SARS-CoV-2. Nong do thap nhat cia muyc tiéu
phan tich ma tai nong do d6 tat ca bdn 1an 1ap lai xét nghiém déu co két qua duong tinh duoc
bdo cdo trong Bang 17. Ngoai ra, xét nghiém cobas® SARS-CoV-2 & Influenza A/B dugc
chimg minh 13 bao ham Dan vi rat cim ¢ nguoi caa CDC (2020) (Sé danh muc VP2020, Sb
16 200330).Nong d6 thap nhat ma tai ndng do do it nhat mot trong nam 1an 1ap lai co két qua
dwong tinh dugc bao co 1a ndng d6 thap nhit co phan tng trong Bang 18.
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Bang 17 Tom tét vé tinh bao ham

Pich vi rat Chiing S6 danh muc | Sé 16 Nong d thap nhat
dwge phat hién
A/Canada/6294/09 0810109CFJ | 315868 (16 phu: 527158) | 0.002 TCIDso/mL
(HINZ1)
A/California/07/09 0810165CF 319956 (16 phu: 533042) | 0.026 TCIDso/mL
(HINZ)
A/Mexico/4108/09 0810166CF 313217 (16 phu: 514161) | 0.0062 TCIDso/mL
(HINZ)
A/Texas/50/12 (H3N2) | 0810238CF 318887 (16 phu: 529536) | 0.45 TCIDso/mL
AJ/Singapore/63/04 0810246CF 315905 (16 phu: 525169) | 0.0069 TCIDso/mL
Cim A (HINZ)
A/Perth/16/09 (H3N2) | 0810251CF 313218 (16 phy: 522582) | 0.014 TCIDso/mL
A/Wisconsin/67/05 0810252CF 318888 (16 phu: 531612) | 0.041 TCIDso/mL
(H3N2)
A/Switzerland/9715293 | 0810511CF 319398 (16 phu: 526171) | 0.0069 TCIDso/mL
/13 (H3N2)
A/HongKong/4801/14 | 0810526CF 317320 (16 phu: 529140) | 0.097 TCIDso/mL
(H3N2)
A/Michigan/45/15 0810538CF 321053 (16 phu: 533618) | 0.013 TCIDso/mL
(HINZ1)
B/Brisbane/60/2008 0810254CF 313257 (16 phu: 513438) | 0.002 TCIDso/mL
(dong Victoria)
B/Utah/9/14 (dong 0810516CF 317295 (16 phu: 527062) | 0.017 TCIDso/mL
Yamagata)
, B/Alabama/2/17 (dong | 0810572CF 322548 0.0064 TCIDso/mL
Cim B . .
Victoria)
B/Florida/78/2015 VR-1931 70020870 0.076 TCIDso/mL
(dong Victoria)
B/Wisconsin/1/2010 VR-1883 70012127 0.070 CEIDso/mL
(dong Yamagata)
BetaCoV/France/IDF03 | 014V-03890 | Khong co 0.038 PFU/mL
72/2020
SARS-COV-2 BetaCoV/Munich/BavP | 026V-03883 | Khong co 0.0036 PFU/mL
at1/2020
2019-nCoV/ltaly- 008V-03893 | Khong co 0.062 TCIDso/mL

INMI1

Bang 18 Tom tit vé Dan vi rat cam & ngudi cua CDC (2020)

Vi riit Chiing Nong dd thap nhat ¢é phan ing
[E'Dso/m L]
A/Perth/16/2009 (H3N2) 2.62E+00
A/Hong Kong/2671/2019 (H3N2) 8.29E-02
Cim A AJ/Christ Church/16/2010 (HIN1 pdm) 2.08E+01
AJ/Guangdong-maonan/1536/2019 (H1IN1 6.00E-01
pdm)
B/Michigan/09/2011 1.30E-02
, B/Washington/02/2019 2.08E+00
Cim B
B/Texas/81/2016 6.54E-02
B/Phuket/3073/2013 2.08E+01
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Do chinh xac (D¢ l1ap lai)

Do chinh xéc trong phong xét nghiém dugc kiém tra bang cach sir dung mot dan miu gdm cac mau
nudi cdy vi rat cim A (A/Kansas/14/2017), vi rat cam B (B/Phuket/3073/2013) va SARS-CoV-2
(USA-WA1/2020, bat hoat bang nhiét) dugc pha cung nhau va pha loang trong chat nén mo phong
lam sang trong UTM-RT®. Céc yéu t6 nguyén nhén cua do bién thién duoc kiém tra voi mot dan mau
bao gom ba mirc nong do, st dung ba 16 thudc thir cobas® SARS-CoV-2 & Influenza A/B va hai thiét
bi trong thoi gian 15 ngay cho tong cong 30 luot chay. Mo ta cua dan do chinh xéac va ty 18 duong tinh
ghi nhan dugc thé hién trong Bang 19. Tét ca cac thanh phan 4m tinh ciia dan mau dugc xét nghiém
am tinh trong sudt nghién ctru. Phéan tich d6 léch chuan va phan tram d¢ bién thién (CV) cua gia tri Ct
tir cac xét nghiém thuc hién trén cic thanh phan duong tinh ctia dan mau (xem Bang 20) cho phan
tram CV tong cong tir 1.1% dén 5.2% ddi voi vi rat cam A, vi rat cam B, va SARS-CoV-2.

Bang 19 Tom tit do chinh xé4c trong phong xét nghiém

So Khoang tin cay 95%
A lwong | S6lwong Ty lé .
Nong d¢ dich xét dwong tinh | dwong tinh GI((;I (’rhia | Gisi han trén
nghiém u
Cim A
Am tinh 90 0 0% 0% 4.1%
Duong tinh yéu ~ 0.3xLoD (0.043 0 0 0
TCIDso/mL) 90 86 95.6% 89.1% 98.3%
Duong tinh thap ~ 1xLoD (0.14 o o o
TCIDso/mL) 90 90 100% 95.9% 100%
Duong tinh trung binh ~ 3xLoD o o o
(0.43 TCIDso/mL) 90 90 100% 95.9% 100%
Cum B
Am tinh 90 0 0% 0% 4.1%
Duong tinh yéu ~ 0.3xLoD (0.010 0 0 0
TCIDso/mL) 90 80 88.9% 80.7% 93.9%
Duong tinh thap ~ 1xLoD (0.034 o o o
TCIDso/mL) 90 90 100% 95.9% 100%
Duong tinh trung binh ~ 3xLoD o o 0
(0.10 TCIDso/mL) 90 90 100% 95.9% 100%
SARS-CoV-2
Am tinh 90 0 0% 0% 4.1%
Duong tinh yéu ~ 0.3xLoD (0.035 0 0 0
TCIDso/mL) 90 82 91.1% 83.4% 95.4%
Duong tinh thp ~ 1xLoD (0.12 o . .
TCIDso/mL) 90 87 96.7% 90.7% 98.9%
Duong tinh trung binh ~ 3xLoD o o o
(0.35 TCIDso/mL) 90 90 100% 95.9% 100%
pan-Sarbecovirus
Am tinh 90 0 0% 0% 4.1%
Duong tinh yéu ~ 0.06xLoD 0 0 0
(0.035 TCIDsy/mL) 90 73 81.1% 71.8% 87.9%
Duong tinh thap ~ 0.2xLoD (0.12 o 0 0
TCIDso/mL) 90 87 96.7% 90.7% 98.9%
Duong tinh trung binh ~ 0.6xLoD o 0 o
(0.35 TCIDso/mL) 90 90 100% 95.9% 100%
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Bang 20 Trung binh tong thé, do léch chuan, va phan trim d6 bién thién cho gia trj Ct cua
thanh phan dan mau duong tinh

Néng d9 dich Ty lé Ct | Trong mgtlan | Giira caclin | Giira cac ngay | Giita cic may | Giira cac 16 Téng céng

dwong | trung chay chay

tinh ) binh o T 0 T SD [Cvos | SD | CV% | SD | CV% | SD | CV% | SD

CV%

Cum A

Duong tinh yéu ~ 95.6% 384 0.00 0.0 0.10 0.3 0.48 13 0.00 0.0 1.93 5.0 1.99
0.3xLoD (0.042
TCID50/mL)

5.2

Duong tinh thap ~ 100% 35.7 0.00 0.0 0.00 0.0 0.00 0.0 0.14 0.4 0.90 25 0.91
1xLoD (0.14
TCID50/mL)

2.6

Duong tinh trung 100% 344 0.13 0.4 0.00 0.0 0.12 0.3 0.06 0.2 0.42 1.2 0.46
binh ~ 3xLoD (0.42
TCID50/mL)

1.3

Cum B

Duong tinh yéu ~ 88.9% 355 0.00 0.0 0.00 0.0 0.26 0.7 0.08 0.2 0.64 1.8 0.69
0.3xLoD (0.010
TCID50/mL)

1.9

Duong tinh thap ~ 100% 34.8 0.00 0.0 0.00 0.0 0.25 0.7 0.22 0.6 0.51 15 0.61
1xLoD (0.034
TCID50/mL)

1.8

Duong tinh trung 100% 33.8 0.08 0.3 0.00 0.0 0.16 0.5 0.00 0.0 0.82 24 0.84
binh ~ 3xLoD (0.10
TC|D50/mL)

2.5

SARS-CoV-2

Duong tinh yéu ~ 91.1% 36.5 0.00 0.0 0.00 0.0 0.34 0.9 0.07 0.2 0.61 17 0.70
0.3xLoD (0.035
TC|D50/mL)

1.9

Duong tinh thép ~ 96.7% 35.7 0.00 0.0 0.00 0.0 0.00 0.0 0.00 0.0 0.39 11 0.39
1xLoD (0.12
TC|D50/mL)

11

Duong tinh trung 100% 34.6 0.17 0.5 0.00 0.0 0.19 05 0.00 0.0 0.57 17 0.63
binh ~ 3xLoD (0.35
TC|D50/mL)

1.8

pan-Sarbecovirus

Duong tinh yéu ~ 81.1% 35.8 0.00 0.0 0.00 0.0 0.18 0.5 0.23 0.6 0.64 1.8 0.70
0.06xLoD (0.035
TC|D50/mL)

2.0

Duong tinh thip ~ 96.7% 34.9 0.00 0.0 0.04 0.1 0.00 0.0 0.00 0.0 0.52 15 0.52
0.2xLoD (0.12
TCID50/mL)

15

Duong tinh trung 100% 33.9 0.13 0.4 0.00 0.0 0.10 0.3 0.00 0.0 0.55 16 0.57
binh ~ 0.6xLoD

1.7

P§ diic hiéu phan tich (Phan ing chéo va Nhiéu do vi sinh vat)

Mot dan mau gdm 41 vi rit, vi khuan, va nim (bao gdm nhiing vi sinh vat thuong dugc tim
thdy trong dudong ho hap) dugc xét nghiém véi cobas® SARS-CoV-2 & Influenza A/B dé
danh gia d6 dac hiéu phan tich. Céc vi sinh vat duoc liét ké trong Bang 21 dugc pha ¢ ndng
d6 1 x 10° don vi/mL @i véi vi rat va 1 x 10° don vi/mL ddi véi cac vi sinh vat khac, trir khi
c¢6 luu y khac. Xét nghiém dugc thuc hién véi mdi vi sinh vat c¢6 kha ning gay nhiéu khi c6
hoac khong co su hién dién cua dich vi rit cam A, vi rut cam B, va SARS-CoV-2 (dugc pha
0 ~3xLoD — twong ung la 0.42, 0.10 va 0.36 TCIDso/mL). Khong cé vi sinh vat ndao gay
nhidu dén hiéu ning cua xét nghiém bang cach tao ra két qua dwong tinh gia. Xét nghiém
SARS-CoV-1 di cho két qua mong mudn 1a dwong tinh véi pan-Sarbecovirus. Su phat hién
cac dich vi rit cum A, vi rat cim B, va SARS-CoV-2 khong bi anh huong khi c6 mat cac vi
sinh vat duoc thir nghiém. Kha nang phan tng chéo cua vi rat cam C, Leptospira
interrogans, Chlamydia psittaci, Bacillus anthracis va Coxiella burnetii dugc danh gia in
silico. Dwa trén céc phan tich in silico, cac vi sinh vt duoc chon rat it c6 kha ning gay nhiéu
dén hiéu niang ctia xét nghiém cobas® SARS-CoV-2 & Influenza A/B.
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Bang 21 Céc vi sinh vét duoc thir nghiém vé do dic hiéu phan tich/phan tng chéo

Vi sinh vt Nong do
Adenovirus (AdV-1) 1.0E+05 TCIDso/mL
Bordetella pertussis 1.0E+06 CFU/mL
Candida albicans 1.0E+06 CFU/mL
Chlamydia pneumoniae 7.9E+04 TCIDso/mL
Corynebacterium diphtheriae 1.0E+06 CFU/mL

Cytomegalovirus

1.0E+05 IU/mL

Enterovirus (EV68)

1.0E+05 TCIDso/mL

Vi rut Epstein Barr 1.0E+05 cp/mL
Escherichia coli 1.0E+06 CFU/mL
Haemophilus influenzae 1.0E+06 CFU/mL

Vi rat Corona ¢ nguoi 229E 1.0E+05 TCIDso/mL
Vi rt Corona ¢ nguoi HKU1 1.0E+05 bo gen cp/mL

Vi rt Corona ¢ nguoi NL63

2.5E+04 TCIDso/mL

Vi rt Corona ¢ ngudi OC43

1.0E+05 TCIDso/mL

Metapneumovirus & nguoi

1.0E+05 TCIDso/mL

Lactobacillus acidophilus 1.0E+06 CFU/mL
Legionella pneumophila 1.0E+06 CFU/mL
Legionella longbeachae 1.0E+06 CFU/mL
Vi rat soi 1.0E+05 TCIDso/mL
Vi rat Corona-MERS 1.0E+05 cp/mL
Moraxella catarrhalis 1.0E+06 CFU/mL
Vi rat quai bi 1.0E+05 TCIDso/mL
Mycobacterium tuberculosis 1.0E+06 CFU/mL
Mycoplasma pneumoniae 1.0E+06 CCU/mL
Neisseria elongata 1.0E+06 CFU/mL
Neisseria meningitidis 1.0E+06 CFU/mL

Viratacum 1

1.0E+05 TCIDso/mL

Virat a cum 2

1.0E+05 TCIDso/mL

Viratacam3

1.0E+05 TCIDso/mL

Viratacam4

1.0E+05 TCIDso/mL

Parechovirus

1.0E+05 TCIDso/mL

Pseudomonas aeruginosa

1.0E+06 CFU/mL

Pneumocystis jirovecii

5.0E+03 vi sinh vat/mL

Vi rat hop bao ho hap

1.0E+05 PFU/mL

Rhinovirus ¢ nguoi

1.0E+05 PFU/mL

Vi rit Corona-SARS (SARS-CoV-1)

1.0E+05 PFU/mL

Staphylococcus aureus 1.0E+06 CFU/mL
Staphylococcus epidermidis 1.0E+06 CFU/mL
Streptococcus salivarius 1.0E+06 CFU/mL
Streptococcus pneumoniae 1.0E+06 CFU/mL
Streptococcus pyogenes 1.0E+06 CFU/mL
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Pong nhiém (Nhiéu do canh tranh)

Pé danh gia kha ning nhiéu do canh tranh gitta vi rat cam A, vi rat cam B, va SARS-CoV-2,
cac mau thir duge xét nghiém véi 5 1an lap, trong d6 hai dich bat ky c6 nong do thap (khoang
3 x LoD) duoc tron véi dich thir ba c6 ndéng do rat cao (1.0E+05 TCIDso/mL). Khong co dich
nao khi hién dién & ndng do rat cao gdy nhidu dén sy phat hién hai dich con lai & nong do
thap.

Suw twong dwong ciia cac mdi truong iy miu

Su twong dwong giita cic méi truong 1dy mau khac nhau (UTM-RT®, cobas® PCR Media, va
nuéc mubi) duge danh gid bang cach st dung mot chung cho mdi vi rat cam A
(A/Kansas/14/2017 (H3N2)), vi rat cam B (B/Phuket/3073/2013 (dong Yamagata)) va
SARS-CoV-2 (USA-WA1/2020, mau nudi cdy bét hoat bang nhiét). Cac mau vi rat nuéi ciy
duoc pha cung nhau dén mot ndng do muc tiéu khoang 2 x LoD trong chat nén mé phong 1am
sang dugc chuan bi hoic trong Universal Transport Media (UTM- RT®) cobas® PCR Media
(CPM), hoic trong nudc mudi sinh 1y 0.9%. Mdi loai méi truong lay mau duoc xét nghiém
téng cong 21 1an lap. Tt ca cac 1an lap xét nghiém déu co két qua dwong tinh trong tat ca
chat nén mé phong cho vi rit cim A va vi rat cam B. Ddi voi SARS-CoV-2, ty 1é duong tinh
14 100% cho ca UTM-RT® va CPM va 14 95.2% cho nudc mubi.

Sai s6 hé thong

Ty l¢ sai s6 hé théng duoc danh gia bang cach xét nghiém 100 mau trong chat nén mé phong
lam sang dwoc pha dong thoi véi mot ching caa mdi vi rat cim A (A/Kansas/14/2017
(H3N2)), vi rat cam B (B/Phuket/3073/2013 (dong Yamagata)) va SARS-CoV-2 (USA-
WA1/2020, mau nudi ciy bat hoat bang nhiét) dén nong d6 khoang 3 x LoD cua dich tuong
ng. Két qua ciia nghién ciru nay xac dinh tat ca cac 1an lip déu hop 1& va duong tinh véi vi
rit cam A, vi rit cam B va SARS-CoV-2, dan dén ty I¢ sai s6 hé thong 14 0% vai gidi han
trén cuia khoang tin cay mot bén 95% 1a 3.0%.

Panh gia hiéu ning 1am sang

Hiéu nang cta xét nghiém cobas® SARS-CoV-2 & Influenza A/B dugc danh gia tai mot
trung tim bén ngoai str dung cac mau phét dich mii hong (NPS) luu trit ciia cac bénh nhéan co
diu hiéu va triéu chung nhiém tring dudng hé hap, duoc iy trong UTM-RT® hoic UVT.

Cac mau 1am sang dugc liy bai chuyén vién tuan theo t& huéng dan sir dung caa dung cu lay
mau.

Nghién ciru danh gia 1am sang bao gém tong cong 349 mau NPS, 57 miu trong s6 d6 1a mau
duoc lay theo thoi gian tir bénh nhan COVID-19. Xét nghiém cobas® SARS-CoV-2 va xét
nghiém cobas® Influenza A/B & RSV ding trén hé thong cobas® Liat® dugc st dung lam
xét nghiém so sanh dé danh gia hiéu ning cua xét nghiém cobas® SARS-CoV-2 & Influenza
A/B d6i véi SARS-CoV-2 va vi riit Cam A/B, trong danh gia 1am sang. Mot (1) trong 349
mau NPS khéng c6 két qua SARS-CoV-2 hop Ié tir xét nghiém so sanh va nim trong 349
mau NPS khong c6 két qua vi rat Ciim A/B hop 18 tir xét nghiém so sanh, do do bi loai khoi
cac tinh toan hiéu nang twong trng cho SARS-CoV-2 va vi rut cim A va vi riat cam B.

Nhu trinh bay trong Bang 22, xét nghiém copas® SARS-CoV-2 & Influenza A/B c6 ty 1€
twong dong cao vai cac xét nghiém so sanh vé phat hién SARS-CoV-2, vi rut cum A, va vi
rut cum B.
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Bang 22 So sanh xét nghiém cobas® SARS-CoV-2 & Influenza A/B véi xét nghiém cobas®
SARS-CoV-2 va cobas® Influenza A/B & RSV dung trén hé thong cobas® Liat®

Két qua xét nghiém Théng ké su twong dong
Vi rit So ll:(,rng Duong th Du:(.mg tinh |Am tllrlh twong| Am tinh trai Th:)ng i} T4 1¢ twong 95% ClI

mau twong ung trai nguwoc ung nguwoc cua sy dan (%) (LCL, UCL)*

(N) (N) (N) (N) twong dong 9 '
SARS- PPA 96.4% (87.7%, 99.0%)
CoV-2* 348 53 6 287 2 NPA 98.0% (95.6%, 99.1%)
, PPA 100.0% | (94.0%, 100.0%)
Clm A 344 60 ! 283 0 NPA 99.6% | (98.0%, 99.9%)
, PPA 100.0% | (90.6%, 100.0%)
Cim B 344 37 ! 306 0 NPA 99.7% | (98.2%, 99.9%)

PPA = Ty ¢ trong dong duong tinh
NPA = Ty I& twong dong am tinh

= khoang tin cay; LCL = Gidi han dudi cua khoang tin cay; UCL = Gidi han trén cua khoang tin cay
* Khoang tin cay duoc tinh toan bang cach str dung phuong phap cua Wilson

# Mot két qua duong tinh duoc dinh nghia 1a phat hién mot trong hai dich xét nghiém SARS-CoV-2 hoic pan-
Sarbecovirus

Cac két qua trai nguoc gitra xét nghiém cobas® SARS-CoV-2 & Influenza A/B va cac
phuong phép so sanh duoc ghi nhan & 10 mau thi. Trong do, 8 mau la mau duoc Iay theo
thoi gian véi cac két qua trai nguoc cho SARS-CoV-2, cac mau nay co cac gia tri Ct tré (giira
35-43), diéu nay cho thidy mau thir 13 ctia cic bénh nhan da hdi phuc/dang hdi phuc voi tai
luong vi rat giam dan dén gan hoic thap hon giéi han phat hién cua ca hai xét nghiém cobas®
SARS-CoV-2 & Influenza A/B va cobas® SARS-CoV-2.Xét nghiém cobas® SARS-CoV-2 &
Influenza A/B phét hién thém mot mau dwong tinh véi vi rit cam A va mot mau duong tinh
Vi vi rat cim B so v6i xét nghiém cobas® Influenza A/B & RSV dung trén hé thong cobas®
Liat®. Phan tich san pham khuéch dai sau khi thuc hién PCR ciia tat ca cac mau cé két qua
trai nguoc khang dinh sy hién dién cia SARS-CoV-2 va vi rit cim A nhung khéng c6 vi rit
cum B.
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Thong tin bo sung

Tinh niang chinh cia xét nghiém

Loai mau Mau phét (ngoay) dich miii hong duoc lay trong
Copan UTM-RT® System hoic BD™ UVT
System

Mau phét (ngoay) dich miii dwoc Iy trong Copan
UTM-RT® System, BD™ UVT System, cobas®
PCR Media, va nudc muoi sinh 1y 0.9%

Lwong mau téi thiéu can thiét 0.6 mL hoac 1.0 mL*
Thé tich xir Iy mau 0.4 mL
Thoi gian xét nghiém Két qua s& sin sang trong it hon 3.5 gid sau khi tai

mau 1én hé théng.

*Thé tich ton du 0.2 mL duoc xac dinh cho 6ng thi cdp cobas omni Secondary tube. Thé
tich ton du 0.6 mL dugc xac dinh cho dng so cp cobas® PCR Media. Cac 6ng khic tuong
thich véi hé théng cobas® 6800/8800 (tham khao Huéng dan van hanh) c6 thé co thé tich ton
du khac va yéu cau thé tich tbi thiéu nhiéu hon hodc it hon.
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Ky hi¢u
Cic ky hi¢u dwéi diy dwge dung trén nhin san pham chin doan PCR ciia Roche.
Bang 23 Cac ky hiéu duoc dung trén nhin san pham chan doan PCR cua Roche.

|Age/DOB'

SW

| Assigned Range [copies/ml] |

| Assigned Range [IU/mL] |

EC|REP
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BARCODE
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REF

Collect Date

(il
N/

CONTENT
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Tudi hodc Ngay
sinh

Phan mém phu

Khoang chi dinh
(ban sao/mL)

Khoang chi dinh
(1IU/mL)

bai dién dugc uy

quyén tai Cong
dong Chau Au

Bang dit liéu ma

vach

S6 16

Nguy co sinh hoc

S6 danh muc

Ngay 1y mau

Tham khao hudng
dan st dung

Thanh phan di cho
<n> xét nghiém

Thanh phéan hop
thuoc tha

Mau chtng

GTIN

SUaz:H-O@ o[£

LLR

EQ

CONTROL | —

Ngay san xuat
Phan phdi boi
Khong str dung lai

N

Chi dung trong
danh gia hi¢u nang
IVD

M3 thuong pham
toan cau

Thiét bi y té dung
trong chan doan in
vitro

Gidi han dudi cua
Khoang chi dinh

Nam

Nha san xuat
Mau chimg 4m
Khong vo trung
M s bénh nhan

Tén bénh nhan
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CONTROL | +

QS copies/PCR

QS [U/PCR

Procedure | Standard
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Téach ra ¢ day

Mau ching duong

S4 ban sao QS cho
mdi phan ang PCR,
str dung s6 ban sao
QS cho mdi phan ung
PCR trong tinh toan
két qua.

S6 1U QS cho méi
phan tng PCR, st
dung s6 Pon vi qubc
té (1U) QS cho mdi
phan ttng PCR trong
tinh toan két qua.

S6 serial

Dia diém

Quy trinh chuan

Khutr trung st dung
ethylene oxide

Bao quan noi ti

Gidi han nhiét do

Tap tin Thong sb Xét
nghiém

Dau ching nhan
tuan thu CE; thiét bi
nay tuan thu cac yéu
ciu hién hanh vé
chttng nhan CE cua
trang thiét bi y té
chan doan in vitro

1

UDI

| Procedure | UltraSensitive |

ULR

Urine Fill Line

Rx Only

@‘?x‘-@‘mm

bat dtrng theo
hudng nay

Ma dinh danh thiét
bi duy nhat

Quy trinh si€éu nhay

Gidi han trén cua
Khoang chi dinh

Vach muc nuéc tiéu

Chi cho M¥: Luat
Lién bang gidi han
thiét bi nay chi dugc
ban bai hoic dua theo
yéu cau cua bac si.

Str dung trudc ngay

Thiét bi dung dé xét
nghiém gan nguoi
bénh

Thiét bi khong dung
de xét nghiém gan
nguoi bénh

Thiét bi dung dé tu
xét nghiém

Thiét bi khong dung
de tu xét nghiém
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HOb tro ki thuat
Pé dugc hd trg k¥ thuat, vui long lién h€ vdi chi nhanh tai dia phuong:
https://www.roche.com/about/business/roche_worldwide.htm
Nha sén xuét
Bang 24 Nha san xuat
Roche Molecular Systems, Inc.
d 1080 US Highway 202 South
Branchburg, NJ 08876 My
www.roche.com

Thuwong hiéu va ban quyén
Xem http://www.roche-diagnostics.us/patents

Ban quyén
©2020 Roche Molecular Systems, Inc.

Roche Diagnostics GmbH
c € EC|REP| sandhoferStr. 116

68305 Mannheim
Germany
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2. Clinical and Laboratory Standards Institute (CLSI). Protection of laboratory workers
from occupationally acquired infections. Approved Guideline-Fourth Edition. CLSI
Document M29-A4:Wayne, PA;CLSI, 2014.
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Sira dbi tai liéu

Thong tin Xét duyét Tai liéu
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