QIAGEN

Thang 6 nam 2022

Hwéng dan St dung QIAsymphony® DSP
Virus/Pathogen Kit (Danh sach Dung cu
phong thi nghiém)

Céc 6ng/gia d& mau va dung dich rira gidi co thé duwoc sir dung véi Bé dung cu QIAsymphony DSP Virus/Pathogen Mini va Midi Kit va
QIAsymphony SP (phan mém phién ban 5.0; géi dung cu phong thi nghiém SOW-516-8)

Phién ban 2
IVD

Dung cho Muc dich St dung Chén doan trong Ong nghiém

Dé str dung v&i QlAsymphony DSP Virus/Pathogen Mini va Midi Kit

C€

937036, 937055
u QIAGEN GmbH, QIAGEN Strasse 1, 40724 Hilden, Birc
R1 Danh sach Dung cu phong thi nghiém cé s&n dudi dang dién tl va c6 thé dwoc tim thay trong thé tai nguyén cla trang san pham trén www.qgiagen.com.

Sample to Insight


http://www.qiagen.com/

Thong tin chung

B& dung cu QlAsymphony DSP Virus/Pathogen Kit st dung dé chan doan trong édng nghiém.

Quan trong: Trudc khi st dung Danh sach dung cu phong thi nghiém nay, hay xac nhan réng né phu hop véi géi dung cu phong thi nghiém dwoc cai dét trén hé théng QIAsymphony

clia ban.

Chu giai

i

x/m

x/o

Buoc khuyén nghi: Cac 6ng nay dwoc st dung két hop véi giao thirc nay.

Do ngudi diing xac dinh: Ngwoi dung chiu trach nhiém xac dinh va/hodc xac thwc khi thay phu hop.

Khong dwoc khuyén nghi: Cac éng nay khong duoc st dung két hop vai giao thire nay.

Thé tich mau ti thiéu (uL) yéu cau cho mdt mau cho méi giao thire (bidu thi bang x)/cé thé phat hién cuc mau dong.

Thé tich mau téi thiéu (uL) yéu ciu cho mdt mau cho méi giao thire (biéu thi bang x)/khéng thé phat hién cuc mau déng.
Lwu y: Lwu y réng c6 cac dng khac co thé duoc str dung két hop véi cac Bo dung cu QIAsymphony khac, nhwng khéng dwoc khuyén nghi cho bét ky giao thirc nao cé thé dwoc st dung véi bd dung cu nay.

Ngan chira “Sample” (Mau), bé d& éng

Lwu y: Dam bao ring ban loai bd miéng gac truéc khi str dung cac éng trén QlAsymphony SP.

Cac giao thirc khéng cé té

bao Cac giao thirc phirc hoptt

Nha )
cung So danh muc  Tén trén man hinh i Cellfree Cellfree Cellfree Complex Complex Complex Complex Complex Complex
cap Vat liéu mau cam rng Miéng chén 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
BD™SS 14 ml Falcon® polystyrene round-bottom tube 352051 BD#352051 Khéng can

17 x 100 mm FalconPP 17x100 miéng chén
BD 10 ml Vacutainer® whole blood 16 x100 mm, 367525 BD#367525 Kh@ng can

K2-EDTA VacutainerPP miéng chén

16x100

Bang tiép tuc & trang sau
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Ngan chra “Sample” (M4u), bé d& éng (tiép theo)

Cac giao thirc khong co té

bao Cac giao thirc phirc hoptt

Nha cung Sé danh Tén trén man hinh i Cellfree Cellfree Cellfree Complex Complex Complex Complex Complex Complex
cap Vat liéu muc mau cam trng Miéng chén 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
BD 4 ml BD Vacutainer whole blood, K2-EDTA tube 367839 BD#367839 Miéng chén ot

13 x 75 mm* VacutainerK2 13x75 01/1A/02
BD 6 ml BD Vacutainer whole blood, K2-EDTA tube 367864 BD#367864 Miéng chén ot

13 x 100 mm* Vacutainerk2 13x100  01/1A/02
BD BD Vacutainer PPT™ Plasma Preparation Tube 362788 BD#362788 Miéng chén

for Molecular Diagnostic Test Methods® PPT 13x100 01/1A/02
Copan® Copan UTM Tube 10 ml with 3 ml of UTM-RT 330c COP#330c Khong can

medium 16 x 100 mm#* UTM 16x100 miéng chen
Copan Copan ESwab Tube 480CE COP#480CE Miéng chén

E-SwabTube 01/1A

Copan Copan UTM Tube with 1 ml UTM Medium 359C COP#359C Miéng chén

(with beads), 1 Regular FLOCKED Swab, UTM 12x80 01/1A

Molded Breakpoint 12 x 80 mm*
Copan Copan eNAT™ Tubet* 606C COP#606C eNAT Miéng chén

Tube 01/1A

DNA Oragene® DNA Self Collection Kit OGR-500 DGT#OGR-500 Khong can
Genotek Oragene DNA miéng chen
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Ngan chra “Sample” (Mau), bé d& 6

ng (tiép theo)

Céc giao thirc khong c6 té

bao Cac giao thirc phire hoptt
Nha cung Sé danh muc Tén trén man hinh cam i Cellfree Cellfree Cellfree Complex Complex Complex Complex Complex Complex
cap Vat liéu mau trng Miéng chén 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
Greiner Bio- 9 ml Vacuette® K3EDTA, 455036 GR#455036 Khong can nt " nt
One® 16 x 100 mm VacuettePP 16x100 miéng chen
Greiner Bio-  6ml Vacuette K2-EDTA, 13 x 100 456043 GR#456043 Miéng chén ot of ot
One mm VacuetteK2 13x100 01/1A/02
Novolab Novolab glass tubes 16 x 100 mm CHAO0002 NL#CHAO0002 GlassTube Khéng can 1.000/m  1.500/m 700/ 900/o 1.300/o
16x100 miéng chen

Nunc® 3.6 ml Nunc Cryo Tube 379189 NU#379189 Miéng chén

12.5x 72 mm 3.6Cryo 12.5x72 1A/02
Nunc 4.5 ml Nunc Cryo Tube 363452 NU#363452 Miéng chen

12.5x92 mm 4.5mICryo 12.5x92 1A/02
Roche® Roche STM (Specimen Transport 20753920122 RO#20753920122 Miéng chén

Medium) Tube STM 13x83 01/1A

13 x 83 mm
Sarstedt® 4 ml S-Monovette® K2-EDTA, 3.1068.001 SAR#31068001 Khéng can

15 x 75 mm Monov 15x75 miéng chén
Sarstedt 7.5 ml S-Monovette Lithium- 1.1608.001 SAR#11608001 Khong can

Heparin, 15 x 92 mm Monov 15x92 miéng chen
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Ngan chra “Sample” (M4u), bé d& éng (tiép theo)

Céc giao thirc khong co té

bao Cac giao thirc phitre hoptt
Nha )
cung S6 danh muc  Tén trén man i Cellfree Cellfree Cellfree Complex Complex Complex Complex Complex Complex
cap Vat liéu mau hinh cam trng Miéng chén 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
Sarstedt 9 ml S-Monovette K2-EDTA, 16 x 92 mm 2.1066.001 SAR#21066001 Khong can mt 'y mt
Monov16x92 miéng chen
Sarstedt 4.9 ml S-Monovette K2-EDTA, 13 x 90 mm 4.1931.001 SAR#41931001 Miéng chén of
MonovK2 13x90 01/1A
Sarstedt 2 ml Micro tube, PP, NON-SKIRTED 72.693 SAR#72.693 Miéng chén
T2.0 Screw 03/3B
Sarstedt 7 ml Sarstedt reagent and centrifuge tube round 60.550.100 SAR#60550100 Miéng chén
bottom 13 x 82 mm 13x82 Round 01/1A
Sarstedt Reagent and centrifuge tube 55.524 SAR#55524 Khéng can
16.8 x 82 mm Tube 16.8x82 miéng chen
Sarstedt Reagent and centrifuge tube 16.8 x 67 mm 55.533 SAR#55533 Khong can
Tube 16.8x67 miéng chén
Sarstedt 10 ml Urine Monovette 10.252 SAR#10.252 Khéng can
102 x 15 mm UrineMonov miéng chen
15x102
Sarstedt 2 ml Micro tube, PP, skirted 72.694 SAR#72.694 Miéng chén
T2.0 ScrewSkirt 3B
Sarstedt 1.5 ml Micro tube, PP, non-skirted 72.607 SAR#72.607 Miéng chén
T1.5 Screw 3B
Sarstedt 10 ml Sarstedt polypropylene tube, round bottom 62.551.201 SAR#62.551.201 Khéng can
T10.0 ScrewSkirt miéng chen
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Ngan chra “Sample” (M4u), bé d& éng (tiép theo)

Cac giao thirc khong cé té

bao Cac giao thirc phirc hoptt

Nha i
cung So danh muc ) Cellfree Cellfree Cellfree Complex Complex Complex Complex Complex Complex
cap Vat liéu mau Tén trén man hinh cam rng Mieng chén 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
Sarstedt 3.5 ml Sarstedt tube 60.549.001 SAR#60.549.001 Miéng chén o o o o [a] o

66 x 11.5 mm T3.5 ScrewSkirt 02/2A
Sarstedt 10 ml Sarstedt Reagent and centrifuge ~ 60.9921.829 SAR#60.9921.829 T10.0 Khéng can []

tube ScrewSkirt V mieng chén
Starlab® 1.5 ml Plain Skirted Tube, Natural E1415-2241 SL#E1415-2241 Miéng chén o

Standard Screw Cap T1.5 ScrewSkirt 3B
Terumo® 9 ml Venosafe® tube K2-EDTA, VF-109SDK TER#VF-109SDK Khong can "

16 x 100 mm Venosafe 16x100 miéng chén
Terumo 5.5 ml Venosafe tube K2-EDTA, VF-076SDK TER#VF-076SDK Miéng chén of

13 x 100 mm VenosafeK2 13x100 1A/02/2A

* Loai 6ng nay co thé khong viva khit véi (cac) miéng chén 6ng 01 hodc 02, c6 thé dan dén dich chuyén éng trong qua trinh nap mau. Chuing téi khuyén nghi st dung miéng chén dng 1A hoac 2A.

T Ong nay phai dwoc db day thé tich danh nghia cho mau (5 mL), theo khuyén nghi clia nha san xuét. Phai tién hanh ly tdm trong ré-to xoay, theo hwéng dan clia nha san xuét. Trong mét sé trwdng hop, mirc chét I6ng trén 1&p gel
c6 thé khong di dé truyén mau. Dam bao rang thé tich huyét twong trén murc nay 1a dd. Néu khéng, hdy chuyén huyét twong theo cach tha cong sang mét éng phuy, sau dé cé thé d&t ng phu vao QlAsymphony SP.

* Cac 6ng nay co ren van & mép trén cung. Ren van clia cac ng lién k& c6 thé va cham, dan dén viéc dinh vi khéng chinh xac.

§ Néu stir dung CSF lam vat liéu mau, can 350 L thé tich nap vao.

TDéi véi giao thirc OBL (phan giai ngoai may), thé tich yéu cau dwoc xac dinh bai thé tich chat phan giai dwoc tao ra trong khi phan giai thd cong.

** Néu str dung cdn c6 chtra moi trdng van chuyén lam vat liéu mau, can co 1.050 uL thé tich mau.

T D6i voi cac giao thire phirc hop, dé& hat 4 mau cung ldc, hay dam bao réng cac miéng chén éng giébng nhau dwoc nap vao cac nhém 4 (vi du: cac vi tri 1-4 can dwoc nap véi cac miéng chén giéng nhau, cac vi tri 5-8 can dwoc nap
véi cac miéng chén giéng nhau, v.v.) va chi str dung céc 6ng twong thich cho méi nhém 4. Néu cac dng khong twong thich dwoc st dung cho mét nhém 4, khong thé bat dau 1an chay. Déi véi cac éng yéu cau “khong can miéng
chén”, cac miéng chén 01, 02 va 3A tit ca cac dng da liét ké twong thich véi tirng miéng chén. Khi str dung miéng chén 1A, cac két hop 6ng sau day twong thich: két hop (1) SAR#60550100 13 x 82 Round véi COP#480CE E-
SwabTube va RO#20753920122 STM 13 x 83; két hop (2) NU#379189 3.6 Cryo 12.5 x 72 vé&i NU#363452 4.5 Cryo 12.5 x 92. COP#359C UTM 12 x 8 khong twong thich véi bat ky 6ng nao khac. D& tao ra cac nhém 4 éng twong
thich, néu can thiét, chuyén cac mau tir dng chinh sang 6ng phu. Néu ma vach dwoc st dung, chuyén cac nhan ma vach 1&n cac 6ng phu, quét ma vach tir cac 6ng chinh ho&c nhap théng tin ma vach theo céach thli cong sau khi
tai mau. Néu téng s6 mau khong phai la boi sb clia 4, vi tri cudi cling clia bé d& dng c6 thé van tréng (vi du: néu vj tri tir 1 dén 9 chira mAu va vj tri tir 10 dén 24 tréng, khong can phai lap day vi tri 10, 11, va 12).

# Ong Copan eNAT (s6 danh muc Copan 606C) c6 thé khong cé san & tat ca cac qudc gia, hay lién hé véi nha cung cp dé kiém tra tinh kha dung & quéc gia cla ban.

§§ BD Ia nha cung cép trwéc day clia dng nay va Corning® Inc. hién 1a nha cung cip mai.
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Ngan chra “Sample” (Mau), bé d& 6ng, dung cu phong thi nghiém FIX

Dé& giam thiéu thé tich chét, cac dng phu cé thé dwoc st dung ma khdng phat hién mirc chét 16ng. Dung cu phong thi nghiém FIX da dwoc thiét ké cho muc dich nay va khong hé tro

phat hién mac chéat Idng hodc phat hién cuc mau dong. Cac 6ng mau FIX d&t ra gi¢i han hat; mau dwoc hat & do cao xac dinh trong 6ng. Do cao nay duoc xac dinh boi thé tich mau

sé& dwoc chuyén. Vi vay, can dam bao rang thé tich dwoc liét ké trong bang hodc bang giao thirc dwoc st dung.

Lwu y: Do hé thdng sé khong phat hién thay thé tich mau khéng da, hé théng co thé hat khong khi thay vi chat 1dng va khéng hodc khéng thé chuyén di mau.

Lwu y: C6 thé xt ly cac 6ng dé str dung cé va khong cé phat hién mirc chat 1dng trong ciing moét 16/14n chay.

Cac giao thirc khéng co té Cac giao thirc phitrc hop*
bao

Nha )
cung S$6 danh muc Tén trén man hinh
cap Vat liéu mau cam irng

Cellfree Cellfree Cellfree Complex Complex400 Complex800 Complex Complex Complex
200 500 1000 200 200_OBL 400_OBL 800_OBL

Miéng chén

SAR_FIX_#72.693

Sarstedt 2 ml Micro tube, PP, NON-SKIRTED 72.693
T2.0 Screw

SAR_FIX_#72.694

Sarstedt 2 ml Micro tube, PP, SKIRTED 72.694 T2.0 ScrewSkirt

* P& hat 4 mau cung ltc, hay dadm bao rang cac miéng chén éng gibng nhau duoc nap vao cac nhém 4 (vi du: cac vi tri 1-4 can duoc nap véi cac miéng chén gidng nhau, céc vi tri 5-8 can dwoc nap véi cac miéng chén giéng nhau,

Miéng cheén
03/3B
Miéng chén
3B

v.v.) va chi st dung cac éng twong thich cho méi nhém 4 miéng chén. D& tao ra cac nhom 4 dng tuong thich, néu can thiét, chuyén cac mau tlr ng chinh sang éng phu. Néu ma vach dwoc stv dung, chuy&n cac nhan ma vach lén
céac 6ng phu, quét ma vach tir cac 6ng chinh ho&c nhap théng tin ma vach theo cach thd cong sau khi ti mau. Néu téng sé mau khong phai la boi s6 clia 4, vi tri cudi cuing clia bé d& 6ng cé thé van tréng (vi du: néu vi tri ttr 1 dén 9

chira mau va vj tri ttr 10 dén 24 tréng, khéng can phai l&p day vi tri 10, 11, va 12).
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Ngan chra “Sample” (Mau), bé d& 6ng (hén hop mau chirng ndi—chat mang RNE—Buffer ATE)
Lwu y: Chuan bi hén hop mau chirng ndi—chat mang RNE—Buffer ATE dwoc mé ta trong bang giao thire twong ¢ng.
Lwu y: Bé d& dng c6 chtra (cac) hdn hop mau chirng ndi—-chat mang RNA-Buffer ATE phai dwoc dat trong khe A clia ngan chira “Sample” (Mau).

Lwu y: Chi cac giao thirc cho phép str dung mau chirng ndi dugc dua vao bang nay.

Cac giao thirc khong cé té bao Cac giao thirc phitrc hop

Nha ) - Tén trén man hinh cam ) Cellfree Cellfree  Cellfree  Complex
cungcap Vatliéu S6 danh muc mau  ng Mieng chén 200 500 1000 200 Complex 400 Complex 800

. 14 ml Falcon polystyrene round-bottom tube BD#352051 Khéng can miéng
BD 352051 N

17 x 100 mm FalconPP 17x100 chen
Sarstedt 2 ml Micro tube, PP, non-skirted 72.693 SAR#72.693 Miéng chén 03/3B
T2.0 Screw

Sarstedt 2 ml Micro tube, PP, skirted 72.694 SAR:#72.694 Miéng chén 3B

T2.0 ScrewSkirt

* BD la nha cung cép truwdc day ctia ng nay va Corning Inc. hién 1a nha cung cap méi.
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Ngan chira “Eluate” (Dung dich rtra giai)

Cac giao thirc khéng cé té

bao Cac giao thirc phirc hop
Nha cung Sé danh Tén trén man hinh Bo6 nbi trén cac khe  Cellfree Cellfree Cellfree  Complex Complex Complex Complex Complex Complex
cap Vat liéu muc mau  Danh muc cam rng Rtra giai 200 500 1000 200 400 800 200_OBL 400_OBL 800_OBL
QIAGEN®  Elution Microtubes 19588 Deep Well QIA#19588 Elution Microtube
CL 96t *EMTR Rack QS (khe lam
lanh 1)
QIA#19588 Khoéng can bé ndi
EMTR (khe khoéng lam
lanh 2-3)
Sarstedt 2 ml Micro tube, 72693 Tube 2.0 SAR#72.693 N&p v&n éng nhé QS
PP, non-skirted ml/Tube_2.0ml **T2.0 Screw (khe lam lanh 1)
AdapterV1 (no BC) . .
SAR#72.693 Nap van 6ng nhé QS
*T2.0 Screw (khe lam lanh 1)
SAR#72.693 24-Tube 1.5/2.0 ml
T2.0 Screw QS (khe khéng lam
lanh 2-4)
Sarstedt 2 ml Micro tube, 72694 Tube 2.0ml/ SAR#72.694 Né&p v&n éng nhd QS
PP, skirted Tube_2.0ml **T2.0 ScrewSkirt (khe lam lanh 1)

AdapterV1 (no BC)

SAR#72.694
*T2.0 ScrewSkirt

SAR#72.694
T2.0 ScrewSkirt

Né&p v&n éng nhé QS
(khe lam lanh 1)

24-Tube 1.5/2.0 ml
QS (khe khéng lam
lanh 2-4)

* Cho biét dung cu phong thi nghiém c6 thé duoc 1am lanh bang cach s dung bd ndi lam lanh c6 ma vach (cé thé chuyén ddi va cé thé si dung trén QlAsymphony AS).
** Cho biét dung cu phong thi nghiém c6 thé dwoc 1am lanh bang cach st dung bd ndi lam lanh khéng cé ma vach (khéng thé chuyén ddi va khong thé st dung trén QIAsymphony AS).
T Khéng st dung cac dia 96 lo trén “Khe rira giai 4” vi tay robot khong thé tiép can tat ca cac vi tri.
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Biéu twong

Cac biéu twong sau xuét hién trong tai liéu nay. Dé biét danh sach day di cac bidu twong dwoc st dung trong huwéng dan st dung hodc trén bao bi va nhan mac, vui long tham khao

s6 tay.
Biéu twong Dinh nghia biéu twong
c € San phdm nay dap ng cac yéu ciu ctia Quy dinh Chau Au 2017/746 dbi véi cac thiét bi y t& chan doan trong dng nghiém.

Thiét bi y té chan doan trong 6ng nghiém
S6 danh muc

Rn R Ia 1an stra d&i Hwéng dan St dung va n la sb stra dbi

Nha san xuét

D& biét théng tin d&t hang, hay truy cap www.giagen.com/goto/QIAsymphony.
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Lich st stra ddi

Lan sira doi Mo ta
Phién ban 2, Lan stra doi 1
e Cap nhat I&n phién ban 2 dé tuan tha IVDR
e Phan ngan chra “Sample” (Mau), bé d& dng: Thém lwu y vé rdi ro tdn dong khi str dung éng FIX
e Diéu chinh thé tich mau cho giao thirc Cellfree 500 v&i ng day tron 14 mL Falcon polystyrene,
17 x 100 mm

Lan stra dbi 1, thang 6 ndm 2022

D& biét thong tin cap nhat vé cap phép va tuyén bb tir bé trach nhiém cu thé theo san phdm, xem sb tay hodc hwéng dan s dung bd dung cu QIAGEN twong (rng. Sb tay va hwédng
dan str dung bd dung cu QIAGEN c6 sdn tai www.giagen.com hoc co thé duoc yéu cau ttr bd phan Dich vu Ky thuat QIAGEN hoac nha phan phéi tai dia phwong cla ban.

Nhan hiéu: QIAGEN®, Sample to Insight®, QIAsymphony® (Tap doan QIAGEN); BD™, PPT™, Vacutainer® (Becton, Dickinson and Company); Corning® (Corning, Inc.); Bio-One®, Vacuette® (Greiner Bio-One GmbH); Copan®, eNAT™ (Copan Italia S.P.A.); Corning®, Falcon® (Corning, Inc.); Nunc® (Thermo Fisher Scientific or
its subsidiaries); Oragene® (DNA Genotek Inc., a subsidiary of OraSure Technologies, Inc.); Roche® (Roche Group); Sarstedt®, S-Monovette® (Sarstedt AG and Co.); Starlab® (Starlab Group); Terumo®, Venosafe® (Terumo Europe N.V.). C&c tén, nhan hiéu, v.v. d& dang ky duoc st dung trong tai liéu nay, ké ca khi khang
dwoc danh dau cu thé nhw vay dwoc coi la duoc bao vé vé phap ly.

06/2022 HB-3028-L01-001 © 2022 QIAGEN, tét ca quyén dwoc bao Iuu.
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