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Cho muc dich S dung Chan doan trong Ong nghiém
Pé sir dung véi QlAsymphony DSP Virus/Pathogen Midi Kit

C€

937055
‘ QIAGEN GmbH, QIAGEN Strasse 1, 40724 Hilden, Dirc
R1 Bang giao thirc cé sén dudi dang dién tlr va co thé dwoc tim thay trong thé resource (tai nguyén) cla trang san

pham trén www.giagen.com.
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Théng tin chung

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

B6 dung cu

Vat liéu mau

Tén giao thirc

B6 mau chirng xét nghiém mac dinh
C6 thé chinh sira

Phién ban phan mém yéu cau

QIAsymphony DSP Virus/Pathogen Midi Kit
M4&u hd hap va niéu sinh duc
Complex400_OBL_V4_DSP
ACS_Complex400_OBL_V4_DSP

Thé tich dung dich rtra giai: 60, 85 va 110 pl

Phién ban 4.0 tr& lén

Céu hinh phan mém can thiét dé str dung IVD Hb so Mac dinh 1

Ngéan chira “Sample” (Mau)

Loai mau

Thé tich mau

Thé tich mau dworc xtv ly
Ong mau chinh

Ong mau phu

Miéng chén

Khac

Gac chira mau nuéc tiéu, niéu sinh duc (trong mai trwdng van chuyén, vi du: PreservCyt®, UTM, eNAT™) va gac chira mau
bénh phdm hd hap (gac kho hodc trong méi trwdng van chuyén, vi du: UTM, eNAT)

Phuy thudc vao loai 6ng mau dugc s dung; dé biét thém thong tin hay kiém tra danh sach dung cu phong thi nghiém, cé thé
dwoc tim thay trong thé resource (tai nguyén) trén trang san pham tai www.giagen.com

Kiém tra danh sach dung cu phong thi nghiém, co thé duwoc tim thay trong thé resource (tai nguyén) trén trang san pham tai
www.giagen.com dé biét thém thong tin

Kiém tra danh sach dung cu phong thi nghiém, co thé duoc tim thay trong thé resource (tai nguyén) trén trang san pham tai
www.giagen.com dé biét thém thong tin

Phuy thudc vao loai 6ng mau dugc st dung; dé biét thém thong tin hay kiém tra danh sach dung cu phong thi nghiém, c6 thé
dwoc tim thay trong thé resource (tai nguyén) trén trang san pham tai www.giagen.com

Phu thudc vao loai 6ng mau dwoc st dung; dé biét thém thong tin hay kiém tra danh sach dung cu phong thi nghiém, cé thé
dwoc tim thay trong thé resource (tai nguyén) trén trang san pham tai www.giagen.com

Yéu cau hdn hop RNA chat mang—Buffer AVE; khéng bét budc st dung mau chirng noi

Ngan chira “Reagents and Consumables” (Thubc thtr va vat tw tiéu hao)

Vi tri A1 va/hoic A2

Vi tri B1

Gia dwng gia d& dau tip 1-17
Gia dwng gia d& dau tip 1-17
Gia dwng hop thiét bj 1-4
Gia dwng hop thiét bi 1-4

n/a = khéng co sén.

Ong thudc thir (Reagent cartridge, RC)
khéng cé sén

Dau tip bd loc dung mét Ian, 200 ul
DAu tip bd loc dung mét 1an, 1500 pl
Hop thiét bi chtra cac dng chuén bj mau

Hop thiét bi chira cac N&p day 8 can (8-Rod Covers)

Ngan chira “Waste” (Chat thai)

Gia dwng hop thiét bi 1-4
Gia dwng tuai chat thai
Gia dwng chai chét thai léng

Hop thiét bi réng
Tui chét thai
Chai chét thai Idng

Ngan chira “Eluate” (Dung dich rtra giai)

Gia d& chét rira giai (chung t6i khuyén nghi stv dung vi tri 1am lanh khe 1) D& biét thém théng tin, hay kiém tra danh sach dung cu phong thi nghiém, c6 thé dwoc

tim thdy trong thé resource (tai nguyén) trén trang san pham tai www.qiagen.com.
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Dung cu bang nhya yéu cau

. Mét 16 Hai 16 Balo BénJé
Dung cu bang nhwa 24 mau* 48 mau* 72 mau* 96 mau*
Disposable filter-tips, 200 pl'* 96 96 128 128
Disposable filter-tips, 1500 plt* 128 192 224 288
Sample prep cartridges$ 18 36 54 72
8-Rod Covers' 3 6 9 12

Viéc thuc hién hon mot 1an quét kiém ké yéu cau bd sung dau tip bd loc dung mét 1&n. St dung it hon 24 m&u cho méi 16 lam gidm sb lwong dau tip diing mét lan can thiét
cho méi 1an chay.

C6 32 dau tip bo loc/gia d& dau tip.

Sé lwong dau tip bd loc yéu cau bao gdbm dau tip bd loc cho 1 1an quét kiém ké trén méi 6ng thude thir (Reagent Cartridge, RC).

C6 28 hop chuan bi mau/hop thiét bi.

C6 mudi hai Nap day 8 can/hop thiét bj.

- w» =+

Lwu y: S6 lwong dau tip bd loc dwoc cung cap cé thé khac véi sé lwong dwoc hién thi trén man hinh cdm (rng tly thudc vao cai dat.
Chuing t6i khuyén nghi nap sé lwong dau tip téi da cé thé cé.

Thé tich chat rira gidi da chon

Thé tich chét riva giai da chon (ul)* Thé tich chét rira giai ban dau (ul)t
60 90
85 115
110 140

* Thé tich chét rira gidi dwoc chon trén man hinh cadm (ng. Day 4 thé tich chét rira gidi c6 thé tiép can tdi thidu trong dng dung dich riva giai cudi ciing.
T Thé tich dung dich rira giai ban dau y&u cau dé dam bao thé tich dung dich rira giai thuc té bang thé tich da chon.

Chuan bi hén hop mau chiing ndi—RNA chat mang (CHAT MANG)-Buffer AVE (AVE)

Thé tich chét riva giai Thé tich RNA chat mang Thé tich mau ching noi Thé tich Buffer AVE (AVE) Thé tich cuéi cung trén
d3 chon (ul) con dw (CHAT MANG) (ul) (ul)* (ul) mét mau (ul)
60 3 9 108 120
85 8 11,5 105,5 120
110 3 14 103 120

* Tinh toan sb lwgng mau chirng ndi dwa trén thé tich chat riva giadi ban dau. Thé tich 16 rdng bd sung phu thudc vao loai dng mau dwoc st dung; hay kiém tra danh sach
dung cu phong thi nghiém, cé thé dwoc tim thay trong thé resource (tai nguyén) trén trang san pham tai www.giagen.com dé biét thém thong tin.

Lwu y: Cac gia tri dwoc hién thi trong bang la dé chuan bi hdn hop mau chirng ndi—-RNA chét mang (CHAT MANG) cho xét nghiém xudi
déng yéu cau 0,1 ul mau chivng néi/ul dung dich rira giai.
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Phan giai ngoai may

Khi lam viéc v&i hda chat, ludn mang 4o choang phong thi nghiém, géng tay diing mét Ian, va kinh bao hd phu hop. Bé biét thém thong
tin, hdy tham khao bang chi d&n an toan (safety data sheets, SDS) thich hop, cé s&n tlr nha cung cip san pham.

Céc giao thirc QIAsymphony Complex bao gém 4 buéc: phan giai, lién két, riva va rira giai. i véi mot sb mau, sé hivu ich khi thye hién
phan giai tht céng, vi du, dé& vé hiéu héa mam bénh trong td an toan sinh hoc. Giao thirc Complex400_OBL_V4 DSP cho phép phan
gidi thd cong dwoc thuc hién theo cach twong tw nhw déi véi giao thirc Complex400_V4_DSP. Cac mau dwoc tién x( ly dwgc chuyén
dén QIAsymphony SP va xt ly bdng giao thirc Complex400_OBL_V4 DSP.

Lwu y: Giao thtrc Complex400_OBL_V4 DSP yéu cau Buffer ACL va chét Buffer ATL (ATL). Buffer ACL (s6 danh muc 939017) va Buffer
ATL (ATL) (s6 danh muc 939016) khong phai la mét phan ciia Bé dung cu QlAsymphony DSP Virus/Pathogen Midi Kit va phai duwoc dat

hang riéng.
Phan giai thd cong

1. Hat 40 pl proteinase K, 165 pl Buffer ATL (ATL), 120 ul hén hop RNA chat mang mau chirng ndi, va 315 pl chat dém ACL vao éng
Sarstedt 2 ml (s6 danh muc 72.693 hodc 72.694).

Luu y: Khi c6 nhiéu hon mot méu sé dwgc xir ly béng cach st dung phan gidi tha cong, c6 thé chuan bi dung dich gbc clia dung dich
nay. Chi can nhan thé tich can thiét cho mét mau véi tdng sd mau dwoc xi Iy va dwa thé tich bd sung vao thé tich twong dwong
2 mau bé sung. Dao ngwoc 6ng vai lan dé tron, chuyén 640 pl vao éng Sarstedt 2 ml cho méi mau va sau dé tiép tuc cho tirng mau
v&i budce 4.

. Bong nép va trén bang cach dao ngwoc éng 5 1an.

. Ly tam &ng trong thoi gian ngén dé loai bé cac giot tir bén trong nép.

. Thém 400 pl m&u vao éng, day ndp va tron bang cach xody xung trong 10 giay.

. U éng & 68°C trong 15 phit.

. Ly tam éng trong thdi gian ngén dé loai bd cac giot tir bén trong nap.

N o g A~ WwN

. Bat cac miéng chén cho cac 6ng mau phu hop vao gia dwng dng va nap cac 6ng mau (khéng cé nép).

Chuén bj vat liéu mau

Ngan chan hinh thanh bot trong hodc trén cac mau. Tuy thudc vao vat liéu ban dau, c6 thé can xt ly trwéc mau. Cac mau nén dwoc can
b&ng dén nhiét d6 phong (15-25°C) truwéc khi bat diu chay.

Lwu y: D6 6n dinh mau phu thudc rat nhidu vao cac yéu té khac nhau va lién quan dén &ng dung xudi dong cu thé. Mau da dwoc thiét
lap cho QIAsymphony DSP Virus/Pathogen Kits st dung cling v&i cac irng dung xudi dong kiéu mau. Ngudi dung cé trach nhiém tham
kh&o hwéng dan st dung clia (’ng dung xudi dong cu thé dwoc st dung trong phong thi nghiém cla ho va’hodc xac nhan toan bo quy

trinh dé thiét 1ap cac diéu kién bao quan thich hop.
D& biét cac khuyén nghi chung vé& phwong thire thu thap, van chuyén va bao quan mau, hdy tham khao hwéng dan MM13-A da dwoc

phé duyét ctia CLSI “Thu thap, Van chuyén, Chuan bj va Lwu trir Bénh pham theo Phwong phap Phan t&”. Ngoai ra, trong qua trinh

chudn bi, bdo quén, van chuyén va xt ly mau néi chung, can 1am theo cac hwéng dan clia nha san xuét cua thiét bi/bd 14y mau da chon.
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Nwéc tiéu

Nuéc tidu cé thé dwoc bao quan & nhiét dd 2-8°C trong tdi da 6 gid. D& bao quan lau hon, ching téi khuyén nghi déng lanh & nhiét 6
—20°C ho&c —80°C. Nuwérc tiéu cé thé dwoc x& ly ma khoéng can xi ly trwdc. Hé thdng nay dwoc tdi wu héa cho cac mau nuwdc tiéu tinh
khiét khong chtra chat bao quan. D& tang dd nhay véi mam bénh vi khuén, cac mau cé thé dwoc ly tam. Sau khi loai bé phan ndi & trén,
vién tron cé thé dwoc khudy lai trong it nhat 400 pl Buffer ATL (ATL) (sé danh muc 939016). Str dung 400 pl vat liéu da dwoc tién xt ly

lam mau d& chuén bi cho qua trinh phan giai ngoai may.
Tach DNA hé gen twr vi khuan Gram dwong

Viéc loc DNA c¢6 thé dwoc cai thién déi véi mot sé vi khudn Gram dwong bang cach tién xt ly enzym trwdc khi chuyén mau dén
QIAsymphony SP va bat dau giao thirc Complex400_OBL_V4_DSP.

1. Vé tron vi khuén bang cach ly tam & 5000 x g trong 10 phut.
2. Khudy vién vi khuan trong 400 pl dung dich enzym thich hop (20 mg/ml lysozyme hodc 200 pg/ml lysostaphin trong 20 mM Tris-HCI,
pH 8,0; 2 mM EDTA; 1,2% Triton X-100).

3. U & nhiét d6 37°C trong it nhat 30 phut.
4. Ly tam bng trong thoi gian ngén dé loai bé cac giot tir bén trong nép.

5. St dung 400 pl vat liéu da dwoc tién x& ly lam mau dé chudn bj cho qua trinh phan gidi ngoai may.
M&u nhét hodc nhay

Mot sé mau cé thé bi nhét va can hoa 1dng dé kich hoat viéc hat. Cac mau c6 dd nhét thap khéng can chuan bi thém. Cac mau cé do

nhét trung binh dén cao can duoc chuan bi nhuw sau:

1. Pha lodng mau 1:1 véi 0,3% (w/v) dithiothreitol (DTT).
Luu y: Dung dich DTT 0,3% (w/v) co thé duoc thwe hién trwéc va duwoc bao quan & —20°C trong cac phan wéc xac dinh. Cac phan
wéc ra dong can dwoc loai bd sau khi st dung.

2. U & 37°C cho dén khi do nhét ciia mau phu hop dé hat.

3. S dung 400 pl vat liéu da dwoc tién x& ly lam mau dé chudn bj cho qua trinh phan gidi ngoai may.
Dich co thé kho va gac thdm chét bai tiét

1. Ngam dau tip miéng gac kho vao 650 ul Buffer ATL (ATL) (sé danh muc 939016), va i & 56°C trong 15 phut va tron lién tuc. Néu khéng
thé tron, xoay trwdc va sau khi U it nhat 10 giay.

2. LAy miéng gac ra va vat hét chat 16ng bang cach 4n miéng gac vao bén trong éng.

3. Str dung 400 pl vat liéu da dwoc tién xt Iy 1am mau dé chuén bi cho qua trinh phan gidi ngoai may.
Lwu y: Giao thirc nay dwoc tdi wu hda cho miéng gac béng hodc polyethylene. Khi sir dung cac miéng gac khac, cé thé can diéu

chinh thé tich ctia Buffer ATL (ATL) d& dam bao rang it nhat 400 ul cé sén dwdi dang vat liéu mau.
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Miéng gac hé hap hoac niéu sinh duc

C6 thé bao quan gac thAm mau niéu sinh duc (trong mai trwéng van chuyén, vi du: PreservCyt, UTM, eNAT) va gac thAm hé hap (tam
bong kho hodc dwgc nhing vao méi trwdng van chuyén, vi du: UTM, eNAT) & nhiét do 2-8°C trong tbi da 6 gier. P& bao quan lau hon,

chung t6i khuyén nghi déng lanh & nhiét 6 -20°C hoac -80°C.

M@i trwdng Iwu trik cho miéng gac hd hap hodc niéu sinh duc c6 thé dwoc str dung ma khéng can tién x& ly. Néu miéng gac chwa duoc
lay ra, &n miéng gac vao bén canh éng dé vét chat I6ng ra. B4t ky chat nhdy dw thira nao trong mau bénh phdm can dwoc loai b tai
thoi diém nay béng cach thu gom né trén miéng gac. Bat ky chéat Idng con lai nao tir chat nhay va miéng gac sau d6 sé dwoc ép ra bing
cach an miéng gac vao bén canh éng. Cubi ciing, miéng gac va chat nhdy can dwoc loai bd va virt bd. Néu cac mau nhét, thuc hién
bwéc hoa 16ng (xem phan “Mau nhét hodc nhdy” & trén) trwdc khi chuyén mau dén QIAsymphony SP. Néu khéng c6 du vat liéu ban
dau, hay hut chat Buffer ATL (ATL) vao méi trwdng van chuyén dé& diéu chinh thé tich ban dau téi thidu can thiét va xody mau trong
15-30 giay trong &ng (néu mai trwdng van chuyén chira miéng gac, thuc hién buwéc nay trwédce khi vivt bd miéng gac). S dung 400 pl

vat liéu |am mau dé chuén bi cho qua trinh phan giai ngoai may.
Céc gidi han va cac chat gay nhiéu

Khong quan sat thay tac déng tiéu cuc dang k& ndo ctia cac chat gay nhiéu tiém nang (dé biét chi tiét, hay xem tai liéu Performance
Characteristics (Pac tinh Hiéu nang) twong (ng c6 thé dwoc tim thdy trong tab resource (tai nguyén) cta trang san phdm trén

www.qgiagen.com).

Lwu y: Xét nghiém dwoc thwe hién bing cach st dung cac trng dung xudi dong kiéu mau dé& danh gia chat lwong cla cac axit nucleic
dwoc tach chiét. Tuy nhién, cac (r’ng dung xudi dong khac nhau c6 thé cé cac yéu cau khac nhau vé dé tinh khiét (ttrc 1a sw loai triv cac
chét gay nhiéu tiém an). Do dé, can thiét 1ap viéc xac dinh va thtr nghiém cac chét lién quan nhw mét phan clia qua trinh phat trién tng

dung xudi dong cho bét ky quy trinh céng viéc nao lién quan dén QIAsymphony DSP Virus/Pathogen Kits.

B&o quan céac chéat rira giai

Lwu y: Do &n dinh cla chét rira gidi phu thudc nhidu vao cac yéu té khac nhau va lién quan dén ¢ng dung xudi dong cu thé. Mau da
duoc thiét 1ap cho QIAsymphony DSP Virus/Pathogen Kits st dung cuing vé&i cac ng dung xudi dong kidu mau. Ngudi dung co trach
nhiém tham khao hwéng dan s dung clia tng dung xudi dong cu thé dwoc st dung trong phong thi nghiém clia ho va/hoac xac nhan

toan bod quy trinh dé thiét 1ap cac diéu kién bao quan thich hop.

D& bao quan ngan han khéng quéa 24 gi®, chiing téi khuy&n ban nén bao quan axit nucleic tinh khiét & 2-8°C. D& bao quan lau dai trén

24 gi¢, chung téi khuyén ban nén bao quan & —20°C.
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Biéu twong

Cac biéu twong sau xuét hién trong tai liéu nay. Dé biét danh sach clia toan bd cac bidu twong dwoc stv dung trong huéng dan st dung

hoéc trén bao bi va nhan mac, vui ldng tham khao sb tay.

Biéu twong Dinh nghia biéu twong
c € San phdm nay dap (ng cac yéu cau cia Quy dinh Chau Au 2017/746 dbi voi cac thiét bi y t& chan doan
trong ong nghiém.

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

Rn R Ia 1an stra d4i Hwéng dan St dung va n la sb stra dbi

u Nha san xuét

Hwéng dan St dung QIAsymphony DSP Virus/Pathogen Kit (Bang Giao thirc): Giao thirc Complex400_OBL_V4 DSP  06/2022 7



Lich st stra dbi

Lan stra doi M6 ta
L&n stra d6i 1, thang 6 nam 2022 Phién ban 2, Lan stra doi 1

e Cap nhat I&n phién ban 2 dé tuan tha IVDR

e M®& réng phan Chuan bj vat liéu mau

e B6 sung phan Cac gi6i han va cac chat gay nhiu
e B& sung phan Bao quan cAc chét rra giai

e B6 sung phan Biéu twong

D& biét thong tin cap nhat vé cip phép va tuyén b tlr bé trach nhiém cu thé theo san phdm, xem cdm nang hodc hwéng dan str dung
bd dung cu QIAGEN® twong (ng. Cém nang va hwéng dan str dung bd dung cu QIAGEN c¢6 sén tai www.giagen.com hodc co thé

duwoc yéu cau tlr bd phan Dich vu Ky thuat cia QIAGEN hodc nha phéan phdi tai dia phwong cla ban.

Nhan higu: QIAGEN®, Sample to Insight®, QIAsymphony® (QIAGEN Group); eNAT™ (Copan ltalia S.P.A.); PreservCyt® (Hologic, Inc.); Sarstedt® (Sarstedt AG and Co.). Cac tén, nhan hiéu, v.v. da dang ky duoc st dung trong tai liéu nay, ké ca
khi khong duoc danh du cu thé nhu vay duoc coi la duoc béo vé vé phap Iy.
06/2022 HB-3028-S04-001© 2022 QIAGEN, tat ca quyen duoc bao lwu.
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