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Muc dich Str dung

QIAsymphony DSP Virus/Pathogen Mini Kit and QIAsymphony DSP Virus/Pathogen Midi Kit
st dung c6ng nghé hat ti tinh @& tw déng phan l1ap va loc axit nucleic tlr cac mau bénh

pha&m sinh hoc.

Nhirng san pham nay du dinh sé duoc sir dung bdi ngudi ding chuyén nghiép vi du nhw

ky thuat vién va bac si dwoc dao tao vé ky thuat sinh hoc phan te.

Hé théng QIAsymphony DSP Virus/Pathogen s dung d& ch&n doan trong 6ng nghiém.
Nguwoi dung Dy dinh

B& dung cu nay danh cho chuyén gia st dung.

San pham nay chi dwoc st dung béi cac nhan vién dwoc hwédng dan cu thé va duwoc dao

tao vé ky thuat sinh hoc phan t&r va quen thudc véi cong nghé nay.
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M0 ta va Nguyén tac
Tém tét va giai thich

QIAsymphony DSP Virus/Pathogen Kit dwoc thiét ké dé chi st dung két hop véi dung cu
QIAsymphony SP. QIAsymphony DSP Virus/Pathogen Kit cung cap thubc thir dé loc hoan
toan tw dong va ddng thoi cac axit nucleic clia vi-rat va DNA cla vi khuan. C6 thé sir dung
bd dung cu nay dé loc axit nucleic tlr nhiéu loai vi-rat DNA va RNA ciing nhw DNA cua vi
khuan tir vi khudn Gram am va Gram dwong. Tuy nhién, cac d&c tinh hiéu n&ng cho moi Vi
khudn loai vi-rat ho&c vi khuén van chwa dwoc thiét 1ap va phai dwoc nguwdi dung xac nhan.
Cong nghé hat tir tinh cho phép loc cac axit nucleic chét lwong cao khdng chira protein,
nucleaza va cac tap chat khac. Cac axit nucleic da loc da s&n sang st dung truc tiép trong
cac trng dung xudi dong, chdng han nhw phan &ng khuéch dai (PCR). QlAsymphony SP
thuc hién tat ca cac buéc cla quy trinh loc. M6t lwot chay x& ly dwoc téi 96 mau theo cac
16 gdbm tbi da 24 mau.

Nguyén ly cta quy trinh

Co6ng nghé QlAsymphony két hop gitra tbc dé va tinh hiéu qua clia qua trinh loc axit nucleic
dwa trén silica v&i viéc xt ly dé& dang cac hat t&r (Hinh 1). Quy trinh loc dwoc thiét ké dé& dam
bdo xt ly an toan va cé thé tai tao cac mau cé kha nang lay nhiém va bao gdm 4 buwéc: ly
gidi, lién két, rtra va rira gidi (xem so dd, trang 7). Ngwoi ding cé thé chon gitra cac thé tich

rtba gidi khac nhau.
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Hinh 1. So d6 nguyén Iy ctia QIAsymphony SP. QlIAsymphony SP sé& x( ly mau cé chiva cac hat tir tinh nhu sau:
Que tir tinh dwoc bdo vé bdi tAm che que sé dwoc dwa vao 6 c¢d chira mau va hit cac hat tir tinh. V4 boc que tir
dwoc dat trén mot lo khac va cac hat tir dwoc gidi phong. Cac buéc nay 1ap lai vai 1an trong qua trinh x( Iy mau.
QIAsymphony SP sv dung dau tir ¢ chira day gém 24 que tlr va do d6 cd thé x ly 1én t&i 24 mAu cling luc.
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Quy trinh QIAsymphony Virus/
Pathogen

Mau
Ly giai

Dung dich dém lién

l két va cac hat tir dwoc
chuyén vao hop chuan
bi mau

Axit nucleic cla
vi;rlilt/vi khuan lién
két voi cac hat tir

Phén tach tw

Rlra

Phan tach tw

l Rra giai

Axit/nucleic vi-rat, vi khuan tinh khiét
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Vat tw dwoc Cung cap

Thanh phan bd dung cu

*

1

QIlAsymphony DSP Virus/Pathogen Kit Mini Midi

S6 danh muc 937036 937055

S6 lwong chuan bi* 192 96

Chir viét tat M4 nhan dang Biéu twong S6 lwong

RC Reagent Cartridge | REAG | carT |y 2 2
(Hop Thudc thir)t

ER Enzyme Rack 2 2
(Gia do Enzym)

PL Piercing Lid 2 2
(Nap Bam xuyén)

AVE Buffer AVE (20 mL)* EEEE 2 2

AVE Buffer AVE (2 mL)* 1, 2 2

CARRIER Carrier RNA CAR T RNA ]y 2 x 1.350 ug 2 x 1.350 ug
(RNA chat mang)

RSS Reuse Seal Set’ 2 2
Huéng dan S& dung 1 1

=

(Sb tay)

Sé lwong chuén bi phu thudc vao giao thire dwoc st dung.

Chtra mubi guanidine. Khéng twong thich véi chat khiy tring chiva thube tay.
toan.

Chra natri azua lam chét bao quan.
Mét Reuse Seal Set (RSS) chira 8 Miéng bit kin Tai st dung.
Xem trang 37 dé biét danh sach cac biéu twong véi cac dinh nghia.
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Thanh phan ctia bd dung cu

Cac thanh phén chinh cta b6 dung cu ch¥a cac thanh phén hoat tinh dwoc gidi thich dwoi

day.
Thuéc the Thanh phan Néng do (trong
lwong/trong lwong) [%]

RC (Hop Thuéc thir) Guanidine thiocyanate 225 dén <50
Guanidine hydrochloride =30 dén <50
Chét tay rira khong chira ion 21 dén <25
Isopropanol 230 dén <50
Ethanol 210 dén <50
Clorua liti =1 dén <10
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Vat tw Yéu cau nhung Khéng dwoc Cung cap

Khi lam viéc v&i hda chét, ludn mang 4o choang phong thi nghiém, gang tay dung mét lan
va kinh bao ho phu hop. D& biét thém thong tin, vui Iong tham khao bang chi dan an toan
(Safety Data Sheet, SDS) phii hop, cé sén tir nha cung cip san pham.

Vat tw tiéu hao

Sample Prep Cartridges, 8-well (sé danh muc 997002)
8-Rod Covers (sb danh muc 997004)
Filter-Tips, 200 va 1500 ul (s6 danh muc 990332 va 997024)

Ong mau (xem danh sach dung cuphong thi nghiém lién quan va cac bang giao thirc

6 san trong thé tai nguyén ctia trang san phadm trén www.qiagen.com)

e May xoay

Céc thudbc thir bd sung

e Buffer ATL (dbi v&i cac giao thirc phirc hop ctia mam bénh; sé danh muc 939016)

Pé st dung cac mau chirng noi

e Xem danh sach dung cu phong thi nghiém va cac bang giao thirc c6 thé dwoc tim thay
trong thé tai nguyén cua trang san pham trén www.qgiagen.com dé biét thém théng tin.

Thiét bj*

e QIAsymphony SP (sé6 danh muc 9001297)

* Trwée khi st dung, dam bao réng cac dung cu da dwoc kiém tra va hiéu chuan theo khuyén nghi clia nha san xuét.
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Giao thirc va dung cu phong thi nghiém

e Bén canh sb tay, c6 thé tim thay cac bang giao thirc va danh sach dung cu phong thi

nghiém trong thé tai nguyén clia trang san pham trén www.qiagen.com.
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Canh bao va Phong ngira

Xin lvu y rdng ban c6 thé dwoc yéu ciu tham khao céc quy dinh tai dia phwong vé cach bao
cdo cac sy cb nghiém trong da xay ra lién quan dén thiét bi cho nha san xuét va/hoac dai
dién dwoc Gy quy&n cla nha san xudt va co quan quan ly noi ngwdi ding va/hodc bénh
nhan cuw tru.

Duing cho Muc dich Str dung Chan doan trong Ong nghiém.
Doc ky tat ca cac hwéng dan trwéc khi st dung bd dung cu.
Vui long Iwu y rdi ro con lai sau:

Ciing c6 thé nhap ID mau theo cach thi cong (dé biét chi tiét, hay tham khao Huéng dan
Str dung QIAsymphony SP). Néu nhap sai di¥ liéu ID theo cach tha cong, cé thé xay ra sai

twong quan gitra mau va bénh nhan.
Théng tin an toan

Khi lam viéc v&i hoa chét, lubn mang 4o choang phong thi nghiém, géng tay diing mét lan
va kinh bao ho phi hop. D& biét thém théng tin, vui 1dng tham khao bang chi dan an toan
(Safety Data Sheet, SDS) phu hop. Cac bang nay cé sén truc tuyén & dinh dang PDF thuan
tién va nhd gon tai www.qiagen.com/safety noi ban cé thé tim, xem va in SDS cho médi bd

dung cu QIAGEN® va thanh phan ctia b6 dung cu.

® TAt ca cac hoa chéat va vat liéu sinh hoc déu co khéd nang gay nguy hiém. Bénh phadm
va mau cé kha nang lay nhiém va phai dwoc coi 1a vat liéu nguy hiém sinh hoc.
e Loai bd mau va chat thai xét nghiém phai tuan theo quy trinh an toan tai cta dia

phwong cla ban.
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THAN TRONG R . a . .
KHONG thém thudc tay hoac dung dich axit tryc tiép vao chat

A thai chuan bi mau.

Cac chat dém trong hop thudc thir (RC) chira mudi guanidine, cé thé tao thanh cac hop chét

phan (rng cao khi két hop vai thude tdy. Néu chat 1dng chira cac chat dém nay bi dé, hay
lam sach béng nwéc va chat thy phu hop trong phong thi nghiém. Néu chét 1dng bi db c6
chtra cac tac nhan cé kha nang lay nhiém, trwdc tién hay vé sinh khu vic bi anh huéng
bang chét tdy va nwdc trong phong thi nghiém, sau d6 véi natri hypoclorit 1% (thé tich/thé
tich).

Théng tin khan cép

CHEMTREC
USA & Canada 1-800-424-9300
Bén ngoai USA & Canada +1703-527-3887

Cac bién phap phong nglra

Cac tuyén bdé phong nglra va nguy hiém sau day ap dung cho cac thanh phan cla
QIAsymphony DSP Virus/Pathogen Kit.

MBS

Canh bao! Gay kich &ng da nhe. Deo gang tay bao hd/quan ao bao ha/thiét bi bao v& mat/thiét bi bao vé mat.

Proteinase K

Chra: proteinase K. Nguy hiém! Gay kich trng da nhe. C6 thé gay ra cac triéu
ching di (’ng, hen suyén hodc khé thé néu hit phai. Tranh hit bui/khéi/khi/swong/
hoi/bui nwéc. Peo géng tay bao hd/quén 4o bao ho/thiét bi bao vé mat/thiét bi bao
vé mat. Deo thiét bj bao vé dwong hd hap. NEU tiép xdc hoac lo ngai: Goi cho
TRUNG TAM CHONG BOC hoac bac si/chuyén vién y té. Di chuyén ngudi dén noi
thoang khi va dé& thé. Thai bd cac thanh phan bén trong/thing chira tai nha may xc
ly chét thai dwoc phé duyét.
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Chra: guanidine thiocyanate va isopropanol. Nguy hiém! Chéat Idng va hoi d& chay.
C6 thé c6 hai néu nubt phai hoic khi tiép xuc véi da. C6 thé c6 hai néu nubt phai
va di vao dwong ho hap. Gay bong da va ton thwong mét nghiém trong. C6 thé gay
budn ngdi hodc chéng mét. Cé hai cho d&i sdng thly sinh véi anh hwéng lau dai.
Tiép xuc voi axit s& gidi phong khi rat ddc. Tranh xa strc néngtia Ira/ngon Itra
hé/bé mat nong. Khéng hut thuéc. Deo gang tay bao ho/quan ao bao ho/thiét bi
bao vé mét/thiét bi bao vé mat. NEU TIEP XUC VOI MAT: Rira can than véi nudc
trong vai phut. Thao kinh &p trong, néu c6 va dé dang thuc hién. Tiép tuc rira. NEU
tiép xuc hoac lo ngai: Goi ngay cho TRUNG TAM CHONG DOC hoéc bac sy
khoa/chuyén vién y té. Stic miéng. KHONG gay 6i mira. Gi&t quan &o nhiém ban
trwée khi tai st dung. Béo quén & noi thdng gié tét. Bao quén k§. Thai bé cac
thanh phan bén trong/thling chiva tai nha may xt ly chat thai dwoc phé duyét.

Chra: guanidine thiocyanate. Nguy hiém! C6 hai néu nudt phai. C6 thé cé hai khi
tiép xtc v&i da hodc néu hit phai. Gay béng da va tén thwong mét nghiém trong.
C6 hai cho doi séng thy sinh v&i anh hwdng lau dai. Tiép xUc véi axit sé giai
phong khi rt doc. Peo gang tay béo ho/quan 4o bao ho/thiét bi bao vé méat/thiét bi
bdo vé mat. NEU TIEP XUC VOI MAT: Rira can than véi nwdc trong vai phit. Thao
kinh &p trong, néu c6 va dé dang thuc hién. Tiép tuc rira. Goi ngay cho TRUNG
TAM CHONG BOC hoac bac sTy khoa/chuyén vién y té.

Chura: ethanol, guanidine hydrochloride va liti clorua. Canh bao! Chét Idng va hoi
dé chay. C6 thé co hai néu nudt phai hodic néu hit phai. Gay kich (ng da. Gay kich
(rng mat nghiém trong. Tranh xa strc néng/tia Ira/ngon Itva hé/bé mat nong. Khong
hat thuéc. Peo gang tay béo ho/quan 4o bao ho/thiét bj bao vé méat/thiét bi bdo vé
mat. Goi cho TRUNG TAM CHONG DOC hoic bac si/chuyén vién y t& néu ban
cam thay khong khoe. C&i quan 4o bi nhiém ban va giat sach trudc khi str dung lai.
Bao quan & noi thong gio tét. Thai bd cac thanh phan bén trong/thiing chira tai nha
may xt ly chat thai dwoc phé duyét.

Chra: ethanol. Nguy hiém! Chét Idng va hoi rat dé& chay. Gay kich trng mét nghiém
trong. Tranh xa strc nong/tia Ira/ngon Itra hé/bé mat nong. Khéng hut thuéc. Deo
gang tay bao ho/quan 40 bao ho/thiét bi bao vé mat/thiét bi bao vé& mat. Bao quan &
noi théng gié tét. Thai bd cac thanh phan bén trong/thiing chira tai nha may xt ly
chét thai dwoc phé duyét.
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QSw5
Chtra: ethanol va guanidine hydrochloride. Nguy hiém! Chét I6ng va hoi rat dé
chay. C6 thé co hai néu nudt phai hodc néu hit phai. Gay kich trng da. Gay kich
(ng mat nghiém trong. Tranh xa strc néng/tia Ira/ngon Ira hé/bé mat nong. Khéng
huat thude. BPeo gang tay bdo hé/quan ao bao ho/thiét bi bao vé mat/thiét bj bao vé
mat.

Thai bé

Chét thai bao gdm mau va thudc thir. Chét thai nay cé thé chira vat liéu doc hai hodc lay
nhi&m va phai dwoc xt ly ding cach. Hay tham khdo quy dinh an toan tai dia phwong dé

biét cac quy trinh x(r ly ding cach.
D& biét thém thong tin, vui long tham khao bang chi dan an toan (Safety Data Sheet, SDS)

phu hop. Cac bang nay c6 sén truc tuyén & dinh dang PDF tai www.qiagen.com/safety noi
ban c6 thé tim, xem va in SDS cho méi bd dung cu QIAGEN va thanh phan ctia bd dung cu.
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B&o quan va X ly Thubc thir

Can chu y dén ngay hét han va diéu kién bao quan in trén hop va nhan clia tat ca cac thanh

phan. Khéng s dung cac thanh phan da hét han hodc dwoc bao quan khéng dung cach.

Nén bdo quan QlAsymphony DSP Virus/Pathogen Kit trong tw thé thadng ding & nhiét do
phong (15-25 °C). C4c hat tir trong hop thudc thir (RC) van hoat dong khi dwoc bdo quan
& nhiét do nay. Khéng bao quan hdp thuée thir (RC) & nhiét do dwdi 15 °C.

Bao quan RNA chat mang déng khd (CARRIER) va Buffer AVE (AVE) & nhiét d6 phong.

QIAsymphony DSP Virus/Pathogen Kit chira dung dich proteinase K s&n dung c6 thé dwoc

bao quan & nhiét d6 phong.

Khi dworc bdo quan duing cach, bd dung cu sé 6n dinh cho dén ngay hét han trén hop bo

dung cu.

Lwu y: Nhan trén hop dwng ctia QlAsymphony DSP Virus/Pathogen Kit hién thi ngay hét
han cla bd dung cu. Tép két qua ghi lai ngay hét han chi danh cho hop thuéc ther (RC) va
Buffer ATL (néu can).

D6 6n dinh khi st dung

C6 thé bao quan hdp thubc thir (RC) khéng str dung hét trong tdi da 4 tuan, cho phép tai str
dung thudc thr tiét kiem chi phi va xt ly mau linh hoat hon. Néu khong s dung hét hop
thudc thtr (RC), hay déng ndp cla khay chira cac hat tiv lai va bit kin hop thuéc ther (RC)
bang Miéng bit kin Tai st dung dwoc cung c&p ngay sau khi két thic ot chay giao thirc

dé tranh bay hoi.
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Céc 16 chay voi sb lwgng mau thap (<24) sé& co kha ndng lam gidm téng sb lwong chuan bi

mau cé thé co trén mdi hop.
D& tranh bay hoi thubc thir, chi dwoc mé hdp thube thir (RC) trong ti da 15 gio (bao gdm
ca thoi gian chay) & nhiét d6 méi trwdng t6i da la 32 °C. Viéc bao quan cac thanh phan cla

bd dung cu khong ding céch cé thé dan dén dung dich dém bi ngwng két nhanh hon.

Tranh dé hop thudc thir (RC) tiép xuic véi tia cwe tim (Ultraviolet, UV) (vi du: st dung dé khir
nhiém) vi phoi nhiém cé thé khién hop thubc thir (RC) va dung dich dém ngwng két nhanh.
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Thu thap, Bao quan va Xt ly Bénh pham

D& biét theém thong tin v& quy trinh tw dong (bao gdm théng tin vé& cac dng mau c6 thé dwoc
st dung v&i cac giao thire cu thé), thu thap, bao quan, xt ly mau va tién x& ly mau cu thé,
hay xem bang giao thtrc lién quan va danh sach dung cu phong thi nghiém cé thé duoc tim

thay trong thé tai nguyén cta trang san phdm trén www.qgiagen.com.
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Quy trinh thwe hién
Twddng loc trén QlAsymphony SP

QIAsymphony SP gitp viéc chuan bi mau tw dong tré nén dé& dang va thuan tién. Mau, thubc
thir, vat tw tiéu hao va dich riva gidi dwoc dé rieng biét trong cac ngén chiva khac nhau. Chi
can nap mau, thubc thir dwoc cung cép trong éng dic biét va vat tw tiéu hao dwoc xép sén
vao ngan chtra thich hop trwéc khi chay. Khéi ddng giao thire va 14y axit nucleic da loc khoi
ngén chiva “Eluate” (Dich rira gidi) sau khi xt ly. Tham kh&o hwéng dan st dung kém theo

dung cu cla ban dé biét hwédng dan van hanh.

Lwu y: Viéc bdo tri tiy chon khéng bat budc ddi véi chirc ndng clia dung cu nhwng duoc
khuyén khich @& giam nguy co nhi&m ban.

Cac giao thirc c6 thé duoc tai xubng tr www.qiagen.com trong thé tai nguyén cla trang

2 2
san pham.

Nap hop thuéc thtr (RC) vao ngan chira “Reagents and Consumables” (Thuéc
thr va Vat tw Tiéu hao”)

Thubdc thir dé loc DNA dwoc chira trong hop thudc thir (RC) cai tién (xem Hinh 2). Mdi khay
ctia hop thube ther (RC) chira mot thude thir cu thé, chdng han nhw hat tr, dung dich dém
ly giai, dung dich dém rira ho&c dung dich dém rira giai. Cac hop thudc thir (RC) da st dung
mot phan co thé dwoc boc lai bang Miéng bit kin Tai st dung dé str dung lai sau nay, tranh
I&ng phi va chét thai ttr thubc thir con lai khi két thic quy trinh loc.
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Miéng bit kin Tai

- str dung
N&p dam xuyén = = L. Khay chia hat
(PL) - tinh

r Khung c6 mang
thuée ther

Gia do enzym  _4
(ER) '

Gia gitr hop thudc

Khe cho nap van
thir

tir bng enzym

Hinh 2. Hop thudc thir (RC) QIAsymphony. Hop thudc thir (RC) chiva tat ca cac thude thir can thiét cho qua trinh
chay giao thirc.

Trwéc khi bat dau quy trinh, d&m bao rang cac hat tir dwoc khudy lai hoan toan. Pua khay
chtra hat tir ra khéi khung hop thuéc thir, xody manh it nhat 3 phut rdi dét vao khung hop
thudc thtr trwde 1an st dung dau tién. D&t hop thude thir (RC) vao gia gitr hdp thube thir.
Dat gia d& enzym (ER) vao gia gitr hop thube thir. Trwée khi st dung hop thude thir (RC)
I&n dAu tién, dat nap dam xuyén (PL) trén hop thudc thtr (RC) (Hinh 3).

Lwu y: Nap dam xuyén kha sac. Hay can than khi d&t né vao hop thuéc thtr (RC). Dam bao
dat nap dam xuyén (PL) trén hop thubc thir (RC) theo ding hwéng.

Sau khi thao n&p khay chtra hat tir va mé& céc 6ng gia d& enzym (cé thé ct git np van

trong cac khe chuyén dung, xem Hinh 2), sau d6 hop thuéc thir (RC) dwoc nap vao ngén
chtra “Reagents and Consumables” (Thudc thir va Vat tw tiéu hao).
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N&p dam xuyén —
(PL)

Hinh 3. D& dang thiét Iap ban lam viéc véi hop thudc thir (RC).

C6 thé bao quan cac hdp thubc thtr (RC) d& str dung mdt phan dé ding sau nay xem “Bao

L)

quan va Xt ly Thube thi”, trang 16.

Nap d6 nhwa vao ngén chira “Reagents and Consumables” (Thuéc thir va Vat tw
tiéu hao)

Cac bng chuén bj mau, 8-Rod Covers (ca hai dwoc xép sén trong cac hop thiét bi) va dau
tip bo loc diing mét 14n (d4u tip 200 pL dwoc cung cép trong gid mau xanh duwong, dau tip
1.500 pL dwoc cung cép trong gia mau den) dwoc nap vao ngan chira “Reagents and

Consumables” (Thubc thir va Vat tw tiéu hao).

Lwu y: Dam bao réng nap cla cac hop thiét bi dwoc thao ra trwéc khi nap cac hop thiét bi

vao ngén chira “Reagents and Consumables” (Thudc thir va Vat tw tiéu hao).

Lwu y: Cac dau tip 6 bd loc dé gitip ngan nglra nhiém ban chéo.

Huéng dan St dung QIAsymphony DSP Virus/Pathogen Kit (S6 tay) 06/2022 21



Co thé dat mot trong hai loai gia chira dau tip vao ranh gia chira dau tip trén ban lam viéc
clia QIAsymphony SP. QlAsymphony SP sé& nhan dang loai d4u tip d& nap trong qué trinh
quét kiém ké.

Lwu y: Khong nap thém vao gia chira dau tip hodc hop thiét bi cho dng chudn bi mau hodc
8-Rod Covers trudc khi bat dau lwot chay giao thirc khac. QIAsymphony SP c6 thé st dung
céc gia d& dau tip va hop thiét bi da st dung mét phan.

Déi voi cac vat tw tieu hao can thiét, hdy xem bang giao thirc lién quan va danh sach dung
cu phong thi nghiém cé sén tai www.qiagen.com trong thé tai nguyén cta trang san pham.
D& biét thém thong tin d&t hang cho cac dung cu bang nhwa, xem trang 41.

Nap ngan chira “Waste” (Chéat thai)

Cac 6ng chuén bi mAu va 8-Rod Covers str dung trong mét lwot chay dwoc xép lai trong cac
hép thiét bi réng trong ngan chira “Waste” (“Chét thai”). Bdo ddm ngan chira “Waste” (Chét
thai) co da sé lwong hop thiét bi réng dé chira chat thai nhwa tao ra tir lwot chay giao thire.

Lwu y: Dam bao rang ndp clia hop thiét bi dwoc thdo ra truéc khi nap hop thiét bi vao ngan
chtra “Waste” (Chét thai). Néu ban dang st dung hdp 8-Rod Cover dé thu gom cac éng
chuan bi mau da st dung va 8-Rod Covers, hay dam bao rang miéng dém ctia hdp da duwoc
thao ra.

Can g&n mot tui dung dau tip bo loc vao phia truéc ngdn chira “Waste” (Chéat thai).
Lwu y: Hé théng khong kidm tra liéu da co tip disposal bag hay chwa. Dam bao rang tip
disposal bag duoc gén ding cach trude khi bat dau chay giao thirc. Dé biét thém théng tin,

xem hwéng dan st dung dwoc cung cap cung véi dung cu cia ban. Thai bé tui dwng dau
tip sau khi d& x( ly t6i da 96 mAu dé tranh tinh trang tdc nghén dau tip.
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Hop chira chét thai thu gom chét thai Idng dwoc tao ra tir qua trinh loc. Chi cé thé déng ngan
chtva “Waste” (Chét thai) néu hop chira chét thai da vao vi tri. Thai bé chét thai Idng theo
quy dinh an toan va mdi trwéng cla dia phwong. Khdng duwoc hap chai chiva chét thai da

day. Bb b chai chiva chét thai sau khi da xt ly tbi da 96 mau.
Nap ngan chtra “Eluate” (Dich rira giai)

Nap gia rira gidi theo yéu cau vao ngan chira “Eluate” (Dich rira giai). St dung “Elution slot
1” (Khe rlra gidi 1) v&i bd ndi lam lanh twong (rng. Do viéc bdo quan dai han dich rira giai
trong ngan chra “Eluate” (Dich rira gidi) cé thé dan dén tinh trang bay hoi chét rira giai,
ching t6i dac biét khuyén ban nén st dung vi tri lam mat.

Quét kiém ké

Trwéce khi bat dau chay, dung cu kiém tra xem c6 dl lwong vat tw tiéu hao cho (cac) 16 da

xép hang dwoc nap vao cac ngan chiva twong (rng chua.
Chuén bi vat liéu mau

QIAsymphony DSP Virus/Pathogen Kit pht hop dé str dung véi nhidu loai mau, bao gébm
huyét twong, huyét thanh, dich nao ty (Cerebrospinal Fluid, CSF), mau ho hap va niéu sinh
duc. Ngan chén hinh thanh bot trong hodc trén cac mau. Tuy thudc vao vat liéu ban dau, cé
thé can phai tién x& ly mau. Mau phai dwgc can bang véi nhiét do phong (15-25 °C) trwde
khi bét dau chay.

D& biét thém thong tin vé quy trinh tw dong (bao gdm thdng tin vé cac dng mau co thé dwoc
st dung v&i cac giao thirc cu thé) va tién x& Iy mau cu thé, hdy xem bang giao thirc lién
quan va danh sach dung cu phong thi nghiém tai www.qiagen.com trong thé tai nguyén
clia trang san pham.
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Chuén bi hdn hop RNA chat mang(CARRIER)-Buffer AVE (AVE)

Lwu y: Chung t6i d&c biét khuyén ban nén sir dung RNA chat mang (CARRIER). Néu RNA
chat mang (CARRIER) khéng dwoc thém vao, kha nang phuc hdi clia cac axit nucleic c6 thé
bi gidm dang ké.

Dé chuén bi dung dich géc RNA chat mang (CARRIER), thém 1350 ul Buffer AVE (AVE)
(dwoc cung cAp trong lo 2 mL) vao éng chira 1350 pg RNA chat mang déng kho (CARRIER)
dé thu dwoc dung dich cé ndng dd 1 pg/uL. Hoa tan ki RNA chat mang (CARRIER), chia

thanh cac phan nhé co kich thuéc thuan tién va béo quan & 2-8 °C trong téi da 4 tuan.

D& biét thé tich RNA chat mang (CARRIER) can thiét cho cac giao thirc cu thé, hay xem
bang giao thirc lién quan cé sén tai www.qiagen.com trong thé tai nguyén cla trang san

pham.
Tinh thé tich hén hop RNA chat mang (CARRIER) trén mdi ng

Thé tich tdi thidu cta hdn hop RNA chat mang (CARRIER)-Buffer AVE (AVE) phai bao gdm
da thé tich b sung dé tinh dén trwdng hop méat chét 1dng do hat bang pipet va bay hoi. Cac
dinh dang 6ng twong thich bao gdm thé tich téi thiéu clia hén hop RNA chat mang
(CARRIER)-Buffer AVE (AVE) duoc liét ké trong danh sach dung cu phong thi nghiém cé

san tai www.qiagen.com trong thé tai nguyén ctia trang san pham.

Cac 6ng c6 chva hdn hop RNA chat mang (CARRIER)-Buffer AVE (AVE) dwoc dat trong
mot bé d& dng. Bé d& éng co6 chiva (cac) hén hop RNA chat mang (CARRIER)-Buffer AVE
(AVE) phai duwoc dét trong khe A clia ngdn chira sample (m&u). C6 thé stir dung tbi da 8 éng
hén hop cho méi 16 va cé thé st dung t6i da 24 dng cho médi 1an chay 4 16.
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Néu it RNA chat mang (CARRIER) dwoc chitng minh 1 tdt hon cho hé théng khuéch dai
cta ban, hay didu chinh thé tich RNA chat mang (CARRIER) cho phti hop. Viéc st dung
ndng d6 RNA chéat mang (CHAT MANG) khac phai dwoc xac nhan cho tirng loai mau va xét

nghiém xudi dong cu thé.

Néu khong st dung RNA chat mang (CARRIER), cac éng dwoc nap vao khe A chi duwoc
chiva Buffer AVE (AVE) (120 pl Buffer AVE (AVE) cho mai mau).

S dung mau chrng noi

S dung QIAsymphony DSP Virus/Pathogen Kit két hgp véi cac hé théng khuéch dai st
dung mau chirng ndi cé thé yéu ciu dwa cac mau chirng ndi ndy vao quy trinh loc dé giam

séat hiéu qua cla viéc chuén bi mau va xét nghiém xuéi dong.

Cac mau chirng ndi phai dwgc thém vao véi Hén hop chat mang RNA (CHAT MANG)-
Buffer AVE (AVE), va tdng thé tich ctia hén hop mau chirng ndi—chit mang RNA (CHAT
MANG)-Buffer AVE (AVE) van Ia 120 pL.

Sbé lwgng mau chirng ndi dwoc bd sung phu thudc vao hé thdng xét nghiém va thé tich chat
rtba gidi dwoc chon trong giao thirc QIAsymphony SP. Viéc tinh toan va xac nhan phai do
ngwdi dung thwe hién. Tham khao hwéng dan clia nha san xuét vé xét nghiém xudi dong dé
xac dinh ndng do tdi wu ctia mau ching ndi. Str dung ndng d6 khac véi ndng do dwoc
khuyén nghi c6 thé dan dén két qua khdng chinh xac, dac biét néu mau chivng ndi duoc st

dung dé tinh toan chuén do.
H6n hop mau chirng ndi cé thé dwoc st dung dé phan tich cac thong sb khac nhau tlr mot

dung dich rtra gidi. Kha nang twong thich ciia cac mau chirng néi khac nhau phai dwoc

ngwoi dung xac thuce.
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Khi tinh toan Iwgng mau chirng ndi can st dung ciing nhw chudn d6 ctia mau da x& ly, can
phai tinh dén thé tich thuwc té cta dung dich rira gidi dwoc st dung cho méi mau. Vi mot
Iweng nhé chét Idng bi méat di trong qua trinh truyén va tiép x(c véi cac hat tir, thé tich dung
dich rira gidi ban d&u phai I6n hon thé tich da chon d& dam bao réng dung dich rtra giai cubi
cling c6 thé tich chinh xac. Bang giao thirc lién quan, cé san tai www.qgiagen.com trong thé
tai nguyén cua trang san pham, cung cap thé tich rtra giadi ban dau dé& cho phép tinh toan
chinh x&c cho cac mau chirng ndi va chuan do. Bang giao thirc cling cung cap thong tin dé
tinh toan thé tich hén hop mau ching ndi theo loai 6ng dwoc str dung. Danh sach dung cu
phong thi nghiém c6 sén tai www.qiagen.com trong thé tai nguyén cla trang san phadm
cung cAp thang tin vé& céac loai 6ng c6 thé dwoc st dung. Chung t6i khuyén ban nén chuén
bi hdn hop mai cho mébi lwot chay ngay trudc khi sir dung.

Bd Mau chirng Xét nghiém

B& Mau chirng Xét nghiém duwoc str dung cho tirng giao thirc, ngay ca khi khéng st dung
cac mau chirng nodi. Mot Bd M&u chirng Xét nghiém méc dinh dwoc cai d&t sén cho méi giao
thirc. Viéc tao cac Bo MAu chirng Xét nghiém bd sung dwgc moé ta trong Huéng dan St
dung QIAsymphony Management Console.

Lwu y: Khi st dung B& M&u chirng Xét nghiém méc dinh duwoc thiét ké dé lam viéc ma
khéng can mau chirng ndi, van can st dung hdn hop RNA chéat mang (CARRIER)-Buffer
AVE (AVE).

X0 Iy RNA

Ribonuclease (RNase) la enzym hoat dong va rat 6n dinh, thuéng khéng yéu cau ddng yéu
t& dé& hoat dong. Vi RNase rat kho bj bat hoat va chi mét phut ciing da dé& pha hiy RNA
khong str dung bat ky dung cu bang nhwa hodc thly tinh nao ma khéng loai bé kha nang
nhi&m RNase truéc. Can hét strc c&n than dé tranh vo tinh dwa RNase vao mau RNA trong

hodc sau quy trinh loc.
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San lwgng axit nucleic

Céc chét rira gidi dwoc chuan bi bdng RNA chat mang (CARRIER) c6 thé chiva nhiéu RNA
chat mang (CARRIER) hon nhiéu so vé&i cac axit nucleic dich. Chang tdi khuyén ban nén st

dung phuwong phap khuéch dai dinh lwvong dé xac dinh san lwong.
Bao quan axit nucleic

Lwu y: D3 bn dinh cla chét rira giai phu thudc chii yéu vao cac yéu té khac nhau va lién
quan dén (ng dung xudi dong cu thd. N6 da dwoc thiét 1ap cho QIAsymphony DSP
Virus/Pathogen Kits cling v&i cac ing dung xudi dong mau. Nguwoi dung cé trach nhiém
tham khao hwéng dan st dung clia rng dung xudi dong cu thé dwoc str dung trong phong
thi nghiém cla ho va/hodc xac nhan toan bd quy trinh lam viéc dé thiét lap cac diéu kién
bao quan thich hop.

D& bao quan ngén han Ién dén 24 gi®, ching toi khuyén ban nén bao quan axit nucleic da
loc & 2-8°C. D& bao quan lau dai trén 24 gidr, ching téi khuyén ban nén bao quan & —20°C.
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Quy trinh loc chung

Sau day la quy trinh chung dé s dung QIAsymphony DSP Virus/Pathogen Kit. Thong tin

chi tiét cho tirng giao thirc, bao gdm ca thé tich va dng, dwoc cung cap trong bang giao thirc

va danh sach dung cu phong thi nghiém cé thé duoc tim thay trong thé tai nguyén cta trang

san ph&m trén www.qiagen.com.

Nhirng diém quan trong

Dam bao rang ban da quen v&i viéc van hanh QIAsymphony SP. Tham khao huéng
dan s dung kém theo dung cu ctia ban dé biét hwéng dan van hanh.

Viéc bao tri tiy chon khéng bat budc ddi véi chive ndng ciia dung cu nhwng dwoc
khuyén khich dé gidm nguy co nhiém ban.

<

Truwdc khi bat ddu quy trinh, hay doc “Mb ta va Nguyén tac”, trang 5.

Dam bao ban d& ndm rd trang quy trinh twong trng véi quy trinh ban muén str dung
(c6 thé tim thay cac trang quy trinh trong thé tai nguyén ctia trang san pham trén
www.giagen.com). Dac biét, lvu y thé tich riva giai ban dau can thiét dé tinh toan
chinh xac mau chirng ndi va chuan do, cling nhw huwéng dan cach tinh thé tich han
hop mau chirng ndi theo loai 6ng dwoc st dung. Bdng thdi kiém tra xem quy trinh ¢
yéu cu Buffer ATL hay khong.

Truwdce khi st dung hop thude thir (RC) 1an dAu tién, hay kiém tra Chat dém QSL2 va
QSB1 khéng chira chét két tia. Néu can thiét, thao cac mang cé chira Chat dém QSL2
va QSB1 ra khéi hop thuéc thir (RC) va G trong 30 phut & 37 °C, thinh thoang lac dé
hoa tan chét két tia. Hay chic chdn dé thay thé mang & dung vi tri. Néu hop thubc thir
(RC) d& dwoc dam xuyén, ddm bao rang cac mang dwoc bit kin bang Dai Bit kin Diing
lai va 0 hop thubc thir (RC) day da trong 30 phut & 37 °C, thinh thodng lac trong bén
nwéce.*

Tranh Idc manh hép thudc thir (RC), néu khdng c6 thé tao ra bot dan dén cac van dé

vé& phat hién mirc chét 1dng.

*Dam bao réng cac dung cu da dwoc kiém tra, bdo tri va hiéu chuan thwdng xuyén theo hwéng dan clia nha san
xuét.
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e Trudc khi bat dau quy trinh y&u ciu Buffer ATL, hay kiém tra xem két tdia d& hinh
thanh trong Buffer ATL hay chwa. Néu can, hoa tan bang cach gia nhiét & 70 °C va
khudy nhe trong bdn nuwéc.* Hat bong béng tir bé mat ctia Buffer ATL.

Nhirng viéc can lam truéc khi bat dau

e Chuén bj t&t ca cac hdn hop can thiét, bao gdbm cac hdn hop c6 chira RNA chat mang
(CARRIER) va cac mau chirng ndi (tly chon) ngay trwéc khi bat dau. D& biét thém
théng tin, hay xem trang giao thirc twong (rng (c6 thé tim thay trang giao thirc va danh
sach dung cu phong thi nghiém trong thé tai nguyén cla trang san pham trén
www.giagen.com), ciing nhw “Chuén bj hén hop RNA chat mang(CARRIER)-Buffer
AVE (AVE)”, trang 24, va “S(r dung mau chirng ndi”, trang 25.

e Truwdc khi bat dau quy trinh, d@m bao rang cac hat tlr dworc khudy lai hoan toan. Xoay
manh mang c6 chtra cac hat tir tinh trong it nhat 3 phut trwéc khi str dung 1an dau tién.

e Truéc khi nap hop thudc thir (RC), thao nép ra khdi mang cé chira cac hat tir tinh va
mé& cac dng enzym. Dam bao réng enzym da dwoc can bang dén nhiét do phong
(15-25 °C).

e Dam bao rang nap xuyén 16 (PL) dwoc dat trén hdp thube thir (RC) hodc, néu str dung
mot hop thude ther (RC) da s dung mot phan, hay dam bao rédng Miéng bit kin Tai st
dung da duwoc thao ra.

o Né&u cac mau cé ma vach, dinh hwéng cac mau trong bé d& 6ng sao cho cac ma vach
dbi dién véi dau doc ma vach & phia bén trai ciia QIAsymphony SP.

e Dé biét thong tin vé cac dng mau twong thich véi mét giao thire nhét dinh, hay xem
danh sach dung cu phong thi nghiém va bang giao thirc twong &ng (cé san tai
www.giagen.com trong thé tai nguyén ctia trang san pham).

e D& biét thong tin vé thé tich mau téi thiéu cho cac mau trong dng chinh va phu cho mét
quy trinh nhét dinh, hay xem bang giao thirc twong trng va danh sach dung cu phong
thi nghiém (c6 sén tai www.qiagen.com trong thé tai nguyén ctia trang san pham).
Théng tin nay cling cho biét c6 thé sir dung 6ng ndo cho cac giao thirc khac nhau.

*Dam bao réng cac dung cu da dwoc kiém tra, bdo tri va hiéu chuan thwdng xuyén theo hwéng dan clia nha san
xuét.
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Quy trinh thwec hién

1.

Doéng tat ca cac ngan chira va nép day.

2. Bat QIAsymphony SP va doi cho dén khi man hinh “Sample Preparation” (Chuan bi

mau) xuét hién va quy trinh khéi tao da hoan tét.

Cong tac ngudn ndm & goc dwéi cling bén trai ctia QIAsymphony SP.

3. Bang nhap vao dung cu.

4. Dam bao ngan chira “Waste” (Chat thai) dwgc chudn bi ding cach va thuc hién quét

kiém ké ngan chira “Waste” (Chét thai), bao gdm mang dd dau tip va chét thai [dng.
Thay thé tii dwng dau tip thai néu can.

5. Nap gia rira giai theo yéu ciu vao ngan chra “Eluate” (Dich rtra giai).

30

D& biét thém thong tin lién quan dén gia rira gidi can thiét, hay xem danh sach dung cu
phong thi nghiém cé thé dwoc tim thay trong thé tai nguyén cla trang san pham trén
www.giagen.com.

Chi str dung “Elution slot 1” (Khe rira gidi 1) v&i bo ndi lam lanh twong (ng.

Khi st dung dia 96 lo, dam bao rang dia dwoc dit theo hwéng chinh xac vi dat khéng
chinh x&c c6 thé gay ra sy tron 1an mau trong phan tich xuéi dong.

Khi st dung gia d& Elution Microtubes CL, hay thao phan day béng cach van gia d& cho
dén khi phan day bung ra. Nap (cac) hop thuéc thir (RC) can thiét va vat tw tiéu hao vao

ngan chira “Reagents and Consumables” (Thudc thir va Vat tw tiéu hao).

. Néu str dung giao thirc khong yéu cau Buffer ATL, hay tiép tuc v&i buédc 8. Néu st

dung giao thirc yéu cau Buffer ATL, hay nh&n nit R+C trong man hinh cdm trng dé mé
man hinh hién thi trang thai vat tw tiéu hao (“Vat tw tiéu hao/8-Rod Covers/Ong/Dau tip
bd loc/Hop thudce thtr”). Nhdn nat Scan Bottle (Quét chai) dé quét ma vach cla chai
Buffer ATL b&ng may quét ma vach cAm tay. Nhan OK.

Dam bao rang chai Buffer ATL dwoc quét, m& va dat vao vi tri dwoc chi dinh trén man
hinh cdm (ng trwde khi bat dau quét kiém ké. Néu khong, viéc quét kidm ké phai dwoc
13p lai sau khi quét, m& va dat chai Buffer ATL vao ngan chira “Reagents and

Consumables” (Thudc thtr va Vat tw tiéu hao).
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7.

10.

11.

Thuwe hién quét kiém ké ngan chiva “Reagents and Consumables” (Thudc thir va Vat tw

tiéu hao).

. Bat cac mau vao gia dung mau thich hop va nap ching vao ngan chira “Sample”

(Mau).
Lwu y: D& dam bao phat hién ding mirc chét 1dng, hdy nhan 6ng nghiém xubng day

cla gia mang éng hoac éng 16t, néu s dung bng 16t.

. D&t (cac) 6ng chira hdn hop RNA chat mang (CARRIER)-Buffer AVE (AVE) (bao gdbm

ca mau chirng ndi tly chon) vao bé d& éng va nap vao khe A clia ngan chiva “Sample”

(Mau”).

D& biét thém thong tin vé chuan bj hén hop, hdy xem trang giao thirc twong trng (c6

thé tim thay trang giao thirc trong thé tai nguyén cta trang san pham trén

www.qiagen.com), cling nhu “Chuén bi hdn hop RNA chat mang(CARRIER)-Buffer

AVE (AVE)’, trang 24, va “S(r dung mau chirng ndi”, trang 25.

S dung man hinh cadm trng d& nhap théng tin duwoc yéu cau cho méi 16 mau sé dwoc

x@ ly.

Nhép théng tin sau:

O Théng tin mau (tuy thudc vao gia d& mau duoc st dung)

O Giao thirc sé duwoc chay (“Assay Control Set”)

O Thé tich rira gidi va vi tri dau ra

O Céac 6ng chra hdn hop RNA chat mang (CARRIER)-Buffer AVE (AVE) (bao gdbm
mau chirng ndi ty chon)

Sau khi théng tin vé& 16 da dwoc nhap, trang thai thay déi tv “LOADED” (P4 nap) sang
“QUEUED” (b4 xé&p hang). Ngay sau khi mét 16 dwoc xép hang, nut Run (Chay) sé&
xuat hién.

Nhan nut Run (Chay) dé b&t dau quy trinh loc.

Tét ca cac budc xt Iy hoan toan tw dong. Khi két thuc 14n chay giao thirc, trang thai
clia 16 thay ddi ttr “RUNNING” (PANG CHAY) sang “COMPLETED” (DA HOAN
THANH).
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14.
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L&y gia d& chéat rira gidi chiva axit nucleic da loc ra khdi ngén chira “Eluate” (Dung dich
rtra giai).

Chuing t6i khuyén ban nén thao dia dung dich rira giai ra khéi ngan chira “Eluate”
(Dung dich rira giai) ngay sau khi chay xong. Tuy thudc vao nhiét dé va dé &m, cac dia
chét rlra giai con lai trong QlAsymphony SP sau khi chay xong c6 thé bi ngwng tu hodc
béc hoi.

Cac tép két qua dwoc tao cho mdi dia riva giai.

Lwu y: Vi thé tich rira gidi c6 thé khac nhau, hdy dadm bao ring thé tich rira gidi phu
hop dwoc st dung cho trng dung xudi dong. Axit nucleic da sén sang dé st dung hodc
c6 thé dwoc bdo quan & 2-8 °C hoidc -20 °C.

Néu hop thube thtr (RC) chi dwoc st dung mdt phan, hay dan kin bang Miéng bit kin
tai st dung dwoc cung c&p va déng cac dng chiva proteinase K ¢ ndp van ngay sau
khi két thuc giao thirc chay dé tranh bay hoi. Néu da st dung Buffer ATL, hdy déng
chai va bao quan tai 15-25 °C.

Lwu y: D& biét thém théng tin v& viéc bao quan cac hop thube thir (RC) da st dung
mot phan, hay xem “Bao quan va Xt ly Thubc thi”, trang 16.

Loai b cac 6ng mau, dia va chat thai d& qua s dung theo cac quy dinh vé an toan tai
dia phwong cla ban.

Xem trang 12 dé biét Thong tin an toan.

Lam sach QlAsymphony SP.

Lam theo hwéng dan bao tri trong hwéng dan s dung di kém véi dung cu clia ban.
Hay chac chan lam sach tAm chan dau tip thweng xuyén dé giam thiéu nguy co nhiém
ban chéo.

Doéng cac ngén chira thiét bj va tt QlAsymphony SP.
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Han ché

Hiéu nang clia hé théng da dworc thiét 1ap trong cac nghién ctvu danh gia hiéu nang loc DNA
va RNA cula vi-rut tir huyét thanh, huyét twong hodc CSF cta ngudi va loc DNA va RNA
clia vi-rut cling nhw DNA ctia vi khuan tir cac mau ho hap va niéu sinh duc nhw dwgrc mo ta

trong cac bang giao thirc twong rng.

Déi v&i cac mau CSF, qua trinh chuén bi mau trén dung cu QIAsymphony phai dwoc bét
dau ngay sau khi nap mau lén ban lam viéc. Khéng dwoc nap nhiéu hon mot 16 cung mot
ltc. Thoi gian che doi cac mau CSF trén ban lam viéc ting lén c6 thé dan dén kha nang

phan hiy axit nucleic cda vi-rat.

Cac mau mau duoc x& Iy béng chéat hoat hda cuc mau déng huyét thanh cé thé dan dén
giam lwong axit nucleic cla vi-rat. Khéng s dung Ong thu gom mau Greiner Bio-One®

Vacuette® c6 chira chat hoat héa cuc mau dong huyét thanh Z.

Trach nhiém cla ngudi dung 1& xac nhan hiéu néng ctia hé théng déi véi bat ky quy trinh
ndo dwoc st dung trong phong thi nghiém ctia ho ma khéng dwoc dé cap trong cac nghién
ctru danh gia hiéu nang ctia QIAGEN.

Dé& giam thiéu nguy co tac déng tiéu cwc dén két qua chdn doan, can st dung cac mau
chirng thich hop cho cac trng dung xudi dong. Bé xac nhan thém, ching téi khuyén nghi
xem céac hudng dan clia Hoi nghi Quéc té vé Hai hoa Cac Yéu clu Ky thuat (International
Conference on Harmonization of Technical Requirements, ICH) trong ICH Q2(R1) Validation
of Analytical Procedures: Text and Methodology.

Bét ky két qua chan doan nao dwoc tao ra phai dwoc gidi thich két hop véi cac két qua 1am

sang hoac thi nghiém khac.
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Dac tinh Hiéu nang

Cac dac tinh hiéu ndng c6 thé dwoc tim thy trong thé tai nguyén cla trang san ph&dm trén

www.giagen.com.
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Hwéng dan X ly sw ¢b

Hwéng dan xt ly sw cd ndy cé thé hivu ich trong viéc gidi quyét bat ky van dé& nao co thé

phat sinh. D& biét thém thong tin, xem thém trang Cau héi thwdng gép tai Trung tam Hb tro

K§ thuat ctia ching téi: www.giagen.com/FAQ/FAQList.aspx. Cac nha khoa hoc thudc bd

phan Dich vu K§ thuat QIAGEN ludn s&n long tré 161 bat ky cau hdi nao clia ban vé théng tin

va/hodc giao thirc trong sb tay nay hodc cac cdng nghé mau va xét nghiém (dé biét thong

tin lién hé, truy cap www.giagen.com).

Nhan xét va goi y

Xtr ly chung

Thoéng bao I6i hién thi trén man hinh cam

rng

Néu thong bao I6i duoc hién thi trong khi chay giao thirc, hay tham
khdo hwéng dan st dung di kem v&i dung cu cla ban.

Két taa trong mang thuéc thir ctia hop da mé

a) Bay hoi dung dich dém

b)  Bao quan hop thubc ther (RC)

Bay hoi qua murc c6 thé dan dén tang ndng do muébi trong dung dich
dém. Thai bd hop thude thtr (RC). Dam bao bit kin cac mang dung
chat dém clia hop thudc thir (RC) da st dung mot phan bang Dai bit
kin dung lai khi khong dwoc str dung dé loc.

Bao quan hop thuéc thir (RC) dwéi 15 °C cé thé dan dén hinh thanh
chét két tiia. Néu can, thao cac mang chira Chat dém QSL2 va QSB1
ra khéi hop thubc thir (RC) va U trong bé nwéc* & 37 °C trong 30
phut, thinh thodng Iac dé hoa tan chét két taa.

Hay chéc chén dé thay thé mang & dung vi tri. Néu hop thube the
(RC) da dwoc dam xuyen dam béo rang mang dwoc dong lai bang
Dai bit kin dung lai va t hop thudc thir (RC) day du trong bé nuwéc* &
37 °C trong 30 phut, thinh thoang l&c.

Murc axit nucleic thap

a)  Céc hat tir khong dwoc khudy lai
hoan toan

b)  Céac méau déng lanh khéng duoc
trén dung cach sau khi ra dong

c) Chétmang RNA (CARRIER)
khéng duwoc thém vao

Truge khi bat dau quy trinh, ddm bao réng cac hat tir duoc khudy lai
hoan toan. Xoay trong it nhat 3 phut trwde khi str dung.

R& déng cac mau dong lanh bang cach khudy nhe dé dam bao tron
ky.

Hoan nguyén chat mang RNA (CHAT MANG) trong Buffer AVE (AVE)
va tron véi thé tich thich hop clia Buffer AVE (AVE) nhw dwoc mo ta

trong “Chuén bj hén hop RNA chét mang(CARRIER)-Buffer AVE
(AVE)”, bat dau tr trang 24. Lap lai quy trinh loc v&i cac mau méi.

*Dam bao réng cac dung cu da dwoc kiém tra, bao tri va hiéu chuan thwdng xuyén theo hwéng dan clia nha san

xuét.
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Nhan xét va goii y

Axit nucleic giam chét luong

Phan gidi m&u chwa hoan chinh

Téc dau tip pipet do vat liéu
khong hoa tan

Cac mau duwoc bdo quan khéng ding cach hodc chiu~qué nhiéu chu
ky déng lanh—ra déng. Lap lai quy trinh loc vé&i cac mau mai.

Trwéce khi st dung, dam bao Chat dém QSL2 va QSB1 khéng chira
chat két tia. Néu can thiét, thao cac méng c6 chira Chéat dém QSL2
va QSB1 ra khéi hop thudc thir (RC) va U trong 30 phut & 37 °C, thinh
thoang lac d& hoa tan chat két tia. Néu hop thube ther (RC) da duoc
dam xuyén, dam bao rang cac mang duoc dong lai bang Dai Bit kin
Dung lai va G hop thuéc thtr (RC) day dd trong 30 phut & 37 °C, thinh
thoang I4c trong bdn nuéc.*

Vat liéu khong hoa tan khang dwoc Iy ra khéi mau trwéc khi bat dau
quy trinh loc QIAsymphony. Dé lay vat liéu khong hoa tan ra cho céc
wng dung vi-rat, ly tdm mau & 3.000 x g trong 1 phut va chuyén phan
ndi phla trén vao 6ng mau mai. Néu can, hay s dung cac quy trinh
tién xt ly nhw dwoc mé ta trong cac bang giao thire twong tng, vi du,
ddi voi cac vat liéu mau nhét. Cac bang giao thirc c6 sén tai
www.giagen.com trong thé tai nguyén ctia trang san pham.

* Dam bao rdng cac dung cu da dwoc kiém tra, bao tri va hiéu chudn thwdng xuyén theo hwéng dan ctia nha san

xuét.
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Biéu twong

Cac biéu twong sau day cé thé xuét trong cac hwéng dan st dung trén bao bi va nhan dan:

Binh nghia biéu twong

@
o)
c
g
Q
>
Q@

A
z
\

Chtra thubc thir di cho <N> phan (rng

Han st dung

San phadm nay dap (rng cac yéu cau clia Quy dinh Chau
Au 2017/746 dbi v&i cac thiét bj y té chdn doan trong
6ng nghiém.

Thiét bi y t& chan doan trong dng nghiém

S6 danh muc

or S616

S6 vat ligu (trc la nhan thanh phén)

Thanh phan

Chta

Sé

al [@ — _ N I
JEEREEEE A
=1 |"O

GTIN Ma s6 Thwong phdm Toan cau
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Biéu twong Binh nghia biéu twong

Rn R |4 lan stra d6i Hwéng dan St dung va n la sb sra ddi
VoL Thé tich
GITC Guanidinium thiocyanate
IPA Isopropanol
GuHClI Guanidine hydrochloride
E+OH Ethanol
BRIJ 58 BRIJ 58
LiCl Clorua lit
WELL Sé lo (ttre 1a lo hop thube thir)
PROTK Proteinase K

Canh bao/than trong

CART Hop thudc thee

H B

ELU | BUF | Dung dich dém rira giai (Buffer AVE)
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Biéu twong Binh nghia biéu twong
[ RNA | RNA chét mang

k2"

UDI

Go sac

Gi¢i han nhiét do

Tham khéo hwéng dan s dung

Nha san xuét

Chi dwoc st dung voi

Ma dinh danh thiét bi duy nhét
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Thoéng tin Lién hé

D& duoc hd tro k§ thuat va biét thém thong tin, vui 1dong xem Trung tam Hb tro K§ thuat ctia
chung téi tai www.qiagen.com/Support, goi 00800-22-44-6000 hodc lién hé véi mét trong
cac Bo phan Dich vy K¥ thuat clia QIAGEN hodc cac nha phéan phdi dia phwong (xem bia

sau hodc truy cap www.qiagen.com).
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Thong tin Bat hang

San pham Muc luc S6 danh
muc
QlAsymphony DSP Bao gbém 2 hop thubc thir va gia d& 937036
Virus/Pathogen Mini Kit (192) enzym va phu kién
QIAsymphony DSP Bao gém 2 hop thubc thir va gia d& 937055
Virus/Pathogen Midi Kit (96) enzym va phu kién
Dung cu lién quan
QlAsymphony SP Mé-dun chuén bi mau QlAsymphony, 9001297
bao gdm bado hanh 1 nam ddi véi cac
bd phan va tay nghé
Cac san pham lién quan
Buffer ATL (4 x 50 ml) Chét dém 4 x 50 mL ATL dé st dung 939016
véi cac giao thirc phirc hop vé mam
bénh QlAsymphony SP
QIAGEN Proteinase K (10 ml) 10 mL (>600 mAU/mL, dung dich) 19134
Sample Prep Cartridges, 8-well  Cac dng ché phdm mau 8 lo dé st 997002
(336) dung v&i QlAsymphony SP
8-Rod Covers (144) 8-Rod Covers dé st dung voi 997004
QlAsymphony SP
Reagent Cartridge Holder (2) Gia gi hop thudc thtr dé& st dung 997008
v&i QlAsymphony SP
Accessory Trough (10) Mang phu kién dé s dung voi 997012
QlAsymphony SP
Tip Disposal Bags (15) Tui dung dau tip thai dé st dung véi 9013395

QlAsymphony SP
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San pham Muc luc S6 danh
muc
Cooling Adapter, EMT, v2, Bo ndi lam lanh cho gia EMT. Dé st 9020730
Qsym dung v&i cac dung cu QlAsymphony
SP/AS
Cooling Adapter, 2 ml, v2, B6 ndi lam lanh cho 6ng ndp van 2 9020674
Qsym mL. Pé st dung véi cac dung cu
QlAsymphony SP/AS
Insert, 2.0ml v2, samplecarr. Ong néi cta éng phu (cho céc éng cé 9242083
(24), Qsym nap van 2 mL) dé st dung v&i bé d&
éng QlAsymphony
Tube Insert, 11 mm, Revision,  B& chuyén dbi 6ng chinh (11 mm) dé 9242057
sample carrier, Qsym (24) str dung v&i bé d& éng
QlAsymphony
Tube Insert, 13 mm, sample B6 chuyén ddi 6ng chinh (13 mm) dé 9242058
carrier, Qsym (24) st dung v&i bé d& 6ng
QIAsymphony
Adapter, tubes, 2 ml, v2, Qsym  B& chuyén db cho éng nép vén 2 mL.
Dé& st dung trong ngén chra “Eluate” 9021670
(Dich rtra giai) cia QIAsymphony
Filter-Tips, 200 pl (1024) Disposable Filter-Tips, c6 gia d&; (8 x
128). D& sr dung v&i QlAcube va 990332
QlAsymphony SP
Filter-Tips, 1500 pl (1024) Disposable Filter-Tips, c6 gia d&; (8 x 997024
128). D& sr dung v&i QlAsymphony
SP
Reuse Seal Set (20) Bo bit kin tai st dung dé bit kin hop
thubc thir QIAsymphony da s dung 997006
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San pham Muc luc S6 danh

muc

Elution Microtubes CL (24 x 96)  Ong polypropylene khéng vé triing
(dung tich téi da 0,85 mL, dung tich
Iwu trlk nhé hon 0,7 mL, dung tich 19588
chét rtra giai 0,4 mL); 2304 trong gia
dé 96; bao gdbm bng cé nap

D& biét thong tin cap nhat vé cap phép va tuyén bb tir bd trach nhiém cu thé theo san phdm,
xem s6 tay hodc hwéng dan str dung bd dung cu QIAGEN twong (rng. Sé tay va hwéng dan
st dung bd dung cu QIAGEN c6 sén tai www.qiagen.com hoac co thé duwoc yéu cau tlr bod
phan Dich vu K§ thuat QIAGEN hoac nha phan phéi tai dia phwong cta ban.
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Lich str Stra ddi Tai liéu

Lan stra doi Mb ta

Lan stra d6i 1,  Phién ban 2, Lan sira déi 1
thang 6 nam
2022
Cap nhat [&n phién ban 2 dé tuan tha IVDR

Cap nhat cac phan Muc dich S& dung va Han ché: Loai bd cac
mau vat liéu hat, dom va rira phé quan phé nang
(Bronchoalveolar Lavage, BAL) khoéi muc dich sir dung
Cap nhat phan M6 ta va Nguyén tac
Cap nhat cac phan Cac vat liéu dwoc cung cép (bb sung cac
thanh phan hoat tinh) va Cac vat liéu yéu cau nhwng khong
dwoc cung cap

e Cap nhat phan Canh bao va Phong ngtra (bd sung cac ri ro tén

dong, théng tin khan cép)

B& sung phan Thai bé

Cap nhat phan Bao quan va X ly Thubc thir

Cap nhat phan Thu thap, Bao quan va Xt ly Bénh pham

Cap nhat phan Quy trinh

Cap nhat phan Pac tinh Hiéu nédng

Cap nhat phan Biéu twong

Cap nhat phan Thong tin D&t hang
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Trang nay dwoc dé tréng c6 cha y

Hwéng dan St dung QIAsymphony DSP Virus/Pathogen Kit (S6 tay) 06/2022

45



Trang nay dwoc dé tréng c6 cha y
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Trang nay dwoc dé tréng c6 cha y
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Théa thuan Cap phép Han ché cho QlAsymph DSP Virus/F Kit

Viéc str dung san pham nay biéu thj thda thuan clia bat ky ngwdi mua hodc ngudi ding san pham nao véi cac diéu khoan sau:

1. San pham chi co lhe duoc str dung theo cac glao thirc dwoc cung cép kém theo san pham va sb tay nay va chi dwoc str dung voi cac thanh phén c6 trong
bang. QIAGEN khéng cap gidy phép theo bét ky tai san tri tué nao dé st dung hoac két hop cac thanh phan kém theo clia bang nay V6i bat ky thanh phan nao
khéng co trong bang nay trer khi dugc mo ta trong cac giao thirc dwoc cung cap cung VO san pham, sb tay nay va céc giao thirc bd sung c6 san tai
www.qgiagen.com. Mét sb giao thirc bé sung nay da dwoc ngudi dung QIAGEN cung cép cho ngudi diing QIAGEN. Cac glao thire nay chua duoc QIAGEN kiém
tra k¥ lwdng hoac téi uu héa. QIAGEN khéng bao hanh chung ciing khéng dam bao réng chung khéng vi pham cac quyén ciia bén the ba.

2. Ngoai cac gidy phép dwoc néu ré rang, QIAGEN khong bdo dam réng b xét nghiém nay va/hodc (céc) cong dung cia bd xét nghiém khang vi pham cac
quyén cla bén thir ba.
3. B0 xét nghiém nay va cac thanh phén clia bd xét nghiém duoc Cép phép str dung mét 1an va khong duoc tai str dung, tan trang hoac ban lai.

4. QIAGEN dac biét tr chéi bat ky gidy phép nao khac, duoc thé hién rd rang hodc ngu y ngoai nhirng gidy phép dwoc néu.

5. Nguoi mua va ngu'm dung bé xét nghiém nay dong y khéng thuc h|en hoéc cho phép bét ky ai khac thuc hién cac buéc cé thé dan dén hoac tao diéu kién
cho bat ky hanh vi no bj cam & trén. QIAGEN c6 thé thuc thi cac 1énh cdm clia Thda thuan Cép phep Han ché nay tai bat ky Toa &an nao va sé thu hoi tat ca céc chi
phi diéu tra va Toa an, bao gém phi luat sw, trong bét ky hanh dong nao dé thuc thi Thda thuan Cap phép Han ché nay hodc bat ky quyén sé hiru tri tué nao lién
quan dén b xét nghiém va/hodc cac thanh phan cla bd xét nghiém.

Dé biét cac diéu khoan cap phép duoc cap nhat, hay truy cap www.giagen.com.

Nhan hiéu: QIAGEN®, Sample to Inslght@ QlAsymphony® (Tap doan QIAGEN) Bio-One®, Vacuette® (Gremer Bio-One GmbH). Cac tén, nhan hiéu, v.v. da dang ky
duwoc st dung trong tai liéu nay, ké ca khi khdng dwoc danh dau cu thé nhu vay duoc coi la duoc bao vé vé phap ly.

Thang 6 -2022 HB-3028-001 1127539VI © 2022 QIAGEN, tAt c& quyén duoc bao luu.
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