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SIEMENS C€

IMMULITE® 2000 3gAllergy™ Specific IgE
Universal Kit

Muc dich str dung:
Duing trong chan doan in vitro véi cac Hé théng phan tich IMMULITE® 2000 — dé dinh lwong IgE dac
hiéu v&i di nguyén trong huyét thanh ngudi nhi mot bién phap hé tro trong chan doan lam sang céac réi
loan di rng qua trung gian IgE.
S6 danh muc: L2ZKUNG (600 xét nghiém)
Ma xét nghiém: SPE Mau: Xam nhat

Tom tat va giai thich
Nhiéu tredng hop di (Png xay ra qua trung gian la cac globulin mién dich nhém IgE. & nhitng ngudi
man cam bi loai di (rng tirc thi nay (di (rng ho&c phan vé), cac phan tir IgE gil vai tro 1a diém tiép xuc
gitra di nguyén va cac té bao chuyén biét giai phong histamine va cac chat khac khi phoi nhiém véi di
nguyén; viéc nay khdi dau cac bién ¢ dwoc cdng nhan la phan ng di tng.>° Khi dwoc danh gia véi
cac phat hién 1am sang va xét nghiém khac, xét nghiém IgE dac hiéu v&i di nguyén in vitro c6 thé gitp
bac sT xac dinh di nguyén (hodc cac di nguyén) ma ngudi nay bi man cam.

Nguyén ly ciia quy trinh
IMMULITE 2000 3gAllergy™ Specific IgE 1a mot xét nghiém mién dich héa phat quang, hai buéc, pha
ran, khai thac déng hoc pha 16ng duéi dang hat.1911 Xét nghiém nay biéu hién wu thé dang ké so voi
phuwong phap truyén thdng dwa vao di nguyén gan véi dia nang d& pha rén, chang han nhu dia gidy.

Pha rén (hat) dwoc boc bang khang thé khang phéi tlr. Pha 16ng c6 chira photphatase kiém (rudt bé)
duwoc lién hop véi khang thé don dong cua chudt khang IgE cla nguoi trong chat nén dung dich dém
huyét thanh nguilkhéng phai ngudi. Cac bang va di nguyén dwgc danh dau phdi tt riéng trong pha
Idng khdng duwoc cung cdp trong bd dung cu nhwng can phai cé dé chay xét nghiém.

Trong chu ky dau tién, mau cia bénh nhan va di nguyén dic hiéu dugc danh dau phdi tir dwec U clng
v@i hat da dwoc boc trong 30 phit. Trong sudt thei gian nay, IgE d&c hiéu trong mau gén két véi khang
nguyén dugc danh diu bang phéi tir, sau do gén két vai khang phéi tir trén hat. Sau dé6 mau khéng lién
két duoc loai bd bang cach rira ly tam.

Trong chu ky th hai, khang thé don dong clia chudt khang IgE clia ngudi lién hop véi enzym duoc
thém vao éng phan &rng ban dau dé G thém 30 phit nira. Khang thé don dong ctia chudt khang IgE clia
ngudi lién hop vai enzym gan két vai IgE ¢d dinh. Lién hop enzym khéng lién két dwoc loai b bang
cach rtra ly tam. Cudi cung, co chat héa phat quang duoc thém vao 6ng phan (rng cé chira hat va tin
hiéu dwoc sinh ra ty 1é v&i enzym lién két.

Chu ky G: 2 x 30 phut

Thoi gian dén khi dat két qua dau tién: 65 phut

L&y mau xét nghiém
Viéc str dung mot may siéu ly tam dwoc khuyén nghi dé loai bd cac mau cé ting lipid huyét.

Céac mau bi tan huyét co thé cho thdy phong thi nghiém xt Iy mau xét nghiém khéng dang cach trwée
khi tiép nhan; do do, cac két qua can dwoc dién giai mot cach can trong.

Ly tdm cac mau huyét thanh triede khi hinh thanh cuc mau déng hoan toan cé thé dan dén sw xudt hién
to huyét. D& ngan nglra trieong hop két qua sai do sw xuat hién to huyét, hdy dam bao qua trinh hinh
thanh cuc mau déng hoan toan da dién ra triede khi ly tam cac mau. Mot s6 mau, dac biét la cac mau tir
bénh nhan duoc diéu tri bing thuéc chdng déng mau, c6 thé can phai tang thoi gian déng mau.
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Ong thu thap méau ctia cac nha s&n xuét khac nhau c6 thé cho ra nhitng gia tri khac nhau, tiy thudc vao
vat liéu va phu gia, bao gém gel hodc cac rao can vat ly, chat hoat héa déng mau.
IMMULITE 2000 3gAllergy™ Specific IgE chwa dwgc xét nghiém véi tat ca cac loai 6ng khac nhau c6
thé co.
Thé tich theo quy dinh: 50 pL huyét thanh
Bao quan: 7 ngay & 2-8°C*, hoic 6 thang & -20°C.13
* D{r liéu trong ho so c6 tai Siemens Healthcare Diagnostics.
Cénh bao va than trong
DEé slr dung trong chan doan in vitro.

C6 chtra vat liéu c6 ngudn gdc tir ngudi. MBI mau mau ngudi hién ting hodc thanh phan
clia mau duoc xét nghiém bang cac phwong phéap da duoc FDA phé duyét dé tim khang
thé khang vi rat gay suy giam mién dich & ngudi tuyp 1 (HIV-1) va tuyp 2 (HIV-2) cling nhw
khang nguyén bé mat viém gan B (HBsAg) va khang thé khang vi rit viém gan C (HCV).
Cac két qua xét nghiém déu am tinh (khéng phan rng lap lai). Khéng xét nghiém nao dam
b&o hoan toan rang khdng cé nhirng tac nhan nay hay cac tac nhan lay nhiém khéc; vat
liéu nay can phai dwoc xtr ly bang cach sir dung cac bién phap thuwe hanh tét trong phong
thi nghiém va cac bién phap phong ngtra chung.37-3°

ﬁ)\ CAN TRONG! MOI NGUY HIEM SINH HOC TIEM AN
\.l

CAN TRONG: Thiét bi nay c6 chtra chat c6 ngudn gbc dong vat va can duoc x& ly nhw mot tac nhan
truyén bénh va mang bénh tiém an.

H412 C6 hai va c6 tac dong lau dai doi véi sinh vat thay sinh.

P273, P501 Tranh thai ra méi trird'ng. Thai bé cac thanh phan bén trong va hép dwng tuan theo tat
cda cac quy dinh cla dia phuvong, khu vire va quoc gia.
C6 chra: 2-methyl-2H-isothiazol-3-one, nonylphenol, ethoxylated; hdp thudc thir
hinh ném 3gAllergy Specific IgE

Thu6c thir: Bdo quan & 2—8°C. Thai bé phu hop véi phap luat hién hanh.

Can trong: Thiét bi nay cé chira chat c6 ngudn gbc dong vat va can dugc xi Iy nhw mét tac nhan
truyén bénh va mang bénh tiém &an.

Phiéu di¥ liéu an toan (MSDS) san cé trén www.siemens.com/diagnostics.

Tuan theo cac bién phap phong ngtra chung va xtr Iy tat ca cac thanh phan nhw thé c6 kha nang truyén
cac tac nhan lay nhiém. C4c vat liéu ngudn cé ngudn goc tlr mau nguoi da duoc xét nghiém va cho
thay khéng phan (rng v&i bénh giang mai; v&i khang thé khang HIV 1 va 2; véi khang nguyén bé mat
viém gan B; va v@i khang thé khang viém gan C.

Natri azit, & néng do thdp hon 0,1 g/dL, da duoc thém vao lam chat bao quan. Khi loai bd, xa véi mot
lvong nwdc lén dé tranh tich tu azit kim loai c6 kha nang gay nd trong dwong 6ng nwéc bang chi va
dong.

Co chat héa phat quang: Tranh nhiém ban va tiép xuc trire tiép véi &nh sang mat troi. (Xem to hwdng
dan dinh kem.)

Nwé&c: St dung nwéc cat hoac nwéc khir ion.
Cac vat liéu duoc cung cap
Céac thanh phan la mot bd phu hop. Nhan trén hop bén trong can thiét cho xét nghiém.

Goi hat 3gAllergy™ Specific IgE (L2UN12) .
C6 ma vach. 200 hat, duwoc boc bang khang phdi ttr. On dinh & 2—-8°C cho dén ngay hét han.
L2KUNG: 3 goi
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Hop thudc thtr hinh ném 3gAllergy™ Specific IgE (L2ZUNAG)

C6 ma vach. 30 mL photphatase kiém (rudt bé) lién hgp véi khang thé don dong clia chudt khang IgE
cla ngudi trong chat nén dung dich dém huyét thanh ctia ngudi/khdng phai clia ngudi, duwgc phan phoi
ddng déu vao cac budng B va C. On dinh & 2—8°C cho dén ngay hét han.

L2KUNSG: 1 hdp hinh ném

Truwdce khi str dung, xé bd phan dau clia nhan & phan cé cac 16 cham kim, ma khdng lam hdng ma vach.
Boc mang kim loai ra khéi ndp hdp hinh ném; bé nép trrot xuéng vao trong cac mat nghiéng trén nap
thudc thr.

Chat diéu chinh 3gAllergy™ Specific IgE (L2UNJ3, L2UNJ4)

Hai lo (ndng dd Thap va ndng do Cao), mbi lo 2,0 mL IgE clia ngudi trong chat nén huyét thanh khéng
phai clia ngudi, 6 chat bao quan. On dinh & 2-8°C trong 30 ngay sau khi mé, hodc trong 6 thang
(duwoc chiét vao cac lo nhd) & -20°C.

L2KUNG: 2 b6

Trwée khi thie hién viéc diéu chinh, dan Nhan chiét tach thich hop (dwoc cung clp kém theo bd dung
cu) lén cac 6ng nghiém sao cho bd doc trén hé thdng cé thé doc dugc cdc ma vach.

Khang thé diéu chinh 3gAllergy™ Specific IgE (L2UNS1)

Hai 6ng, 2,75 mL chét 16ng mbi 6ng, chira khang thé da dong cla dé khang IgE clia ngudi duoc danh
d&au b&ng phéi ttr da dwoc chuén bi s&n sang dé st dung. On dinh & 2—8°C cho dén ngay hét han.
Thubc th&r nay dwgc dat trong Hop hinh ném chira di nguyén khi chay Chat diéu chinh IgE dac hiéu.
L2KUNSG: 2 bd

Chat kiém chat 3gAllergy™ Specific IgE Universal Kit (SPE) (L2UNC1, L2UNC2)

Hai lo, mdi lo 2 mL IgE ngui trong chat nén huyét thanh khéng phai ctia nguwdi, co chat bao quan.
On dinh & 2-8°C trong 30 ngay sau khi m&, ho&c trong 6 thang (dwoc chiét vao céac lo nhd) & -20°C.
L2KUNG: 2 b6

Tham khao t& huéng dan str dung chét kiém chuén dinh kém dé biét cac mdrc ndng do.

Truwéce khi str dung, dan Nhan chiét tach thich hop (dwoc cung clp kém theo bd dung cu) I1én cac 6ng
sao cho b6 doc trén hé thong cé thé doc dugc cac ma vach.

Khang thé kiém chuén 3gAllergy™ Specific IgE (L2UNS2)

Hai 6ng, 2,75 mL chat 16ng mbi 6ng, chira khang thé da dong cla dé khang IgE clia ngudi dwgc danh
d&u bang phéi t&r da dwoc chuén bi sén sang dé st dung. On dinh & 2—-8°C cho dén ngay hét han. Thuéc
th(r nay dwgc dat trong Hop hinh ném chira di nguyén khi chay Chat kiém chuan IMMULITE 2000 IgE.
L2KUNG: 2 bd

Cac thanh phan ctia b6 dung cu dwoc cung cap riéng
Chéat pha loang mau 3gAllergy™ Specific IgE (L2UNZ)
PEé pha lodng cac mau trén hé théng. Mot lo, chat nén albumin huyét thanh ngudi, dam dic (chuén bi
s&n dé str dung), c6 chat bao quan. Bao quan: 30 ngay (sau khi m&) & 2—8°C hoac 6 thang (duoc chiét
vao cac lo nhd) & -20°C. Thai bé phu hop véi phap luat hién hanh.
L2UNZ: 25 mL

Nhan ma vach dwgc cung cap dé st dung cling vé&i dung dich pha lodng. Trwéc khi str dung, dan mot
nhan pht hgp Ién moét dng nghiém 16 x 100 mm, sao cho bo doc trén hé théng cé thé doc dwgc ma vach.
L2UNZ: 3 nhén

L2SUBM: Co chat héa phat quang

L2PWSM: Dung dich rtra dau do

L2KPM: B0 dung cu lam sach dau do

LRXT: Ong phan trng (dung mot lan)

L2AW1-3: H6p hinh ném chtra di nguyén (duoc ddn ma vach)
L2AW1, 400930-02: ma sé-ri 1-33

L2AW?2, 400930-03: ma sé-ri 34—66

L2AW3, 400930-04: ma sé-ri 67-99

L2ATC: Nép 6ng chira di nguyén

L2ATS2: Miéng ngan 6ng di nguyén
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Ciing c6 san

MC6LCM, DC1LCM, DC2LCM, L2SNCCM: Chat ki€m chuén IgE dac hiéu v&i di nguyén nén huyét
thanh nguaoi.

Ciling can phai co

Nwéc cat hodc nwéde khir ion; 6ng nghiém; chét ki€ém chuan.

Bang di nguyén hén hop va cac di nguyén dac hiéu 3gAllergy™

Cac di nguyén riéng biét duwgc déng goi va ban trong cAc mo-dun 40 va 20 xét nghiém c6 chira lan luot
2,75 mLva 1,75 mL.

Bang di nguyén hén hop duwoc dong géi va ban trong cac mé-dun 40 xét nghiém chi chira 2,75 mL mbi
bang.

M®bi 6ng di nguyén chira di nguyén dic hiéu hodc mot hdn hop cac di nguyén trong chat nén dung dich
dém co protein, c6 chat bao quan.

Khong dwoc dong lanh. Bao quan trong td lanh: 6n dinh & 2—-8°C cho dén ngay hét han dugc danh dau
trén nhan ho&c 90 ngay trén thiét bi. Khong str dung néu cé ddu hiéu nhiém vi sinh chdng han nhuw khi
guan sat thay c6 mau duc.

Céc di nguyén riéng biét va bang di nguyén hdn hop dwoc ding véi hé théng phan tich IMMULITE 2000.
DE c6 danh sach day du va s6 ca-ta-16, vui long tham khao Menu 3gAllergy™.

Quy trinh xét nghiém

Lwu y rang dé cé hiéu suét t6i wu, dieu quan trong la can phai thuc hién tat ca cac quy trinh bao duwdng
dinh ky theo quy dinh trong S8 tay hwéng dan van hanh hé théng IMMULITE 2000.

Xem S6 tay huwéng dan van hanh hé théng IMMULITE 2000 dé biét vé: cac quy trinh chuén bi, thiét 1ap,
pha lodng, diéu chinh, xét nghiém va kiém soat chat lwong.
Nap di nguyén

1. Chon mot vi tri m& trén Bang chuyén thuéc thr théng qua phan mém.

2. Thay thé ndp Ong di nguyén véi miéng ngin. Khong duoc dao ngwoc Ong di nguyén khi gan
miéng ngan.

3. bat Ong di nguyén cé chira di nguyén dac hiéu, bang bi nguyén dic hiéu, Khang thé digu chinh IgE
dac hiéu, va/hodc Khang thé kiém chuén IgE dac hiéu ctia IMMULITE 2000 vao Hop hinh ném
chira di nguyén, véi ma vach huwéng vao mat mé ctia hop hinh ném.

DPong hop hinh ném lai va quét ma vach clia di nguyén bang may quét chup anh cam tay.
Khi viéc quét hoan tat, nap Hop hinh ném chira di nguyén vao bang chuyén thudc thir.

6. Lap lai quy trinh nay dé nap HOp hinh ném chtra di nguyén ti€p theo.

H6ép hinh ném chra di nguyén phai dwoc quét trede khi gan vao thiét bi dé€ dam bao van hanh thiét bi
chinh xac. Viéc loai b hoac thay thé bat ky lo nao trong hdp hinh ném chira di nguyén sé yéu cau quét
lai hop hinh ném v&i may quét ma vach dé cap nhat théng tin di nguyén.
Khoang diéu chinh dwgc khuyén nghi: 2 tuan
Céac mau kiém soat chat lvong: Dé theo dbi viéc diéu chinh, st dung chat kiém chuan dwoc cung cap
v@i b6 dung cu. Chat kiém chuan di nguyén dac hiéu cling c6 san, xem muc “Cac thanh phan cla bo
dung cu duwoc cung cdp riéng”. Chat kiEm chuan di nguyén déc hiéu (DC1LCM, DC2LCM, MC6LCM
and L2SNCCM) can dwoc kiém tra dé theo déi hiéu suat clia di nguyén.

Dién giai cac két qua
Két quéa di nguyén riéng biét:
S6 nhom la ~m(f)t chi bao cuia tong lvong IgE ndi sinh dac hiéu cho di nguyén chon loc. Gia tri dinh lvgng
(kU/L) va dién giai két qua theo nhom cho hai hé théng chdm diém (tiéu chuén va mé réng) dwoc cung
cép trong cac bang bén dusi.t
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Hé théng phan loai tiéu chuén ding cac ngudng theo nhém nhu sau:

Phan tng véi (Cac) di

Nhom kUL nguyén riéng/trong bang

X <0,10 Khéng c6 hodc ND'

° 0,10-0,34 Rét thap

[ 0,35-0,69 Thép

Il 0,70-3,49 Viura

" 3,50-17,49 Cao

v 17,5-52,49

\Y 52,5-99,99 Rét cao

Vi =100

* Nhém 0 trong hé théng tiéu chudn c6 nghia la: khéng thé phat hién dwoc bang cac xét nghiém thé hé
th& hai.

T ND: khéng phat hién dwoc bing IMMULITE 2000 3gAllergy.

Hé théng phan loai m& réng dung cac ngudng theo nhém nhu sau:

Phan (rng v&i (Cac) di

Nhom kUL nguyén riéng/trong bang

0 <0,10 Khéng c6 hodc NDT

0/1 0,10-0,24 Rat thap
I 0,25-0,39 Thép

Il 0,40-1,29 Viura

1] 1,30-3,89 Cao

v 3,90-14,99

\% 15,00-24,99 Rét cao

VI >25

T ND: khéng phat hién dwoc bing IMMULITE 2000 3gAllergy.

Viéc chon hé théng phan loai c6 thé dugc thuc hién bdi ngwdi ding trong phan mém van hanh
IMMULITE 2000.

Chi xem céac gigi han nay la hwdng dan. Mai phong thi nghiém can phai thiét 1ap pham vi tham chiéu
cla riéng minh.

Két qua bang di nguyén hén hgp

Mot két qua duwong tinh (xem phan Dién giai két qua clia hé théng phan loai tiéu chuan va mé rong) véi
Bang di nguyén hdn hop cho thdy rang khang thé khang it nhat 1a mét di nguyén thanh phan trong bang
hién dién v&i lvong tang Ién & mau huyét thanh cltia bénh nhan. Bé xac dinh IgE dac hiéu véi di nguyén,
mau can duoc xét nghiém lai véi cac di nguyén riéng biét tvong ing vGi cac thanh phan trong bang.

Mot két qua am tinh (< 0,10 kU/L) cho biét khdng c6 hodc co IgE & ndng do khong thé phat hién duoc
dac hiéu cho céac di nguyén thanh phan trong bang.

K&t qua gia tri trong bang khong thé so sanh v&i két qua dinh lvong dua vao xét nghiém vaéi cac di
nguyén riéng biét, hodc khong thé dwoc xem la téng so tich Ity clia két qua di nguyén riéng biét.
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Gidi han
Khong duoc thire hién chan doan Iam sang kh&ng dinh chi dwa vao mot két qua IgE d&c hiéu di nguyén
in vitro. Bac sT chi nén thwe hién chan doan sau khi da danh gia tat ca cac phat hién trén 1am sang va
trong xét nghiém.*

Két qua IgE dac hiéu di nguyén in vitro can duoc st dung nhu 1a mdt huéng dan dang tin cay dé chon
litu khéi dau cho liéu phap khang thé. Can thuc hién thir phan (ng da truéc véi mau pha lodng ban
dau ctlia chiét xuat di nguyén dé xuat dé chirng minh kha nang dung nap liéu ctia bénh nhan.

Trong di (rng v&i thiee phdm, khang thé IgE trong hé tuan hoan cé thé van khéng phat hién dwoc néu
cac di nguyén hwdng dén khang thé dé duoc tao ra hoac bién d6i trong qud trinh xtr ly hoac tiéu héa va
vi vay, khong ton tai trong loai thuc phdm ban dau ma bénh nhan dwoc thir.23

K&t qua gidng hét cho cac di nguyén khac nhau c6 thé khéng lién quan dén bi€u hién 1am sang twong
duong do c6 su khac biét trong kha nang gan két voi IgE.6

Nguwi diing can biét kha ning phan ting chéo lam sang trong cting mdt nhém di nguyén.”8

Trong di (rng thudc hodc nghé nghiép, co6 thé quan séat thay két qua am tinh & bénh nhan qua man voi
thudc hoac di nguyén trong méi triedng lam viéc trong nhirng treérng hop sau day:

e Triéu chirng qua trung gian khéng cé su tham gia cta IgE.

«  Mau duogc thu thap dwdi 2 tuan sau phan tng di (Png. Xét nghiém can duoc I&p lai sau 2 tuan dé
xac dinh két qua.

«  MA&u duoc thu thap sau mot khoang thi gian dai ké tir khi phan (ng di (rng cubi cung xay ra. Nong
doé khang thé IgE duwoc thdy la giam theo thoi gian.

Nhirng xem xét dac biét sau day ap dung khi xét nghiém di trng v&i mud cao su:
« Co0 kha nang ton tai phan &rng chéo trén lam sang gitra cao su va mét sé loai thire phdm nhét dinh
bao gdm bo, chudi, hat dé va kiwi.1?

e Vi xét nghiém mu cao su do IgE dac hiéu v&i di nguyén, sé khéng phat hién dugc phan trng cham
loai IV hoac s kich (rng do cao su.

K&t qua nhém 0 déi vai noc doc con trung cho thdy khong cé hodc c6 ndng do rat thap cla khang thé
IgE dac hiéu véi noc doc trong hé tuan hoan. Nhirng két qua nay khong loai trir sy ton tai clia phan ng
gua man trén lam sang hién tai hoac trong twong lai véi voi ctia con trung.

Khong st dung xét nghiém nay cho cac bénh nhan uéng thanh phan bd sung biotin.

Khang thé di ai trong huyét thanh ngudi cé thé phan ting véi cac globulin mién dich c6 trong cac thanh
phan cla xét nghiém gay nhiéu cac xét nghiém mién dich in vitro. [Xem Boscato LM, Stuart MC.
Heterophilic antibodies: a problem for all immunoassays. Clin Chem 1988:34:27-33.] Cac mAu clia cac
bénh nhan tiép xuc thwdng xuyén véi dong vat hodc cac san pham huyét thanh dong vat co thé co biéu
16 loai nhiéu nay c6 kha nang gay ra két qua bat thudérng. Nhirng thube thir nay da duoc tao ra dé giam
thiéu nguy co bi nhiéu; tuy nhién, cé thé xay ra cac twong tac cé kha nang xay ra gitra huyét thanh hiém
gap va cac thanh phan xét nghiém. B6i v&i cac muc dich chin doan, cac két qua co dugc tir xét
nghiém nay can dwgc str dung két hgp véi tham kham lam sang, bénh str clia bénh nhan va cac phat
hién khac.

D{ liéu hiéu suéat
Xem Bang va do thi dé biét dir liéu dai dién hiéu suét ctia xét nghiém. Cac két qua duoc biéu dién theo
don vi kU/L. (Trir khi dwoc ghi chi khéc di, tat ca dwoc tao ra trén cac mau huyét thanh thu dwoc trong
ong khong cé rao can gel hodc chat phu gia thac day déng mau.)
IMMULITE 2000 3gAllergy™ Specific IgE 1a d6i twong clia nhiéu nghién ctru da duoc céng bd.141°

Pham vi c6 thé bao c&o: 0,10-100 kU/L (2"9 WHO IRP 75/502 IgE huyét thanh ngudi)
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D6 nhay phan tich: Gi¢i han tréng (gia tri cao nhéat du ki€n cho mdt mau khéng cé gia tri can phan tich;
dwoc xac dinh theo CLSI EP17-A%): 0,03 kU/L

Gi6i han phat hién (ndng do phat hién thap nhat; dwoc xac dinh theo CLSI EP17—A35): 0,10 ku/L

D06 nhay chirc nang: (ndng do véi hé s6 bién thién (CV) 20% dwoc xac dinh theo CLSI EP5-A236):
0,20 kU/L

D6 chinh xac: Cac mau dwoc xét nghiém hai lan trong thoi gian 20 ngay, hai 1an chay méi ngay, téng
cong 40 lan chay va 80 lan trung 1&p. (Xem bang “D6 chinh xac”.)

D0 tuyén tinh: Cac mau duwoc xét nghiém & do pha lodng khac nhau. (Xem bang “Dd tuyén tinh” dé
biét dir liéu dai dién.)

D6 dac hiéu: Khang thé c6 do dac hiéu cao déi véi IgE ngudi va khong biéu hién phan (rng chéo véi
cac nhém globulin mién dich cla ngudi khac.

Bilirubin: Sy c6 mat cua bilirubin gian tiép va trwc ti€p & cac nong do tdi da 200 mg/L khéng cé anh
hwdng dén két qua trong pham vi chinh xac clia xét nghiém.

Biotin:
Nong doé lba mi*
(kUIL)
No6ng dd xét 0,74 3,9
nghiém Biotin
(ng/mL) Do chénh (%)
50 —4 -6
9,0 -9 -13
19,0 -18 —22
32,0 -37 -39
100 -60 —66
1500 -89 -92

* D{¥ liéu vé chat gay di (rng lGa mi dwoc coi la
dai dién cho hiéu suét cta thir nghiém.

MAu xét nghiém chtra biotin & ndng do 5 ng/mL cho két qua thay déi it hon hodc bang 10%. Nong do
biotin I&n hon ndng dd nay c6 thé dan t&i két qua gidm gid & cac mau bénh nhan.

Lwong biotin dwa vao trong khau phan an khuyén nghi hang ngay cho ngwoi Ion la 30 pg/ngay. Cac
loai thwre pham chirc nang khéong can ké don duoc quang cao dé str dung cho strc khde cla toc, da
va moéng co thé chira 5-100 mg biotin, v&i khuyé&n nghi ding nhiéu vién méi ngay. Cac nghién ctru vé
dugc dong hoc & ngudi tredng thanh khée manh da cho thay, & nhirng doi twong dung 5 mg, 10 mg
va 20 mg biotin, néng doé biotin trong huyét thanh c6 thé dat téi l1an lwot 1a 73 ng/mL, 141 ng/mL va
355 ng/mL.%? Nhirng ddi twong dung t&i 300 mg biotin mdi ngay cé thé c6 ndng dd biotin huyét twong
cao t6¢i 1160 ng/mL.**

Huyét tan: Sy c6 mat clla hemoglobin & cac ndng doé tdi da 500 mg/dL khong c6 &nh hwédng dén két
qua trong pham vi chinh xac cta xét nghiém.

Tang lipid huyét: Sy c6 mat cla triglyceride & cac nong do tdi da 3000 mg/dL khdng cé anh huédng
dén két qua trong pham vi chinh xac cta xét nghiém.

IMMULITE 2000 3gAllergy™ Specific IgE Universal Kit (PIL2ZKUN-32_VI, 2020-08-04) 7 - Tiéng Viét



So sanh phuwong phap: Xét nghiém dwoc so sanh v&i AlaSTAT Microplate Allergen-Specific IgE, mot

xét nghiém cham diém tiéu chuén, trén 7520 mau.

6 1 3 31 42 | 303
g 5 11 76 33 35
L& 4 3 178 | 168 | 26 10
E 3 1 292 | 604 | 49 2 2
2 2 16 | 229 | 886 | 98
= 108 | 172 | 94 4
0 |3912| 118 | 11 2
0 1 2 3 4 5 6
Vi dia AlaSTAT

Sw phll hop tdng thé: 97%

Do nhay twong doi: 96%

Do dac hiéu twong doi: 97%

Do gidng nhau tong thé: 81%

D0 gidbng nhau nhém 1: 99%

Do gidng nhau nhém 2: 100%

Trung binh cla diém theo nhém:

1,29 (AlaSTAT)

1,37 (IML 2000)

Cung mét di liéu dugc phan tich trong phan tich hdi quy véi két qua nhw sau:
(IML 2000) = 0,989 (AlaSTAT) + 1,21 KU/L
r=20,87

Gié tri trung binh:

8,53 kU/L (AlaSTAT)

9,64 kU/L (IMMULITE 2000)

Hiéu qua 1am sang: Cac mau duoc xét nghiém khong 13p lai xuyén sudt 24 di nguyén dic hiéu. Chan

doan lam sang dwa vao tién st hién tang clia bénh nhan va/hoac di¥ liéu th&r phan &ng da.
Két qua cla nghién ctru lam sang*, n = 4214

Chan doan lam sang

IMMULITE 2000 Lam sang Binh thudng
Duong tinh 595 101
Am tinh 537 2981

Phu hop: 84,9%
Khoang tin cay 95%: 84-86%

P06 dac hiéu: 96,7%
Khoang tin cay 95%: 96-97%

D0 nhay: 52,6%
Khoang tin cay 95%: 50-55%

IMMULITE 2000 3gAllergy™ Specific IgE Universal Kit (PIL2ZKUN-32_VI, 2020-08-04)
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Di nguyén bao gbm: Cay bui théng thworng (W43), Wingscale (W75), Phong dé (T27), Hickory Tréng
(T41), Gom ngot (T211), Cedar dé (T219), Cockroach My (1206), Bayberry/Gale ngot (T218), Baccharis
(W67), Dog Fennel (W46), cay Locust (T208), Live Oak (T103), Hormodendrum hordei (M45),
Stemphylium solani (M88), Mulberry dé (T71), Privet (T210), Bald Cypress tréang (T37), Trirng (F245),
Hat diéu (F202), Trai (F207), Hau (F290), Ho tran (F203), So diép (F338) va Qua 6c ché (F256).

*D{ liéu trong ho so c6 tai Siemens Healthcare Diagnostics.
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Ho6 tror k§ thuat

Hay lién lac v&i Nha phan phdi qudc gia cla quy vi.

www.siemens.com/diagnostics

Hé thdng chét lvgng cla Siemens Healthcare Diagnostics Products Ltd. dwgc chirng nhan theo tiéu

chuan ISO 13485.

Bang va dé thi
D6 chinh xac (kU/L)

Trong mot 1an chay

Giatritrung D0 léch chuan Hé s6 bién thién
binh (SD) (%CV) SD %CV
1 0,5 0,05 10 0,06 12
2 0,7 0,07 10 0,08 1
3 1,1 0,04 3,6 0,05 4,5
4 1,1 0,08 7,3 0,08 7,3
5 1,5 0,08 5,3 0,09 6,0
6 1,6 0,15 9,4 0,16 10
7 1,8 0,10 5,6 0,10 5,6
8 1,9 0,14 7,4 0,16 8,4
9 2,1 0,12 5,7 0,14 6,7
10 2,4 0,10 4,2 0,14 5,8
11 3,0 0,15 50 0,17 5,7
12 3,4 0,12 3,5 0,16 4,7
13 3,6 0,20 5,6 0,24 6,7
14 4,1 0,28 6,8 0,32 7,8
15 6,1 0,28 4,6 0,36 5,9
16 8,9 0,44 4,9 0,56 6,3
17 9,5 0,53 5,6 0,65 6,8
18 10 0,36 3,6 0,50 5,0
19 12 0,56 4,7 0,76 6,3
20 15 0,67 4,5 0,67 4,5
21 19 1,7 8,9 19 10
22 43 19 4.4 2,6 6,0
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Do tuyén tinh (kU/L)

Pha loang Pa quan sat Dv doan %O0/E
1 32 trong 32 96,6 — —
16 trong 32 53,8 48,3 111
8 trong 32 26,6 24,2 110
4 trong 32 12,1 12,1 100
2 trong 32 5,74 6,04 95
1 trong 32 3,04 3,02 101
2 32 trong 32 53,7 — —
16 trong 32 30,1 26,8 112
8 trong 32 13,8 13,4 103
4 trong 32 6,81 6,71 102
2 trong 32 3,40 3,35 101
1 trong 32 1,70 1,68 101
3 32 trong 32 36,4 — —
16 trong 32 17,3 18,2 94
8 trong 32 9,48 9,11 104
4 trong 32 4,78 4,55 106
2 trong 32 2,48 2,28 109
1 trong 32 1,21 1,14 106

IMMULITE va 3gAllergy™ la cac thwong hiéu clia Siemens Healthcare Diagnostics.
© 2017-2020 Siemens Healthcare Diagnostics. Tat ca cac quyén dwoc bao hd.

Sane xuét tai; Vuong quéc Anh

Glyn Rhonwy, Llanberis, Gwynedd LL55 4EL

I Siemens Healthcare Diagnostics Products Ltd.

United Kingdom
2020-08-04
PIL2KUN-32_VI

cc#CC-00192-LLB
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Tim hiéu vé cac biéu tuong

Cac biéu twong sau day co thé xuat hién trén nhan san pham:

Biéu twvgng Dinh nghia binh nghia
IVD Thiét bi y t& chan doan in vitro An mon

al

| ec|Rep]

Ce

0088

S6 danh muc

Nha san xuéat

Pai dién dugc Gy quyén tai cong ddong chau Au

Dau CE

D&u CE vé&i s6 nhan dang co quan xac nhan

Tham khao huéng dan st dung

Can trong! M6i nguy hiém sinh hoc tiém &n

Gi¢i han nhiét do (2—-8°C)

Gi@i han trén ctia nhiét do (< -20°C)

Gi¢i han dudi clia nhiét do (= 2°C)

Khéng dé déng da (> 0°C)

Khong dworc tai st dung

Tranh &nh sang mat troi

BEAD PACK

TEST UNIT

REAG WEDGE

ADJUSTOR

ADJUSTOR

ADJUSTOR | H |

ADJUSTOR | AB |

CONTROL

=]
-

o o
o o
z| (=
=IRE]
x x

=]
-

o
o
2
=
x

0oL

CONTROL

Pau lau xwong chéo

M6i trwdng

Goi hat

Pon vi xét nghiém

Hop thudc thir hinh ném

Chat diéu chinh

Chat diéu chinh, thap

Chat diéu chinh, cao

Khang thé chat diéu chinh

Chét pha lodng mau

Chat kiém chuén

Chaét ki€ém chudn dwong tinh
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Bi€u twong Binh nghia Biéu twong

binh nghia

LOT Ma 16 CONTROL

V(X Chda ddi cho (n) xét nghiém ContRoL] <]

2008-01 Binh dang ngay (nam-thang) CONTROL

St dung cho dén

Nguy co cho strc khoe DITHIOTHREITOL

DAu cham than BORATE-KCN BUF

X e

Chét kiém chudn dwong tinh
thap

Chét kiém chuén am tinh

Khang thé chat ki€ém chuén

Dung dich tién xt ly

Dung dich Dithiothreitol

Dung dich dém Borat - KCN
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Tubi tho theo nghién ctru dd 6n dinh:
IMMULITE 2000 3gAllergy Specific IgE Universal Kit: 12 thang
Bang di nguyén hén hop va cac di nguyén dac hiéu 3gAllergy: 24 thang

Dé biét ngay hét han, xem trén nhan san pham.

Co s& san xuat
Siemens Healthcare Diagnostics
Products Limited

Chu s& hiru san pham
“ Siemens Healthcare Diagnostics
Products Limited

Glyn Rhonwy

Llanberis, Gwynedd Glyn Rhonwy

LL55 EL Llanberis, Gwynedd
LL55 EL

Vwong qudc Anh .
94 Vwong quoc Anh
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Allergy Menu

Menu available outside the United States
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Allergen Menu Catalog No.

Animals 20 tests 40 tests
A174 nCan f 1 — Canis familiaris A174L2

A345 nFel d 1 — Felis domesticus A345L2

E1 Cat Dander — Epithelium E1L4
E2 Dog Epithelium E2L4
E3 Horse Dander E3L4
E4 Cow Dander E4L2

E5 Dog Dander E5L4
E6 Guinea Pig Epithelium E6L2

E7 Pigeon Droppings E7L2

E70 Goose Feathers E70L2

E71 Mouse Epithelium E71L2

E72 Mouse Urine E72L2

E73 Rat Epithelium E73L2

E74 Rat Urine E74L2

E75 Rat Serum Proteins E75L2

E76 Mouse Serum Proteins E76L2

E78 Budgerigar Feathers E78L2

E80 Goat Epithelium E80L2

E81 Sheep Epithelium E81L2

E82 Rabbit Epithelium E82L4
E83 Swine Epithelium E83L2

E84 Hamster Epithelium E84L2

E85 Chicken Feathers E85L2

E86 Duck Feathers E86L2

E87 Rat E87L2

E88 Mouse E88L2

E89 Turkey Feathers E89L2

E91 Parrot Feathers E91L2

E201 Canary Feathers E201L2

E209 Gerbil Epithelium E209L2

E215 Pigeon Feathers E215L2

E219 Chicken Serum Proteins E219L2

E220 nFel d 2 — Felis domesticus E220L2

E221 nCan f 3 — Canis familiaris E221L2

E222 Porcine Serum Albumin E22212

Drugs

1 Penicilloyl G c1L2

c2 Penicilloyl V C2L2

Cc70 Insulin, Porcine C70L2

C71 Insulin, Bovine C71L2

C73 Insulin, Human C73L2

C74 Porcine Gelatin C74L2

C203 Ampicillin C203L2

C204 Amoxicillin C204L2

Dust

H1 House Dust — Greer H1L4
H6 House Dust — Japan H6L2

Foods

Ad64 rMal d 1 — Malus domestica A464L2

A597 rPru av 1 — Prunus avium A597L2

A599 rPru av 3 — Prunus avium A599L2

A600 rPru av 4 — Prunus avium A600L2

A603 nPru p 3 — Prunus persica A603L2

A796 rMal d 4 — Malus domestica A796L2

F1 Egg White F1L4
F2 Milk F2L4
F3 Codfsh F3L4

Allergen Menu Catalog No.

Foods 20 tests 40 tests
F4 Wheat F4L4
F5 Rye F5L2

F6 Barley F6L2

F7 Oat F7L2

F8 Corn F8L4
F9 Rice FoL4
F10 Sesame Seed F10L2

F11 Buckwheat F11L2

F12 Green Pea F12L2

F13 Peanut F13L4
F14 Soybean F14L4
F15 White Bean F15L2

F17 Hazelnut F17L4
F18 Brazil Nut F18L2

F19 Cayenne Pepper F19L2

F20 Almond F20L2

F21 Sugar Cane F21L2

F23 Crab F23L2

F24 Shrimp F24L4
F25 Tomato F25L4
F26 Pork F26L2

F27 Beef F271L2

F31 Carrot F31L4
F33 Orange F33L4
F35 Potato F35L2

F36 Coconut F36L2

F37 Blue Mussel F37L2

F40 Tuna F40L2

F41 Salmon F41L2

F42 Haddock F421L2

F44 Strawberry F44L2

F45 Baker’s Yeast F45L2

F47 Garlic F4712

F48 Onion F48L2

F49 Apple F49L4
F50 Chub Mackerel F50L2

F51 Bamboo Shoot F51L2

F54 Sweet Potato F54L2

F55 Common Millet F55L2

F56 Foxtail Millet F56L2

F58 Pacifc Squid F58L4
F59 Octopus F59L2

F60 Jack Mackerel, Scad F60L2

F61 Sardine F61L2

F65 Perch F65L2

F67 Parmesan Cheese F67L2

F75 Egg Yolk F75L4
F76 Alpha Lactalbumin F76L4
F77 Beta Lactoglobulin F77L4
F78 Casein F78L4
F79 Gluten F79L4
F80 Lobster F80L2

F81 Cheese, Cheddar F81L2

F82 Cheese, Mold-type F82L2

F83 Chicken Meat F83L2

F84 Kiwi Fruit F84L2

F85 Celery F85L2

F86 Parsley F86L2

F87 Melon F87L2

F88 Lamb F88L2

F89 Mustard F89L2




Allergen Menu Catalog No.

Foods 20 tests 40 tests
F90 Malt Fo0L2
F91 Mango F91L2
F92 Banana F92L2
F93 Cacao F93L2
F94 Pear F94L2
F95 Peach F95L2
F96 Avocado F96L2
F97 Yam F97L2
F102 Cantaloupe F102L2
F105 Chocolate F105L2
F119 Radish F119L2
F147 Flounder F147L2
F170 Swiss Cheese F170L2
F182 Lima Bean F182L2
F201 Pecan Nut F201L2
F202 Cashew F202L2
F203 Pistachio F203L2
F204 Trout F204L2
F205 Herring F205L2
F206 Mackerel F206L2
F207 Clam F207L2
F208 Lemon F208L2
F209 Grapefruit F209L2
F210 Pineapple F210L2
F212 Mushroom F212L2
F213 Rabbit F213L2
F214 Spinach F214L2
F215 Lettuce F215L2
F216 Cabbage F216L2
F217 Brussels Sprouts F217L2
F218 Paprika F218L2
F219 Fennel Seed F219L2
F220 Cinnamon F220L2
F221 Coffee F221L2
F222 Tea F22212
F223 Green Olive F223L2
F224 Poppy Seed F22412
F225 Pumpkin F225L2
F231 Boiled Milk F231L2
F232 Ovalbumin F232L2
F233 Ovomucoid F233L2
F234 Vanilla F23412
F235 Lentil F235L2
F236 Whey F236L2
F237 Apricot F23712
F242 Cherry F24212
F244 Cucumber F24412
F245 Egg F245L2
F247 Honey F24712
F253 Pine Nut F253L2
F254 Plaice F254L2
F255 Plum F255L2
F256 Walnut F256L2
F258 Squid F258L2
F259 Grape F259L2
F260 Broccoli F260L2
F261 Asparagus F261L2
F262 Eggplant F262L2
F263 Green Pepper F263L2
F265 Caraway F265L2
F268 Clove F268L2

Allergen Menu Catalog No.

Foods 20 tests 40 tests
F269 Basil F269L2
F270 Ginger F270L2
F271 Anise F271L2
F272 Tarragon F27212
F273 Thyme F273L2
F274 Marjoram F274L2
F277 Dill F27712
F278 Bay Leaf F278L2
F279 Chili Pepper F279L2
F280 Black Pepper F280L2
F281 Curry F281L2
F282 Nutmeg F282L2
F283 Oregano F283L2
F284 Turkey Meat F284L2
F287 Red Kidney Bean F287L2
F288 Blueberry F288L2
F289 Date F289L2
F290 Oyster F290L2
F291 Caulifower F291L2
F293 Papaya F293L2
F294 Passion Fruit F29412
F299 Chestnut F29912
F300 Pinto Bean F300L2
F301 Persimmon F301L2
F302 Mandarin (Tangerine) F302L2
F303 Halibut F303L2
F306 Lime F306L2
F309 Chick Pea F309L2
F312 Swordfsh F312L2
F313 Anchovy F313L2
F314 Snail F314L2
F315 Green Bean F315L2
F317 Coriander F317L2
F320 Crayfsh F320L2
F325 Sheep’s Milk F325L2
F329 Watermelon F329L2
F335 Lupine F335L2
F337 Sole F337L2
F338 Scallop F338L2
F341 Cranberry F341L2
F343 Raspberry F343L2
F344 Sage F34412
F345 Macadamia Nut F345L2
F349 Salmon Roe F349L4
F350 Alaskan Pollock Roe F350L2
F351 nPen m 1 — Penaeus monodon F351L2
F358 Artichoke F358L2
F360 Yogurt F360L2
F375 Horseradish F375L2
F381 Red Snapper F381L2
F401 Loquat F401L2
F402 Fig F402L2
F403 Brewer’s Yeast F403L2
F405 Mint F405L2
F406 Arugula F406L2
F408 Whiting F408L2
F409 Goat's Milk F409L2
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Grasses 20 tests 40 tests
G1 Sweet Vernal Grass G1L2
G2 Bermuda Grass G2L4
G3 Orchard Grass G3L4
G4 Meadow Fescue G4L2
G5 Perennial Rye Grass G5L4
G6 Timothy Grass G6L4
G7 Common Reed Grass G7L2
G8 June Grass (Kentucky Blue) G8L4
G9 Red Top GIL2
G10 Johnson Grass G10L2
G11 Brome Grass G11L2
G12 Cultivated Rye Grass G12L4
G13 Velvet Grass G13L2
G14 Cultivated Oat Grass G14L2
G15 Cultivated Wheat Grass G15L2
G16 Meadow Foxtail Grass G16L2
G17 Bahia Grass G17L2
G70 Wild Rye Grass G70L2
G71 Canary Grass G71L2
G202 Cultivated Corn G202L2
G203 Salt Grass G203L2
Insects
A45 rApi m 1 — Apis mellifera A45L2
A46 rApi m 2 — Apis mellifera A46L2
A670 rVes v 5 — Vespula vulgaris A670L2
il Honey Bee Venom 11L4
12 White-faced Hornet 12L2
13 Yellow Jacket Venom 13L2
14 Paper Wasp Venom 1412
15 Yellow Hornet 15L2
16 Cockroach 16L2
18 Moth 18L2
170 Imported Fire Ant 170L2
171 Mosquito 171L2
173 Chironomus spp. 173L4
175 European Hornet 175L2
1203 Mediterranean Flour Moth 1203L2
1204 Horsefy 1204L2
1206 American Cockroach 1206L2
Mites
A295 nDer f 1 — Dermatophagoides ~ A295L2
farinae
A302 nDer f 2 — Dermatophagoides A302L2
farinae
A310 nDer p 1 — Dermatophagoides ~ A310L2
pteronyssinus
A316 nDer p 2 — Dermatophagoides ~ A316L2
pteronyssinus
D1 Dermatophagoides pteronyssinus D1L4
D2 Dermatophagoides farinae D2L4
D3 Dermatophagoides microceras ~ D3L2

Allergen Menu Catalog No.

Mites 20 tests 40 tests
D70 Acarus siro D70L2

D71 Lepidoglyphus destructor D71L2

D72 Tyrophagus putrescentiae D72L2

D73 Glycyphagus domesticus D73L2

D74 Euroglyphus maynei D74L2

D201 Blomia tropicalis D201L2

Molds

A3050 nAspr1-Aspergillus restrictus ~ A3050L2

M1 Penicillium notatum M1L4
M2 Cladosporium herbarum M2L4
M3 Aspergillus fumigatus M3L4
M4 Mucor racemosus M4L2

M5 Candida albicans M5L4
M6 Alternaria tenuis MéL4
M7 Botrytis cinerea M7L2

M8 Helminthosporium halodes M8L2

M9 Fusarium moniliforme MIL2

M10 Stemphylium botryosum M10L2

M11 Rhizopus nigricans M11L2

M12 Aureobasidium pullulans M12L2

M13 Phoma betae M13L2

M14 Epicoccum purpurascens M14L2

M15 Trichoderma viride M15L2

M16 Curvularia lunata M16L2

M45 Hormodendrum hordei M45L2

M70 Pityrosporum orbiculare M70L2

M88 Stemphylium solani M88L2

M202  Cephalosporium acremonium M202L2

M203  Trichosporon pullulans M203L2

M204  Ulocladium chartarum M204L2

M205  Trichophyton rubrum M205L2

M207  Aspergillus niger M207L2

M208  Chaetomium globosum M208L2

M212 Micropolyspora faeni M212L2

M300 Eurotium M300L2

M304  Aspergillus oryzae M304L2

M305 Penicillium brevicompactum M305L2

M309  Aspergillus terreus M309L2

M310  Aspergillus nidulans M310L2

M311  Aspergillus Favus M311L2

M312  Aspergillus clavatus M312L2
Occupational

K8 Hops K8L2

K20 Wool K20L2

K70 Green Coffee Bean K70L2

K71 Castor Bean K71L2

K72 Ispaghula (Psyllium) K72L2

K74 Silk (Bombyx) K74L2

K75 Isocyanate TDI K75L2

K76 Isocyanate MDI K76L2

K77 Isocyanate HDI K7712

K80 Formaldehyde/Formalin K80L2

K81 Ficus spp. K81L2

K82 Latex K82L4
K84 Sunfower Seed K84L2

K87 Alpha-Amylase (Fungal) K87L2

K202 Bromelain K202L2

K210 Maleic Anhydride (MA) K210L2

K213 Tetrachlorophthalic K213L2

Anhydride (TCPA)




Allergen Menu Catalog No.

Allergen Menu Catalog No.

Occupational 20 tests 40 tests Trees 20 tests 40 tests
K225 Horseradish Peroxidase (HRPO) K225L2 T208 Linden T208L2
K226 Ascorbate Oxidase K226L2 T209 Horn Beam T209L2
K301 Flour Dust K301L2 T210 Privet T210L2
T211 Sweet Gum T211L2
Other Analytes T218 Bayberry/Sweet Gale T218L2
01 Cotton O1L2 1219 Red Cedar T219L2
072 Enterotoxin A (S. aureus) 07212 T280 Locust Tree T280L2
073 Enterotoxin B (S. aureus) 073L2 T401 Brazilian Peppertree T401L2
0201 Tobacco 0201L2 T402 Mastic Tree T402L2
0214 MUXF from Bromelain 021412 T404 Tree of Heaven T404L2
T406 Date Palm T406L2
Parasites
P1 Ascaris P1L2 Weeds
P4 Anisakis Larvae P4L2 A753 nArt v1 — Artemisia vulgaris A753L2
P5 Toxocara canis P5L2 W1 Common Ragweed W1L4
W2 Western Ragweed Ww2L2
Trees w3 Giant Ragweed W3L2
A89 nBet v 1 — Betula verrucosa A89L2 w4 False Ragweed W4L2
A127 rBet v 2 — Betula verrucosa A12712 W5 Wormwood W5L2
A482 nOle e 1 — Olea europea A482L2 Wé Mugwort W6L4
T Maple T1L2 W7 Ox-Eye Daisy W7L2
T2 Alder T2L4 w8 Dandelion W8L2
T3 Birch T3L4 W9 English Plantain WIL4
T4 Hazelnut T4L4 W10 Lamb’s Quarters W10L2
T5 Beech T5L2 W11 Russian Thistle W11L2
T6 Mountain Cedar T6L2 W12 Goldenrod W12L2
17 Oak T7L4 W13 Cocklebur W13L2
T8 Elm T8L2 w14 Rough Pigweed W14L2
T9 Olive T9L4 W15 Scale W15L2
T10 Walnut T10L2 W16 Rough Marsh Elder W16L2
T Sycamore T11L2 W17 Firebush W17L2
T12 Willow T12L2 W18 Sheep Sorrel W18L2
T14 Cottonwood T14L2 W19 Parietaria offcinalis Ww19L4
T15 White Ash T15L2 W20 Nettle W20L2
T16 White Pine T16L2 W21 Parietaria judaica W21L4
T17 Japanese Cedar T17L4 w23 Yellow Dockweed W23L2
T18 Eucalyptus T18L2 w24 Spiny Pigweed W24L2
T19 Acacia T19L2 W36 Rabbit Bush W36L2
T20 Mesquite T20L2 W37 Saltbush W37L2
T21 Melaleuca T21L2 w43 Common Sagebrush W43L2
T22 Pecan T22L2 w46 Dog Fennel W46L2
123 Italian Cypress T23L4 we7 Baccharis halimifolia We67L2
127 Red Maple T2712 W69 lodine Bush W69L2
133 Arizona Ash T33L2 W75 Wingscale W75L2
137 White Bald Cypress T37L2 w82 Careless Weed Ww82L2
T41 White Hickory T41L2 W90 Japanese Hop W90L2
T42 Red Oak T4212 W203 Rape Pollen W203L2
T43 Loblolly Pine T43L2 W209  Ragweed Mix W209L2
T44 Hackberry T4412
T60 Western Juniper T60L2 Molecular
170 White Mulberry 7012 A45 rApi m 1 — Apis mellifera A45L2
71 Red Mulberry 7112 A46 rApi m 2 — Apis mellifera A46L2
172 Queen Palm 17212 A89 nBet v 1 — Betula verrucosa A89L2
173 Australian Pine 17312 A127 rBet v 2 — Betula verrucosa A12712
177 0Oak Mix (Red, White, Black) 7712 A174 nCan f 1 — Canis familiaris A1741L2
T80 Japanese Cypress T80L4 A295 nDerf 1 - Dermatophagoides A295L2
T81 Japanese Alder T81L2 farinae -
A302 nDer f 2 — Dermatophagoides A302L2
783 Mango Tree T83L2 farinae
T96 Poplar T96L2
T103 Live Oak T103L2
T201 Spruce T201L2
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Molecular 20 tests 40 tests

A310 nDerp 1 - Dermatop.hagoides A310L2
pteronyssinus

A316 nDer p 2 — Dermatophagoides ~ A316L2
pteronyssinus

A345 nFel d 1 - Felis domesticus A345L2

A464 rMal d 1 — Malus domestica A46412

A482 nOle e 1 — Olea europea A48212

A597 rPruav 1 — Prunus avium A597L2

A599 rPru av 3 — Prunus avium A599L2

A600 rPru av 4 — Prunus avium A600L2

A603 nPru p 3 — Prunus persica A603L2

A670 rVes v 5 — Vespula vulgaris A670L2

A753 nArt v 1 — Artemisia vulgaris A753L2

A796 rMal d 4 — Malus domestica A796L2

A3050 nAspr1 - Aspergillus restrictus  A3050L2

E220 nFel d 2 - Felis domesticus E220L2

E221 nCan f 3 — Canis familiaris E221L2

F76 Alpha Lactalbumin F76L4

F77 Beta Lactoglobulin F77L4

F78 Casein F78L4

F232 Ovalbumin F232L2

F233 Ovomucoid F233L2

F351 nPen m 1 — Penaeus monodon  F351L2

K87 Alpha-Amylase (Fungal) K87L2

K202 Bromelain K202L2

K225 Horseradish Peroxidase (HRPO)  K225L2

K226 Ascorbate Oxidase K226L2

0214 MUXF from Bromelain 021412

Allergen Panels

I catalog No.

DP1 Mite Panel 1 DP1L4
D1 Dermatophagoides pteronyssinus

D2 Dermatophagoides farinae

D3 Dermatophagoides microceras

D71 Lepidoglyphus destructor

D72 Tyrophagus putrescentiae

D73 Glycyphagus domesticus

D74 Euroglyphus maynei

D201 Blomia tropicalis

EP1 Animal Panel 1 EP1L4
E1 Cat Dander-Epithelium

E3 Horse Dander

E4 Cow Dander

E5 Dog Dander

EP2 Animal Panel 2 EP2L4
E1 Cat Dander - Epithelium

E5 Dog Dander

E6 Guinea Pig Epithelium

E87 Rat

E88 Mouse

EP70 Animal Panel 70 EP70L4
E6 Guinea Pig Epithelium

E82 Rabbit Epithelium

E84 Hamster Epithelium

E87 Rat

E88 Mouse

EP71 Animal Panel 71 EP71L4
E70 Goose Feathers

E85 Chicken Feathers

E86 Duck Feathers

E89 Turkey Feathers

EP72 Animal Panel 72 EP72L4
E78 Budgerigar Feathers

E91 Parrot Feathers

E201 Canary Feathers

FP1 Food Panel 1 FP1L4
F13 Peanut

F17 Hazelnut

F18 Brazil Nut

F20 Almond

F36 Coconut

FP2 Food Panel 2 FP2L4
F3 Codfsh

F24 Shrimp

F37 Blue Mussel

F40 Tuna

F41 Salmon

FP3 Food Panel 3 FP3L4
F4 Wheat

F7 Oat

F8 Corn

F10 Sesame Seed

F11 Buckwheat

FP4 Food Panel 4 FP4L4
F4 Wheat

F8 Corn

F9 Rice

F10 Sesame Seed

F11 Buckwheat



Allergen Panels

Catalog No.

I catalog No

. I catalog No.

FP5 Food Panel 5 FP5L4 FP28 Food Panel 28 FP28L4 IP1 Inhalant Panel 1 IP1L4
F1 Egg White F10 Sesame Seed G3 Orchard Grass
F2 Milk F24 Shrimp G6 Timothy Grass
F3 Codfsh F27 Beef T17 Japanese Cedar
F4 Wheat F84 Kiwi Fruit W1 Common Ragweed
F13 Peanut W6 Mugwort
F14 Soybean FP50 Food Panel 50 FP50L4
F84 Kiwi Fruit 1P2 Inhalant Panel 2 IP2L4
FP6 Food Panel 6 FPeL4 Fo1 Mango G6 Timothy Grass
F4 Wheat F92 Banana M6 Alternaria tenuis
Fo Rice F210 Pineapple T3 Birch
F10 Sesame Seed W6 Mugwort
F11 Buckwheat FP51 Food Panel 51 FP51L4
F14 Soybean 25 Tomato IP3 Inhalant Panel 3 IP3L4
F31 Carrot D1 Dermatophagoides pteronyssinus
FP7 Food Panel 7 FP7L4 35 Potato E1 Cat Dander-Epithelium
F1 Egg White F47 Garlic E2 Dog Epithelium
F2 Milk F89 Mustard M3 Aspergillus fumigatus
F4 Wheat
F9 Rice FP73 Food Panel 73 FP73L4 1P4 Inhalant Panel 4 IP4L4
F13 Peanut F26 Pork D1 Dermatophagoides pteronyssinus
F14 Soybean F27 Beef E1 Cat Dander - Epithelium
F83 Chicken Meat E3 Horse Dander
FP8 Food Panel 8 FP8L4  rgg Lamb E5 Dog Dander
F8 Corn 16 Cockroach
F10 Sesame Seed GP1 Grass Panel 1 GP1L4 M2 Cladosporium herbarum
F11 Buckwheat G3 Orchard Grass
F23 Crab G4 Meadow Fescue IP5 Inhalant Panel 5 IP5L4
F24 Shrimp G5 Perennial Rye Grass G12 Cultivated Rye Grass
G6 Timothy Grass G15 Cultivated Wheat Grass
FP13  Food Panel 13 FP13L4 g June Grass (Kentucky Blue) M3 Aspergillus fumigatus
F12 Green Pea M6 Alternaria tenuis
F15 White Bean/Navy Bean GP2 Grass Panel 2 GP2L4
F31 Carrot G2 Bermuda Grass IP6 Inhalant Panel 6 IP6L4
F35 Potato G5 Perennial Rye Grass G6 Timothy Grass
G6 Timothy Grass M2 Cladosporium herbarum
FP15 Food Panel 15 FP15L4 G8 June Grass (Kentucky Blue) M6 Alternaria tenuis
F33 Orange G10 Johnson Grass T3 Birch
F49 Apple G17 Bahia Grass w6 Mugwort
F92 Banana
F95 Peach GP3 Grass Panel 3 GP3L4 IP7 Inhalant Panel 7 IP7L4
G1 Sweet Vernal Grass D1 Dermatophagoides pteronyssinus
FP24  Food Panel 24 FP24L4 G5 Perennial Rye Grass E1 Cat Dander-Epithelium
F17 Hazelnut G6 Timothy Grass E3 Horse Dander
F24 Shrimp G12 Cultivated Rye Grass E5 Dog Dander
F84 Kiwi Fruit G13 Velvet Grass E82 Rabbit Epithelium
F92 Banana
GP4  Grass Panel 4 GP4L4 IP8 Inhalant Panel 8 I1P8L4
FP25 Food Panel 25 FP25L4 G1 Sweet Vernal Grass D1 Dermatophagoides pteronyssinus
F10 Sesame Seed G5 Perennial Rye Grass E1 Cat Dander-Epithelium
F45 Baker’s Yeast G7 Common Reed Grass E5 Dog Dander
F47 Garlic G12 Cultivated Rye Grass G6 Timothy Grass
F85 Celery G13 Velvet Grass G12 Cultivated Rye Grass
M2 Cladosporium herbarum
FP26 Food Panel 26 FP26L4 GP5 Grass Panel 5 GP5L4 13 Birch
F1 Egg White G1 Sweet Vernal Grass W6 Mugwort
F2 Milk G2 Bermuda Grass
F13 Peanut G3 Orchard Grass IP9 Inhalant Panel 9 IPoL4
F89 Mustard G6 Timothy Grass E1 Cat Dander-Epithelium
G7 Common Reed Grass ES5 Dog Dander
FP27 Food Panel 27 FP27L4 G4 Meadow Fescue
F3 Codfsh HP1 Dust Panel 1 HP1L4 M6 Alternaria tenuis
F4 Wheat D1 Dermatophagoides pteronyssinus W9 English Plantain
F14 Soybean D2 Dermatophagoides farinae
F17 Hazelnut H1 House Dust — Greer
16 Cockroach



Allergen Panels Allergen Panels Menu

Catalog No. Catalog No.  [IEZE N Catalog No.
IP10  Inhalant Panel 10 IP10L4 TP7 Tree Panel 7 TP7L4 40 tests
T9 Olive T9 Olive DP1 Mite Panel 1 DP1L4
T Sycamore T12 Willow
123 Italian Cypress T16 White Pine EP1 Animal Panel 1 EP1L4
w9 English Plantain T18 Eucalyptus EP2 Animal Panel 2 EP2L4
w21 Parietaria judaica T19 Acacia EP70 Animal Panel 70 EP70L4
. T21 Melaleuca EP71 Animal Panel 71 EP71L4
KP1 Occupational Panel 1 KP1L4 EP72 Animal Panel 72 EP72L4
E3 Horse Dander TP8 Tree Panel 8 TP8L4
E4 Cow Dander T1 Maple FP1 Food Panel 1 FP1L4
E70 Goose Feathers T3 Birch FP2 Food Panel 2 FP2L4
E85 Chicken Feathers T4 Hazelnut FP3 Food Panel 3 FP3L4
T7 Oak FP4 Food Panel 4 FP4L4
MP1 Mold Panel 1 MP1L4 T11 Sycamore FP5 Food Panel 5 FP5L4
M1 Penicillium notatum FP6 Food Panel 6 FP6L4
M2 Cladosporium herbarum TP9  Tree Panel 9 TPOL4  Ep7  Food Panel 7 FP7L4
M3 Aspergillus fumigatus T2 Alder FP8 Food Panel 8 FP8L4
M5 Candida albicans T3 Birch FP13 Food Panel 13 FP13L4
M6 Alternaria tenuis T4 Hazelnut FP15 Food Panel 15 FP15L4
T7 Oak FP24 Food Panel 24 FP24L4
TP1  Tree Panel 1 TPIL4 112 willow FP25  Food Panel 25 FP25L4
T1 Maple FP26 Food Panel 26 FP26L4
T3 Birch WP1  Weed Panel 1 WP1L4 27 Food Panel 27 FP27L4
T7 Oak w1 Common Ragweed FP28 Food Panel 28 FP28L4
T8 Elm Wé Mugwort FP50 Food Panel 50 FP50L4
T10 Walnut W9 English Plantain FP51 Food Panel 51 FP51L4
W10 Lamb’s Quarters FP73 Food Panel 73 FP73L4
TP2 Tree Panel 2 TP2L4  \y1q Russian Thistle
T1 Maple GP1 Grass Panel 1 GP1L4
17 0Oak WP2  Weed Panel 2 WP2L4  Gp2 Grass Panel 2 GP2L4
T8 Elm W2 Western Ragweed GP3 Grass Panel 3 GP3L4
T14 Cottonwood W6 Mugwort GP4 Grass Panel 4 GP4L4
T22 Pecan W9 English Plantain GP5 Grass Panel 5 GP5L4
W10 Lamb’s Quarters
TP3  Tree Panel 3 TP3L4 w15 scale HP1  Dust Panel 1 HP1L4
T6 Mountain Cedar
7 0Oak WP3  Weed Panel 3 WP3L4  ipy Inhalant Panel 1 P1L4
T8 Elm W6 Mugwort P2 Inhalant Panel 2 1P2L4
T4 Cottonwood w9 English Plantain 1P3 Inhalant Panel 3 IP3L4
T20 Mesquite W10 Lamb’s Quarters P4 Inhalant Panel 4 IP4L4
w12 Goldenrod IP5 Inhalant Panel 5 IP5L4
TP4  Tree Panel 4 TPAL4 w20 Nettle P6 Inhalant Panel 6 iP6L4
T7 Oak IP7 Inhalant Panel 7 IP7L4
T8 Elm WP5  Weed Panel 5 WP5L4  jpg Inhalant Panel 8 IP8L4
T11 Sycamore W1 Common Ragweed 1P9 Inhalant Panel 9 1P9L4
T12 Willow W6 Mugwort IP10 Inhalant Panel 10 IP10L4
T14 Cottonwood w7 Ox-Eye Daisy
w8 Dandelion KP1 Occupational Panel 1 KP1L4
TP5 Tree Panel 5 TP5L4 w12 Goldenrod
T2 Alder MP1 Mold Panel 1 MP1L4
T4 Hazelnut WP6 Weed Panel 6 WP6L4
T8 Elm W9 English Plantain TP1 Tree Panel 1 TP1L4
T12 Willow W10 Lamb’s Quarters TP2 Tree Panel 2 TP2L4
T14 Cottonwood W11 Russian Thistle TP3 Tree Panel 3 TP3L4
w18 Sheep Sorrel TP4 Tree Panel 4 TP4L4
TP6 Tree Panel 6 TP6L4 5 Tree Panel 5 TP5L4
1 Maple WP7  Weed Panel 7 WP7L4  7pg Tree Panel 6 TP6L4
T3 Birch w7 Ox-Eye Daisy TP7 Tree Panel 7 TP7L4
T5 Beech w8 Dandelion TP8 Tree Panel 8 TP8L4
T7 Oak w9 English Plantain TP9 Tree Panel 9 TP9L4
T10 Walnut W10 Lamb’s Quarters
w12 Goldenrod WP1 Weed Panel 1 WP1L4
WP2 Weed Panel 2 WP2L4
WP3 Weed Panel 3 WP3L4
WP5 Weed Panel 5 WP5L4
WP6 Weed Panel 6 WP6L4
WP7 Weed Panel 7 WP7L4




Siemens Healthineers Allergy

Description Tests IMMULITE® 2000/XPi

3gAllergy™-— Allergen-Specifc IgE Universal Kit 600 L2KUNG6

Allergen-Specifc IgG4 600 L2KG46

Allergen-Specifc IgG 200 L2KGG2

Allergen-Specifc IgG 600 L2KGG6

Allergen-specifc IgE Controls

DC1LCM D. pteronyssinus Positive (1 vial of 4 mL control serum)
DC2LCM D. farinae Positive (1 vial of 4 mL control serum)
MC6LCM Alternaria tenuis Positive (1 vial of 4 mL control serum)
L2SNCCM Negative (1 vial of 4 mL control serum)
Diluent

L2UNZ 3gAllergy — Specifc IgE Sample Diluent

Also Available:

Description Tests IMMULITE 1000 IMMULITE 2000/XPi
AlaTOP® Allergy Screen 100 LKAT1

AlaTOP Allergy Screen 200 L2KAT2

AlaTOP Components

D1 Dust Mite D. pteronyssinus

E1 Cat Dander — Epithelium

E5 Dog Dander

G2 Bermuda Grass

G6 Timothy Grass

M1 Mold P. notatum

M6 Mold A. tenuis

T3 Birch

T17 Japanese Cedar

W1 Common Ragweed

W9 English Plantain

w19 Parietaria offcinalis



Helps improve care delivery, operational
efficiency, and patient experience

* Enhance patient care with reliable assay performance
from a simple blood test that uses quality extracts
that are thoroughly evaluated for potency and
allergenic composition.

* Improve operational efficiency by centralizing allergy
testing onto an easy-to-use platform that offers full
automation connectivity, simple assay adjustments,
bar-coded specific allergens, and an AutoStart feature.

¢ Increase confidence in allergy results with
third-generation chemiluminescent technology
and proprietary liquid allergens that preserve their
three-dimensional structure, maximizing binding
and resulting in good sensitivity and specificity.

Patented reagent wedge

* Load up to 138 individual specific allergens
with the 3gAllergy reagent wedge.

* Use almost 500 specific allergens, panels, and
components with 90-day onboard stability.

* Apply one master curve with the 3gAllergy
Universal Kit for all specific allergens and mixed
allergy panels.

* Use a proven and reliable IMMULITE 2000/XPi
Immunoassay System with automated daily
maintenance and constant monitoring of
reagents and bulk supplies.
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IMMULITE® 2000/XPi Immunoassay System

Ordering Information

Septum/septa A septum can be placed on each specifc allergen (or allergy panel/mix) L2ATS2 10282849
vial while on the instrument. The probe can penetrate the septum.

Cap A cap can be placed on each specifc allergen (or allergy panel/
mix) vial. This can be done when allergens are stored to minimize L2ATC 10282837
evaporation of reagent.

Allergen wedge Specifc allergen vials are placed into the allergen wedge (six vials per wedge). Each allergen
wedge occupies one position on the reagent carousel. Allergen wedges are sold in boxes that
contain 33 sequentially numbered wedges.

ALLERGEN WEDGE ASSEMBLY, W/ID Box 01-33 400930-02 | 10291768
ALLERGEN WEDGE ASSEMBLY, W/ID Box 34-66 400930-03 | 10291769
ALLERGEN WEDGE ASSEMBLY, W/ID Box 67-99 400930-04 | 10291770
3gAllergy — The 3gAllergy — Allergen-Specifc IgE Universal Kit pairs with a specifc
Glrl]tie\sgfsr;-lslgticifc IgE allergen (or mixed allergen panel) to create an individual allergy test. L2KUN6 10708840
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At Siemens Healthineers, our purpose is to enable healthcare 3gAllergy, AlaTOP, IMMULITE, and all associated

providers to increase value by empowering them on their marks are trademarks of Siemens Healthcare
journey toward expanding precision medicine, transforming Diagnostics Inc., or its affiliates. All other

care delivery, and improving patient experience, all made trademarks and brands are the property of their
possible by digitalizing healthcare. respective owners.

An estimated 5 million patients globally benefit every day from Product availability may vary from country to
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