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Thuodc thir dinh nhém mau

Ortho™ Sera Anti-D (IAT) (Anti-RH1) RolFRS

Muc Dich Sir Dung
Duing trong chin doan in vitro.
Ding dé xét nghiém Antiglobulin gidn tiép bing Cong nghé ngung két cot.

Thude thir Anti-D (IAT) sir dung trong chuén doén in vitro dé phat hién dinh tinh tinh trang nhém mau
RhD duong tinh & ngudi bing xét nghiém antiglobulin gian tiép.

Tém tit va Giai thich xét nghiém

Pugc md ta 1an diu tién vao niam 1939, khang nguyén RhD duge xac dinh c¢6 tim quan trong chi sau
cac khang nguyén trong hé thong nhém mau ABO. Truyen mau RhD duong tinh cho ngudi nhén RhD
am tinh hogc khong diéu tri du phong anti- D cho phuy nif c6 RhD am tinh c6 thé san sinh ra anti-D. Do
do, viéc phét hién nhom RhD chinh xéc 13 yéu t6 co ban d& dam bao an toan truyén dich va chim séc
chu sinh. Mgt so bénh nhan co glam biéu hién trong s6 luorng clia khdng nguyén ho RhD va dugc
phan loai 1a D yéu. Nhung ngudi khac thé hlen sy thay ddi trong cdu hinh khang nguyén RhD va dugc
goi 14 RhD mét phan. Nhiing bénh nhan D yéu cling ¢6 thé 1a RhD mot phén, !+

Nguyén ly Quy trinh

Khi dugc sir dung theo ky thuét duge khuyén nghl thudc thir s€ gdy ngung két (von cuc) cac té bao hong
cdu mang khang nguyén RhD. Trudng hop két qua khong xuét hién sy ngung két ctia hdng cau ching
to khong c6 khang nguyén RhD.

Thubc thiv -

Anti-RhD dugc cung clp dudi dang mot lo thude thir.

e 1lochia 5 mL khang thé don dong nguorl tuyp IgM/IgG (dong té bao LDM3/ESD1); 0,1% (w /
v) natri azit va nguyén liu c¢é ngudn goc tlr bo.

Khéng cén chuan bj (cic) thuéc thir. Str dung tryc tiép tir lo. Khong pha lodng.

Pidu kién bio quan
e Bao quan 2-8°C,
e Khong trii dong.
e Pong ndp va bao quan khi khong sir dung.

Thu Thip, Chuén Bi Va Bio Quin Miu
e Khong yeu cau chuén bj dic biét chSo bénh nhan/ ngum hién trude khi 14y mau.
o Bénh phim cén dugc l4y bang k¥ thuat vo tring voi chit chéng déng mau.
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o MAau bénh phim nén duge kiém tra cang s6m cang t6t sau khi thu thép. Néu qua trinh xét
nghiém bi tri hon, mau vat phai dugc dugce bao quan & 2-8°C.

e Khong nén su dung cac mau c6 cuc mau dong, tan huyet vang hodic nhidm khuén.

o Khong sir dung céc dng thu miu c6 chira chét tach huyet twong / té bao.

e Céac mau dugc thu thp trong EDTA phai dugc kiém tra trong vong bay ngdy ké tir ngdy thu
thap.

e Mau cua nguoi hién ting dugc bao quan trong chét chong dong citrate 6 thé xét nghiém cho
dén khi hét han.
Mau khong dugc tlep xlc véi nhiét d§ qua cao.
Céc té bao hong ciu duorng tinh véi antiglobulin tryc tiép khong nén duge st dung trong quy
trinh antiglobulin gian tiép.

Phong Ngira
Khong st dung néu mau dye.
Khdng pha loang
Str dung san pham dugc cung cép.
Khéng trit dong.
Khong sir dung thude thir qua han st dung.
Thubc thir chira 0, 1% (w / v) natri azit.
Xt ly va thai bo thude thir ¢6 kha nang 1ay nhiém.
Thude thir nay chi ding trong chan doén in vitro.

LUU Y: Natri azu ¢6 thé gy doc néu nudt phfu vﬁ co the phan ng voi chi va dong
trong 6ng din nwéc tao thanh hep chit nd, Néu bi thai bo vao bdn rira, hiy xa
véi mot lwgng nwoe 1on dé ngiin chin tich tu azit.

Co hai va anh hu’(rng lAu dai d6i véi moi truwdng thiy sinh. Khong xa rac ra mm.
trwong. Virt bo chit thal / thung chu’a phu hep va&i cée quy dinh cia dia
phuong / khu vue / quoc gia / quoc té,

LUU Y: Nguyén liéu ngudn tao ra san phim nay dwgc phat hién khong phin rng voi
HBsAg, Antl—HIV 12 va Anti-HCYV. Khong c6 phu’(rng phap thir nghiém dﬁ
blet ndo c6 thé cung cip sw dim bﬁo hoan toan rang cac san phﬁm c6 nguon
goc tir mau nguwoi sé khong truyén bénh truyén nhlem Sty dung va thai bo san
pham nay theo quy dinh phu hop. Nguyen li¢u nguon c6 thé bao gom cac thanh
phan co nguon goc tir con ngudi va cac t& bao san xudt khang thé dworc sir dung
trong san xuit khing thé da dong va don dong. -

Quy Trinh
Thong tin chung

Thube thir da duge tiéu chudn héa dé sir dung theo k¥ thuét duge mé ta dudi day. Khi sir dung cac
phuorng phap khéc véi nhitng dugce md ta trong IFU nay, cdc hudng dan do nha san xudt cung cap
cac phuong phéap d6 phai duge tuén thi, Ching t6i khuyén cdo nén tham van bdi co quan quan ly
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phép 1y dé xac dinh cac yéu cu higu chudn cu thé. Khi str dung cac thiét bi tu dong, tuan thu cac
quy trinh cd tnong séch huéng din van hanh do nha san xuét cung cép.
Vit liéu dwgc cung cip
ORTHO™ Sera Anti-D (IAT)
Vit liéu cAn thiét nhung khong dwgc cung cip kém theo
Nude mudi ding truong.
Thube thir hdng ciu mAu phu hop dé lam vat lidu kiém soat ciia Anti-D
Anti-Human Globulin Anti IgG Ortho BioVue® System Cassettes
Micropipetters dé phan phdi céc thé tich 10 pL, 40 pL va 50 pL.
May gitt nhiét Ortho BioVue® System Heatblock va May ly tdm Ortho BioVue® System Hogc
ORTHO™ Workstation
e ORTHO Optix™ Reader
Quy trinh xét nghiém:
Xét nghiém Antiglobulin gidn tiép
I. Chudn bi huyén dich hong cau 0,8% hoic 3-5% tir hdng cau bénh nhan hodc hdng ciu ngudi
hién tang, st dung nudc mudi dang truong pha lodng.
2. Dé cassettte va thude thir & nhiét do 20-25°C trude khi str dung.
3. Dan nhan cho cassette thich hop véi miu da dugce xdc dinh.
4. Thém 40 pL thubc thir khang huyét thanh vao (c4c) giéng phan tng thich hop da dugc dyc cua
cassette.

Luu y: Khong cham pipet vao vao thanh bén cua gleng phan (mg. Néu cham, thay ddu
tip ctia pipet trudc khi chuyén sang giéng tiép theo.

5. Thém 50 uL huyén dich hdng cau 0,8% hoic thém 10 pL huyén dich hdng cau 3-5% vao (c4c)
giéng phan (ng thich hgp cua cassette
Luu y: Khong cham pipet vao vao thanh ben cua gxeng phan (mg. Néu cham, thay dau
tip cua pipet trudce khi chuyén sang giéng tiép theo.
6. Quan sat cac chét trong (céc) giéng phan ting véi nhau. Néu cén, hiy g& nhe nhang.

Chi thich:  Dam béo ring thubc thir vAn con trong giéng phén timg. Khong duge tl(;m 13n cac
chit phan tng véi thude thir trong cot trude khi ly tam.

U & 37°C trong vong 15 phit.

Ly tAm cassette ngay bing mdy ly tdm Ortho BloVue® hoic ORTHO™ Workstation.
Poc mit trude va mat sau cua cac cft riéng [é d& biét két qua khi hoan thanh xét nghiém.
0. Ghi lai mtrc d9 phan ng.

= a0 o

Giai Thich Két Qua
Két qua 4m tinh = Két qua khong ngung két va khong tan huyét 12 két qua xét nghiém &m tinh.
Héng cau ling hoan toan dudi ddy cft hat.

Két qua dwong tinh = Ngung két hdng cu 1a két qua duong tinh. Cac té bao hdng cu c6 thé van
o dang huyén pht trén dinh cta cdt hat hodc duge phén tan khép cot hat véi cdc mire d9 khac nhau.
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Mot vai té bao hdng cau c6 thé két thanh 1 nat & dudi day cft hat trong mot s6 phan (mg duong

tinh.
K&t qua phan Gng
Phan tng 4+ Céc té bao hdng cdu ngung két tao thanh mot dai & trén ciing et hat.
Phan g 3+ HAu hét cac t& bao hdng cdu ngung két dugce gift lai & nira trén cia cdt hat.
L Céc té bao hong clu ngung két dugce quan sat trong sudt chidu dai ctia cot hat.
8 Mdt cum nhé hdng cdu ciing c6 thé dugce nhin thdy & dudi ddy cot hat.
Phiin tno 1+ Hau hét cac té bao hdng cau ngung két dugc gitt lai & nira dudi cot hat. Mot cum
& nhé hdng ciu ciing s& dugc nhin thdy & dudi day cot hat.
Phan time 0.5+ Mot nira cym hdng vcéu bi dut doan (khong min) & dudi day cdt hat. Cac hat
gy ngung két nho c6 thé nhin thay duge ¢ phia trén nit.
Am tinh 0 Tét ca hdng cdu di qua céc hat tao thanh mot nut & dudi day cot hat.
Luu y: Cac cuc mau dong, hat hodc cic vat thé la khac c6 the khién mot s6 té
bao hong cau bi mic ket & dAu cot gay ra két qua bit thwomg trong xét
nghiém am tinh (tham khio Han ché ciia Quy trinh, muc 5)
Chi thich: Tham khao Huéng din Tham khao Hinh anh Hé thong Khay gidy ORTHO™ |

BioVue® (J39791), Ortho Clinical Chén doén.’

Tinh 6n dinh ciia két qua
Két qua thir nghiém phai duoc doc, giai thich va ghi lai sau khi hoan thanh ly tam.

Kiém chuin
Can kiém chudn (QC) thudc thir. Kidm chuén phai dugc thuc hién déi véi timg 16 thude thir vao méi
ngdy st dung theo quy trinh vén hanh tiéu chuén.
Han Ché Ciia Quy Trinh
1. Viéc tudn thi nghiém ngét cdc quy trinh va sir dung céac thiét bj duoe khuyén nghi 12 didu can
thiét.
2. Biéu hién ctia mot sb khang nguyén hdng cdu c6 thé gidm manh trong qua trinh bao quan, déc
biét 1a trong cdc mAu EDTA. Két qua s& t6t hon trén céc mau tuoi,
3. Biéu hién yéu hojc bj kim him ciia cac khang nguyén nhém méu ¢6 thé 1am phat sinh céc phan
ang 4m tinh gia.
4. Céac két qua bat thudng c6 thé do:
o Fibrin hodc vat thé dang hat.

e Hdng clu dinh vao thanh budng phén tng.
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o DAT hdng ciu duong tinh.

e Do sir dung cassette bi hu hong (tire [a v& trong gidy bac dung dé dén niém phong hogc vd,
nit hodc sui bot trong cdt), bi kho (tire la mirc chét long & dinh hodc dudi dinh cia céc hat
thily tinh) hozic thé hién sy ddi mau (do vi khuan nhiém bén, c6 thé gay ra phan tmg sai).

o MAét chét 10ng trong cdt cassette c6 thé gdy ra két qua duong tinh gia (véu).

o Doi khi c6 thé quan sat thdy phan (ing J véi ndng dd hdng cdu cao. Phan tng J cling c6 thé
quan sat dugc néu trong qua trinh ly tdm, céc cassette khong duge dit ding vi tri trong ngén
chira hodc khong ly tdm & gc’)c 90°.

Chi thich: Phan ung J bao gorn c4c hong cdu tao thanh mot cum & day cua cot hat kh1
; mdt trong hai ddu clia cum di 1én phia bén cta cot.

Cum hong cau c6 thé bi dut doan. Phan img J ¢6 thé 1a phan ung duorng tinh
yéu.

5. Két qua xét nghiém duong tinh gia hodc am tinh gia c6 thé xay ra do vat liéu thir nghiém bi
nhidm vi khuén hoiic hoa chét, khong di thoi gian G hodic nhiét do 0, ly tdm khong ding cach,
bao quan vat lidu khong ding cach, hodc bd s6t mau thir.

6. Xét nghiém lai néu két qua bat thudng,

7. Két qua sai c6 thé xay ra néu khong doc dugc céc phan Gng cudi ciing khi hoan thanh qua trinh
ly tAm.

8. Céc quan thé hong cAu 18n nhau ¢6 thé gip phai do két qua cuia viée truyén mau, xuit huyét thai
& me hogic cdy ghép. Tham khao tién sir bénh nhan khi gip cac két qua co tinh chét nay trude
khi chi dinh loai khang nguyén.

Pic tinh hiéu ning
Sy pha tron cua céc khang thé trong thuoc thir dinh nhém mau nay se tryc tlep ngung két hdng ciu

D duong tinh va c6 thé ngung két truc tiép hau hét cac té bao hdng cau tir D yéu va RhD mot phdn
bao gom ca DVL

Ngoai ra, thubc thir s& phat hién hau hét D mot phén, va D yéu nhit bang IAT va do d6, phi hgp
dé phan nhém RhD clia ngudi hién ting mau.

Céc té bao hdng cdu DHAR chua duge kiém tra bing cach sir dung thudc thir ndy, va do d6 phan
{mg ctia n6 véi loai té bao nay khong dugce xéc dinh.

Két Qua Dy Kién

Trong céc nghién ciru danh gié higu suét (dir liéu trén hd so tai Alba Bioscience Limited), cac mau

mau di dugc xét nghiém dinh nhdm méu vdi khang thd ORTHO™ Sera Anti-D (IAT) bing cong
nghé ngung két cot ctia hé thdng Ortho BioVue®:
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Huyén dich [« s 1. Mau duong
Fe S6 lugng xét : Sy phu ho
hyoIAY nghié%n }éeﬁ,% cau *ir 5 '_p' AN Tan suat (%)
1217 0.8%
Anti-D (TAT) 100 — 100% 990 81

* Tdng s6 mAu riéng biét dugc thir nghiém véi Anti-D (IAT) 1a 1217, v6i 100 mau duge thir nghiém
str dung ca hong cau 0,8% va 3-5%.

#% Sy phit hop thé hién mirc d6 twong ddng gifra khang thé dinh nhém mau ORTHO ™ Sera Anti-
D (IAT) va thude thir so sanh va khéng cho biét thude thir ndo cho két qua chinh xAc.

Két qua dugc danh gia dya trén cc san phdm dugc danh diu CE tuong dwong bing céch st dung
phuong phap Cuong d9 ion thdp (LIS) va / hodic Cudng dd ion binh thudng (NIS) thich hop dé so
sanh.

Thtr nghlem bao gom lwong mAu tbi thidu nhu sau: mau bénh nhén va nguorx hién tang, t6i thiu
10% m&i mau; mAu so sinh, t&i thiéu 13 2%; miu ABO nhém mau A hodc B, tbi thidu 1a 40%. Tong
ty trong ctia mau thir nhém O bing ca hai thuoc thir 12 44%. Két qua thir nghiém dai dién cho tin
sb khang nguyén dién hinh, dya trén Dén sb6 Vuong qubc Anh khi thir nghiém duge thyuc hi¢n tai
cée dia didm & Vuong qube Anh.?

Théng s hiéu ning
Truée khi ban ra thi trudng, moi 16 thudc thir dinh nhém mau ORTHO™ Sera Anti-D (IAT) d&
duogce thir nghlem thi cong bang hé thong Ortho BioVue® va sir dung theo hudng dan su dung dugc
khuyén nghi, két qua phat hién 13 ¢6 kha niing ngung két dic hidu céc té bao hdng cdu nguoi voi
I{hang nguyén tuong Gng.
Thubc thir ORTHO ™ Sera Anti-D (IAT) phan Gng véi céc té bao bidu hién khang nguyén Fya.
D4 biét thém thong tin hodc hd trg k§ thudt, hay lién hé v6i Trung tdm Giai phap K§ thuat Ortho
Care™,
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SAN XUAT BOI: Alba Bioscience Limited

James Hamilton Way, Penicuik, EH26 OBF, Anh.
QUY CACH PONG GOI: Hop 1 lo x Sml.
HAN SU DUNG: 24 théng ké tir ngdy sin xuit.

Doc kj hwéng dan siv dung trwée khi ding. DPé xa tim tay tré em,
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Giai Thich Biéu Twong

Céc biéu tuong sau c6 thé dugc st dung trong nhén sén pham.,
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