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Tiéng Viét = Thai ky G tha hai: Sau khi thém cac vi hat pha streptavidin, phic
Théng tin hé théng hop mién dich trén tré nén gan két véi pha ran théng qua su tuong
Tén ngan ACN (m3 s6 tng dung) Ta<-: giwra biotin va streptavidin. 7 ‘ '
HBEAG 10036 Hon hgp phan ung dugc chuyén 16i buéng do, & d6 cac vi hat déi

tir dugc bat gitr frén bé mat caa dién cyc. Nhig thanh phan

Muc dich st dung khong gan két sé bi thai ra ngoai buéng do bai dung dich

Xét nghiém mién dich in vitro dung d@é dinh tinh khang nguyén e cua
vi rat viem gan B (HBeAg) frong huyét thanh va huyét tuong ngudi.

Xét nghiém mién dich dién hoa phat quang “ECLIA”
(electroehemiluminescence immunoassay) dugc dung cho may xét
nghiém mién dich cobas e 801.

Chiing nhan phap quy

Xét nghiém nay da dugc cap Ching nhan CE theo Chi thi 98/79/EC.
Hiéu nang caa xét nghiém da duagc thiét [ap va chang nhan bai co
quan chuc nang dap dng Tiéu chuan ky thuat chung (CTS) dung trong
chan doan va xét nghiém mau tir nguai hién tang.

Tom tat

Vi rat viém gan B (HBV) dugc fruyén qua da hogc niém mac phaoi
nhiém véi mau va cac dich co thé khac bi nhiém vi rut bao gém nudée
bot, kinh nguyét, dich am dao, va tinh dich.! Phan I6n cac bénh nhan
fruang thanh héi phuc hoan toan sau khi nhiém HBV, nhung dén 10 %
fruang hop tré thanh mang mam bénh khéng friéu ching hoac phat
trién viém gan man tinh ¢6 thé dan dén xo gan va/hosc ung thu
gan.z8 Mac du ¢é chang ngtia, HBV van phé bién toan cau vai khoang
250 friéu bénh nhan nhiém man tinh va la méi de doa nghiém frong
dei ‘ﬁ" su an foan fruyén mau, dac biét & nhiing nudc co dich té
cao.*

Chan doan huyét thanh hoc ctia bénh nhiém HBV bao gém phat hién
khang nguyén va/hoac khang thé dac hiéu HBV dé xac dinh cac giai
doan khac nhau caa bénh nhiém HBV nham xac dinh bénh nhan
nhiém HBV cap tinh hay man tinh, dé nhiém, hogc mién dich vai HBV
do két qua cua sy nhiém bénh fruse dé hoac su chang ngura.87 Ngoai
ra, mét s6 cac dau an HBV nay cing duoc st dung thuang quy cho
bénh nhan va trong sang loc mau.”

Khang nguyén e caa vi rat viém gan B (HBeAg) la mét san pham cua
gen pre-C/C tim thay trong t&€ bao gan trong qua trinh phét trién caa

vi rat viém gan B (HBV) va la mét céng cu chan doan quan trong dé
xac dinh tinh frang nhiém HBV dang tién trién. Thong thuang viéc phat
hién HBeAg co lién quan dén su hién dién caa s6 lugng Ién vi rat vi
no dai dién cho sy sao chép cua vi rat.482 HBeAg c6 thé dugc phat
hién frong huyét thanh ngay sau HBsAg frong khi nhiém HBV cap va
thuang bién mat truse HBsAg, khi néng d6 alanine

aminofransferase (ALT) dat dinh, theo sau la sy hién dién caa khang
thé tuong ung (anti-HBe).8210 Thuang co thé phat hien HBeAg khi ¢cé
su sao chép vi rat cao, ¢a frong nhiém tu hét va nhiém viém gan B
man tinh; su hién dién caa HBeAg trong hon 10 tuan la biéu hién cua
sy chuyén tiép thanh nhiém man tinh. Chuyén doan huyét thanh
HBeAg thanh khang thé khang HBe gai y diém két thac caa su sao
chép vi raf hoat dong va do do c6 lién quan téi giéi phap lam sang (tu
hét) hodc thuyén giam (bénh man tinh), danh dau su chuyén tiép tu
pha mién nhiém-hoat dong caa bénh sang finh frang mang mam

ProCell Il M. Cho dién ap vao dién cuyc sé tao nén su phat quang
hoa hoc dugc do bang bé khuéch dai quang tut.

= (ac két qua dugc xac dinh tu déng nha phan mém bang cach so
sanh tin hiéu dién hoa phat quang thu dugc tr san pham phan dng
caa mau véi tin hiéu gia fri nguéng phan dng thu dugc fruse dé
qua viéc chuan xét nghiém.

a) Tris(2,2"-bipyridyl)ruthenium(ll)-complex (Ru(bpy)3*)

Thuéc thi - dung dich tham gia xét nghiém

Hép cobas e pack (M, R1, R2) dugc dan nhan HBEAG.

M Vihat pha streptavidin, 1 chai, 12.4 mL:
Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.

R1  Anti-HBeAg-Ab~biofin, 1 chai, 21.0 mL:
Khang thé don dong khang HBeAg danh dau biotin (chuét)
> 0.8 mg/L; dém TRIS 50 mmol/L, pH 7.4; chat bao quan.

R2  Anti-HBeAg-Ab~Ru(bpy)3*, 1 chai, 14.8 mL:
Khang thé don dong khang HBeAg (chuét) danh dau phic hgp
ruthenium > 0.3 mg/L; dém TRIS 50 mmol/L, pH 7.4; chat bao
quan.
HBEAG Call Mau chusn amtinh 1, 1 chai 1.0 mL:
Huyét thanh nguai; chat bao quan.

HBEAG Cal2 M&u chudn duong tinh 2, 1 chai 1.0 mL:
HBeAg (E. coli, IDNA) = 3.5 IU/mL frong dém HEPESY),
pH 7.4; chat bao quan.

b) HEPES = acid [4-(2-hydroxyethyl)-piperazine]-ethane sulfonic

Than trong va canh bao

Dung frong chan doan in vitro.

Ap dung céc canh bao théng thuang can thiét cho viéc xa ly cac loai

thugc thu phong thi nghiém.

Loai bé cac chat thai tuan theo hueng dan caa dia phuong.

Bang di lieu an foan hoa chat cé sdn dé cung cap cho chuyén vién s

dung khi 6 yéu cau.

Hop nay chua cac thanh phan dugce xép loai theo Quy dinh (EC)

S6 1272/2008:

bénh béat hoat.#8911 Nhiém HBV co thé xay ra ma khong phat hién Canh bao
HBeAg do nhiém céc bién thé ctia HBV gém cac dot bién tién 16i
codon két thuc; frong khi vi rt c6 thé khong tiép tuc fao HBeAg, bénh H317 C6 thé gay phan ung di dng da.
van fién frién va cé thé hién dién khang thé khang HBe.8.12:13 Phi o ’
Vi thé xét nghiem HBeAg c6 y nghia khi két hop véi xét nghiem ong tranh:
anti-HBe frong theo déi fién trién bénh nhiém HBV va hiéu qua cua < hit bui/hai khéi/khi N hai/bui
viéc diéu fri viem gan B man tinh.68911 Xef nghiém Elecsys HBeAg sir P261 Tranh hit bui/hai khéi/khi/suong mu/hai/bui phun.
dung cac khang thé don dong khang HBe (chudt) dé phat hién HBeAg. P972 Quén 4o lam viéc bi nhiém khong duoc phép mang ra
Nguyén ly xét nghiém khoi nai lam viéc.
Nguyén ly bt cap. Téng thai gian xét nghiém: 18 phdit. } L
- Thai ky & dau fién: Khang nguyén HBe tir 21 uL mauthe;, khang thé 200 Beo gang fay bao vé.
don dong d3c hiéu khang HBeAg danh d4u biotin, va mét khang X fri:
thé don dong dac hi¢u khang HBeAg danh dau phuc hop P333+  N&ubikich ing da hodc phat ban: Tim fu van y
ruthenium® fao thanh phdc hop bat cap. P313 1&/cham s6c yté j
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P362 + Cai b trang phuc bi nhiém va giat rda trudce khi su
P364 dung lai.

Xi ly:

P501 Xur ly cac thanh phan/dung cu chda 6 mét nha may xi

ly chat thai da dugc chap thuan.
Nhan an toan san pham theo huéng dan cdia GHS Chau Au.
S6 dién thoai lién lac: tat ca quéc gia: +49-621-7590
Tat ca cac san pham tir nguai déu cé kha nang lay nhiém. Tat ca san
pham tor mau nguai déu da chuan bi ky tir mau caa nhiing nguai hién
mau da dugc xét nghiém riéng |é va cho két qua am tinh véi HBsAg va
khang thé khang HCV va HIV. Cac phuong phap xét nghiém nay st
dung xét nghiém da duoc FDA chap thuan hay da dap ung Chi thi
Chau Au 98/79/EC, Phu luc Il, Danh muc A.
Tuy nhién, khéng ¢é phuang phap xét nghiém nao cé thé loai bo hoan
foan nguy co lay nhiém moét cach chac chan tuyét déi, nén xu ly can
than nhu mau bénh pham. Trong fruang hgp ¢ phoi nhiém, nén tuan
theo huéng dan caa co quan y {& dia phuong.1418
Tranh d@é cac dung dich thuéc thi va cac mau (mau xét nghiém, mau
chuan va mau ching) bi tao bot.

Sitdung thuéce thir

Céc thudc thar (M, R1, R2) trong bé kit sdn sang dé st dung va dugc
cung cap trong hop cobas e pack.

Mau chudn
Mau chuén dugc cung cap & dang san sang dé s dung trong cac
chai fuong thich véi hé thong.

Ngoai frir frudng hop can su dung foan bo thé tich d@é chuan trén thiét
bi phan tich, théng thuang nén chuyen phan mau chudn phu sén sang
dé st dung vao nhing chai tréng cé nap bat (CalSet Vials). Dan nhan
cho cac chai phu. Bao quan chai phu & 2-8 °C dé sir dung sau nay.

Chi thyc hién mét quy frinh chuan déi véi méi chai chudn phu.

Tat ca théng tin can thiét cho viéc chay thuéce thi co san théng qua
cobas link.

Bao quan va dé 6n dinh

Bao quan & 2-8 °C.

Khong trir dong.

Dat hop thude thir cobas e pack theo huang thang ding nham dam bao
finh hitu dung cua toan bo cac vi hat trong khi tron tu dong frudce khi
st dung.

D6 6n dinh caa hop cobas e pack:

chua ma nap 6 2-8 °C dén ngay hét han st dung

Trén may phan fich cobas e 801 | 16 tuan

D6 6n dinh cta mau chuan:

chua ma nap 6 2-8 °C dén ngay hét han st dung

sau khi mé va dé 6 2-8 °C 16 fuan

frén may phan tich cobas e 801 & | chi dung mét lan
20-25°C

Bao quan mau chuan theo hudng thing ding dé tranh dung dich mau
chuan dinh vao ndp bat.

LAy va chuan bi mau

Chi nhiig mau duac liét ké dusi day da dugc thar nghiém va dugc
chap nhan.

Huyét thanh dugc 18y bang cach st dung cac 6ng chuan |1dy mau
hoac cac 6ng chia gel tach.

Huyét tuong chong dong bang Li-heparin, Na-heparin, Ko-EDTA,
Ks-EDTA, ACD, CPD, CP2D, CPDA va Na-citrate.

Cé thé sir dung 8ng huyét tuong chéng déng chua gel tach.

Tiéu chuan: Mau thir ¢é COI (chi s6 nguéng) = 1.0: + 20 % d6 phuc
héi; mau thit ¢ COl < 1.0: £ 0.20 d6 phuc hoi.

cobas’

Mau én dinh frong 7 ngay & 20-25°C, 14 ngay & 2-8 °C (huyét
fuong), 1 | ngay 6 2-8°C (huyét thanh), 3 thang & -20 °C (+ 5 °C). Mau
c6 thé dugc giai déng 6 lan.

Cac loai mau pham duoc liét ké da duoc thu nghlem cung vai bo cac
ong nghlem hogc hé théng 18y mau chon loc, ¢6 ban trén thi trucng
vao thai diém xét nghlem nghia la khéng phai tat ca cac 6ng Iay mau
ctia cac nha san xuat déu dugc thir nghiém. Cac bé 6ng chira mau
caia cac nha san xuét khac nhau cé thé 1am tir nhimng vat liéu khac
nhau ¢6 kha nang anh huang dén ketqua Xéf nghiém frong mot sé
fruong hop. Khi xu ly mau frong cac ong chinh (6ng chua mau) phai
tuan theo huéng dan ctia nha san xuat 6ng hoac bo éng lay mau.

Ly tam cac mau c6 chua két ta, mau ra déng, va cac mau duoc do
lap lai fruéce khi thuc hién xét nghiém.

Khéng st dung cac mau bi bat hoat bai nhiét.
Khéng sir dung mau thar va mau ching dugc 8n dinh bang azide.

Dam bao nhiét @ ctia cac mau bénh pham va mau chuan & 20-25 °C
fruée khi tién hanh do.

Do cé kha nang xay ra cac hiéu ung bay hoi, cac mau bénh pham va
mau chudn trén cac thiét bi phan fich phai dugc do frong vong 2 gid.

Hiéu nang caa xét nghiém Elecsys HBeAg khong dugc thiét lap vai

nhing mau tur td thi hoac nhing dich co thé khac huyét thanh va huyét

fuong.

Vit liéu cung cap

#\eﬁrrn phan “Thuéc thit — dung dich tham gia xét nghiém” muc thuéc

= 2 x6nhanchai

Vat liéu can thiét (khéng cung cap san)

. 11876376122, PreciControl HBeAg, 16 x 1.3 mL

. 11776576322, CalSet Vials, 2 x 56 chai fréng cé nap bat

= Trang thiét bi théng thuang caa phong thi nghiém
May phan tich cobas e 801

Cac phu kién cho may phan tich cobas e 801:

. 06908799190, ProCell Il M, 2 x 2 L dung dich hé théng

. 04880293190, CleanCell M, 2 x 2 L dung dich ria buéng do

. 07485409001, Reservoir Cups, 8 c4¢ dé cung cap
ProCell Il M va CleanCell M

. 06908853190, PreClean I M, 2 x 2 L dung dich ria

. 05694302001, khay Assay Tip/Assay Cup, 6 khay x 6 chéng
khay x 105 assay tip va 105 assay cup, 3 tam 16t chat thai

. 07485425001, Liquid Flow Cleaning Cup, 2 céc adapter dé
chua ISE Cleaning Solution/Elecsys SysClean cho quy trinh lam
sach b phat hién bang dong chay

. 07485433001, PreWash Liquid Flow Cleaning Cup, 1 c6¢
adapter @€ chda ISE Cleaning Solution/Elecsys SysClean cho quy
frinh lam sach bé tién rira bang dong chay

- 11298500316, ISE Cleaning Solution/Elecsys SysClean,
5 x 100 mL dung dich rira hé théng

Xétnghiém

DE 16i uu hiéu nang xét nghiém, nén tuan theo huéng dan trong fai

lieu nay cho cac may tuong tng. Tham khao huéng dan van hanh cho
tng xét nghiém dac hiéu tuong ung.

Thiét bi fu déng tron cac vi hat fruasce khi st dung.

Dat hop cobas e pack dugc lam lanh (bdo quan & 2-8 °C) [én bd
nap/xuat hop thuéce thir. Tranh tao bot. Hé théng sé tu dong diéu hoa
nhiét @6 caa thuée thar va dong/mé nap hop cobas e pack.

Mau chuén:

Dat mau chuan 1én vung dat mau.

May tu dong doc tat ca cac thong tin can thiét dé chuan xét nghiém.
Chuan

Théng tin ghi nhan di liéu: Phuang phap nay da duoc chuan héa theo
Tiéu chu&n Quéc t& thi nht ciia WHO cho khang nguyén e khang
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vi rat viem gan B (HBeAg), ma s6 129097/12 cua Vién Paul-Ehrlich,

Langen (Buc).

Tan suat chuan dinh: Can thuc hién chudn méi 16 thudc thar st dung

HBEAG Cal1, HBEAG Cal2 va hop thuéce thir méi (nghia la khong qua

24 gio tur khi hop thuéc thir cobas e pack duge dang ky trén may phan

tich).

Tan suat chudn dinh c6 thé kéo dai dua trén viéc thadm dinh quy trinh

chuan da dugc chap thuan bai phong thi nghiém.

Thuc hién chuan lai khi:

= sau 12 tuan néu st dung cac hop thuée thircung 16

= sau 28 ngay néu st dung cung hép cobas e pack dé frén may
phan tich

= khi can thiét: vi du: khi két qua mau ching nam ngoai thang

Khoang tin hiéu dién hoa phat quang (chi sé do dugc) cho cac mau

chuan:

M&u chuan am tinh (HBEAG Cal1): 400-2000
M&u chuan duang tinh (HBEAG Cal2): 20000-100000

Kiém tra chat lugng

Dé kiém tra chat luong, st dung PreciControl HBeAg.

Chay cac mau chung vai nong do khac nhau 16i thiéu la mét lan cho
mai 24 gid khi xét nghiém van dang sir dung, mét 1an véi moi hop
cobas e pack va sau méi lan chuan.

Khoang céch gitia cac lan chay méau ching va gié tri gisi han nén tuy
thuéc vao yéu cau riéng caa tung phong thi nghiém. Két qua mau
chung phai nam frong thang. Méi phong xét nghieém nén thiét lap céac
bién phap hiéu chinh néu cac gia fri mau chdng nam ngoai thang do.
Néu can, tién hanh do lai cac mau cé lién quan.

Tuén tha cac quy dinh chinh pha va hueng dan cha dia phuong vé
kiém tra chat lugng.

Tinh toan

May phan tich tu dong tinh toan nguéng phan dng dua frén két qua do
HBEAG Cal1 va HBEAG Cal2.

Két qua ctiia mot mau cé thé biéu thi dugi dang c6 phan ung hosc
khéng cé phan tng ciing nhu dudi dang chi s6 nguang (fin hiéu
mau/ngudng phan ung).

Bién luan két qua

Két qua bang s6 Thong bao két qua Bién luan

COl<1.0 Khéng phan dng Am tinh véi HBeAg

COI=1.0 Co phan dng Duong finh véi
HBeAg

Yéu 16 han ché - anh huéng
Su anh hugng caa cac chat ndi sinh va hgp chat duge pham sau day

cobas’

d bénh nhan dung liéu cao biotin (nghia la > 5 mg/ngay), khéng nén
Iay mau cho dén it nhat 8 gis sau khi dung liéu biotin cuoi.

Hiéu ung mau pham c6 néng d6 cao khéng gay két qua am tinh gia
vai Xéf nghiém Elecsys HBeAg.

Hop chat dugc pham )

Tha nghiém in vitro dugc fién hanh frén 16 loai dugc pham thuang su
dung. Khéng cé hién tugng nhiéu t6i xét nghiem.

Ngoai ra con thir nghiém cac thusc dac biét st dung trong diéu fri
viém gan B sau day. Khong cé hién tugng nhiéu téi xét nghiém.

Thuéc dac biét

Thuéc Néng dé thit nghiém
mg/L
Peginterferon alfa-2a <0.18
Peginterferon alfa-2b <0.08
Lamivudine <300
Adefovir <10
Entecavir <1
Telbivudine <600
Tenofovir <245

Trong mét s hiém trusng hap, nhiéu co thé xay ra do nong doé khang
thé khang khang thé dac hiéu khang chat phan tich, khang streptavidin
hay ruthenium qué cao caa mau pham phan tich. Xét nghiém da dugc
thiét ké phu hgp d@é giam thiéu cac hiéu ung nay.

Vai muc tiéu chan doan, két qua xét nghiém can dugc danh gia kem
theo bénh st, tham kham lam sang va cac phat hién khac.

Gidi han do va khoang do

D6 nhay nguang: < 0.3 IU/mL

D6 nhay dé cong bé duoc xac dinh bang cach doc nong dé HBeAg
tuong ung vai tin hiéu gia fri ngusng tir duang chuan thu dugc bang
cach pha loang moét loat vat lieu tham chiéu HBeAg cta WHO trong
huyét thanh nguai khong co HBV.

Dit liéu dac hiéu vé hiéu nang

D(r liéu hiéu nang frén mdy phén tich duoc frinh bay dudi day. Két qua
thuc hién & cac phong thi nghiém khac nhau cé thé khac nhau.

Do chinh xac

Do chinh xac dugc xac dinh vai viéc sir dung thuéce thir Elecsys, cac
mau va mau chung theo dé cuong (EP05-A3) cta CLSI (Clinical and
Laboratory Standards Institute - Vién Tiéu chuan Lam sang va Phong
thi nghiém): 2 xét nghiém cho méi mau frong mét lan chay, 2 1an chay
méi ngay, frong 21 ngay (n = 84). Két qua thu dugc trinh bay dudi
day:

[&én hiéu nang xét nghiém da dugc tha nghiém. Nhiéu da dugc tha . Py
nghiém Ién dén nong dé duac liét ké va quan st thay khong ¢é anh May phan tich cobas e 801
huang nao dén két qua. Do lap lai® Do chinh xac
iqnd
Cac chat néi sinh frung gian
: Mau Trung SD cv SD cv
Hop chat Néng dé thinghiém binh col % col %
Bilirubin <428 pmol/L hodc < 25 mg/dL Col
Hemoglobin < 0.621 mmol/L hoic < 1000 mg/dL HS®), am finh 0.103 | 0.004 | 41 | 0.004 | 41
Infralipid < 1500 mg/dL HS, duong tinh yéu 1.08 0.017 | 1.6 | 0.034 | 3.1
Biotin < 164 nmol/L hodc < 40 ng/mL HS, duong tinh 234 0036 | 1.5 | 0.056 | 24
Cac yéu 16 thap khap < 1200 IU/mL PreciControl 0.095 0.004 | 38 | 0.004 | 42
Albumin <7.0g/dL HBeAg 1
PreciControl 15.9 0.138 | 0.9 | 0450 | 28
IgG <7.0g/dL
J =709/ HBeAg 2
IgA <1.6g/dL
¢) Do 1ap lai = dé chinh xac frong mét 1an chay
lgM <1.0g/dl d) Bé chinh xac frung gian = d@é chinh xac gitta cac lan chay

Tiéu chudn: Mau thtt c6 COI = 1.0: = 20 % d6 phuc héi; mau thi co
COl < 1.0: £ 0.20 dé phuc héi.

€) HS = huyét thanh nguai
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6 dac hiéu phan tich

Khoéng thay ¢o6 phan dng chéo vai HAV, HCV, HEV, CMV, EBV, HSV, HIV,
E. coli, Toxoplasma gondii, Rubella, va Treponema pallidum.

Tién hanh do frén fiing tac nhan gay bénh dugc liét ké & frén véi viec
srdung > 5 mau huyét thanh hoac huyét fuong duong tinh véi khang
thé khang cac tac nhan gay bénh néu frén hoac chua fu khang thé
(ANA).

Khoéng ¢ két qua duong finh gia vai mau fir bénh nhan sau khi fiém
chung khang HBV hoac cum hodc tir bénh nhan mac bénh gan khong
do vi rat.

Khong cé két qua duang tinh gia vai mau tir bénh nhan mac bénh
mau kho déng, nguai dong finh va lam dung thuéc dusng finh mach.
Do nhay lam sang

245 mau tir bénh nhan nhiém HBV cap finh hoac man tinh dugc xét
nghiém va cé phan ung véi xét nghiém Elecsys HBeAg va mot xét
nghiém so sénh.

bo dac hiéu lam sang

Nhiing mau thir 18y tir nguai hién mau dugc st dung dé xac dinh do
dac hiéu, cac mau thar nay 1ay fir cac mau thuang quy va bénh nhan
nhap vién, khéng co chon loc dac biét.

Nhém Somauduge | S6 maucé Pé dac hiéu
tha phan ung %

Ngudi hién mau 1000 0 100

Mau thir fr mau 1000 30 100

thuang quy va bénh

nhan nhap vién

f) 3 frong 1000 mau tir mau thuang quy hoac tir bénh nhan nhap vién cé phan dng véi xét
nghiém Elecsys HBeAg va xét nghiém so sanh va ¢ thé khang dinh duong tinh véi HBV.
Cac két qua nay dugc loai frir khoi tinh toan do dac hiéu.

Tai liéu tham khao
1 World Health Organization (WHO), 2015. Hepatitis B. Fact sheet

N°204. Available at:
http://www.who.int/mediacentre/factsheets/fs204/en/

2 KimdoY, Han KH. Epidemiology and Surveillance of
Hepatocellular Carcinoma. Liver Cancer 2012;1(1):2-14.

3 Liang TJ. Hepatitis B: The Virus and Disease. Hepafology
2009;49(5 Suppl):13-21.

4 Schweitzer A, Horn J, Mikolajczyk RT, et al. Estimations of
worldwide prevalence of chronic hepatitis B virus infection: a
sysfematic review of data published between 1965 and 2013.
Lancet. 2015,386(10003):1546-1555.

5 Song Y, Bian Y, Petzold M, et al. Prevalence and Trend of Major
Transfusion-Transmissible Infections among Blood Donors in
Western China, 2005 through 2010. PLoS One.
2014;9(4):e94528.

6 Elgouhari HM, Abu-Rajab Tamini Tl, Carey W. Hepatitis B virus
infection: understanding its epidemiology, course, and diagnosis.
Cleve Clin J Med 2008;75:881-889.

7 World Health Organization (WHO), 2009. Screening Donated Blood
for Transfusion-Transmissible Infections. Recommendations.
Available at: http://www.who.int/bloodsafety/ScreeningTTl.pdf (last
access January, 2016).

8 Seeger G, Zoulim F, Mason WS. Hepadnaviruses. In: Field’s
Virology, Knipe DM, Howley RM (eds), 2007 5th edition, Lippincott
Williams and Wilkins, Philadelphia, USA. Chapter 76,
pp2977-3029.

9 Liaw YF, Chu CM. Hepatitis B virus infection. Lancet
2009;373:682-592.

10 Turgeon ML. Immunology & Serology in Laboratory Medicine,
2013 bth edition, Elsevier Health Sciences, Missouri, USA. Chapter
23.

11 Liaw YF. HBeAg seroconversion as an important end point in the
freatment of chronic hepatitis B. Hepatol Int 2009;3:425-433.

cobas’

12 Negro F. Management of chronic hepatitis B: an update. Swiss Med
Wkly 2011;141:w13264.

13 Marcellin P. Hepatitis B and hepatitis C in 2009. Liver Int
2009;29(S1):1-8.

14 Occupational Safety and Health Standards: Bloodborne pathogens.
(29 CFR Part 1910.1030). Fed. Register.

15 Directive 2000/54/EC of the European Parliament and Council of
18 September 2000 on the protection of workers from risks related
to exposure fo biological agents at work.

DE biét them théng tin, xin xem thém hudng dan van hanh may phan

tich, tai lieu husng dan st dung tuong ung, théng fin san pham va to

huang dan vé cac thanh phan can thiét (néu c6 & nude caa ban).

Luon st dung mot dau cham (ddu cham cau/dau cham hét) trong fo

hudéng dan st dung dé ngan cach phan nguyén va phan thap phan

cua mot s6 thap phan. Khong st dung dau phan cach cho hang nghin.

Ky hiéu

Roche Diagnostics st dung cac ky hiéu va dau hiéu sau cung véi cac

ky hiéu da liét ké frong tiéu chuan ISO 15223-1 (cho My: xem

dialog.roche.com &é biét dinh nghia caa cac ky hiéu duoc sir dung):

Thé tich sau khi hoan nguyén hoac trén

Thanh phan hop thudc thir

Thuéc thir c6 thé dugce sir dung trén cac may phan
tich/thiét bi

Thudc thr

M&u chuan

—

Ma thuang pham foan cau

Nhiing bé sung, xéa hodc thay déi dugc thé hién bang vach thay déi & phan 1é.
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