Poc to hwdng dan st dung nay can than truwdce khi thye hién xét nghiém
va bao dam dang st dung phién ban hudng dan sir dung méi nhat. Khong
thé bado ddm d6 tin cay cla nhirng thu thuat xét nghiém khac khéng phai

nhitng tha thuat dugc md ta trong to hwdng dan st dung nay.
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| St dung cho chén doan in vitro |

Thubc thir xét nghiém dinh lvgng 25-OH Vitamin D

Lumipulse G 25-0HVitaminD

Immunoreaction Cartridges

m TEN
Lumipulse G 25-OH Vitamin D Immunoreaction Cartridges
(Con goi la “25-OH Vitamin D Cartridges" trong t& huéng dan st dung
nay)

E MUC DiCH SU’ DUNG
Nghiém phap Lumipulse G 25-OH Vitamin D st dung LUMIPULSE G
system (v&i cong nghé xét nghiém mién dich enzym hda phat quang
(CLEIA)) @& dinh lwgng 25- hydroxyvitamin D (25-OH vitamin D) trong
huyét twong hodc huyét thanh ngudi dwoc st dung trong dénh gia du
lvgng vitamin D. K&t qua xét nghiém nén dugc sir dung cung véi cac
dir liéu 1am sang va xét nghiém khac dé ho trg bac sitrong viéc ra quyét
dinh quan Iy tirng bénh nhan thudc nhém ngudi I6n. San phdm nay chi
dung cho chan dodn in vitro va trong céng tac chuyén mén.

m TOM TAT VA GIAI THICH NGHIEM PHAP
Vitamin D 13 mét tién chat hormone steroid tan trong chat béo hién
dién dudi 2 dang, vitamin D, (ergocalciferol) va vitamin Dj
(cholecalciferol). Vitamin D3 dwoc téng hop ndi sinh trong da bang
cach phoi dudi dnh ndng mét troi trong khi vitamin D, duoc 1ay tir
ngudn thirc &n. Trong hé tuan hoan & ngudi, vitamin D tro' vé mat sinh
hoc va vitamin Dz gén vao protein lién két vitamin D va dwoc van
chuyén dén gan dé duoc hydroxyl hda trén carbon 25 sinh ra 25-OH
vitamin D ti€p theo |3 sy hydroxyl hda trén carbon 1 trong than dé sinh
ra dang c6 hoat tinh sinh hoc 1,25-dihydroxyvitamin D (1,25-
(OH)2vitamin D). -2
25-OH vitamin D trong médu duwoc cdng nhan réng rai la chi ddu cla
tinh trang vitamin D vi mot vai ly do. Pay 13 dang dy trit chinh cua
vitamin D trong mdu vdi thoi gian ban hay khodng 2-3 tuén, trong khi
dang c6 hoat tinh sinh hoc (1,25-(0H)2 vitamin D) c6 thoi gian ton tai
ngdn ngli hon trong huyét thanh va hién dién véi ham lugng nhoé hon
khodng 1000 Ian so véi 25-0OH vitamin D. Ngoai ra, khi mdt bénh nhan
bat ddu suy gidm vitamin D thi sy sdn xuat 1,25-(0OH)2 vitamin D trong
than cé thé tang do ting ti€t hormone tuyén can giap (PTH) lam cho
1,25-(0H)2 vitamin D khéng thich hop vé mat 1am sang dé danh gia
tinh trang suy giam vitamin D.3)
Tinh trang suy gidm vitamin D kém theo bénh coi xwong lam bién dang
xuong & tré em gan mét thé ky trwwdce va tinh trang nay cling duoc biét
rd 1a Iam hoéng sy chuyén héa xwong va gy bénh co xwong nhu lodng
xwong, nhuy&n xwong va yéu co. 23)
Nhitng nghién clru méi day da chirng minh réng da s6 cac t& bao va
md trong co thé déu cé mét thu thé vitamin D va hon 200 gen duoc
diéu hoa truc ti€p hodc gian ti€p béi vitamin D. 4 Ngay nay, tinh trang
thi€u hut vitamin D dwoc coi la van dé toan cau lién quan khdng nhitng
dén viéc 1am hu tén chuyén hda xwong ma con lién quan dén nhiéu
bénh man tinh bao gdm bénh tim mach, tiéu dudng, bénh ty mién,
bénh tdm than va nhiéu dang ung thu khac. 247
Nhitng nghiém phap 25-OH vitamin D bat budc phai do ca 25-OH
vitamin D, 14n 25-OH vitamin D3 vi ty |& 25-OH vitamin D, thanh 25-
OH vitamin D3 thay d&i tuy theo tirng ngudi. 1.3 8-10)
Nghiém phdap Lumipulse G 25-OH Vitamin D do cu th& 25-OH vitamin
D va cho thdy do nhay dang mol cho 25-OH vitamin D2 va 25-OH
vitamin Ds.

Lumipulse G 25-OH Vitamin D 13 mét hé théng xét nghiém, bao gbm
mot bo thudc thir xét nghiém mién dich, dé dinh lwong 25-OH vitamin
D trong cac mau dua trén cong nghé CLEIAY bang phuong phéap xét
nghiém mién dich kiéu sandwich hai budc trén LUMIPULSE G System.

*m NGUYEN LY CUA THU THUAT

<So' d6 Phan trng;Ché dé Pha lodng Hai Buwdc>

| Bothubc thavmau |

25-OH Vitamin D Calibrator hodc mau lic dau
duoc pha lodng ty dong bang Specimen Diluent
1 trong hé théng nay.

I Pha loang tw dong I

v
| Phan (rng dau tién | 25- OH vitamin D trong cac mau duwoc tach tir
vitamin D lién két protein va gan dic hiéu vao
khang thé don dong anti-25-OH vitamin D trén
cac hat va tao cac phtrc hgp mién dich khang

nguyén - khang thé..

v
Rira Céc hat dwgc rlra va lam sach dé loai bo nhirng
l chat khong gin két.
| Phan tng this hai | Khang thé don dong ga tai t6 hop anti-(25-0H
vitamin D/phirc hop mién dich khang thé don
dong anti-25-OH vitamin D) danh dau
phosphatase kiém (ALP) gin dac hiéu vao céc
phtrc hop mién dich 25-OH vitamin D trén céc
hat nay va tao thém cac phirc hop mién dich khac.
R¥a Céc hat dugc rira va lam sach dé loai bd nhitng

chat khong gin két.

Phan Gng enzyme | Cho Substrate Solution vao va trén véi cac hat

nay. AMPPD* trong Substrate Solution dwoc khir
phosphoryl bang su xuc tac clia ALP két hop gian
ti€p vdi cac hat.

\4

Dodophatquang |  Phat quang (& chiéu dai budc song t6i da 477

nm) duoc tao thanh tlr phan (ng phan tach cla
AMPPD duogc khir phosphoryl. Tin hiéu phat
quang nay phan anh s6 lwgng 25-OH vitamin D.

* AMPPD: 3-(2’-spiroadamantane)-4-methoxy-4-(3”-phosphoryloxy)
phenyl-1, 2-dioxetane mudi dinatri

*m VAT LIEU BUQ'C CUNG CAP

Lumipulse G 25-OH Vitamin D Inmunoreaction Cartridges:
3 x 14 xét nghiém [REF 234013
1). Antibody-Coated Particle Solution
(Dang ldng khi dung, 250 pL/Immunoreaction Cartridge)
Chira anti-25-OH vitamin D c4c hat pht khang thé don dong, céc chat
6n dinh protein va cac chat 6n dinh hdéa hoc trong NaCl/ dung dich
dém Tris. Dung dich nay chira gelatin va s& chuyén thanh gel & nhiét
dé tlr 15 °C trd xudng.
Chat bao quan: natri azid.
2). Enzyme-Labeled Antibody Solution
(Dang l6ng, 320 uL/Immunoreaction Cartridge)
Chira khang thé don dong ga tai té hop anti- (25-OH vitamin D/anti-
25-OH vitamin D phttc hgp mién dich khang thé don dong) danh dau
phosphatase kiém (ALP), chat &n dinh protein va céc chat 6n dinh
hoéa hoc trong NaCl/dung dich dém MES.
Chat bao quan: natri azid.
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Immunoreaction Cartridge

Enzyme-Labeled

Antibody-Coated Antibody Solution

Particle Solution

*»m NHIPNG VAT LIEU CAN THIET NHUNG PUQ'C CUNG CAP
RIENG

1.Lumipulse G 25-OH Vitamin D Calibrators :, Dang léng
1 x 6 nbng d6
0 ng/mL 25-0H Vitamin D calibrator (1 x 1.5 mL)
(0 nmol/L 25-0OH Vitamin D calibrator (1 x 1.5 mL))
10 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(25 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
20 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(50 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
50 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(125 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
100 ng/mL 25-OH Vitamin D calibrator (1 x 1.5 mL)
(250 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
150 ng/mL 25-0H Vitamin D calibrator (1 x 1.5 mL)
(375 nmol/L 25-OH Vitamin D calibrator (1 x 1.5 mL))
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Chtra calcifediol trong NaCl trong dung dich dém HEPES c6 chat én
dinh protein (bd). Chat bao quan: natri azid.

Truy xuét nguédn gbc

Céc chat chuan s dung cho Lumipulse G 25-0OH Vitamin D dugc pha
theo phép do trong lwgng va cé thé truy xuat ngudn gdc theo nong
d6 chat chuan tham chi€u ndi bd dwoc dinh lwgng bang phan tich
quang phd UV va xac minh bang Quy trinh Phuong phap Tham chiéu
(Pai hoc Ghent). 12)

2. Lumipulse G Substrate Solution: Dang Iéng,
6 x 50 mL (Cho G600II)
6 x 100 mL (Cho G1200)
Chira AMPPD |3 mét chat nén trong dung dich dém diethanolamine
vdi chat 6n dinh héa hoc. Chat bao quan: natri azid.

3. Lumipulse G Wash Solution: bam dac,
1x 1000 mL
Chira NaCl trong dung dich d&m Tris cé chia chat tdy rira. Chat bao
quan: natri azid.

4. Lumipulse G Specimen Diluent 1: Dang Idng,
4 x 80 mL (Cho G600II)
4 x 300 mL (Cho G1200)
Chira NaCl trong dung dich dém Tris cé protein (bd) va chat 8n dinh
héa hoc. Chat bdo quan: natri azid.

5. DAu liy mau cho LUMIPULSE SYSTEM (gia d&):
10 x 96 dau
S&n sang dé st dung cho G600II.

6. Dau ldy mau cho LUMIPULSE SYSTEM:
12 x 96 dau
S&n sang dé st dung cho G1200.
7. H8n hop NaOH va Ca(OH)2 cho LUMIPULSE SYSTEM:

6x28ng
S&n sang dé str dung.

* Trong t& hudng dan st dung nay, Lumipulse G 25-OH Vitamin D
Calibrators, Lumipulse G Substrate Solution, Lumipulse G Wash
Solution va Lumipulse G Specimen Diluent 1 con duwoc goi lan lvot
la "25-OH Vitamin D Calibrators", "Substrate Solution", "Wash
Solution" va "Specimen Diluent 1".

* @ NHIPNG VAT LIEU CAN THIET NHUNG KHONG PUQC

CUNG CAP

1. Nwéc tinh khiét

2. Vat liéu d8i chirng; tham khao B KIEM SOAT CHAT LUONG

3. Micropipet

4. Coc dwng mau hodc 6ng dwng mau dugc khuyén nghi; tham khao
LUMIPULSE G System Operation Manual va myuc ll LAY MAU VA
CHUAN BI. Ciing c6 thé st dung 8ng nghiém 13y mau khéng cé chat
chang dong mau lam vat dwng mau. Tham khdo LUMIPULSE G System
Operation Manual.

*«m CANH BAO VA THAN TRONG KHI DUNG

Chi dung cho chdn doan in vitro

1. BIEN PHAP PHONG NGUA AN TOAN
Vui ldng tham khdo bang di¥ liéu an toan (SDS) va nhin san pham dé
biét théng tin vé nhirng thanh phan doc hai tiém &n. Vui long lién hé
V@i cac nha phan phdi dia phwong khi can phién ban SDS méi nhat.

EUHO032: Tac dung véi acid giai phdng khi rat doc.
EUH210: Bang dit liéu an toan dugc cung cap khi cé yéu cau.

2. THAN TRONG KHI THAO TAC

1). San pham nay chra cac vat ligu sinh hoc (Xem muc l VAT LIEU
DUQC CUNG CAP va muc MINHUNG VAT LIEU CAN THIET
NHUNG PU'QC CUNG CAP RIENG). Khong co6 xét nghiém nao cé
thé bao dam rang hoan toan khong cé cac vat liéu bj lay nhiém.
Vi vy, nhitng vat liéu nhu th& ndy nén duoc xem 13 tiém &n nguy
co lay nhiém. D& tranh nguy co bi lay nhiém khi s& dung nhitng
san pham va mau xét nghiém clia ngudi ndy, hdy mang ging tay
dung mot [an dé tranh tiép xtc tryc tidp. Khong huat pipet bang
miéng va tuan thu quy dinh thuc hanh an toan sinh hoc.23)

2). Nhitng thudc thlr sau ddy c6é chlra chat bao quan natri azid.
Tranh ti€p xtc véi da, mat hodc miéng.

Wash Solution: 1,0% (w/v) (trudc khi pha lodng)
Substrate Solution: 0,05% (w/v)
Antibody-Coated Particle Solution: 0,1% (w/v)
Enzyme-Labeled Antibody Solution: 0,1% (w/v)
Calibrators: 0,1% (w/v)

Specimen Diluent 1: 0,1% (w/v)

3). Lumipulse G Substrate Solution 1a dung dich kiém (pH 10). Thao
tac can than, tranh ti€p xGc véi mat, da hodc miéng.

4). Trong trudng hop gdp tai nan khién cho thudc thir ti€p xuc véi
da, mat hodc miéng, thi hay rlra sach ngay béng nhiéu nudc va
dén co s& kham chita bénh dé duoc cham séc y t& néu can.

3. THAN TRONG KHI SU’ DUNG

1). Doc ky t& huwéng dan st dung ndy va LUMIPULSE G System
Operation Manual. Tuan theo huwéng dan. Néu st dung khong
dung céach cac thiét bi, thudc thlr hodc nhitng vat tu tiéu hao
khéc thi cé thé dan dén dit lieu khong déng tin cay hodc gay nguy
hiém.

2). 25-OH Vitamin D Cartridges (Antibody-Coated Particle Solution/
Enzyme-Labeled Antibody Solution), 25-OH Vitamin D
Calibrators, Substrate Solution, Wash Solution va Specimen
Diluent 1 dwgc dong goi riéng.

3). Khéng s dung thudbc thir qud han.

4). P& bao dam tinh chinh xac cla s6 do, phai ludén sl dung nuwdc
tinh khiét mai.

5). Khéng st dung cac thudc thlr cé thé da dugc bao quan khong
dung cach.

6). S dung cac dau lay miu va coc dyng mau hodc 6ng dyng mau
md&i theo chi dinh trong LUMIPULSE G System. Tham khao
LUMIPULSE G System Operation Manual.

7). Pua cac chat chuin vé nhiét dd phong (15-25 °C). Trdn céc chat
chuén bang cach nhe nhang dao nguoc &ng.
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8). Cac bong bdng trong coc dwng mau hodc 6ng dwng mau dai khi
gay ra cac 16i 18y mau. Néu cé luvgng Ién bong bdng trong giot
25-OH Vitamin D Calibrators, thé tich cGa dung dich hiéu chuin
c6 thé khong da dé thwe hién xét nghiém. Vui long st dung 25-
OH Vitamin D Calibrators méi.

9). B3t dau xét nghiém 25-OH vitamin D ngay sau khi thiét 1ap mau
dé tranh lam bay hoi mau va 25-OH Vitamin D Calibrators.

10).Khdng loai bd Substrate Solution cho dén khi can thay thé dung
dich dé. Khéng dugc sir dung Substrate Solution néu bi nhiém
ALP. St dung géng tay méi khi thay Substrate Solution.

11).Thay thé& hén hop NaOH va Ca(OH); trén LUMIPULSE G System
theo LUMIPULSE G System Operation Manual.

4. THAN TRONG VE CHAT THAI

1). Cac thudc thlr nay chira chat bdo quan natri azid, nhu d3 mé ta
truéc day (Xem muc 2. THAN TRONG KHI THAO TAC). Phai tuan
theo quy dinh hién hanh vé tiéu hay chat thai. Néu rira xuéng
duwdng 8ng thoat nuwdc, phai st dung nhidu nudc khi thai bo dé
tranh hinh thanh azid kim loai gay né.

2). X ly bat cr chat thaiy t& nao tao ra trong nghiém phap nay theo
nhitng quy dinh lién quan dén chat thai & tirng qudc gia hodc
khu vuece.

3). Khibat ky chat I16ng ndo nhu mau xét nghiém hodc chat thai bén
tung tde, phai lau chui va khir trung toan bo khu virc bang chat
khr trung thich hgp nhu natri hypoclorid hodc ethanol.

* @ HUONG DAN BAO QUAN

Bao quan cac thudc thir sau & 2-10 °C.
KHONG DONG LANH.

San pham Han dung

Lumipulse G 25-OH Vitamin D
Immunoreaction Cartridges

12 thang

25-OH Vitamin D Cartridges c6 thé dwoc lwu trit trén LUMIPULSE G
System trong t6i da 30 ngay.

Khi dugc bdo quan va thao tac ding céch, cac thubc thir s& luén duy
tri tinh 6n dinh cho dén ngay hét han. Tham kho ngay hét han trén
nhan cba dung cu chira.

®m THIET B|

Céc thudc thlr nay dugc thiét ké cho xét nghiém mién dich enzym héa
phat quang tuy dong hoan toan (CLEIA) trén LUMIPULSE G System
(LUMIPULSE G1200 I3 thiét bj hang dau). Tham khao LUMIPULSE G
System Operation Manual dé biét thém théng tin.

®m CHUAN B| THUOC THU

1. Lumipulse G 25-OH Vitamin D Immunoreaction Cartridges
25-OH Vitamin D Cartridges chita day Antibody-Coated Particle
Solution va Enzyme-Labeled Antibody Solution. Béc I&p mang trong
sudt ra khéi vé Immunoreaction Cartridge trudc khi lap vé dé do.

* 2. Lumipulse G 25-OH Vitamin D Calibrators

Pua ching vé nhiét dd phong (15-25 °C). Tron cac chat chuan bang
cach nhe nhang ddo nguoc 6ng. Nhd mot lugng chat chudn can thiét
(>40 pL) vao cbc dwng mau hodc 6ng dung mau, can chi y dén thé
tich chét it nhat 1a 100 pL va 250 pl (t8ng thé tich it nhat 13 140 pL
va 290 pl) d8i v&i cdc dung mau va 6ng dung mau tuong ng. Thé
tich nhoé gan ding cho mot giot dung dich 13 45 uL. Thé tich nho dao
ddng tuy theo murc d6 strc nén cla vat chira va luvgng bong béng cé
trong chat chuidn. Tham khao LUMIPULSE G System Operation
Manual dé biét vé c6c dwng mau va ong dwng mau, va thé tich chét
clia tirng loai c6c dyng mau va 6ng dung mau.

3.Lumipulse G Substrate Solution
S¢ dung nhu huwéng dan. Tham khao LUMIPULSE G System
Operation Manual vé cach ldp dat vao LUMIPULSE G System va
hwéng dan st dung Lumipulse G Substrate Solution dé biét thong tin
chung. Bao dam niém phong nép chat nén duoc lap ding dé tranh
khéng khi di vao hé théng nay.

4. Lumipulse G Wash Solution
10 x dung dich dam dac. Trudc khi dung, pha lodang dung dich 10 x
bang nwdc tinh khiét va khuay ky. Dua Wash Solution d3 pha lodng
vé nhiét d6 phong (15-25 °C). Tham khdo LUMIPULSE G System
Operation Manual vé viéc tai vdo LUMIPULSE G System va hudng
dan s dung Lumipulse G Wash Solution dé biét thong tin chung.

5. Lumipulse G Specimen Diluent 1
S&¢ dung nhu huéng dan. Tham khdo LUMIPULSE G System
Operation Manual vé viéc tai vao LUMIPULSE G System va hudng
dan st dung Lumipulse G Specimen Diluent 1 d& biét thong tin chung.

m LAY MAU VA CHUAN BI

1. Nén st dung nhitng mau tuoi.

2. Cac mau cé thé duoc bao quan trong tinh trang méau déng & 2-
10 °C d&n 2 ngay va sau khi tach khdi cuc mau déng & 2-10 °C
dén 7 ngay hodc & -10 °C hoic thap hon dén 2 thang.

3. Khdng déng lanh/gidi déng hon 5 lan.

4. Cac mau dang ndm trong LUMIPULSE G System s& duoc xét
nghiém trong vong 3 gio.

5. Cac s6 do cé thé bi dnh hwdng bai hdng cau, fibrin hodc cac chat
két tha khong dac hiéu hay cin trong mau. Ly tdm mau chira cac
hat thé dé bdo dam két qua chinh xac.

6. Thao tac v&i mau can than dé tranh nhiém trung chéo.

7. Huyét thanh hodc huyét twong ngudi chira trong céc 8ng cé cac

chat ch6ng déng mau natri heparin, liti heparin ho3c dikali EDTA
c6 thé dwoc sir dung trong Lumipulse G 25-OH Vitamin D.
Tuan theo hudng dan st dung 8ng nghiém mau clia nha san xuat.
Néu st dung cac 6ng nghiém Iay mau khéc vdi loai nhv d3 néi &
trén, thi mdi phong xét nghiém nén chuan hoéa kha ning Gng
dung cla céc loai 8ng nghiém dé véi Lumipulse G 25-OH Vitamin
D.

8. Cho huyét twong hodc huyét thanh vao cac lo dung mau. C6 thé
st dung cac c6c dwng mau va 6ng duwng mau (6ng nghiém lay
mau khdng cé chat chéng déng mau) lam vat dwng mau. Tham
khao nhirng cSc dung mau va 8ng dung mau khuyén nghj trong
LUMIPULSE G System Operation Manual.

9. Lumipulse G 25-OH Vitamin D st dung 20 pL mau cho mbi xét
nghiém. Thé tich chét it nhat [an lugt 13 100 pl khi sir dung céc
dwng mau va 250 pL khi st dung 8ng dwng mau véi LUMIPULSE
G System. Do d6, tong thé tich mau can thiét trén mdi xét
nghiém 1a 120 pL tré [én d6i véi cdc dwng mau va 270 pl trd 1én
d6i voi 6ng dwng mau. Kich thwdc cta dng dwng mau cho
LUMIPULSE G System duwoc md ta trong LUMIPULSE G System
Operation Manual.

10. Khi van chuyén, phai déng géi va dan nhian mau theo quy dinh
hién hanh vé van chuy&n mauy té va chat lay nhiém.

®m QUY TRINH XET NGHIEM

1. Tham khdo LUMIPULSE G System Operation Manual két hgp dat
mau va thudc thir can thiét dé do & nhitng noi da ghi rd.

2. Nhap céc yéu cau xét nghiém cla 25-OH Vitamin D Calibrators va
mau.

3. Trudc khi bat dau xét nghiém, hdy xac nhan rang lwgng can thiét
cla 25-OH Vitamin D Cartridges, Substrate Solution, Wash
Solution d3 pha, Specimen Diluent 1 va Dau 18y mau déu d3 dat
vao LUMIPULSE G System.

4. Nhan nGt [Assay start] (B&t dau xét nghiém) dé bat dau do.
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®m HIEU CHUAN

1. Cac chét chuan Can thiét
Lumipulse G 25-OH Vitamin D Calibrators

2. Quy trinh hiéu chuan
Tham khao muc M CHUAN B| THUGC THU. B6i véi nhitng quy trinh
tiép theo, hdy tuan theo LUMIPULSE G System Operation Manual.

3. Khi nao can thwe hién hiéu chuan
Hiéu chuan trong nhitng trwéng hop sau:
1). Trong xét nghiém d3u tién cta Lumipulse G 25-OH Vitamin D
2). Khi thay 25-OH Vitamin D Cartridges bang mot 16 san pham khac.
3). Khi két qua kiém soat chat lvgng nam ngoai khoang do.
4). Sau 30 ngay ké tir [an hiéu chuan trudc.
Cap nhéat dit liéu hiéu chuan khi can.
4. Chét chuan phai dwoc thir hai lan.
5. Pham vi do lwong
4,0 - 150,0 ng/mL

m KET QUA

Nong d6 25-0H vitamin D clia mau duoc tinh ty dong tir dudng cong
hiéu chudn. Pon vi mic dinh cho Lumipulse G 25-OH Vitamin D |3
ng/mL. C6 thé dung don vj thay thé 1a nmol/L. Cong thirc d6i: (Nong
do theo ng/mL) x 2,5 = nmol/L.

B KIEM SOAT CHAT LUQONG
1).Chuan bi Vat liéu Kiém soat Chat lvong
S dung vat liéu d6i chirng vdi it nhat 2 cap dé (vi du: thap va cao).
2).Quy trinh Kiém soat Chat lwgng
Tham khao t& hudng dan st dung clia vat liéu d8i chitng. Tham khao
Thir nghiém Kiém soat Chat lwgng Noi bo dé biét thém thong tin.
Nén tién hanh Thir nghiém Kiém soat Chat luvgng it nhat 24 gid/lan.

m NHU’NG GIOI HAN CUA QUY TRINH NAY

1.Pé& chan doan day du, hdy xem xét tat c cac yéu t6 khac nhau, bao
gbm ca két qua cla nhirng xét nghiém khac va céc triéu chirng 1am
sang ngoai nhirng gia tri thu duogc tir san phdm nay.

2.Cac két qua clia nhitng phuong phép xét nghiém khac nhau khéng
thé hoan déi cho nhau vi nhitng khac biét vé phuong phap xét
nghiém va d6 dic hiéu clda thudc thir. Cac két qud ma phong xét
nghiém bao cdo vdi bac st phai bao gdm ca danh tinh cta xét nghiém
25-OH vitamin D da dwoc dung.

3.Nhitng huyét thanh cu thé chira cac chat phan &ng khéng dac hiéu
va/hodc khong nhan dién dugc cé thé gay nhiéu.

4.Chat/Thudc Gay nhiédu
Viéc thém cdc chat ndi sinh khéng anh hudng dén gid tri do duoc.
Danh muc cic hop chat d3 thir nghiém duwoc trinh bay trong W
NHUNG DAC TINH CONG NANG. Khdng thé loai trir rang nhitng chat
khac cé thé anh huéng dén két qua do.

5.Nhitng mau tir b&nh nhan thwong phoi nhiém véi dong vat hodc cac
san phadm huyét tuong tir ddng vat cé thé chira cac khang thé dj ai.
Nhitng khang thé dj &i can thiép vao cac nghiém phap mién dich in
vitro vi khd ndng phan &ng clia cac khang thé dé véi globulin mién
dich clia cac thudc thir. 15 Do d6, cac mau nay cd thé cho cac két qua
bat thudng. Vi nhitng chat phan &ng khéng ddc hiéu khéng nhan
dién dwoc ton tai trong cdc mau, nén dit liéu déi khi khong chinh xac.

E GIA TRI DY KIEN

M®i phong xét nghiém nén thiét 1ap gidi han riéng clia minh, ¢ thé
danh riéng d& phuc vu cho mét nhém dan sé tly theo nhirng yéu t6
dia ly, bénh nhan va mai truong.

D3 cb nhirng tranh luan dang ké vé ndong dé huyét tuong cla 25-0OH
vitamin D gan lién v&i sy suy gidm, day du cho strc khde xwong va
strc khde téng quat t6i wu. Trudc day, su suy giam vitamin D dugc
dinh nghta 1a ham luvgng 25-OH vitamin D huyét thanh < 10 ng/mL.
T& chirc Y t& Thé gidi (WHO) 16 dinh nghia lvgng vitamin D thi€u hyt
|3 25-OH vitamin D huyét thanh < 20 ng/mL. Tuy nhién, nhitng t&
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chirc khdc méi day d3 dinh nghia lwgng vitamin D suy giam 1a 25-OH
vitamin D huyét thanh < 20 ng/mL va luvgng vitamin D thi€u hut 13

<30 ng/mL. 17

Viéc xem xét trong y van san c6 618 dua ra nhitng khuyén nghi sau
vé ham lwong 25-0H vitamin D:

Gidi han theo
Gidi han theo T4 Nguyén tic Hwéng
Ham lugng chirc Y t& Thé gidi dan Thuc hanh
16) Lam sang chia Héi
Noi tiét 17)
Suy giam <10 ng/mL <20 ng/mL
Thiéu 10-19 ng/mL 21-29 ng/mL
Pu 20-100 ng/mL 30-100 ng/mL
Poc tinh tiém &n >100 ng/mL > 100 ng/mL

Mot nghién clru d3 duoc tién hanh bing cach st dung 153 mau
huyét thanh cla nhitng ngudi hoan toan khde manh tir 19-69 tudi.
Cac mau déu dén tir trung tam hién mau & Chau Au va duoc 1ay vao
thang 9. Nhitng mau nay duwoc xét nghiém bang nghiém phap
Lumipulse G 25- OH Vitamin D va sau day la ndi dung tom luoc
nhirng gid tri quan sat duoc:

Nhirng gia tri quan sat dwgc

n

Trung vi Bach phan vj thir 2,5 dén 97,5

153 27,6 ng/mL 17,6 ng/mL — 46,2 ng/mL

m NHONG BAC TiNH CONG NANG

1.Tinh chinh xac

Lumipulse G 25-OH Vitamin D cho thay d6 chinh xdc =6% (d6 léch
toan phan %) Trong mét [an nghién ciru theo Phac d6 cua Clinical
and Laboratory Standards Institute (CLSI) EP5-A2.19 B&n bd xét
nghiém dya trén huyét thanh ngudi, b6n bd xét nghiém duya trén
huyét twong ngudi va ba chat ddi chirng sén cé trén thj truong duoc
xét nghiém I3p lai hai [an vao hai thoi diém riéng biét trong ngay
trong 20 ngay (n=80 cho m&i mau). Bd léch chun toan phan bao
g6m Do léch chudn phép thir, di? liéu tinh chinh xac gitta nhitng Lan
thlr va Ngay thir. Xét nghiém duoc thuc hién trén LUMIPULSE G
System. Di liéu tir nghién ctru ndy duoc tém tat dudi day.

x Trung binh | CV phép Téng

Mau n (ng/mL) thir cv
1 80
DEi chitng 27 80
37 80
A| 80
B6 B 80
(huy&tthanh) | C[ 80
D 80
E| 80
86 Fle
(huyét twong) | G| 80
H| 80

2.D6 nhay

1). D6 nhay phan tich
Gidi han phat hién (LOD) cho 25-OH vitamin D trong nghiém
phap nay 13 0,839 ng/mL, dugc dinh lwvong bing phuong phép
tham s& nhat quan véi Phac d6 EP17-A2 trong nguyén tac huéng
dan CLSI, 20 va két qud thu dugc bang céch s& dung 60 mau trang
va 60 mau ham luong thap.

2). D6 nhay chirc nang
Gidi han dinh lvgng (LOQ) cho 25-OH vitamin D dwoc tim thay
trong nghiém phap nay 1a 3,491 ng/mL, dugc dinh lvgng bing
cach sir dung nhitng ho so chinh xac nhat quan véi Phac d6 EP17-
A2 trong nguyén tic hudng dan CLSI, 29 va duoc xac dinh 13 ham
lwgng véi CV =10%.

3.Can thiép
Lumipulse G 25-OH Vitamin D cho thay d6 nhi&u trung binh =10%
(cho tirng hgp chat) trong mot nghién clru nhat quén véi nhitng




nguyén tic hudng din trong Phac d6 CLSI EP7-A2.2) Cac mau
huyét thanh ngudi dwoc bd sung bang cic hop chat cé thé gay
nhiéu (HAMA, yéu t6 thap khép RF, bilirubin ty do, bilirubin lién
hop, triglycerid, hemoglobin, protein) & nhitng ham luong dugc
chira dudi day:

* HAMA 1213 ng/mL
¢ Y&u t6 dang thap (RF) 1206 IU/mL
¢ Bilirubin ty do 18,3 mg/dL
¢ Bilirubin lién hop 20,6 mg/dL
e Triglycerides 1000 mg/dL
* Hemoglobin 10 g/dL

* Protein 4-12 g/dL

4. D6 dic hidu

4.1 P6 nhiéu cua cac dwoc chat
Nghién ctru dd nhidu duoc ti€n hanh theo nhitng nguyén tic
huwéng dan trong Phac d6 CLSI EP7-A2. 21 Nhitng hop chat sau
duoc danh gia trong Lumipulse G 25-OH Vitamin D & nhitng nong
dé duoc liét ké va cho thay khéng anh huwéng dén cdng nang cla
nghiém phap.

+ Acetaminophen 1455 pumol/L
* Acetylsalicylic acid 3,65 mmol/L
» Alendronate 350 mg/L

+ Ampicillin 344 umol/L
« Ascorbic Acid 375 umol/L
- Caffeine 309 umol/L
+ Chloramphenicol 155 pumol/L
- Digoxin 8,7 umol/L

* EinsAlpha 3633 pg/L

* Hydrochlorothiazide 22,2 umol/L
+ |lbamdronate 52 mg/L

+ lbuprofen 2486 umol/L
» Indomethacin 103 pumol/L
- Lidocaine 57,9 umol/L
-+ Lovastatin 1932 pumol/L
+ Metoprolol 18,7 umol/L
+ Naproxen 2247 umol/L
» Pamidron 90 mg/L

- Risedronate 175 mg/L

+ Theophylline 243 umol/L
» Warfarin 37,5 umol/L
- Zometa 4 mg/L

4.2 Phan (rng chéo
P3 dugc ti€n hanh phan &ng chéo vdi Ergocalciferol (Vitamin D,),
Colecalciferol (Vitamin Ds), 24,25-(OH), vitamin D3, 1,25-(OH);
vitamin D;, 1,25-(OH), vitamin Ds, 3-epi-25-OH vitamin D,
Paricalcitol theo nhi*rng nguyén tac hudng dan trong Phac do CLSI
EP7-A2. 21 Cac két qua dugc thé hién dudi day.

Hop chat d3 thiy Noéng d6 % phan (ng chéo
Vitamin D2 1018 ng/mL 0,1%
Vitamin D3 1012 ng/mL 0,0%

24,25-(0H)2 vitamin D3 101 ng/mL 5,6%
1,25-(OH); vitamin D 104 ng/mL 46,3%
1,25-(OH); vitamin D3 102 ng/mL 54,7%

3-epi-25-0OH vitamin D3 100 ng/mL 19,9%

Paricalcitol 25 ng/mL 33,6%

5. So sanh phwong phap
Hai nghién ctru so sdnh phuwong phap nhat quén véi nhitng nguyén
tdc hudng dan trong Phac dd CLSI EP9-A2, 22) duoc thyc hién
trong do6 nghiém phap Lumipulse G 25-OH Vitamin D (y) dwoc so
sanh [an lwot vdi phuong phap LC-MS/MS (x) va mét nghiém phap
mién dich c6 sdn trén thi truong (DiaSorin LIAISON 25-OH Vitamin
D TOTAL Assay (x). Phép phan tich hdi quy dwoc thuc hién bang
cach s dung phuong phap Passing-Bablok. Nong d6 mau ndm
trong khoang tir 5 ng/mL - 137 ng/mL (LC-MS/MS) va 5 ng/mL - 58

ng/mL (DiaSorin LIAISON). D{t liéu tlr nhitng nghién cttru nay dugc
tédm tat trong bang dudi day.

Phuong e » . Hé sé tuong
; , D6 doc Tiép tuyén
phdp so sanh quan Pearson
LC-MS/MS 92 1,00 -2,0 0,99
DiaSori
901N o4 1,04 0,1 0,93
LIAISON

m TAI LIEU THAM KHAO

1). Hollis BW. Measuring 25-hydroxyvitamin D in a clinical
environment: challenges and needs. Am J Clin Nutr, 88: 507S-510S,
2008.

2). Holick MF, et al. Vitamin D deficiency: a worldwide problem with
health consequences. Am J Clin Nutr, 87: 1080S-1086S, 2008.

3). Holick MF. Vitamin D status: measurement, interpretation, and
clinical application. Ann Epidemiol, 19: 73-78, 2009.

4). Holick MF. Vitamin D deficiency. N EnglJ Med, 357: 266-281, 2007.

5). Rosen CJ. Clinical practice. Vitamin D insufficiency. N Engl J Med,
364: 248-254, 2011.

6). Pittas AG, et al. Systematic review: Vitamin D and cardiometabolic
outcomes. Ann Intern Med, 152: 307-314, 2010.

7). Jenab M, et al. Association between pre-diagnostic circulating
vitamin D concentration and risk of colorectal cancer in European
populations: a nested case-control study. BMJ, 340: b5500, 2010.

8). Cavalier E, et al. Serum vitamin D measurement may not reflect
what you give to your patients. J Bone Miner Res, 23: 1864-1865,
2008.

9). Farrell CJ, et al. State-of-the-art vitamin D assays: a comparison of
automated immunoassays with liquid chromatography-tandem
mass spectrometry methods. Clin Chem, 58: 531-542, 2012.

10).Schottker B, et al. Standardization of misleading immunoassay
based 25-hydroxyvitamin D levels with liquid chromatography
tandem- mass spectrometry in a large cohort study. PLoS One, 7:
1-5, 2012.

11).Nishizono |, et al. Rapid and sensitive chemiluminescent enzyme
immunoassay for measuring tumor markers. Clin Chem, 37: 1639-
1644, 1991.

12).Centers for Disease Control and Prevention. Vitamin D
Standardization Certification Program: Participant Protocol.
Atlanta,GA. Centers for Disease Control and Prevention, US Dept
of Health and Human Services; 2014

13).World Health Organization. Laboratory Biosafety Manual — Third
Edition. Geneva: World Health Organization; 2004.

14).Clinical and Laboratory Standards Institute. Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions; Approved Guideline — Third Edition. CLSI Document
C24-A3.

15).Boscato LM, et al . Heterophilic antibodies: a problem for all
immunoassays. Clin Chem, 34: 27-33, 1988.

16).WHO Scientific Group on the Prevention and Management of
Osteoporosis 2003 Prevention and management of osteoporosis:
report of a WHO scientific group. Geneva: World Health
Organization.

17).Holick MF, et al . Evaluation, Treatment, and Prevention of Vitamin
D Deficiency: an Endocrine Society Clinical Practice Guideline. J
Clin Endocrin Metab. 2011; 96: 1911-1930.

18).Review Vitamin D supplementation in elderly or postmenopausal
women: a 2013 update of the 2008 recommendations from the
European Society for Clinical and Economic Aspects of
Osteoporosis and Osteoarthritis (ESCEQ); CMRO, 2013, 29(4).

19).Clinical and Laboratory Standards Institute. Evaluation of Precision
Performance of Clinical Chemistry Devices — Second Edition. CLSI
Document EP5-A2.

20).Clinical and Laboratory Standards Institute. Protocols for
Determination of Limits of Detection and Limit of Quantitation;

Trang 5/6



Approved Guideline — Second edition. CLSI Document EP17-A2.
21).Clinical and Laboratory Standards Institute. Interference Testing in
Clinical Chemistry; Approved Guideline — Second Edition. CLSI
Document EP7-A2.
22).Clinical and Laboratory Standards Institute. Method Comparison

and Bias Estimation Using samples; Approved Guideline — Second
Edition. CLSI Document EP9-A2.

*m LIEN HE

Fujirebio Inc.
u 1-8-1 Akasaka, Minato-ku, Tokyo 107-0052, Japan
TEL: +81-3-6279-0899
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»®m BANG TRA CUU KY HIEU Wy G Ghonh 0

Dan nhan CE (Chi thj chau Au 98/79/EC vé thiét bj y khoa chan
doan in vitro)

Pai dién Uy quyén & Cong dong Chau Au
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