S3 Y TE QUANG NINH CONG HOA XA HOI CHU NGHIA VIET NAM

BENH VIEN PKKV CAM PHA Dgc 13p - Ty do - Hanh phiic
$6: 712 /TB-PKKVCP Cém Phé, ngay 30 thding 05 ndm 2023
THONG BAO

V/v moi bao gia hang héa hoa chat xét nghiém

Kinh gtri: Céc don vi quan tdm

Cin ctr Luat Dau thiu sé 43/2013/QH13 ngay 26/11/2013 cta Qubc Hoi nudc
CHXHCN Viét Nam; Nghi dinh sb 63/2014/ND-CP ngay 26/6/2014 ctia Chinh
Phu quy dinh chi tiét thi hanh mdt s6 didu ctia Luat Pu thiu v& lya chon nha thiu;

Cén ot vao Thong tu 58/2016/TT-BTC ngay 29/3/2016 cuia B§ Tai Chinh quy
dinh chi tiét vé& viéc str dung vén nha nude dé mua sdm nhdm duy tri hoat dong
thuong xuyén cua co quan nha nudce, don vi sy nghiép céng 1ap, to chuc chinh tri,
td chirc chinh tri - x& hdi, t6 chirc chinh tri x& hdi - nghé nghiép, t6 chac chinh tri
x4 hoi, tb chira xd hoi - nghe nghiép;

Can cur Thong tu s 68/2022/TT BTC ngay 11/1 1/2022 cthia B4 Tai Chinh ban
hanh stra ddi, bd sung mot so diéu cia Thong tur s6 58/2016/TT—BTC ngay 29 thang
3 nam 2016 quy dinh chi tiét viée st dung vOon nha nudc dé mua sdm nhim duy tri
hoat dong thudong xuyén clia co quan nha nude, don Vl thugc luc lugng vii trang
nhén dan, don vi su nghlep cong lap, td chutrc chinh trl t6 chic chinh trj - x& hoi, t6
chitc chinh tri xa hoi - nghe nghiép, td chire xa héi, td churc x4 héi - nghé nghiép.

Cian ctt Nghi dinh s6 98/2021/ND-CP ngay 08/11/2021 ctia Chinh Pht ban
hanh vé& quan 1y trang thiét bj Y t&; Nghi dinh s6 07/2023/NDP-CP ngay 03/03/2023
cia Chinh Pht ban hanh Nghi dinh sira déi, bd sung mét sb dleu cia Nghi dinh
s6 98/2021/ND-CP ngay 08 thang 11 ndm 2021 ctia Chinh pha vé quan 1y trang
thiét bi y té;

Céan ctr Nghi quyét sb 30/NQ CP ngay 04/03/2023 cua Chinh phu vé viée vé
viée tiép tuc thuc hién cac giai phap bao dam thude, trang thiét bi Y té;

Pé c6 cin cir 18p dy toan xay du’ng gia gbi thau. Bénh vién Pa khoa Khu vuc
Cém Pha théng bdo d& nghi cac don vi, doanh nghiép kinh doanh quan tdm guri bdo
gid hang hoa theo ndi dung cu thé nhu sau:

(1). Danh muc hang héa can cung cép: tai phu luc chi tiét dinh kem
(2) Yéu cau chao gia: bdo gia ghi 18 cac thong tin vé ching loai, cAu hinh,

tinh nang k¥ thuat trang thlet bi, don gia cu thé da | gbm thué, phi, 18 phi, chi phi van
chuyén giao hang va yéu ciu khic ctia bén mai thiu...

(3) Hiéu luc ctia bao gia: t6i thiéu 03 thang :

(4) Thoi gian nhén bdo gia: 10 ngiy, ké tir ngay 30/05/2023 dén hét ngay
08/06/2023.

(5) Dia chi nhan béo gia:






+ Dia chi nhan ban goc béo gia: Phong Hanh Chinh Quan tri, Bénh vién Pa
khoa Khu vuc Cam Pha (dia chi: phuong Cam Thinh, TP Cadm Pha, Quéng Ninh).
Dién thoai: 02033.950.759 ; 02033.940.116

+ Dia chi hgp thu dién ti: Email: hegtbvdkkvep@gmail.com

- Hinh thirc nhén béo gia: Bang Vin ban gidy ( Pon vi quan tdm c6 thé gui
trude file scan bang béo gia qua dia chi mail).

Kinh moi cac Cong ty/don vi quan tdm, ¢ kha ning cung cp hang hoa néu
trén, bdo gia chi tiet toan by danh muc hang hoa hoic ting phan theo mau bao gia
tai phu luc dinh kém.

Tran trong cam on./. Hs—

Noi nhin:

- Nhu trén;

- Website: BVPKKVCP;
- Luu: VT, HCQT.
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NH MUC HOA CHAT XET NGHIEM

STT Théng s6 k§ thuit Bcg'n ¥ | e
* = tinh lwgng
I hat sit dung cho mdy xét nghiém huyét hoe Model DxHG90
Hang Beckman
St dung nhw mét dung dich d&&m pha loéing dang
truong két hop véi mét tac nhéan ly giai khong chira
Dung dich pha lodng cyanide ding dé dém va dinh c& céc té bao mau
1 | dung cho xét nghiém trén hé thdng phan tich té bao tu dong - Thanh Thing 140
huyét hoc phén: Sodium Sulfate 13.73 g/L, Sodium Chloride
1.04 g/L, Tetracaine HCL 0,02 g/L, Imidazole 2,85
g/L
Chat ly giai hong cu dé dinh lugng hemoglobin,
Dung dich ly giai ding | dém NRBC, dém va do kich thuéc bach cu trén hé
2 | cho xét nghiém huyét | théng phén tich té bao huyét hoc - Thanh phan: Lo 8
hoc Quaternary Ammonium Salts 5-80 g/L., Sodium
Sulfite 1-5 g/L, Chét én dinh, Chét dém
i i Héa chat dé thuc hién phan tich nim thanh phén
Héa; chat d‘:{ng de bach ciu trong mdt miu mau, sir dung cong nghé
Cl‘luﬁn bl mau (ly giai VCSn. Thanh phin gdm hai loai hoa chét: - Héa
3 | hong cau va bao vé chét Erythrolyse gdm: yéu t6 1am 4m 0.3-1.5g/L, Lo 12
bach cﬁu) cho xét Formic Acid 1.2 mL/L - Hoa chét Stalilyse gém:
nghiém huyét hoc Sodium Carbonate 6 g/L, Natri clorua 14,5 g/L,
Natri sunfat 31,3 g/LL
Dung dich rira ding H’()a cﬂhé’it (:Ié SL:l’ dun’g [‘lhl{ m?t chfit l‘z‘im sacﬂh cho .
4 dtie etk Hak cac bd phar.l clia may phan tich té bao tL,r.dQng khi L 10
Y P tidn wiie v M 5 A, - 0
Z tiep xtic véi mau. - Thanh phan: Dung dich chira
huyét hoc enzym phan gidi protein
Hoéa chét kiém chuin huyét hoc dugc sir dung dé
Chét kidm chuén ding thef) doi sy hoz_it d(’,)nlg cﬁzi may huyét hoc .-
5 trén mév ohan tich ThE}nh phan: gom hong cau duoc on d;_l}h trgl}g . L 4
YP A ; v . 5 AL giA A A Q
P mdi truong dang truwong, thanh phan giong tiéu cau
huyét hoc va hdng ciu ¢b dinh mé phong bach ciu va hdng
clu c6 nhan.
"Hoa chat kiém chuan huyét hoc duogc sir dung dé
Clikt b chidi dii g thef d(’iiA sy hf}@t dc;)ng cua r:néy .huyét hoc. -h"_[‘hﬁnh
6 trén midv shan Heh phan: gom héng cau duogc 6n dmh p'ong‘ moi. B6 10
yp N e p AL R A oA s 0
£ trudng dang truong, thanh phan giong tiéu cau va
huy&t hoc hdng cAu ¢b dinh m6 phéng bach ciu va hdng ciu
cO nhéin.
o . Hoa chit dugc chi dinh str dung trén hé théng phan
Chat kiém chudn mdy | tich té bao ty dong két hop céc hda chit phan tich
5 | dung hiéu chinh théng dé theo dai gia tri phép do c4c théng s6 v& thé tich, L 9
s6 VCS trén may phén | d6 din, tan xa. - Thanh phan: mét dung dich chtra Q
tich huyét hoc céc hat nhu“a polystyrene trong chit dém chira chit
hoat tinh bé mat
Chét chuén diing dé chinh hé sb trén hé thdng phan
Chéit chuln mdy ding tich té bao tir dong duoe lit ké trong béng trong to
trén méy phan tich Inksert, Aket hgp vo1i Fl:lllOC‘ thir c:l_lA the.’ = Thanh ]:’)halll’i\ Hop
8 hyyit hae gom hong cau nguoi, thanh phan c6 kich thude tiéu 2

cdu duge 6n dinh trong méi trudng ding truong
Hong cau cd dinh dugc thém vao dé mo phong
bach cau




Héa chat sir dung cho méy xét nghiém huyét hoe Model XN 550,

' | Hang SYSMEX/Nhit Ban
; A 5 . | Thanh phén: Sodium chloride 0.7%; Tris buffer
1 Hlff‘ ctla}tlph? loding va | § >, EDTA2K 0.02% Thing | 50
Pren ey D Bao quén: 2 - 35 do C. Quy cach 20L x 1 hp
2 | 4N R Thanh phan: Polymethine 0.002%; methanol 3.0%; Hdop 10
zgu]umlg 4 nhém bach Ethylene Glycol 96.9%.Quy cach 42ml x 2 hdp
Dung dich Ly giai Bao quan: 2 - 35 d§ C. Thanh phan: Organic
3 | mang t€ bao trén kénh | quaternary ammonium salts 0.07%; Nonionic Hop 12
WDF surfactant 0.17%, Quy c4ch 5Lx1 thing
Hoéa chét ly giai hdng cau nhim xé4c dinh ndng do
huyét séc ‘té") trong mau,
- Thanh phan: Sodium Lauryl Sulfate 1.7 g/I.
4 }Il)ung (110111)1. o Sulfolyser 14 héa chét sach, khong cé Cyanide, doc Hop ¥/
emoglobin t6 thap, hemoglobin dugc do dua trén phuong phéap
mé&i duge phat trién SLS-Hb. Tiéu chuén ISO
13485
Cong dyng: Chat hidu chuin cho méy huyét hoc,
) dé hiéu chuin cac théng s6 WBC, RBC, HGB,
s Hoa chat hiéu chinh HCT, PLT va RET i 1
may chung Thanh phén: bao gém té bao héng céu, bach ciu, 0
tiéu cAu va hdng cdu nhan & ngudi dwoc giit 6n
dinh trong méi trudng cé chit bao quan
-Céng dung: Chit chudn may xét nghiém huyét
x 2 . i hoc. Bao quan: tir2 - 8 d6 C
6 | Mau chuan méy mire 1 Thanh phcff"in: m4u toan phan c6 ngudn gbe tir La 12
ngudi. Quy cach: 3.0ml x 1lg
-Cong dung: Chat chuin may xét nghiém huyét
7 | MAu chuin may mirc 2 e e | = A % Lo 12
Thanh phan: mau toan phan c6 ngudn goc tir '
nguoi. Quy cach: 3.0ml x 1lo
-Céng dung: Chat chudn méy xét nghiém huyét
. 2 . , hoc. Bao quan: tir 2 - 8 d6 C
8 | Miuchuanmiymie3 | \npap phan: mau toan phin c6 ngudn gbe tir La 12
nguoi. Quy cach: 3.0ml x 1lo
Céng dung: dung dich kiém manh diing dé rira hé
o |Dung dich rira hé théng. Béo quan: 1 - 30 d6 C.Sau khi mé nép n Ho 4
théng dinh t6i khi hét han. Thanh phin: Sodium /P
Hypochloride 5.0%, Quy Cach 4ml x20 lo
10 pKﬁgnmh“t mau benh Kim hit méu, Tai 01 C4i . Tiéu chuin ISO13485 Ci 1
111 Hoa chit si dung cho may xét nghiém huyét hoc Model CELLTAC
MEK6420/6510/7300, Hing NTHON KOHDEN/ Nhit Ban san xuit
Diing lam chét pha loding cho may phan tich
huyét hoc )
. 4 N Trang thai vat li: chat long, khong mau, khéng ;
1 | Hoa chat pha loang mis, D6 pH: 7.35 dén 7.55 Thung 12
Tinh tan: tan trong nude
Thanh phan: Natri clorid, Sulfate
5 Hoa chat ly giai Diing lam chit ly giai cho may phan tich huyét B 6

hong cau mirc

hoc




thuong Trang théi vét li: chit 16ng, khong mau,Mui: nhe,
Do pH: 4 dén 7
Tinh tan: tan trong nuéc
Thanh phan: Chét hoat dong bé mit mang dién
tich duong
Dung lam chat ly giai cho may phén tich huyét
hoc
Trang théi vat li: chit 16ng, khong mau, khong
3 hHO"na Ciﬁ lri f;ar‘na | miDo pH: 7.5 dén 9.5 Lo 4
& Tinh tan: tan trong nudc
Thanh phan: Chit hoat déng b& mat mang dién
tich &m
Diing dé kiém chuén may phén tich huyét hoc
Trang thai vét 1i: chat Iong
Ho4 chét chuén may Mau: 46 sim
4 . Do pH: trung tinh Lo 2
mirc manh
Tinh tan: tan trong nude
Thanh phan Hong cAu ngudi, bach ciu bi kich
thich va tiéu cdu cua dong vét c6 v
Dung lam chét rira cho may phan tich huyét hoc
Trang thai vat Ii: chat léng, Mau: xanh 14, Mui:
Dung dich rita mdy | nhe, D6 pH: 7,7 dén 8,3 :
> murc thudng Tinh tan: tan trong nuéc Thimg *
Thanh phan: Polyoxyethylene nonylphenyl ether
va Ethylene glycol monophenyl ether
Diing 1am chét rira cho médy phan tich huyét hoc
Trang thai vat li: chét long
Dung dich rira mdy Mau; ving hofc vang-xanh 14
6 e sk Mui: kho chiu (clo) Thung 3
: b6 pH: 10 dén 13
Tinh tan: tan trong nude
Thanh phin: Dung djch Natri hypoclorit
7 | Day bom Déy bom cho may xét nghiém huyét hoc Cai 2
% Ho# chat ding cho mdy phén tich huyét hoc celldiff 3+ , Biorex
Diagnostics Ltd, Anh
1 | Nuée rira may Sodium Hypochlorite 5% Can 1
NaCl £9.4%
2 | Hoa chét pha lodng Buffer < 1.6% Can 10
Anti-Microbial Agent <1.0%
Surfactants 20.0g/1
g i Sodium Chloride 6.0g/1
> | Ho ehRtly gidd Buffering Agent 4.0g/1 Can q
Preservatives 0.5%
v Héa chat sit dung cho may xét nghiém mién dich ACCESS II /
DXI800 - Beckman
1 Y - Pham vi phén tich: 0,6— 1350 mIU/mL -
Hia ghatf %L Phuong phap xét nghié én dich h
nghim dinh hrong g phdp x¢ét nghi¢m: mién dich enzym hai Hop 19

BHCG toan phin

budc lién tiép (“sandwich”) - Thanh phan: Rla:
Céc hat thuén tir phu IgG khéng chudt & dé: cac




phire hop khéang PhCG don dong & chudt duoc
huyen phu trong dung dich muoi dém TRIS, c6
chét hoat tinh bé mat, albumin huyét thanh bd
(BSA), < 0,1% natri azit va 0,1% ProClin 300
R1b: Protein (dé, chudt va tai t6 hop) duoc pha
loéing trong dung dich mubi dém citrate, c6 chét
hoat tinh bé mit, < 0,1% natri azit va 0,1%
ProClin 300. R1c:Lién hop photphataza kiém
khang BhCG & tho (tai tb hop) duoc pha loéng
trong dung dich mudi dém MES, c6 chét hoat
tinh b& mit, BSA, protein (tho), < 0,1% natri azit
va 0,25% ProClin 300

Héa chét chuén coa
dinh lvong BHCG

- Thanh phan: S0: Chét nén dém albumin huyét
thanh bd (BSA) c¢6 chét hoat tinh bé mat, <0,1%
natri azit, 0,5% ProClin 300. Chira 0 mIU/mL
(IU/L) hCG. 81,82,83,84,85: hCG & ndng do
xép xi 6, 35, 195, 620 va 1.350 mIU/mL (IU/L)
trong chét nén dém BSA c6 chét hoat tinh bé
mit, < 0,1% natri azit va 0,5% ProClin 300.

Hoa chét xét nghiém
dinh lugng hormon
TSH

- Pham vi phén tich: 0,005-50 pIU/mL - Phuong
phap xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phén: Rla: Céc hat thuan
tir phi khang thé khang TSH & ngudi don dong ¢
chudt dugce huyen phu trong dung dich muoi
dém TRIS, c6 chét hoat tinh bé mat, albumin
huyét thanh bd (BSA), < 0,1% natri azit va 0,1%
ProClin 300 R1b: Dung dich mudi dém TRIS c6
chét hoat tinh bé mit, BSA, protein (chudt), <
0,1% natri azit va 0,1% ProClin 300 R1c:Lién
hop photphataza kiém khang TSH trén ngum
don dong & chudt trong dung dich mu01 dém
ACES, c6 chét hoat tinh b& mit, chit nén BSA,
protein (chudt), < 0,1% natri azit va 0,25%
ProClin 300 R1d: Lién hgp photphataza kidm
khéng TSH trén ngudi don dong ¢ chudt trong
dung dich mu01 dém ACES, c6 chét hoat tinh bé
mit, chit nén BSA, protein (chuot) < 0,1% natri
azit va 0,25% ProClin 300

18

Ch’ét chuin cua hoa
chat dinh lugng
hormone TSH

- Thanh phan: SO Chat nén albumin huyét thanh
bo (BSA) dém co chit hoat dong bé mit, < 0,1%
natri azit, 0,5% ProClin 300. Chtra 0 pIU/mL
(mIU/L) hTSH $1,82,83,54,85: Xip xi 0,05,
0,3, 3, 15 va 50 plU/mL (mIU/L) hTSH, trong
chit ndn dém BSA c6 chét hoat dong bé mit, <
0,1% natri azit va 0,5% ProClin 300

Héa chit xét nghiém
dinh lugng nE“)ng do
hormone tuyén giép
T3 toan phan

- Pham vi phén tich: 0,1 - 8 ng/mL (0,2-12,3
nmol/L) - Phuong phép xét nghiém: mién dich
enzym lién két canh tranh - Thanh phén: Rla:
Lién hop photphataza kiém khang T3 don dong
& chudt (bd) va céc hat thuén tir phu streptavidin
trong dung dich dém TRIS c6 protein (chim va
chudt), chit hoat tinh bé mit, < 0,1% natri azit

32




va 0,1% ProClin 300. R1b: Analog T3 dugc lién
két v6i biotin trong dung dich dém TRIS c6
protein (chim), chit hoat tinh bé& mit, < 0,1%
natri azit va 0,1% ProClin 300. R1c: Dung dich
natri hidroxit 0,4N (NaOH) c6 8-Anilino-1-
Napthalenesulfonic Acid (ANS). R1d: 0,4N
dung dich axit clohydric (HCI).

Hoa chét chudn cua
héa chat dinh luong
T3 toan phan

- Thanh phan: SO: Huyét thanh nguoi, < 0,1%
natri azit va 0,025% Cosmocil CQ chira 0 ng/mL
(nmol/L) Triiodothyronine. S1, S2, 83, S4, S5:
Triiodothyronine & néng do xép xi0,5,1,2,4 va
8 ng/mL (0,8, 1,5, 3,1, 6,1 va 12,3 nmol/L) trong
huyét thanh ngudi c6 < 0,1% natri azit va
0,025% Cosmocil CQ.

n

Hop

Hoa chit xét nghiém
dinh lugng ndng dd
hormone tuyén giap
T4 tu do

- Pham vi phén tich: 0,25-6 ng/dL [3,2— 77 2
pmol/L] - Phuong phép xét nghiém: mién dich
enzym hai buéc - Thanh phén: R1a: Céc hat
thuén tir Dynabeads pht streptavidin trong dung
dich dém TRIS c6 protein (chim), chét hoat tinh
bé mat, 0,125% NaN3 va 0,125% ProClin 300.
R1b: Dung dich mudi dém TRIS c6 protein
(chim), chat hoat tinh b& mat, < 0,1% NaN3 va
0,1% ProClin 300. R1c: Dung dich mudi dém
TRIS c6 protein (chim), chét hoat tinh bé miit,
0,125% NaN3 va 0,125% ProClin 300. R1d:
Chét cdng hop triiodothyronine-photphataza
kidm (bo) trong dung dich dém TRIS ¢6 protein
(chim), chét hoat tinh b& mit, < 0,1% NaN3 va
0,1% ProClin 300. R1le: Khang thé khang
Thyroxine (T4) don dong & chudt duge lién két
véi biotin trong dung dich dém TRIS c6 protein
(chim va chudt), chét hoat tinh bé mat, 0,125%
NaN3 va 0,125% ProClin 300.

32

Hbéa Ch'ét chuan cta
héa chat dinh lugng
T4 tu do

- Thanh phan: SO: Huyét thanh ngudi véi < 0,1%
natri azit va 0,5% ProClin 300. Chtra 0 ng/dL (0
pmol/L) thyroxine. S1, S2, S3, S4, S85:
Thyroxine tu do trong huyét thanh ngudi & néng
do xdp xi 0,5, 1, 2, 3 va 6 ng/dL (x4p xi 6,4,
12,9, 25,7, 38,6 va 77,2 pmol/L), c¢6 < 0,1% natri
azit va 0,5% ProClin 300.

Hop

Hoéa chit xét nghiém
dinh luong nong do
al-fetoprotein

- Pham vi phén tich: 0,5-3.000 ng/mL [0,41-
2.478 TU/mL] - Phuong phép xét nghiém: mién
dich enzym hai vi tr (“sandwich”) - Thanh phén:
Rla: Céc hat thun tir pht1 khéng thé khéang AFP
don dong & chudt duoc huyén phti trong dung
dich mudi dém TRIS, c6 chét hoat tinh bé mit,
chét nén albumin huyét thanh bo (BSA), < 0,1%
natri azit va 0,1% ProClin 300. R1b: Lién hop
photphataza kiém khang AFP don dong & chudt
(bd) duoc pha lodng trong dung dich mubi dém
photphat, c6 chét hoat tinh b& mit, chit nén
BSA, protein (dé, tho, chudt), <0,1% natri azit




va 0,25% ProClin 300.

10

Hoa chit ding dé
chudn xét nghiém
dinh lugng nf‘)ng do
al-fetoprotein

- Thanh phan: SO: Chat nén albumin huyét thanh
bo (BSA) d&m c6 chét hoat tinh bé mit, < 0,1%
natri azit, 0,1% ProClin 300. Chira 0 ng/mL
AFP. $1,82,53,84,S5, S6: AFP & ndng dd xép xi
2,5,5,25,100, 500 va 3.000 ng/mL (2,1, 4,1, 21,
83, 413 va 2.478 IU/mL), trong chit nén dém
BSA c6 chit hoat tinh bé mat, < 0,1% natri azit
va 0,1% ProClin 300.

11

Hoa chét dinh lugng
CEA

- Pham vi béo cao: 0,1-1.000 ng/ml. - Phuong
phép xét nghiém: mién dich enzym hai vi tri
“sandwich” - Thanh phan: Rla: Pha rén: Céc hat
thudn tir phi khang thé khang CEA MAb &
chudt, duge huyén phu trong dung dich dém
TRIS, albumin huyét thanh bo (BSA), c6 < 0,1%
natri azit va 0,1% ProClin 300. R1b: Chét pha
lodng: Dung dich dém photphat, protein (chudt,
bo) véi < 0,1% natri azit va 0,1% ProClin 300.
Rlc: Lién hop: Khang thé khdng CEA MAb &
chudt duge lign két véi photphataza kiém (bo),
dugc pha lodng trong dung dich dém photphat,
protein (bo), <0,1% natri azit va 0,1% ProClin
300.

10

12

Hoéa chit chuin ctia
phan tng CEA

- Thanh phan: S0: Dung dich dém photphat,
protein (bo), < 0,1% natri azit va 0,1% ProClin
300. S1,52,83,54,S5: Khang nguyén
carcmoembryomc ngudi & cac mire ndng dd xép
xi 1, 10, 100, 500, 1.000 ng/mL., trong dung dich
dém phosphate, protein (bo), < 0,1% natri azit va
0,1% ProClin 300.

Hop

13

Hoéa chét dinh luong
CA 12-5

- Pham vi phan tich: 0,5 U/mL - 5.000 U/mL -
Phuong phap xét nghiém: mién dich enzym hai
vi tri (“sandwich”) - Thanh pha\"ln: R1a: Cac hat
thuén tir phti khéng thé khéng biotin & dé, gin
biotin khang nguyén khang CA 125, khéng thé
don dong & chudt, albumin huyét thanh bo, <
0,1% natri azit va 0,1% ProClin 300. R1b: Lién
hop photphataza kiém-khang nguyén khang CA
125 don dong & chudt (bo), albumin huyét thanh
bo, < 0,1% natri azit va 0,1% ProClin 300. Rlc:
Dung dich dém protein (bo, dé, chudt), < 0,1%
natri azit va 0,1% ProClin 300.

10

14

H6a chit chuén cua
phan tmg CA 12-5

- Thanh phan: S0: Albumin huyét thanh bd
(BSA) dém, <0,1% natri azit va 0,5% ProClin
300. 51,82,83,54,S5: Khang nguyén CA 125 &
céc ndng d xap xi 25, 100, 500, 2.000 va 5.000
U/mL, trong BSA dém, < 0,1% natri azit va
0,5% ProClin 300.

15

Hoa chét dinh luong
CA 19-9

- Pham vi phén tich: 0,8-2.000 U/mL - Phuong
phap xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phan: R1a: Cac hat thuin




tir, phi1 khang thé khang biotin da dong & dé,
albumun huyét thanh bo, <0,1% natri azit va
0,1% ProClin 300. R1b: Lién hgp photphataza
kiém-khang nguyén khang CA 19-9 don dong &
chudt (bo), albumin huyét thanh bo, <0,1% natri
azit va 0,1% ProClin 300. R1c: Lién hgp biotin-
khang nguyén khang CA 19-9 don dong ¢ chudt,
albumin huyét thanh bo, <0,1% natri azit va
0,1% ProClin 300. R1d: Dung dich dém protein
(bo, dé, chudt), < 0,1% natri azit va 0,1%
ProClin 300.

Hoa chat chuén coa

- Thanh phén: S0: Albumin huyét thanh bo
(BSA) dém, < 0,1% natri azit va 0,5% ProClin
300. S1, 82, S3, S4, S5: Khang nguyén CA 19-9

18 glji“; + dinh luong | & sc ndng 46 xhp xi 30, 90, 300, 900 va 2,000 | TP | 2
U/mL, trong BSA dém, < 0,1% natri azit va
0,5% ProClin 300.
- Pham vi phén tich: 0,5-1.000 U/mL - Phuong
phép xét nghiém: mién dich enzym hai vi tri
(“sandwich™) - Thanh phan: R1a: C4c hat thuén
tir pht khang thé khang biotin & dé, gin biotin
khang nguyén khang CA 15-3, khang thé don
17 | Hoa chit dinh lugng | dong & chudt, albumin huyét thanh bo, < 0,1% Hop -
CA 15-3 natri azit va 0,1% ProClin 300. R1b: Lién hop i
photphataza kiém-khang nguyén khang CA 15-3
don dong & chudt (bd), albumin huyét thanh bo,
< 0,1% natri azit, 0,25% ProClin 300. R1c: Dung
dich dém protein (bo, dé, chudt), < 0,1% natri
azit, 0,1% ProClin 300.
- Thanh phén: S0: Albumin huyét thanh bod
Héa chat chuin ciia (BSA) dém, < 0,1% natri azit va 0,5% ProClin
18 | phéin ting djsih krong 300. S1,52,53,54,S5: Khang nguyén CA 15-3 ¢ Hop 5
CA 153 i cac nong do xap xi 10, 50, 100, 500 va 1.000 "
U/mL trong BSA dém, < 0,1% natri azit va 0,5%
ProClin 300.
Tiong ok idntm | Thanh phén: Phosphatase kiém, 1% albumin
19 iy J huyét thanh bo (BSA), 0,25% ProClin 300, < Hép 2
0,1% natri gzit.
. . . - Thanh phan: Dung dich dém chira dioxetane
g |Dvoedichboaphat | a0en BED, ohif hujnhquang v chit hoat Hop 14
quang tinh bé miit
- Thanh phan: Dung dich mubi dém TRIS, chét
Dung dich rira dong | hoat tinh bé mat, < natri azit 0,1% va <0,05%
21 | may mién dich khéi lugng phan ting ctia: 5-chloro-2-methyl-4- Hop 50
Access isothiazolin-3-mot va 2-methyl-4-isothiazolin-3-
mot (3:1)
22 | Giéng phan Gng may | Chét liéu Polypropylene; Dung tich t&i da 1 mL Tai
g o Ky " - Pham vi phan tich: 0,008-150 ng/mL (hiéu
Mo chat xECIBNIGEL | 08 srobineoh) hiane Di00F-191 el (hibu )
23 | dinh lugng PSA toan A P A Hop Z
ghlin chuan WHO) - Phuong phép xét nghiém: mien

dich enzym hai vi tri (“sandwich”) - Thanh phdn:




R1la: Céc hat thuan tir phii khang thé khang PSA
don dong & chudt duoc huyén phu trong dung
dich mubi dém TRIS, c6 chét hoat tinh b mit,
albumin huyét thanh bo (BSA), < 0,1% natri azit
va 0,1% ProClin 300. R1b: Lién hop
photphataza kiém khang PSA don dong & chudt
(bd) duoc pha losing trong dung dich mudi dém
photphat, c6 chit hoat tinh bé mit, BSA, protein
(chudt), < 0,1% natri azit va 0,25% ProClin 300.

Hoa chat chuin xét

- Thanh phan: S0: Albumin huyét thanh bo

(BSA) dém, < 0,1% natri azit va 0,5% ProClin
300. S1,S2,83,54,S5: PSA trong huyét thanh &
muic xAp xi 0,5, 2, 10, 75 va 150 ng/mL dbi véi

# ;%hjfg édmﬁ}‘l uong hiéu chuén ctia Hybritech (hodc 0,4, 1,7, 8, 58 va Hop 2
il phan 121 ng/mL dbi v6i hiéu chudn cta WHO) trong
BSA dém, < 0,1% natri azit va 0,5% ProClin
300.
- Pham vi phén tich: 0,008-150 ng/mL (hiéu
chuén Hybritech) hoiic 0,008-121 ng/mL (hi¢u
chuin WHO) - Phuong phép xét nghiém: mién
dich enzym hai vi tri (“sandwich”) - Thanh phin:
Rla: Céc hat thuén tir phti khang thé khang PSA
Hoéa chit xét nghiém | don dong & chudt dugc huyén phu trong dung
25 | dinh lugng PSA tu dich mubi dém TRIS, c6 chit hoat tinh bé mit, Hop 2
do albumin huyét thanh bod (BSA), < 0,1% natri azit
va 0,1% ProClin 300. R1b: Lién hop
photphataza kiém khang PSA don dong & chudt
(bd) duoc pha lodng trong dung dich mudi dém
photphat, c6 chit hoat tinh bé mit, BSA, protein
(chudt), < 0,1% natri azit va 0,25% ProClin 300.
- Thanh phén: S0: Albumin huyét thanh bo
(BSA) dém, < 0,1% natri azit va 0,5% ProClin
% ... 300. S1,52,53,54,S5: PSA trong huyét thanh &
Chat chuan xét o ook o h L e
3% | nghidm diph liromg mlj.’c xapgx1 09,5 L lq, 75val ?0 ng/mL doi véi ‘ Hop 1
PS A.tLr dc.) hiéu chuan clia Hybritech (hpac 0,4,1,7,8,58va
: 121 ng/mL @6i v6i hi€u chuan cia WHO) trong
BSA dém, < 0,1% natri azit va 0,5% ProClin
300.
- Thanh phan: QCI1, QC2, QC3: Tai td hop phirc
. " hop BNP ngudi vao khoang 80, 400, va 2200
27 Elgzg dielr pha lagng pg/ml (ng/L), twong tng, trong dém BSA hoat Hop 1
ddng trén bé mat chat nén, <0.1% sodium azide,
) va 0,1% ProClin 300
gp | Dungdichatamby | ugucy ohdn chivk: Aot Bt so. Binh 1
hang ngay
29 ;“n?lgkglch THamay | Thanh phin: KOH 1-5% Binh 1
Héa chét xétnghiem |1y 8 i dih ey
30 | dinh lwong Troponin Y : Hop 42

I siéu nhay

budc lién tiép (“sandwich”) - Thanh phan: Rla:
Cac hat thuén tir Dynabeads dugc bao phu bang




khéng thé don dong & chudt khang cTnl clia
ngudi duge tao huyén phi trong dung dich mudi
dém TRIS, c6 chit hoat déng bé mit, albumin
huyét thanh bo (BSA), natri azit < 0,1% va
ProClin 300 0,1% R1b: 0,1N NaOH R1c:Dung
dich mudi dém TRIS, chét hoat dong bé mit,
protein (chudt), natri azit < 0,1% va ProClin 300
0,1%. R1d: Chét cong hop giita khang thé don
dong & ctru khang c¢Tnl ctia ngudi véoi
phosphatase kiém dugc pha losng trong dung
dich mubi dém ACES, c¢6 chit hoat dong bé mit,
chéit nén BSA, protein (bo, ctru, chudt), natri azit
<0,1% va ProClin 300 0,25%.

Chét chuan cta xét

- Thanh phén: SO: Chét nén dém albumin huyét
thanh bd (BSA) véi chét hoat dong bé mit <
0,1% Natri azua, va 0,1% ProClin 300
S$1,82,83,54,55,86: Hop chét troponin téi t6 hop
& ndng d6 c¢Tnl khoang 30,7, 144, 567, 2.293,

31 | nghiém dinh luong Hoép

Troponin I siéu nhay 9.280 va 27.027 pg/mL trong chét néq dém
albumin huyét thanh bo (BSA) véi chat hoat
dong bé mat, < 0,1% Natri azua va 0,1% ProClin
300

Chét kiém tra chit Cha} kiém chung d g longﬂ, d}r(yc c:,(huann B fu’

Tincitig chic Eemat huyét tl.'l‘anh ngudi. Nong do cdc chat pha.r} tich

32 AR duogc diéu chinh véi cac hoa chat tinh khiét va Lo
nghiém tim mach . £ 1A s . ar A nt a s

s céc ché pham tir protein tai to hop, mo ho#c dich

murc 1 2 s
co thé ngudi

Chét kiém tracht | Chat kiém ching dang 1ong, duge chuan bj tl

luigng cho efic:x&f huy€t thanh ngudi. Nong do cac chat pha-r} tich

33 5 duoc diéu chinh véi cac hoa chat tinh khiét va Lo
nghiém tim mach P P g ot e s

: cac ché pham tir protein tai t0 hgp, mé hodc dich

muc 2 2 i
co thé nguoi

Chit kidm tra chét Cha:g kll;an;;hung _dang lm:ig: dlr.r(_rchcihuanﬂ bi :ur

3 | heong cho cliext huy¢t t. anh nguoi. _Nong 9 cacc .at pha.r} tich

i duogce diéu chinh véi cac hoa chat tinh khiét va Lo
nghiém tim mach » £ g x ., a s Aow 1
f céc ché pham tir protein tai to hop, mo ho#c dich

muc 3 3 s
co thé ngudi
Dang dong kho tang d6 o6n dinh, 100% Huy?t
thanh ngudi, chira 54 thong so. Bao gom ca f—2

) ) — Microglobulin, CA15- 3, CA19-9, CA125,

Hoa chét ndi ki€m Growth Hormone (GH), Oestradiol, .

35 micn dich cao cap 3 | Paracetamol, 1-25-(OH)2 - Vitamin D*... On HoOP
mitc [A premium dinh dén han taj 2- 8°C. Muc Ferritin va Vitamin *
plus 1,2 and 3 B12 pht hop @€ theo ddi bénh thieu méau. Nong

do TSH rat thap & mic 1. On dinh sau hoan
nguyén trong 7 ngay & 2-8°C hoac 28 ngay tai -
20°0C.

) - Pham vi phan tich: 0,4-60 pg/dL [11-1.655

36 Hoa chat dinh lugng | nmol/L] - Phuong phap xét nghiém: micn dich H6
Cortisol. enzym lién két canh tranh - Thanh phan: Rla: op

Chét cong hop cortisol — phosphatase kiém (bo)




va cac hat thudn tir pht khang thé dé khang IgG
thd trong dung dich mudi dém TRIS, c6 chét
hoat dong bé mit, chit nén BSA matrix va <
0,1% natri azit. R1b: Huyét thanh mién dich cta
thd khang cortisol trong dung dich mubi dém
TRIS, ¢6 chit hoat dong bé mit, chit nén BSA
va < 0,1% natri azit.

37

Ch’ét chuin ctia hoa
chat dinh luong
Cortisol

- Thanh phan: S0: Huyét thanh ngudi véi <
0,1% natri azit va 0,5% ProClin 300. C6 chita 0
pg/dL (nmol/L) cortisol. S1,52,53,54,S5:
Cortisol (horp chét héa hoc tinh sach) trong huyét
thanh ngudi 14n hrot & céc mic nong dd xap xi 2,
5, 10, 25 va 60 png/dL (55, 138, 276, 690 va
1.655 nmol/L), c6 < 0,1% natri azit va 0,5%
ProClin 300.

38

Giéng phan tmg

- Thanh phan QC1: Huyét trong nguoi duoc khir
x0, HBs Ag 4m tinh, < 0,1% NaN3, 0,25%
ProClin 300 QC2: Huyét twong ngudi dwoc khit
x0, HBs Ag duong tinh, < 0,1% NaN3, 0,25%
ProClin 300

26

39

Hoéa chit dinh lugng
BNP

-Pham vi phén tich: 1 - 5000 pg/mL - Phuong
phap xét nghidm: mién dich enzym hai vi trf
(“sandwich”) - Thanh phan: R1a Céc hat tir tinh
c6 phti khang thé don dong chudt khang BNP
ngudi hoa trong mudi dém TRIS, vé6i albumin
huyét thanh bo (BSA), 0.1% ProClin 300, va
<0.1% sodium azide. R1b Khang thé IgG chudt
va dé tinh sach trong mubi dém TRIS, albumin
huyét thanh bd, 0.1% ProClin 300, va < 0.1%
sodium azide. R1c Phirc hop khéng thé don
dong chudt khang BNP nguoi- alkaline
phosphatase (bd) trong mudi dém PBS véi BSA,
0.1% ProClin 300, va <0.1% sodium azide.

12

40

Chét ki,ém tra cua
héa chat dinh lugng
BNP

- Thanh phin: QCI, QC2, QC3: Tai tb hop phirc
hop BNP ngudi vao khoang 80, 400, va 2200
pg/ml (ng/L), twong g, trong dém BSA hoat
ddng trén b& mit chit nén, <0.1% sodium azide,
va 0,1% ProClin 300

Hop

41

Chét chuén cta xét
nghiém dinh lugng
BNP

- Thanh phén: S0: Chét nén albumin huyét thanh
bd (BSA) trong dém véi chit hoat dong bé miit,
<0.1% sodium azide, va 0.1% ProClin 300.
51,52,53,54,85: Phirc hop BNP ngudi téi t6 hop
& céc mure xAp xi 25, 100, 500, 2500, va 5000
pg/mL trong chit nén BSA dém vdi chit hoat
dong bé mit, <0.1% sodium azide, va 0.1%
ProClin 300,

42

Hoa chat dinh luong
ferritin

- Pham vi phén tich: 0,2—1.500 ng/mL (ug/L). -
Phuong phép xét nghiém: mién dich enzym hai
vi trf (“sandwich”) - Thanh phin: Rla: Céc hat
thuén tir pht khéng thé dé khang IgG cua chudt:
céc phirc hop khang thé don dong cia chudt
khang ferritin dwgc huyén phit héa trong dung

Hop




dich mudi dém TRIS, c6 chét hoat déng bé mit,
albumin huyét thanh bo (BSA), < 0,1% natri azit
va 0,1% ProClin 300. R1b: Chét cong hop khang
thé ctia dé khéang ferritin — phosphatase kiém
trong dung dich mudi dém TRIS, c6 chét hoat
dong bé mit, BSA, protein (ctia d€, chudt), <
0,1% natri azit va 0,1% ProClin 300.

43

Chét chuén ctia héa
chat dinh lugng
ferritin

- Thanh phén: SO: Chét nén albumin huyét thanh
bd (BSA) dém c6 chét hoat dong bé mit, < 0,1%
natri azit, 0,5% ProClin 300. Cé chita 0 ng/mL
(mg/L) ferritin. S1, 82, 83, S4, 85: Ferritin & gan
nguoi 14n lugt & cac mire ndng d6 xép xi 10, 50,
200, 500 va 1.500 ng/mL (pg/L), trong chit nén
BSA dém c6 chét hoat dong bé mat, < 0,1% natri
azit va 0,5% ProClin 300.

44

Héa chét dinh luong
HBsAg

- Phuong phép xét nghiém: mién dich enzym
mdt bude (“sandwich”) - Thanh phin: Rla: Céc
hat thuén tir Dynabeads phu streptavidin va lién
két voi cac khang thé dic hiéu HBs Ag don dong
(chuot) duge gin biotin trong dung dich dém
TRIS c6 albumin huyét thanh bo (BSA), <0,1%
natri azit va 0,25% ProClin 300 R1b: Dung dich
dém TRIS c6 chit hoat tinh bé mat, protein
(chudt, bo), < 0,1% natri azit va 0,25% ProClin
300 Rlc: Khang thé dic hiéu HBs Ag don dong
(chuét) lién hop véi photphataza kiém (tai to
hop) trong dung dich dém phosphate c6 chét
hoat tinh b mit, BSA, < 0,1% natri azit va
0,25% ProClin 300

45

Ch:élt chuén coa héa
chat dinh lvong
HBsAg

- Thanh phan: CO: Chit hiéu chuén 4m tinh: Chat
nén BSA dém, < 0,1% NaN3, 0,25% ProClin
300 C1: Chét hiéu chuin duong tinh: Chét nén
BSA dém, khang nguyén HBs, < 0,1% NaN3,
0,25% ProClin 300

46

Chét ki’ém tra ciia
héa chat dinh luong
HBsAg

- Thanh phan QC1: Huyét twong ngudi duoc khir
x0, HBs Ag 4m tinh, < 0,1% NaN3, 0,25%
ProClin 300 QC2: Huyét twong ngudi duge khir
x0, HBs Ag duong tinh, < 0,1% NaN3, 0,25%
ProClin 300

47

Héa chit dinh luong
HBsAb

- Pham vi phén tich: 0-750 mIU/mL - Phuong
phép xét nghiém: mién dich enzym mot bude
(“sandwich”) - Thanh phﬁn: Rla: Céc hat thuin
ttr phu khéng nguyén bé mit vi-rit viém gan B
(loai phu “ay” va “ad”, tr nguoi, khir hoat tinh
bang nhiét), trong dung dich mudi d&m TRIS, c6
chét hoat tinh bé mit, BSA, < 0,1% natri azit va
0,0025% Cosmocil. R1b: Dung dich tién xt Iy:
Dung dich mudi dém TRIS c6 chét hoat tinh bé
mat, BSA, <0,1% natri azit va 0,125% ProClin
300. Rlc: Lién hop: Khang nguyén bé mit vi-rit
viém gan B (loai phu “ay” va “ad”, tir nguoi, khir
hoat tinh bing nhiét) — photphataza kiém (t4i t6




hop) trong dung dich mudi dém phosphate, cé
chat hoat tinh bé mit, BSA, < 0,1% natri azit va
0,25% ProClin 300.

48

Ch’g’lt chuén cia héa
chat dinh lugng
HBsADb

- Thanh phan: SO: Huyét twong da khur xo/huyét
thanh ngudi, ¢6 0 mIU/mL khéng thé khang
HBs, < 0,1% natri azit, 0,25% ProClin 300
S1,52,53,54,S5: Huyét tuwong nguoi da khir xo
chira x4p xi 10, 20, 50, 250 va 750 mIU/mL
khéng thé khang HBs Ag, < 0,1% natri azit,
0,25% ProClin 300

49

Chét ki,ém tra cua
hoéa chat dinh lugng
HBsAb

- Thanh phan: QC1: Huyét tvong ngudi duoc
khtr xo, < 0,1% natri azit, 0,25% ProClin 300.
Am tinh (khéng phan ting) v6i khang thé khang
HBs QC2: Huyét tuong ngudi da khir xo ¢6 céc
gamma globulin ngudi dic hiéu vai HBs Ag, <
0,1% natri azit, 0,25% ProClin 300. Duong tinh
(phén tmg) v&i khang thé khang HBs & ndng do
xép xi 60 mIU/mL.

Hop

50

Hoa chit xét nghiém
dinh lugng TgAb

- Pham vi phén tich: 0,9-2.500 IU/mL - Phuong
phap xét nghiém: mién dich enzym hai buéc tién
tiép (“sandwich”) - Thanh phén: Rla: Céc hat
thuén tir Dynabeads phu streptavidin va duoc
lién két véi thyroglobulin ¢6 gin biotin & ngudi,
duoc huyén phu trong dung dich dém TRIS ¢
protein (bd), < 0,1% natri azit va 0,1% ProClin
300 R1b: Lién hop photphataza kiém -
thyroglobulin & ngudi (bo) trong dung dich dém
TRIS c6 protein (bo), < 0,1% natri azit va 0,1%
ProClin 300 Rlc: Dung dich dém TRIS c6 <
0,1% natri azit va 0,1% ProClin 300 R1d: Dung
dich dém TRIS c6 chira "blocking polymer", <
0,1% natri azit va 0,1% ProClin 300

Hop

51

Ch}ét chuén ctia hoa
chat dinh luong
TGADb

- Thanh phén: SO: Huyét thanh nguoi véi < 0,1%
natri azit va 0,5% ProClin 300. Chira 0 IU/mL
khang thé thyroglobulin $1,52,S3, 54,S5: Khang
thé thyro globuhn ngudi trong huyet thanh nguoi
& nong do xap xi 50, 250, 500, 1.000 va 2.500
IU/mL c6 < 0,1% natri azit va 0,5% ProClin 300

52

Hoa chét xét nghiém
dinh lwong Tg

- Pham vi phén tich: 0,1-500 ng/mL - Phuong
phap xét nghiém: mién dich enzym mét bude
ddng thoi (“sandwich”) - Thanh phén: R1a: Céc
hat thuén tir Dynabeads phu streptavidin, duoc
huyén phi trong dung dich dém TRIS c6 protein
(bo), <0,1% natri azit va 0,1% ProClin 300.
R1b: Lién hop photphataza kiém-khang thé
khéng thyroglobulin don dong & chudt (bo) trong
dung dich dém TRIS c6 protein (bo, chudt), <
0,1% natri azit va 0,1% ProClin 300. R1c: Cac
khang thé khéng thyroglobulin don dong & chudt
dugc lién két véi biotin trong dung dich dém
HEPES c6 protein (bd va chudt), <0,1% natri
azit va 0,5% ProClin 300.




Chat chuin cta hoa

- Thanh phan: S0: Dung dich dém HEPES c6
albumin huyét thanh bo (BSA), <0,1% natri azit
va 0,5% ProClin 300. Chtra 0 ng/mL

53 £ s thyroglobulin. S1, 82, 83, 54, 85 Thyroglobulin Hop
Glait yniLuegng T ngylzm & cac ndng d6 xAp xi 1, 10, 100, 250 va
500 ng/mL, trong dung dich dém HEPES c6
BSA, <0,1% natri azit va 0,5% ProClin 300.
Dung dich pha lofing | - LH4nh phén: Dung dich dém HEPES c6
sa | mls oho x nghib albumin huyét 'thanh bo (BSA), <0,1% natri azit Hop
Thyraglobulin i va 0,5% ProClin 300. Chira 0 ng/mL
' thyroglobulin.
55 gl?grfung bénh Thanh phan: Polystyrene Tai
Day bom dich rira
56 | dung cho may Dudng kinh trong 1.29mm, bang cao su Tai
Access II
- Pham vi phan tich: 0,01-100 ng/mL - Phuong
phap xét nghiém: mién dich enzym hai budc
liéntiép (“sandwich™) - Thanh phin: Rla: Céc
hat thuén tir Dynabeads phu khang thé don dong
& chudt khang procalcitonin nguoi trong dung
dich dém TRIS ¢6 chét hoat tinh bé mit, protein
s, i T e (bo), < 0,1% natri azit va 0,1% ProClin 300.
57 | proscalotionin & | R1b: 0,1 N Natri Hydroxit. Rlc: Dung dich dém | Hop
MOPS cé chat hoat tinh bé mét va protein (bo,
chudt), <0,1% natri azit va 0,1% ProClin 300.
R1d: Lién hgp photphataza kidm tai td hop
khéang procalcitonin & chudt trong dung dich
dém MOPS c6 chét hoat tinh bé mit va protein
(b0, chudt, tai tb hop), < 0,1% natri azit va 0,1%
ProClin 300.
- Thanh phan: SO0 Dung dich dém HEPES déng
khd cé protein (bo), < 0,1 % natri azit va 0,1%
. 2 ProClin 300. S1,52,583,584,S5, S6: Procalcitonin
Chéat chuan Pro- _— ; s T i C e guk 5 .
58 calcitonin tai t0 hop & ngudi véi cadc muc xap xi lan lugt 1a Hop
0,8, 5, 10, 25, 50 va 100 ng/mL (pg/L) trong
dung dich dém HEPES dong kho c6 protein (bo),
< 0,1 % natri azit va 0,1% ProClin 300
Chét kiém tra chiing
cho céc xét nghiém Chét kiém chimg dang 16ng, duge chuén b tir
59 mién dich mirc 1 (cé huyet thanh ngudi. Céc muc ndng do ciia céc Lo
gid trj cho céc xét chét phan tich duoc didu chinh véi hoa chét tinh :
nghiém chi t6 khdiu | khiét va cac ché phdm tir mo/dich co thé nguoi.
va TgAb, TPO Ab)
Chét kiém tra ching
cho cac xét nghiém Chét kiém chiing dang long, duoc chuén bj tir
60 mién dich mue 2 ( c6 huyet thanh ngudi. Cac mire ndng d6 ciia céc Lo
gid trj cho cac xét chat phén tich duwoc didu chinh véi héa chét tinh '
nghiém chi to khdiu | khiét va cac ché pham tir mo/dich co thé ngudi.
va TgAb, TPO Ab ) ,
Chat kiem tra chimg Chét kiém ching dang long duge chudn bj tir
61 | cho céc xét nghiém ’ Lo

mién dich mic 3 ( co

huyét thanh ngudi. Céc mire nong do cia cac




gia tri cho cép xét
nghiém chi t& khéi u
va TgAb, TPO Ab )

chét phan tich duoc diéu chinh véi héa chét tinh
khiét va cac che pham tir md/dich co thé ngui.

Hoba chit xét nghiém siv dung cho may sinh héa
AU480/AU640/AU680 - Beckman Coulter

Hoa chét ding cho xét
nghiém Albumin

Héa chit ding cho xét nghiém Albumin ; dai
do: 15-60 g/L ; phuwong phap: Bromocresol
Green (BCG), budce song 600/800 nM . Thanh
phén: Succinate buffer (pH 4.2) 100 mmol/L;
Bromocresol green 0,2 mmol/L

1,0

Hoa chit ding cho xét
nghiém ALT

Hoéa chit ding cho xét nghiém ALT ; dai do:
3-500U/L ; phuong phép dua trén khuyén nghi
ctia IFCC. Thanh phan: L-Alanine 500
mmol/L; 2-Oxoglutarate 12 mmol/L; LDH >
1.8 kU/L; NADH 0.20 mmol/L;

Hop

90

Hoa chét ding cho xét
nghiém AST

Hoéa chit ding cho xét nghiém AST ; dai do:
3-1000 U/L ; Phuong phép dya trén khuyén
nghi ctia IFCC. Thanh phan: L-aspartate 240
4mmol/L; 2-Oxoglutarate 12 mmol/L; LDH >
05.9 kU/L; MDH > 0.6 kU/L; NADH 0.20
mmol/L;

Hop

100

Hoa chét ding cho xét
nghiém Cholesterol

Hoéa chét ding cho xét nghiém Cholesterol ;
dai do: 0.5-18 mmol/L ; phuong phap: CHO-
POD; budc séng 540/600 nM. Thanh phan:4-
Aminoantipyrine 0,31 mmol/L; Phenol 5,2
mmol/L; Cholesterol esterase > 0,2 kU/L (3,3
pkat/L); Cholesterol oxidase > 0,2 kU/L (3,3
pkat/L);

Hop

15

Hoa chit ding cho xét
nghiém CK

Héa chat dung cho xét nghiém CK ; dai do:
10-2000 U/L ; phuong phép dua trén khuyén
nghi cia IFCC cho CK (NAC), buéc séng
340/660 nM. Thanh phan: Immidazole (pH
6.5, 37°C) 100 mmol/L; NADP 2.0 mmol/L;
Glucose 20 mmol/L; Creatine phosphate 30
mmol/L; N-acetylcysteine 0.2 mmol/L;
Diadenosine pentaphosphate 0.01 mmol/L;
G6P-DH > 2.8 kU/L;

A

Hop

Hoa chét diing cho xét
nghiém CK-MB

Hoéa chét ding cho xét nghiém CK-MB ; dai
do: 10-2000 U/L ; phuong phap: Enzymatic
immuno-inhibition (ttc ché mién dich enzym),
Buéc séng 340 (nm). Thanh phin: Dung dich
dém Imidazole (pH 6.7) 100 mmol/L;
Diadenosine-pentaphosphate 0.01 mmol/L;
Glucose 20 mmol/L; G6P-DH > 2.8 kU/L;
Creatine phosphate 30 mmol/L;N-
Acetylcysteine 0.2 mmol/L; Khang thé khéng
tiéu don vi CK-M thay dbi;

n

Hop




Hoéa chét ding cho xét
nghiém Creatinine

Hoéa chét ding cho xét nghiém Creatinine ; dai
do: 5-2200 pmol/L ; phuong phép: Kinetic
Jaffe, bude séng 520/800 nM. Thanh phén:
Natri hydroxide 120 mmol/L; Axit picric 2,9
mmol/L.

29

Héa chét dung cho xét
nghiém Bilirubin truc
tiép

Hoa chat dung cho xét nghiém Bilirubin truc
tiép ; dai do: 0-171 umol/L ; phuo‘ng phap:
DPD, buéc séng 570 nM. Thanh phan: 3,5
Dichlorophenyl diazonium tetraf]uoroborate
0.08 mmol/L

Hop

2,0

Hoa chit dung cho xét
nghiém GGT

Hoéa chét dung cho xét nghiém GGT ; dai do:
5-1200 U/L ; phuong phap duya trén khuyén
nghi ctia IFCC. Thanh phan: Glycylglycine pH
7,7 (37°C) 150 mmol/L;L-y-glutamyl-3-
carboxy-4-nitroanilide 6 mmol/L

10

Hoéa chét diing cho xét
nghiém Glucose

Hoéa chat dung cho xét nghiém Glucose ; dai
do: 0.6-45 mmol/L ; phuong phép:
Hexokinase, bude song 340 nM. Thanh phan:
bém PIPES (pH 7,6) 24,0 mmol/L, ATP > 2,0
mmol/L, Hexokinase > 0,59 kU/L, G6P-DH >
1,58 kU/L

37

11

Héa chit dung cho xét
nghiém HDL-
Cholesterol

Hoéa chit dung cho xét nghiém HDL-
Cholesterol ; dai do: 0.05-4.65 mmol/L ;
phuong phap Enzymatic colour). Thanh phan
Khang thé khang B-lipoprotein & ngudi nong
do thay ddi; Cholesterol esterase (CHE) 0,8
IU/mL; Cholesterol oxidase (CHO) 4,4
IU/mL; Peroxidase (POD) 1,7 IU/mL;
Ascorbate Oxidase 2 [U/mL;F-DAOS 0,2
mmol/L; 4-Aminoantipyrine 0,67 mmol/L

Hop

12

12

Héa chit dung cho xét
nghiém LDL-
Cholesterol

Hoéa chit ding cho xét nghiém LDL-
Cholesterol ; dai do: 0.26-10.3 mmol/L ;
phuong phép: Enzymatic colour . Thanh phan:
Cholesterol esterase 3,7 IU/mL; Cholesterol
oxidase 3,7 IU/mL; 4-aminoantipyrine 0,8
mmol/L;

18

13

Hoéa chét diing cho xét
nghiém Total Bilirubin

Hoa chit ding cho xét nghiém Total Bilirubin
; dai do: 0-513 pmol/L ; phuong phéap: DPD,
budc séng 540 nM. Thanh phdn: Caffeine 2.1
mmol/L; 3,5-dichlorophenyldiazonium
tetrafluoroborate 0.31 mmol/L

14

Hoéa chét ding cho xét
nghiém Total Protein

Hoéa chat dung cho xét nghiém Protein toan
phén ; dai do: 30-120 g/L ; phuong phép:
Biuret. Thanh phan: Sodium hydroxide 200
mmol/L; Potassium sodium tartrate 32
mmol/L; Copper sulphate 18.8 mmol/L;
Potassium iodide 30 mmol/L.

Hop

15

Hoéa chét diing cho xét
nghiém Triglyceride

Héa chit ding cho xét nghiém Triglyceride ;
dai do: 0.1-11.3 mmol/L; phuong phap: GPO-
POD; budc song 660/800 nM. Thanh phan:4-
Aminoantipyrine 0.5 mmol/L; Lipases 1.5

A

Hop

14




kU/L (25 pkat/L); Glycerol kinase 0.5 kU/L
(8.3 pkat/L); Peroxidase 0.98 kU/L (16.3
ukat/L); Ascorbate oxidase 1.48 kU/L (24.6
ukat/L); Glycerol-3-phosphate oxidase 1.48
kU/L (24.6 pkat/L);

16

Hoa chit dung cho xét
nghiém Urea/Urea
nitrogen

Hoa chit dung cho xét nghiém Urea/Urea
nitrogen ; dai do: 0.8-50 mmol/L ; phuong
phap: Urease/GLDH . Thanh phin: NADH >
0.26 mmol/L; 2-Oxoglutarate > 9.8 mmol/L
:Urease > 17.76 kU/L; GLDH > 0.16 kU/L

Hop

17

Hoa chit ding cho xét
nghiém Uric Acid

Hoa chat dung cho xét nghiém Uric Acid ; dai
do: 89-1785 umol/L ; phuong phap:
Enzymatic colour. Thanh phan:Phosphate
Buffer (pH 7.5) 42 mmol/L; MADB 0.15
mmol/L;4-Aminophenazone 0.30 mmol/L;
Uricase > 0.25 kU/L (4.15 pkat/L),

Hop

18

Hoa chét ding cho xét
nghiém Urinary/CSF
Protein

Hoa chét ding cho xét nghiém Urinary/CSF
Protein ; dai do: 0.01-2.0 g/L ; phuong phap:
Pyrogallol Red Molybdate. Thanh phan: R1:
Pyrogallol Red 47 pmol/L Natri Molybdate
320 pmol/L; Axit succinic 50 mmol/L ; Chét
hiéu chudn: Albumin huyét thanh ngudi 0,5
g/L

Hop

19

UrichemTRAK
Control Lvls 1&2
6x15mL

Chét kiém chimg dang long duoc san xuat tir
vt liéu c6 ngudn goc tir con ngum dung cho
cac xét nghiém nude tidu. San xudt tir chét nen
13 nuée tidu nguoi co them amylase nuorc tidu
cua ngucl hCG co nguon goc tir nudce tiéu
ngu’ou albumin cua ngudi va bd, chét bio quan
va chét 6n dinh

20

MAS CSF 1, 2

Chét kiém chimg duge san Xudt tir mot vat ligu
kiém soat dn dinh chét long dugc diéu ché tir
huyét thanh nguoi, dung cho cée xét nghiém
sinh héa trong mau dich ndo tiy. Muc do chét
phén tich duge didu chinh v6i cc hoa chat
tinh khiét khac nhau. Chét bao quan va chét 6n
dinh dugc thém vao dé duy tri tinh toan ven
ctia san phim.

21

Hoa chat dung cho xét
nghiém o-Amylase

Héa chét ding cho xét nghiém a-Amylase ; dai
do: 10-2000 U/L ; phuong phap: CNPG3.
Thanh phan: Calcium acetate 3.60 mmol/L;
Potassium thiocyanate 253 mmol/L; CNPG3
1.63 mmol/L.

3,00

22

Héa chit dung cho xét
nghiém CRP Latex

Hoa chit ding cho xét nghiém CRP Latex ; dai
do: 0.2-480 mg/L ; phuong phap:
Immunoturbidimetric . Thanh phén: Glycine
buffer 100 mmol/L; Latex, pht khéng thé
khang CRP < 0.5% w/v

23

Héa chat ding cho xét
nghiém Ferritin

A

Hop




24

Héa chit dung cho xét

Hoa chét dung cho xét nghiém RF Latex ; dai
do: 10-120 1U/mL ; phuong phap: Immuno-
turbidimetric . Thanh phan: Glycine buffer (pH

HERGRLEE Bt 8.0) 170 mmol/L; Latex phit IgG ngudi <
0.5%;
Héa chét chudn cho xét Hoéa chat hiéu chl}én cho xét nghiém HDL.
25 nghiém HDL Thanh phan:Huyét thanh ngudi dang bt dong Hop 2
i kho chira HDL-Cholesterol (nguoi).
e ol dhid cho st Héa chét hiéu chgén cho xét nghiém LDL..
26 b LI Thanh phan:Huyét thanh nguoi dang bot dong Hop 3,0
e kho chita LDL-Cholesterol (ngui).
1A a2 .. | Chét hidu chuén cho xét nghiém CK-MB.
Hoa chat chuan cho xét 3 A % s AR 5
27 on Thanh phan: Huyét thanh ngudi dong kho Lo .
nghiém CK-MB : : : :
chira creatine kinase-MB isoenzyme
Hoa chat chuén cho Huyét thanh hiéu chudn Thanh phan: Huyét
28 | céc x¢t nghiém sinh thanh nguoi ¢6 hoa chét phu gia va enzym Lo 5
hoa thudng quy thich hgp tir nguoi, dong vat va thuc vat.
Chét hidu chuén cho xét nghiém CRP thudng,
29 Hoa chét chuén cho xét | Thanh phan: Chét nén huyét thanh nguoi dang H6 )
nghiém CRP 16ng cé chita cdc luong khéc nhau ciia CRP P
nguoi
Chét hidu chuén cho xét nghiém CRP d6 nhay
30 Hoa chit chuén cho xét | cao. Thanh phan: Chit nén huyét thanh ngudi H6 1
nghiém CRP hs dang long c6 chira cac luvgng khac nhau ctia P
CRP nguoi
Hoa chét chudn cho xét Ch‘a;.t c}kluén CI}O x€ét nghiér}rx.RF. Thf}lnh ph:'?ln: )
31 nchiém RF Chat nén huy¢t thanh nguoi dang long chira Hop 2
N lwong RF & nguoi vai cac nong dd khac nhau
Chét hiéu chuén cho cac xét nghiém sinh hoa
Hoa chét chudn cho xét | nude tiéu thudng quy. Thanh phan: Chét nén
32 | nghiém sinh-héa nudc | nude tidu ngudi dang 16ng 6 chira Amylase, Hop 2
tiéu Canxi, Glucose, Phospho v0 co, Uré€, Axit
Uric, Creatinine,Magie
Chit kiém chimg cho céc xét nghiém sinh hoa
Hoa chét kiém tra cho | thudng quy mirc 1. Thanh phén bao gom:
33 | cac xét nghiém sinh Huyét thanh ngudi dang dong khéd chira hoa Lo 20
héa murc 1 chét phu gia va cac enzyme thich hop c6
ngudn gdc con ngudi va dong vat.
s chit kid h Chét kiém chiing cho céc xét nghiém sinh héa
34 H’oa © at em tr? o thuofng quy muc 2. Thanh pha‘in Huyét thanh
cac xét nghiém sinh Lo 20
héa mitc 2 ngudi dong kho ¢6 hoa chat phy gia va enzym
thich hop c6 ngudn gbce tir ngudi va ddng vét.
Hoa chit kiém chimg cho xét nghiém
35 H6a chét kiém tra cho | HDL/LDL-Cholesterol. Thanh phén: Huyét Ho 3
xét nghiém HDL/LDL | thanh nguoi dang dong kho ¢6 chira HDL- P
Cholessterol va LDL-Cholesterol (ngudi)
Chat kiém chuén huyét thanh nguoi dang long
Héa chit kiém tra cho | Thanh phan: huyét thanh ngudi, -1
36 | cac xét nghiém mién acidglycoprotein, Ferritin,a-1 antitrypsin, Lo 7

dich do @) duc muc 1

Haptoglobin, Anti-Streptolysin O,
Immunoglobulin A, B-2 microglobulin,




Immunoglobulin G, Ceruloplasmin,
Immunoglobulin M, Complement 3,
Prealbumin, Complement 4, Rheumatoid
Factor, C-reactive protein, Transferrin

Hoéa chit kiém tra cho

Chét kiém chuan huyét thanh ngudi dang long
Thanh phén: huyét thanh ngudi, o-1
acidglycoprotein, Ferritin,o-1 antitrypsin,
Haptoglobin, Anti-Streptolysin O,

37 | céc xét nghiém mién Immunoglobulin A, -2 microglobulin, Lo 7
dich do d¢ duc mirc 2 | Immunoglobulin G, Ceruloplasmin,
Immunoglobulin M, Complement 3,
Prealbumin, Complement 4, Rheumatoid
Factor, C-reactive protein, Transferrin
13 Hoéa chét kiém tra cho | Chét kidm chuégin murc 1 cho xét nghi¢m CK-
xét nghiém CK-MB MB. Thanh phan: Huyét thanh ngudi déng kho Lo 6
mirc 1 chtra creatine kinase-MB isoenzyme.
39 Hoéa chat kiém tra cho | Chét kiém chudn mic 2 cho xét nghiém CK-
xét nghiém CK-MB MB. Thanh phan:Huyét thanh ngudi déng kho Lo 6
muc 2 chtra creatine kinase-MB isoenzyme.
Dung dich rira hé thong, Thanh phan bao gdm:
40 Dung dich rira hé Baypur CX 100; Sodium Hydroxide 1 - 2%; G 13
thong Genapol X080 1 - 2%; Sulfonic acids, C14-17-
sec-alkane, mudi natri 1 - 5%
41 | Béng dén Halogen Bong dén Halogen 12V 20W Cai 3
42 | Day bom I?(;?\};frﬁln nhu ddng bang cao su va nhua, dai Tai )
43 | Hoa chat ding cho xét | Dai do: 8.11 mg/dL - 300 mg/dL, phuong phap - 54
nghiém Ethanol do: ALCOHOL DEHYDROGENASE P
ko C%lat h":s}l it Dang dung dich, thanh phin: dung dich dém,
cho xét nghiém o : : A
44 ; . | chira: d€m amoniac, ethanol, natri Hop 3
Ammonia, Ethanol va -
CO2
Hoa chit kiém chirc
45 mirc 1 cho xét nghiém | Dang dung dich, thanh phén: dung dich d@ém, Hop 4
Ammonia, Ethanol va | chita: amoniac, ethanol, natri hydrocarbonat ;
CcO2
Hoéa chat kiém chirc
46 mirc 2 cho xét nghiém | Dang dung dich, thanh phéan: dung dich dém, H6 5
Ammonia, Ethanol va | chira: amoniac, ethanol, natri hydrocarbonat P
CO2
, £, in ., | Daido: 26.2 pmol/L - 600 pmol/L, phuong
47 H"hﬁfhaxi;‘;g ChoXel | hsn do: GLUTAMATE Hop | 2
DEEn Ammotia DEHYDROGENASE
VII Héa chit sit dung cho may xét nghiém sinh héa RX Imola hing

Randox/ Anh




Thube thir xét nghiém
dinh lugng Urea

- Muc dich sir dung: xac dinh dinh lugng Urea &
huyét thanh. huyét tuong va nude tiéu nguoi

- Thanh phan: TRIS buffer pH 8.1 (20°C): 50.00
mmol/l; a-Ketoglutarate: 15.00 mmol/l; Urease: >
1000 U/I; Glutamate dehydrogenase: > 5.4 KU/,
NADH: 0.18 mmol/I

- Khoang do: 3-400 mg/dl

10

Thude thir xét nghiém
dinh lwgng GOT (AST)

- Muc dich str dung: xac dinh dinh lugng GOT
(ASAT) & huyét thanh. huyét twong ngudi

- Thanh phan: TRIS-Buffer pH 7.8 (30°C): 80.00
mmol/l; L-Aspartate: 200.00 mmol/l; LDH: = 1.6
U/ml; MDH: = 0.5 U/ml; NADH: 0.18 mmol/l; o-
Ketoglutarate: 12 mmol/1

- Khoang do: 5-700 U/l

- Do chinh xac: CV (%)(cua @6 tai lip) <2.41

~n

Hop

10

Thude thir xét nghiém
dinh lugng GPT (ALT)

- Muc dich str dung: xac dinh dinh lvong GPT
(ALAT) & huyét thanh. huyét twong ngudi

- Thanh phéan: TRIS-Buffer pH 7.5 (25°C): 70.00
mmol/l; L-Alanine: 410.00 mmol/l; LDH: > 1.7
U/ml; NADH: 0.3 mmol/l; o-Ketoglutarate: 18
mmol/l

- Khoang do: 5-700 U/l

A

Hop

Thube thir xét nghiém
dinh lugng Cholesterol

- Muc dich st dung: xac dinh dinh lugng
Cholesterol & huyét thanh. huyét tuong ngudi

- Thanh phan: Phosphate buffer (pH 6.5): 30.0
mmol/l

4-Aminoantipyrine: 0.25 mmol/l; Phenol: 25.0
mmol/l; Peroxidase: > 5.0 KU/I;
Cholesterolesterase: > 150.0 U/I;
Cholesteroloxydase: > 100.0 U/I; Natri azide: <
0.01 %

- Khoang do: 4-750 mg/dl (0.104-19.3 mmol/l)

A

Hop

Thude thir xét nghiém
dinh luong Creatinin

- Muc dich str dung: xac dinh dinh lugng
Creatinine & huyét thanh. huyét tuong va nudre tidu
ngudi

- Thanh phan: NaOH: 187.8 mmol/l; Phosphate:
7.5 mmol/l; Picric acid: 8.73 mmol/l

- Khoang do: 0.1-20 mg/dl

Thubc thir xét nghidm
dinh lugng GGT

- Muc dich str dung: xac dinh dinh lwgng GGT &
huyét thanh. huyét twong ngudi

- Thanh phan: TRIS-Buffer pH 8.25: 85 mmol/l;
Glyclyglycin: 150 mmol/l; natri azide: 0.1 %; L-y-
Glutamyl-3-carboxy-4-nitroanilide: 2.9 mmol/l

- Khoang do: 4 - 290 U/I

- B§ chinh xdc: CV (%)(cta dd tai lap) <3.33

Thube thir xét nghiém
dinh lugng Glucose

- Muc dich str dung: xac dinh dinh lugng Glucose
& huyét thanh. huyét tuong ngudi

- Thanh phén: Hexokinase: > 100 U/ml; G6P-DH:
> 300 U/ml; natri azide: 0.09 %; PIPES buffer pH
7.6: 100 mmol/l; Magnesium acetate: 10 mmol/l;
ATP: 4 mmol/l; NAD: 3 mmol/l; natri azide: 0.09
%

- Khoang do: 7-700 mg/dl

15

10

Thube thir xét nghiém
dinh lwvgng HDL

- Muc dich st dung: xac dinh dinh lugng HDL-
Cholesterol & huyét thanh ngudi
- Thanh phan: Good's buffer (pH 7.0): 30 mmol/l;

~

Hop




4-Aminoantipyrine: 0.9 mmol/l; Peroxidase: 2.4
KU/l; Ascorbatoxidase: 2.7 KU/I; Antihuman-p-
Lipoprotein Antikorper; Cholesterolesterase: 4
KU/1; Cholesteroloxidase: 20 KU/I; F-DAOS: 0.8
mmol/l

- Khodng do: 0.9 — 180 mg/dl

11

Thube thir xét nghiém
dinh lugng LDL

- Muc dich st dung xdc dinh dinh lugng LDL-
Cholesterol & huyét thanh ngui

- Thanh phan: Good'’s buffer (pH 6.8): 25 mmol/l;
Cholesterolesterase: 5 KU/I; Cholesteroloxidase: 5
KU/I; HDAOS: 0.64 mmol/l; Catalase: 1000 KU/I;
Good’s buffer (pH 7.0): 25 mmol/l; 4-
Aminoantipyrine: 3.4 mmol/l; Peroxidase: 20
KU/, natriazide: 0.1 %

- Khoang do: 1-400 mg/dl

12

Thudc thir xét nghiém
dinh luvgng Calcium

- Muyc dich sur dung xac dinh dinh lugng Calcium
& huyét thanh. huyét twong va nudc tiéu ngudi

- Thanh phan: Arsenazo I1I: 200 pmol/l; MES
pH=6.5: 100 mmol/l

- Khoang do: 0.65-16 mg/dl (0.165-4.0 mmol/l)

Hop

13

Thube thir xét nghiém
dinh lwgng HbAlc

- Muc dich st dung: xac dinh dinh lugng HbAlc &
huyét thanh ngudi

- Thanh phan: Latex: 0.13%. Buffer. stabilizer;
natri azide (0.95 g/L); Buffer; Mouse anti-human
HbAlc monoclonal antibody: 0.05 mg/mL. goat
anti-mouse IgG polyclonal antibody: 0.08 mg/dL;
Stabilizers

- Khoang do: 2 — 16%

14

Chét hiéu chuén xét
nghiém HbA1C

- Muc dich sir dung: Thiét lap duong cong tham
chiéu dé xac dinh dinh lugng HbA 1¢ trong méu
nguoi

- Thanh phan: Hong cAu ngudi, va Chét én dinh
- Dang ddng kho

15

Chét kiém chudn xét
nghiém HbA1C mirc
thap

- Muyc dich sir dung: Kiém so4t d6 chinh x4c ctia
xét nghlem HbAlc trong méu nguoi

- Thanh phan: Hbng cAu ngudi, dang doéng kho va
bn dinh

~

Hop

16

Chat kiém chudn xét
nghiém HbA1C mirc cao

- Muc dich sir dung: Kiém so4t dd chinh x4ac cla
xét nghiém HbA‘lc ,

- Thanh phan: Hong cau nguoi, déng kho va én
dinh

Hop

10

17

Chét hiéu chuén xét
nghiém sinh hoa

- Muc dich st dung: huyét thanh hidu chuin st
dung dé higu chuin céc xét nghiém trén may sinh
héa

- Dang d6ng kho

- S&n xut tir huyét thanh nglréwi.

Lo

18

Chét kiém chudn xét
nghiém sinh héa mirc bat
thudng

- Muyc dich st dung: Héa chit déng kho
Centrophath dugc sir dl,mg nhu huyét thanh kiém
chudn cho quy trinh ndi kiém phong xét nghiém y
hoc.

- Dang déng kho

- San xudt tir huyét thanh ngudi, da khir fibrin

A

Hop

19

Chét kiém chuin xét
nghiém sinh héa mirc
binh thudng

- Myc dich st dung: Huyét thanh kiém soét chét
luong

- Dang dong kho

- San xuét tir huyét thanh nguoi




20

Chét kiém chuan xét
nghiém Lipoprotein muic
cao

- Muc dich st dung: st dyng dé lam mau
kiém chuén xét nghiém Lipoprotein (a).

- Thanh phén: méu pha loang huyét thanh
ngudi da khir béo va khir fibrin bang dung
dich mubi phosphat, chét én dinh (natri
azide)

Lo

21

Chét kiém chuan xét
nghiém Lipoprotein mirc
thap

- Muc dich str dung: str dung dé 1am mau
kiém chuin xét nghiém Lipoprotein (a).
-Thanh phin: mAu pha loding huyét thanh
ngudi da khir béo va khir fibrin bang dung
dich mudi phosphat, chét 6n dinh (natri
azide)

Lo

12

22

Chét hiéu chuén xét
nghiém Lipoprotein

- Muc dich st dung: xay dung dudng cong
tham chiéu dé xac dinh dinh luong
Lipoprotein (a).

- Thanh phén: pha lodng tir huyét twong
ngudi da dwoe khir chuan bang dung dich
mudi dém phosphate, chit 6n dinh. Chét
bdo quan dd st dung: natriazide

Lo

20

23

Dung dich rira tinh axit

- Dung dich tdy rira c6 tinh axit dé lam sach céc
qua trinh trén may phan tich sinh hoa

Thanh phin: Oxalic acid < 0.15 g/l; Citric acid <
0.25 g/l; PEG 400 < 0.4 g/l

Lo

30

24

Dung dich rira tinh kiém

- Dung dich tﬁy tra c6 tinh kiém dé 1am sach céc
qua trinh trén may phan tich sinh hoéa

Thanh phén: 2-Aminoethanol < 100 g/l; natrisulfit
<0.1%; EDTA-Na < 0.5 %; Nonionic detergent <
7%

Lo

30

23

Boéng dén may sinh
héa

01 chiée/ hop

Chiéc

26

Thudc thir xét nghiém dinh
lugng Triglyceride

- Muc dich str dung: xac dinh dinh luong
Triglycerides & huyét thanh va huyét twong ngudi
- Thanh phén: Pipes buffer pH 7.0: 40 mmol/l; 4-
Chlorophenol: 5 mmol/l; Magnesium ione: 5
mmol/l; ATP: 1 mmol/l; Peroxidase: =1 U/ml;
Glycerol kinase: >1 U/ml; 4-aminoantipyrine: 0.4
mmol/l; Glycerol-3-phosphate oxidase: >3.5 U/ml,
natri azide: 0.05 %; Detergents

- Khoang do: 10-1000 mg/dl

10

27

Thubc thir xét nghiém dinh
lwgng Uric Acid

- Muc dich sir dung: xac dinh dinh lwgng Uric acid
& huyét thanh. huyét tvong va nude tiéu ngudi

- Thanh phén: Phosphate-buffer pH 7.8: 100
mmol/l; 2.4.6 Triiodine-3-hydroxibenzoate: 5
mmol/l; Detergents: 2g/1; PAP: 4.5 mmol/I,
Uricase: 3 U/ml; POD: 40 U/ml; Stabilizers

- Khoang do: 0.25-30 mg/dl

Hop

12

VIII

Héa chit xét nghiém HbAlc tw djng HA-1500; Hang san xuit:
MTTI; nwée san xuét: Dic.

Hoa chét xét nghiém
HbAlc loai A

Thudc thir Eluent A
Thanh phén chinh:
NaCl 20mmol/L
Phosphate 40mmol/L

Tai

12




Perserver < 0.§m]fL
Tiéu chuén chét lwong ISO 13485:2016

Hoa chit xét nghiém
HbAlc loai B

Thudc thir Eluent B

Thanh phén chinh:

NaCl 170mmol/L

Phosphate 40mmol/L

Perserver < 0.5ml/L

Tiéu chudn chit lwgng ISO 13485:2016

Tai

Hoa chét li giai hong
cau may xét nghiém
HbAlc

Thubc thir Hemolysis

Thanh phan chinh:

Buffer 20mmol/L

Sodium chloride 20mmol/L

Surfactant 0.05ml/L

Perserver < 0.5 ml/L

Tiéu chudn chét rong ISO 13485:2016

Can

10

Cét séc ky 16ng cao ap

Cot sac k)’/ 16ng Chromatographic column

Thanh phan chinh:

Cot 1am bang kim loai khong gi, trong c6 mang loc
chuyén dung, chiu dugc 4p suit cao.

Kich thuége: 4.6x30 mm, Spm

Tiéu chuan chét lvgng ISO 13485:2016

Chiéc

Cot loc may xét
nghiém HbAlc

Phin loc Column filter

Théanh phan chinh:

Phin loe dang nhya, duge cau tao dang ludi loc.
Tiéu chuén chét hrong ISO 13485:2016

Chiéc

Dung dich ndi kiém
may xét nghiém
HbAlc

Chét hi¢u chuﬁ'n HbAlc
Tiéu chuan chat lwong ISO 13485:2016

Hop

Dung dich chudn méy
xét nghiém HbAlc

Vit liéu kiém soét chat luong xét
nghiém dinh luong HbAlc
Tiéu chuéan chét lugng ISO 13485:2016

Hoéa chét xét nghiém sit dung cho may dién gidi dd (test nhanh)
EasyLyte Plus; Hing Medica Corporation/ My.

Chét thr dién giai
Na/K/Cl

*Pack EasyLyte Na /K / Cl Solutions Pack str
dung @& dinh lugng ndng d6 Natri (Na +), Kali X
+) va Clorua (Cl-) tlong huyet thanh ngudi, huyét
tuong, mau toan phan va nudc tiéu bing Méy xét
nghiém dién giai EasyLyte plus hdng Medica.
*Thanh phén:

Standard A Solution, 800mL: 140.0 mmol/L Na+;
4.0 mmol/L K+; 125.0 mmol/L Cl—; Buffer;
Preservative; Wetting Agent

Standard B Solution, 180mL: 35.0 mmol/L Na+;
16.0 mmol/L K+; 41.0 mmol/L Cl—; Buffer;
Preservative; Wetting Agent

Wash Solution, 80mL

0.1 mol/L Ammonium bifluoride

Waste Container

Hop

Dung dich rira may,
kim huat

*Dung dich rira may.

*Gdm:

-1 chai Daily Cleaner Diluent 90 ml, HCI1 0,1N;
mubi

-6 chai pepsin 0,5g

Mang loc

Mang dién cyc ding cho may xét nghiém dién giai
hang Medica/M§y

Cai




Dién cyc tham chiéu, dung cho may xét nghiém

4 | Pién cuc tham chiéu dién iai hing MedicalMiy Cai 1
Dién cuc Na, chira dudng 611g thiy tinh dic biét
5 | Bién cuc Na nhay véi ion Na, ding cho may xét nghiém dién Cai 1
gidi hing Medica/M¥y
‘n Dién cuc K, ionophores trung tinh, ding cho may ‘s
6 Bign cye K xét nghiém dién giai hing Medica/M¥ Cal 1
v bién cuc Cl, ddc biét nhay vadi Cl, ding cho may i
7 |DitneyeCl xét nghiém dién giai hing Medica/M§ Cai !
n Dién cuc Ca, ionophores trung tinh, ding cho may .
8 | PiéncycCa xét nghiém dién giai hing Medica/M§ cal :
X Héa chit sir dung cho may xét nghiém dién gidi model Auto ISE500
hiing MTI Diagnostics GmbH/Dic san xuat,
Thude thir ISE Fluid pack (Na, K, CI, Ca, pH)
' Thanh phan chinh:
1 Hda chat xét nghiém Ammonium molybdate 0.4 mmol/I s 23
dién giai dd Sulphuric acid 100 mmol/I P
Hydrochloric acid 100 mmol/l
Tiéu chuan chat lwgng ISO 13485:2016
Thube thir Probe Cleaning solution
. Thanh phan chinh: x
2 | Dung dich ria miy Sodium hypochlorite (NaCIO) 0.4% - 0.5% Hop | 2
Tiéu chuan chat lugng ISO 13485:2016
Thudc thi Deproteinizer
Thanh phan chinh:
3 Dung dich rira ddm dac Enzyme: Pepsin. Hép 1
Dilutor: I1(Cl, NaCl, Hydrochloride acid.
Tiéu chuan chat lugng ISO 13485:2016
i ' Vit liéu kiém soat QC Solution
Hoa chit kiém tra chat
4 lch_mg‘xét nghiém dién KCl, NaCl, NaAc, CaCl2, LiCl, pH buffer, surface Hop 6
giai do active agent, preservative agent.
Tiéu chuan chat lwgng ISO 13485:2016
a bién cuc Na electrode R
5 | Bign cyeNa Tiéu chudn chét lugng ISO 13485:2016 Hip 2
- Dién cuc pH electrode %
6 | Diéncye pH Ticu chuin chét lrgng ISO 13485:2016 Hep 2
n . Pién cuc Ref electrode "
7 | Dién cye tham chicu Tiéu chuén cht luong ISO 13485:2016 Hop 2
- Pién cue Ca electrode 2
& | Bigr oyoCa Tiéu chudn chit lrgng ISO 13485:2016 Hop 1
in Pién cuc Cl electrode A
9 | PigncycCl Tiéu chuin chét lugng ISO 13485:2016 Hep 2
- Pién cuc K electrode X
10 | Pien are K Tigu chuan chét luong ISO 13485:2016 Chibe: | 2
. Day bom Tubing pump -
11| Dy bom Tiéu chuén chit luong ISO 13485:2016 Tut %
Thudc thir Na/IK/C1/Ca/pH refill solution
gp |Dumgdichthemdien | oo w0 woxe CoOID, THC), I buffer surfics | EHp 1
cuc Na/K/Cl/Ca/pH ; ) : :
active agent, preservative agent.
Tiéu chuan chat lugng ISO 13485:2016
13 | Mang dién cuc chudn | Mang dién cuc chuén Tai 1




XI

Hod chit ding cho may phén tich doéng mau tw dong Model: Auto S,
Hing MTI Diagnostics GmbH, Pikc sin xuit

Hoé chit déng mau
APTT

Thude thir APTT Liquid Kit

Thanh phan chinh:

R1: Ellagic Acid 0.3% , BSA 0.1% , 0.2% Sodium
Azide , Buffer 3%

R2: CaCl2 0.025 M

Tiéu chuén chat lugng ISO 13485:2016

10

Hoé chét dong mau PT

Thudc thir PT Liquid Kit

Thanh phin chinh:

Recombinant hTF, BSA 0.5% CaCI2 0.025 M,
Buffers 3%,0.2% Sodium Azide, Stabilizers
Tiéu chuén chit lwong ISO 13485:2016

Ho4 chit dong mau FIB

Thudc thir FIB Liquid Kit

Thanh phin chinh:

R1: Bovine Thrombin (Approximately 100 NIH
Units/mi), BSA 0.5%, pH 7.2 + 0.2 Buffers
5%,0.2% Sodium Azide, Stabilizers

R2: Imidazole Buffer Solution (IBS): Imidazole
buffer in saline solution, pH 7.2 + 0.2, with 0.2%
Sodium Azide as preservative

Tiéu chun chat lvong ISO 13485:2016

Hop

Ho4 chat kiém tra dong
mau

Vat liéu lq(iém soat NCP
Tiéu chuén chat lugng ISO 13485:2016

n

Hop

Hoa chat kiém tra dong
mau

Vat liéu kiém soat aNCP
Tiéu chuan chat lwong ISO 13485:2016

10

Dung dich rira ding
cho may déng mau

Thudc thir Pro-Clean

Thanh phin chinh:

Sodium hypochlorite < 8.0%

Sodium hydrate < 2.0%

Tiéu chuén chét lwgng ISO 13485:2016

Lo

44

Cong phan tmg xét
nghiém doéng mau

Céng dung mﬁ’u bénh phim Testing cuvette
Tiéu chudn chét lugng ISO 13485:2016

Tui

Héa chit xét nghiém D-
Dimer Kit

Thube thir D-Dimer liquid kit

Thanh phan chinh:

Kit thudc thir gdm cAc thanh phin R1 (chit dém),
R2 (Latex), chit chudn va chat kiém tra mirc 1,
muc 2.

Latex v6i thanh phin khang thé don dong chudt
gbm:

Polystyrene latex (ndng d6 12 mmol/L)

Natri benzoat (ndng dd 0,01 mmol/L).

Tris (ndng d6 30mmol/L).Tiéu chuén chit lugng
I1SO 13485:2016

Hop

XII

Héa chit sit dung cho mdy xét nghiém khi mau PRIME 53657/ Stat
Prime nova/ Prime nova - hing Nova Biomedical

Hoéa chét str dung cho
may xét nghiém khi
mau ( Loai 2)

- Thanh ph?m gdm c6: 3 tii hiéu chuin A,B,F,
dung dich tham chiéu va tai dung nudce thai.

- Héa chét sir dung cho may khi mau Prime hang
Nova Biomedical.

- Pat tiéu chuin ISO 13485,

- Phén tich céc chi s6 xét nghiém: pH, PCO2, PO2,
Het, Na, K, Cl, iCa, Glu,

Lac.

- Quy cach déng gbi: 200 test/hdp

Hop

15




- Dién cyuc tham chiéu dung cho may khi mau

Pién cyc tham chiéu Prime hing Nova Biomedical. Hop
- Dat tidu chuin ISO 13485,
- Thanh phan: pH, PCO2, PO2, Het, Na+, K+, Cl-,
Cat++, Glu, Lac.

o . - Mbi hép bao gdbm héa chit kiém chudn muc 1 (10

Hoéa chat kiém chuén lo x 1.7ml), mire 2 (10 19 x 1.7ml), mire 3 (10 lo x Hop
1.7ml) str dung cho méy khi mau Prime hdng Nova
Biomedical.
- Pat tiéu chuin ISO 13485.

Bé ddy bom str dung - B§ day bom sir dung cho médy khi mau Prime

cho may xét nghiém hang Nova Biomedical. tai

khi mau - Dat tiéu chuan ISO 13485.

Cbng 14y mAu cho may | Prime Safety Sample port 5 Pk Tui







