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SO Y TE TUYEN QUANG CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PA KHOA TiNH Dgc 1ap — Tw do — Hanh phuc
**k*k

S6:31 /TMBG-BVDK
V/v: Thu moi béo gia mua sim hoa chat

theo may Tuyén Quang, ngay 23 thang 01 ndm 2025

THU MOI BAO GIA
Kinh giri: Cac hing san xuit, nha cung cap tai Viét Nam

Bénh vién da khoa Tuyén Quang c6 nhu ciu tiép nhan béo gid dé tham khao, xay
dung gia goi thau, lam co sd to chirc lya chon nha thau cho goéi thau: “Mua hoa chét theo
may phuc vu c6ng tac chuy@n mén niam 2025 cho cac khoa Hoa sinh vi sinh, Huyét hoc
truyén mau cta Bénh vién da khoa tinh Tuyén Quang” véi ndi dung cu thé nhu sau:

I. Thong tin ciia don vi yéu ciu bio gia

1. Pon vi yéu cau béo gia: Bénh vién da khoa tinh Tuyén Quang

2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhan bao gia:

- Ong: Tran Tién Phi.

- Chirc vu: Nhan vién phong Vat tu — Thiét bi y té, bénh vién da khoa tinh Tuyén
Quang.

- S6 dién thoai: 0328.166.996

3. Cach thuc tiép nhan bao gia:

- Ban ctng bao gia guri vé dia chi: Phong van thu, bénh vién da khoa tinh Tuyén
Quang, s6 44, dudong Lé Duan, phuong Tan Ha, thanh phd Tuyén Quang, tinh Tuyén
Quang.

- Ban mém bao gia gtri vé dia chi mail: Phitran2410@gmail.com (B4o gid ban mém
guri dudi dang file excel).

4. Thoi han tiép nhan bao gia: Tur 08h00 ngay 24 thang 01 nam 2025 dén trude
16h00 ngay 10 thang 02 nam 2025.

Céc bdo gia nhan duogc sau thoi diém néu trén s& khong dugc xem xét.

5. Thoi han ¢6 hiéu lyc cua bao gia: Tdi thiéu 90 ngay, ké tir ngay 10 thang 02 nim
2025.

IL. N$i dung yéu ciu bao gia:

1. Danh muc hang hoa:

- Tong s6 danh myc mua sam: 703 danh muc
- Danh muc chi tiét: C6 biéu danh muc kém theo
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2. Céac don vi chao du thong sé k§ thuat chi tiét ciia hang hoa, model, hang/nuéc san
xut, quy cach déng goi ctia hang hoa (Néu c6). Co thé chao cau hinh twrong duong hoic tot
hon (C6 catalog va bang dap mg chimg minh thong sb k¥ thuat trong duong hoic tét hon).
S6 thir tu ctia hang hoa trong Béo gia ldy theo S6 thir t ciia hang hoa trong thu moi.

3. Pja diém cung cép: Giao hang tai Kho vat tu — Hoa chit cia Bénh vién da khoa
tinh Tuyén Quang, sb 44, dudng Lé Duén, phudng Tan Ha, thanh phé Tuyén Quang, tinh
Tuyén Quang.

4. Thoi gian thuc hién dy kién: 365 ngay

5. Dy kién vé cac diéu khoan tam tmg, thanh toén hop dong:

- Tam tmg: Khong

- Thanh toan 100% sau khi chi dau tu nhan duoc day du hang hoa, hoa don va cic
gidy to phap 1y lién quan.

- T6i da 90 ngay ké tir ngdy 2 bén thanh 1y hop dong.

6. Cac thong tin khac (néu cd): Khong co.

Bénh vién da khoa tinh Tuyén Quang xin tran trong thong béo./.

Noi nhan: GIAM POC

- Nhu kinh gtri;
- Lvu: VT; PVT-TBYT,;

BENHVIEN )
DAKHOA , —
TINH

Nguyén Hung Dao



DANH MUC MUA SAM HOA CHAT NAM 2025

(Kém theo thir moi s6:  31/TMBG ngdy 23/01/2025 ciia Bénh vién da khoa tinh Tuyén Quang)

Phu luc

Quy cach

STT Danh muc hang héa Théng s6 k§ thuat déng géi (néu D:::lr 'l sé lwgng
cd)
A | Héa chét theo may khoa HSVS
I Héa chit cho may Sinh hoa
DXC 700
(25x15x4)
;| Tem Barcode (25x15x4) 36000 10 e éng xét nghiém sinh héa 36000 cugn | 100
con/cudn (Viét Nam) "
con/cudn
Hoa chat kiém ching mttic 1 cho  [Chat kiém chimng cho céc xét nghiém sinh hoa thuong quy murc 1. Thanh phan bao
2 |cac xét nghiém sinh hoa thuong  |gdm: Huyét thanh nguoi dang déng khé chira hoa chit phu gia va cic enzyme 1x5ml LO 60
quy thich hop ¢ ngudn gbc con ngudi va dong vat.
Héa chat kiém chtiing mtic 2 cho  |[Chat kiém chiing cho cac xét nghi€m sinh hoa thuong quy murc 2. Thanh phan:
3 |céc xét nghiém sinh hoa thuong  |Huyét thanh ngudi déng khé c6 hoa chat phu gia va enzym thich hop c¢6 ngudn 1x5ml LO 60
quy gdc tir ngudi va dong vat.
Héa chat hi¢u chuan cho cac xét  |Huyéet thanh hi¢u chuan Thanh phan: Huyét thanh nguoi c6 hoa chat phu gia va
4 A . . , ‘ Looaa Aroa A 1x5ml LO 40
nghiém sinh hoa thuong quy enzym thich hop tir nguoi, dong vat va thuc vat.
Hoa chit kiém chimg cho xét Héa chat k‘i.ém chl’l‘nAg cho )fét ’nghirém HDL/LDL—Cholest»‘erol. Thanh phan: Huyét
5 nghiém HDL/LDL-Cholesterol gll;l:éggum dang dong kho c6 chira HDL-Cholessterol va LDL-Cholesterol 1x5ml LO 10
6 Hoéa chat hi¢u chuan cho xét Hoéa chat hi¢u chuan cho xét nghiém HDL. Thanh phan:Huyét thanh nguoi dang 2%3ml HOP 4
nghiém HDL bot dong kho chira HDL-Cholesterol (nguoi). §
7 Hoa chat hiéu chuan cho xét Hoa chat hi¢u chuan cho xét nghiém LDL.. Thanh phan:Huyét thanh nguoi dang 2xlml HOP 5
nghiém LDL bot dong khd chira LDL-Cholesterol (nguoi). ’
Héa chat dung cho xét nghiém Cholesterol ; dai do: 0.5-18 mmol/L ; phuong
. ) R »_ |phép: CHO-POD; budce séng 540/600 nM. Thanh phan:4-Aminoantipyrine 0,31 A
8 |Pinh lugng Cholesterol toanphan | %1 - b6l 5.2 mmol/L: Cholesterol esterase > 0.2 kU/L (3,3 ukat/L): H225ml | HOP 20
Cholesterol oxidase > 0,2 kU/L (3.3 pkat/L);
Binh luong LDL - C (Low density Héa chat d1Vmg cho xét r}ghlem LDL—?holesferol ; dai do: 0.26-10.3 mmol/L ; 4x27ml+4x9m X
9 lipoprotein Cholesterol) phuong phap: Enzymatlc colour . Thagh pha.n: Qholesterol esterase 3,7 [U/mL; | HOP 4
Cholesterol oxidase 3,7 IU/mL; 4-aminoantipyrine 0,8 mmol/L;
Hoa 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 &
10 Binh luong HDL-C (High density nguoi néng do thay dbi; Cholesterol esterase (CHE) 0,8 TU/mL; Cholesterol 4x27ml+4x9m HOP 35

lipoprotein Cholesterol)

oxidase (CHO) 4,4 IU/mL; Peroxidase (POD) 1,7 IU/mL; Ascorbate Oxidase 2
IU/mL;F-DAOS 0,2 mmol/L; 4-Aminoantipyrine 0,67 mmol/L
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Hoa chét dung cho xét nghiém Triglyceride ; dai do: 0.1-11.3 mmol/L; phuong
phap: GPO-POD; budc séng 660/800 nM. Thanh phén:4-Aminoantipyrine 0.5

4x50ml+4x12.

11 [Pinh lugng Triglycerid mmol/L; Lipases 1.5 kU/L (25 pkat/L); Glycerol kinase 0.5 kU/L (8.3 pkat/L); Sml HOP 25
Peroxidase 0.98 kU/L (16.3 pkat/L); Ascorbate oxidase 1.48 kU/L (24.6 pkat/L);
Glycerol-3-phosphate oxidase 1.48 kU/L (24.6 pkat/L);
Chat kiém chuan huyét thanh nguoi dang 1ong Thanh phan: huyét thanh nguoi, o-
Hoa chét kiém chimg mirc 1 cho |1 acidglycoprotein, Ferritin,o-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
12 |céc xét nghiém do do duc mién Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, Ceruloplasmin, 1x2ml Lo 10
dich Immunoglobulin M, Complement 3, Prealbumin, Complement 4, Rheumatoid
Factor, C-reactive protein, Transferrin
Chat kiém chuan huyét thanh ngudi dang 1ong Thanh phan: huyét thanh nguoi, a-
Hoa chat kiém chimg murc 2 cho |1 acidglycoprotein, Ferritin,o-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
13 |cac xét nghiém do d6 duc mién Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, Ceruloplasmin, 1x2ml Lo 10
dich Immunoglobulin M, Complement 3, Prealbumin, Complement 4, Rheumatoid
Factor, C-reactive protein, Transferrin
Chat kiém chuan huyét thanh nguoi dang 1ong Thanh phan: huyét thanh nguoi, a-
Hoa chét kiém chimg mirc 3 cho |1 acidglycoprotein, Ferritin, a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
14 |cac xét nghiém mién dich dodd  [Immunoglobulin A, -2 microglobulin, Immunoglobulin G, Ceruloplasmin, 1x2ml Lo 10
duc Immunoglobulin M, Complement 3, Prealbumin, Complement 4, Rheumatoid
Factor, C-reactive protein, Transferrin
Héa chat dung cho xét nghiém CBP Latex ; dai do: 0.2-480 mg/L ; phuong phap: Ax30ml-+4x30 X
15 |Pinh lugng CRP Immunoturbidimetric . Thanh phan: Glycine buffer 100 mmol/L; Latex, phu khang ml HOP 20
the khang CRP < 0.5% w/v
16 Hoa chat hi¢u chuan cho xét Chat hi¢u chuan cho xét nghiém CRP thuong. Thanh phan: Chat nén huyét thanh Sxoml HOP 5
nghiém CRP thuong ngudi dang 1ong ¢6 chira cac luong khac nhau cia CRP nguoi ’
17 Hoéa chat hi€u chuan cho xét Chat hi€u chuan cho xét nghiém CRP d6 nhay cao. Thanh phan: Chat nén huyét 5xoml HOP 4
nghiém CRP c6 do nhay cao thanh nguoi dang long ¢d chira cac luwgng khac nhau ctia CRP nguoi §
Hoa chat hi¢u chuan cho xét Chat chuan cho xét nghiém RF. Thanh phan: Chat nén huyét thanh nguoi dang A
18 A ., , N N s Sx1ml HOP 4
nghiém RF 16ng chira lugng RF ¢ ngudi voi cac nong d6 khac nhau
. ) . Hoa chat dung cho xét nghiém RF Latex ; dai do: 10-120 IU/mL ; phuong phép:
Jg [Pinhlugng RF (Reumatoid Immuno-turbidimetric . Thanh phn: Glycine buffer (pH 8.0) 170 mmol/L: Latex | P2 HmIF4x8m | pyap 10
Factor) , .. 1
phu IgG nguoi < 0.5%;
P . Dung dich rtra h¢ thong. Thanh phan bao gom: Baypur CX 100; Sodium
20 E(;'l;g dich rua h¢ thong mdy sinh Hy@roxide 1 - 2%; Genapol X080 1 - 2%; Sulfonic acids, C14-17-sec-alkane, 1x51 can 80
muoi natri 1 - 5%
Hoa chat dung cho xét nghiém ALP ; dai do: 5-1500 U/L ; phuong phép: dua trén
N . khuyén nghi ctua “Hi¢p hdi Héa hoc Lam sang Quoc t&” (IFCC), Budc song:
21 Eﬁoggi;faz SLP (Alkalin 410/480 nM. Thanh phin: 2-Amino-2-Methyl-1-Propanol (AMP) pH 10,4: 0,35 4"12“;:4"12 HOP 2
mol/L; p-Nitrophenyl phosphat 16 mmol/L, HEDTA 2 mmol/L; K&m sulfat 1
mmol/L: Magnesi acetat 2 mmol/L;
Hoéa qhﬁt dung cho xét nghiém AITT ; dai do: 3-500U/L ; phuong phap dua trén Ax12ml-4x6m X
22 |Po hoat 46 ALT (GPT) khuyén nghi cua IFCC. Thanh phan: L-Alanine 500 mmol/L; 2-Oxoglutarate 12 HOP 120

mmol/L; LDH > 1.8 kU/L; NADH 0.20 mmol/L;
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Hoa chét dung cho xét nghiém AST ; dai do: 3-1000 U/L ; Phwong phép dua trén

23 |Po hoat @ AST (GOT) khuyén nghi ctia IFCC. Thanh phén: L-aspartate 240 mmol/L; 2-Oxoglutarate 12 | 4x6ml+4x6ml | HOP 120
mmol/L; LDH > 0.9 kU/L; MDH > 0.6 kU/L; NADH 0.20 mmol/L;
Hoa chat dung cho xét nghiém Calci ; dai do: 1-5 mmol/L ; phuong phap:
24 |Dinh lugng Calci toan phan Arsenazo 3, budc song 660/700 nM . Thanh phin:Imidazole (pH 6,9) , Arsenazo 4x15ml HOP 8
11T 0,02%, Triton X-100
. . «, |Hoa chat dung cho xét nghiém Albumin ; dai do: 15-60 g/L ; phuong phap:
25 51;1113;?1%1}2231::12 trong huyet Bromocresol Green (BCG), budc song 600/800 nM . Thanh phan: Succinate 4x29ml HOP 8
buffer (pH 4.2) 100 mmol/L; Bromocresol green 0,2 mmol/L;
Hoa chat dung cho xét nghiém a-Amylase ; dai do: 10-2000 U/L ; phuong phap:
26 |Po hoat d6 Amylase CNPG3. Thanh phf&n: Calcium acetate 3.60 mmol/L; Potassium thiocyanate 253 4x40ml HOP 8
mmol/L; CNPG3 1.63 mmol/L
Hoa chét dung chc? x¢ét nghiém Cholinesterase ; dai dq: 1-15 kU/L ; phuong phap: Ax30ml-H4x6m X
27 |Po hoat d9 Cholinesterase (ChE) |dua trén cac khuyén nghi cuia GSCC 1994. Thanh phan: Tetra sodium diphosphate | HOP 2
(pH 7.6) 75 mmol/L; Ferricyanide (III) 2.0 mmol/L; Butyrylthiocholine 15 mmol/L
R Hoéa chat dung cho xét nghiém GGT ; dai do: 5-1200 U/L ; phuong phap dua trén
og |Pohoat do GGT (Gama Glutamyl |\ e o1 ciia IFCC. Thanh phan: Glyeylglycine pH 7.7 (37°C) 150 mmol/L:L- | X0MIF4x40 1 pyap 5
Transferase) . . ml
y-glutamyl-3-carboxy-4-nitroanilide 6 mmol/L
Hoa chat dung cho xét nghiém Glucose ; dE:ii do: 0.6-45 mmol/L ; phuong phap: 4525 ml+dx 12 X
29 |Pinh lugng Glucose Hexokinase, budc song 340 nM. Thanh phan: Bém PIPES (pH 7,6) 24,0 mmol/L, Sml ‘| HOP 40
ATP > 2,0 mmol/L, Hexokinase > 0,59 kU/L, G6P-DH > 1,58 kU/L
Héa chat dung cho xét nghiém LDH ; dai do: 25-1200 U/L ; phuong phap dua trén
R khuyén nghi cua IFCC, budc song 340 nM. Thanh phan: 1a D(-)N- 4x40ml+4x20 A
30 |Dohogt do LDH Methylglucamin buffer, pH 9.4 (37°C) 325 mmol/L; Lactate 50 mmol/L ; NAD+ ml HOP 2
10 mmol/L; Chét bao quan.
i Hoa chét dung cho xét I}ghiém Protein toan phan ; dai do: 30-120 g/L ; phwong 4525 ml+4x25 X
31 |Pinh luong Protein toan phan phéap: Biuret. Thanh phan: Sodium hydroxide 200 mmol/L; Potassium sodium ml HOP 15
tartrate 32 mmol/L; Copper sulphate 18.8 mmol/L; Potassium iodide 30 mmol/L.
Hoa chat dung cho xét nghi€ém Urinary/CSF Protein ; dai do: 0.01-2.0 g/L ;
. ) . phuong phép: Pyrogallol Red Molybdate. Thanh phan: R1: Pyrogallol Red 47 4x19ml+1x3m A
32 |binh lugng Protein umol/L; Natri Molybdate 320 pmol/L; Axit succinic 50 mmol/L ; Chét hiéu 1 HOP 4
chuin: Albumin huyét thanh ngudi 0.5 g/L;
Héa chat dung dé dinh lugng nong d6 Albumin trong nudc ti€u/dich nédo tiy; dai
Binh luong Albumin trong nurdc do: nuéfc,tiéu' 7-450 mg/L, CSF 1945({ mg{?; Phuon?g p%lflp tlAlrbid}'me'tric((‘io dA(f) 4x32.6ml+4xd X
33 tiéu va dich nio tiy duc); budce soéng 380/800 (nm). Nong d0 cudi cung cua cac chat phan ung 1a Bém 4ml HOP 2
’ Phosphate 18mMol/L; Khang thé khang albumin dé dao dong, Polyethylen Glycol
8000 3.6%
Chat hi¢u chuan albumin trong Chat hi¢u chuan cho xét nghiém Albumin trong nudce tieu/CSF; . Thanh phan bao A
34 e S X . N N 5x2ml HOP 2
nudc ti€u/dich ndo tuy 20m: Albumin nguoi va Natri azide < 0.1 % (w/w)
Hoa chat dung cho xét nghiém Creatinine ; dai df): 5-2200 pmol/L ; phuong phap: Ax5 1 ml+4x5 1 X
35 |Dinh lugng Creatinin Kinetic Jaffe, budc song 520/800 nM. Thanh phan: Natri hydroxide 120 mmol/L; ml HOP 30

Axit picric 2,9 mmol/L.




Héa chat dung cho xét nghiém Sat ; dai do: 2-179 pmol/L ; phuong phap: TPTZ,

. £ o X 3 . 4x15ml+4x15 A
36 |Pinh luong Sat budc soéng 600/800 nM. Thanh phan: Glycine buffer (pH 1.7) 215 mmol/L; L- ml HOP 8
ascorbic acid 4.7 mmol/L; 2.4,6-Tri(2-pyridyl)-5-triazine 0.5 mmol/L
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; 4x30ml+4x12. A
37 |binh lugng Acid Uric MADB 0.15 mmol/L;4-Aminophenazone 0.30 mmol/L; Uricase > 0.25 kU/L Sml HOP 8
(4.15 pkat/L);
) Héa chat dung cho xét nghiém Bilirubin truc tiép ; dai do: 0-171 pmol/L ; phuong Ax20ml+4x20 X
38 |Dinh lugng Bilirubin truc tiép phap: DPD, budc song 570 nM. Thanh phan: 3,5 Dichlorophenyl diazonium ml HOP 6
tetrafluoroborate 0.08 mmol/L
. Héa chat dung cho xét nghi¢ém Total Bilin{bin ; dai do: 0-513 pmol/L ; phuong Ax15ml+4x15 X
39 |Pinh luong Bilirubin toan phan phap: DPD, buédc song 540 nM. Thanh phan: Caffeine 2.1 mmol/L; 3,5- HOP 6
. . : ml
dichlorophenyldiazonium tetrafluoroborate 0.31 mmol/L
Hoa chat dung cho xét nghiém Lipase ; dai do: 3-600 U/L ; phuong phap: Kinetic
colour (do mau dong hoc). Thanh phan: 1,2-Diglyceride substrate 0.04 mmol/L;  |4x30ml+4xlyo
40 |Po hoat d6 Lipase Monoglyceride lipase > 400 U/L; Glycerol kinase > 100 U/L; POD > 500 U/L;4- [ +4x10ml+2x3 HOP 15
Aminophenazone 0.25 mmol/L; TAPS (pH 8.7) 50 mmol/L; TOOS 1.0 mol/L; ml
Chét hiéu chuén: Huvét thanh ngudi chira lipase lon.
Héa chat dung cho xét nghiém Urea/Urea‘l nitrogen ; dai do: 0.8-50 mmol/L ; Ax53ml+4x53 X
41 |Dbinh lugng Ure phuong phép: Urease/GLDH . Thanh phan: NADH > 0.26 mmol/L; 2- ml HOP 25
Oxoglutarate > 9.8 mmol/L ;Urease > 17.76 kU/L; GLDH > 0.16 kU/L
Chat kiém chuan xét nghiém dinh o i i i Hop 6x0.5ml
42 |lugng G6PDH (hai muc: binh Chat kiém chuan cho xét nghiém G6-PDH, thanh phan: mau toan phan = hop 6
\ A AT 1v (Hop 3 ml)
thuong va bénh 1y)
8 gg;gﬁt xétnghiem dinh luong 1o, o bhap UV, Thube dong kho, dai do: 154 — 4303 U/l ?}‘i’gpl i‘é 8 (1);1111)1 hép 10
Thuoc thir dung cho xét nghiém do Iuong pepsinogen I trong huyét thanh. Phuong
. . phap: mien dich do do duc ngung két latex. Dai do: 2,5 - 200 ng/mL; Thanh phan: | 20mlx2+8mlx A
44 |Pinh lugng Pepsinogen | R1 chira Sodium azide, R2 chtra hat latex gén khang thé don dong chudt khang 1 HOP 6
pepsinogen I nguoi
Thuoc thir dung cho xét nghiém do luong pepsinogen II trong huyet thanh.
. ) . Phuong phap: mién dich do d¢ duc ngung két latex; Dai do: 2 - 100 ng/mL; Thanh [ 20mIx2+8mlx A
45 |Pinh lugng Pepsinogen II phan: R1 chira Sodium azide, R2 chira hat latex gin khang thé don dong chuot 1 HOP 6
khang pepsinogen Il ngudi 0,02-0,12 g/ 100m/L
Hoa. f hat hlel.l chuan ch‘o xet Chét hiéu chuén cho xét nghiém Pepsinogen I va Pepsinogen II. Thanh phén: 3mLx1+1mLx A
46 [nghiém Pepsinogen I va . Cr o PR o o HOP 2
. Pepsinogen I va II ciia nguodi, dém phosphat cé chira albumin bo. 1x5level
Pepsinogen 11
“ S;}i ;llalt) 1;1;111111 :;1:;1111 51;0 xet Chét.kiém chli*r}g ch? xét nghié{n Pepsinogen I va 'Pepsinog.en II. "{hfmh phﬁ‘n: 2mLx2x2level| HOP 4
- Pepsinogen I va II ciia ngudi, dém phosphat c6 chira albumin huyét thanh bo
Pepsinogen 11
48 [Xy-lanh hiit bénh phém iggc lam tir nhya, thuy tinh, kim loai, dai 8.8 cm. Dung dé hut chinh xac thé tich Lchi chi 5
49 |Xy-lanh hit hoa chét i)hl.;(.tyc lam tir nhya, thuy tinh, kim loai, dai 9 cm. Dung dé hut chinh xac thé hoa Ipes/box chi ’
50 [Pién cuc Sodium Bao quan 0-40 36 C, can thay thé sau 40.000 xét nghiém hodc 6 thang 1cai cai 2




Bao quan 0-40 36 C, do am 15-95%, tranh anh sang truc tiép, can thay thé sau

o1 [Pien cyc Potassium 40.000 xét nghiém hodc 6 thang edi e 2
52 |Dién cue Chloride Bao quém' 0-40 _q(f) C, (%6 am 1’5-95%, tranh &nh sang tryc tiép, can thay thé sau lcai chi )
40.000 xét nghiém hodc 6 thang
i L Béo quan 0-40 d6 C, d6 am 15-95%, tranh anh sang tryuc tiép, can thay thé sau LA .
53 |Pién cuc tham chiéu 15 0.30 0 xét nghiém hodc 24 thang & P Y 1 cai/ hop cai 2
54 |Dung dich rra Dung dich rira. Thanh phin: hypochlorite 450ml binh 2
55 Chat chuan huyét thanh muc cao Chét chuan huyét thanh mirc cao dung cho xét nghi€m dién giai. Thanh phan bao Ax100ml hop 5
cho xét nghiém dién giai 2om: Na+ 160 mmol/L; K+ 6 mmol/L; Cl- 120 mmol/L ’
56 Chat chuan huyét thanh muc thap [Chat chuan huyet thanh murc thap cho xét nghiém di¢n giai. Thanh phan bao gom: 4x100m] hop ’
cho xét nghiém dién giai Na+ 130 mmol/L; K+ 3.5 mmol/L; CI- 85 mmol/L ’
57 E‘;fnci‘;téilen gidi chodiéncue 1o ¢ dimg cho xét nghiém dién gidi. Thanh phan: Kali clorua 1.00 mol/L 4x1000ml | hop 15
£ B an ene Chat chuan chuan dién giai mirc gitra. Thanh phan bao gom: Na+ 4.3 mmol/L; K + .
58 |Chat chuan dién giai muc giira 0.13 mmol/L: Cl. 3.1 m%nol L g p & 4x2000ml hop 30
59 |Dung dich d¢m ISE Héba chit dém dién giai. Thanh phﬁn Triethanolamine 0.1 mol/L 4x2000ml hop 20
60 |Day bom nhu dong Lam bang cao su va nhya, dai 10.5 cm 1 cai cai 15
61 |Bong den Bong dén Halogen, 12V, 20W lcai cai 4
62 Hoa chat hi¢u chuan cho xét Chat hi¢u chuan cho xét nghiém CK-MB. Thanh phan: Huyét thanh nguoi dong Ix1ml o 4
nghiém CK-MB kho chira creatine kinase-MB isoenzyme )
63 Héa chat kiém chuan mtc 1 cho  [Chat kiém chuan mirc 1 cho xét nghiém CK-MB. Thanh phan: Huyét thanh nguoi x2ml o 3
xét nghiém CK-MB dong kho chira creatine kinase-MB isoenzyme. )
64 Hoa chat kiém chuan mtc 2 cho  [Chat kiém chuan mirc 2 cho xét nghi¢m CK-MB. Thanh phan:Huyét thanh ngudi 1x2ml o 3
xét nghiém CK-MB dong kho chira creatine kinase-MB isoenzyme. )
Hoa chat dung cho xét nghiém CK-MB ; dai do: 10-2000 U/L ; phuong phap:
Enzymatic immuno-inhibition (trc ché mién dich enzym), Budc song 340 (nm).
65 Do hoat 46 CK-MB (Isozym MB  [Thanh phin: Dung dich dém Imidazole (pH 6.7) 100 mmol/L; Diadenosine- 2x22ml+2x4m hop 6
of Creatine kinase) pentaphosphate 0.01 mmol/L; Glucose 20 mmol/L; G6P-DH > 2.8 kU/L; Creatine 14+2x6ml j
phosphate 30 mmol/L;N-Acetylcysteine 0.2 mmol/L; Khang thé khang tiéu don vi
CK-M thay déi:
Hoa chit dung cho xét nghiém CK ; dai do: 10-2000 U/L ; phuong phép dua trén
khuyén nghi ctia IFCC cho CK (NAC), budc song 340/660 nM. Thanh phan: AxAdml+4x8m
66 |Do hoat 3 CK (Creatine kinase) [Immidazole (pH 6.5, 37°C) 100 mmol/L; NADP 2.0 mmol/L; Glucose 20 mmol/L; 1ax13ml hoép 6
Creatine phosphate 30 mmol/L; N-acetylcysteine 0.2 mmol/L; Diadenosine
pentaphosphate 0.01 mmol/L; HK >4.0 kU/L; G6P-DH > 2.8 kU/L;
, L s N Dai do: 1én dén 400 pg/dL. Phuong phap xét nghiém: do mau, Do diém cuoi, Phan [5x25mL(125m .
67 |Hoa chat dinh luong kém tmg déng hoc ting, Br-PAPS. LyHop | P >
, £ 4 Dai do: 8.11 mg/dL - 300 mg/dL, phuong phap do: ALCOHOL 2x20ml+2x7m R
68 |Hoa chat dinh lugng Ethanol DEHYDROGENASE L/ Hop Hop 6
69 [Hoa chat hiéu chudn k&m Dang 16ng, Thanh phan: chira kém ndng d6 200 pg/dL (30.6 pmol/L) 1x3mL/ Lo Lo 3
70 Hoa chat hiéu chuan Dang dung dich, thanh phan: dung dich dém, chita: dém amoniac, ethanol, natri 2xSmL/Hép | Hop 4

AMMONIA/ETHANOL/CO2

hydrocarbonat




11lox20 mL

(Al)+11lox
, fp Dai do: 26.2 pmol/L - 600 pmol/L, phuong phap do: GLUTAMATE 20 mL (A2 R
71 |Hoéa chat dinh lugng AMMONIA DEHYDROGENASE dang dong Hop
kho) + 1 1o x
7 mL (BY Hép
Hoa chat chuan . . A C e L . .
72 | AMMONIA/ETHANOL/CO2 Dang dung dich, thanh phan: dung dich dém, chira: amoniac, ethanol, natri 3x5mL/ Hop | Hop
i hydrocarbonat
muc |
Hoa chat chuan . \ 3 . N . . .
73 | AMMONIA/ETHANOL/CO2 Dang dung dich, thanh phan: dung dich dém, chira: amoniac, ethanol, natri 3xSmlL/Hop | Hop
, hydrocarbonat
muc 11
Héa chat kiém soat mirc binh . .2 . . o
. . Vit liu kié at murc binh thud 5t nghié hl 38 thong so sinh hoa .
74 |thuong xét nghiém dinh lugng 38 4 1¢uA lePl sod Amuc.: bin N uong i(e nehiem dm uong Ong SO s hoa 1x5mL/ Lo Lo
R o i Dang bt dong kho, thanh phan: huyét thanh nguoi
thong so0 sinh hoa
HOE} chat k tem .Sf)at n}uc binh Vit lidu kiém soat mirc bat thuong xét nghiém dinh luong 38 thong sb sinh hoa.
75 |thuong xét nghiém dinh lugng 38 A N s N ) . 1xSmL/ Lo Lo
R I , Dang bot dong kho, thanh phan: huyét thanh nguoi
thong so6 sinh hda
Chat hi¢u chuan dung cho xét nghiém Prealbumin; Thanh phan: Chat nén huyét
, £ 2 . thanh nguoi dang long chira prealbumin ngudi; Chat hidu chuin 5 mirc; Céac gia tri R .
76 |Hoa chat chuan Prealbumin cuia chét hiéu chuén dugc gan su dung tiéu chuén theo IFCC (International Sx2ml/Hop | Hop
Federation of Clinical Chemistry)
Hoa chit dung cho xét nghiém dinh Iugng photpho v co; Thanh phan: Sulphuric
acid 200 mmol/L; Ammoniumheptamolybdate 0,35 mmol/L; Glycine 50
. ) mmol/L; Phuong phap: Po quang UV; Dai tuyén tinh: Huyét thanh: 0,32 — 6,40 4x15ml+4x15 R
77 |Pinh lwong PHOSPHO mmol/L (1 -20 mg/dL) Nude tiéu: 0 — 113 mmol/L (0 350 mg/dL); Budc song: ml/ Hop Hop
340 nm; Loai miu: Huyét thanh, huyet tuong, nude tiéu; DO lap lai: CV < 1,41%;
Do chum toan phan. CV <2,99%; Sb luong test t6i thiéu/1 mL: 16 test
Hoa chit dung cho xét nghiém dinh lugng prealbumin; Thanh phéan: Dung dich
céc polymers trong phosphate buffered saline (pH 7.1 — 7.3); Khéng thé thé khang Ax15ml44x6.5
78 |Pinh lugng PREALBUMIN prealbumin ngudi ; Phuong phap: Po d6 duc mién dich; Dai tuyén tinh: 0,03-0,8 ml/ Hé ' Hop
g/L (3-80 mg/dL); Budc séng: 340nm; Loai mau: Huyét thanh‘; Do lap lai: CV < P
1,82%; D6 chum toan phén: CV <2.21%; Sb luong test t6i thidu/1 mL: 4 test
Hoa chat dung cho xét nghiém dinh luong magié; Thanh phan: €-Amino-n
Caproic Acid 450 mmol/L; Tris 100 mmol/L; Glycoletherdiamine-N,N,N’, N’
tetraacetic acid 0.12 mmol/L; Xylidyl blue 0.18 mmol/L; Phuong phap: Xylidyl
79 |Pinh lugng MAGNESIUM Blue; Dai tuyén tinh: Huyét thanh, huyét twong: 0,2-3,3 mmol/L (0,5-8,0 mg/dL), | 4x40ml/ Hop | Hop
Nude tiéu: 0,2—7,8 mmol/L (0,5-18,9 mg/dL) ; Bude séng: 520nm; Loai mau:
Huyét thanh, huyet tuong, nude tiéu; DO 1ap lai: CV < 1,15%; D6 chum toan phan:
i} CV < 4.96%: Sb luong test t6i thiéu/1 mL: 5 test
I Hoa chat cho may Sinh héa BS

800




Hoa chat xét nghiém dinh Iwvong Albumin trén may sinh hoa; quy cach: R: 2 x 125
mL + Std: 1x2mL; hoa chit don; dai do: 1,6-6 g/dL (16 - 60 g/L)

Théanh phin gdm:
, I A s Hoa chat: R
Hoa chat xét nghiém dinh heong o v buffer, pH 4.20 R:2x125ml | .
80 |Albumin trén méy sinh hoa Bromocresol green: 0.2 mmol/L + Std: 1x2ml Hop
ALBUMIN green: B '
- Surfactant
Chat chuén: Std
-Albumin: 3.5 g/dL (35 g/L)
- Sodjym azide: < 0.1% khéi hrane/ khdi lirgne
Hoa chat xét nghiem dinh Iwvong Albumin trén may sinh hoa; quy cach: R: 4 x 250
mL + Std: 1x2mL; hoa chit don; dai do: 1,6-6 g/dL (16 - 60 g/L)
Théanh phin gdm:
, I A s Hoa chat: R
Hoa chat xét nghiém dinh luong || "q oo ve buffer, pH 4.20 R:4x250ml | .
81 |Albumin trén méy sinh hoa Bromocresol green: 0.2 mmol/L + Std: 1x2ml Hop
ALBUMIN green- L. :
- Surfactant
Chat chuén: Std
-Albumin: 3.5 g/dL (35 g/L)
- Sodjym azide: < 0.1% khéi hrane/ khdi lirang
Hoa chat xét nghiém dinh Ivong ALP (DEA) trén may sinh hoa, quy cach: R1:
2x50mL + R2: 1x26mL; dai do: 20-900 U/L
Thanh phin gdm:
A s Héa cht 1: R1
Hoa chat xét nﬁghlafl dl.nh lusmg - Diethanolamine, pH 10.2: 1.4 mol/L R1:2x50ml + .
82 |ALP (DEA) trén may sinh hoa . . Hop
ALP (DEA) SL - Magnesium Chloride: 0,625 mmol/L R2: 1x26ml
- Sodium azide: < 0,1%
Hoa chat 2: R2
- p-Nitrophenylphosphate: 50 mmol/L
- Sodium azide: < 0.1%
Hoa chat xét nghiém dinh Ivong ALP (DEA) trén may sinh hoa, quy cach: R1I:
4x50mL + R2: 2x26mL; dai do: 20-900 U/L
Thanh phin gdm:
A s Héa cht 1: R1
23 Zi;c(lgéf)tt?g:fl? T;:Lllllrg:g - Diethanolamine, pH 10.2: 1.4 mol/L R1: 4x50ml + Ho
v - Magnesium Chloride: 0,625 mmol/L R2: 2x26ml °P

ALP (DEA) SL

- Sodium azide: < 0,1%
Hoa chat 2: R2
- p-Nitrophenylphosphate: 50 mmol/L

- Sodium azide: <0.1%
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Hoba chit xét nghiém dinh luong
ALT/GPT trén may sinh hoa
ALT/GPT 4+1SL

Hoa chat xet nghiem dinh Iwgng ALT/GPT trén may sinh hoa; quy cach: R1:
2x50mL + R2: 1x26mL; dai do: 10-450 U/L
Théanh phin gdm:

Hoa chét 1: R1

-Tris buffer, pH 7.50

-L-alanine: 680 mmol/L

-LDH: >2000 U/L

-Sodium azide: <0.1% khédi lugng/khdi luong
Hoa chat 2: R2

-Alpha-ketoglutarate: 97 mmol/L

-NADH: 1,1 mmol/L

-Sodinm azide: <0 1% khAi hrano/khAi hrane

R1: 2x50ml +
R2: 1x26ml

20
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Hoa chit xét nghiém dinh lugng
ALT/GPT trén may sinh hoa
ALT/GPT 4+1SL

Hoa chat xet nghiem dinh Ivong ALT/GPT tren may sinh hoa; quy cach: K1:
4x50ml + R2: 2x26ml; dai do: 10-450 U/L
Thanh phan gdm:

Hoa chét 1: R1

-Tris buffer, pH 7.50

-L-alanine: 680 mmol/L

-LDH: >2000 U/L

-Sodium azide: <0.1% khdi lugng/khéi lugng
Hoa chat 2: R2

-Alpha-ketoglutarate: 97 mmol/L

-NADH: 1,1 mmol/L

-Spdiym azide- <0 1% khai hrano/khdi hrane

R1: 4x50ml +
R2: 2x26ml

10
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Hoba chit xét nghiém dinh lugng
ALT/GPT trén may sinh hoa
ALT/GPT 4+1SL

Hoa chat xet nghiem dinh ITwgng ALT/GPT trén may sinh hoa; quy cach: R1:
5x100ml + R2: 1x127ml; dai do: 10-450 U/L
Thanh phin gdm:

Hoa chét 1: R1

-Tris buffer, pH 7.50

-L-alanine: 680 mmol/L

-LDH: >2000 U/L

-Sodium azide: <0.1% khéi lugng/khdi luong
Hoa chat 2: R2

-Alpha-ketoglutarate: 97 mmol/L

-NADH: 1,1 mmol/L

-Sodinm azide: <0 1% khAi hrano/khAi hrane

R1: 5x100ml
+ R2: 1x127ml

10
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Hoba chit xét nghiém dinh luong
Amylase trén may sinh héa
AMYLASE SL

Hoa chat xét nghiém dinh lwgng Amylase trén may sinh hoa; quy cach: 1 x 50mL;
hod chét don; dai do: 20-1500 U/L

Thanh phan gdm:

- Good's buffer, pH 6.15

- CNP-Gs: 2,27 mmol/L

- Sodium azide: <0,1% khéi lugng/khbi luong

- Ciing chira calcium va mudi chloride, ciing nhu potassium thiocyanate cho hidu
suat thi uu

1 x50ml
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Hoa chit xét nghiém dinh lugng
Amylase trén may sinh hoa
AMYLASE SL

Hoa chat xét nghiém dinh luong Amylase trén may sinh hoa; quy cach: 6 x 50 ml;
hoé chét don; dai do: 20-1500 U/L

Théanh phin gdm:

- Good's buffer, pH 6.15

- CNP-Gs: 2,27 mmol/L

- Sodium azide: <0,1% khéi lwong/khéi luong

- Ciing chira calcium va mubi chloride, ciing nhur potassium thiocyanate cho hiéu
sudt t4i yu

6x 50 ml
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Hoa chit xét nghiém dinh luong
AST/GOT trén may sinh hoa
AST/GOT 4+1 SL

Hoa chat xét nghiém dinh [uong AST/GOT tren may sinh hoa, quy cach: R1:
2x50mL + R2: 1x26mL; dai do: 10-450 U/L
Thanh phin gdm:

Hoa chit 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: >2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1% khéi lugng/khdi luong
Hoa chat 2: R2

-Alpha-ketoglutarate: 78 mmol/L

-NADH: 1.1 mmol/L

_Spdiym azide: <0 1% khAi hrano/khai hrane

R1: 2x50ml +
R2: 1x26ml

20
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Hoa chit xét nghiém dinh luong
AST/GOT trén may sinh hoa
AST/GOT 4+1 SL

Hoa chaf xet nghiem dinh [ugng AST/GOT trén may sinh hoa, quy cach: R1:
4x50mL + R2: 2x26mL; dai do: 10-450 U/L
Thanh phan gdm:

Hoa chit 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: >2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1% khdi lugng/khéi lugng
Hoa chat 2: R2

-Alpha-ketoglutarate: 78 mmol/L

-NADH: 1.1 mmol/L

-Sodinm azide: <0 1% khAi hrane/khdi hrane

R1: 4x50ml +
R2: 2x26ml

30
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Hoa chit xét nghiém dinh luong
AST/GOT trén may sinh hoa
AST/GOT 4+1 SL

Hoa chat xet nghicm dinh [uong AST/GOT tren may sinh hoa, quy cach: R1:
5x100mL + R2: 1x127mL; dai do: 10-450 U/L
Théanh phin gdm:

Hoa chit 1: R1

-Tris buffer, pH 7.8

-L-aspartate: 330 mmol/L

-LDH: >2000 U/L

-MDH: > 1000 U/L

-Sodium azide: <0.1% khéi lugng/khdi luong
Hoa chat 2: R2

-Alpha-ketoglutarate: 78 mmol/L

-NADH: 1.1 mmol/L

_Sodiym azide: <0 1% khAi hrano/khAi Lirang

R1: 5x100ml
+ R2: 1x127ml

10
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Hoa chit xét nghiém dinh luong
Bilirubin Direct mau huyét
thanh/huyét twong ngudi trén may
sinh hoéa Bilirubin Direct

Hoa chat xét nghiém dinh [uong Bilirubin Direct mau huyét thanh/huyét tuong
nguoi trén may sinh hoa; quy cach: R1: 1x100mL + R2: 1x25mL; ti 1¢ R2/R1: 1/4;
dai do: 0.08-10.55 mg/dL (1.4-180.4 umol/L)

Thanh phan gom:

Hoa cht 1: R1.

-Sulfanilic acid: 29 mmol/L

Hoa chat 2: R2

-Sodium nitrite: 11 mmol/L,

RI1: 1x100 mL
+R2: 1x25mL
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Hoa chit xét nghiém dinh luong
Bilirubin Total mau huyét
thanh/huyét twong ngudi trén may
sinh hoa BILIRUBIN TOTAL 4+0

Hoa chat xét nghiém dinh luong Bilirubin Total mau huyét thanh/huyét tuong
nguoi trén may sinh hoa; quy cach: R1: 2x100mL + R2: 1x50mL; ti 1¢ R2/R1: 1/4;
dai do: 0.25-25 mg/dL (4.3-427.6 umol/L)

Hoa cht 1: R1.

-Sulfanilic acid: 29 mmol/L

-Cetrimide: 29 mmol/L

Hoa chat 2: R2

-Sodium nitrite: 11 mmol/L,

R1: 2x100ml
+R2: 1x50ml

94

Hoa chit xét nghiém dinh luong
Calcium Arsenazo trén may sinh
hoa Calcium Arsenazo

Hoa chit xét nghiém dinh lugng Calcium Arsenazo trén may sinh héa; quy cach:
R: 2 x 125 mL + Std: 1x5mL; hoa chit don; dai do: huyét thanh/huyét twong 5-15
mg/dL (1.25-3.74 mmol/L), nuéc tiéu 1.5-18 mg/dL (0.37-4.49 mmol/L)

Thanh phan gom:

Hoa chat: R

-Good's buffer, pH 6.5 (20-25°C)

-Arsenazo II1: 200 pmol/L

Chat chuén: Std

-Calcium: 10 mg/dL

R:2x 125 ml
+ Std: 1x5ml
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Hoba chit xét nghiém dinh luong
Cholesterol trén may sinh hoa
Cholesterol SL

Hoa chit xét nghiém dinh lugng Cholesterol trén may sinh hoa; quy cach: R 6 x
100 ml + std: 1x5 ml; hoa chét don; dai do: 20 - 600 mg/dL (0.52-15.52 mmol/L)
Thanh phan gdm:

Hoa chit: R

- Good's buffer, pH 6.7

- Phenol: 24 mmol/L

- Cholesterol esterase: > 180 U/L

- Cholesterol oxidase : >200 U/L

- Peroxidase : > 1000 U/L

- 4-aminoantipyrine: 0.5 mmol/L- Sodium azide: < 0.1% khéi luong/khdi lugng
Ciing chtra surfactants (chat hoat dong bé mit) va magnesium salts (mubi magie)
cho hiéu suét tdi vu.

Chét chuén: Std

- Cholesterol: 200mg/dL

R: 6 x 100 ml
+Std: 1 x 5ml
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Hoa chit xét nghiém dinh luong
Cholesterol trén may sinh hoa
Cholesterol SL

Hoa chit xét nghiém dinh lugng Cholesterol trén may sinh hoa; quy cach: R: 4 x
250 ml + Std: 1x5 ml; hoa chit don; dai do: 20 - 600 mg/dL (0.52-15.52 mmol/L)
Thanh phan gdm:

Hoa chit: R

- Good's buffer, pH 6.7

- Phenol: 24 mmol/L

- Cholesterol esterase: > 180 U/L

- Cholesterol oxidase : >200 U/L

- Peroxidase : > 1000 U/L

- 4-aminoantipyrine: 0.5 mmol/L

- Sodium azide: < 0.1% khéi lwgng/khdi luong

Ciing chtra surfactants (chat hoat dong bé mit) va magnesium salts (mubi magie)
cho hiéu suit tdi vu.

Chét chuén: Std

- Cholesterol: 200mg/dL

R: 4 x250 ml
+Std: 1 x 5ml
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Hoba chit xét nghiém dinh luong
CK NAC trén may sinh héa CK
NAC SL

HOa CaT XeT NZNIC QM TIoNE CR INAT e May ST oa; quy Cach KT
2x50mL + R2: 1x26mL; ti 1€ R2/R1: 1/4; dai do: 10-1714 U/L

Thanh phan gdm:

Hoa chit 1: R1

- Imidazole buffer, pH 6.10 (20°C)

- D-Glucose: 25 mmol/L

- NADP: 2.5 mmol/L

- Hexokinase: > 6800U/L

- Sodium azide: < 0.1% khéi lugng/khdi lwong
Hod chét 2: R2

- Imidazole buffer, pH 8.9 (20°C)

- Creatine phosphate: 250 mmol/L

- ADP : 15.2 mmol/L

- G-6-PDH: > 8800 U/L

- Sodium azide: < 0.1% khdi lugng/khéi lugng
Ciing chtra cac mudi magie, N- Acetyl Cysteme EDTA, Diadenosine

nentanhacnhate vd AMD cha hidn onit tAlam

R1: 2x50ml +
R2: 1x26ml
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Hoba chit xét nghiém dinh luong
CK-MB trén may sinh hoéa CK-
MB SL

Hoa chit xét nghiém dinh lugng CK-MB trén may sinh hoa; quy cach: R1:
2x50mL + R2: 1x26mL; ti 1€ R2/R1: 1/4; dai do: 10-600 U/L

Thanh phan gdm:

Hoa chit 1: R1

- Imidazole buffer, pH 6.1 (20°C)

- D-Glucose: 25 mmol/L

- NADP: 2,5 mmol/L

- Hexokinase : > 6800 U/L

- Sodium azide: <0.1% khéi lugng/khbi luong

Nbng d6 khang thé Anti-CK-M co trong R1 di dé tre ché 2000 U/L CK-M & 37°C
Hoa chat 2: R2

- Imidazole buffer, pH 8.9 (20°C)

- Creatinine phosphate: 250 mmol/L

- ADP: 15,2 mmol/L

- G-6-PDH: > 8800 U/L

- Sodium azide: <0.1% khéi lugng/khbi luong

Ciing chtra cac mudi magie, N-acetyl-L-cystein, EDTA, Diadenosine
pentaphosphate va AMP cho hiéu suat téi wu

R1: 2x50ml +
R2: 1x26ml
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Ho4 chét kiém chuén, kiém tra
chét luwgng xét nghiém CK-MB
CK-MB Control

Hoa chat kiém chuan, kiém tra chat lugng xét nghiém CK-MB; quy cach: 4 x 3
mL/hop

Thanh phan:

Séan phdm déng khé dwoc chuan bi tir huyét thanh ngudi va CK-MB nguoi
Sodium azide: <0.1% khéi luong/khdi luong

4x3ml
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Hoba chit xét nghiém dinh luong
Creatinine mau huyét thanh nguoi
trén may sinh héa CREATININE
JAFFE

Hoa chat xet nghieém dinh Iuong Creatinine mau huy€t thanh nguo1 trén may sinh

héa; quy cach: R1: 1x125ml + R2: 1x125ml + Std: 1x5ml; ti 1¢ R2/R1: 1/1; dai do:

0.5-15 mg/dL (44-1326 pmol/L)
Thanh phin gdm:

Hoa chét 1: R1

- Picric acid 8.73 mmol/L

Hoa chét 2: R2

- Sodium hydroxide: 312.5 mmol/L
- Diodium phosphate 12.5 mmol/L
Chét chuan: Std

- Creatinine: 2 mo/dl (177umal/1.)

R1: 1x125ml
+ R2:
1x125ml +
Std: 1 x5ml

30
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Hoa chit xét nghiém dinh lugng
Creatinine CREATININE PAP SL

FOa ¢nat XeTHgnIch dInn [roNg CIeatmne; U I¢ KZ7K 1T 173; qUy cach: KT
2x100ml + R2: 1x70ml

Phuong phap do: Enzymatic/PAP- Kinetic

Dai do: mau huyét thanh/huyét twong 0.1-30 mg/dL, nudc tiéu 5-450 mg/dL (0.4-
39.8 mmol/L)

Thénh phin:

Hoa chét R1:

- Good's buffer, pH 7.5

- EHSPT: 0,4 mmol/L

- Creatinase: > 10000 U/L

- Sarcosine Oxidase: > 3500 U/L

Hoa chét R2:

- Good's buffer, pH 7.5

- Amino- 4- Antipyrine: 2,95 mmol/L

- Creatinase: > 150000 U/L

- Peroxidase: >4000 U/L

Soadipm azide: <0 10/ LhAi hrang/lhAi hvgna

R1:2x100ml
+ R2: 1x70ml

10
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Hoba chit xét nghiém dinh luong
Gamma-GT trén may sinh hoa
GAMMA-GT PLUS SL

Hoa chat xét nghiem dinh lvong Gamma-GT trén may sinh hoa; quy cach: R1:
4x50ml + R2: 2x26ml; ti 1¢ R2/R1: 1/4; déi do: 15-1200 U/L

Thanh phan gom:

Hoa cht 1: R1

- Glycylglycine, pH 7,70 (37°C): 138 mmol/L

- Sodium azide: <0.1% khdi lugng/khbi luong

Hoa chat 2: R2

- GLUPA-C: 23 mmol/L

- Sodium azide: <0.1% khéi luone/khéi lirone

R1: 4x50ml +
R2: 2x26ml
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Hoba chit xét nghiém dinh luong
Glucose trén may sinh hoa
GLUCOSE PAP SL

Hoa chat xet nghiem dinh [uong Glucose tren may sinh hoa, quy cach: K. 6 X 100
ml + Std: 1x5 ml; hoa chit don; dai do: 20-400 mg/dL (1.11 - 22.20 mmol/L)
Théanh phin gdm:

Hoa chit: R

- Phosphate buffer, pH 7.4

- Phenol: 10 mmol/L

- 4-aminoantipyrin: 0.3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: <0.1% khéi lwong/khéi lwong

Chét chuan Std

- D-glucose: 100 mg/dL (5.55 mmol/L)

R: 6 x 100 ml
+Std: 1 x 5ml

10
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Hoa chit xét nghiém dinh lugng
Glucose trén may sinh héa
GLUCOSE PAP SL

Hoa chét xét nghiém dinh lrgng Glucose trén méy sinh héa; quy cach: R: 4 x 250
ml + Std: 1x5ml; hod chit don; dai do: 20-400 mg/dL ( (1.11 - 22.20 mmol/L)
Théanh phin gdm:

Hoa chat: R

- Phosphate buffer, pH 7.4

- Phenol: 10 mmol/L

- 4-aminoantipyrin: 0.3 mmol/L

- Peroxidase: > 700 U/L

- Glucose oxidase: > 10000 U/L

- Sodium azide: <0.1% khéi lwong/khéi lwong

Chat chuéan Std

- D-glucose: 100 mg/dL (5.55 mmol/L)
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Hoba chit xét nghiém dinh lugng
Cholesterol HDL trén may sinh
hoéa HDL Cholesterol

R:4x250ml
+Std: 1 x Sml

TIOd Tt XST TTZMTSTIT OITIT TUQTIZ CTIOICSTETOT DT UeT Ty ST TT0d; Uy CacTT,
R1: 2x90ml + R2: 1x60ml; ti 1¢ R2/R1: 1/3; dai do: 5 - 200 mg/dL (0.13-5.17
mmol/L)

Thanh phan gom:

Hoa chét 1: R1

-Buffer, pH 6.85

-N-(2-Hydroxy-3-sulfoppropyl)-3,5-dimethoxyaniline sodium salt (HDAOS): >
0.5 mmol/L

-Peroxidase: > 8000 U/L

-Ciing chtra céc hop chit phét pho v6 co va hitu co

Hoa chét 2: R2

-Buffer, pH 8.15

-Cholesterol Oxidase: > 2000 U/L

-Cholesterol Esterase: > 180 U/L

-Peroxidase: > 15000 U/L

-4-aminoantipyrine: > 2 mmol/L

-Surfactant: 0.6 %

-Sodium azide: < 0.1 % (p/p)

Falh ™S ava oo daot xado ho hidn

ot 423 e

R1: 2x90ml +
R2: 1x60ml

12
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Hoba chit xét nghiém dinh luong
Cholesterol LDL trén may sinh
héa LDL CHOLESTEROL

T10d CITdt XU OENICHT AT TUOIIE CHOITSICTO LIJL UTIT ITIdY SHIIT IOd, Uy C4ACII.
R1:R1:4x21ml + R2: 2x14ml; ti 1€ R2/R1: 1/3; dai do: 15 - 600 mg/dL (0.39-
15.52 mmol/L)

Thanh phan gom:

Hoa chét 1: R1

-Buffer, pH 6.85

-N-(2-Hydroxy-3-sulfopropyl)-3,5-dimethoxyaniline sodium salt (HDAOS): > 0.5
mmol/L

-Peroxidase: > 5000 U/L

-Céc hop chit phét pho vé co va hitu co
-Surfactant: 1%

Hoa chét 2: R2

-Buffer, pH 8.15

-Cholesterol Oxidase: > 2000 U/L
-Cholesterol Esterase: > 2000 U/L
-Peroxidase: > 20000 U/L
-4-aminoantipyrine (4-AA): > 2 mmol/L
-Surfactant: 0.025 %

-Sodium azide: < 0.1 % (p/p)

e A tAs

R1:4x21ml +
R2: 2x14ml
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Hoa chat hiéu chuan HDL va
LDL Cholesterol HDL LDL
CALIBRATOR

loe Tt id A oA hia
Hoa chat hiéu chuan HDL va LDL Cholesterol;
Quy cach: 4 x 1mL/hop
Thanh phin: Huyét thanh ngudi dong khod

4x1ml
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Hoa chét dinh lrgng sit huyét
thanh trén mdy sinh hoa IRON
FERENE

Hoa chat dinh Iuong sat huyet thanh trén may sinh hoa. Phuong phap do mau
Ferene - do diém cubi; quy cach: R1 2x100mL, R2 1x50ml, Std: 1x5ml; Dai do:
20-1000pg/dL (3.6-179.1umol/L)

Thanh phan:

Hoa chit R1:

- Acetate buffer (pH 4.5): 1 mol/L

Hoa chat R2:

- Ferene: 3 mmol/L

- Ascorbic acid: 240 mmol/L

Ciing chtra thiourea ¢6 hiéu suét t6i uu

Chét chuén: Std

- Tran (SAN 100 n1o/dl (17 9 umal/A)

R1:2x100ml
+ R2: 1x50ml
+ Std: 1x5ml




Hoa chat xet nghicm dinh [Uong acid Iactic frong Auyet tUong NgUo1 tren may Sin
hoa.

Quy cach: R1: 1x103mL + R2: 10x10mL + Std: 1 x 5 mL

Dai do: 3-120.0 mg/dL (0.33-13.32 mmol/L)

Thénh phin:

Héa cht 1: R1

ch(i)z T;Cisz:oighﬁiméfﬁ};?mg Phosphate buffer, pH 7.5 100 mmol/L R _:)1;120 3ml
Jog |Aei€ “actic trong uyet tong ADPS 0.94 mmol/L ' Hop
nguoi trén may sinh hoa Sodium azide <01% 10x10ml +
. 0
LACTATE Héa chit 2: R2 Std: 1 x 5ml
Latate oxidase >450 U/L
Peroxidase >2000 U/L
4-Aminoantipyrine 0.4 mmol/L
Chat chuén: Std
I actic 9c1d 40 mo/dl (4 44 mmal/T )
Hoa chat xet nghiem dinh Iuong Lactate dehydrogenase (LDH) trong huyet
tuong/huyét thanh ngudi trén may sinh hoa; quy cach: R1: 2x50mL + R2:
, A oox A 1x26mL; ti 1¢ R2/R1: 1/4; dai do: 50-800 U/L
Hoa chat xét nghiém dinh luong \ o
Thanh phan gom:
Lactate dehydrogenase (LDH) , "
110 |trong huyét twong/huyét thanh Hoa chat 1: R1 RI: 2x50ml + Ho
£ tlyet uong/muye N-Methyl-D-Glucamine pH 9.4 (37°C) R2: 1x26ml P
ngudi trén may sinh héa LDH-L s
SL -Lithium L-lactate: 68 mmol/L
-Sodium azide: <0.1% (khéi lugng/khdi luong)
Hoa chat 2: R2
-NAD: 50 mmol/l
Hoa chét xét nghiém dinh lrgng Magie trén mau huyét thanh, huyét twong, nudc
tidu ngudi trén may phan tich héa sinh; quy cach: R: 2x100mL + Std: 1x5mL
Dai do: Huyét thanh/huyét twong: 0.20 - 5.00 mg/dL (0.08 - 2.06 mmol/L); Nudc
tidu: 1-20 mg/dL (0.41-8.23 mmol/L)
Hoa chét xét nghiém dinh lvgng ~ |Thanh phin:
Maggle trén mau ,hu}fegt thanl“n,. A Hoa chat R: R: 2x100ml + )
111 |huyet twong, nudc tiéu nguoi trén |- AMP buffer, pH 11.2 Std: 1x5ml Hop

may phan tich hoéa sinh
Magnesium XB

- Xylidyl Blue: 120 umol/L

- Sodium azide: < 0.1 % (khéi lwgng/ khéi lugng)

- Ciing chita EGTA va chit hoat dong b& mit cho hiéu suét t6i uu
- AMP: 2-Amino-2-methyl-1-propanol

Chét chudn Std: 1 x 5mL

- Magnesium: 2.0 mg/dL (823 umol/L)




Hoba chit xét nghiém dinh lugng

Hoa chat xet nghieém dinh Iuwgng Haptoglobin (Hp) trén cac mau huy€t thanh
nguoi trén may hoa sinh.

Quycach: R1: 2x25mL+R2: 1 x 5mL

Dai do: 2 - 400 mg/dL (0.02 - 4.00 g/L).

Hoéa chat R1: 2 x 25 mL

Haptoglobin (Hp) trén cac mau - Phosphate Buffer: pH 7.43 RI:2x25 R
112 £ A mL+R2: 1x | Hop
huyét thanh nguoi trén may héoa |- Polyethylene glycol: 60 g/L 5 mL
sinh HAPTOGLOBIN IP - Sodium azide: < 0.1 %
Hoa chat R2: 1 x 5mL
- Phosphate buffer pH 7.43
- Khang thé haptoglobin da dong khang ngudi (tir dé)
= Sodinm azide: <01 %
Hoa chét xét nghiém dinh lugng orosomucoid trén cac mau huyét thanh nguoi.
Quycach: R1: 2x25mL+R2: 1 x 5mL
Dii do: 10 - 235 mg/dL (0.10 - 2.35 g/L).
Hoa chét R1:
Hoa chit xét nghiém dinh luong | DUiicr PH 7.43 R1:2x25mL
113 [orosomucoid trén cac miu huyét | Accelerator o (ke L +R2:1x 5 | Hop
thanh ngudi OROSOMUCOID IP |- S:odluIA’n azide: < 0.1 % (khoi lwong/khoi lugng) L
Hoéa chat R2:
- Buffer, pH 7.43
- Khang thé orosomucine da dong khang nguoi (dé)
- Sodium azide: < 0.1 % (khéi lwrgng/khéi lrgng)
Hoa chat xet nghieém dinh Iugng prealbumin trén cac mau huy€t thanh nguo1 tren
may phan tich hoa sinh
Quycach:R1:2x25mL+R2:1x5mL
Dii do: 5.0-80.0 mg/dL (50 — 800 mg/L)
Hoa chit xét nghiém dinh lvong [Hoa chitR1:
c A £ R1:2x25
prealbumin trén cac mau huyet - Buffer, pH 7.43 R
114 R mL+R2:1x | Hop
thanh nguoi trén may phan tich - Accelerator ) ) 5 mL
hoéa sinh PREALBUMIN IP - Sodium azide < 0.1 % (khoi lwong/khoi luwong)
Hoa chat R2:
- Buffer, pH 7.43
- Polyclonal anti-human Prealbumin antibody (d¢)
= Sodinm azide < 0 1 % (khai hrane/ khai hrono)
) ) Hoa chat hi¢u chuan cho céc xét nghiém sinh hoa Cal 1/ Cal 2/
Hoéa chat hi¢u chuan cho cac xét  |Quy céch:‘ Cal 1/ Cal 2/ Cal 3/ Cal 4/ Cal 5: 5x 1 mL Cal 3/ Cal 4/
115 |nghiém sinh héa PROTEIN IP Thanh phan: ] ' Cal5: 5x 1 Hop
CALIBRATOR SET - San pham dang long duoc chuan bi tir huyét twong nguoi da tach fibrin Il:lL

- Sodium azide < 0.1 % (khdi luong/ khéi luong)




Hoba chit xét nghiém dinh lugng

Hoa chat xeét nghiem dinh Ivong Vitamin D trén cac mau huyet thanh va huyet
tuong nguoi trén may phan tich sinh hoa

Quycach:R1:2x21 mL+R2:2x5mL

Phuong phéap do: Do d6 duc mién dich ting cudng latex.

Do diém cubi.

Vitamin D trén cac miu huyét  |Dai do: 7.6 - 147.8 ng/mL (19.0 - 369.5 nmol/L). RI:Zx21 .
116 . 4 N , 1 mL+R2:2x | Hop
thanh va huyét twong nguoi trén  |Hoa chat R1: 2 x 21 mL 5 mL
may phan tich sinh hoa Vitamin D |- Buffer
- Sodium azide 0.1 % (p/p)
Hoa chat R2: 2 x 5 mL
- Buffer
- CAc hat latex nhii oammaolobulin . _ i
‘ Hoa chat hi¢u chuan cho xét nghiém dinh luong vitamin D trén may xét nghiém
Héa chit hiéu chudn cho xét sinh hoa. Cal 1/ Cal 2/
117 nghiém dinh luong vitamin D trén [Quy cach: Cal 1/ Cal 2/ Cal 3/ Cal 4/ Cal 5: 5 x 1 mL Cal 3/ Cal 4/ Hé
may xét nghiém sinh hoéa Vitamin |Thanh phﬁn: Cal5:5x 1 P
D Calibrator Set - San phim dang 16ng dugc diéu ché tir huyét thanh ngudi. mL
- Sodium azide < 0.1 % (khéi luvong/ khdi luong)
, oz Lz Hoa chit kiém soat chat lugng duogc st dung trong xac dinh dinh lugng vitamin D
Hoa chat kiém soat chat lugng ,
\ L . Quy cach: Control L: 1 x 3 mL; Control H: 1 x 3 mL Control L: 1 x
dugc st dung trong xac dinh dinh : X N
118 L . Thanh phan: 3 mL; Control | Hop
luong vitamin D Vitamin D \ 2 \ ISR £ .
Control Set - San pham dang long dugc chuan bi tir huyét thanh nguoi. H:1x3mL
- Sodium azide < 0.1 % (khéi luong/ khéi lugng)
Hoa chat xet nghiem dinh Iuong Phosphorus vo co trong huyet twong, huyet thanh
va nudc tiéu ngudi trén may sinh hoa;
Quy cach: R: 2x125mL + Std: 1x5mL; v
Hoa chit xét nghiém dinh luong Dai do: huyet thanh/huyét twong 2-20 mg/dL (0.65-6.46 mmol/L), nudc tiéu 10-
A B 200 mg/dL (3.2-64.6 mmol/L)
Phosphorus v6 co trong huyct . PO
119 |twong, huyét thanh va nuée tigu | 1anh Phan gom: R 2x125ml +1 -y
& Ty Hoa chét: R Std: 1x5ml | P

nguoi trén may sinh hoa
PHOSPHORUS

- Sulfuric acid: 210 mmol/L

- Ammonium Molybdate: 650 pmol/L
- Surfactant

Chét chuin: Std

- Phosnhorns: S mo/dl . (1 61 mmol/T)




Hoba chit xét nghiém dinh luong

Hoa chat xet nghieém dinh Iugng Protein toan phan trong huy€t twrong/ huyet thanh
nguoi trén may sinh hoa;

quy cach: R: 2x125mL + Std: 1x5mL;

Dai do: 0.2-12 g/dL (2-120 g/L)

o 3 R Théanh phin gdm:
Protein toar} phan trong‘huyf:t Hoa chat: R R: 2x125ml + R
120 |tuong/ huyeét thanh nguoi trén Hop
. . , -Copper sulfate: 6 mmol/L Std: 1x5ml
mady sinh héa TOTAL PROTEIN . .
-Sodium hydroxide: 490 mmol/L
PLUS ~ T e A A A
Ciing chtra iodide va mudi tartrate cho hiu suat toi wu
Chat chuén: Std
-Albumin 6 g/dL.
-Sodinm azide- <0 1% (Khai irane/khdi lirno)
Hoa chat xet nghiem dinh Iugng Protein toan phan trong huyéet twong/ huyet thanh
nguoi trén may sinh hoa; ; quy cach: R: 4x250mL + Std: 1x5SmL; dai do: 0.2-12
g/dL (2-120 g/L)
Hoa chét xét nghiém dinh lrong [ Thanh phin gdm:
Protein toaI} phan trong‘huy?t Héa chat: R R: 4x250ml + A
121 [twong/ huy¢t thanh nguoi trén -Copper sulfate: 6 mmol/L Std: 1x5ml Hop
may sinh héa TOTAL PROTEIN [-Sodium hydroxide: 490 mmol/L '
PLUS Cuing chira iodide va mudi tartrate cho hiéu suat t6i uu
Chat chuén: Std
-Albumin 6 g/ dL
-Sodinm azide: <0 1% (Khai hrane/khai hrano)
Hoa chat xet nghieém dinh Iugng Protein toan phan trong mau nuoc ti€u trén may
xét nghiém hoa sinh; quy cach: 2x125ml + Std: 1x2ml; dai do: 10.9 - 197.5 mg/dL
(109 - 1975 mg/L).
Thénh phin:
Hoba chit xét nghiém dinh luong  |Hoa chit: R
122 Protein toan phan trong mau nuéc |- Succinic acid: 50 mmol/L , pH 2.5 R: 2x125ml + Ho
tiéu trén may xét nghiém hoéa sinh |- Pyrogallol red: 60 pmol/L Std: 1x2ml °P

MICROPROTEIN PLUS

- Sodium molybdate: 165 pmol/L

Ciing chtra sodium oxalate cho hiéu sudt t6i uu
Chat chuan: Std

- Albumin: 100 mg/dL (1000 mg/L)

- Sodinm azide: <0 1 % (Khi hrono/khéi hrono)
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Hoba chit xét nghiém dinh luong
Triglycerides trong huyét
tuong/huyét thanh ngudi trén may
xét nghiém hoa sinh
TRIGLYCERIDES MONO SL
NEW

10d CIIdl XU ITEHICTIT AHIT TUOTIE TTIZTYCCITACS ToNE NuyTl tHONE/NMUYCtl UIdIIT
nguoi trén may xét nghiém hoa sinh
* Dai do 30-1000 mg/dL (0.34-11.30 mmol/L)
* Quy cach: R 6x50mL + Std 1x5mL
*Thanh phan:
Hoa chat R
- Good's buffer, pH 7.0
- P- chlorophenol: 2.7 mmol/L
- ATP: 3.15 mmol/L
- Amino- 4- antipyrine: 0.31 mmol/L
- Lipoprotein lipase: > 2000 U/L
- Glycerol kinase: > 500 U/L
- Glycerol- 3- phosphate oxidase: > 4000 U/L
- Peroxidase: > 500 U/L
- Sodium azide: <0.1% (Khdi luong/khéi lwong)
Ciing chtra mudi magié, FAD va surfactants cho hiéu suit t6i uu
Chat chuén: Std
- Glycerol (tuong tu triglycerides) 200 mg/dL

R: 6x50ml +
Std: 1x5ml
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Hoba chit xét nghiém dinh lugng
Triglycerides trong huyét
tuong/huyét thanh ngudi trén may
xét nghiém hoa sinh
TRIGLYCERIDES MONO SL
NEW

Frodiehared tigtieht i Alulﬁi‘g" T r‘l‘g"fy"céf'fﬁ"cg TTOTNZ TTUYET THOTIZ/TTUY ST UTATIIT
nguoi trén may xét nghiém hoa sinh
* Dai do 30-1000 mg/dL (0.34-11.30 mmol/L)
* Quy cach: R 6x100mL + Std 1x5mL
*Thanh phan:
Hoa chat R
- Good's buffer, pH 7.0
- P- chlorophenol: 2.7 mmol/L
- ATP: 3.15 mmol/L
- Amino- 4- antipyrine: 0.31 mmol/L
- Lipoprotein lipase: > 2000 U/L
- Glycerol kinase: > 500 U/L
- Glycerol- 3- phosphate oxidase: > 4000 U/L
- Peroxidase: > 500 U/L
- Sodium azide: <0.1% (khdi luong/khéi lwong)
Ciing chtra mudi magie, FAD va surfactants cho hiéu suit t6i uu
Chat chuén:
- Glycerol (tuong tu triglycerides) 200 mg/dL

Sodivien azida: o0 10/ (LA beana/LhAL oo

R: 6x100ml +
Std: 1x5ml
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Hoba chit xét nghiém dinh luong
Triglycerides trong huyét
tuong/huyét thanh ngudi trén may
xét nghiém hoa sinh
TRIGLYCERIDES MONO SL
NEW

10d CIIdl XU ITEHICTIT AHIT TUOTIE TTIZTYCCITACS ToNE NuyTl tHONE/NMUYCtl UIdIIT
nguoi trén may xét nghiém hoa sinh
* Dai do 30-1000 mg/dL (0.34-11.30 mmol/L)
*Quy cach: R 4x250mL + Std 1x5SmL
*Thanh phan:
Hoa chat R
- Good's buffer, pH 7.0
- P- chlorophenol: 2.7 mmol/L
- ATP: 3.15 mmol/L
- Amino- 4- antipyrine: 0.31 mmol/L
- Lipoprotein lipase: > 2000 U/L
- Glycerol kinase: > 500 U/L
- Glycerol- 3- phosphate oxidase: > 4000 U/L
- Peroxidase: > 500 U/L
- Sodium azide: <0.1% (khdi luong/khéi luong)
Ciing chtra mubi magie, FAD va surfactants cho hiéu suit t6i uu
Chat chuén: Std
- Glycerol (tuong tu triglycerides) 200 mg/dL
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Hoba chit xét nghiém dinh lugng
Urea trong huyét tuong/ huyét
thanh va nuéc tiéu ngudi trén may
sinh hoa UREA UV SL

R: 4x250ml +
Std: 1x5ml

FoACHARE et anittohs et tohEr Rty cr oy muyeT A va roT e
nguoi trén may sinh hoa;
quy cach R1: 4x50mL + R2: 2x26mL + Std: 1x5mL; ti 1¢ R2/R1: 1/4;
Dai do: huyét thanh/huyét twong 10-300 mg/dL (1.67-49.95 mmol/L), nudc tiéu
200-6000 mg/dL (33-999 mmol/L)
Thanh phan gom:
Hoa cht 1: R1
-Tris buffer, pH 7.60 (37°C)
-Anpha-Ketoglutarate: 9 mmol/L
-Urease: > 8100 U/L
-GIDH: > 1350 U/L
-Sodium azide: <0.1% (khdi lugng/ khéi lwong)
Hoa chat 2: R2
-NADH: 1.3 mmol/L
-Sodium azide: <0.1% (khéi lwong/ khéi lugng)
Chét chuén:
Tlroa: S0 oo /AT (Q 22 smmmal/T )

R1: 4x50ml +
R2: 2x26ml +
Std: 1x5m
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Hoba chit xét nghiém dinh luong
Urea trong huyét tuong/ huyét
thanh va nuéc tiéu ngudi trén may
sinh hoa UREA UV SL

HOa chat XCt NZNICI AN [ToNg urca rong NUyet trong/ NUy<et thann va nuoc ucu

nguoi trén may sinh hoa

Quy cach R1: 5x100mL + R2: 1x127mL + Std: 1x5mL; ti 1¢ R2/R1: 1/4;
Dai do: huyét thanh/huyét twong 10-300 mg/dL (1.67-49.95 mmol/L), nudc tiéu
200-6000 mg/dL (33-999 mmol/L)

Thanh phan gom:

Hoéa chat 1: R1

-Tris buffer, pH 7.60 (37°C)

-Anpha-Ketoglutarate: 9 mmol/L

-Urease: > 8100 U/L

-GIDH: >1350 U/L

-Sodium azide: <0.1% (khdi lugng/ khéi luong)

Hoéa chat 2: R2

-NADH: 1.3 mmol/L

-Sodium azide: <0.1% (khdi lwong/ khéi lugng)

Chét chuén:

R1: 5x100ml
+ R2:
1x127ml +
Std: 1x5ml
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Hoba chit xét nghiém dinh lugng
acid Uric trong huyét twong/ huyét
thanh va nudc tiéu ngudi trén may
xét nghiém hoa sinh Uric Acid
Mono SL

o3 et Agniem qinh Riong acid UTic rong huyet Trony Tuyet thanf va
nude tiu ngudi trén méay xét nghiém hoa sinh.

* Quy cach: R 6x50ml + Std: 1x5ml

*Dai do: Huyét thanh/huyét twong: 1,5-25 mg/dL; Nudc tiéu: 5-250 mg/dL
*Thanh phén:

Hoa chét R:

- Buffer, pH 7.0 (20-25°C)

- EHSPT: 0.72 mmol/L

- Amino- 4- antipyrine: 0.37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1% (khdi lrgng/khéi lwgng)

Chat chuén Std:

- Uric acid: 6 mg/dL (357 umol/L)

Sodinm azide: <0 5% (khAi hrana/khAi hirona)

R: 6x50ml +
Std: 1x5ml
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Hoa chit xét nghiém dinh luong
acid Uric trong huyet tuong/ huyét
thanh va nuéc tiéu ngudi trén may
xét nghiém hoa sinh URIC ACID
MONO SL

*HoOa chat xet nghicm dinh [wong acid UTIC tong Nuyet trong/ Muyet thanh va
nude tiu ngudi trén méay xét nghiém hoa sinh.

*Dai do: Huyét thanh/huyét twong: 1.5-25 mg/dL; Nudc tiéu: 5-250 mg/dL
* Quy cach: 6x100ml + Std: 1x5ml

*Thanh phén:

Hoa chét R:

- Buffer, pH 7.0 (20-25°C)

- EHSPT: 0.72 mmol/L

- Amino- 4- antipyrine: 0.37 mmol/L

- Uricase: > 150 U/L

- Peroxidase: >12000 U/L

- Sodium azide: <0.1% (khdi lrgng/khéi lwgng)

Chat chuén Std:

- Uric acid: 6 mg/dL (357 umol/L)

odinym_azid LhAi hrang/khAi L

R: 6x100ml +
Std: 1x5ml
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Hoa chit xét nghiém dinh lugng
C-reactive protein (CRP) trong
huyét twong nguoi trén méay xét
ngiém sinh héa CRP IP

T R ngmem dmh Trong C-reactive pr protem (CRP) trong huyet tuong
nguoi trén may xét ngiém sinh hoa

*Dai do 5-190 mg/L (0.5-19 mg/dL)

*Quy cach: R1: 2x25ml + R2: 1x5ml

*Thanh phan:

Hoa chat R1:

- Buffer: pH 7.43

- Accelerator

- Sodium Azide: < 0.1% (khéi lugng/ khéi luong)
Hoa chat R2:

- Buffer: pH 7.43

- Khang thé da dong khang CRP (dé)

- Sodinm azide: <0 1% (khdi hrane/ khi hranoe)

R1:2x25ml +
R2: 1x5ml

131

Hoa chét st dung trong chin doan
in vitro trong xét nghiém dinh
luong Anti- Streptolysin O trén
may sinh hoéa Anti-streptolysin O

Hoa chat sir dung trong chan doan in vitro trong xét nghi¢m dinh luong Anti-
Streptolysin O trén may sinh hoa; quy cach: R1 2x25 mL + R2 1x6 mL + Cal 1x1
mL; Dai do: 20 - 1000 [U/mL. Thanh phén gdm: Hoa chat 1: R1 +Buffer, pH 8.2
+Proclin 950 0.1% (khdi lugng/ khbi lwong). Hoa chit 2: R2 +Cac hat latex dugc
phi bang streptolysin O tai t6 hop, pH 8.2 +Proclin 950 0.1% (khéi luong/ khéi
luong). Calibrator: Cal +Chét hidu chudn dong khé duoc didu ché tir huyét thanh
nguol

2x25 + 1x6 +
1x1(cal) ml

132

Hoa chét hi¢u chuan cho xét
nghiém dinh lugng C-reactive
protein CRP IP CALIBRATOR
SET

*Hod chat hiéu chuan cho xét nghiém dinh lugng C-reactive protein (CRP).
*Quy cach: 5 x1ml

*Thanh phén: Dang 1ong, tir huyét twong ngudi chita CRP ngudi tai t& hop.
- Sodium Azide: <0.1% (khdi luong/ khéi lwong)

- Néng d6 protein phan tng C (CRP) cu thé cho timg 16.

5levels x 1 ml




Hoé cht kiém chuén cho xét

*Hoa chat kiém chuan cho xét nghiém dinh lugng C-reactive protein (CRP).
*Quy cach: 2x1ml

133 |nghiém dinh lugng C-reactive *Thanh phan: Dang l6ng, tir huyét trong ngudi chira CRP ngudi téi td hop. 2x1ml Hop
protein CRP IP CONTROL I - Sodium Azide: <0.1% (khbi luong/ khéi lugng)
- Nong d6 protein phan tmg C (CRP) cu thé cho timg 16.
*Hoa chat kiem chuén cho xét nghiém dinh lugng C-reactive protein (CRP).
Hoa chat kiém chuén cho xét *Quy cach: 2x1ml
134 [nghiém dinh lugng C-reactive *Thanh phan: Dang 1ong, tir huyét twrong ngudi chira CRP ngudi tai t6 hop. 2x1ml Hop
protein CRP IP CONTROL II - Sodium Azide: <0.1% (khdi luong/ khéi lwong)
- Nong d6 protein phan {mg C (CRP) cu thé cho timg 16.
* Hoa chit dung trong xét nghiém dinh luong cac yéu té dang thap (Rheumatoid
Factors) trong mau huyét thanh ngudi dimg cho may xét nghiém sinh héa;
H(’)a chit dl‘m’g tr(A’)ngAxét nghi%m ]ﬂ;gudyoﬁc()}ill 4R(} IZI}(/zrgin L+ R22x5 mL.
dinh lugng cac yeu to dang thap , oA,
. x Hoéa chat gom co: )
135 (Rhi:umatmd Fa(\:t.ors‘) trong ma:u Héa chét 1: R1 R1:2x20ml + Hép
huyet thanh nguoi dung cho may . R2: 2x5ml
xét nghiém sinh héa Rheumatoid | Tris b}lffer, pH 8.2: 20 mmol/L
Factor i - ProCh'n 950: 0.1%
Hoa chat 2: R2
- Hat latex boc vdi gammaglobulin nguoi, pH 7.4
- ProClin 950: 0.1%
Héa chit hiéu chuin xét nghiém [Hoa chét hiéu chuén xét nghiém dinh luong cac yéu td dang thép (Rheumatoid
dinh luong cac yéu t6 dang thip  |Factors) trong mau huyét thanh nguoi ding cho may xét nghiém sinh héa;
(Rheumatoid Factors) trong mau  |* Quy cach: 2x2mL R
136 huyét thanh ngudi ding cho may  [* Thanh phan: 2x2 ml Hop
xét nghiém sinh hoa RF - San phim dong kho tir huyét thanh nguoi
CALIBRATOR - Nong do cac yéo té dang thap cu thé cho timg 16.
Hoa chat kiém chuan dung cho cac xét nghiém ligt ké trong Bang gia tr1 di kem,
Hoa chit kiém chuén ding cho bao gdm xét nghiém dinh luong céc yéu té dang thdp Rheumatoid Factors) ding
cac xét nghiém liét ké trong Bang |[cho may xét nghiém sinh hoa;
gia tri di kém, bao gom xét * Quy cach: 2x1mL R
137 nghiém dinh luong cac yéu t& * Thanh phan: 2x1Iml Hop
dang thip RHEUMATOLOGY |- San phim dong kho tir huyét thanh nguoi
CONTROL I - Sodium azide <0.1% (khéi luong/ khéi lwong)
- None d6 cho time chit phén tich dé kiém tra 13 ddc hiéu cho time 16
Hoa chat kiém chuan dung cho cac xét nghiém ligt ké trong Bang gia tr1 di kem,
Hoa chit kiém chuén ding cho bao gdm xét nghiém dinh luong céc yéu té dang thdp Rheumatoid Factors) ding
cac xét nghiém liét ké trong Bang |[cho may xét nghiém sinh hoa;
138 gi4 tri di kém, bao gom xét * Quy cach: 2x1mL 2% 1ml Hép

nghiém dinh luong cac yéu t&
dang thip RHEUMATOLOGY
CONTROL II

* Thanh phan:

- San phim dong kho tir huyét thanh nguoi

- Sodium azide <0.1% (khéi luong/ khéi lwong)

- Ndng d6 cho timne chét phén tich dé kiém tra 13 dic hiéu cho time 16




Hoa chat cho xet nghi€ém dinh Iwgng Ferritin trong huy€t twrong/ huyet thanh nguo1
trén may xét nghiém sinh hoa.

*Quy cach: R1: 2x20 mL + R2: 2x5 mL

*Dai do: 10-600 ng/mL

Hoa chit cho xét nghiém dinh *Thanh phén héa chit:
139 lwong Ferritin trong huyét twong/ |Hoéa chét R1: R1:2x20 mL Ho 4
huyét thanh nguoi trén may xét - Buffer, pH 8.2 +R2: 2x5mL °P
nghiém sinh hoa Ferritin - ProClin 950: 0.1% (khéi luong/ khéi lwong)
Hoa chat R2
- Céc hat latex dugc boc badi khang thé khéng ferritin nguoi
- ProClin 950: 0.1% (khéi luong/ khéi lwong)
=nHR?
Hoa chat hiéu chudn cho xét Hoa chat }Tl.eu Achuarrl chf) xét r}%hl@rln dm’h luong Ferritin trong huyét twong/ huyét
A o . thanh nguoi trén may xét nghiém sinh hoa.
nghiém dinh luvong Ferritin trong ,
£ £ . *Quy cach: 2x3 mL .
140 |huyét twong/ huyet thanh nguoi ? N 2x3mL Hop 2
NP A - *Thanh phan:
trén may xét nghiém sinh hoa , 2 N N £ e .. .
" . - San pham dong kho tir huyét thanh ngudi va chira ferritin nguoi
Ferritin Calibrator A R .- 2 A
- Nong d6 Ferritin cu thé theo 16
Hoa chat xét nghiem dinh luong cholinesterase trén cac mau huyet thanh va huyet
trong ngudi trén may phan tich sinh héa
Quycach:R1:2x8mL+R2:1x5mL
Héa chét xét nghiém dinh luong Dz?.l do:A300—20 000 U/L (5.0-333.3 pkat/L) R1:2x8mL A
141 CHOLINESTERASE Héa chat R1: +R2:1x5 Hop 2
- Pyrophosphate buffer, pH 7.65 (20°C): 95 mmol/L mL
- Potassium hexacyanoferrate: 2.54 mmol/L
Hoa chat R2:
- Butvrvithiocholine: 38 mmol/I.
Hoa chat kiém chuén cho két qua xét nghiém binh thuong cho cac xét nghiém hoa
Ho4 chét kiém chuén cho két qua zﬁh 2;;11( elt(r)o;% E:’ln/fégla tri di kem;
142 [xét nghiém binh thuong cho cac Y cach P 10x5ml | Hop 80
xét nghiém héa sinh ELITROL [ | 1 nank phan:
s - Huyét thanh ngudi dong kho co su dung cac chit phu gia héa hoc/ sinh hoc.
- Nong d6 cuia timg chat phan tich dé kiém tra cu thé theo timg 16.
Ho4 chét kiém chuén cho két qua xét nghiém bét thuong cho cac xét nghiém hoa
Ho4 chét kiém chuén cho két qua zﬁh 2;;11( © lt(r)o;zcgr E:ln/fégla tri di kém,
143 |xét nghiém bat thuong cho cic xét | S0 P 10x5ml | Hop 80

nghiém hoa sinh ELITROL IT

Thanh phan:
- Huyét thanh ngudi dong kho co su dung cac chit phu gia héa hoc/ sinh hoc.
- Nong d6 cuia timg chat phan tich dé kiém tra cu thé theo timg 16.




Ho4 chét hiéu chuén cho céc xét

Ho4 chét hiéu chuén cho cac xét nghiém héa sinh liét ké trong trong bang gié tri di
kém,;
Quy cach: 4 x 3 ml/hop

144 1, ehiem hoa sinh Elical 1 Thanh phan: 4x3ml - Hop 40
- Huyét thanh nguoi dong khé c6 st dung cac chét phu gia héa hoc/ sinh hoc.
- Sodium azide < 0.1% (khéi lrong/khéi hrgng)
- Néng db ciia chit phén tich dic trung theo timg 16.
Dung dich rira tang cuong may *Dung dich rua tdng cuong may xét nghiém sinh hoa tu dong
145 |xét nghiém sinh hoa tu dong * Quy cach: 1 lit/hop 1L Chai 3
ACID SOLUTION *Thanh phin: Acidic solution (pH 1)
Dung d1ch rua,hc; thotlg may xet *Dung dich rira hé thong may xét nghiém sinh hoa tu dong
146 [nehiém sinh hoa tw dong * Quy cach: 1 lit/hop 1L Chai 3
SYSTEM CLEANING *Thanh phan: Dung dich sodium hypoclorit ¢6 tinh kiém
SOLUTION :
Dung dich dung d¢ rira kim va cuvette cua may xét nghiém hoa sinh.
Dung dich ding dé rira kim va Quycach: SOL:1x1L
147 |cuvette ciia may xét nghiém hoéa | Thanh phan: 1L Chai 3
sinh SYSTEM SOLUTION - Sodium azide < 0.1 % (khéi lugng/ khdi lugng)
- Ciing chira chét hoat dong bé mit.
Cuvet phan ung dung nhicu lan
148 |cho may xét nghiém sinh hoa Cuvet phan tmg dung nhiéu lan cho may xét nghiém sinh hoa 1 bo Bo 1
Cuvette Rotor Set
Cuvet phan ung dung nhicu lan
149 cho may xét nghiém sinh hoa Cuvet phan tng dung nhiéu 1dn cho may xét nghiém sinh hoa 15x48 Hop |
Reaction Rotor Kit (15x48 *Quy cach: 15x48 cuvettes/hop ’
cuvettes) _ _ A _ _ i _
Dung dich rira, 1am sach kim hit *I?ung dich .r}ra, lé.lm sth klrnA hat bénh pham/ héa chat, mixer va cuvettes cua
A 2 , IR R may xét nghiém sinh héa tu dong
bénh pham/ hoa chat, mixer va , .,
150 cuvettes cua may xét nghi€m sinh * Quy cach‘: 2 livean . 3 . A 2L Can 30
, A : *Thanh phan: KOH, chat hoat dong bé mat khong ion, chat hoat ddng bé mat
hoéa ty dong CD 80 Detergent L Ao an s A A o
polyanionic, chat dém va chat 6n dinh.
Cuvet phan ung bang nhua dung
151 |nhiéu lan cho may xét nghiém Cuvet phan tmg bing nhya ding nhiéu l4n cho méay xét nghiém sinh hoa 1 cai Cai 20
sinh hda Plastic Cuvette
Cuvet phan ung bang thuy tinh
152 |dung nhiéu 1dn cho may xét Cuvet phan tmg bang thuy tinh ding nhiéu 1an cho méay xét nghiém sinh héa 1 cai Cai 4
nghiém sinh hoa Glass Cuvette
153 fgefl’i el i’i?l\l:’h‘z,)‘;“(gl ;1\110 ;5?; "Le;mp) Dén 12-20W diing cho may xét nghiém sinh hoa 1 cai Cai 2
154 |BOng dén 20W ding cho miy xet 1 qan 20W diing cho méy xét nghiém sinh héa 1 cai Cai 4

nghiém sinh héa 20W lamp




Dung dich dém, dung cho mé dun

155 dién giai ISE MR Buffer Solution Dung dich dém, dung cho mé dun dién giai ISE may sinh hoa BS-800 2L Chai 50
Dung dich chat rira, dung cho mo
156 |dun dién giai ISE MR Detergent |Dung dich chat rira, ding cho mé dun dién giai ISE may sinh hoa BS-800 2x100 ml Hop 4
Solution
Dl:ng dlCAh chat chuan dung cho Dung dich chét chuén dung cho miu huyét tuong, 2 muc cao va thép, dung cho R
157 |mau huyét tuong MR Serum . A s . . , 2x100 ml Hop 2
mo dun di¢n gidi ISE may sinh hoa BS-800
Standard
158 Dung dich chét chuin dung cho  |Dung dich chét chuén ding cho mau nudc tiéu, 2 mirc cao va thip, ding cho mé 25100 ml Hé ’
méu nudc tiéu MR Urine Standard |dun dién giai ISE may sinh hoa BS-800 P
Dung dich kiém chuan, kiemtra 1 | 4ich kidm chudn, kiém tra xét nghiém dinh luong dién gidi véi miu nuée .
159 |xét nghiém dinh lugng dién gidi | ;x| o a0 va thép, diing cho mo dun dién giai ISE may sinh hod BS-800 2x100ml | Hop 2
MR Urine Quality Control ’ P, & o g Y
160 [Pién cyc Natri Sodium Electrode [Pi¢n cuc Natri, dung cho mo6 dun dién giai ISE may sinh hoa BS-800 1 cai Cai 1
161 [Pién cyc Kali Potassium Electrode [Pién cuc Kali, dung cho mé dun di¢n giai ISE may sinh hoa BS-800 1 cai Cai 1
162 [Pién cyc Clo Chloride Electrode [Dién cuc Clo, dung cho mé dun di¢n giai ISE mdy sinh hoa BS-800 1 cai Cai 1
163 | Pieneve thg;zcct?éfi‘; Reference 5o cye tham chiéu, diing cho mé dun dién gidi ISE méy sinh hoé BS-800 1 céi Cai 1
I Héa chit cho may xét nghiém
HbA1C Primer
Hoa chit kiém chimg cho xét dugc su dl%ng deAklefn soatAh1¢1: nang cua xeAt nghlf:m dg.nhﬂ luong Gly‘cerate(i A
164 A Hemoglobin - Bt dong kho, can hoan nguyén trude khi st dung. Thanh phan: 2x500ul hép 4
nghiém HbAlc oy A
Mau toan phan
Hoa chét higu chuin cho xét Puoc sur §ung deA hl@}l chuafl cga xet‘nghu:mﬂdmh luong HﬂbalC theo r‘nguyenkh ai .
165 o luc (affinity) - Bot dong kho, can hoan nguyén trude khi str dung - Thanh phan: 2x500ul hop 4
nghiém HbAlc (s A
Mau toan phan
Hoa chat san sang cho st dung trén may Premier Hb9210. Thanh phan: Dung dich
B6 hoa chat chay xét nehidm Buffer A: Nudc 90-100%, Methanol: 0-0.5%, dd Ammonia: 0.5-1%; Dung dich
166 HBAlc trén mé yséc k,gléﬁ hie Buffer B: Nudc 90-100%, Methanol: 0-0.5%, dd Ammonia: 0-0.5%; Dung dich 500tests/set Bo 20
e Y Sac Ky Iong MEU | hyituent: Nude 90-100%, TRITON X100: 0-0.5%, Sodium azide: 0-0.5%; Dung :
& dich Wash: Nudc 90-100%, Ethanol: 1-10%, Methanol: 0-0.5%, Sodium azide: 0-
] _ 0.5%: C6t phan tich: Polymer gel: 90-100%
v Hoa chat cho may Mien dich

DXI 800
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DPinh lugng ferritin

- Pham vi phan tich: 0,2-1.500 ng/mL (ug/L). - Phuong phap xét nghiém: mién
dich enzym hai vi tri (“sandwich”) - Thanh phan: R1a: Cac hat thuén tir phi khang
thé dé khang IgG ciia chudt: cic phirc hgp khang thé don dong cua chuét khang
ferritin dugc huyén phu héa trong dung dich mudi dém TRIS, ¢6 chit hoat dong
bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300.
R1b: Chét cong hop khang thé cua dé khang ferritin — phosphatase kiém trong
dung dich mudi dém TRIS, c6 chét hoat dong bé mit, BSA, protein (cua dé,
chudt), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

hop

40

168

Chét chuin Ferritin

- Thanh phan: SO: Chat nén albumin huyét thanh bo (BSA) dém c6 chat hoat dong
bé mit, < 0,1% natri azit, 0,5% ProClin 300. C6 chira 0 ng/mL (mg/L) ferritin. S1,
S2, S3, S4, S5: Ferritin ¢ gan nguoi 14n lugt & cac mire néng do xfip xi 10, 50,
200, 500 va 1.500 ng/mL (pg/L), trong chat nén BSA dém cé chat hoat dong bé
mat, < 0.,1% natri azit va 0,5% ProClin 300.

6x4mL

hop

169

Dinh lugng CEA

- Pham vi b4o c4o: 0,1-1.000 ng/mL - Phuong phap xét nghiém: mién dich enzym
hai vi tri “sandwich” - Thanh phan: Rla: Pha rin: Céc hat thuan tir phii khéng thé
khang CEA MAD & chudt, dugc huyén phu trong dung dich dém TRIS, albumin
huyét thanh bo (BSA), ¢6 < 0,1% natri azit va 0,1% ProClin 300. R1b: Chat pha
loang: Dung dich dém photphat, protein (chudt, bo) voi < 0,1% natri azit va 0,1%
ProClin 300. R1c: Lién hop: Khang thé khang CEA MAD & chudt duogc lién két
v6i photphataza kiém (bo), duoc pha lodng trong dung dich dém photphat, protein
(b0), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

hop

80

170

Chét chuin CEA

- Thanh phan: S0: Dung dich dém photphat, protein (bo), < 0,1% natri azit va
0,1% ProClin 300. S1,S2,S3,S4,S5: Khang nguyén carcinoembryonic ngudi ¢ cac
mttc ndng d6 xap 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.

6x2.5mL

hop

171

binh lugng AFP

- Pham v1 phan tich: 0,5-3.000 ng/mL [0,41-2.478 IU/mL] - Phuong phap xét
nghiém: mién dich enzym hai vi tri (“sandwich™) - Thanh phin: Rla: Cc hat
thuén tir phu khang thé khang AFP don dong & chudt duge huyén phi trong dung
dich mubi dém TRIS, c¢6 chat hoat tinh bé mit, chit 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) dugc pha lodng trong dung dich mubi dém
photphat, c6 chit hoat tinh bé mt, chit nén BSA, protein (dé, tho, chuét), < 0,1%
natri azit va 0.25% ProClin 300

2x50test

hop

80

172

Chét chudn AFP

- Thanh phan: SO: Chat nén albumin huyét thanh bo (BSA) d€m c6 chat hoat tinh
bé mit, < 0,1% natri azit, 0,1% ProClin 300. Chira 0 ng/mL AFP. S1,S2,S3,54,S5,
S6: AFP & ndng do xap xi 2,5, 5, 25, 100, 500 va 3.000 ng/mL (2,1, 4,1, 21, 83,
413 va 2.478 TU/mL), trong chét nén dém BSA c6 chat hoat tinh bé mit, < 0,1%
natri azit va 0,1% ProClin 300.

7x2.5mL

hop
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DPinh lugng Ultrasensitive Insulin

-Pham vi phan tich: 0,03-300 pIU/mL [0,21-2.100 pmol/L] - Phuong phap xet
nghiém: mién dich enzym mét buéc dong thoi (“sandwich”) - Thanh phin: Rla:
Khéng thé don dong cua chudt khang insulin lién Kkét vé6i cac hat thuén tir, dung
dich dém TRIS, chit nén albumin huyét thanh bd (BSA), < 0,1% natri azit va
0,1% ProClin 300. R1b: Khang thé don dong cua chuét khang insulin cong hop
v6i phosphatase kiém bo, dung dich dém TRIS, chit nén BSA, < 0,1% natri azit
va 0,1% ProClin 300. R1c: IgG ctia chudt trong dung dich dém HEPES, chét nén
BSA. <0.1% natri azit va 0.5% ProClin 300

2x50test

hop

10

174

Chét chuin Ultrasensitive Insulin

- Thanh phan: S0: Dung dich dém HEPES c6 albumin huyét thanh bo (BSA), >
0,1% natri azit va 0,5% ProClin 300. Chua 0 pIU/mL insulin. S1,S2,S3,S4,S5: Co
chura insulin ngudi tdng hop & cac mire khoang 1, 10, 50, 150 va 300 pIU/mL (lan
luot 1a 7, 70, 350, 1.050 va 2.100 pmol/L), trong dung dich dém HEPES co chét
nén BSA. > 0.1% natri azit va 0.5% ProClin 300.

6x2mL

hop

175

Dbinh lugng Cortisol

- Pham vi phan tich: 0,4-60 pg/dL [11-1.655 nmol/L] - Phuong phap xét nghiém:
mién dich enzym lién két canh tranh - Thanh phan: Rla: Chat cng hop cortisol —
phosphatase kiém (bo) va cac hat thuan tir phit khéng thé dé khang IgG thé trong
dung dich mudi dém TRIS, c6 chit hoat dong bé mat, chit nén BSA matrix va <
0,1% natri azit. R1b: Huyét thanh mién dich ctia thé khang cortisol trong dung
dich mudi dém TRIS, c6 chét hoat dong bé mit, chit nén BSA va < 0,1% natri azit.

2x50test

hop

50

176

Chét chuin Cortisol

- Thanh phan: SO: Huy¢t thanh nguoi voi < 0,1% natri azit va 0,5% ProClin 300.
C6 chtra 0 pg/dL (nmol/L) cortisol. S1,52,83,84,S5: Cortisol (hgp chit hoa hoc
tinh sach) trong huyét thanh nguoi 1an lugt & cac mirc ndng d6 xap xi 2, 5, 10, 25
va 60 pg/dL (55, 138, 276, 690 va 1.655 nmol/L), c6 < 0,1% natri azit va 0,5%
ProClin 300.

6x4mL

hop

177

DPinh lugng Total T3

- Pham vi phan tich: 0,1 - 8 ng/mL (0,2-12,3 nmol/L) - Phuong phap xét nghi¢m:
mién dich enzym lién két canh tranh - Thanh phin: R1a: Lién hop photphataza
kiém khang T3 don dong & chudt (bo) va cac hat thuén tir ph streptavidin trong
dung dich dém TRIS c6 protein (chim va chudt), chit hoat tinh b mit, < 0,1%
natri azit va 0,1% ProClin 300. R1b: Analog T3 duoc lién két v6i biotin trong
dung dich d&ém TRIS c6 protein (chim), chat hoat tinh b& 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).

2x50test

hop

150

178

Chét chuin Total T3

- Thanh phan: SO: Huyét thanh ngudi, < 0,1% natri azit va 0,025% Cosmocil CQ
chura 0 ng/mL (nmol/L) Triiodothyronine. S1, S2, S3, S4, S5: Triiodothyronine &
ndng d6 xap xi 0,5, 1, 2, 4 va 8 ng/mL (0,8, 1,5, 3,1, 6,1 va 12,3 nmol/L) trong
huyét thanh nguoi c¢6 < 0,1% natri azit va 0,025% Cosmocil CQ.

6x4mL

hop
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binh luong Thyroglobulin

- Pham vi phan tich: 0,1-500 ng/mL - Phuong phap xét nghiém: mién dich enzym
mdt budc ddng thoi (“sandwich”) - Thanh phin: R1a: Cac hat thusn tir Dynabeads
phit streptavidin, duge huyén pht trong dung dich dém TRIS cé protein (bo), <
0,1% natri azit va 0,1% ProClin 300. R1b: Lién hop photphataza kiém-khéng thé
khang thyroglobulin don dong & chuét (bo) trong dung dich dém TRIS c6 protein
(bo, chudt), < 0,1% natri azit va 0,1% ProClin 300. R1c: Cac khang thé khéang
thyroglobulin don dong & chudt duoc lién két vdi biotin trong dung dich dém
HEPES c6 protein (bo va chuét), < 0,1% natri azit va 0,5% ProClin 300.

2x50test

hop

20
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Chét chuin Thyroglobulin

- Thanh phan: SO: Dung dich dém HEPES c6 albumin huyét thanh bo (BSA), <
0,1% natri azit va 0,5% ProClin 300. Chtra 0 ng/mL thyroglobulin. S1, S2, S3, S4,
S5: Thyroglobulin ngudi & 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.

6x2mL

hop
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Dinh lugng Free T4

- Pham vi phan tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] - Phuong phéap xét nghiém:
mién dich enzym hai buéc - Thanh phin: R1a: Cac hat thuan tir Dynabeads phii
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), chit hoat tinh b& mit, < 0,1% NaN3 va 0,1% ProClin 300. Rlc:
Dung dich mudi dém TRIS c6 protein (chim), cht hoat tinh bé mit, 0,125% NaN3
va 0,125% ProClin 300. R1d: Chat cong hop triiodothyronine-photphataza kiém
(bo) trong dung dich dém TRIS c6 protein (chim), chit hoat tinh bé mit, < 0,1%
NaN3 va 0,1% ProClin 300. Rle: Khang thé khang Thyroxine (T4) don dong &
chudt dwoc lién két vai biotin trong dung dich dém TRIS c6 protein (chim va
chudt), chat hoat tinh bé mit, 0,125% NaN3 va 0,125% ProClin 300.

2x50test

hop

150
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ChAt chuin Free T4

- Thanh phan: SO: Huy¢t thanh nguoi véi < 0,1% natri azit va 0,5% ProClin 300.
Chtra 0 ng/dL (0 pmol/L) thyroxine. S1, S2, S3, S4, S5: Thyroxine tu do trong
huyét thanh ngudi & ndng d6 xép xi 0,5, 1, 2, 3 va 6 ng/dL (xap xi 6,4, 12,9, 25,7,
38.6 va 77,2 pmol/L), ¢6 < 0,1% natri azit va 0,5% ProClin 300.

6x2.5mL

hop
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Hoa chét phat hién HBc Ab

- Phuong phap xét nghieém: Nguyén ly bat gitr mién dich - Thanh phan: R1a: Cac
hat thuan tir phu protein A, duoc huyén phu trong TRIS voi chét hoat tinh bé mit,
< 0,1% natri azit, 0,1% ProClin 300. R1b: Dung dich dém rira dac biét chia chét
hoat tinh bé mit, kali thiocyanate, < 0,1% natri azit, 0,1% ProClin 300. R1c: Dung
dich xtr Iy miu xét nghiém chura chét hoat tinh bé mat, kali thiocyanate, < 0,1%
natri azit, 0,1% ProClin 300. R1d: Chét lién hop/photphataza kiém khang nguyén
HBc tai tb hop (E. coli) trong PBS co chét hoat tinh bé mat, < 0,1% natri azit,
0.1% ProClin 300

2x50test

hop
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Héa chat chuin HBc Ab

- Thanh phan: CO: Chat hi¢u chuan am tinh: huyét thanh ngudi am tinh v6i khang
thé khang HBc, < 0,1% natri azit, 0,5% ProClin 300. C1: Chét hiéu chuin duong
tinh: huyét twong va huyét thanh nguoi da loai bé to huyét, duong tinh véi khang
thé khang HBc, < 0,1% natri azit va 0,5% ProClin 300.

IxImL+1x1m
L

hop
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Hoa chét kiém tra xét nghiém
HBc Ab

- Thanh phan: QC 1: Huyét thanh nguoi am tinh (khong phan ung) voi khang thé
khéng HBc, < 0,1% natri azit va 0,5% ProClin 300. QC 2: Huyét trong va huyét
thanh nguoi di loai bo to huyét, dwong tinh (phan tng) véi khang thé khang HBc,
< 0,1% natri azit va 0,5% ProClin 300.

3x2mL+3x2m
L

hop
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Hoa chit phat hién HBc IgM

- Phuong phap xét nghiém: nguyén Iy mién dich bét cip - Thanh phéan: R1a: Cac
hat thuan tir phi khang thé ciia ciru khang IgM cila ngudi dugc huyén phit hoa
trong dung dich nudc mudi sinh ly dém TRIS, c6 chét hoat dong bé mit, <0,1%
natri azit va 0,1% ProClin 300. R1b: Dung dich dém rira dac biét c6 chét hoat
dong bé mit, < 0,1% natri azit va 0,1% ProClin 300. R1c: Chét cong hop gitra
khang nguyén HBc (E. coli) tai t6 hop va phosphatase kiém (ctia bo) trong PBS c6
chét hoat dong bé mit, < 0,1% natri azit va 0,1% ProClin 300.

2x50test

hop
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Hoa chét chat chuan HBc IgM

- Thanh phan: CO: Chat hiéu chuén 4m tinh: khang thé khang HBc IgM am tinh
trong huyét thanh nguoi, < 0,1% natri azit va 0,5% ProClin 300. C1: Chét hiéu
chuin duong tinh: huyét trong va huyét thanh ngudi da loai bo to huyét, duong
tinh v6i khang thé IgM khang HBc, < 0,1% natri azit va 0,5% ProClin 300.

2x1mL

hop
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Hoa chét kiém tra xét nghiém
HBc IgM

- Thanh phan: QC 1: Huyét thanh nguoi am tinh (khong phan ung) voi khang thé
IgM khang HBc, < 0,1% natri azit va 0,5% ProClin 300. QC 2: Huyét twong di
loai bo to huyét va huyét thanh nguoi, dwong tinh (phan tng) v6i khang thé khang
HBc IgM, < 0,1% natri azit va 0,5% ProClin 300.

3x2.5mL+3x2.
SmL

hop

189

Héa chit dinh luong total PSA

- Pham vi phan tich: 0,008-150 ng/mL (hiéu chudn Hybritech) hodc 0,008—121
ng/mL (hiéu chudn WHO) - Phuong phap xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phan: Rla: Cac hat thuan tir phit khang thé khang PSA don
dong & chudt duoc huyén phu trong dung dich mudi dém TRIS, c6 chét hoat tinh
bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300.
R1b: Lién hop photphataza kiém khang PSA don dong & chuét (bo) dugc pha
loding trong dung dich mudi dém photphat, c6 chét hoat tinh bé mit, BSA, protein
(chuot), < 0,1% natri azit va 0,25% ProClin 300.

2x50test

hop

30
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Hoa chit chudn Hybritech PSA

- Thanh phan: S0: Albumin huyet thanh bo (BSA) dém, < 0,1% natri azit va 0,5%
ProClin 300. S1,S2,S3,S4,S5: PSA trong huyét thanh & mirc xép xi 0,5, 2, 10, 75
va 150 ng/mL ddi voi hiéu chuén cua Hybritech (hodc 0,4, 1,7, 8, 58 va 121
ng/mL déi v6i hidu chudn cia WHO) trong BSA dém, < 0,1% natri azit va 0,5%
ProClin 300.

6x2.5mL

hop

191

Giéng phén tmg cho dong méay DxI

Chit liéu Polypropylene; Dung tich t&i da 1 mL

1000cai

hop

300

192

Co chét phat quang

- Thanh phan: Dung dich dém chura dioxetane Lumigen PPD, chat huynh quang va
chit hoat tinh b& mat

4x130mL

hop

80
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Dung dich rtra dong may DxI

- Thanh phan: Dung dich muoi dém TRIS, chat hoat tinh bé mat, < natri azit 0,1%
va < 0,05% khdi lugng phan (g ciia: 5-chloro-2-methyl-4-isothiazolin-3-mot va 2-
methyl-4-isothiazolin-3-mot (3:1)

10L

hop

800

194

Dung dich rira may hang ngay

- Thanh phin: KOH 1-5%

1L

hop

195

Dung dich rira may hang ngay

Thanh phén chinh: Acid hitu co.

1gallon

hop
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Dung dich kiém tra may

- Thanh phan: Phosphatase kiém, 1% albumin huyét thanh bo (BSA), 0,25%
ProClin 300, < 0,1% natri azit.

6x4mL

hop
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Dinh luong CA 125

- Pham vi phan tich: 0,5 U/mL - 5.000 U/mL - Phuong phap xét nghiém: mién
dich enzym hai vi tri (“sandwich”) - Thanh phan: R1a: Cac hat thuan tir pht khang
thé khang biotin & dé, gan biotin khang nguyén khang CA 125, khang thé don
dong 6 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. R1c: Dung
dich dém protein (bo, dé, chudt), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

hop

15
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Chét chuin CA 125

- Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5%
ProClin 300. S$1,82,53,84,S5: Khang nguyén CA 125 & cic ndng d6 xép xi 25,
100, 500, 2.000 va 5.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5%
ProClin 300.

6x2.5mL

hop
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Pinh lugng CA 15-3

- Pham vi phan tich: 0,5-1.000 U/mL - Phuong phéap xét nghiém: mién dich
enzym hai vi tri (“sandwich”) - Thanh phén: R1a: CAc hat thudn tir phii khang thé
khang biotin & dé, gén biotin khang nguyén khang CA 15-3, khang 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 15-3 don dong & chuét (bo),
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.

2x50test

hop

25
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Chét chuin CA 15-3

- Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5%
ProClin 300. S1,S2,53,84,S5: Khang nguyén CA 15-3 & cac ndng do xép xi 10,
50, 100, 500 va 1.000 U/mL trong BSA dém, < 0,1% natri azit va 0,5% ProClin
300.

6x1.5mL

hop
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Dinh luong CA 19-9

- Pham vi phan tich: 0,8-2.000 U/mL - Phuong phéap xét nghiém: mién dich
enzym hai vi tri (“sandwich”) - Thanh phén: R1a: Cac hat thuan tir, pht khang thé
khéng biotin da dong & dé, albumun huyét thanh bo, < 0,1% natri azit va 0,1%
ProClin 300. R1b: Lién hop photphataza kiém-khang nguyén khang CA 19-9 don
dong 6 chudt (bo), albumin huyét thanh bo, < 0,1% natri azit va 0,1% ProClin 300.
Rlc: 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 d¢m
protein (bo, dé, chudt), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

hop

50
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Chét chuan CA 19-9

- Thanh phan: SO: Albumin huyét thanh bo (BSA) dém, < 0,1% natri azit va 0,5%
ProClin 300. S1, S2, S3, S4, S5: Khang nguyén CA 19-9 & cac néng do xép xi 30,
90, 300, 900 va 2.000 U/mL, trong BSA dém, < 0,1% natri azit va 0,5% ProClin
300.

6x2.5mL

hop
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Pinh lugng BNP

-Pham vi phan tich: 1 - 5000 pg/mL - Phuong phap xét nghiém: mién dich enzym
hai vi tri (“sandwich”) - Thanh phin: R1a C4c hat tir tinh c6 phu khang thé don
dong chuét khang BNP nguoi hoa trong mubi dém TRIS, vai albumin huyét thanh
bo (BSA), 0.1% ProClin 300, va <0.1% sodium azide. R1b Khang thé IgG chudt
va dé tinh sach trong mudi dém TRIS, albumin huyét thanh bo, 0.1% ProClin 300,
va < 0.1% sodium azide. Rlc Phirc hop khang 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

2x50test

hop

15
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Hoa chét kiém tra xét nghiém BNP

- Thanh phan: QC1, QC2, QC3: Tai to hgp phuc hop BNP ngudi vao khoang 80,
400, va 2200 pg/ml (ng/L), twong tmg, trong dém BSA hoat dong trén bé mit chat
nén, <0.1% sodium azide, va 0,1% ProClin 300

2x2.5mL+2x2.
SmL+2x2.5mL

hop
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Chét chuin BNP

- Thanh phan: S0: Chat nén albumin huyét thanh bo (BSA) trong dém véi chat
hoat dong bé mit, <0.1% sodium azide, va 0.1% ProClin 300. S1,S2,53,54,85:
Phirc hop BNP ngudi tai td hop & cac mire xép xi 25, 100, 500, 2500, va 5000
pg/mL trong chat nén BSA dém véi chét hoat dong bé mit, <0.1% sodium azide,
va 0.1% ProClin 300.

6x1.5mL

hop
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Phat hién HBs Ag

- Phuong phap xét nghiém: mién dich enzym mét bude (“sandwich”) - Thanh
phin: R1a: Cac hat thuan tir Dynabeads phii streptavidin va lién két voi cac khang
thé dic hiéu HBs Ag don dong (chudt) dwoc gén biotin trong dung dich dém TRIS
¢6 albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,25% ProClin 300 R1b:
Dung dich d&ém TRIS c6 chét hoat tinh bé mit, protein (chut, bo), < 0,1% natri
azit va 0,25% ProClin 300 R1c: Khang thé dic hiéu HBs Ag don dong (chudt) lién
hop v&i photphataza kiém (tai t6 hop) trong dung dich dém phosphate c6 chat hoat
tinh bé mat, BSA, < 0,1% natri azit va 0,25% ProClin 300

2x50test

hop

15
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Chét chuén HBs Ag

- Thanh phan: CO: Chat hi¢u chuan ém tinh: Chat nén BSA dém, < 0,1% NaN3,
0,25% ProClin 300 C1: Chat hiéu chuan dwong tinh: Chat nén BSA dém, khang
nguyén HBs, < 0,1% NaN3, 0,25% ProClin 300

1x2.7mL+1x2.
7mL

hop
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Chét kiém tra xét nghiém HBs Ag

- Thanh phan QC1: Huyét twong ngudi dugc khir xo, HBs Ag am tinh, < 0,1%
NaN3, 0,25% ProClin 300 QC2: Huyét twong nguoi duoc khir xo, HBs Ag duong
tinh, <0,1% NaN3, 0,25% ProClin 300

3x4mL+3x4m
L

hop
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Xéc nhan HBs Ag

- Phuong phap xet nghiém: Trung hoa bang Iwong khang the dac hi¢u - Thanh
phin: R1a: Dynabead Céc hat thun tir dwoc phii streptavidin va phtrc khang thé
don dong dic hiéu HBs Ag (chudt) danh déu Biotin trong dém TRIS v&i BSA,
<0,1% natri azide va 0,25% ProClin 300. R1b:Globulin gamma ¢ nguoi déc hi¢u
cho HBs Ag trong dém TRIS véi chét hoat dong bé mat, protein (chudt, bo),
<0,1% natri azide, 0,25% ProClin 300 R1c: B dém TRIS véi chit hoat dong bé
mat, protein (chudt, bo), <0,1% natri azide va 0,25% ProClin 300. R1d:
Phosphatase kiém (t4i t6 hop) gén véi khang thé don dong (chudt) HBs Ag
trongdung dich dém phosphate v4i chat hoat dong bé mit, BSA, <0,1% natri azide
va 0.25% ProClin 300

2x50test

hop




210

DPinh lugng HBs Ab

- Pham v1 phan tich: 0—750 mIU/mL - Phuong phap x¢ét nghiém: mién dich enzym
mot bude (“sandwich”) - Thanh phén: R1a: Céac hat thuén tir pht khang nguyén bé
mit vi-rit viém gan B (loai phy “ay” va “ad”, tir ngudi, khir hoat tinh bang nhiét),
trong dung dich mudi dém TRIS, c¢6 chit hoat tinh bé mit, BSA, < 0,1% natri azit
va 0,0025% Cosmocil. R1b: Dung dich tién xur ly: Dung dich mudi dém TRIS ¢6
chét hoat tinh bé mat, BSA, < 0,1% natri azit va 0,125% ProClin 300. R1c: Lién
hop: Khang nguyén bé mit vi-rat viém gan B (loai phy “ay” va “ad”, tir ngudi,
khir hoat tinh bing nhiét) — photphataza kiém (tai tb hop) trong dung dich mudi
dém phosphate, c6 chét hoat tinh bé mat, BSA, < 0,1% natri azit va 0,25% ProClin
300

2x50test

hop
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ChAt chudn HBs Ab

- Thanh phan: SO: Huyét twong da khir xo/huyét thanh nguoi, c6 0 mIU/mL khang
thé khang HBs, < 0,1% natri azit, 0,25% ProClin 300 S1,S2,S3,54,S5: Huyét
tuong nguoi da khir xo chira xap xi 10, 20, 50, 250 va 750 mIU/mL khang thé
khang HBs Ag, < 0.1% natri azit, 0,25% ProClin 300

6x2.5mL

hop
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Chét kiém tra xét nghiém HBs Ab

- Thanh phan: QC1: Huyét tuong nguoi dugce khir xo, < 0,1% natri azit, 0,25%
ProClin 300. Am tinh (khong phén tmg) véi khang thé khang HBs QC2: Huyét
tuong nguoi da khir xo ¢6 cac gamma globulin nguoi dac hi¢u voi HBs Ag, <
0,1% natri azit, 0,25% ProClin 300. Dwong tinh (phan {ing) v&i khang thé khéng
HBs 6 nong d6 xép xi 60 mIU/mL.

3x3.5ml+3x3.

Sml

hop
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Dinh tinh HIV (Ag/Ab)

- Phuong phap xet nghiém dua tren nguyen tac hat [0p Khang the (Sandwich)
Théanh phin: R1a: Cac hat thuan tir dugc phu protein HIV-1 ti t& hop,
polypeptide HIV-1/0, HIV-2 va khéng thé don dong khang khang nguyén HIV-1
p24, HIV-2 p26, lo limg trong nuéc mudi sinh 1y dém TRIS. Chét bao quén: natri
azide (0,1%) va ProClin 300 (0,25%); R1b: Chit phy gia cong hop chira nudc
mudi sinh Iy ¢ém TRIS. Chat bao quan natri az1de (0,1%) va ProClin 300
(0,25%); Rlc: Cac chit cong hop gdm nudc mubi sinh 1y dém TRIS chira cac
polypeptide HIV-1, HIV-1/0, HIV-2 va streptavidin cong hgp voi phosphatase
kiém. Chét bao quan: natri azide (0,1%) va ProClin 300 (0,25%); R1d: Céc chat
cong hop gdbm nuée mubi sinh Iy dém TRIS chira cac peptide didc hiéu HIV-
1/O/HIV-2 lién két biotin va chira cic khang thé don dong lién két biotin khang
HIV-1 p24 va HIV-2 p26. Chét bao quan: natri azide (0,1%) va ProClin 300
A

2x100test

hop

24
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Chét chudn HIV Combo

- Thanh phan: CO: Chat Hi¢u Chuan Am Tinh gom chat nén tong hop khong chura
khang nguyén HIV-1, HIV-2 va khang thé khang HIV-1/HIV-1/0/ HIV-2. Chit
bao quan: natri azide (0,1%) va ProClin 300 (0,25%); C1: Chat Hiéu Chuén
Duong Tinh gdm huyét thanh ngudi duong tinh v6i khang thé anti-HIV-1 (bat
hoat bang nhiét), 4m tinh véi khang nguyén HBs, khang nguyén HIV, khang thé
anti-HIV-2 va anti-HCV trong dung dich pha lodng tong hop. Chéit bao quan: natri
azide (0.1%) va ProClin 300 (0.25%).

2x1.7ml

hop
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Chét kiém tra xét nghiém HIV
Combo

- Thanh phin: QC1: QC &m tinh chita dung dich pha lodng tong hop khong chira
khang nguyén HIV-1, HIV-2 va khang thé anti-HIV-1/HIV-1/O/HIV-2. Chét bao
quan: natri azide (0,1%) va ProClin 300 (0,25%); QC2: QC duong tinh véi anti-
HIV-1 chira huyét thanh nguoi duong tinh véi khang thé anti-HIV-1 (b4t hoat
béng nhiét), Am tinh v6i khang nguyén HBs, khéang nguyén HIV, khang thé anti-
HIV-2 va anti-HCV trong dung dich pha long tdng hop. Chét bao quan: natri
azide (0,1%) va ProClin 300 (0,25%); QC3: QC duong tinh v6i HIV-1 Ag chira
khang nguyén HIV-1 tinh sach (b4t hoat vé mit hoa hoc) trong dung dich pha
lodng tdng hop. Chit bao quén: natri azide (0,1%) va ProClin 300 (0,25%).

2x4.4mL+2x4.
4mL+2x4.4mL

hop
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DPinh lugng total BhCG

- Pham vi phan tich: 0,6-1350 mIU/mL - Phuong phép xét nghiém: mién dich
enzym hai bude lién tiép (“sandwich”) - Thanh phin: R1a: Céc hat thuan tir phu
IgG khang chudt & dé: cac phire hop khang PhCG don dong & chudt duge huyén
phil trong dung dich mudi dém TRIS, c6 chat hoat tinh bé mét, albumin huyét
thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300 R1b: Protein (d€, chuot va
tai tb hop) duoc pha lodng trong dung dich mudi dém citrate, c6 chét hoat tinh bé
mat, < 0,1% natri azit va 0,1% ProClin 300. R1c:Lién hop photphataza kiém
khang BhCG & tho (tai t& hop) duge pha lodng trong dung dich mudi dém MES, c6
chét hoat tinh bé mat, BSA, protein (tho), < 0,1% natri azit va 0,25% ProClin 300

2x50test

hop

30
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Chét chuén Total BhCG (5th IS)

- Thanh phan: SO: Chat nén dém albumin huyét thanh bo (BSA) co chat hoat tinh
bé mit, < 0,1% natri azit, 0,5% ProClin 300. Chtra 0 mIU/mL (IU/L) hCG.
S1,82,83,84,S5: hCG & ndng do xdp xi 6, 35, 195, 620 va 1.350 mIU/mL (IU/L)
trong chit nén dém BSA c6 chit hoat tinh bé mit, < 0,1% natri azit va 0,5%
ProClin 300.

6x4mL

hop
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Dinh tinh HCV Ab

- Phuong phap xét nghiém: mién dich enzym gian tiép - Thanh phan: R1a: Hat
thuén tir duoc boc protein tai td hop (NS3/NS4) va peptide (capsid) lo limg trong
dung dich dém TRIS, véi natri azit (<0,1%) R1b: Chét phu gia miu: véi natri azit
(0,1%) Rlc: Chét phu gia cong hop: véi chét hoat dong bé mit, natri azit (0,1%)
R1d: Chét cong hop: Chét cong hop alkaline phosphatase IgG khang nguoi & dé
trong dung dich dém TRIS, véi chét hoat dong bé mit, natri azit va ProClin 300 (<
0.1%)

2x50test

hop

15
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Chét chudn HCV Ab

- Thanh phan: CO: Chat hi¢u chuan am tinh: huyét thanh nguoi am tinh (khong
phan tmg) danh cho khang thé khang HCV, v6i sodium azit <0.1% C1: Chét hiéu
chuén duong tinh: huyét huyét thanh nguoi duong tinh (phan émg) danh cho khang
thé khang HCV., véi sodium azit <0.1%

2x1mL

hop
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Chét kiém tra xét nghiém HCV
Ab V3

- Thanh phan: QC1: QC am tinh: Huyét thanh ngudi c6 natri azit < 0,1%. Am tinh
(khéng phan tng) dbi voi khang thé khang HCV QC2: QC duong tinh : Huyét
thanh ngudi c6 natri azit < 0,1%. Duong tinh (phan tmg) dbi véi khang thé khang
HCV, khong hoat dong.

2x2x3.5mL

hop
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Dinh lugng hsTnl

- Pham vi phan tich: 2,3 - 27.027pg/mL - Phuong phap xét nghiém: mién dich
enzym hai budc lién tiép (“sandwich™) - Thanh phan: Rla: Cac hat thudn tir
Dynabeads duoc bao phu bang khang thé don dong & chudt khang c¢Tnl ciia ngudi
duoc tao huyén phu trong dung dich mudi dém TRIS, c6 chét hoat dong bé mat,
albumin huyét thanh bo (BSA), natri azit < 0,1% va ProClin 300 0,1% R1b: 0,1N
NaOH Rl1c:Dung dich mudi dém TRIS, chét hoat dong bé mat, protein (chudt),
natri azit < 0,1% va ProClin 300 0,1%. R1d: Chat cong hop giita khang thé don
dong & ctru khang ¢Tnl ctia ngudi v6i phosphatase kiém duoc pha lodng trong
dung dich mudi dém ACES, ¢6 chét hoat dong bé mat, cht nén BSA, protein (bo,
ctru, chudt), natri azit < 0,1% va ProClin 300 0,25%.

2x50test

hop

150
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Chét chuin hsTnl

- Thanh phan: S0: Chat nén dém albumin huyét thanh bo (BSA) véi chat hoat

dong bé mit < 0,1% Natri azua, va 0,1% ProClin 300 S1,52,S3,54,55,S6: Hop
chit troponin tai t& hop & ndng do cTnl khoang 30,7, 144, 567, 2.293, 9.280 va
27.027 pg/mL trong chét nén dém albumin huyét thanh bo (BSA) véi chit hoat
dong bé mat, < 0.1% Natri azua va 0.1% ProClin 300

3x1.5mL+4x1
mL

hop
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Dinh lugng TSH (3rd IS)

- Pham vi phan tich: 0,005-50 uIU/mL - Phuong phéap xét nghiém: mién dich
enzym hai vi tri (“sandwich”) - Thanh phan: R1a: Cac hat thuan tir phit khang thé
khang TSH & ngudi don dong & chudt duge huyén phil trong dung dich mudi dém
TRIS, ¢6 chét hoat tinh bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit
va 0,1% ProClin 300 R1b: Dung dich mudi dém TRIS c6 chat hoat tinh bé mat,
BSA, protein (chudt), < 0,1% natri azit va 0,1% ProClin 300 R1c:Lién hop
photphataza kiém khang TSH trén ngudi don dong & chudt trong dung dich mudi
dém ACES, c6 chét hoat tinh bé mt, chit nén BSA, protein (chudt), < 0,1% natri
azit va 0,25% ProClin 300 R1d: Lién hop photphataza kiém khang TSH trén
nguoi don dong ¢ chudt trong dung dich mudi dém ACES, c6 chét hoat tinh bé
mit, chit nén BSA, protein (chudt), < 0,1% natri azit va 0,25% ProClin 300

2x100test

hop

80
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Chét chudn TSH (3rd IS)

- Thanh phan: SO: Chat nén albumin huyét thanh bo (BSA) dém co chét hoat dong
bé mit, < 0,1% natri azit, 0,5% ProClin 300. Chira 0 pIU/mL (mIU/L) hTSH
S1,82,83,84,S5: Xap xi 0,05, 0,3, 3, 15 va 50 plU/mL (mIU/L) hTSH, trong chét
nén dém BSA c6 chét hoat dong bé mit, < 0,1% natri azit va 0,5% ProClin 300

6x2.5mL

hop
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Chét kiém chimg cho céc xét
nghiém tim mach mirc 1,2,3

Chat kiém chimg dang long, duge chuén bj tir huyét thanh nguoi. Nong d6 cac
chat phan tich dugc diéu chinh véi cac hoa chat tinh khiét va cac ché pham tir
protein tai td hop, md hodc dich co thé ngudi

6x3ml

hop
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Chét kiém chung cho cac xét
nghiém tim mach murc thip

Chat kiém ching dang long, dugc chuan bi tir huyet thanh nguoi. Nong do cac
chét phan tich duoc didu chinh véi cac hoa chit tinh khiét va cac ché pham tir
protein tai td hop, mé hodc dich co thé ngudi

6x3ml

hop
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Hoa chét ndi kiém mi&n dich cao
cép 3 mirc IA PREMIUM PLUS
1,2 AND 3

Dang dong kho tang do 6n dinh, 100% Huyét thanh nguoi, chtra 54 thong s6. Bao
gém ca B— 2 — Microglobulin, CA15- 3, CA19-9, CA125, Growth Hormone (GH),
Oestradiol, Paracetamol, 1-25-(OH)2 - Vitamin D*... On dinh dén han tai 2- 8°C.
Miic Ferritin va Vitamin B12 phit hop dé theo di bénh thiéu mau. Néng d6 TSH
rét thap & mirc 1. On dinh sau hoan nguyén trong 7 ngay & 2-8°C hoic 28 ngay tai -
20°C.

1x5ml

lo




Chat kiém ching cho céc xét
nghiém mién dich muc 1 (co gia

Chét kiém chimg dang 16ng, duoc chudn bi tir huyét thanh ngudi. Cac muc ndng

228 | € . .S 1d6 cua cac chét phan tich dwoc didu chinh vi hoa chit tinh khiét va cac ché phdm 1x5mL lo 4
tri cho ca cac xét nghiém chi to R 2 N
£ tr mo/dich co thé nguoi.
khoi u)_
ghsit};enlz ;C:Lé?ghcglo, cazc (xe’t " Chét kiém chimg dang 1ong, dwoc chuan bi tir huyét thanh ngudi. Cac muc néng
229 g ¥ , e’ C ug C(f g; d6 cua cac chit phan tich dugc diéu chinh véi hoa chit tinh khiét va cac ché phém 1x5mL lo 4
tri cho ca cac xét nghiém chi to RV 2 ..
‘. tr mé/dich co thé nguoi.
khoi u)
Ch}? ! Aklem. N hlgrllghcho"czc (xe’t .. |Chit kiém chimg dang 16ng, dugc chudn bi tir huyét thanh nguoi. Cac mirc ndng
230 [MEMEM MIER AR MUC 2 LCOLIA 145 ctia cac chat phan tich dugc didu chinh véi hoa chit tinh khiét va cac ché pham | 1x5mL lo 4
tri cho ca cac xét nghiém chi to R 2 N
£ tr mo/dich co thé nguoi.
khoi u)_
ghlilitéﬁenlilig:?fhcg?’rz? ():,)t " Chét kiém chimg dang 1ong, dwoc chudn bi tir huyét thanh ngudi. Cac muc néng
231 g L o , g; d6 cua cac chit phan tich dugc diéu chinh véi hoa chit tinh khiét va cac ché phém 1x5mL lo 8
tri cho ca cac xét nghiém chi to i mé/dich co thé neudi
khéi u va TgAb. TPO Ab) : guot
Ch}? ! Aklem. N htg.lghCho,‘C? (xe’t .. |Chit kiém chimg dang 16ng, dugc chudn bi tir huyét thanh nguoi. Cac mirc ndng
23 [MEMEM MICR ACAMUC ZLCOLIA 145 chia cac chat phan tich dugc didu chinh véi hoa chit tinh khiét va cac ché pham | 1x5mL lo 8
tri cho ca cac xét nghiém chi to tir mo/dich co thé newdi
khdi u vd TgAb, TPO Ab) ; s
ghlilitéﬁenlilig:?fhcg?’rz? ():,)t " Chét kiém chimg dang 1ong, dwoc chudn bi tir huyét thanh ngudi. Cac muc néng
233 g L o , g; d6 cua cac chit phan tich dugc diéu chinh véi hoa chit tinh khiét va cac ché phém 1x5ml lo 8
tri cho ca cac xét nghiém chi to i mé/dich co thé neudi
khéi u va TgAb. TPO Ab) : guor
Jo , ., Chat kiém ching dang 16ng dugc chuan bi tir huyeét thanh nguoi. Cac muirc nong
hat k hi h t . : T T L. > P
234 c & . lem.;c e © 0, cac xe d0 cuia cac chat phan tich dugc diéu chinh vadi hda chat tinh khiét va cac ché pham 1x5ml lo 5
nghiém mien dich muc 1 R 2 .
tu mb/dich co thé nguoi
PO , ., Chat kiém chung dang 16ng dugc chuan bi tir huyét thanh nguoi. Cac mirc nong
235 |Chat kiem chimg cho cdc xét d6 ctia céc chat phan tich dugc didu chinh véi hoa chét tinh khibt va céc ché pham 1x5ml lo 5
nghiém mien dich murc 2 R 2 N
tu md/dich co thé ngudi
Jo , ., Chat kiém ching dang 16ng dugc chuan bi tir huyeét thanh nguoi. Cac muirc nong
hat k hi h t . : T T L. . P
236 c & . lem.;c e © 0, cac xe d0 cuia cac chat phan tich dugc diéu chinh vadi hda chat tinh khiét va cac ché pham 1x5ml lo 5
nghiém mien dich muc 3 R 2 .
tu mb/dich co thé nguoi
- Pham v1 phan tich: 0,01-100 ng/mL - Phuong phap xet nghiém: mien dich
enzym hai budc lién tiép (“sandwich”) - Thanh phan: R1a: Cac hat thuén tir
Dynabeads pht khang thé don dong & chudt khang procalcitonin ngudi trong dung
dich dém TRIS c6 chét hoat tinh bé mit, protein (bo), < 0,1% natri azit va 0,1%
237 |Pinh lugng PCT ProClin 300. R1b: 0,1 N Natri Hydroxit. R1c: Dung dich d¢m MOPS c6 chét 2x50test hop 15

hoat tinh bé& mit va protein (bo, chudt), < 0,1% natri azit va 0,1% ProClin 300.
R1d: Lién hop photphataza kiém tai t5 hop khang procalcitonin & chudt trong
dung dich d&m MOPS co chét hoat tinh bé mat va protein (bo, chudt, tai o hop), <
0.1% natri azit va 0.1% ProClin 300
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Chét chudn PCT

- Thanh phin: SO Dung dich dém HEPES déng khé c6 protein (bod), < 0,1 % natri
azit va 0,1% ProClin 300. S1,S2,S3,S4,S5, S6: Procalcitonin tai td hop & nguoi
v6i cac mue xAp xi 1an luot 12 0,8, 5, 10, 25, 50 va 100 ng/mL (pug/L) trong dung
dich d¢ém HEPES dong kho c6 protein (bo), < 0,1 % natri azit va 0,1% ProClin 300

7x2ml

hop

239

Héa chit dinh luong
Thyroglobulin Antibody.

- Pham v1 phan tich: 0,9-2.500 IU/mL - Phuong phap xét nghiegm: mién dich
enzym hai budc tién tiép (“sandwich™) - Thanh phan: R1a: Cac hat thuan tir
Dynabeads phu streptavidin va duoc lién két voi thyroglobulin co gén biotin &
nguoi, duge huyén phu trong dung dich dém TRIS c6 protein (bo), < 0,1% natri
azit va 0,1% ProClin 300 R1b: Lién hop photphataza kiém - thyroglobulin ¢ nguoi
(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 d¢ém TRIS c6 chura "blocking polymer", < 0,1% natri azit va 0,1%
ProClin 30Q

2x50test

hop

12
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Chét chuén Thyroglobulin
Antibody 11

- Thanh phan: SO: Huyét thanh ngudi véi < 0,1% natri azit va 0,5% ProClin 300.
Chira 0 IU/mL khang thé thyroglobulin S1,S2,S3,54,85: Khang thé thyroglobulin
nguoi trong huyét thanh nguoi & ndng do xap xi 50, 250, 500, 1.000 va 2.500
IU/mL ¢6 < 0,1% natri azit va 0,5% ProClin 300

1x4mL+5x2.5
mL

hop
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Hoa chét dinh lrgng TPO
Antibody.

- Pham vi phan tich: 0,25-1.000 IU/mL - Phuong phap xét nghiém: mién dich
enzym hai budc lién tuc (“sandwich”) - Thanh phén: R1a: CAc hat thudn tir
Dynabeads phu streptavidin va dugc lién két véi TPO téi t& hop c6 gén biotin &
nguoi, duoc huyén phu trong dung dich dém ACES ¢6 protein (bo), < 0,1% natri
azit va 0,1% ProClin 300 R1b: Lién hiép photphataza kiém-Protein A tai t6 hop
(bo) trong dung dich dém protein (bod) R1c: Dung dich dém protein (bo), < 0,1%
natri azit va 0.1% ProClin 300

2x50test

hop

10
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Chét chuin cta hoa chit dinh
luong TPO Antibody.

- Thanh phan: SO: Dung dich dém protein (bo) cd < 0,1% natri azit va 0,1%
ProClin 300 S1,S2,S3,S4,S5: Huyét thanh mién dich TPO & thé trong dung dich
dém protein (bo) ¢ cac néng do x?ip xi 5, 20,75, 300 va 1.000 IU/mL ¢6 < 0,1%
natri azit va 0,1% ProClin 300

6x2mL

hop

243

Hoa chit dinh luong Rubella IgG

- Pham v1 tuyen tinh: 10-500 IU/mL - Phuong phap xet nghiem: mien dich enzym
sir dung k¥ thuét gian tiép - Thanh phan: R1a: Céc hat thuan tir phii khang nguyén
rubella (chung HPV 77) di tinh sach trong sucrose gradient dwoc huyén phu trong
dung dich mudi dém TRIS, c6 albumin huyét thanh bo (BSA), < 0,1% natri azit va
0,1% ProClin 300. R1b: Dung dich mudi dém TRIS co chét hoat dong bé mat,
BSA, < 0,1% natri azit va 0,1% ProClin 300. R1c: Chét cong hop phosphatase
kiém (bo) — khang thé IgG don dong khang ngudi & chudt (dong 125 A 15) trong
dung dich mudi dém TRIS c¢6 chét hoat dong bé mat, glycerol, BSA, protein &
chuot, <0.1% natri azit

2x50test

hop

10
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Chét chuin cta héa chit dinh
luong Rubella IgG

- Thanh phan: SO: Huyét thanh ngua véi 0 IU/mL IgG khang rubella va < 0,1%
natri azit. S1, S2, S3, S4, S5: Huyét thanh ngya va huyét tuong nguoi di loai bé to
huyét chira xdp xi 10, 25, 50, 200, va 500 IU/mL IgG khang rubella & nguoi va <
0,1% natri azit.

6x1mL

hop
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Chét kiém tra xét nghiém Rubella
IgG

- Thanh phan: QC 1: Huyét tuong nguoi da loai bd to huyét chura < 0,1% natri
azit; khong chtra ndng d6 IgG khang rubella c6 thé phét hién nhw dugc xét nghiém
béng xét nghiém Access Rubella IgG QC 2: Huyét twong ngudi da loai bé to huyét
chira < 0,1% natri azit; chira ndng d6 IgG khang rubella thip (gi4 tri trung binh
muyc tiéu 1a 22 - 43 IU/mL nhu dugc xét nghiém bing xét nghiém Access Rubella
1eG.

3x2.5ml+3x2.

Sml

hop
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Hoa chit dinh luong Rubella IgM

- Pham vi bio céo: 0-60 AU/mL - Phuong phép xét nghiém: nguyén ly bét gitr
mién dich - Thanh phan: R1a: Cac hat thuan tir phu khang thé da dong (& ciru)
khang IgM cta ngudi duge huyén phi trong dung dich mudi dém TRIS, c6 chat
hoat dong bé mit, protein (bo) < 0,1% natri azit va 0,1% ProClin 300. R1b: Chét
cong hop phirc hop khang nguyén rubella da bat hoat — khang thé don dong (ctia
chuot) khang vi-rit Rubella/phosphatase kiém (ctia bo) trong dung dich mudi dém
TRIS c6 chét hoat dong bé miit, protein (cua bo, chudt), < 0,1% natri azit va 0,3%
ProClin 300 R1c: Dung dich mudi dém TRIS co chét hoat dong bé mit, <0,1%
natri azit va 0,1% ProClin 300 R1d: Chét pha lodng: Dung dich mudi ¢ém TRIS
¢6 chéat hoat dong bé miit, protein (bo, nguoi), < 0,1% natri azit va 0,2% ProClin
300 Rle: Chét pha loang: Dung dich mudi dém TRIS c6 chét hoat dong bé mat,
protein (bo, nguoi), < 0,1% natri azit va 0,2% ProClin 300

2x50test

hop

10
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Chét chuin cta héa chit dinh
luong Rubella IgM

- Thanh phan CO: Huyét twong nguoi da loai bo to huyet am tinh (0 AU/mL) véi
IgM khang vi-rat Rubella chira < 0,1% natri azit. C1, C2, C3: Huyét tvong ngudi
da loai b6 to huyét duong tinh chira xép xi 5, 15 va 60 AU/mL IgM khéang vi-rut
rubella va < 0,1% natri azit.

4x1mL

hop
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Chét kiém tra xét nghiém Rubella
IgM

- Thanh phan QC 1: Huyét twong ngudi da loai bo to huyet co6 < 0,1% natri azit;
am tinh (khong phan tng) v6i IgM khang Rubella. QC 2: Huyét twong ngudi da
loai bé to huyét chira < 0,1% natri azit; dwong tinh (phan ting) véi IgM khéng
Rubella.

3x2.5ml+3x2.

Sml

hop
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Day bom 56-007737-2 TUBE
PUMP 1.29MM ID

Puong kinh trong 1.29mm, bing cao su

1cai

Tui

250

Day bom 56-007737-1 TUBE
PERI PUMP 2.79MM

Icai

Tui
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Chét chuén C-Peptide

- Thanh phﬁn: SO Pém nén albumin huyét thanh bo (BSA) c6 dém véi chét hoat
dong bé mit, <0,1% natri azua va 0,5% ProClin 300. Chira 0 ng/mL C-peptit.
S1,S2,S3,S4,S5 Xfip xi 0,05, 0,24, 1,2, 6 va 30 ng/mL (lan luot tuong ng voi
0,02, 0,08, 0,4, 2 va 10 nmol/L) C-peptit trong dém nén albumin huyét thanh bo
(BSA) c6 dém v6i chét hoat dong bé mit, <0,1% natri azua va 0,5% ProClin 300.

6x2ml

hop
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Dinh lugng C-Peptide

- Pham vi phan tich: 0,01-30 ng/mL - Phuong phap xét nghiém: mién dich enzym
mot bude (“sandwich”) - Thanh phén: R1la: Cac hat thuén tir Dynabeads duoc
phi khang thé don dong & chudt khang Peptit C ciia ngudi duoc tao huyén phit
trong dung dich mudi dém TRIS, c6 chit hoat dong bé mat, albumin huyét thanh
bo (BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Protein (chudt) trong dung
dich mudi dém TRIS, c6 chét hoat tinh bé mit, albumin huyét thanh bo (BSA), <
0,1% natri azit va 0,1% ProClin 300 R1c: Lién hop photphataza kiém khang Peptit
C trén nguoi don dong ¢ chudt trong dung dich mudi dém TRIS, cé chit hoat dong
bé mat, albumin huyét thanh bo (BSA), protein (chudt), < 0,1% natri azit va 0.1%
ProClin 300

2x50test

hop

12
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Dinh lugng IL-6 (Interleukin 6)

- Pham v1 phan tich: 0,5-1.500 pg/mL - Phuong phap xét nghiém: mién dich
enzym mot bude ddng thoi (“sandwich™) - Thanh phéan: R1a: Céc hat thuan tir phit
khang thé dé khang IgG chudt: khang thé chudt don dong khang IL-6 & ngudi,
BSA, chit hoat dong bé mat, < 0,1% natri azit va 0,17% ProClin 300. R1b: Dung
dich mudi dém TRIS, protein (lon, dé, bo, chudt), chét hoat dong bé mit, <0,1%
natri azit va 0,17% ProClin 300. Rlc: Chat cong hop giita IL-6 khang nguoi & dé
va phosphatase kiém (bo), BSA, chét hoat dong bé mit, < 0,1% natri azit va
0.17% ProClin 300

2x50test

hop
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Chét chuin IL-6

- Thanh phan: SO: Chit nén BSA dém, < 0,1% NaN3, 0,15% ProClin 300
$1,82,S3,84,S5: Chét nén BSA dém, IL-6 ti t5 hop & nguoi < 0,1% NaN3, 0,15%
ProClin 300

1x4mL+5x2.5
mL

hop
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Chét kiém tra xét nghiém IL-6

- Thanh phan: QC1: Chat nén PBS dém c6 huyét thanh lon, 1L-6 tai t6 hop &
nguoi c6 ndng do 8 pg/mL,< 0,1% NaN3, 0,15% ProClin 300 QC2: Chit nén PBS
dém, c6 huyét thanh lon, IL-6 cta nguoi tai t6 hop & ndng d6 xép xi 300 pg/mL,<
0,1% NaN3, 0,15% ProClin 300 QC3: Chét nén PBS dém, c6 huyét thanh lon, IL-
6 cua nguoi tai td hop & ndng do xép xi 800 pg/mL,< 0,1% NaN3, 0,15% ProClin
300

2x2.5mL+2x2.
SmL+2x2.5mL

hop
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ChAt chuin iPTH

- Thanh phin: RB: Chat nén protein (bd) dém, 0,5% ProClin 300. SO: Dung dich
dém PBS, albumin huyét thanh bo (BSA), chét hoat dong bé mit, < 0,1% natri
azit. S1,52,83,54,S5: Khoang 10, 60, 300, 1.500 va 3.500 pg/mL (twrong img la
1,1, 6,4, 31,8, 159 va 371 pmol/L) PTH (khang nguyén téng hop) trong dung dich
dém PBS c6 BSA, chét hoat dong bé mit, < 0,1% natri azit.

2x4mL+6x1m
L

257

DPinh lugng iPTH

- Pham v1 phan tich: 1-3500 pg/mL (0,1-371 pmol/L) - Phuong phap xét nghiem:
mién dich enzym hai vi tri (“sandwich”) - Thanh phan: R1a: Cac hat thuén tir phi
khang thé cua dé khang PTH dugc huyén phi hoa trong dung dich mudi dém
TRIS c6 albumin huyét thanh bd (BSA), chit hoat dong bé mit, < 0,1% natri azit,
0,1% ProClin 300. R1b: Dung dich mudi dém TRIS ¢6 ACE chin, protein (cua
chudt, d&), chat hoat dong bé mat, < 0,1% natri azit, 0,1% ProClin 300. R1c: Chat
cong hop khang thé don dong ctia chudt khang PTH — phosphatase kiém trong
dung dich mudi dém ACES c6 BSA, chit hoat dong bé mit, < 0,1% natri azit,

0.1% ProClin 300

2x50test
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DBinh luong 25(0OH) vitamin D
(DxI) (toan phén)

- Pham v1 phan tich: 2-210 ng/mL - Phuong phap xét nghi¢m: mién dich enzym
lién két canh tranh hai bu6c - Thanh phén: R1a: cac hat thuan tr Dynabeads phu
khang thé ciru don dong khang vitamin D 25(0OH) dugc tao huyén phi trong dung
dich mudi dém TRIS, IgG dé, albumin huyét thanh bo (BSA),< 0,1% natri azit va
0,1% Proclin 300 R1b: Axit formic, Poly (vinyl alcohol) va 0,1% ProClin 300
Rlc: Axit formic, Poly (vinyl alcohol) va 0,1% ProClin 300 R1d: Chét cong hop
chit twong ty vitamin D — phophataza kiém, ACES, < 0,1% natri azit va 0,1%
ProClin 300

2x50test

259

Chét chuén 25(OH) Vitamin D
(DxI) (toan phén)

- Thanh phan: SO: Huyét thanh nguoi, < 0,1% natri azit va 0,1% ProClin 300
S1,82,53,84,S5: Huyét thanh nguoi véi ndng do vitamin D 25(0OH) xép xi 6, 17,
37,87 va 210 ng/mL (15, 43, 93, 218 va 525 nmol/L), < 0,1% natri azit va 0,1%
ProClin 300

6x1.4mL

260

Dinh lugng Inhibin A

- Pham v1 phan tich:1 —1.500 pg/mL - Phuong phap xét nghiém: mién dich enzym
hai bude lién tiép (“sandwich™) - Thanh phin: R1a: Cac hat thuan tir phi khang
thé khang inhibin A don dong ¢ chudt, BSA, chét nén dém TRIS, <0,1% natri azit
va 0,1% ProClin 300 R1b: Chét cong hop giita khang thé khang inhibin A don
dong & chudt va phosphatase kiém (b6),BSA, chit nén dém photphat, < 0,1% natri
azit va 0,25% ProClin 300 R1c: Dung dich mudi dém TRIS, BSA, protein (bo,
chudt), < 0,1% natri azit va 0,25% ProClin 300 R1d: Dung dich dém photphat,
chét oxy hoa Rle: Dung dich dém TRIS, chét téy rua, < 0,1% natri azit va 0,1%
ProClin 30Q

2x50test

261

Chét chuin Inhibin A

- Thanh phan: SO: Chat nén dém BSA, < 0,1% natri azit va 0,5% ProClin 300.
Chira 0 pg/mL inhibin A S1,S2,S3,S4,S5: Inhibin A tai td hop & nguoi lan luot &
céc mirc ndng d6 xap xi 10, 50, 100, 500, 1.000 va 1.500 pg/mL, trong chét nén
BSA dém, <0,1% natri azit, 0,5% ProClin 300

7x2.5mL

262

Chét kiém tra xét nghiém Inhibin
A

- Thanh phin: QC1: Inhibin A ti t& hop & ngudi c6 ndng do xap xi 150 pg/mL,
chét nén BSA dém, < 0,1% natri azit va 0,5% ProClin 300 QC2: Inhibin tai t hop
& ngudi c6 ndng d6 xap xi 400 pg/mL, chit nén BSA dém, < 0,1% natri azit va
0,5% ProClin 300 QC3: Inhibin A tai t6 hop & ngudi c6 ndng d6 xip xi 800
pg/mL, chét nén BSA dém, < 0,1% natri azit va 0,5% ProClin 300

2x2.5mL+2x2.
SmL+2x2.5mL

263

Pinh lugng PAPP-A

- Pham vi phan tich: 1-5.000 ng/mL - Phuong phap xét nghiém: mién dich enzym
hai vi tri (“sandwich”) - Thanh phin: R1a: Cac hat thuan tir phil khang thé khang
PAPP-A don dong & chudt, BSA, chit nén dém TRIS, < 0,1% natri azit va 0,1%
ProClin 300 R1b: Khéng thé khang PAPP-A don dong & chudt, lién hop
photphataza kiém (bo), BSA, chit nén dém photphataza, < 0,1% natri azit va 0,1%
ProClin 300 R1c:Chit nén dém TRIS, BSA, protein (chudt, bo, dé), < 0,1% natri
azit va 0,1% ProClin 300 R1d: Chét nén dém TRIS, BSA, protein (chudt, bo, dé),
< 0,1% natri azit va 0,1% ProClin 300

2x50test

264

ChAt chudn PAPP-A

- Thanh phan: SO: Chat nén dém BSA, < 0,1% natri azit va 0,5% ProClin 300
S1,82,53,84,S5: PAPP-A gdc ¢ nguoi ¢ cac mirc ndng do xap xi 50, 150, 500,
2.500 va 5.000 ng/mL, trong chat nén BSA dém, < 0,1% natri azit va 0,5%
ProClin 300

6x1mL




265

Chét kiém tra xét nghiém PAPP-A

- Thanh phan: QC1: PAPP-A tu nhién ¢ nguoi c6 nong do xap xi 300 ng/mL, chat
nén BSA dém, < 0,1% natri azit va 0,5% ProClin 300 QC2: PAPP-A tu nhién &
nguoi co néng do xép xi 1.000 ng/mL, chit nén BSA dém, < 0,1% natri azit va
0,5% ProClin 300 QC3: PAPP-A ty nhién ¢ nguoi c6 ndng d6 xap xi 3.000
ng/mL, chit nén BSA dém. < 0.1% natri azit va 0.5% ProClin 300

2x2.5mL+2x2.
SmL+2x2.5mL

266

Dinh lugng Unconjugated Estriol

- Pham vi phan tich: 0,017-6,9 ng/mL [0,059-24 nmol/L] - Phuong phap xét
nghiém: mién dich enzym lién két canh tranh - Thanh phén: R1la: Cac hat thudn tir
phi IgG khang tho ¢ dé dugc huyén phi trong dung dich mudi dém TRIS c6 chit
hoat tinh bé mit, albumin huyét thanh bo (BSA), < 0,1% natri azit va 0,0125%
Cosmocil CQ. R1b: Khang thé khang estriol ¢ tho trong dung dich mudi dém
TRIS ¢6 chat hoat tinh bé mat, albumin huyét thanh bo (BSA), < 0,1% natri azit
va 0,0125% Cosmocil CQ. Rlc: Lién hgp photphataza kiém-estriol (bo) trong
dung dich mudi dém HEPES c¢6 chét hoat tinh bé mat, albumin huyét thanh bo
(BSA), <0,1% natri azit va 0,0125% Cosmocil CQ.

2x50test

267

Chét chuén Unconjugated Estriol

- Thanh phan SO: Huyét thanh ngudi. < 0,1% NaN3 va 0,025% Cosmocil CQ.
Chira 0 ng/mL estriol khong cong hop. S1, S2, S3, S4, S5, S6: Estriol khong lién
hop & cac mirc ndng d6 xap xi 0,07, 0,17, 0,34, 0,86, 3,4 va 6,9 ng/mL, (0,24, 0,6,
1,2, 3, 12 va 24 nmol/L), trong chit nén dém huyét thanh ngudi chira < 0,1%
NaN3 va 0.025% Cosmocil CQ.

1x4mL+6x2.5
mL

268

Dinh lugng Active-B12

- Pham vi phan tich: 3-160 pmol/L - Phuong phap xét nghi¢ém: mién dich enzyme
hai budc lién tiép (“sandwich”). - Thanh phén R1a: Cac hat thuan tir phu khang
thé (chudt) khang holotranscobalamin, dung dich mudi dém HEPES, albumin
huyét thanh bo (BSA), <0,1% natri azit va 0,01% ProClin 300 R1b: Céng hop
photphataza kiém - khang thé (chuét, don dong) khang transcobalamin trong dung
dich mudi dém HEPES, chat hoat dong bé mit, BSA, <0,1% natri azit va 0,01%
ProClin 300

2x50test

269

Chét chuin Active-B12

- Thanh phin SO: Dung dich mudi dém photphat c6 albumin huyét thanh bo
(BSA), <0,01% natri azit va 0,01% ProClin 300. Chtra 0 pmol/L HoloTC.
S1,82,S3,54,S5: Chira 1an luot xfip xi 6, 13, 26, 60 va 160 pmol/L HoloTC, trong
dung dich mudi dém photphat c6 BSA, <0,01% natri azit va 0,01% ProClin 300.

6x2ml

270

Chét kiém tra xét nghiém Active-
B12

- Thanh phan: QC 1 : Xép xi 15 pmol/L Vitamin B12 bio hoa trong huyét thanh
nguoi duge pha lodng trong chit nén Am tinh. <0,1% natri azit va 0,1% ProClin
300 QC 2 : Xép xi 48 pmol/L Vitamin B12 bio hoa trong huyét thanh nguoi duoc
pha loang trong chét nén am tinh. <0,1% natri azit va 0,1% ProClin 300.

1x3ml+1x3ml




- Pham vi phan tich: 50-1.500 pg/mL [37-1.107 pmol/L] - Phuong phap xét
nghiém: mién dich enzym lién két canh tranh - Thanh phén: R1la: Cac hat thudn tir
phi khang thé dé khang IgG chudt: cac phiic hop don dong khang yéu t6 noi tai &
chudt, dung dich mudi dém TRIS, chét hoat dong bé mat, albumin huyét thanh bo
(BSA), < 0,1% natri azit va 0,1% ProClin 300. R1b: Dung dich dém borat co chét

271 |Pinh lugng Vitamin B12 hoat dong bé mit, cobinamide va < 0,1% natri azit. R1c: Chét cong hop yéu t5 noi 2x30test Hop
tai cua lgn — phosphatase kiém (ctia bo) trong dung dich mudi dém TRIS, chét
hoat dong bé mat, albumin huyét thanh nguoi (HSA), < 0,1% natri azit va 0,25%
ProClin 300. R1d: Dung dich natri hydroxit (NaOH) 0,5N c6 0,005% kali xyanua
(KCN) R1le: Dung dich axit acetic 0,02% co dithiothreitol (DTT).
- Thanh phan: SO: Chat nén dém c6 albumin huyét thanh nguoi (HSA), < 0,1%
natri azit va 0,25% ProClin 300. Chtra 0 pg/mL (pmol/L) vitamin B12. S1, S2, S3,
272 [Chét chuin Vitamin B12 S4,S5: Vitamin B12 1an luot & ndng d6 xAp xi 100, 250, 500, 900 va 1.500 pg/mL 6x4mL Hop
(74, 184, 369, 664 va 1.107 pmol/L), trong chét nén c6 dém, c6 HSA, < 0,1% natri
azit va 0,25% ProClin 300.
- Pham vi phan tich: 0,6-750 mIU/mL - Phuong phép xét nghiém: mién dich
enzym hai vi tri (“sandwich”) - Thanh phén: R1a: CAc hat thudn tir phii khang thé
ctia dé khang IgG cua chudt: khang thé don dong ciia chudt khang EPO nguoi tai
273 (Pinh luong EPO td hop, BSA, 0,1% natri azit va 0,17% ProClin 300 R1b: Chét cong hop gitia 2x50test Hop
khang thé khang EPO chudt tai t6 hop & ga va phosphatase kiém (bo), BSA, 0,1%
natri azit va 0,17% ProClin 300 R1c: Dung dich mudi dém TRIS cd BSA, protein
(cua ga, bo, chudt), < 0,1% natri azit va 0,17% ProClin 300
) i - Thanh phan: SO: Chat né{l dém BSA, < 0,1% r}atri azit va 0,15% ProClin 300 1x10mL45%2
274 |Chat chuan EPO S1,S2,S3,54,S5: EPO tai t6 hop ¢ nguoi, chat nén BSA dém, < 0,1% natri azit va SmL | Hop
0,1% natri Omadine
C,h at l,ﬂem cl:mng .h:ang.thu 3 cho Kiém chung cho cac xét nghiém AFP, Free Beta hCG, Free Estriol, hCG, Inhibin R
275 |cac xét nghi¢ém mien dich Sang R 3x1ml Hop
e , A va PAPP-A
loc trudc sinh muc 1
C,h at l,ﬂem clAumg .h:ang.thu 3 cho Kiém chimg cho cac xét nghiém AFP, Free Beta hCG, Free Estriol, hCG, Inhibin R
276 |cac xét nghiém mien dich Sang . 3x1ml Hop
.. , A va PAPP-A
loc trudc sinh mirc 2
277 Si:a;i'(tlinglhcig;niil:;niSEUSZI:EO Kiém chung cho cac xét nghiém AFP, Free Beta hCG, Free Estriol, hCG, Inhibin Ix1ml Hop

loc trudc sinh mire 3

A va PAPP-A

Héa chit cho may Mién dich
CL 2000
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Thubc thir xét nghiém dinh lrgng
FT4

*Hoa chat x¢t nghiém dinh Iugng free thyroxine (FT4) trong huyet tuong hoac
huyét thanh nguoi.

*Nguyén ly do: xét nghiém mién dich lién két canh tranh

*Dai bao cdo: 0.3-6.0 ng/dL

*Thanh phén:

- Ra: vi hat thuén tir dugc phu véi streptavidin trong dém TRIS cung chét bao
quan.

- Rb: Lién hop khang thé don dong (chudt) khang T4 - alkaline phosphatase trong
dém MES cﬁng chit bao quén.

- Re: T4 gén biotin trone dém PBS vdi chit bio auan

2*50 Test/hop

115

279

Thube thir xét nghiém dinh luong
T3

*Hoa chat xet nghieém dinh Twong total triiodothyronine (13) trong huyeét thanh
nguoi.

*Nguyén Iy do: xét nghiém mién dich lién két canh tranh

*Dai bdo cdo: 0.2 ng/mL-8.0 ng/mL

*Thanh phén:

- Ra: Vi hat thuén tir dugc phit vdi streptavidin trong dém HEPES véi chit bao
quan

- Rb: Lién hop khang thé don dong (chudt) khang T3 - alkaline phosphatase trong
dém MES vdi chit bao quan

- Re: T3 gén biotin trong dém PBS vdi chit bao quan

- Rd: 8-Anilino-1-Napthalenesulfonic Acid (ANS) rong dém MES véi chét bao

auan

2*50 Test/hop

115

280

Thube thir xét nghiém dinh luong
TSH

*Hoa chat xet nghiem dinh lugng thyroid-stimulating hormone (TSH) trong huyet
thanh nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cao: 0.005-100 pIU /mL

*Thanh phan:

- Ra: Cac vi hat thuan tir dwoc phua véi khang thé don dong (chudt) khang TSH
trong dém MES véi chit bao quan.

- Rb: Lién hop khang thé khang TSH - alkaline phosphatase trong dém MES véi
chét bdo quan

2*50 Test/hop

115

281

Thube thir xét nghiém dinh luong
Tg

*Hoa chét xét nghiém dinh luong Thyroglobulin(Tg) trong huyét thanh hogc huyét
trong nguoi.

*Nguyén ly do: xét nghiém mién dich sandwich 2 diém

*Dai bao cdo: 0.1-500 ng/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir dwoc phu véi khang thé don dong (chudt) khang Tg trong
dém MES vdi chit bao quan.

- Rb: Lién hop khang thé don dong khang Tg - alkaline phosphatase trong dém
MES véi chét bio auan

2*50 Test/hop

10
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Thubc thir xét nghiém dinh lrgng
Anti-Tg

*Hoa chat x¢t nghiém dinh Iwgng khang thé khang thyroglobulin (Anti-Tg) trong
huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cédo: 0.9-2500 IU/mL.

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé don dong khang biotin (ctru)
trong dém MES v6i chét bao quan.

- Rb: Lién hop Tg-alkaline phosphatase trong dém PB v&i chit bao quén.

- Re: Tg gén biotin trong dém PB v&i chit bao quan.

- Rd: Héa chét xir [¢ mau véi cht bio auan

2*50 Test/hop

283

Thube thir xét nghiém dinh luong
Anti-TPO

*Hoa chét xét nghiém dinh luong Anti-TPO trong huyét twong hodc huyét thanh
nguoi.

*Nguyén 1y do: xét nghiém mién dich 2 budc

*Dai bao céo : 0.25-1000 IU/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir phu streptavidin va két hop véi TPO duge danh du
biotin trong dém HEPES véi chit bao quan.

- Rb: Lién hop protein A-alkaline phosphatase trong dém MES v&i chat bao quan.
- Rc: Bém HEPES c6 chét bao quén.

- Rd: Hoa chét xir Iy mau voi chit bao quan.

2*50 Test/hop

284

Thube thir xét nghiém dinh lugng
CA125

*Hoa chat xet nghiem dinh [ugng khang nguyeén ung thu 125 (CA125) trong huyet
thanh hodc huyét twong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cao: 1-5000 U / mL

*Thanh phan:

- Ra: Cac vi hat thuan tir phi khéng thé don dong (chudt) khang CA125 trong dém
TRIS v6i chét bao quén.

- Rb: Lién hop khang thé don dong (chudt) khang CA125 - alkaline phosphatase
trong bo dém PBS. véi chat bio quan

2*50 Test/hop

15

285

Thubc thir xét nghiém dinh lugng
CA19-9

*Hoa chat xet nghiem dinh lugng khang nguyen carbohydrate 19-9 (CA19-9)
trong huyét trong hogc huyét thanh nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 1.0-2000 U/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir pht khang thé don dong (chudt) khang CA 19-9 trong
dém TRIS vai chat bao quan.

- Rb: Lién hop khang thé don dong (chudt) khang CA 19-9-alkaline phosphatase
trong dém MES véi chit bao quan.

- Rc: Pém TRIS véi chit bdo auan

2*50 Test/hop

20
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Thubc thir xét nghiém dinh lrgng
PSA toan phin

*Hoéa chit xét nghiém dinh lrong khang nguyén dic hiéu tuyén tién liét toan phin
(PSA toan phén, t-PSA) trong huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 0.008-100 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé don dong (chudt) khang PSA
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong khéang PSA (chudt)- alkaline phosphatase
trong dém PBS véi chét bao quan

2*50 Test/hop

40

287

Thubc thir xét nghiém dinh lugng
PSA tu do

*Hoa chat xét nghiem dinh Tugng khang nguyen dac hicu tuyen tién liét tu do
(PSA tir do, FPSA) trong huyét thanh ngudi .

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Déi bao cdo: 0.01-30 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé don dong (chudt) khang FPSA
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong khéang PSA (chuét)- alkaline phosphatase
trone dém PBS véi chdf bio auan

2*50 Test/hop

288

Thubc thir xét nghiém dinh lurgng
CEA

*Hoa chat xét nghiém dinh Tugng khang nguyén carcinoembryonic (CEA) trong
huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 0.2-1000 ng/mL

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong (chuét) khéang CEA trong dém
TRIS véi chét bao quan.

- Rb: Lién hop khang thé don dong chéng CEA (chudt) - alkaline phosphatase
trone dém MES véi chit bao quan

2*50 Test/hop

50
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Thube thir xét nghiém dinh luong
AFP

*Hoa chét xét nghiém dinh luong alpha-fetoprotein (AFP) trong huyét thanh hozc
huyét twong ngudi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 0.5-1210 ng/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir phu khang thé don dong (chudt) khang AFP trong dém
TRIS v6i chét bao quén.

- Rb: Lién hop khang thé don dong

(chudt) khang AFP — alkaline phosphatase trong dém PBS véi chét bao quén.

- Rc: Bém TRIS c6 chét bao quén.

2*50 Test/hop

50
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Thubc thir xét nghiém dinh lrgng
Ferritin

*Hoa chat x¢t nghiém dinh Iwgng Ferritin (FERR) trong huy¢et thanh hoac huyet
tuong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 0.5-1500 ng/mL

*Thanh phén:

- Ra: Céc vi hat thuén tir duoc phi voi khang thé don dong (chudt) khang Ferritin
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong khéng Ferritin (chudt)- alkaline phosphatase
trong dém TRIS v6i cht bao quan

- Re: Bém TRIS vii chit hio auan

2*50 Test/hop

40

291

Thubc thir xét nghiém dinh lugng
CAI15-3

*Hoa chat x¢t nghiém dinh Iwgng khang nguyén ung thu 15-3 (CAI5-3) trong
huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 1.0-500 U/mL

*Thanh phén:

- Ra: vCéc vi hat thudn tir phit khang thé don dong (chuét) khang CA15-3 trong
dém TRIS v6i chit bao quan.

- Rb: Lién hop khang thé don dong (chudt) khang CA15-3 -alkaline phosphatase
trong dém MES v6i chét bao quan.

- Re: Bém TRIS vii chijt hio auan

2*50 Test/hop

18

292

Thubc thir xét nghiém dinh lurgng
CA72-4

*Hoa chat xét nghiém dinh Tugng khang nguyén ung thu 72-4 (CA72-4) trong
huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: xét nghiém mién dich 2 diém

* Dai bao cao: 0.2-300 U/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir dwoc pha khang thé don dong khang CA72-4 (CC49)
trong dém TRIS c6 chit bao quén.

- Rb: Lién hop khang thé don dong khang CA72-4

(B72.3) - alkaline phosphatase trong dém MES véi chét bio quan

2*50 Test/hop

40

293

Thubc thir xét nghiém dinh lurgng
CYFRA 21-1

*Hoa chat xét nghiem dinh [ugng CYFRA 21 — 1 trong huyet twong hoac huyet
thanh nguoi.

*Nguyén ly do: xét nghiém mién dich 2 diém

*Dai bao cdo: 0.1-500 ng/mL

*Thanh phén:

- Ra: Céc vi hat thuén tir duoc phit voi khang thé don dong (chudt) khang CYFRA
21-1 trong dém MES véi chit bao quan.

- Rb: Lién hop khang thé don dong khang CYFRA 21-1 (chudt)- alkaline
nhosnhatase trong dém TRIS v&i chAt bio auin

2*50 Test/hop

30
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Thubc thir xét nghiém dinh lrgng
NSE

*Hoa chat xét nghiem dinh [ugng neuron-specific enolase (NSE) trong huyet
thanh nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 0.05-370 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé

don dong (chudt) khang NSE trong dém TRIS véi chit bao quan.

- Rb: Lién hop khang thé don dong khéang NSE (chut)- alkaline phosphatase
trone dém MES vdj chaf bio quan

2*50 Test/hop

12

295

Thubc thir xét nghiém dinh lugng
Pepsinogen I

*Hoa chat xét nghiem dinh Tugng Pepsinogen I (PG I) trong huyét thanh hoac
huyét twong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 1-200 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé don dong (chudt) khang PG 1
trong dém TRIS v6i cht bao quan.

- Rb: Lién hop khang thé don dong khang PG I (chuét)- alkaline phosphatase
trone dém MES vdj chaf bio quan

2*50 Test/hop

296

Thubc thir xét nghiém dinh lrgng
Pepsinogen I1

*Hoa chat xét nghiém dinh Tugng Pepsinogen II (PG II) trong huyet thanh hoac
huyét tuong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 0.5 - 100 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir duwgc phu véi khang thé don dong (chudt) khang PG 11
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong khéng PG II (chudt)- alkaline phosphatase
trone dém MES vdj chaf bio quan

2*50 Test/hop

297

Thubc thir xét nghiém dinh lugng
HE4

*Hoa chat xét nghiém dinh Tugng human epididymal protein 4 (HE4) trong huyét
twong hodc huyét thanh nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 15-1,500 pmol/L

*Thanh phén:

- Ra: Cac vi hat thuan tir dwoc pha biang khang thé don dong (chudt) khang HE4
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong khang HE4 (chudt) -alkaline phosphatase
trone dém MES vdj chaf bio quan

2*50 Test/hop

15

298

Thubc thir xét nghiém dinh lugng
SCCA

*Hoa chat xét nghiem dinh Tugng khang nguyeén ung thu bieu mo té bao vay
(SCCA) trong huyét thanh hoic huyét trong ngudi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 0.1-70 ng/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir dwoc pha bing khang thé don dong (chudt) khang SCCA
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop khang thé don dong (chuét) khang SCCA -alkaline phosphatase
trone dém MES véi chat bio quan

2*50 Test/hop

15




Thubc thir xét nghiém dinh lrgng

*Hoa chat xét nghiem dinh Tugng proGRP trong huyet tuong hoac huyet thanh
nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 3-5,000 pg/mL

299 ProGRP *Thanh phén: i ) 2*50 Test/hop | Hop 12
- Ra: Céc vi hat thuan tir dugc phu bang khang thé don dong (chudt) khang
ProGRP trong dém TRIS v6i chét bao quén.
- Rb: Lién hop khang thé don dong (chudt) khang ProGRP -alkaline phosphatase
trone dém MES vdj chit bao aquan
*Hoa chat x¢t nghiém dinh Iwgng tong so p human chorionic gonadotropin (Total
B HCG) trong huyét thanh ngudi.
*Nguyén ly do: xét nghiém sandwich 2 diém
*Dai bao cdo: 0.5-5000 mIU/mL

Thudc thir xét nghiém dinh lugng |*Thanh phan: R R

39018 HeG - Ra: Céic vi hat thuan tir phit khang thé don dong (chuot) khang B HCG trong dém | > >0 1es/hop | Hop 25
TRIS véi chét bao quan.
- Rb: Lién hop khang thé don dong (chuét) khang PHCG — alkaline phosphatase
trong bo dém PBS v6i chét bao quén.
- Re: Bém TRIS cb chit bio audn
*Hoéa chit xét nghiém dinh lwong Luteinizing hormone (LH) trong huyét thanh
hoiic huyét twong ngudi.
#Nguyén 1y do: xét nghiém sandwich 2 diém

Ao a s *Dai bao cdo: 0.2-250 mIU/mL
301 | Thuoe thu xét nghiém dinh luong |, s 2%50 Test/hop | Hop 6
Luteinizing Hormone L A e 1 11 2 \ A . A
- Ra: Céc vi hat thuan tir pht khang thé don dong (chudt) khang LH trong dém
TRIS véi chét bao quan
- Rb: Lién hop khang thé don dong (chuét) khang LH - alkaline phosphatase
trong dém MES v&i chit bao quéan. - Re: Dém MES véi chét bao quan.
*Hoa chat xet nghiem dinh Tugng follicle stimulating hormone (FSH) trong huyét
thanh hogc huyét twong nguoi.
*Nguyén ly do: xét nghiém sandwich 2 diém
A a s *Dai bao cdo: 0.2-200 mIU/mL
302 |Thuoe thirxétnghiém dinh lwong s 2%50 Test/hop | Hop 6

FSH

- Ra: Cac vi hat thuan tir dugc phu khang thé don dong (chuét) khang FSH trong
dém TRIS v6i chit bao quan.

- Rb: Lién hop khang thé don dong (chudt) khang FSH - alkaline phosphatase
trone dém MES véi chat bio quan




Thube thir xét nghiém dinh luong

*Hoa chat xet nghiem dinh Iugng prolactin (PRL) trong huyet thanh hoac huyet
tuong nguoi.

*Nguyén ly do: xét nghiém sandwich 2 diém

*Dai bao cdo: 0.47-200 ng/mL

*Thanh phén:

303 . - Ra: Céc Vi hat thuén tir phu khang thé don dong (chudt) khang Prolactin trong 2%50 Test/hop [ Hop
Prolactin N an
bo dém HEPES
¢6 chit bao quén.
- Rb: Lién hop khang thé don dong
(chudt) khang Prolactin - Alkaline phosphatase trong bd dém MES véi chét bao
auan
*Hoa chét xét nghiém dinh luong Estriol (E3) trong huyét thanh ctia nguoi.
*Nguyén ly do: Xét nghiém mién dich lién két canh tranh
*Dai bao cdo : 0.1-30 ng/mL
Thuoc thir xét nghiém dinh lugng |[*Thanh phan: R R
304 Estriol - Ra: Cac vi hat thuan tir pht khang thé dé khang IgG chudt trong dém TRIS ciing 2%30 Testhép | - Hop
v6i chét bao quan
- Rb: Lién hop Estriol-alkaline phosphatase trong dém MES véi chit bao quan.
- Rc: Khang thé don dong (chudt) khang estriol trong dém TRIS c6 chét bao quan.
*Hoa chat xet nghiem dinh Iuong Progesterone (PROG) trong huyet thanh cua
nguoi .
#Nguyén ly do: Xét nghiém mién dich lién két canh tranh
*Dai bao cao: 0.1-40.0 ng/mL
£ A *Thanh phan:
305 |Thuoe thirxétnghiém dinh lwong 1 o -0 hat thuan tir phi khéng thé dé khang TeG chudt trong dém TRIS ¢6 | 2#50 Testhop | Hop
Progesterone A toa .
chat bao quan.
- Rb: Lién hop Progesterone- alkaline phosphatase trong dém TRIS véi chét bao
quan.
- Re: Khang thé don dong khang Progesterone (chuét) trong dung dich dém axetat
vAi chat bao andn
*Hoa chat x¢t nghiém dinh Iuwgng Testosterone (TESTO) trong huy¢t thanh va
huyét twong nguoi.
*Nguyén ly do: Xét nghiém mién dich lién két canh tranh
*Dai bao cdo: 0.1-16.0 ng/mL
306 Thubc thir xét nghiém dinh lugng  [*Thanh phin: 2450 Testhop | Hop

Testosterone

- Ra: Céc vi hat thuén tir phu khang thé don dong (chudt) khang Testosterone
trong dém TRIS v6i chét bao quan.

- Rb: Lién hop testosterone- alkaline phosphatase trong dém TRIS véi chit bao
quan.

- Re: Dune dich xit 1¥ mAu c6 chét bdo quan
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Thube thir xét nghiém dinh luong
Estradiol

*Hoa chét xét nghiém dinh luong Estradiol (E2) trong huyét thanh hozc huyét
trong nguoi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao céo : 25-4800 pg/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir duoc phu véi khang thé dé khang IgG tho trong dém
TRIS v6i chét bao quén.

- Rb: Lién hop Estradiol-alkaline phosphatase trong dém MES véi chét bao quén.
- Re: Khang thé da dong khang estradiol (tho) trong dém TRIS cé chit bao quén.
- Rd: Dung dich xtt Iy mau co chét bao quan.

2*50 Test/hop

308

Thube thir xét nghiém dinh luong
Insulin

*Hoa chat xet nghiem dinh lugng Insulin trong huyet thanh hoac huyet tuong
nguoi.

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cao: 0.2-1000pIU/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir dwoc phu véi khang thé don dong (chudt) khang insulin
trong dém TRIS véi chit bao quan.

- Rb: Lién hop khang thé don dong khang insulin (chudt)- alkaline phosphatase
trone dém MES vai chit bio quan

2*50 Test/hop

309

Thube thir xét nghiém dinh lugng
C-peptide

*Hoa chat xet nghiem dinh lugng C-Peptide trong huyet thanh, huyet twong hoac
nudéce tidu nguoi.

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cdo: 0,01-40 ng / mL cho huyét thanh va huyét twong, 0,1 ~ 400ng / mL
cho nude tiéu

*Thanh phan:

- Ra: Cac vi hat thuan tir phi khang thé don dong (chudt) khang C-Peptide trong
b6 dém HEPES véi chit bao quan.

- Rb: Lién hop khang thé don dong khang C-Peptide (chudt) - alkaline

phosnhatase trone dém MES vdi chit bio auan

2*50 Test/hop

310

Thubc thir xét nghiém dinh lugng
DHEA-S

*Hoéa chit xét nghiém dinh lrong Dehydroepiandrosterone sulfate (DHEA-S)
trong huyét thanh hodc huyét twong ngudi.

*Nguyén 1y do: Xét nghiém mién dich lién két canh tranh

*Dai bao cao: 2.0-1000 pg/dL.

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé dé khang IgG thé trong dém TRIS c6 chat
bao quan.

- Rb: Lién hop DHEA-S-alkaline phosphatase trong dém MES v&i chit bao quan.
- Rc: Khang thé da dong khang DHEA-S (thé) trong dém TRIS c6 chat bao quan.

2*50 Test/hop
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Thube thir xét nghiém dinh luong
Cortisol

*Hoa chét xét nghiém dinh lugng Cortisol trong huyét thanh, huyét twong hodc
nudce tidu nguoi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao cao: 0.4-60 pg/dL.

*Thanh phan:

- Ra: vi hat tir phu khang thé dé khang IgG tho trong dém TRIS cung v&i chat bao
quan

- Rb: Lién hop Cortisol-alkaline phosphatase trong dém MES véi chit bao quan.
- Re: Khang thé da dong (tho) khang cortisol trong dém TRIS c6 chit bao quan.

2*50 Test/hop

20

312

Thube thir xét nghiém dinh lugng
ACTH

*Hoa chat xet nghiem dinh lugng Adrenocorticotropic hormonen (ACTH) trong
huyét twong EDTA nguoi

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cao: 1-2000 pg/mL.

*Thanh phan:

- Ra: Cac vi hat thuan tir phu khang thé don dong (chuét) khang ACTH trong dém
TRIS v6i chét bao quén.

- Rb: Lién hop khang thé don dong (chudt) khang ACTH - alkaline phosphatase
trong dém MES vdi chét bao quan

2*50 Test/hop

10

313

Thubc thir xét nghiém dinh lugng
Tnl

*Hoa chét xét nghiém dinh lugng Tnl trong huyét thanh hodc huyét twong nguoi.
*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cao: 0.006-50 ng/ml.

*Thanh phan:

- Ra: Cac vi hat thuan tir phu khang thé don dong (chuét) khang Tnl trong dém
TRIS v6i chét bao quén.

- Rb: Lién hop khang thé (chudt) khang Tnl -alkaline phosphatase trong dung dich
dém MES vdi chit bao quan.

- Re: Dung dich tién xir Iy mau c6 chét bao quan.

2*50 Test/hop

140

314

Thube thir xét nghiém dinh lugng
MYO

*Hoa chat xet nghiem dinh lugng myoglobin (MY O) trong huyet thanh hoac huyet
trong nguoi.

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cao: 1.0-3000 ng/mL.

*Thanh phan:

- Ra: Cac vi hat thuan tir phu khéng thé don dong (chuét) khang MYO trong dém
MES c¢6 chat bao quén.

- Rb: Lién hop khang thé don dong khang MYO (chudt) - alkaline phosphatase
trong dém MES véi chit bao quan.

- Re: Dune dich chudn bi mu véi chit bio auan

2*50 Test/hop
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Thubc thir xét nghiém dinh lrgng
BNP

*Hoa chat x¢t nghiem dinh ugng B-type natriuretic peptide (BNP) trong huyet
tuong EDTA nguoi

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cdo: 10-5000 pg/mL

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong (chuét) khang BNP trong dém
TRIS véi chét bao quan.

- Rb: Lién hop khang thé don dong khang BNP (chudt) - alkaline phosphatase
trong dune dich dém MES véi chit bio auan

2*50 Test/hop

10

316

Thubc thir xét nghiém dinh lugng
Parathyroid hormone

*Hoéa chit xét nghiém dinh lvong PTH trong huyét thanh hodc huyét twong ngudi.
*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cdo: 1.2-5000 pg/mL.

*Thanh phén:

- Ra: Céc vi hat thuén tir dwoc phi khang thé da dong (dé) khang PTH trong dém
TRIS véi chét bao quan.

- Rb: Lién hop khang thé khang PTH (chudt) - alkaline phosphatase trong dém
MES v6i chét bao quén.

2*50 Test/hop

317

Thubc thir xét nghiém dinh lugng
Calcitonin

*Hoa chat xét nghiém dinh Tugng Calcitonin (CT) trong huyet thanh hoac huyet
tuong

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cdo: 0.5-2000 pg/mL

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong khang CT trong dém MES voi
chit bao quan.

- Rb: Lién hop khang thé don dong khang CT- alkaline phosphatase trong dém
MES véi cht bao auan

2*50 Test/hop

318

Thube thir xét nghiém dinh luong
25-OH-Vitamin D

*Hoa chét xét nghiém dinh luong 25-OH-Vitamin D Total trong huyét thanh hozc
huyét twong ngudi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao cao: 3.0-150 ng/mL.

*Thanh phan:

- Ra: Cac vi hat thuan tir phu streptavidin trong dém TRIS véi chét bao quan.
- Rb: Lién hop khang thé khang 25-OH vitamin D- alkaline phosphatase trong
dung dich dém PBS

v6i chét bao quan.

- Rc: 25-OH vitamin D duoc gén Biotin trong dém TRIS véi chét bao quan. .
- PT1: Héa chat tién xtr Iy mau 1 trong dém TRIS véi chit bao quan

- PT2: Hoéa chét tién xtr Iy mau 2, dung dich sodium hydroxide.

50 test/hop
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Thubc thir xét nghiém dinh lrgng
Vitamin B12

*Hoa chat x¢t nghiém dinh Iwgng Vitamin BI2 trong huy¢t thanh hoac huyét
tuong nguoi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao cdo: 50-2000 pg/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir phu VB12 trong dém Tris véi chét bao quan.

- Rb: Lién hop Porcine intrinsic factor voi alkaline phosphatase trong dém PBS
v6i chit bao quén.

- PT1: Dithiothreitol trong dung dich dém sodium citrate véi chét bao quan.

- PT2: K3Fe (CN)6 trone dune dich dém sodinm hvdroxide

2*50 Test/hop

320

Thube thir xét nghiém dinh luong
Folate

*Hoa chét xét nghiém dinh lugng Folate trong huyét thanh hodc huyét twong hodc
té bao hong cau nguoi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao cdo: 0.8-20 ng/ml.

*Thanh phan:

- Ra: Cac vi hat thuan tir pht khang thé don dong khang biotin trong dém PBS c¢6
chat bao quéan

- Rb: Lién hop axit folic- alkaline phosphatase trong dém MES vdi chat bao quan.
- Rc: Protein lién két véi folate duge gén biotin (FBP) trong dém TRIS v&i chat
bao quan.

- PT1: Héa chat tién xtr Iy mau 1, DTT trong dung dich dém citrate cting véi chit
bao quan

- PT2: héa chat tién xtr Iy mau 2, dung dich sodium hydroxide

1*100
Test/hop

321

Thubc thir xét nghiém dinh lugng
Folate

*Hoéa chit xét nghiém dinh luong Folate trong huyét thanh hogic huyét twong hodc
té bao hdng ciu ngudi.

*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Dai bao cdo: 0.8-20 ng/ml.

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong khéang biotin trong dém PBS c6
chit bao quan

- Rb: Lién hop axit folic- alkaline phosphatase trong dém MES véi chét bao quan.
- Re: Protein lién két véi folate dugc gén biotin (FBP) trong dém TRIS véi chét
bao quan.

- PT1: Hoa chét tién xir Iy mau 1, DTT trong dung dich dém citrate cting vi chit
bao quan

- PT2: hoa cht tién xir Iy mau 2, dung dich sodium hydroxide

1*50 Test/hop
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Hoa chét ly giai hdng ciu trong
xét nghiém huyét hoc

Hoa chat xét nghiém Red Blood Cell Folate Releasing dugc su dung trong tién xu
1y mAu mau toan phin dé giai phong folate trong hdng cau (hdng cdu, RBC), dé
kiém tra ndng d6 folate trong hdng ciu bing cach sir dung bd Hoa chét Folate
(CLIA).

*Nguyén ly do: pha v& hdng ciu va chuyén dbi Folate lién két v6i hdng ciu thanh
folate c6 thé do dugc

*Thanh phan: mbi lo chira khoang 75 mg axit ascorbic dé pha thanh 50mL dung
djch axit ascorbic 0,15% . 1 mL cho mbi xét nehiém

2*50 Test/hop
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Thube thir xét nghiém dinh luong
HBsAg

*Hoa chat xet nghiém dinh Twong hepatitis B surface antigen (HBsAg) trong
huyét thanh hodc huyét trong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 0.05-250 IU/mL

*Thanh phén:

-Ra: Céc vi hat thuan tir dwoc phu bing streptavidin trong dém citrate c6 chét bao
quan.

-Rb: Khéng thé don dong (IgG chudt) khang HBs gin Alkaline Phosphatase trong
dém MES c6 chit bao quén.

-Re: Khang thé don dong (IgG va IgA chudt) Anti-HBs gén biotin trong dém
TRIS cA chira chit hdo andn

2*50 Test/hop

10

324

Thube thir xét nghiém dinh luong
Anti-HBs

*Hoa chat xet nghiem dinh lugng antibody to hepatitis B surface antigen (Anti-
HBs) trong huyét thanh hodc huyét twong ngudi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 2.0~1000.0 mIU/mL

*Thanh phan:

-Ra: Céc vi hat thuén tir phu khang nguyén bé mit viém gan B trong dém TRIS ¢
chura chat bao quan.

-Rb: Khang nguyén bé mit viém gan B gin Alkaline phosphatase trong chét pha
loding c6 chita cht bao quan.

2*50 Test/hop

325

Thube thir xét nghiém dinh tinh
HBeAg

*Hoa chat xet nghiem dinh tinh hepatitis B e antigen (HBeAg) trong huyét thanh
hodc huyét tuong nguoi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Thanh phan:

-Ra: Céc vi hat thuén tir dwoc phit Khang thé don dong (IgG chudt) khang HBe
trong dém TRIS c6 chita chét bao quan.

-Rb: Khang thé don dong (IgG chuét) khang HBe gian Alkaline Phosphatase trong
chat pha loding c6 chira chét bao quén.

-R¢: Bém Citrate chira chit bio quan

2*50 Test/hop

15




Thubc thir xét nghiém dinh tinh

*Hoa chat x¢t nghiém dinh tinh antibody to hepatitis B virus e antigen (Anti-HBe)
trong huyét thanh hodc huyét twong ngudi.

*Nguyén ly do: Xét nghiém lién két canh tranh

*Thanh phén:

-Ra: Céc vi hat thuan tir dwoc phu bing khang thé don dong (IgG chudt) khang

326 khang thé khang HBeAg HBe trong dém TRIS c6 chira chit bao quan. 2750 Testhop | Hop 12
-Rb: Lién hop khang thé don dong (IgG chudt) khang HBe - Alkaline Phosphatase
trong chit pha lodng c6 chira chit bio quan.
-Rc: HBeAg tai t hop (rHBeAg) trong dém TRIS c6 chira chét bao quan.
-Rd: Dune dich xit 1¥ mAu véi chit béo aua
*Hoa chat xet nghiem dinh tinh antibody to hepatms B core antigen (Anti-HBc)
trong huyet thanh hoac huyet tuong nguoi.
*Nguyén ly do: Xét nghiém lién két canh tranh
*Thanh phén:
Thube thir xét nghiém dinh tinh -Ra: Céc vi l}at thuan tu dugc phl;l bé}lg khqz'mg thé don dong (IgG chudt) khang ) )
327 khang thé khing HBcAg HBc trong dém TRIS co chtra chat bao quan. 2%50 Test/hop [ Hop 6
-Rb: Lién hop khang thé don dong (IgG chudt) khang HBc -Alkaline Phosphatase
trong chit pha lodng c6 chira cht bao quan.
-Rc: HBcAg tai td hop (rHBcAg) trong dém TRIS c6 chira chit bao quén.
-Rd: Dung dich xir Iy miu véi chit bao quén.
*Hoa chat xet nghiem dinh tinh antibody to hepatitis C
virus (Anti-HCV) trong huyét thanh hodc huyét twong nguoi.
*Nguyén ly do: Xét nghiém sandwich 2 budc
*Thanh phan:
Thuoc thir xét nghiém dinh tinh  [-Ra: Cac vi hat thuan tir dugc phtl bang khang nguyén HCV tai t6 hop trong dém R R
328 khang thé khang virus viém gan C |MES véi chit bao quan. 2%30 Testhop | - Hop 12
-Rb: Lién hop khang thé don dong khang IgG nguoi danh déu Alkaline
phosphatase trong dung dich dém MES c6 chit bao quan.
-Re: dung dich pha lodng mau trong dém HEPES véi chit bao quan.
-Rd: Dém MES vai chit haa quin
*Hoa chat xet nghiem dinh tinh khang theé do1 vo1 Treponema pallidum (TP) trong
huyét thanh hodc huyét trong nguoi
*Nguyén ly do: Xét nghiém sandwich 2 budc
Thubc thir xét nghiém dinh tinh *}Ih.ag}} phé.r}ll: huan tir phit kha &n TP ti & h dém TRIS véi ché
329 |khang thé khang Treponema ‘;)éz.qu;;:l.w at thuan tir phu khang nguyen TF 1ai to hop trong dem Vot chat 2*50 Test/hop | Hop 6
pallidum -Rb: Lién hop IgG khang ngudi dwoc danh déu Alkaline phosphatase trong dém
MES v6i chét bao quén.

-Rc: DPém citrate c6 chat bao quan.
-Rd: Bém MES véi cht bio auan
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Thube thir xét nghiém dinh tinh
khang nguyén HIV p24 va khang
thé khang HIV-1 va/hodc HIV-2

*Hoa chat xet nghiem dinh tinh khang nguyén HIV p24, khang thé HIV-1 va /hoac
HIV-2 trong huyét thanh hoic huyét trong ngudi.

*Nguyén ly do: Xét nghiém sandwich 2 diém

*Thanh phén:

-Ra: Céc vi hat thuan tir dwoc phu khang nguyén dic hiéu HIV-1/2 va khang thé
don dong khang HIV p24 (IgG chudt) trong dung dich dém HEPES c6 chét bao
quan.

-Rb: Khéng nguyén dic hiéu HIV-1/2 gén ALP va khang thé don dong HIV p24
(IgG chudt ) gin ALP trong dém TRIS véi chit bao quan.

-Rc: MAu pha lodng trong dém TRIS véi chét bao quan.

-Rd- Chit nowmo nhan e trane ha dém TRIS vdi chit hio guan

2*50 Test/hop
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Thube thir xét nghiém dinh lugng
Laminin

*Hoa chat xet nghiem dinh luong laminin (LN) trong huyet thanh nguo1.
*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cao: 5-800 ng/mL

*Thanh phan:

- Ra: Cac vi hat thuan tr dugc phu khang thé don

dong (chudt) khang LN trong dém TRIS cung chit bao quan.

- Rb: Lién hop khang thé don dong khang LN (chuét) - alkaline phosphatase
trong dém MES véi chit bao quan.

-C0,C1,C2: Chét hiéu chudn- Laminin nguoi trong dém albumin huyét thanh bo
(RSA) & 3 ndne d6 khic nhan

2*50 Test/hop
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Thubc thir xét nghiém dinh lugng
Axit hyaluronic

*Hoéa chit xét nghiém dinh lwong axit hyaluronic (HA) trong huyét thanh ngudi.
*Nguyén ly do: Xét nghiém mién dich lién két canh tranh

*Déi bao cdo: 5-2000 ng / mL

*Thanh phén:

- Ra: Cac vi hat thuan tir dugc phu khang thé don dong (chudt) khang HABP trong
dung dich dém TRIS véi chit bao quan.

- Rb: Lién hop HA-alkaline phosphatase trong dung dich dém PBS v&i chit bao
quan.

-Rc: HABP trong bo dém PBS véi chét bao quan.

-C0,C1,C2: Chét hiéu chudn- Khéng nguyén HA trong dém albumin huyét thanh
bo (BSA) & 3 ndng d6 khac nhau.

2*50 Test/hop
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Thube thir xét nghiém dinh lugng
Procollagen III N-terminal Peptide

*Hoa chat xet nghiem dinh Tugng N-terminal Peptide of Procollagen Type III
(PIIINP) trong huyét thanh nguoi.

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao céo: 1,5-100 ng / mL

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong (chuét) khang PIIINP trong
dém TRIS v6i chit bao quan.

- Rb: Lién hop khang thé don dong khang PIIINP (chudt) - alkaline phosphatase
trong dém TRIS v6i chét bao quan.

-C0,C1,C2: Chét hiéu chuin- khang nguyén PIIINP tai t6 hop trong dém albumin
hivét thanh ho (RSA) & ha mire ndne da

2*50 Test/hop
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Thube thir xét nghiém dinh luong
Collagen type IV

*Hoa chét xét nghiém dinh luong Collagen loai IV (C IV) trong huyét thanh ngudi.
*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cao: 5-1000 ng / mL

*Thanh phan:

- Ra: Cac vi hat thuan tir dwoc phu khang thé don dong (chudt) khang C IV trong
dém TRIS c6 chat bao quan.

- Rb: Lién hop khang thé don dong khang C IV (chudt) - alkaline phosphatase
trong dém TRIS véi chit bao quan.

-C0,C1,C2: Chét hiéu chuan - Collagen type IV trong dém albumin huyét thanh bo
(BSA) ¢ ba murc nong do.

2*50 Test/hop
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Thube thir xét nghiém dinh lugng
Procalcitonin

*Hoa chat xet nghiem dinh [ugng procalcitonin (PCT) trong huyet thanh hoac
huyét twong ngudi.

*Nguyén ly do: Xét nghiém mién dich 2 diém

*Dai bao cdo: 0.02-100 ng/mL

*Thanh phan:

- Ra: Cac vi hat thuan tir dwoc phu bing khang thé don dong chudt khang PCT
trong dém TRIS c¢6 chit bao quan

- Rb: Lién hop khang thé don dong chudt khang PCT - alkaline phosphatase trong
dém MES vdi chét bao quan

2*50 Test/hop
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Thubc thir xét nghiém dinh lugng
Aldosterone

*Hoéa chit xét nghiém dinh lvong ALD trong huyét thanh ngudi hodc huyét trong
EDTA.

*Nguyén ly do: Xét nghiém mién dich canh tranh

*Dai bao cédo: 14.5-2000 pg/mL

*Thanh phén:

- Ra: Cac vi hat thuan tir dugc phu khang thé dé khéang IgG tho trong dung dich
dém TRIS cing chit bao quan.

- Rb: Lién hop ALD-alkaline phosphatase trong d&ém MES véi chét bao quan.
-Re: Khang thé da dong khang ALD (tho) trong dém TRIS cting chét bao quan.

2*50 Test/hop
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Thubc thir xét nghiém dinh lrgng
Renin

*Hoa chét xét nghiém dinh lugng Renin & huyét tuong nguoi chéng dong EDTA .
*Nguyén ly do: Xét nghiém sandwich 2 diém

*Dai bao cdo: 0.5-500 pg/mL.

*Thanh phén:

- Ra: Céc vi hat thuén tir phu khang thé don dong (chuét) khang Renin trong dém
TRIS véi chét bao quan.

- Rb: Lién hop khang thé don dong khéng Renin (chuét) -alkaline phosphatase
trong dém PBS v&i chit bao quan.

2*50 Test/hop

338

Chét hidu chuén xét nghiém dinh
luong FT4

*Hoa chat hiéu chuan cho xét nghiém dinh lugng free thyroxine (FT4)
*Quy cach : CO:1X2.Q mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo
* Thanh phén: FT4 tdng hop & 3 mic nong dd

3*2ml




Chét hidu chuén xét nghiém dinh

*Hoa chat hiéu chuan cho xét nghiém dinh Iuong total triiodothyronine (T3)

339 lwone T3 *Quy cach : CO:lX_Z.O mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3*2ml Hop
ong * Thanh phén: T3 tdng hop & 3 mitc ndng dd
*Hoa chat hi¢u chuan cho xét nghi¢m dinh luong thyroid-stimulating hormone
A 1:a A s A (TSH)
340 ggf the;;chhuan xétnghiémdinh 1,0 sch : C0:1x2.0 mL/lo: C1:1x2.0 mL/lo : C2:1x2.0 mL/lo 3*2ml Hép
one *Thanh phén:
C0: dém albumin huyét thanh bo (BSA). C1.C2: TSH ¢ 2 mirc ndng db.
L i e *Hoéa chit hiéu chudn cho xét nghiém dinh lugng thyroglobulin (Tg)
341 Erl:;t hf“ chuan xét nghiem dinh 1, = 4ch : C0:1x2.0 mL/lo: C1:1x2.0 mL/lo : C2:1x2.0 mL/lo 3*2ml Hop
ong 18 * Thanh phan: Tg trong dém Albumin huyét thanh bd (BSA) & 3 mirc ndng do
*Hoa chét hiéu chudn cho xét nghiém dinh luong khang thé khang thyroglobulin
Chét hiéu chudn xét nghiém dinh  |(Anti-Tg) . .
342 || wong Anti-Te *Quy cach : C0:1x2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3*2ml Hop
* Thanh phan: Anti-Tg trong dém Albumin huyét thanh bo (BSA) ¢ 3 mirc ndng do
*Hoa chat hiéu chuan cho xét nghiém dinh lugng khang thé khang thyroid
FORT A A s peroxidase (Anti-TPO)
343 E:fnt h;i‘;ci’;g’ xétnghiém dinh 1, ) o céch : C0:1x2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3¥2ml Hop
g * Thanh phan: Anti-TPO trong dém Albumin huyét thanh bo (BSA) & 3 mirc ndng
dé
*Hoéa chit hiéu chudn cho xét nghiém dinh lugng Cancer Antigen 125 (CA125)
Chét hiéu chudn xét nghiém dinh  [*Quy céach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo " N
3% | lwong CAI125 *Thanh phén: 3*2ml Hop
C0: dém albumin huyét thanh bo (BSA), C1,C2: CA125 ¢ 2 mirc ndng do.
*Hoa chat hiéu chuan cho xét nghiém dinh Iuwong Carbohydrate Antigen 19-9
Zo 1o 2o A (CA19-9)
345 E:fnt hg’i lcg_“;“ xétnghiém dinh 1, ) o céch - C0:1%2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3¥2ml Hop
g *Thanh phan:
CO: dém albumin huyét thanh bd (BSA). C1.C2: CA19-9 & 2 mirc ndng dd .
*Hoa chét hiéu chuén cho xét nghiém dinh lugng total prostate specific antigen (t-
Chét hiéu chuén xét nghiém dinh  |PSA) . .
346 || rong PSA toan phan *Quy cach : C0:1x2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3*2ml Hop
* Thanh phan: PSA trong dém Albumin huyét thanh bo (BSA) & 3 mirc ndng db.
*Hoa chét hiéu chudn cho xét nghiém dinh lugng total free prostate specific
347 Chét hiéu chuén xét nghiém dinh  |antigen (FPSA) 342l Ho
luwong PSA tu do *Quy cach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo °P

* Thanh phan: FPSA trong dém Albumin huyét thanh bo (BSA) & 3 mitc ndng do.




Chét hidu chuén xét nghiém dinh

*Hoéa chit hiéu chuan cho xét nghiém dinh lurgng carcinoembryonic antigen (CEA)
*Quy cach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo

N * O
348 1 uong CEA *Thanh phan: 3*2ml Hop
C0: dém albumin huyét thanh bo (BSA), C1,C2: CEA ¢ 2 mirc ndng d9.
*Hoa chat hi¢u chuan cho xét nghi¢m dinh lugng Alpha-fetoprotein (AFP)
Chét hiéu chudn xét nghiém dinh  [*Quy céach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo " N
399 | iuong AFP *Thanh phan: 3*2ml Hop
C0: dém albumin huyét thanh bo (BSA), C1,C2: AFP & 2 mirc ndng do.
*Hoa chat hiéu chuan cho xét nghiém dinh lugng Ferritin
ST Ao ox A g * - C0)- . C1- .-
350 Chat hi¢u c_l‘fuan xét nghiém dinh Qu}f cach .‘ACO. 1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3#9m] Hop
luong Ferritin *Thanh phan:
C0: dém albumin huyét thanh bo (BSA), C1,C2: Ferritin ¢ 2 mirc ndng do.
v *Hoéa chit hiéu chudn cho xét nghiém dinh lugng Cancer Antigen 15-3 (CA15-3)
351 Chét hiéu chudn xét nghiém dinh  [*Quy céach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 39ml Hé
lugng CA15-3 *Thanh phén: P
C0: dém albumin huyét thanh bo (BSA), C1,C2: CA15-3 & 2 mirc ndng do .
*Hoa chét hiéu chudn cho xét nghiém dinh lugng Cancer Antigen 72-4 (CA72-4)
352 Chét hiéu chudn xét nghiém dinh  |*Quy cach C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3#9m] Ho
luong CA72-4 * Thanh phin: CA 72-4 trong dém Albumin huyét thanh ngudi (HSA) & 3 murc °P
ndng do.
*Hoa chét hiéu chudn cho xét nghiém dinh lwong human cytokeratin 19 fragments
SO o A e (CYFRA 21-1)
353 ﬁfgi‘ hgg;g‘f; felt nghiémdinh 1,0 cach CO:1%2.0 mL/lo: C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3%2ml Hop
ong * Thanh phan: CYFRA 21-1 trong dém Albumin huyét thanh bo (BSA) & 3 mirc
ndng do.
LA 2, cn *Hoa chét hiéu chuén cho xét nghiém dinh lugng neuron-specific enolase (NSE)
354 ggf hﬁgghuan xétnghiémdinh |, o sch CO:1x2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3¥2ml Hop
ong * Thanh phan: NSE & 3 mitc ndng do.
*Hoa chat hiéu chuan cho xét nghiém dinh lugng Pepsinogen I (PG 1) CO:1x1.2 mL:
355 Chét hiéu chuén xét nghiém dinh  [*Quy cach: C0:1x1.2 mL/lo; C1:1x1.0 mL/lo ; C2:1x1.0 mL/lo ClleI'O mL? Ho
lwong Pepsinogen I * Thanh phén: Pepsinogen I (PG I) trong dém Albumin huyét thanh bo (BSA) & 3 C2" ) Xl’ 0 mL’ °P
mirc ndng do . -
v *Hoa chat hi¢u chuan cho xét nghiém dinh lugng Pepsinogen II (PG II) C0:1x1.2 mL:
156 Chét hiéu chuén xét nghiém dinh  |*Quy cach: C0:1x1.2 mL/lo; C1:1x1.0 mL/lo ; C2:1x1.0 mL/lo C1:1><1.0 mL? Ho
luong Pepsinogen 11 * Thanh phén: Pepsinogen II (PG II) trong dém Albumin huyét thanh bo (BSA) & CZ.' | ><1. 0 mL’ °P

3 mirc ndng do.




*Hoéa chit hiéu chuan cho xét nghiém dinh lwgng Human Epididymal protein 4

157 Chét hidu chuén xét nghiém dinh  |(HE4) g?: 1 iigﬁ Hop
luong HE4 *Quy céch:‘C0:1X1.2 mL/lg; C1:1x1.0 mL/lg ; C2:1x1.0 mL/lo . C2: le. oml ;
* Thanh phan: HE4 trong dém Albumin huyét thanh bo (BSA) ¢ 3 mitc ndng d6 ’ '
) i *Hoéa chit hiéu chuin cho xét nghiém dinh lugng Squamous cell carcinoma C0:1x1.2ml
358 Chat hiu chuan xét nghiém dinh  |antigen (SCCA) cl 11 ’ oml Hop
luwong SCCA *Quy CéChZ‘C():lX 1.2 mL/1g; C1:1x1.0 mL/lo ; C2:1x1.0 mL/lo . C2: 1><1. oml ;
* Thanh phan: SCCA trong dém Albumin huyét thanh bo (BSA) & 3 mirc ndng do ' '
) i *Hoa chat hiéu chuan cho xét nghiém dinh luong ProGRP. C0:1x1.2ml
359 Chat hi¢u chuan xét nghiém dinh  [*Quy céach: ‘CO: 1x1.2 mL/lg; C1:1x1.0 mL/lo ; QZ: 1x1.0 mL/lo . cl | ><1.0ml Hop
lugng ProGRP * Thanh phan: ProGRP trong dém Albumin huyét thanh bo (BSA) & 3 muc nong C2: le. oml ;
dé ) )
*Hoéa chit hiéu chudn cho xét nghiém dinh lugng Total B human chorionic
360 Chét hiéu chuén xét nghiém dinh  |gonadotropin (HCG) 39ml Hép
luong B-HCG *Quy cach: C0:1x2.0 mL/1g; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lg ;
* Thanh phan: HCG trong dém Albumin huyét thanh bo (BSA) ¢ 3 mirc ndng do
*Hoa chat hiéu chuan cho xét nghiém dinh luwong Luteinizing Hormone (LH)
361 Chét hiéu chudn xét nghi¢ém dinh  |*Quy cach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3#9m] Hop
luong Luteinizing Hormone *Thanh phan: ’
C0: dém albumin huyét thanh bd (BSA), C1.C2: LH & 2 mirc nong do.
*Hoa chat hi¢u chuan cho xét nghi¢m dinh lugng follicle stimulating hormone
A 1:a A s A (FSH)
362 gﬁghggghuan xétnghicm dinh 1,51 cdch £ CO:1%2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3%2ml Hop
j *Thanh phan:
C0: dém albumin huvét thanh bod (BSA). C1.C2: FSH & 2 mirc ndng db
*Hoa chat hiéu chuan cho xét nghiém dinh lugng Prolactin (PRL)
3163 Chét hiéu chudn xét nghi¢ém dinh  |*Quy cach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3#9m] Hop
luong Prolactin *Thanh phan: ’
C0: dém albumin huyét thanh bd (BSA), C1.C2: PRL & 2 mitc nong do.
Chét hidu chuén xét nghiém dinh *Hoa chat hi¢u chuan cho xét nghi¢m dinh luong Estriol (E3)
364 luong Estriol ; : *Quy céch:‘CO:lXZ:O mL/lo; Cl:lXZ.Q mL/lo ; C2:1x2.0 mL/lo 3*2ml Hop
) * Thanh phan: E3 tong hop ¢ 3 muc nong do
PR 2, n e *Hoa chat hiéu chuan cho xét nghiém dinh luvong Progesterone
365 g;a;gh;"’r‘égcl’;z’o’:? nghiém dinh 1, © céch: C0:1x2.0 mL/lo; C1:1x2.0 mL/lg ; C2:1x2.0 L/l 3¥2ml Hop
) * Thanh phan: Progesterone tong hop ¢ 3 mirc ndong do
Chét hidu chuin xét nghiém dinh *Hoéa chat hi€u chuan cho xét nghiém dinh lugng Testosterone
366 Juong T.estosterone j ’ *Quy céch:‘CO:lXZ.O mL/lo; QI:IXZ.O mL/lo ; (‘32:1><2.0 mL/lo 3*2ml Hop
) * Thanh phan: Testosterone tong hop ¢ 3 muc nong do
Chét hicu chudn xét nghiém dinh *Hoa chat hiéu chuan cho xét nghiém dinh luong Estradiol
367 ; ; : *Quy cach: C0:1x2.0 mL/1g; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lg 3*2ml Hop

luong Estradiol

* Thanh phén: Estradiol tong hop & 3 muc ndng dd




Chét hidu chun xét nghiém dinh

*Hoéa chit hiéu chuan cho xét nghiém dinh lrgng Insulin

368 lwone Insulin *Quy cach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3*2ml Hop
ong nsu * Thanh phén: Insulin trong dém Albumin huyét thanh bo (BSA) & 3 mitrc ndng do
v *Hoéa chat hi¢u chuan cho xét nghiém dinh lugng C-peptide
369 Chét hiéu chudn xét nghiém dinh  [*Quy céach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 39l Ho
luong C-peptide * Thanh phén: C-peptide trong dém Albumin huyét thanh bo (BSA) & 3 mirc ndng °P
do
*Hoa chat hiéu chuan cho xét nghiém dinh lugng Dehydroepiandrosterone sulfate
Chét hi¢u chudn xét nghi¢m dinh |(DFIEA-S)
370 lwon IjHEA-S ghie : *Quy cach : C0:1x2.0 mL/lg; C1:1%2.0 mL/lo ; C2:1x2.0 mL/lo 3*2ml Hop
g * Thanh phan: DHEA-S trong dém Albumin huyét thanh bo (BSA) & 3 mitc ndng
dé
FPA 2, ca an *Hoéa chat hi¢u chuan cho xét nghi€ém dinh lugng Cortisol
371 ggf hg‘)lr;};gi‘m xétnghiémdinh |, o ch : C0:1x2.0 mL/lo: C1:1x2.0 mL/lo : C2:1x2.0 mL/lo 3*2ml Hép
e * Thanh phén: Cortisol & 3 mirc néng do
*Hoa chat hiéu chuan cho xét nghiém dinh Iwong Adrenocorticotropic hormone
Chét hiéu chuén xét nghiém dinh  |(ACTH) .
372 3*2ml H
72 liuong ACTH *Quy céch : C0:1x2.0 mL/lo; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo m op
* Thanh phan: ACTH ¢ 3 mirc nong do
PP i, A *Hoa chat hi¢u chuan cho xét nghi¢m dinh lugng Troponin I
373 ggf h‘Terl(l) Cgﬁ?f‘et nghiém dinh 1, o\ v céch : C0:1x2.0 mL/lo: C1:1x2.0 mL/lo : C2:1x2.0 mL/lo 3*2ml Hép
ong 1rop * Thanh phén: Troponin I & 3 mitc ndng do
FOPA i, A e *Hoa chat hiéu chuan cho xét nghiém dinh lugng Myoglobin
hat h hi t ngh h i N ’
374 EK; ;‘Z’I‘;CO““ xétnghiém dinh 1, ) 0 céch : C0:1%2.0 mL/lo: C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3¥2ml Hop
ong * Thanh phin: Myoglobin & 3 mirc ndng do
PP i, A *Hoéa chat hiéu chuan cho xét nghiém dinh lugng B-type natriuretic peptide (BNP)
375 ggf hg;;huan xétnghiémdinh 1, o sch : C0:1x2.0 mL/lo; C1:1x2.0 mL/lo : C2:1x2.0 mL/lo 3*2ml Hop
one * Thanh phan: BNP [ & 3 mic ndng do
£pia A s *Hoa chat hi¢u chuan cho xét nghiém dinh lugng PTH
376 Erl:;t h?;::;“&gi:fﬁfﬂ? dinh s uy cich : C0:1%2.0 mL/lo; C1:1x2.0 mL/lo ; C2:1x2.0 mL/lo 3%2ml Hop
one yr * Thanh phan: PTH trong dém Albumin huyét thanh bd (BSA) & 3 muc ndng do
v *Hoéa chat hi€¢u chuan cho xét nghiém dinh lugng Calcitonin
377 Chét hiéu chudn xét nghiém dinh  [*Quy céach : C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 39ml Ho
luong Calcitonin * Thanh phén: Calcitonin trong dém Albumin huyét thanh bo (BSA) & 3 mirc nng °P
do
L i e *Hoéa chit hiéu chun dinh lrgng Vitamin D toan phin ( 25-OH-Vitamin D Total)
37g |Chathiéu chuan xétnghiem dinh 1, 0 4 ' 00:1x2.0 mL/lo; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo 3*2ml Hop

luong 25-OH-Vitamin D

* Thanh phén: 25-OH-Vitamin D3 trong dém huyét thanh ngya & 3 mirc ndng do




379

Chét hidu chun xét nghiém dinh

*Hoa chat hiéu chuan dinh lugng Vitamin B12
*Quy cach : C0:1x2.0 mL/lg; C1:1%2.0 mL/lg ; C2:1x2.0 mL/lo

3*2ml

luong Vitamin B12 * Thanh phan: Cyanocobalamine trong dém albumin huyét thanh nguoi (HSA) &
3 mirc ndng d6
*Hoéa chat hi¢u chuan dinh lugng Folate
380 Chét hiéu chudn xét nghiém dinh  |*Quy cach C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1 XZ.Q mL/lo 39l Hop
luong Folate * Thanh phan: Dihydrofolic acid trong dém albumin huyét thanh nguoi (HSA) ¢ 3 j
mirc ndng d6
*Hoa chat hi¢u chuan trong xét nghi¢m dinh lugng hepatitis B surface antigen
(HBsAg)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo
381 Chét hidu chuén xét nghiém dinh *Théml} ph?m:_ . o o o 3ml Hop
luong HBsAg -C0: Bém bovine serum albumin (BSA) vdi sodium azide lam chat bao quan
-C1/C2: HBsAg tai t6 hop trong dém albumin huyét thanh bo (BSA) ¢ hai mtrc
, v6i sodium azide 1a cht bao quan.
- Thé hiéu chuén: |
*Hoéa chit hiéu chuén trong xét ngiém dinh lwong khéng thé hepatitis B surface
antigen (Anti-HBs)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg ; C2:1x2.0 mL/lo
382 Chét hiéu chuéu} xét nghiém dinh | *Thanh phén: ) 3%9ml Hop
luong khang thé khang HBsAg -CO: Huyet twong nguoi am tinh Anti-HBs véi sodium azide nhu chat bao quan j
-C1/C2: Anti-HBs trong huyét trong ngudi v6i sodium azide lam chét bao quan &
hai mirc ndng d6
- Thé hi¢u chuén: 1
*Hoéa chit hiéu chuén trong xét ngiém dinh tinh hepatitis B e antigen (HBeAg)
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg
FOTA i, A s *Thanh phan:
383 g:st}ll’g::gh“an xétnghiemdinh o e Albumin huyét thanh bo (BSA) v6i sodium azide lam chat bao quan 2%2ml Hop
-C1: HBeAg tai t6 hgp trong dém albumin huyét thanh bo (BSA) véi sodium azide
lam chét bio quan
- Thé hi¢u chuén: 1
*Hoéa chit hiéu chudn trong xét ngiém dinh tinh khéng thé khang hepatitis B e
antigen (Anti-HBe)
14 |Chét hicu chuén xét nghiém dinh Eﬁ;ﬁ?haio P20 mLfe; CL:1>x2.0 mLfo 2%l Hop

tinh khéng thé khang HBeAg

-CO0: Huyét tuong nguoi am tinh Anti-HBe v6i sodium azide 1am chét bao quan
-C1:Huyét twong ngudi duwong tinh Anti-HBe véi sodium azide 1am chat bao quan
- Thé hiéu chuan: 1




Chit hidu chuén xét nghiém dinh

*Hoéa chit hiéu chudn trong xét ngiém dinh tinh khang thé khang hepatitis B core
antigen (Anti-HBc).
*Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lg

385 | ; a *Thanh phén: 2*%2ml Hop
tinh khing thé khang HBcAg -C0: Huyét trong ngudi am tinh Anti-HBc véi sodium azide 1am chit bao quan
-C1:Huyét twong ngudi dwong tinh Anti-HBc v6i sodium azide 1am chit bao quan
- Thé hi¢u chuén : 1
*Hoéa chit hidu chudn trong xét ngiém dinh tinh khang thé khang hepatitis C virus
£ n i, A (Anti-HCV)
386 tcllfstkl;‘:;‘ ngufﬁh’;e; ng?‘;m i‘lng *Quy céch: C0:1x2.0 mL/lo; C1:1x2.0 mL/lo 2%2ml Hop
! gthe gviemg *Thanh phén:
-C0, C1: Anti-HCV trong dém albumin huyét thanh bo (BSA) ¢ 2 mitrc ndng do
*Hoa chat hiéu chuan trong xét ngiém dinh tinh khang thé khang Treponema
Chét hiéu chuén xét nghiém dinh  |Pallidum (Anti-TP)
387 |tinh khang thé khang Treponema *Quy cach: C0:1x2.0 mL/lg; C1:1x2.0 mL/lo 2*2ml Hop
Pallidum *Thanh phan:
-C0. C1: Anti-TP trong dém albumin huvét thanh bo (BSA) & 2 mirc nong dd
*Hoa chat hiéu chuén trong xét ngiém dinh tinh khang nguyén HIV p24 va khang
v thé khang HIV 1, HIV 2 trong huyét thanh va huyét twong.
Chét hiéu chudn xét nghiém dinh  |*Quy cach: C0:1x2.0 mL/lg; C1:1%2.0 mL/lo
188 tinh khang nguyén HIV p24 va *Thanh phan: 2%3ml H6
khang thé khang HIV-1 va/hodc  |-CO: Pém albumin huyét thanh bo (BSA) véi sodium azide lam chit bao quan P
HIV-2 -C1: Anti-HIV-1 (th6) trong dém albumin huyét thanh bd (BSA) véi sodium azide
lam chat bao quan
- Thé hiéu chuén: 1
LA i, cn *Hoa chat hiéu chuén cho xét nghiém dinh lugng Procalcitonin (PCT) CO0:1x1.2 mL;
389 ggf h;‘;f;‘:i’;ﬁ nghiém dinh 1, o\ v céch: CO:1x1.2 mL/lo; C1:1x1.0 mL/lo ; C2:1x1.0 mL/lo Cl:1x1.0mL; | Hop
ong * Thanh phan: PCT trong dém Albumin huyét thanh bo (BSA) & 3 mirc nong do C2:1x1.0 mL
Chét hieu chun xét nehiém dinh *Hoa chét hiéu chuin cho xét nghiém dinh lugng Aldosterone (ALD) C0:1x1.0 ml,
390 lwon A.EiostL:%rone ghie : *Quy cach: C0:1x1.0 mL/lg; C1:1x1.0 mL/lg ; C2:1x1.0 mL/lo C1:1x1.0ml, Hop
ong * Thanh phén: ALD trong dém Albumin huyét thanh bo (BSA) & 3 mirc ndng @6 | C2:1x1.0ml
£ en 2, ca an *Hoéa chat hi¢u chuan cho xét nghi€ém dinh lugng Renin C0:1x1.2ml,
391 ggf hg;ln;}:uan xétnghiem dinh 1, o o Céch: CO:1x1.2 mL/lo; C1:1x1.0 mL/lo : C2:1x1.0 mL/lo C1:1x1.0ml, | Hop
e * Thanh phan: Renin & 3 mic nong d6 C2:1x1.0ml
Vat li¢u kiém soat mirc thip xét  |*Hoéa chat kiém chuan muc thip cho cac xét nghiém FT3, FT4, T3, T4, TSH,Tg
392 |nghiém dinh lugng cac thong s [*Quy cach : 6x5 mL/hop 6*5ml Hop

mién dich

*Thanh phén: cac chat FT3, FT4, T3, T4, TSH, Tg.




Vit liéu kiém soat muc thdp xét

*Hoéa chit kiém chuén mirc thip cho céc xét nghiém FT3, FT4, T3, T4, TSH,Tg

393 |nghiém dinh lwong cac thong s6  [* Quy cach : 3x5 mL/hop 3*5ml Hop
mién dich *Thanh phén: cac chat FT3, FT4, T3, T4, TSH, Tg.
Vit liéu kiém soat mirc cao xét *Héa chat kieém chuan muc cao cho cac xét nghi¢m FT3, FT4, T3, T4, TSH,Tg
394 |nghiém dinh luong cac thong sé  [*Quy cach : 6x5 mL/hop 6*5ml Hop
mién dich *Thanh phan; cac chit FT3, FT4, T3, T4, TSH, Tg.
Vit liéu kiém soat murc cao xét *Hoa chat kiém chuan murc cao cho cac xét nghiém FT3, FT4, T3, T4, TSH,Tg
395 [nghiém dinh luong cac théng sé  [*Quy cach : 3x5 mL/hdp 3*5ml Hop
mién dich *Thanh phan: cac chit FT3, FT4, T3, T4, TSH, Tg.
*Hoéa chat kieém chuan muc thap cho cac xét nghiém CA125, TPSA, FPSA, AFP,
Vat li¢u kiém soat mirc thip xét  |Ferritin, CEA, CA19-9, CA15-3, CA 72-4, CYFRA 21-1
396 |nghiém dinh lugng cac thong sé  [*Quy cach : 6x5 mL/hop 6*5ml Hop
mién dich *Thanh phén: cac chit CA125, TPSA, FPSA, AFP, Ferritin, CEA, CA19-9, CA15-
3. CA 72-4 CYFRA 21-1
*Hoa chat kiém chuan murc thap cho cac xét nghiém CA125, TPSA, FPSA, AFP,
Vit liéu kiém soat muc thdp xét  |Ferritin, CEA, CA19-9, CA15-3 , CA 72-4, CYFRA 21-1
397 |nghiém dinh luong cac théng sb *Quy cach : 3x5 mL/hop 3*5ml Hop
mién dich *Thanh phan: cac chat CA125, TPSA, FPSA, AFP, Ferritin, CEA, CA19-9, CA15-
3.CA 72-4, CYFRA 21-1
*Hoéa chat kieém chuan muc cao cho cac xét nghi¢ém CA125, TPSA, FPSA, AFP,
Vit liéu kiém soat mirc cao xét Ferritin, CEA, CA19-9, CA15-3, CA 72-4, CYFRA 21-1
398 |nghiém dinh lugng cac thong sé  [*Quy cach : 6x5 mL/hop 6*5ml Hop
mién dich *Thanh phén: cac chit CA125, TPSA, FPSA, AFP, Ferritin, CEA, CA19-9, CA15-
3. CA 72-4 CYFRA 21-1
*Hoa chat kiém chuan mirc cao cho cac xét nghiém CA 125, TPSA, FPSA, AFP,
Vit lidu kiém soat mirc cao xét Ferritin, CEA, CA19-9, CA15-3, CA 72-4, CYFRA 21-1
399 [nghiém dinh luong cac théng sb *Quy cach : 3x5 mL/hop 3*5ml Hop
mién dich *Thanh phan: cac chat CA125, TPSA, FPSA, AFP, Ferritin, CEA, CA19-9, CA15-
3.CA 72-4, CYFRA 21-1
*Hoéa chat kieém chuan muc thap cho cac xét nghiém FSH, Prolactin, Estradiol,
Vit liéu kiém soat mirc thép xét Progesterone, LH, Testosterone, Estriol, Total p HCG
400 [nghiém dinh lugng cac théng s  |*Quy cach : 6x5 mL/hdp 6*5ml Hop
mién dich *Thanh phén: céc chét FSH, Prolactin, Estradiol, Progesterone, LH, Testosterone,
Estriol, Total B HCG
*Hoa chat kiém chuan mirc cao cho cac xét nghiém FSH, Prolactin, Estradiol,
Vit lidu kiém sodt mirc cao xét Progesterone, LH, Testosterone, Estriol, Total § HCG
401 |nghiém dinh luong cac thong sb *Quy cach : 6x5 mL/hop 6*5ml Hop
mién dich *Thanh phén: céc chat FSH, Prolactin, Estradiol, Progesterone, LH, Testosterone,
Estriol, Total B HCG
Vit liéu kiém soat muc thap xét *Hoéa chat kieém chuan muc thap cho cac xét nghiém Anti-Tg, Anti-TPO
402 |nghiém dinh luong Anti-Tg, Anti- [*Quy cach : 3x2 mL/hop 3*%2ml Hop

TPO

*Thanh phin: cdc chit Anti-Tg, Anti-TPO




Vit liéu kiém soat murc cao xét

*Hoa chat kiém chuan mirc cao cho cac xét nghiém Anti-Tg, Anti-TPO

403 [nghiém dinh lvong Anti-Tg, Anti- [*Quy cach : 3x2 mL/h§ 3*2ml Hop
g g g y P
TPO *Thanh phén: cac chit Anti-Tg, Anti-TPO
a1 R . L, *Hoéa chat kieém chuan muc thap cho cac xét nghiém Troponin I, BNP, CK-MB,
Vat li¢u kiém soat muc thap xét Mvoelobin
404 |nghiém dinh luong TnI, BNP, | Qyu fcéch : 3x2 ml/hip 3¥2ml Hop
MYO, CK-MB *Thanh phin: cic chét Troponin I, BNP, CK-MB, Myoglobin
a1 R L, , *Hoa chat kiém chuan mirc thap cho cac xét nghiém Troponin I, BNP, CK-MB,
Vit liéu kiém soat mirc cao xét Mvoelobin
405 |nghiém dinh luong Tnl, BNP, |, Qyu ygcéch : 3x2 mL/hép 3%ml Hop
MY K-MB N N . .
0,C *Thanh phan: cac chat Troponin I, BNP, CK-MB, Myoglobin
a1 R L L, *Hoba chat kieém chuan muc thap cho cac xét nghiém Cortisol, DHEA-S, Insulin,
Vat liu kiém soat muc thap xét C-Pentide
406 |nghiém dinh luong Cortisol, . Quypcéch  3x2 mL/hop 3*2ml Hop
DHEA-S, Insulin, C-peptide *Thanh phin: cic chit Cortisol, DHEA-S, Insulin, C-Peptide
a1 R L, , *Hoa chat kiém chuan mirc cao cho cac xét nghiém Cortisol, DHEA-S, Insulin, C-
Vit liéu kiém soat mic cao xét Peptide
407 [nghiém dinh luwong Cortisol, w er)l y cch : 3x2 mL/hop 3*2ml Hop
DHEA-S, Insuli -pepti N N . . .
S, Insulin, C-peptide *Thanh phan: cac chat Cortisol, DHEA-S, Insulin, C-Peptide
A qia 1R A, *Hoa chat kiem chuan murc thap cho cac xét nghi¢m ACTH
Vat li¢u kiém soat muc thap xét " o . " N
408 nghiém dinh luong ACTH Quy céach : 3x2 mL/hop 3*%2ml Hop
T - *Thanh phian: ACTH
Vat lidu kidm soat mie thip xét *Hoa chat kiém chuan mirc cao cho cac xét nghiém ACTH
409 | hic n? dinh loomg A CTHp *Quy céch : 3x2 mL/hop 3¥2ml Hop
T ~ *Thanh phan: ACTH
Vit lieu kidm sodt mite thip xét *Hoda chat kieém chuan muc thap cho cac xét nghiém PTH , CT,
o .. . Ap £ 25-OH-Vitamin D3, VB12, Folate, Ferritin A
410 |nghiém dinh lugng cac thong s6 |, Quy cach : 3x2 mL/hép 3*2ml Hop
micn dich *Thanh phin: PTH , CT, 25-OH-Vitamin D3, VB12, Folate, Ferritin
Vit lidu kidm sodt mitc cao xét *Hoa chat kiém chuan murc cao cho cac xét nghiém PTH , CT,
.. N ;. |25-OH-Vitamin D3, VB12, Folate, Ferritin R
411 |nghiém dinh lugng cac thong s6 |, Quy céich : 3x2 mL/hp 3*2ml Hop
ién dich N ; o -
micn dic *Thanh phin; PTH . CT, 25-OH-Vitamin D3, VB12, Folate, Ferritin
*Hoéa chat kieém chuan muc thap cho cac xét nghiém Neuron-specific enolase
Vit lidu kiém soat mirc thip xét  [(NSE) . .
H2 1 ohiém dinh luong NSE *Quy cach : 3x2 mL/hdp 3*2ml Hop
*Thanh phin: NSE
. . *Hoéa chit kiém chuén mirc cao cho céc xét nghiém Neuron-specific enolase (NSE)
Vit liéu kiém soat mic cao xét , . R
413 nghiém dinh luong NSE *Quy cach : 3x2 mL/hop 3*2ml Hop
T : *Thanh phan: NSE
*Hoéa chat kiém chuan mtc duong tinh cho xét nghiém HBsAg
Ar 1A 12 A . . , % SR A~
414 Vit liéu kiém soat duong tinh xét |*Quy cach : 3x2 mL/hp 39ml Hop

nghiém dinh luong HBsAg

*Thanh phan: HbsAg téi t& hop trong dém albumin huyét thanh bo (BSA) véi
sodium azide 1am chit bao quén.




415

Vat liéu kiém soat 4m tinh xét

*Hoa chat kiém chuan murc am tinh cho xét nghiém HBsAg
*Quy cach : 3x2 mL/hop

3*2ml

nghi¢m dinh luong HBsAg *Thanh phan: Huyét twong ngudi 4m tinh véi HBsAg véi sodium azide lam chét
bao quan.
- P I VI R pS— - - = —
Vit liéu kiém sodt duong tinh xét >l<goa cl;altl lflgt;nzcilie}i Amuc duong tinh cho xét nghi¢m Anti-HBs
416 [nghiém dinh lugng khang thé " u?] eac N A op . , . . e Sy 3*%2ml Hop
, Thanh phan: Huyét twong ngudi duong tinh véi Anti-HBs véi sodium azide lam
khang HBsAg L1 .
chat bdo quan.
JUBTU A , *Hoa chat kiém chuan muc am tinh cho xét nghiém Anti-HBs
Vit liéu kiém soat am tinh xét +Q tch - 3x2 mL/ho
417 |nghiém dinh luong khang thé Ly cach - e L 3+2ml Hop
, *Thanh phan: huyét turong nguoi am tinh vdi Anti-HBs véi sodium azide 1am chat
khang HBsAg . .
bao quan.
‘ *Hoéa chat kieém chuan mic duong tinh cho xét nghiém HBeAg
418 Vit lidu kiém soat duong tinh xét  [*Quy cach : 3x2 mL/hop 39ml Ho
nghiém dinh tinh HBeA *Thanh phan: HBeAg tai to hop trong dém albumin huyét thanh bo (BSA) véi P
g g p g Op trong Y
sodium azide lam chét bao quan.
*Hoa chat kiém chuan muc am tinh cho xét nghiém HBeAg
419 Vat liéu ki€ém soat am tinh xét *Quy cach : 3x2 mL/hop 3#9m] Ho
nghi¢m dinh tinh HBeAg *Thanh phan: huyét tuong nguoi 4m tinh véi HBeAg véi sodium azide 1am chat P
bao quan.
- I VI R pS— - - = —
Vit lidu kiém sot duong tinh xét *gﬁi zl;actltl lflgt;nzcilie}i é‘guc duong tinh cho xét nghiém Anti-HBe
‘A . ’ ) A r N , v * A
420 Egél;im dinh tinh khang the khang |, 1, 5 ) ohan: Huyét twong nguoi dwong tinh véi Anti-HBe voi sodium azide 1am 3*2ml Hop
& chit bao quan.
JUBTUR A , *Hoa chat kiém chuan mirc a&m tinh cho xét nghi€ém Anti-HBe
Vit liéu kiém soat am tinh xét #Quy cach : 3x2 mL/hop
421 hiém dinh tinh khang thé kha N L . . . L . ; 3*%2ml Ho
EgB;Zm dinh tinh khing the khing *Thanh phan: huyét twrong nguoi dm tinh vdi Anti-HBe voi sodium azide lam chat m op
£ bao quan.
- P I VI R pS— - - = —
Vit liéu kiém soét am tinh xét *gﬁi zl;actltl lflgt;nzcilie}i é‘guc duong tinh cho xét nghiém Anti-HBc
‘A . ’ ) A r N , v * A
422 ;‘fggim dinh tinh khang the khang |, 1, 5 ) ohan: Huyét twong nguoi dwong tinh véi Anti-HBc voi sodium azide 1am 3*2ml Hop
& chit bao quan.
JUBTUR , , .. |*Hoa chat kiém chuan mirc am tinh cho xét nghiém Anti-HBc
Vit liéu kiém soat duong tinh xét [, Quy céch : 3x2 mL/hép
423 [nghiém dinh tinh khang thé kha N L . . . L . ; 3*%2ml Ho
EgB::Zm dinh tinh khing the khang *Thanh phan: huyét twrong nguoi dm tinh vdi Anti-HBc voi sodium azide lam chat m op
£ bao quan.
Vit liéu kiém soat am tinh xét v v
424 [nghiém dinh tinh khang thé khang |*Hoéa chat kiém chuan mirc duong tinh cho xét nghiém Anti-HCV 3*2ml Hép
virus viém gan C
Vat li¢u kiém soat duong tinh xét
425 [nghiém dinh tinh khang thé khang |*Hoéa chét kiém chuén mirc 4m tinh cho xét nghiém Anti-HCV 3*2ml Hop
virus viém gan C
Vit liéu kiém soat duong tinh xét v v
426 [nghiém dinh tinh khang thé khang |*Hoéa chat kiém chuan mirc duong tinh cho xét nghi¢ém Anti-TP 3*2ml Hép

Treponema pallidum




Vit liéu kiém soat am tinh xét

427 [nghiém dinh tinh khang thé khang |*Hoéa chit kiém chuén mirc 4m tinh cho xét nghiém Anti-TP 3*2ml Hop
Treponema pallidum
Vit liéu kiém soat duong tinh xét v v
428 nghiém dinh tinh khdng nguyén  [*Hoa chét kiém chuan mirc duong tinh cho xét nghi¢m HIV 6*Iml Hé
HIV p24 va khang thé khang HIV- °P
1 va/hodc HIV-2
Vit liéu kiém soat am tinh xét
429 nghiém dinh tinh khang nguyén *Hoéa chit kiém chuén mirc 4m tinh cho xét nghiém HIV 39ml Ho
HIV p24 va khang thé khang HIV- °P
1 va/hodc HIV-2
*Hoéa chat kieém chuan muc thap cho xét nghi€ém dinh lugng reverse
Vit lidu kiém soat mirc thip xét  |triiodothyronine (rT3) " R
nghiem dinh luong r uy cach : 3x1 mL/hop ’
430 | \hiem dinh 1 T3 *Quy céch : 3x1 mL/ho 3*1ml Hop
*Thanh phan: chira rT3
*Hoa chat kiém chuan mirc cao cho xét nghiém dinh lugng reverse
Vit lidu kiém soat mirc cao xét triiodothyronine (rT3) o
431 . . 3*Iml H
nghiém dinh lugng rT3 *Quy cach : 3x1 mL/hop m op
*Thanh phan; chira rT3
Vit lieu kidm sodt mite thip xét *Hoa chat kiem chuan murc thap cho cac xét nghiém dinh luong céc chat lién quan
LA ap dén chirc ning tiéu hoa (Pepsinogen I va Pepsinogen IT) R
432 |nghiém dinh lugng Pepsinogen I, |, , R 3*2ml Hop
Pepsinogen IT Quy cach : 3x2 mL/hop
*Thanh phan: chtra Pepsinogen I va Pepsinogen II
Vat lidu kidm sodt mitc cao xét *Hoa chat kiém chuan murc cao cho cac xét nghiém dinh lugng cac chat lién quan
433 |nghiém dinh luong Pepsinogen I, (:en chu,c nang tiéu hoaA (Pepsinogen I va Pepsinogen II) 39ml Hop
Pepsinogen I1 Quy cach E 3x2 mL/hop
*Thanh phan: chira Pepsinogen I va Pepsinogen II
‘ *Hoa chat kiém chuan muc thap cho cac xét nghiém dinh lugng céac chat lién quan
Vit liéu kiém soat muc thdp xét  |dén chirc ning gan (Laminin, Hyaluronic acid, N-terminal Peptide ctia
434 nghiém dinh lwong Laminin, Axit |Procollagen Type III va Collagen Type IV) 39ml Ho
hyaluronic, Procollagen III N- *Quy cach : 3x2 mL/hop P
terminal Peptide, Collagen type IV |*Thanh phéan: chita Laminin, Hyaluronic acid, N-terminal Peptide ciia Procollagen
Type III va Collagen Type IV
‘ *Hoa chat kiém chuan muc cao cho cac xét nghiém dinh lugng cac chat lién quan
Vit liéu kiém soat mirc cao xét dén chirc nidng gan (Laminin, Hyaluronic acid, N-terminal Peptide ctia
435 nghiém dinh lvong Laminin, Axit |Procollagen Type III va Collagen Type IV) 39ml Ho
hyaluronic, Procollagen III N- *Quy cach : 3x2 mL/hop P
terminal Peptide, Collagen type IV |*Thanh phéan: chita Laminin, Hyaluronic acid, N-terminal Peptide ciia Procollagen
Type III va Collagen Type IV
‘ *Hoa chat kiem chuan murc thap cho cac xét nghiém dinh luong procalcitonin
436 Vit li¢u kiém soat muc thap xét  |(PCT) 39ml Hop

nghiém dinh luvong Procalcitonin

*Quy cach : 3x2 mL/hop
*Thanh phin: procalcitonin




Vat liéu kiém soat mirc cao xét

*Hoa chat kiém chuan murc cao cho cac xét nghiém dinh lugng procalcitonin
(PCT)

" A
437 nghi¢m dinh luong Procalcitonin  [*Quy cach : 3x2 mL/hop 3%2ml Hop 4
*Thanh phan; procalcitonin
*Hoa chat kiem chuan muc thap cho cac xét nghiem dinh [ugng cac maker ung
thu Human Epididymal Protein 4 (HE4),
Carbohydrate Antigen 50 (CA50),
Vi it g [CHRobInE e 220
438 |nghiém dinh luong HE4, CA50, |2 du4MO ° & 3*2ml Hop 4
CA242. SCCA *Quy cach : 3x2 mL/hop
’ *Thanh phan: chira Human Epididymal Protein 4 (HE4),
Carbohydrate Antigen 50 (CA50),
Carbohydrate Antigen 242 (CA242) va
Sayamoys Cell Carcinoma Antisen (SCCA)
*Hoa chat kiem chuan muc cao cho cac xet nghiem dinh lugng cac maker ung thu
Human Epididymal Protein 4 (HE4),
Carbohydrate Antigen 50 (CA50),
Ay A 1R o, i Carbohydrate Antigen 242 (CA242) va
Vat lidu kiém sodt muc cao xét Squamous Cell Carcinoma Antigen (SCCA)
439 |nghiém dinh luong HE4, CA50, |2 d"4M© ° & 3*2ml Hop 4
CA242. SCCA *Quy cach : 3x2 mL/hop
’ *Thanh phan: chira Human Epididymal Protein 4 (HE4),
Carbohydrate Antigen 50 (CA50),
Carbohydrate Antigen 242 (CA242) va
Sauamoys Cell Carcinoma Anfisen (SCCA)
A qia 1R A, *Hoa chat kiem chuan murc thap cho cac xét nghi¢ém dinh luong ProGRP
Vat li¢u kiém soat muc thap xét , . N
440 nohiém dinh Iwone ProGRP *Quy cach : 3x1 mL/hop 3*Iml Hop 4
g . one *Thanh phén: chira ProGRP trong dém albumin huyét thanh bo
a2 L, , *Hoa chat kiém chuan murc cao cho cac xét nghiém dinh lugng ProGRP
Vit liéu kiém soat mic cao xét i . R
441 nehiém dinh Iwone ProGRP *Quy cach : 3x1 mL/hop 3*1ml Hop 4
gne i ong *Thanh phin: chita ProGRP trong dém albumin huyét thanh bo
Vit liéu kiém soat muc thap xét *Hoéa chat kieém chuan muc thap cho cac xét nghiém dinh lugng Renin,
nghiém dinh lugng Renin, aldosterone, Angiotensin I, Angiotensin II " A
442 Aldosterone, Angiotensin I, *Quy cach : 3x2 mL/hop 3*2ml Hop 4
Angiotensin II *Thanh phén: chtra Renin, aldosterone, Angiotensin I, Angiotensin II
Vat liéu kiém soat murc cao xét *Hoa chat kiém chuan mirc cao cho cac xét nghiém dinh luong Renin,
nghiém dinh luvong Renin, aldosterone, Angiotensin I, Angiotensin II R
443 : . 3*2ml H 4
Aldosterone, Angiotensin I, *Quy cach : 3x2 mL/hop m op
Angiotensin I *Thanh phan: chira Renin, aldosterone, Angiotensin I, Angiotensin II
N ., " *Cuvette phan ung dung cho may CL-900i, 10001, 12001 . .
444 |Cuvet dung cho mdy xétnghiém |, 0 0o #0488 thing (M3 thing c6 21 hop, mdi hop c6 2 khay, mdi khay c6 | 1 2 oM | ppong | 100
mién dich ng
: 88 cuvette)
- —— = *
445 |Cuvet dung cho mdy xétnghiem 1 oo phan (g dimg cho miy CL-2000i (126524 1 yan | 100

mién dich

chiéc)/hdp




Hoa chét kich hoat phan tng hoa

*Thudc thtr dung cho cac may xét nghiém mien dich hoa phat quang dong CL cua
Mindray

446 [phat tr &t nghié ié 3 . ; ‘ 115ml*4 Hb 50
Ei;l quang frong XCLNEMEM MEN |y anh phan: Dung dich dém chira AMPPD, chat huynh quang va chat hoat dong m op
: bé mit.
- e SR —— — = - - ; -
Hioa chét kich hoat phan (g hoa T.huoc thtr duing cho cac may xét nghi¢m mién dich héa phat quang dong CL cua
447 |phat quang trong xét nghiém mién Mindray N : . 75 ml * 4 Hop 20
dich j *Thanh phan: Dung dich dém chira AMPPD, chat huynh quang va chat hoat dong j
: bé mat.
- o : - - — — - — -
Hoa chit rira ding cho méy xét Wash Buffer 1a dung dich dung cho may xét nghiém mién dich cac dong CL cia ‘ ‘
448 nehiém mién dich Mindray. 10 L/thung | Thung 540
gne ) *Thanh phin: Dém Tris, chit hoat dong bé mit, chit biao quan
Hop dung cuvet dung cho may xét |*Hop dung cuvette da st dung. A N
9 | ughigm mién dich *Quy céch: 10 cai/hdp 10cdihop | Hop 4
*Dung dich rura, lam sach kim hut bénh pham/ hoa chat, mixer va cuvettes cua
, L, oo . may xét nghiém
450 fosiéciat rua dung cho may xét |, 50 Cach:1 lit/chai | Lichai | Chai 15
ghe *Thanh ph?m: KOH, chit hoat déng bé mat khong ion, chét hoat dong bé mat
polyanionic, chit dém va chit én dinh.
Dung dich rira may dung cho cac may xét nghiém
Quy cach: 50ml x 1
451 Hoa. fhat rira dung cho may xét Thanh phan gom: 50 ml/lo Lo ’
nghiém - Surfactant: <0.2%
- Sodium hypochlorous : <12%
- Sodium hvdroxide: <5%
*Hoa chét duoc sir dung dé dé pha loding cac miu c6 ndng d6 chit phan tich da
452 H,oa Chf.i,t\ pha .l;)ang. dung cho may Vu‘O’t qua pl:am vi do clia hoa;:hat xét rAlghle;m mle:’g dich h9a pha;c quang ‘ | 2430 mLmop | Hep )
xét nghiém mien dich *Thanh phan: Dung dich muoi dugc dém TRIS véi albumin huyét thanh bo, huyét
thanh dé, chat hoat dong bé mat, sodium azide va ProClin 300
*Hoa chét duoc st dung dé dé pha lodng cac miu c6 ndng do chit phan tich da
453 Hoa chét pha loing dung cho may |vuot qua pham vi do ctia hoa chit xét nghiém mi&n dich héa phat quang 68 mL Ho 4
xét nghiém mién dich *Thanh phan: Dung dich mudi duoc dém TRIS véi albumin huyét thanh bo, huyét °P
thanh dé, chét hoat dong bé mat, sodium azide va ProClin 300
*System Wash Solution dung trén may dong CL d& thong 6ng phan phéi Substrate
454 Hoa chat rira dung cho may xét Qui cach: 4x20 mL 4*20mlhép | Hop )

nghiém mién dich

* Thanh phﬁn: Céc acid hitu co, cac chét hoat dong bé mat khong ion/ ion &m va
cac alkanolamines

VI

Héa chit cho may nudi ciy va
dinh danh vi khuén




455

Chai ciy mau hiéu khi ngudi 16n

Cha1 mo1 truong phat hién vi khuan hiéu khi va ki khi tuy tién (vi khuan va nam
men) tir mau va dich v6 khudn ctia co thé,

- Chu tao bing polycarbonate, nip mau xanh

- Chtra >30ml méi trurdng va > 1.6g hat polyme hip phu

- C6 kha ning trung hoa i thidu cac khang sinh: penicillins, glycylcyclines,
polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin, ceftaroline,
aminoglycosides, fluoroquinolones, lincosamides, glycopeptides, va
oxazolidinones,

- Sir dung v6i hé théng ciy mau BacT/ALERT,

- Paf tidy chydn chif lirgne [SQ 9001, 1SO 13485 _CE-IVD. FDA M

(30 ml/chai
x100 chai)/hop

24

456

Chai cdy mau tré em

Cha1 mo1 truong phat hién vi sih vat hicu khi va ky khi tuy tién (vi khuan va nam
men) tr mau

- Chai c4u tao bing polycarbonate, nip mau vang

- Chra > 30ml méi trudng va >1.6g hat polyme hip phu

- C6 kha nang trung hoa i thidu cac khang sinh: penicillins, glycylcyclines,
polyenes, macrolides, triazoles, echinocandins, cefazolin, cefoxitin, ceftaroline,
aminoglycosides, fluoroquinolones, lincosamides, glycopeptides, va
oxazolidinones

- Sir dung v6i hé théng ciy mau BacT/ALERT

- Paf tigy chydn chif lirgne 1SQ 9001, 1SO 3485 CE-IVD, FDA M¥

(30 ml/chai
x100 chai)/hop

457

Chai ciy mau ki khi ngudi 16n

Chai mo1 truong phat hién vi sinh vat ky khi va ky khi tuy tién tr mau va cac dich
v6 khuén khéc ctia co thé.

- Chu tao bing polycarbonate nip mau cam

- Chtra > 40ml méi trudng va > 1.6g hat polyme hip phy

- C6 kha nang trung hoa ti thiéu cac khang sinh: imipenem, meropenem,
oxacillin, glycylcyclines, macrolides, cefoxitin, ceftaroline, aminoglycosides,
fluoroquinolones, lincosamides, ketolides, va glycopeptides

- Sir dung v6i hé théng ciy mau BacT/ALERT

- Dat tiéu chudn chat lwone ISO 9001 I1SO 13485, CE-IVD. FDA MY

(40 ml/chai
x100 chai)/hop

458

Bact/Alert Reflectance Standards

B0 dung cu chuén may céy mau BacT/ALERT

Hop 01 bo

459

Thé dinh danh vi khudn Gram 4m

Thé dinh danh Gram am st dung véi may VITEK 2 d¢ dinh danh truc khuan
Gram am Ién men va khoéng 1én men

Thé gdm 47 thir nghiém sinh hoa

Dat tiéu chuan ISO

Hop 20 the

100

460

Thé dinh danh vi khudn Gram
duong

Thé dinh danh Gram duong st dung véi may VITEK 2 dé dinh danh céc vi sinh
vat Gram duong

Thé gdm 43 thir nghiém sinh hoa

Dat tiéu chuan ISO

Hop 20 thé

50

461

Thé dinh danh cho Neisseria/
Haemophilus

Thé dinh danh Neisseria-Haemophilus str dung v6i mdy VITEK 2 dé dinh danh vi
khuan kh6 moc

Thé gdm 30 thir nghiém sinh hoa

Dat tiéu chuan ISO

Hop 20 the

462

Thé dinh danh cho Nam

Thé dinh danh nam men st dung véi may VITEK 2 d€ dinh danh nam men va cac
vi sinh vat tvong tw nAm men

Hop 20 thé




Thé 1am khang sinh do Streptococcus dung véi may VITEK 2
MB&i thé chira cac khang sinh chon loc & céc néng @0 khac nhau, dugc séy kho véi

463 |Thé khang sinh d6 lién cau N NS Hop 20 thé¢ | Hop 1
moi trudng nudi cay vi sinh
Dat tiéu chuén ISO
Thé 1am khéng sinh d6 nam dung véi may VITEK 2
464 |Thé khng sinh d 3 ndm Mf).l the‘ chira cﬂgc lfhan.g .nam chon loc & cac nong d6 khac nhau, dugc say kho voi Hop 20 the Hop 3
moi trudng nudi cay vi sinh
Dat tiéu chuan ISO
Thé 1am khang sinh d6 Gram duong dung véi may VITEK 2
465 Thé khang sinh d6 vi khuan Gram Mi).l the‘ chtra cAa.c lfhagg §1nh chon lgc & cac nong d¢ khac nhau, dugc say kho voi Hop 20 the Hop 50
duong moi trudng nudi cay vi sinh
Dat tiéu chuén ISO
Thé dinh danh vi khuan ky khi va Corynebacteria str dung v6i may VITEK 2 dé
Thé dinh danh vi khudn ky khi va |dinh danh vi sinh vat ky khi va c4c loai Corynebacterium N X A
466 Corynebacteria Thé gdm 36 thir nghiém sinh hoa Hop 20 the Hop 6
Dat tiéu chuan ISO
Thé 1am khang sinh d6 Gram am dung vdi may VITEK 2
467 AThe khéang sinh d6 vi khuan Gram Mi).l the‘ chtra cAa.c lfhagg §1nh chon lgc & cac nong d¢ khac nhau, dugc say kho voi Hop 20 the Hop 100
am moi trudng nudi cay vi sinh
Dat tiéu chuén ISO
468 [Pau con 100 - 1000 pL Diu con 100 - 1000 pL Hop 96 cai Hop 10
469 [Pau con 0,5 - 250uL Pau con 0,5 - 250uL Hop 96 cai Hop 20
470 UNSENSITIZED TUBES 12x O}l_g nghl@m bang nhua trong (polystyrene) 12 mm x 75 mm dung mét 1an st dung Hop 2000 éng | Hop ’
75 mm voi may VITEK 2
0,45% Sodium Chloride (Saline  |Nudc mudi 0.45% dung véi may VITEK 2, pH: 4.5 - 7, 1a san pham IVD (in vitro |Hgp 20 chai x .
471 . . Chai 2
0.45%) ] diagnostic). 500 ml
Hoa chat vit tw cho may Sinh
VII D
hoc phan tir
*ADENOVIRUS ELITe MGB® Kit Ia san pham cho phan mg khuéch dai nucleic
acids dé phat hién va dinh luong DNA cua adenovirus (ADV) nguoi, kiéu gen A,
B,C,D,E, F va G (bao g@)m 57 chung), trong mau DNA tach chiét tir miu mau
toan phan, huyét twong thu nhén trong EDTA, dich rtra mii va que phét miii. San
pham duoc st dung cho chin doan va theo ddi su lay truyén Adenovirus theo dit
liéu 1am sang trén bénh nhén va tir cac két qua kiém tra trong phong xét nghiém.
‘ Séan phédm nay sir dung phtt hop cho may ELITE InGenius va ELITE BeGenius tir
472 |B6 kit chdn dodan ADENOVIRUS |ELITechGroup S.p.A. va cac hé théng mé khac Hop 4

*Thanh phan: ADV Q-PCR Mix

*LoD: miu méau toan phéan: 117 IU/mL; huyét tuong: 89 TU/mL

*P0g nhay: 100%

*P¢ dic hiéu: miu mau toan phén: 100%; huyét tuong: 97.4%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi véi hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i voi hé thdng khac)




*ADENOVIRUS ELITe Positive Control 1a mau kiém chimg dwong cho phén tmng
dinh tinh khuéch dai nucleic acids dé phat hién DNA cuta adenovirus nguoi, kiéu
gen A, B, C, D, E, F va G, str dung vdi ADENOVIRUS ELITe MGB® Kit. San
pham nay sir dung phut hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

473 Kiém chuin ADENOVIRUS *Thanh Rh?m: Mau chuin duong ADV (ADV - Positive Control), 1 dung dich 2 6ng x 160 Hép
duong tinh plasmid 6n dinh. Plasmid chtra viing gen ma hoa cho Hexon protein cia ADV. ns ;
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius va ELITE
BeGenius)
*Quy cach: 2 dng x 160 pL - twong duong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 14 1an phan tich (d6i voi hé théng
khac)
*ADENOV{RUS ELITe Standard dugc st dung nhu mau kiél:Il chung duong va ADV Q-
bq:) hi¢u chuan so lugng DNA trong phan tng dinh luong khuéch dg}i nucleic acids PCR Standard
de phat hién va dinh lugng DNA cta Adenovirus (ADV) ngt{di, kiéu gen A, B, C, 1075: 2 éng x
D, E, F va G vé6i ADENOVIRUS ELITe MGB® Kit. San pham nay st dung phu ) O 0 UL
hop cho n}éy ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va ADV Q-
cac h¢ thén‘g mé khac ) o PCR Standard
*Thanh phan: 4 dung dich plasmid 6n dinh da biét nong d0 ADV Q - PCR £
. - . . 10%4: 2 ong x
) i Standard. Plasmlq chura viing gen ma hga cho Hexgn protein cua ADV. 200 L.
474 |Chat chuan ADENOVIRUS * Thoi gian luu két qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE ADV Q - Hop

BCGGHI}]S) PCR Standard
*Quy céch: . 1073: 2 éng x
ADV Q - PCR Standard 10"5: 2 @ng x 200 pL 2(‘)0 ul
ADV Q - PCR Standard 10"4: 2 @ng x 200 pL ADV Q -
ADV Q - PCR Standard 10"3: 2 @ng x 200 pL PCR Standard
ADV Q- PCR St‘andard 1072: 2'6ng x 200 HL 1072: 2 éng x
Tuong duong 8 lan phan tich (d6i vdi hé thong ELITE InGenius va ELITE 26 0L

BeGenius) hodc 16 1in phén tich (d6i véi hé théng khac)




475

Bo kit chan doan ASPERGILLUS
Spp.

*ASPERGILLUS spp. ELITe MGB® Kit 1a san pham cho phan tmg dinh tinh va
dinh luong khuéch dai nucleic acids dé phat hién va dinh lugng DNA ciia
Aspergillus genus (Aspergillus spp.) trong DNA tach chiét tir dich rira phé quan,
phé nang (BAL), digh hut phé quan (BA) va huyéE tuong trong EDTA. San phim
dugc st dung dé chan doan va theo doi su 1dy nhiém cua Aspergillus spp. theo dir
lidu 1am sang trén bénh nhan va tir cac két qua kiém tra trong phong xét nghiém.
Séan phédm nay sir dung pht hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

*Thanh phan: ASP. Q - PCR Mix

*Ngudng: dich rira phé quan, phé nang (BAL), dich hut phé quan (BA): 120
copies/mL; huyét twong: 50 copies/mL

*Pg nhay: 100%

*Pg dac hiéu: 98%

*Quy cach: 4 dng x 540uL - twong duong 96 test (d6i voi hé thong ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i voi hé thdng khac)

476

Kiém chuin ASPERGILLUS spp.
duong tinh

*ASPERGILLUS spp. ELITe Positive Control 1a mau kiém chimg dwong cho
phan tmg dinh tinh khuéch dai nucleic acids dé phat hién DNA ciia Aspergillus
spp. st dung véi ASPERGILLUS spp. ELITe MGB® Kit. San phdm nay sir dung
pht hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A.
va cac hé thdng mé khac

*Thanh phan: Mau chuin duong ASP. (ASP.-Positive Control), 1 dung dich
plasmid 6n dinh. Plasmid chira ving gen ma hoa rDNA 18S cuia Aspergillus spp.
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE
BeGenius)

*Quy cach: 2 dng x 160 pL - twong dwong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 14 1an phan tich (d6i voi hé théng
khac)

2 6ng x 160
uL




*ASPERGILLUS spp. ELITe Standard duoc sir dung nhu miu kiém chimg duong

va bo h_i{éu chuén sb lugng DNA trong phan ung dinh luong khuéch dai nucleic ASSI; a?l d_adeR
acids dé phat hién va dinh lu'(_mg DNA cua Aspergillus spp. voi ASPERGILLUS 10°5: 2 éng x
spp. ELITe MGB® Kit. San pham nay st dung phu hop chp may ELITE InGenius ) O 0uL
va ELITE }?eGenius tur ELITechGrgup S.p.A. vércéc‘ hé thong mo khac ASP Q - PCR
*Thanh phan: 4 dung dich plasmid 6n dinh da biét nong d6 ASP. Q - PCR Standard
Standard. Plasmiq chira viing gen mé h('?a rDNA ISS cua Aspergillus spp. 10°4: 2 éng x
) i * Thoi gian luu ket qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE ) O 0uL

477 |Chat chuan ASPERGILLUS spp. | BeGenius) ASP Q - PCR Hop
*Quy cich: : Standard
ASP Q - PCR Standard 10"5: 2 @ng x 200 pL 10°3: 2 éng x
ASP Q - PCR Standard 10"4: 2 @ng x 200 pL 260 uL
ASP Q - PCR Standard 10"3: 2 @ng x 200 pL ASP Q - PCR
ASP Q - PCR Stgndard 1072: 2 ?)ng x 200 M,L Standard
Tuong duong 8 lan phén tich (doi V(:)’i hé thong ’ELITE InGenius va ELITE 10°2: 2 éng x
BeGenius) hoac 16 l1an phan tich (d6i vdi hé thong khac) 2(') 0uL
*BKV ELITe MGB® Kt 1a san pham cho phan Ung dinh tinh va dinh [rong
khuéch dai nucleic acids dé phéat hién va dinh lugng DNA cta Polyomavirus BK
(BKV) ngudi trong DNA tach chiét tir huyét twong thu nhan trong EDTA, nude
tidu khong c6 chat bao quan va dich ndo tay. San phdm duge sir dung dé chan
doan va theo ddi su lay nhidm cta BKV theo dir lidu y té trén bénh nhan va tir cac
két qua kiém tra trong phong xét nghiém. San pham nay sir dung phit hop cho may

478 Bo kit chan doan Polyomavirus ELITE InGenius va ELITE BeGenius ciia ELITechGroup S.p.A. va cac hé théng Hop

BK (BKV) mo khac ’

*Thanh phin: BKV Q - PCR Mix
*LoD: mAu huyét trong: 215 IU/mL; miu nuée tiéu: 142 TU/mL
*Pg nhay: 100%
*P§ dac hiéu: 97%
*Quy cach: 4 éng x 540pL - twong duong 96 test (d5i voi hé théng ELITE
InGening va FT ITE ReGening) hodce 100 test (AAi wéi hé thano khac)
*BKYV ELITe Positive Control 1a miu kiém chimng duong cho phan tng dinh tinh
khuéch dai nucleic acids dé phét hién DNA ctia Polyomavirus BK (BKV) ngudi,
sir dung v6i BKV ELITe MGB® Kit. San pham nay sir dung phit hop cho may
ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé théng
mo khac

479 Kiém chuén Polyomavirus BK *Thanh Qhén: Méu chudn duwong BKV (BKV-Positive Control), 1a dung dich 2 bng x 160 Hop

(BKV) duong tinh plasmid 6n dinh. Plasmid chtra viing gen ma hoéa cho Large T antigen cuia BKV. pL j

*Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius va ELITE
BeGenius)

*Quy cach: 2 bng x 160 pL - twong dwong 8 14n phén tich (d6i véi hé théng
ELITE InGenius va ELITE BeGenius) hodc 14 14n phan tich (d6i voi hé théng
khac)




"BRKV ELITTESTANAATd dugC St dimng nntr mdi KIS CNUng duoilig vd Do nNIct

chuin sb luong DNA da biét ndng d6 trong phan tmg dinh luong khuéch dai BKV Q -
nucleic acids dé phat hién va dinh lugng DNA ciia Polyomavirus BK (BKV) PCR Standard
ngudi voi BKV ELITEMGB® Kit. San phdm nay sir dung phu hop cho may 1075: 2 bng x
ELITEInGenius va ELITEBeGenius tir ELITechGroup S.p.A. va cac hé théng md 200 pL
khac BKVQ -
*Thanh phan: 4 dung dich plasmid 6n dinh da biét ndng d6 BKV Q - PCR PCR Standard
Standard. Plasmid chtra viing gen ma hoa cho Large T antigen ctia BKV. 1074: 2 bng x
430 Chét chuén Polyomavirus BK *Thoi gian luu két qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE 200 pL Hép
(BKV) BeGenius) BKV Q - ’
*Quy cach: PCR Standard
BKV Q - PCR Standard 1075: 2 6ng x 200 uL 1073: 2 bng x
BKV Q - PCR Standard 104: 2 6ng x 200 uL 200 pL
BKV Q - PCR Standard 1073: 2 6ng x 200 uL BKV Q -
BKV Q - PCR Standard 102: 2 6ng x 200 uL PCR Standard
Tuong dwong 8 1an phén tich (d6i véi hé théng ELITEInGenius va 1072: 2 bng x
ELITEBeGenius) hodc 16 1an phén tich (d6i véi hé théng khac) 200 puL
"CMV ELTTe MGB® KIT [a 5ail piain cho phian ung dini Ui va i [Uong
khuéch dai nucleic acids dé phat hién va dinh lugng DNA ciia Cytomegalovirus
(CMV) nguoi trong DNA tach chiét tir mau toan phan, huyét twong thu nhan trong
EDTA, dich ndo tiy, nudc tiéu, phét niém mac miéng, nudc i va dich ra phé
quan phé nang (BAL)/ dich hiit phé quan (BA). San pham duoc st dung dé chin
doan va theo ddi su 1ay nhiém ctia CMV theo dit lidu y té trén bénh nhan va tir cac
két qua kiém tra trong phong thi nghiém. San pham nay sir dung pht hop cho may
481 Bo kit chin doan Cytomegalovirus |ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé thong Hép

(CMV)

m¢ khac

*Thanh phan: CMV Q - PCR Mix

*LoD: miu méau toan phan trong EDTA: 109 IU/mL; mau huyét twong trong
EDTA: 88 IU/mL

*P§ nhay: 100%

*P¢ dic hiéu: miu mau toan phén: 93.2%; mau huyét tuong: 98.3%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE

InGenine vd BT ITE RaCGonine) haie 100 tact (AAi ubi ha thAna Lhie)




*CMV ELITe Positive Control 1a mau kiém chimng duong cho phan tmg dinh tinh
khuéch dai nucleic acids dé phat hién DNA cta Cytomegalovirus (CMV) ngudi,
sir dung v6i CMV ELITe MGB® Kit. San phim nay st dung phti hop cho may
ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé thong
mo khac

482 Kiém chudn Cytomegalovirus *Thanh Rh?m: Mau chuin duong CMV (QMV—Positive Control), 1a dung dich 2 6ng x 160 Hép
(CMV) duong tinh plasmid on dinh. Plasmid chtra viing khuéch dai exon 4 cua gen MIEA cua CMV. ns ;

*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE
BeGenius)
*Quy cach: 2 éng x 160 pL - twong duwong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 14 1an phén tich (d6i véi hé théng
khac)
*CMV ELITe Standard duoc sir dung nhur mau kiém ching duong va bd hi¢u CMVQ -
chuén s lwong DNA di biét gia tri trong phan tmg dinh lwong khuéch dai nucleic |[PCR Standard
acids @& phat hién va dinh lugng DNA ciia Cytomegalovirus (CMV) ngudi véi 1075: 1 éng x
CMYV ELITe MGB® Kit. San phdm nay st dung pht hgp cho méy ELITE 200 pL
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé théng mé khac CMVQ -
*Thanh phén: 4 dung dich plasmid én dinh d3 biét ndng do CMV Q - PCR PCR Standard
Standard. Plasmid chira ving khuéch dai ctia exon 4 gen MIEA ctia CMV. 1074: 1 éng x

483 Chét chuén Cytomegalovirus *Thoi gian lwu két qua: 60 ngay/lan (dbi voi hé théng ELITE InGenius va ELITE 200 puL Hop

(CMV) BeGenius) CMV Q - ’

*Quy cach: PCR Standard
CMV Q - PCR Standard 10"5: 1 éng x 200 pL 1073: 1 éng x
CMV Q - PCR Standard 10"4: 1 éng x 200 pL 200 pL
CMV Q - PCR Standard 10"3: 1 éng x 200 pL CMVQ -
CMV Q - PCR Standard 10"2: 1 éng x 200 pL PCR Standard
Twong duong 4 1an phan tich (d6i voi hé théng ELITE InGenius va ELITE 1072: 1 éng x
BeGenius) hodc 8 14n phan tich (di v6i hé théng khac) 200 puL




Bo kit chan doan virus Epstein

*EBV ELIT¢c MGB® Kit Ia san pham cho phan ung dinh tnh va dinh [wong
khuéch dai nucleic acids dé phat hién va dinh lvong DNA ctia Epstein-Barr
herpesvirus (EBV) nguoi trong DNA tach chiét tir mau toan phin trong EDTA,
huyét twong thu nhén trong EDTA va dich ndo tily. San phdm dwoc sir dung dé
chén do4n va theo ddi sy 1ay nhiém cua EBV cing véi dit liéu 1am sang trén bénh
nhén va tir cac két qua kiém tra trong phong xét nghiém. San phim nay str dung
phtt hop cho méy ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A.

484 va cac h¢ thong mé khac Hop
Barr (EBV) *Thanh phan: EBV Q - PCR Mix
*LoD: miu mau toan phén trong EDTA: 104 IU/mL; mau huyét tuong trong
EDTA: 124 TU/mL
*Pg nhay: 99%
*Po dac hiéu: 96%
*Quy cach: 4 éng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGening va FT ITE ReGening) hade 100 test (AAT i ha thanag khac)
*EBV ELITe Positive Control 1a miu kiém chimng dwong cho phan tng khuéch dai
nucleic acids dé phat hién DNA cua virus Epstein-Barr (EBV) & ngudi, st dung
v6i EBV ELITe MGB® Kit. San phim nay st dung phit hop cho may ELITE
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢ théng mé khac
Kiém chuén virus Epstein Barr *Thz‘m_h p;hén_: Mau chuén du’(yng ‘EBV (EBY-P,ositive Control), 1?1 dung dich 2 éng x 160 A
485 (EBV) duong tinh plasmid on dinh. Plasmld chua vung gen ma hoa C’hO EBNA-1 cta EBV. uL Hop
*Thoi gian luu két qua: 15 ngay/lan (doi véi hé thong ELITE InGenius va ELITE
BeGenius)
*Quy cach: 2 bng x 160 pL - twong dwong 8 14n phén tich (d6i véi hé théng
ELITE InGenius va ELITE BeGenius) hoic 14 1in phén tich (d6i voi hé thong
khac)
"EBV ELITC Standard dUoc SU UAg am chung auong va chat ficu chuan da bict [EBV Y - PCK
néng do DNA trong xét nghiém khuéch dai axit nucleic dinh luong dé phat hién Standard
va dinh lugng DNA ciia virus herpes & ngudi Epstein-Barr (EBV). San phdm nay | 1075: 2 éng x
str dung phu hgp cho may ELITE InGenius va ELITE BeGenius cta 200 pL
ELITechGroup S.p.A. va cic hé théng md khac EBV Q-PCR
*Thanh phan: 4 dung dich plasmid 6n dinh da biét ndng d6 EBV Q - PCR Standard
Standard. Plasmid chtta ving gen ma héa cho EBNA-1 cua EBV. 1074: 2 bng x
436 Chét chuén virus Epstein Barr *Thoi gian luu két qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE 200 pL Hép
(EBV) BeGenius) EBV Q - PCR ;
*Quy cach: Standard
EBV Q - PCR Standard 105: 2 éng x 200 pL 1073: 2 bng x
EBV Q - PCR Standard 10°4: 2 éng x 200 pL 200 pL
EBV Q - PCR Standard 103: 2 éng x 200 uL EBV Q- PCR
EBV Q - PCR Standard 10°2: 2 éng x 200 pL Standard
Tuong dwong 8 1an phén tich (d8i v6i hé théng ELITE InGenius va ELITE 1072: 2 bng x
ReGening) haie 14 13n nhan tich (FAi véi ha thAng bhae) 200 LT




*ENTEROVIRUS ELITe MGB® Kit 14 san phdm cho phan tmg dinh lugng phién
ma nguoc va khuéch dai axit nucleic dé phat hién va dinh luong RNA cta
Enteroviruses ngudi trong RNA tach chiét tir huyét twong thu nhan trong EDTA
va dich ndo tuy. San phim duoc str dung dé chin do4n va theo ddi su 1dy nhidm
ctia Enterovirus cung véi dit liéu 14m sang trén bénh nhén va tir cac két qua kiém
tra trong phong xét nghiém. San phdm nay sir dung phti hop cho may ELITE
InGenius tir ELITechGroup S.p.A. va cac hé thong mé khac

*Thanh phan: EV PreMix, PCR MasterMix, RT EnzymeMix

487 |B0 kit chan doan ENTEROVIRUS #Do nhay: 100% Hop
*P§ dac hicu: 100%
*Quy cach:
EV PreMix - 2 dng x 270 pL
PCR MasterMix - 2 6ng x 820 uL
RT EnzymeMix - 2 éng x 20 uL
Tuong dwong 92 test (d6i voi hé théng ELITE InGenius) hodc 100 test (d6i voi hé
thdng khac)
*ENTEROVIRUS ELITe Positive Control 1a mau kiém ching duong cho phan
ung dinh tinh khuéch dai nucleic acids dé phat hién RNA cua Enterovirus nguoi,
sir dung v6i ENTEROVIRUS ELITe MGB® Kit. San phdm nay sir dung phii hop
cho may ELITE InGenius tir ELITechGroup S.p.A. v cac hé théng mé khac
488 Kiém chuidn ENTEROVIRUS f‘)‘Thfmh phan: Miu chuin duong EV (EV - Positive Control), 1a dung dich plasmid | 1 éng x 160 Hép
duong tinh on dinh. Plasmid chira viing 5'-UTR ¢cDNA cua Enterovirus. ns ’
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE
BeGenius)
*Quy cach: 1 éng x 160 pL - twong dwong 4 1an phan tich (d6i v6i hé thong
ELITE InGenius) hodc 12 lan phan tich (d6i v6i hé thong khac)
"ENTERUVIKUS ELTTC SWNTATT qUQC ST ayIE T Ay KIeM CHUME QUong Va— [ o7 Q-PCR
bd hiéu chuan s6 lugng DNA nham xay dung duong chuan trong phan tng phién
~ s 1 . X . s o 4R 1 rilia x4 Standard
ma nguoc va dinh lugng real time khuéch dai nucleic acids d€ phat hién va dinh 10°5: 2 6ng X
luqng RNA cua Enterovirus nguoi véi ENTEROVIRUS ELITe MGB® Kit. San ) 6 0 uL
pham nétyy st dung phu hgp cho may ELITE InGenius tir ELITechGroup S.p.A. va EV Q- PCR
cac h¢ thén‘g mé khac ) o Standard
*Thanh phan: 4 dung dich plasmid 6n dinh da biét nong d6 EV Q - PCR Standard. £
. - , . 10%4: 2 ong x
) i Plasmid chira vung 5'-UTR cDNA‘ cua ’Enterowrus’. 160 L
489 |Chat chuan ENTEROVIRUS *Thoi gian luu két qua: 60 ngay/lan (doi véi hé thong ELITE InGenius) EV Q- PCR Hop
"Quy cach: ¢ Standard
EV Q - PCR Standard 10A5:2(‘?ngx 160 uL 10°3: 2 éng x
EV Q - PCR Standard 10™4: 2 @ng x 160 pL 16‘0 ul
EV Q - PCR Standard 10"3: 2 @ng x 160 pL EV Q- PCR
EV Q - PCR Standard 1072: 2 6ng x 160 pL Standard

Tuong duong 8 lan phan tich (d6i voi hé théng ELITE InGenius) hodc 16 1an phan
tich (d6i v&i hé thdng khac)

1072: 2 éng x
160 pL




"HEV ELITE MGB® KIT [ SalT PITAlT CNo PITal UNg PHTE E NEU0T va KIMUSCTT
dai nucleic acids dinh lugng dé phat hién va dinh lugng RNA cua Hepatitis E
virus (HEV), trong miu RNA tach chiét tir mau bénh pham. Xét nghiém co thé
phat hién RNA cua HEV thudc cac kiéu gen 1, 2, 3, 3a va 4. Xét nghiém phai
duoc thyc hién trén mau huyét twong thu trong EDTA va dich ndi phan. San phim
nay duoc dung dé chan doan viém gan do HEV, két hop voi dit liéu 1am sang ctia
bénh nhan va cac két qua xét nghiém khac trong phong xét nghiém. San pham nay
str dung phu hgp cho may ELITE InGenius tir ELITechGroup S.p.A. va cac hé
théng mé khac

490 |BO kit chan dodn HEV *Thanh phan: HEV PCR Mix, RT EnzymeMix Hop
*LoD: 288 IU/mL
*P¢ nhay: mau huyét trong: 100%; mau dich ndi phan: 96.7%
*P§ dac hicu: 100%
*Quy cach:
HEV PCR Mix - 4 dng x 600 pL
RT EnzymeMix - 2 éng x 20 uL
Tuong dwong 96 test (d6i voi hé théng ELITE InGenius)
*HEV ELITe Positive Control Ia mau kiém chung duwong cho phan tng dinh tinh
khuéch dai axit nucleic dé phat hién RNA bd gen cia Hepatitis E virus (HEV), sir
dung v6i HEV ELITe MGB® Kit. San phdm nay sir dung pht hop cho méay
ELITE InGenius tir ELITechGroup S.p.A. va cac hé théng m& khac
.2 2 , *Thanh phan: Mau chuan duong HEV (HEV - Positive Control), 1a dung dich £ R
491 |Kiém chuan HEV duong tinh plasmid 6n dinh. Plasmid DNA chira mét phin cta khung doc mé ORF-2 ctia 3 Ong x 160uL | Hop
HEV.
*Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)
*Quy céch: 3 éng x 160pL - twong dwong 12 1an phan tich (d6i voi hé thng
ELITE InGenius)
HEV U -PCK
*HEV ELITe St,andard 1a bo hiéu chl}én da biét s6 lugng DNA trong phan (g | Ofga.nzdi;;dg X
dinh lugng khuech dai axit nucleic dé phat hién va dinh lu()ng RNA b gen cua ) 6 0uL
Hepatitis E virus (HEV) véi HEV ELITe MGB® Kit. San pham nay ,sﬁ dung phu HEV Q - PCR
hop cho m{iy ELITE InGenius tir EIjITechGrouprS.p‘.A. va cac h¢ thong m¢é khac Standard
*Thanh phan: 4 dung dich plasmid Gq dinh da bict nong do HEV Q - PCR 10°4: 2 éng x
) ) Standard. Plasmifl DNA chtra m(f)g phér} cua khung doc md ORF-2 cua HEV. | 6 0uL
492 |Chat chuan HEV *Thoi gian luu két qua: 60 ngay/lan (d6i vdi hé thong ELITE InGenius) HEV Q - PCR Hop
*Quy cich: : Standard
HEV Q - PCR Standard 10"5: 2 {)ng x 160 puL 10°3: 2 éng x
HEV Q - PCR Standard 10"4: 2 {)ng x 160 puL 16'0 uL
HEV Q - PCR Standard 10"3: 2 {)ng x 160 puL HEV Q - PCR
HEV Q - PCR Standard 10"2: 2 ong x 160 pL.
Standard

Tuong dwong 8 1an phén tich (d6i véi hé théng ELITE InGenius)

1072: 2 bng x

160 w1




493

Bo kit chin doan Herpes Human
Virus 6 (HHV6)

*HHV6 ELITe MGB® Kit 14 san phdm cho phan ung dinh tinh va dinh luong
khuéch dai nucleic acids dé phat hién va dinh lugng DNA cua Herpes human
virus 6 (HHV6) A va B, trong mau DNA tach chiét tir huyét tuong thu nhén trong
EDTA, dich ndo tily va mau toan phan thu nhén trong EDTA. San phdm dugc sir
dung cho chan doan va theo ddi sy lay truyén HHV6 cing v6i dir lidu 1am sang
trén bénh nhén va cac két qua kiém tra trong phong xét nghiém. San phdm nay sir
dung phu hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup
S.p.A. va cic hé théng md khac

*Thanh phan: HHV6 Q - PCR Mix

*LoD: miu huyét twong trong EDTA: 145 IU/mL; mau mau toan phan trong
EDTA: 183 IU/mL

*Pg nhay: 100%

*P§ dac hicu: 100%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i voi hé théng khac)

494

Kiém chudn Herpes Human Virus
6 (HHV6) duong tinh

*HHV6 ELITe Positive Confrol Ta mau ki€m chung duong cho phan trng dinh
luong khuéch dai nucleic acids dé phét hién DNA cua Herpes human virus 6
(HHV6), st dung véi HHV6 ELITe MGB® Kit. San phdm nay sir dung phu hop
cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢
théng mo khac

*Thanh phan: MAu chuin duong HHV6 (HHV6 - Positive Control), 1a dung dich
plasmid 6n dinh. Plasmid chira viing ma hoa ving khung doc mé ORF 13R cia
HHV6.

*Thoi gian lwu két qua: 15 ngay/lan (dbi voi hé théng ELITE InGenius va ELITE
BeGenius)

*Quy cach: 2 bng x 160 pL - twong dwong 8 14n phén tich (d6i véi hé théng
ELITE InGenius va ELITE BeGenius) hodc 14 14n phan tich (d6i voi hé théng
khac)

2 6ng x 160
uL




*HHV6 ELITe Standard dugc st dung nhu mau kiém chung duong va bd hiéu HHV6 Q -
chuin sb luong DNA da biét ndng d6 trong phan tmg dinh luong khuéch dai PCR Standard
nucleic acids dé phat hién va dinh lugng DNA ciia Herpes human virus 6 (HHV6) | 1075: 2 éng x
v6i HHV6 ELITe MGB® Kit. San phdm nay sir dung phi hop cho may ELITE 200 pL
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cic hé théng md khac HHV6 Q -
*Thanh phan: 4 dung dich plasmid 6n dinh da biét ndng d6 HHV6 Q - PCR PCR Standard
Standard. 1074: 2 bng x
495 Chét chuén Herpes Human Virus |*Thoi gian luu két qua: 60 ngay/lan (d6i v6i hé thong ELITE InGenius va ELITE 200 pL Hép
6 (HHV6) BeGenius) HHV6 Q - ’
*Quy cach: PCR Standard
HHV6 Q - PCR Standard 10°5: 2 éng x 200 pL 1073: 2 ng x
HHV6 Q - PCR Standard 10°4: 2 éng x 200 pL 200 pL
HHV6 Q - PCR Standard 1073: 2 dng x 200 uL HHV6 Q -
HHV6 Q - PCR Standard 10°2: 2 éng x 200 pL PCR Standard
Tuong dwong 8 1an phén tich (d8i v6i hé théng ELITE InGenius va ELITE 1072: 2 bng x
BeGenius) hodc 16 1an phén tich (ddi véi hé théng khac) 200 pL
*HHVT ELITe MGB® Kit Ia xet nghiem khuech dai chuor acid nucleic dinh tinh
va dinh lugng dé phét hién va dinh lugng DNA cua Herpes human virus 7
(HHV7) trong miu DNA duoc tach chiét tir mau toan phin EDTA va huyét twong
EDTA va dich ndo tuy (CSF). San phim sir dung dé chin doén va theo ddi nhiém
HHV7, cing v&i dit liéu 1am sang ciia bénh nhan va cac két qua khac trong phong
496 Bo kit chan doan Herpes human  [xét nghiém. San phdm nay sir dung’phﬁ hop cho may ELITE InGenius tr Hop
virus 7 (HHV7) ELITechGroup S.p.A. va cac hé thong mo khac j
* Thanh phan: HHV7 Q - PCR Mix. Mdi ng chita 540 pL.
*PJ nhay: 100%
* P ddc hi¢u: 100%
*Quy cach: 4 éng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGening) hodce 100 test (A6 vai hé thone khae)
* HHV7 - ELITe Positive Control Ia chit kiém chimng duong trong xét nghiém
dinh tinh khuéch dai chudi acid nucleic dé phat hién DNA cta Herpes human
virus 7 (HHV7) v6i san pham HHV7 ELITe MGB® Kit duoc san xuét boi
yo [Kim ehuin Hepes haman vins | e e e O ane 60|
7 (HHV7) duong tinh S ; ne ;

* Thanh phan: Mau chuan dwong HHV?7 - Positive Control. Mdi dng chtra 160 pL.
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

*Quy cach: 1 ng x 160 pL - twong dwong 4 1an phan tich (d6i v6i hé thong
ELITE InGenius) hodc 12 lan phan tich (d6i v6i hé thong khac)




* HHV7 ELITe Standard la chét kiém ching duong va lam chét chudn dinh luong

HHV7 Q-

DNA di biét néng do trong cac xét nghiém dir}h luong khuéch dai chudi acid IIS’I}S .S;agr(ligr;l
nucleic ctia Herpes human virus 7 (HHV?7), két h0‘p véi HHV7 ELITe MGB® Kit ) 6 0 UL
dugc san xuat boi ELITechGroup S.p.A. San pham nay su dung phu hop cho may HHV7 Q -
ELITE InQenius tor ELITechGroup v’S.p.A. va céc, hé ‘théng mé khac PCR Standard
* Thanh phan: 4 dung dich plasmid 6n dinh da biét nong d0 HHV7 Q - PCR 10°4: 2 éng x
Chét chuén Herpes human virus 7 Standard ; 3 : : 160 uL
498 *Thoi gian luu két qua: 60 ngay/lan (d6i vdi hé thong ELITE InGenius) Hop
(HHV7) , HHV7Q -
*Quy cdch: ; PCR Standard
HHV7 Q - PCR Standard 10"5: 2 Qng x 160 pL 1073: 2 éng x
HHV7 Q - PCR Standard 10"4: 2 Qng x 160 pL 16'0 uL
HHV7 Q - PCR Standard 10"3: 2 Qng x 160 pL HHV7 Q -
HHV7 Q- PCR Standard 1072: 2 ong x 16Q uL . PCR Standard
Tuong duong 8 lan phan tich (d6i vdi hé thong ELITE InGenius) hodc 16 1an phan i
tich (d6i voi hé théng khéc) 1072: 2 ong x
i 160 pL
THHVY ELITe MGB® Kit Ia mot phan cua xet nghiem Khuech dai dinh tinh va
dinh luong chudi acid nucleic dé phéat hién va dinh lugng DNA cua virus Herpes 8
trén nguoi (HHVS) trong cic miu DNA dugc tach chiét tir dich nio tay (CSF),
mau toan phdn EDTA, huyét twong EDTA. San phdm nay sir dung phti hgp cho
may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢
théng mo khac
499 Bo kit chan doan Herpes human  [* Thanh phin: HHVS Q - PCR Mix Hop

virus 8 (HHVS)

* LoD:

Méu toan phin EDTA: 117 copies / mL

Huyét trong EDTA: 98 copies / mL

*PJ nhay: 100%

* P dac hicu: 100%

*Quy cach: 4 éng x 540 pL - twong dwong 96 test (ddi v6i hé théng ELITE
InGening va FT ITE ReGening) hade 100 tect (AA1 vAi hé thano khic)




Kiém chuan Herpes human virus

* HHVS - ELITe Positive Control la chit kiém chimng duong trong xét nghiém
khuéch dai dinh tinh chudi acid nucleic dé phat hién DNA cua virus Herpes 8 trén
ngudi (HHVS) két hop vé6i san phdm HHVS ELITe MGB® Kit. San phdm nay sir
dung phu hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup
S.p.A. va cic hé théng md khac

2 6ng x 160

500 , * Thanh phan: Mau chuan duong HHVS - Positive Control. Mo6i ong chira 160 pL. Hop
8 (HHVS) duong tinh *Thoi gian lwu két qua: 15 ngay/lan (d6i véi hé théng ELITE InGenius va ELITE mL

BeGenius)
*Quy cach: 2 éng x 160 pL - twong duwong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 14 1an phan tich (d6i voi hé théng
khéc)
* HHVS8 ELITe Standard 14 chét kiém chimg dwong va lam chét chuin dinh luong | HHVS Q -
DNA di biét ndng do trong céc xét nghiém dinh lugng khuéch dai chudi acid PCR Standard
nucleic ciia Herpes human virus 8 (HHVS), két hop véi HHVS ELITe MGB® Kit. | 1075: 2 éng x
San phim nay str dung phi hop cho may ELITE InGenius va ELITE BeGenius tir 200 pL
ELITechGroup S.p.A. va céc hé théng mé khac. HHVS Q -
* Thanh phén: 4 dung dich plasmid én dinh d3 biét ndng d6 HHV8 Q - PCR PCR Standard
Standard 1074: 2 éng x

so1 Chét chuén Herpes human virus 8 |*Thoi gian luu két qua: 60 ngay/lin (d6i véi hé théng ELITE InGenius va ELITE 200 puL Hop

(HHVS) BeGenius) HHVS Q - ’

*Quy cach: PCR Standard
HHVS Q - PCR Standard 1075: 2 éng x 200 uL 1073: 2 éng x
HHVS Q - PCR Standard 10°4: 2 éng x 200 uL 200 pL
HHVS Q - PCR Standard 10”3: 2 éng x 200 uL HHVS Q -
HHVS Q - PCR Standard 102: 2 éng x 200 uL PCR Standard
Twong duong 8 1an phan tich (d6i voi hé théng ELITE InGenius va ELITE 1072: 2 éng x
BeGenius) hodc 16 1in phén tich (d6i véi hé théng khac) 200 puL




Bo kit chan doan virus Herpes

* HSV1 ELITe MGB® Kit 1a xét nghiém khuéch dai axit nucleic dinh tinh va dinh
lwgng dé phat hién va dinh lwgng DNA cua virus Herpes Simplex TYPE 1 ¢ nguoi
(HSV1) trong cic miu DNA tach chiét tir dich no tity (CSF), méu toan phin
duoc thu thap trong EDTA, huyét twong dwoc thu thip trong EDTA.

San phim nay dugc thiét ké dé sir dung trong chin doan va theo ddi nhiém tring
HSV1, cling vé6i dir liéu 14m sang ctia bénh nhén va cac két qua xét nghiém khac
trong phong xét nghiém. San phim nay st dung phi hop cho may ELITE
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢ théng mé khac

* Thanh phan: HSV1 Q - PCR Mix. M&i éng chtra 540 pL.

502 |.. * LoD: Hop
Simplex 1 (HSV1) Méu toan phin EDTA: 211 copies / mL
Huyét trong EDTA: 250 copies / mL
Dich nao tuy: 250 copies / mL
* P nhay:
Méu toan phin: 98%
Huyét twong va dich ndo tuy: 100%
*Po dac hiéu: 100%
*Quy cach: 4 éng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i véi hé théng khac)
* HSV1 - ELITe Positive Control dugc st dung lam chét chuén duong tinh trong
chc xét nghiém khuéch dai axit nucleic dé phat hién DNA cua virus Herpes
Simplex loai 1 & ngudi (HSV1) v6i san phim HSV1 ELITe MGB® Kit. San phim
nay su dung phu hgp cho may ELITE InGenius va ELITE BeGenius cta
.2 . . ELITechGroup S.p.A. va cac hé thong mé khac A
503 If‘(‘;n;\c/hl‘;a;ugn“;tﬁﬁrpes SIMplex . hanh phan: Mau chuan duong HSV] - Positive Control. M3i éng chita 160 L. | Oni I’i 1601 Hop

*Thoi gian lwu két qua: 15 ngay/lan (dbi voi hé théng ELITE InGenius va ELITE
BeGenius)

*Quy cach: 2 bng x 160 pL - twong dwong 8 14n phén tich (d6i véi hé théng
ELITE InGenius va ELITE BeGenius) hodc 14 14n phan tich (d6i v&i hé théng
khac)




* HSV1 ELITe Standard 1a chit kiém chimg dwong va la chét chuén dinh luong HSV1 Q-
DNA da biét ndng do trong xét nghiém khuéch dai axit nucleic dinh lwong dé phat |PCR Standard
hién va dinh lugng DNA cua virus Herpes Simplex loai 1 ¢ nguoi (HSV1), véi 105: 2 6ng x
«HSV1 ELITe MGB® Kit». San phdm nay st dung phu hop cho may ELITE 200 uLL
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cic hé théng mod khac HSV1Q -
* Thanh phén: 4 dung dich plasmid 6n dinh d4 biét nong d6 HSV1 Q - PCR PCR Standard
Standard 1074: 2 bng x

504 Chét chuén virus Herpes Simplex |*Thoi gian luu két qua: 60 ngay/lan (d6i v6i hé thong ELITE InGenius va ELITE 200 uL Hép

1 (HSV1) BeGenius) HSV1Q - ’
*Quy cach: PCR Standard
HSV1 Q - PCR Standard 10"5: 2 éng x 200 uL 1073: 2 bng x
HSV1 Q - PCR Standard 10"4: 2 éng x 200 uL 200 uL
HSV1 Q - PCR Standard 10"3: 2 éng x 200 pL HSV1Q -
HSV1 Q - PCR Standard 102: 2 éng x 200 uL PCR Standard
Tuong dwong 8 1an phén tich (d8i v6i hé théng ELITE InGenius va ELITE 1072: 2 bng x
BeGenius) hodc 16 1an phén tich (ddi véi hé théng khac) 200 uL
* HSV2 ELITe MGB® Kit 1a mot phan ciia xét nghiém khuéch dai chudi acid
nucleic dinh tinh va dinh luong dé phat hién va dinh luong DNA cua virus Herpes
Simplex type 2 trén ngudi (HSV2) trong cac mau DNA dwoc tach chiét tir dich
ndo tity (CSF), méu toan phan EDTA, huyét tuong EDTA.
Séan pham dugc thiét ké dé sir dung trong chin doan va theo ddi nhiém HSV2,
ciing v6i dir lidu 1am sang ctia bénh nhén va cac két qua xét nghiém khéc trong
phong xét nghiém. San pham nay str dung pht hop cho may ELITE InGenius va
Bb kit chén dodin virus Herpes ELITE BeQenius tr ELITechGroup SEA va céc hé théng mo khac
505 |.. * Thanh phan: HSV2 Q - PCR Mix. Moi ong chira 540 pL. Hop

Simplex 2 (HSV2)

* LoD cho HSV2 target:

Mau toan phan EDTA: 171 copies / mL

Huyét twong EDTA: 119 copies / mL

Dich nio tuy: 119 copies / mL

* Do nhay: 99%

*Po dac hiéu: 100%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i voi hé théng khac)




Kiém chuan virus Herpes Simplex

* HSV2 - ELITe Positive Control 1a chat kiém chimg dwong trong xét nghiém
khuéch dai chudi acid nucleic dinh tinh dé phat hién DNA cua virus Herpes
Simplex type 2 trén ngudi (HSV2), két hop voi san pham HSV2 ELITe MGB®
Kit. San phim nay sir dung phit hop cho may ELITE InGenius va ELITE
BeGenius tir ELITechGroup S.p.A. va cic hé théng mé khac

2 6ng x 160

506 ] , * Thanh phan: Mau chuin duong HSV2 - Positive Control. M&i éng chita 160 pL. Hop
2 (HSV2) duong tinh *Thoi gian lwu két qua: 15 ngay/lan (d6i v6i hé théng ELITE InGenius va ELITE nL
BeGenius)
*Quy cach: 2 éng x 160 pL - twong duwong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 14 1an phan tich (d6i voi hé théng
khéc)
* HSV2 ELITe Standard 1a chit kiém chimg duong va 1a chit chuén dinh lwgng HSV2 O
DNA di biét ndng d6 trong xét nghiém dinh lwong khuéch dai chudi acid nucleic
O L . R .. PCR Standard
de phat hién va dinh lugng DNA cua virus Herpes Simplex type 2 trén nguoi 1075 2 éne x
(HSV2), két hop véi HSV2 ELITe MGB® Kit. San phdm nay sit dung phit hop 5 (‘) 0 Lg
cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢ HSVZHQ
théng m¢ khde PCR Standard
* Thanh phén: 4 dung dich plasmid én dinh d3 biét ndng d6 HSV2 Q - PCR Lond: 3 bn
Chét chuén virus Herpes Simplex Standard 260 OLg i
507 nan v P PIX 1w Thoi gian luu két qua: 60 ngay/lin (d6i voi hé théng ELITE InGenius va ELITE H Hop
2 (HSV2) ; HSV2Q -
BeGenius)
. PCR Standard
*Quy cdch: 1073: 2 bng x
HSV2 Q - PCR Standard 10"5: 2 6ng x 200 uL 2(‘)0 Lg
HSV2 Q - PCR Standard 10"4: 2 éng x 200 pL HSVZHQ
HSV2 Q - PCR Standard 10"3: 2 éng x 200 pL PCR Standard
HSV2 Q - PCR Standard 102: 2 éng x 200 pL 1072: 2 éne x
Twong duong 8 1an phan tich (d6i voi hé théng ELITE InGenius va ELITE 200 uLg

BeGenius) hodc 16 1in phén tich (d6i véi hé théng khac)




508

B6 kit chan doan John
Cunningham virus (JCV)

* JCV ELITe MGB® Kit la xét nghiém khuéch dai axit nucleic dinh tinh va dinh
luong dé phat hién va dinh luong DNA cua Poliomavirus JC (JCV) & nguoi trong
cac mau DNA duoc tach chiét tir huyét twong dugc thu thap trong EDTA, nude
tiéu duogc thu thap khong c6 chit bao quan va dich ndo tiy (CSF).

Séan phdm nay duogc thiét ké dé st dung trong chan doan va theo ddi nhiém JCV,
ciing v6i dir lidu 1am sang ctia bénh nhén va cac két qua xét nghiém khéc trong
phong xét nghiém. San pham nay str dung pht hop cho may ELITE InGenius va
ELITE BeGenius tir ELITechGroup S.p.A. va cac hé thdng mé khac

* Thanh phéan: JCV Q - PCR Mix. Mbi éng chira 540 pL.

* LoD d6i véi JCV target 1a 275 IU / mL (306 copies / mL) trong huyét tuong
EDTA.

* P9 nhay: Mau huyét twong, mau dich ndo tay: 100%; mau nuéc tiéu: 96.9%

* P dic hiéu: Mau huyét tuwong: 97.1%; MAiu dich nio tity va nudc tiéu: 100%
*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i véi hé théng khac)

509

Kiém chuan John Cunningham
virus (JCV) duong tinh

* JCV - ELITe Postive Control 1a chit kiém chimg dwong dung trong xét nghiém
khuéch dai axit nucleic dinh tinh dé phat hién DNA cua Poliomavirus JC trén
ngudi (JCV), két hop v6i san phdm JCV ELITe MGB® Kit. San phim nay sit
dung phu hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup
S.p.A. va cic hé théng md khac

* Thanh phan: Mau chudn duong JCV - Positive Control. Mdi dng chira 160 L.
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE
BeGenius)

*Quy cach: 1 ng x 160 pL - twong dwong 4 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hodc 12 1an phan tich (d6i voi hé théng
khac)

1 6ng x 160
uL




* JCV ELITe Standard Ia chét kiém ching duong va 1a chit chuin dinh luong JCVQ-PCR
DNA da biét ndng do trong xét nghiém khuéch dai axit nucleic dinh luong dé phat Standard
hién va dinh luong DNA ciia poliomavirus JC (JCV) trén ngudi, két hop véi san 105: 2 bng x
phim JCV ELITe MGB® Kit. San pham nay st dung phtt hop cho may ELITE 200 uL
InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cic hé théng mo khac  [JCV Q - PCR
* Thanh phan: 4 dung dich plasmid 6n dinh da biét ndng d6 JCV Q - PCR Standard
Standard 1074: 2 bng x
510 Chét chuén John Cunningham *Thoi gian luu két qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE 200 uL Hép
virus (JCV) BeGenius) JCV Q-PCR ’
*Quy cach: Standard
JCV Q - PCR Standard 1075: 2 éng x 200 pL 1073: 2 bng x
JCV Q - PCR Standard 10°4: 2 éng x 200 pL 200 uL
JCV Q - PCR Standard 10~3: 2 ng x 200 pL JCV Q-PCR
JCV Q - PCR Standard 10°2: 2 éng x 200 pL Standard
Tuong dwong 8 1an phén tich (d8i véi hé théng ELITE InGenius va ELITE 1072: 2 bng x
BeGenius) hodc 16 1an phén tich (d6i véi hé théng khac) 200 uL
* Parvovirus B19 ELITe MGB® Kit 1a mot phan cua xét nghiém khuéch dai axit
nucleic dinh tinh va dinh lugng dé phét hién va dinh lugng DNA cua virus
Parvovirus B19 trén nguoi (PVB19), kiéu gen 1, 2, 3a va 3b, trong miu DNA tach
chiét tir méu toan phin EDTA (ngoai vi va tir ty xuong), huyét twong EDTA va
nude 6i.
San phim nay dugc thiét ké dé st dung trong chin doan va theo dai nhiém
Parvovirus B19 cting véi dit liéu 14m sang ctia bénh nhan va cac két qua xét
nghiém khéc trong phong xét nghiém. San phim nay st dung phit hop cho may
ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé théng
A 1: A . m¢o khac
511 |BO kitchan dodn PARVOVIRUS 1, 1y, 1 ohan: PVB19 Q - PCR Mix. M3i éng chita 540 L. Hop

B19

* LoD:

Méu toan phan: 125 IU/mL (250 copies/mL)

Nudc bi: 40 IU/mL (40 copies/mL)

* P nhay:

Méu toan phin: 100%

Nudc bi: 100%

*Po dac hidu:

Méu toan phin: 100%

Nudc bi: 100%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE




Kiém chudn PARVOVIRUS B19

* Parvovirus B19 - ELITe Positive Control 1a chat kiém chimg dwong trong xét
nghiém khuéch dai axit nucleic dé phat hién DNA cua virus Parvovirus B19 trén
ngudi (PVB19), két hop véi san pham Parvovirus B19 ELITe MGB® Kit. San
pham nay st dung phut hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

2 6ng x 160

512 duong tinh * Thanh phan: M?iu chuén duong ‘PVB,19 - Positiv; Control. M&i ng chita 160 pL. L Hop
*Thoi gian luu két qua: 15 ngay/lan (d6i véi hé thong ELITE InGenius va ELITE
BeGenius)
*Quy cach: 2 éng x 160 pL - twong duwong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius va ELITE BeGenius) hoic 14 1an phan tich (d6i voi hé théng
khac)
* Parvovirus B19 ELITe Standard 1a chit kiém ching duong va 1a chit chudn
S 1A A R . o x £ .. L 2 4. PVB19Q -
DNA da bict nong d¢ trong xét nghi¢ém khuéch dai axit nucleic dinh lugng dé phat
A . . R g f PCR Standard
hién va d;qh luong DNA cua virus Parvovirus B19 trén nguoi (PVB19), két hop 1075: 2 éng x
véi san pham Parvovirus B19 ELITe MGB® Kit. San pham nay st dung phu hop ) O 0uL
ch9 may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac h¢ PVBI9 Q-
thong mo kl‘léc 2 s PCR Standard
* Thanh phan: 4 dung dich plasmid 6n dinh da biét nong d6 PVB19 Q - PCR 10°4: 2 bng x
) ) Standard ) i ) ) ) O 0 L
513 |Chat chuan PARVOVIRUS B19  |*Thoi gian luu két qua: 60 ngay/lan (d6i voi hé thong ELITE InGenius va ELITE PVBI9 Q- Hop
BeGenl}ls) PCR Standard
*Quy cach: ) 1073: 2 éng x
PVBI19 Q - PCR Standard 10"5: 2 @ng x 200 uL 2(‘)0 uL
PVB19 Q - PCR Standard 10"4: 2 @ng x 200 uL PVBI9 Q-
PVBI19 Q - PCR Standard 10"3: 2 @ng x 200 uL PCR Standard
PVBI19 Q- PCR ‘Standard 10A2:'2 ong x 209 pL 10°2: 2 éng x
Tuong duong 8 lan phan tich (d6i vdi hé thong ELITE InGenius va ELITE ) O 0uL

BeGenius) hodc 16 1in phén tich (d6i véi hé théng khac)
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Bo kit chin doan Pneumocystis

THCUIIOCYSUS CLITT MUDE® NIUId TTITOU PITAIT CUd XCU HIEZNITHT KITUCTIT ddl dXIU
nucleic dinh lugng dé phat hién va dinh lugng DNA ciia Pneumocystis jirovecii
(PJ) trong DNA tach chiét tir mau bénh pham.

Xét nghiém phai dugc thyc hién voi miu rira phé quan phé nang (BAL) va cac
mAu dom héa long.

Séan phdm dung dé chin doan in vitro nhu mot cong cu hd trg chan doan va theo
ddi nhiém Pneumocystis jirovecii, ciing véi dit liéu 1am sang ctia bénh nhan va cac
két qua xét nghiém khéc trong phong xét nghiém. San phdm nay sir dung phu hop
cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé
thng mé khac

* Thanh phan: PJ PCR Mix. Mdi éng chira 280 pL.

* LoD cua PJ trong BAL va trong dom: 97 copies / mL

* P nhay:

Mau BAL: 100%

Mau dom: 84.2%

*Po dac hiéu:

Mau BAL: 96.6%

Mau dom: 97.1%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi v6i hé théng ELITE

515

Kiém chuin Pneumocystis duong
tinh

A Y : o LI ITL Do : AY

* Pneumocystis - ELITe Positive Control Ia chat kiem chirng duong trong xét
nghiém khuéch dai axit nucleic dinh luong dé phét hién va dinh lugng DNA bo
gen ciia Pneumocystis jirovecii (PJ) boi san phdm Pneumocystis ELITe MGB®
Kit. San phim nay str dung phi hop cho may ELITE InGenius va ELITE
BeGenius tir ELITechGroup S.p.A. v cic hé thong mé khac

* Thanh phan: MAu chuén duong PJ Positive Control. M&i éng chira 160 L.
*Thoi gian lwu két qua: 15 ngay/lan (dbi voi hé théng ELITE InGenius va ELITE
BeGenius)

*Quy céch: 3 éng x 160 pL - twong dwong 12 14n phan tich (d6i voi hé théng
ELITE InGenius va ETITE BeGenius)

3 6ng x 160
puL




* Pneumocystis ELITe Standard 14 chat chudn DNA d3 biét ndng d6 trong phan

PIQ-PCK

tmg khuéch dai axit nucleic dinh lugng dé phat hién va dinh luong DNA bo gen lofgrfnzdzi )
Pneumocystis (PJ) bdi san pham Pneumocystis ELITe MGB® Kit. San pham nay ) O 0 L
str dung phu hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup PJ Q- PCR
S.p.A.va cé?c hé thong mo khac ) o Standard
* Thanh phan: 4,dung dich plasmid Gn, dinh da bie?-t nong d6 PJ Q - PCR Standard 10°4: 2 éng x

) i *Thoi gian luu két qua: 60 ngay/lan (d6i véi hé thong ELITE InGenius va ELITE ) O 0 L

516 |Chat chuan Pneumocystis BeGenius) PJ Q- PCR Hop
*Quy cich: ; Standard
PJ Q - PCR Standard 10"5: 2 Qng x 200 uL 10°3: 2 éng x
PJ Q - PCR Standard 10"4: 2 Qng x 200 uL 2(')0 ul
PJ Q - PCR Standard 10"3: 2 Qng x 200 uL PJ Q- PCR
PJQ-PCR Stanc}ard 1072:2 6ng x 200 uL’ Standard
Tuong duong 8 lan phan tich (d6i vdi hé thong ELITE InGenius va ELITE 10°2: 2 éng x
BeGenius) AOn LT
*TOXOPLASMA g. ELITe MGB® Kit 14 xét nghiém khuéch dai axit nucleic dé
phat hién DNA cuia Toxoplasma gondii trong mdu DNA dugc tach chiét tir mau
toan phan thu thap trong EDTA, nuéc 6i va dich néo tiry (CSF).
San phdm nay dugc dung dé chan do4n nhiém Toxoplasma gondii, két hop véi dit
lidu 1am sang ciia bénh nhan va cac két qua xét nghiém khac trong phong xét
nghiém. San phdm nay sir dung phit hop cho may ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac
* Thanh phan: TOXO Q-PCR Mix. Mdi dng chira 540 pL.
* LoD (organisms / mL)
Mau toan phan: 11
Nuéc 6i: 5
517 |Bo kit chan doan TOXOPLASMA |CSF: 7 Hop

* P nhay:

Méu toan phan: 96.6%

Nuée 6i: 98%

CSF: 100%

Do nhay tong: 97.7%

*Po dac hiéu:

Méu toan phan: 98%

Nuée 6i: 100%

CSF: 100%

Do dac hiéu tong: 99.3%

*Quy cach: 4 dng x 540 pL - twong duong 96 test (di véi hé théng ELITE




*TOXOPLASMA g. RE - ELITe Positive Control Ia kiem chimg duong khuéch
dai trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién DNA cua
Toxoplasma gondii, két hgp v6i san phim TOXOPLASMA g. ELITe MGB® Kit.
San phim nay str dung phi hop cho may ELITE InGenius tir ELITechGroup

s18 Kiém chudn TOXOPLASMA S.p.A. va cic hé tPéng m¢ khac n 1 bng x 160 Hop
duong tinh * Thanh phan: Mau chuan duong TOXO RE - Positive Control. Moi 6ng chtra 160 pL j
pnL.
*Thoi gian luu két qua: 15 ngay/lan (d6i v6i hé théng ELITE InGenius)
*Quy cach: 1 éng x 160 pL - twong dwong 4 14n phén tich (d6i véi hé théng
FT ITF InGenins) hodc 12 1An nhén tich (d8i vé&i hé thdne khac)
ELITC MUDY KIUId TIIOU PIIdIT ClUd XCTU TTENICTIT KIIUCLII ddl dXIT MUCICIC
dinh tinh va dinh luong dé phat hién va dinh lugng DNA cua virus Varicella -
Zoster (VZV) gay bénh herpes o ngu(‘ri trong cac mau DNA tach chiét tir dich ndo
tuy (CSF), mau toan phan EDTA, huyét twong EDTA.
San phdm dugc sir dung trong chin doén va theo di nhidm VZV cung véi dit lidu
lam sang ciia bénh nhan va cac két qua xét nghiém khac trong phong thi nghiém.
Séan phédm nay sir dung phtt hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac
B6 kit chin dodn virus varicella- * Thanh phan: VZV Q - PCR Mix. Mbi dng chira 540 pL. )
>19 zoster (VZV) * LoD 3 Hop
Mau toan phan: 100 copies / mL
Huyét tuong, dich no tity: 69 copies / mL
* P nhay:
Méu toan phan: 96.4%
Huyét tuong, dich nio tiy: 100%
*Po dac hiéu: 100%
*Quy cach: 4 dng x 540 pL - twong duong 96 test (ddi véi hé théng ELITE
InGenius va ELITE BeGenius) hodc 100 test (d6i voi hé théng khac)
*VZV - ELITe Positive Control 14 chat kiém chiing dwong trong xét nghiém
khuéch dai axit nucleic dinh tinh d& phat hién DNA cua virus Varicella-Zoster
(VZV) gay bénh herpes & ngudi, két hop véi san phdm VZV ELITe MGB® Kit.
Séan phédm nay sir dung pht hop cho may ELITE InGenius va ELITE BeGenius tir
520 Kiém chuén virus varicella-zoster ELITechGrQup S.~p.A. va céc hé théng mo khac o 2 6ng x 160 Hép
(VZV) duong tinh * Thanh phan: Mau ching duong VZV - Positive Control. Moi 6ng chtta 160 puL ns ;

* Thoi gian luu két qua: 15 ngay/lan (dbi v6i hé thong ELITE InGenius va ELITE
BeGenius)

*Quy cach: 2 éng x 160 pL - twong duong 8 1an phan tich (d6i v6i hé thong
ELITE InGenius) hodc 14 lan phan tich (d6i v6i hé thong khac)




VAV ELITC Standard Ia ¢hat Kiem chung auong va Ia cnat cnuan DINA da DICT

néng d0 trong xét nghiém khuéch dai axit nucleic dinh luong dé phat hién Yé dinh VZSY ag d_adeR
luong DN/} cua virus Varicella-Zoster (VZV) géy bénh Herpes ¢ nguoi, két hop 1075: 2 éng x
v6i san pham VZV ELITe MGB® Kit. San pham nay str dung phu hop cho méy ) O 0 uL
ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé thong VZV Q - PCR
mo khac 3 2 L Standard
* Thanh phan: 4 dung dich plasmid on dinh da biét nong d6 VZV Q - PCR £
x. % ” 10%4: 2 6ng x
Chét chuén virus varicella-zoster Standard. Mo ors chua 200 pL. 3 . . 200 uL
521 *Thoi gian luu két qua: 60 ngay/lan (d6i véi hé thong ELITE InGenius va ELITE Hop
(VZV) : VZV Q- PCR
BeGenius)
*Quy ciich: Standzird
£ 1073: 2 6ng x
VZV Q - PCR Standard 10"5: 2 ong x 200 uL 200 oL
VZV Q - PCR Standard 10"4: 2 @ng x 200 uL VZV Q - PCR
VZV Q - PCR Standard 10"3: 2 @ng x 200 uL Standard
VZV Q - PCR St?ndard 1072: 2’6ng x 200 HL 1072: 2 éng x
Tuong duong 8 lan phén tich (doi V(:)’i hé thong ’ELITE InGenius va ELITE ’ O 0 uL
RoCening) hale 14 13n nhan tich (AAL vAi ha thAng Lhie) ]
* WNV ELITe MGB® Kit 1a xét nghiém phién ma nguoc va khuéch dai axit
nucleic dinh lugng dé phét hién va dinh lugng RNA cua virus Flavivirus West
Nile trén ngudi (WNV, lineage 1a, bao gdm céc ching Dia Trung Hai, va lineage
2) trong miu RNA tbng sb dugc tach chiét tir cic miu mau toan phan EDTA, dich
ndo tay (CSF), nude tidu khong chira chit bao quén.
San phim nay dugc thiét ké dé, cing voi dit liéu 1am sang va cac xét nghiém khac
trong phong thi nghiém, chén doan va theo dbi nhiém WNV.
* Thanh phén:
WNV PreMix
59 [Bo kit chén don virus WEST Eﬁiﬁiﬁ%ﬁ‘ Hop

NILE (WNV)

* LoD (95% positivity) d6i voi WNV lineage 1a:
Méu toan phin: 447 copies / mL

Nudc tiéu: 318 copies / mL

CSF: 201 copies / mL

* Po nhay chung (mau dwong tinh): 96.5%

* P dac hiéu chung (m?lu am tinh): 100%

*Quy cach:

WNYV PreMix: 2 éng x 270 pL

PCR MasterMix: 2 ng x 820 pL

RT EnzymeMix: 2 éng x 20 pL




* WNV - ELITe Positive Control 1a chat kiém chung duong trong xét nghi¢m
khuéch dai axit nucleic d¢ phat hién RNA cita virus West Nile flavivirus trén
ngudi (WNV, Lineage 1a bao gdm cac ching Dia Trung Hai, Lineage 2), két hop

523 m\f)hua“ virus WESTNILE 1 &0 (in phim WNV ELITe MGB ® Kit. ! OHgE 1601 Hop
* Thanh phdn:M&u chimg dwong WNV - Positive Control. Ong chtra 160 pL. a
*Quy cach: 1 éng x 160 pL - twong dwong 12 14n phan tich d6i véi cac hé théng
mé
WNVQ -
* WNV ELITe Standard 1a chat kiém‘chl'l'ng duong va 14 chit chudn DNA dinh IIS}}S .S;agr(liar;l
luong da biét dé thu dugce dudng chuén trong phién ma nguoc va xét nghiém ) O 0 Lg
realtime khuéch dai axit nucleic dinh luong dé phat hién va dinh luong RNA cuia K
. - o . : PO . WNVQ -
virus Flavivirus West Nile trén nguoi (WNV, Lineage 1a, bao gom cac ching Dia PCR Standard
Trung Hai va Lineage 2) két hop véi san phdm WNV ELITe MGB® Kit. 10°4: 2 bng x
. A * 3 An- : S A g 5 TiAF A A _ :
Chét chuin virus WEST NILE Thanh phar;.. ;4 dung dich plasmid 6n dinh da biét nong d6 WNV Q - PCR 200 oL .
524 Standard. Moi ong chira 200 pL. Hop
(WNV) *Quy cach: WNVQ -
y cach: ) PCR Standard
WNV Q - PCR Standard 10"5: 2 6ng x 200 pL 1073: 2 bne x
WNV Q - PCR Standard 10"4: 2 éng x 200 pL 2(')0 Lg
WNV Q - PCR Standard 10"3: 2 éng x 200 pL WNVP:)
_ AY-D A -
WNV Q - PCR Standard 10"2: 2 6ng x 200 pL PCR Standard

Tuong dwong 16 1an phan tich dbi voi cac hé théng mo.

1072: 2 ng x
200 uL
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B0 xét nghiém dinh lugng virus
HIV

* HIV1 ELITe MGB® Kit la xét nghiém phién ma nguoc axit nucleic va khuéch
dai dinh luong dé phat hién va dinh luong RNA ciia Virus gdy suy giam mién dich
& ngudi loai 1 (HIV1) trong cac miu RNA duoc tach chiét tir cdc mau bénh pham.
Xét nghiém co thé phat hién RNA cua HIV1 thugc nhom M (loai A, B, C, D, F, G,
H, J, K, L), nhém O, nhém N va loai CRF chinh CRF01-AE, CRF02-AG va
CRF03-AB. San phdm nay str dung pht hop cho may ELITE InGenius, ELITE
BeGenius tir ELITechGroup S.p.A. va cic hé théng khac.

* Thanh phan:

HIVI ELITe MGB Mix

HIV1 ELITe Standard:

HIV1 - ELITe Positive Control,

HIV1 Internal Control.

* LoD: 60IU/mL (26 copies/mL) v6i mau huyét twong

*Po dac hiéu: 99.5%

*Quy cach:

HIV PCR Mix: 4 éng x 600uL

RT EnzymeMix: 2 éng x 20uL

HIV1 Q - PCR Standard 10"5: 1 éng x 160pL

HIV1 Q - PCR Standard 10"4: 1 éng x 160pL

HIV1 Q - PCR Standard 10"3: 1 éng x 160pL

HIV1 Q - PCR Standard 10"2: 1 éng x 160pL

HIV1 - ELITe Positive Control: 2 ng x 160uL

HIV1 CPE: 8 éng x 160uL

Tuong duong 96 test trén hé thong ELITE InGenius va ELITE BeGenius.

15
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B0 xét nghiém dinh lugng virus
Viém gan C

* HCV ELITe MGB® Kit 14 xét nghi¢m phién ma nguoc axit nucleic va khuéch
dai dinh luong dé phét hién va dinh lugng RNA cua vi rat viém gan C (HCV)
trong cac mau RNA duoc tach chiét tir cac mau bénh phém. Xét nghiém c6 thé
phat hién RNA ctia HCV thudc kiéu gen 1,2,3,4,5,6. San phidm nay dugc thiét ké
dé sir dung nhw mot cong cu hd tro trong viée quan 1y nhimg ngudi bi nhiém HCV
dang diéu trj bang thudc khang vi-rut, ciing véi dit lidu 14m sang ctia bénh nhan va
céc két qua xét nghiém khac trong phong thi nghiém. San pham nay sir dung phi
hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A. va
céc hé théng mé khac

* Thanh phén:

HCV ELITe MGB Mix

HCV ELITe Standard

HCYV - ELITe Positive Control

HCYV Internal Control

* LoD: 26 IU/mL (11 copies/mL) mau huyét thanh, huyét trong

* Do dac hi¢u: 100%

*Quy cach:

HCV PCR Mix: 4 éng x 600 pL

RT EnzymeMix: 2 éng x 20 pL

HCV Q - PCR Standard 1075: 1 éng x 160 pL

HCV Q - PCR Standard 10"4: 1 (‘Sng x 160 uL

HCV Q - PCR Standard 1073: 1 éng x 160 pL

HCV Q - PCR Standard 1072: 1 éng x 160 pL

HCV - ELITe Positive Control: 2 éng x 160 uL

HCV CPE: 8 éng x 160 uL

12
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B0 xét nghiém dinh lugng virus
Viém gan B

TIDV CLITT MUDW KNIUId  ATUITEHITTIT KITUTTIT UdI dXIU ITUTCITIT UT PIidt HITIT vd
dinh lugng DNA cua Vi-rit Viém gan B (HBV) duoc tach chiét tir cac mau bénh
pham. Xét nghiém c6 thé phat hién HBV thudc cac kiéu gen A, B, C, D, E, F, G,
H, I va RF. San phdm nay sir dung phi hop cho may ELITE InGenius va ELITE
BeGenius tir ELITechGroup S.p.A. va cic hé théng mé khac
* Thanh phan:

HBYV ELITe MGB Mix

HBYV ELITe Standard

HBYV - ELITe Positive Control

HBYV Internal Control

* LoD: 9 IU/mL (38 copies/mL) mau huyét thanh, huyét twong
*Po dac hiéu: 97.6%

*Quy cach:

HBV PCR Mix: 8 éng x 280 pL

HBV Q - PCR Standard 1075: 1 éng x 160 pL
HBV Q - PCR Standard 1074: 1 6ng x 160 pL
HBV Q - PCR Standard 1073: 1 éng x 160 pL
HBV Q - PCR Standard 1072: 1 éng x 160 pL
HBYV - ELITe Positive Control: 2 éng x 160 pL
HBV CPE: 8 éng x 160 pL

40
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Bo kit chan dodn ndm
CHLAMYDIA

AN DIA T BT Te NGB Rt T2 thot phan cua Xet nghiem Khusch dat
axit nucleic dinh tinh d& phat hién DNA ctia Chlamydia trachomatis (C.
trachomatis) trong cac mau DNA duoc tach chiét tir nuée tiéu ddu dugce thu thap
ma khong c6 chét bao quan va dich tim bong ¢ tir cung-am dao. San phdm nay sir
dung phu hop cho may ELITE InGenius tir ELITechGroup S.p.A. va cac hé thong
m¢ khac

* Thanh phan: CHLA. tr. Q - PCR Mix

* LoD: 41 organisms / mL (nudc tiéu dau), 49 organisms / mL (dich tim bong ¢
tr cung-am dao)

* Do nhay: 98%

*Po dac hiéu: 100%

* Quy cach: 4 dng x 540 pL - twong dwong 96 test trén hé thong ELITE InGenius

hodc 100 test trén cAc hé thdno khie




* CHLAMYDIA tr. ELITe Positive Control duoc str dung lam kiém chimg dwong
tinh trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién DNA cuta
Chlamydia trachomatis (C. trachomatis). San pham nay sir dung phit hop cho may
ELITE InGenius tir ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan:

CHLA. tr. gen. - Positive Control

529 E;Z;ngcggin CHLAMYDIA CHLA. tr. pl. - quitive Control . ) ) Hop
* Thoi gian luu ket qua: 15 ngay/lan (d6i voi hé thong ELITE InGenius)
* Quy cach:
CHLA. tr. gen. - Positive Control: 2 éng x 160 uL
CHLA. tr. pl. - Positive Control: 2 éng x 160 uL
Tuong dwong 8 lan phén tich (d8i v6i hé théng ELITE InGenius) hodc 12 lan phén
tich (d6i véi cac hé théng khac)

HIZH RISK TPV ELITC FdICH Id IOV XCUITENICIIT KITUCCIT Adl dXIU TTUCICIC TCAT UITIC
dinh tinh da tac nhan dé phét hién va phan bi¢t DNA cua 14 loai vi-rit Papilloma
nguy co cao & ngudi trong cac mau DNA dwoc tach chiét tir cac mau cb tir cung.
Xét nghiém xéc dinh cu thé cac loai HPV16 va HPV18 déng thoi phat hién cac
loai nguy co cao con lai (31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66 va 68). San
phim nay st dung phti hgp cho may ELITE InGenius tir ELITechGroup S.p.A. v
céc hé théng mé khac
* Thanh phén:
Bo xét nghiém chin dodn virus | L3 HPV Reaction Mix
530 |, ° ) HR-HPYV Probe Mix Hop

human papillomavirus HPV

HR-HPV Positive Control

*PJ nhay: 100%

* Do dac hi¢u: 100% cho HPV16, HPV18S; 98.9 % cho HR-HPV.

* Quy céch:

HR-HPV Reaction Mix: 3 éng x 550 pL,

HR-HPV Probe Mix: 3 éng x 320 uL,

HR-HPV Positive Control: 2 éng x 100 pL

Tuong duong 96 test trén hé théng ELITECH InGenius hodc 100 test trén cac hé

thAng Lha




HSV 1&2

PCR Mix: 8
* HSV 1&2 ELITe MGB® Kit 1a mot xét nghiém chan doan in vitro dinh tinh dwa | éng x 280 pL,
trén phan tng chudi polymerase (PCR) thoi gian thuc dé phat hién va phén biét HSV 1&2
DNA cua vi-rat Herpes Simplex 1 va 2 (HSV1 va HSV2) trong tam bong bénh Negative
ph?im tdn thuong da hodc ni€m mac tir bénh nhéan co d4u hiéu va triéu chung Control: 2 6ng
nhiém HSV1 hodc HSV2. San phim nay sir dung phit hop cho may ELITE x 1800 pL,
InGenius tir ELITechGroup S.p.A. va cac hé thong mé khac HSV 1&2
. n 2 L. * Thanh phan: HSV 1&2 PCR Mix, HSV 1&2 Negative Control, HSV 1&2 Internal
B0 xét nghiém chan doan virus o £ A
531 Herpes Simplex | & 2 (HSV1&2) Internal Control, Sample Dilution Buffer. Control: 8 ong | Hop
* Quy cach: x 160 pL
HSV 1&2 PCR Mix: 8 éng x 280 uL, HSV 1&2
HSV 1&2 Negative Control: 2 éng x 1800 pL, Positive
HSV 1&2 Internal Control: 8 éng x 160 pL Control: 2 ng
HSV 1&2 Positive Control: 2 éng x 1800 uL x 1800 uL
Sample Dilution Buffer: 8 éng x 1000 puL Sample
Tuong dwong véi 96 test d6i voi hé théng ELITE InGenius. Dilution
Buffer: 8 éng
x 1000 pL
* Macrolide - R’/MG ELITe MGB® Kit [a mot phan cua xet nghieém khuech dai
thoi gian thyc axit nucleic dinh tinh dé phét hién DNA cta Mycoplasma
genitalium va dé xac dinh cic dot bién chinh lién quan dén khang Macrolide. San
phim nay str dung phti hgp cho may ELITE InGenius tir ELITechGroup S.p.A. v
B0 xét nghiém chan doan céc h§ théng md khic
532 M'ycoplasmz; genitalium * Thanh phan: R/MG PCR Mix: 4 x 280 pL Hop
* LoD: 247 organisms/mL
*PJ nhay: 100%
* P ddc hi¢u: 100%
* Quy cach: 4 dng x 280 pL - trong dwong v6i 48 test trén hé théng ELITE
InGenins
* Macrolide - R/MG Positive Control dugc sir dung 1am kiém chimg duong tinh
trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién DNA cua
Mycoplasma genitalium. San pham nay st dung phu hop cho may ELITE
533 Kiém chuin Mycoplasma InGenius v% ELI”l:E BeGenius tir ELITechGroup S.p.A. v cac hé théng mé khac 3 6ng x 160 Hép
genitalium duong tinh * Thanh phan: Mau chung duong R/MG Positive Control ulL ;

* Thoi gian luu két qua: 15 ngay/lan (d6i v6i hé thong ELITE InGenius)
* Quy cach: 3 dng x 160 pL - twong duong 12 14n phén tich trén hé thong ELITE
InGenius
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Bo xét nghiém chan doéan 4 loai vi
khuén lay truyén qua dudng tinh
duc

* STI PLUS ELITe MGB® Kit 1a mot phan cta xét nghiém khuéch dai axit
nucleic thoi gian thyuc dinh tinh da tac nhan dé phat hién DNA ctia Chlamydia
trachomatis, Neisseria gonorrhoeae, Mycoplasma genitalium va Trichomonas
vaginalis. San pham nay st dung pht hop cho may ELITE InGenius va ELITE
BeGenius tir ELITechGroup S.p.A. va cic hé théng mé khac

* Thanh phan: STI PLUS PCR Mix: 8 x 280 uL

* LoD (organisms/mL): C. trachomatis: 21; N. gonorrhoeae: 59; M. genitalium:
244; T. vaginalis: 17

* P nhay:

Mau nudc tiéu dau: 98% cho C. trachomatis, 97.2% cho N. gonorrhoeae, 98.7%
cho M. genitalium, 100% cho T. vaginalis.

M&u phét cd tir cung-am dao: 99% cho C. trachomatis, 100% cho N. gonorrhoeae
va M. genitalium, 98.4% cho T. vaginalis.

*Po dac hiéu: 100%

* Quy cach: 8 dng x 280 L - twong dwong 96 test trén hé thong ELITE InGenius
va ELITE BeGenius.

535

Kiém chuén 4 loai vi khudn lay
truyén qua dudng tinh duc duong
tinh

* STI PLUS ELITe Positive Control dugc sir dung dé kiém ching duong tinh
trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién DNA cia
Chlamydia trachomatis, Neisseria gonorrhoeae, Mycoplasma genitalium va
Trichomonas vaginalis. San phim nay st dung phii hop cho may ELITE InGenius
va ELITE BeGenius tir ELITechGroup S.p.A. va cac hé théng mé khac

* Thanh phén: MAu chimg duong STI PLUS Positive Control

* Thoi gian lwu két qua: 15 ngay/l1an (d6i voi hé théng ELITE InGenius)

* Quy cach: 3 dng x 160 L - twong dwong 12 1an phan tich trén hé théng ELITE
InGenius va ELITE BeGenius

3 6ng x 160
ns

536

B6 kit chan doan C. difficile

*C. difficile ELITe MGB® Kit 1a mét phan ciia phén tng khuéch dai axit nucleic
dinh tinh da tac nhan dé phat hién gen doc 6 A va B cua Clostridium difficile (C.
difficile) gay doc, bao gdm dong géy dich siéu vi NAP1/B1/027, trong DNA tich

chiét tir mau phén 16ng hodc khéng tao hinh. San phdm nay nham muc dich hd trg
chén doan C. difficile gy doc, két hop voi cac yéu td nguy co 1am sang va dich t&
hoc. San phdm nay sir dung phi hop cho may ELITE InGenius tir ELITechGroup

S.p.A. va cic hé théng md khac

* Thanh phan: C. difficile PCR Mix

* LoD: 10 copies / 10 pLL

* Do nhay: 100%

*Po dac hiéu: 97.8%

* Quy cach: 4 dng x 540 pL - twong dwong 96 test trén hé thong ELITE InGenius

hodc 100 test trén cac hé théng khac.
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Kiém chuan virus C. difficile
duong tinh

*C. difficile ELITe Positive Control st dung lam mau kiém chung duwong cho
phan tmg khuéch dai axit nucleic dinh tinh da tic nhan phat hién DNA ctia gen
doc t6 A va B cua Clostridium difficile (C. difficile) gay doc véi C. difficile
ELITe MGB® Kit. San phim nay st dung phii hop cho may ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

*Thanh phan: MAu chimg dwong C. difficile Positive Control, 1a dung dich
plasmid DNA én dinh. Plasmid chira vung gen dac hi¢u cho doc td A va B cua C.
difficile.

* Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

* Quy céch: 2 éng x 160 pL - trong duong 8 lan phan tich (d6i voi hé thng
ELITE InGenius) hodc 16 13n nhan tich (d8i véi cAc hé théne khic)

2 6ng x 160
uL
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B6 xét nghiém chin doan di
truyén gen khang khéng sinh
Colistin (mcr-1 & 2)

*Colistin-R ELITe MGB® Kit 14 san pham cho phan tmg khuéch dai axit nucleic
dinh tinh dé phat hién va x4c dinh gen di truyén khang Colistin mer-1 va mer-2
cua Enterobacteriaceae trong mau bénh phém. Xét nghiém phai duoc thuc hién
v6i hé théng ELITE InGenius véi mau phét tryc trang. San phdm duogc ding dé
hd trg chén doan cac trudng hop nhidm Enterobacteriaceae dwong tinh véi gen
khang Colistin di truyén, cing véi dit liéu 14m sang ctia bénh nhan va cac két qua
xét nghiém khéc trong phong xét nghiém. San pham nay sir dung phit hop cho may
ELITE InGenius tir ELITechGroup S.p.A. va cac hé théng mé khac

* Thanh phin: COL PCR Mix

* LoD (CFU/mL): mer-1: 32; mer-2: 50

*PQJ nhay: 100%

*Po dac hiéu: 98% cho mer-1 va 100% cho mer-2

* Quy céch: 4 dng x 280 L - trong duwong 48 test trén hé théng ELITE InGenius.
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Kiém chuén gen khang khang sinh
Colistin duong tinh (mer-1 & 2)

*Colistin-R ELITe Positive Control dung lam mau kiém chirng dwong cho phan
ung khuéch dai axit nucleic dinh tinh dé phat hién va xac dinh DNA cua gen
khang Colistin mer-1 va mer-2 cuia Enterobacteriaceae voi Colistin-R ELITe
MGB® Kit. San phdm nay sir dung phti hop cho méy ELITE InGenius tir
ELITechGroup S.p.A. va céc hé théng md khac

*Thanh phan: COL Positive Control, 14 dung dich plasmid én dinh. Plasmid chira
ving ciia cac gen di truyén khang Colistin mer-1 va mer-2.

* Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

* Quy cach: 3 éng x 160 pL - trong dwong 12 14n phan tich trén hé théng ELITE
InGenius

3 6ng x 160
pL
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B6 kit chin doan CRE

*CRE ELITe MGB® Kit 1a san phdm cho phan tmg khuéch dai axit nucleic dinh
tinh dé phét hi¢n DNA cua gen khang carbapenem KPC, NDM, VIM, IMP, OXA-
48-like* ciia Enterobacteriaceae trong DNA tach tir mau phét tryc trang va céy
méu. San phim dugc ding dé chén doan va sang loc cac bénh nhiém tring
Enterobacteriaceae duong tinh véi gen khang carbapenem, két hop véi dit liéu 1am
sang cua bénh nhén va cac két qua xét nghiém khac trong phong xét nghiém. San
phim nay ciing twong thich v&i cac mau DNA dugc tach tir cic méi trwong phan
1ap nuodi céy dé xéac dinh dic diém cua Enterobacteriaceae duong tinh vdi cac gen
khang carbapenem. San phim nay sir dung phit hop cho may ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac
* Thanh phan: CRE PCR Mix
* LoD (CFU/mL):

+ KPC (C. freundii, UCLA 14-13-A2): 99

+ NDM (E. coli, ATCC BAA-2469): 144

+ VIM (K. pneumoniae, NCTC 13439): 399

+ IMP (E. coli, NCTC 13476): 273

+ OXA-48 (E. coli, ATCC BAA-2523): 300

+ OXA-181 (K. pneumoniae, IMI 18): 179
*PQJ nhay: 100%
* Po dic hidu: miu phét truc trang: 100%; mau céy mau: 96%
* Quy cach: 8 éng x 280 L - twong duwong 96 test trén hé théng ELITE InGenius.

541

Kiém chuén CRE duong tinh

*CRE ELITe Positive Control dung lam méu kiém chung dwong cho phan tng
khuéch dai axit nucleic dinh tinh phat hién DNA cua gen khang carbapenem KPC,
NDM, VIM, IMP, OXA-48-like cuia Enterobacteriaceae vdi CRE ELITe MGB®
Kit. San phim nay str dung phi hop cho may ELITE InGenius tir ELITechGroup
S.p.A. va cac hé théng md khac

*Thanh phan: MAu chimg dwong CRE Positive Control, 14 dung dich plasmid én
dinh. Plasmid chtra viing cta cac gen khang carbapenem KPC, NDM va OXA.

* Thoi gian lwu két qua: 15 ngay/ln (d6i voi hé théng ELITE InGenius)

* Quy cach: 3 éng x 160 pL - trong dwong 12 14n phan tich trén hé théng ELITE
InGenius.

3 6ng x 160
pL




*ESBL ELITe MGB® Kit 12 san phdm cho phén tmg dinh tinh khuéch dai axit
nucleic real time da tac nhan dé phat hién DNA cua gen Extended Spectrum Beta-
Lactamase CTX-M-1, CTX-M-9, CTX-M-14 va CTX-M-15* cta
Enterobacteriaceae trong DNA tach chiét tir mau phét tryc trang va cdy mau. San
phim dugc dung d& chén doan va sang loc cac bénh nhiém tring enterobacteria
duong tinh vdi gen Extended Spectrum Beta-Lactamase, két hop voi dir li¢u 1am
sang cua bénh nhén va cac két qua xét nghiém khac trong phong xét nghiém. San
phim nay ciing twong thich dé x4c dinh dic tinh ciia Enterobacteriaceae duong
tinh véi gen Extended Spectrum Beta-Lactamase trong cic miu DNA duoc tach
chiét tir méi trrdng phan 14p nudi cdy. San pham nay sir dung phit hop cho may

542 |BO kit chan doan ESBL ELITE InGenius tit ELITechGroup S.p.A. va cac hé théng m¢o khac Hop
* Thanh phin: ESBL PCR Mix
* LoD (CFU/mL):
+ CTX-M-1 (E. coli, DICON-091): 55
+ CTX-M-9 (E. coli, DICON-055): 29
+ CTX-M-14 (E. coli, DICON-045): 273
+ CTX-M-15 (E. coli, NCTC13400): 36
* P nhay: 99.5%
* Do dac hi¢u: 97.8%
* Quy cach: 8 éng x 280 L - twong duwong 96 test trén hé théng ELITE InGenius.
*ESBL ELITe Positive Control dung lam méu kiém chiing dwong cho phan tmg
khuéch dai axit nucleic dinh tinh phat hién DNA ciia gen Extended Spectrum Beta-
Lactamase (ESBL) CTX-M-1, CTX-M-14, CTX-M-15 va CTX-M-9 cta
Enterobacteriaceae v6i ESBL ELITe MGB® Kit. San phim nay str dung phu hop
543 |Kiém chun ESBL duong tinh cho méay ELITE InGenius tir ELITechGroup S.p.A. v céc hé théng mé khac 3 éng x 160uL| Hop

*Thanh phan: ESBL Positive Control, 14 dung dich plasmid DNA én dinh.
Plasmid chira viing gen Extended Spectrum Beta-Lactamase (ESBL) CTX-M-15.
* Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

* Quy céch: 3 dng x 160uL - twong dwong 12 14n phan tich trén hé théng ELITE
InGenius.
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B6 kit chén doan tu cdu vang/ tu
ciu vang khang Methicillin
(MRSA/SA)

*MRSA/SA ELITe MGB® Kit 1a mot phin ciia phan tmg khuéch dai axit nucleic
dinh tinh dé phat hién Staphylococcus aureus (SA) va Staphylococcus aureus
khang methicillin (MRSA, bao gdm dong mecC m&i phét hién gan déy) trong
DNA tach chiét tir mau phét miii va cdy mau. San phim nay nhim muc dich hd tro
phong ngira va kiém soat nhidm tring MRSA va nham hd trg chin doan nhiém
tring MRSA. San phim nay sit dung phut hop cho may ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan: MRSA/SA PCR Mix

* LoD: 20 copies/10 pL DNA

* P nhay: 96% cho MSSA va 99% cho MRSA

M?&u phét miii: 93% cho MSSA va 98% cho MRSA

M&u cay méau: 100%

*Po dac hiéu: 100%

* Quy cach: 4 dng x 540 pL - twong dwong 96 test trén hé thong ELITE InGenius
hodc 100 test trén cac hé théng khac.

545

Kiém chuin MRSA/SA dwong tinh

*MRSA/SA ELITe Positive Control ding lam miu kiém chig duong cho phan
tmg khuéch dai axit nucleic dinh tinh dé phat hién DNA ciia Staphylococcus
aureus (SA) va Staphylococcus aureus khang methicillin (MRSA, bao gdom dong
LGA251) v6i MRSA/SA ELITe MGB® Kit. San pham nay st dung pht hop cho
méy ELITE InGenius tir ELITechGroup S.p.A. va cac hé thong mé khac

*Thanh phan: Miu ching duong MRSA/SA Positive Control, LGA251/SA
Positive Control, 1a dung dich plasmid 6n dinh. Mot dung dich plasmid chira mot
vung gen ddc hiéu Staphylococcus Aureus va mot ving gen mecA; dung dich
plasmid con lai chira cing mét vung gen déc hiéu Staphylococcus Aureus va mot
vung gen mecC.

* Thoi gian luu két qua: 15 ngay/lan (d6i v6i hé thong ELITE InGenius)

* Quy cach:

MRSA/SA Positive Control: 2 dng x 160 uL

LGA251/SA Positive Control: 2 éng x 160 pL

Tuong dwong 10 1an phan tich (d6i v6i hé thong ELITE InGenius) hodc 24 lan
phan tich (d6i véi cac hé théng khac).




B6 kit chin doan vi khudn viém

* Meningitis Bacterial ELITe MGB® Kit la san pham cho phan tng khuéch dai
aixt nucleic dinh tinh da tac nhan dé phat hién va xac dinh DNA cua Neisseria
meningitidis, Streptococcus pneumoniae, Haemophilus influenzae va
Haemophilus influenzae type B trong miu 1am sang. Xét nghiém da dugc xac
thyre voi mau dich nio tay (CSF) va mau mau toan phan thu thap trong EDTA.
San phim dugc ding dé chén doan nhiém tring hé thng va hé thin kinh trung
wong, két hop vai dit liéu 1am sang ciia bénh nhan va cac két qua xét nghiém khac
trong phong thi nghiém. San phdm nay sir dung pht hop cho méay ELITE InGenius
tir ELITechGroup S.p.A. va cac hé théng mé khac
* Thanh phdn: MB PCR Mix
* LoD (vi khudn/mL):

+ CSF: N. meningitidis: 34, S. pneumoniae: 34, H. influenzae: 95 va H.
influenzae type B: 66

546 mang ndo + Méu toan phan: N. meningitidis: 56, S. pneumoniae: 189, H. influenzae: 172 Hop
va H. influenzae type B: 77
* P nhay:
+ CSF: 100% véi N. meningitidis, S. pneumoniae, H. influenzae va H.
influenzae type B
+ Méu toan phan: 100% véi N.meningitidis, S. pneumoniae va H. influenzae
type B va 96.0% véi H. influenzae
*Po dac hidu:
+ CSF: 100% véi N. meningitidis, H. influenzae va H. influenzae type B va
99.3% véi S. pneumoniae
+ Méu toan phan: 100% véi N. meningitidis va H. influenzae type B, 97.3%
cho S. pneumoniae va 98.0% véi H. influenzae
* Quy céch: 8 éng x 280 uL - twong dwong 96 test trén hé théng ELITE InGenius.
*Meningitis Bacterial ELITe Positive Control str dung lam kiém chimg dwong tinh
trong cac xét nghiém khuéch dai axit nucleic da tc nhan dinh tinh dé phat hién va
xac dinh DNA cua Neisseria meningitidis, Streptococcus pneumoniae,
Haemophilus influenzae va Haemophilus influenzae loai B voi «Meningitis
Bacterial ELITe MGB® Kit». San phdm nay st dung phu hop cho may ELITE
InGenius tir ELITechGroup S.p.A. vi cac hé thong mé khac
547 Kiém chuan vi khun viém mang |*Thanh phan: Miu ching duong MB Positive Control, 1 dung dich plasmid 6n 3 6ng x 160 Hép
ndo duong tinh dinh. Plasmid chira viing ctia cac gen: ctrA cho Neisseria meningitidis, lytA cho ns ’

Streptococcus pneumoniae, fucK cho Haemophilus influenzae va besB cho
Haemophilus influenzae type B.

* Thoi gian luu két qua: 15 ngay/lan (d6i v6i hé thong ELITE InGenius)

* Quy cach: 3 dng x 160 pL - trong dwong 12 1an phan tich trén hé théng ELITE
InGenius.




B0 kit chan doan virus viém mang

~VICTINZIS VIral Z ECTTC MGB® Pancl 12 Safl phaim cNo Xet NZNICI KIUSCH aar
axit nucleic dinh tinh dé phat hién DNA va RNA cua gen enterovirus,
parechovirus va adenovirus trong cac mau dich no tity (CSF). San phdm dugc
dung d& chin doan nhiém enterovirus, parechovirus va adenovirus, két hop véi di
lidu 1am sang ctia bénh nhan va cac két qua xét nghiém khac trong phong thi
nghiém. San phdm nay sir dung phit hop cho may ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan: MV2 primer and probe mix, MV2 buffer mix, MV2 enzyme

548 |ndo (enterovirus, parechovirus & |* LoD (copies/mL): Enterovirus (EV), Parechovirus (HPeV): 2500; Adenovirus Hop
adenovirus ) (HAdV): 1250
* Do nhay: 100%
*Po dac hiéu: 100%
* Quy cach:
MV2 primer and probe mix: 2 éng x 90 uL
MV2 buffer mix: 2 éng x 750 pL
MV2 enzyme: 2 éng x 60 pL
Tarona divona OF toct trdn ha thana ETTTE InCGoning
*Meningitis Viral Z ELITe Positive Control dung lam mau ki€m chirng duong cho
phan tmg khuéch dai axit nucleic dinh tinh dé phat hién gen dic hiéu cua
enterovirus, parechovirus va adenovirus vé6i Meningitis Viral 2 ELITe MGB®
Panel. San phdm nay sir dung phti hgp cho may ELITE InGenius tir
Kiém chun virus viém mang no ELITechGroup S.p.A. va céc hé théng mé khic _ . ,
549 |dwong tinh (enterovirus *Thanh phan: Mau ching duqng MV2 Positive Control, 1a dung dich plasmid on 2 6ngx 120 Hop
) dinh. Plasmid chira viing khuéch dai cac gen dac hiéu cia enterovirus, ne ;

parechovirus & adenovirus )

parechovirus va adenovirus.

*Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

*Quy cach: 2 éng x 120 pL - trong dwong 12 1in phén tich trén hé théng ELITE
InGenius




B0 kit chan doan virus viém mang

* Meningitis Viral ELITe MGB® Panel 14 xét nghiém khuéch dai axit nucleic
dinh tinh da tac nhan dé phat hién DNA cta vi rit herpes simplex 1 va 2 (HSV1
va HSV2) va gen déc hiéu cua vi rit varicella zoster (VZV) trong dich nao tiy
(CSF). San pham nay dugc ding dé chén doan nhidm vi-rat herpes simplex 1 & 2
va vi-rut varicella zoster ctng voi dit liéu 1am sang ctia bénh nhan va cac két qua
xét nghiém khéc trong phong thi nghiém. San pham nay str dung phti hop cho may
ELITE InGenius tir ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan: MV primer and probe mix, MV buffer mix, MV enzyme

550 | . * LoD (copies/mL): herpes simplex virus 1 (HSV1): 2500; herpes simplex virus 2 Hop
ndo (HSV1,2 & VZV) (HSV2), varicella zoster virus (VZV): 1250
*Po nhay: HSV1: 96.9%; HSV2 va VZV: 100%
*Po dac hiéu: 100%
* Quy cach:
MYV primer and probe mix: 2 éng x 90 pL
MYV buffer mix: 2 éng x 750 uL
MV enzyme: 2 éng x 60 pL
Tuong dwong 96 test trén hé thong ELITE InGenius
*Meningitis Viral ELITe Positive Control ding lam mau kiém chimg dwong cho
phan tmg khuéch dai axit nucleic dinh tinh dé phat hién DNA ciia herpes simplex
virus 1 va 2 (HSV1 va HSV2) va gen dic hiéu cua varicella zoster virus (VZV)
v&i Meningitis Viral ELITe MGB® Panel. San phdm nay sir dung phit hop cho
Kiém chuén virus viém mang nio may ELITE InGeinius tir ELITechGroup S.p.A. va cac hé thdng mé khac i 2 éng x 120
551 duong tinh (HSV1,2 & VZV) *Thanh phan: Mau chiing duong MV Positive Control, l1a dung dich plasmid 6n uL Hop
’ dinh. Plasmid chira cac viung khuéch dai cta virus herpes simplex 1, virus herpes
simplex 2 va cac gen dac hi€u cua virus varicella zoster.
*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)
*Quy cach: 2 dng x 120 pL - twong duong 12 1an phén tich trén hé théng ELITE
InGenius
* Bordetella ELITe MGB® Kit 1a xét nghiém khuéch dai axit nucleic dinh tinh da
tac nhan dé phat hién va dinh danh DNA ciia Bordetella pertussis (BP), Bordetella
parapertussis (BPP) va Bordetella holmesii (BH) trong c4c miu bénh phim lam
sang. San phim nay str dung phti hop cho may ELITE InGenius tir ELITechGroup
Ay 1R . 2 S.p.A. va cac hé thong mé khac
557 B0 kit chan dodn vi khuan * Thanh phin: BORD PCR Mix Hop

Bordetella

* LoD: B. pertussis (12CFU/mL), B. parapertussis (11CFU/mL), B. holmesii
(12CFU/mL)

*PQJ nhay: 100%

* P dac hi¢u: B. pertussis / B. holmesii (100%), B. parapertussis (98.8%)

*Quy céch: 8 dng x 280 L - twong dwong 96 test trén hé théng ELITE InGenius
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Kiém chudn vi khun Bordetella
duong tinh

* Bordetella ELITe Positive Control [a san pham dugc st dung dé lam kiém chung
duong trong xét nghi¢m khuéch dai axit nucleic dinh tinh da tac nhan dé phét hién
va dinh danh DNA cua Bordetella pertussis, Bordetella parapertussis va
Bordetella holmesii. San phdm nay st dung pht hgp cho méy ELITE InGenius tir
ELITechGroup S.p.A. va céc hé théng md khac

* Thanh phin: MAu chimg duwong BORD Positive Control.

*Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

*Quy céch: 3 éng x 160 pL - twong dwong 12 14n phan tich (d6i voi hé théng
ELITE InGenius)

3 6ng x 160
puL

554

Bo kit chan doan phirc hop vi
khuén lao Mycobacterium
tuberculosis va xac dinh d6t bién
khang thudce

* MDR/MTB ELITe MGB® Kit la mét phan cta xét nghiém khuéch dai axit
nucleic dinh tinh dé phat hién DNA phtic hgp Mycobacterium tuberculosis (M.
tuberculosis, M. africanum, M. bovis, M. canettii, M. microti, M. caprae) va dé
xac dinh cac dot bién chinh lién quan dén khang Rifampicin va/hodc Isoniazid.
Séan phédm nay sir dung pht hop cho may ELITE InGenius tir ELITechGroup
S.p.A. va cic hé théng md khac

* Thanh phan: TB1 PCR Mix, TB2 PCR Mix

* LoD:

Mau dom, miu dich rira phé quan phé nang, hit phé quan BAL/BA: 6CFU/mL;
Mau dich khoang, nuéc tiéu, sinh thiét: 20CFU/mL

* P nhay: mau dom: 100%, BAL/BA: 91.3%; nudc tiéu: 80%; sinh thiét: 90.5%;
dich khoang: 97.5%; mau hut da day: 81.8%

* D¢ ddc hiéu: miu dom: 98%; BAL/BA: 97.5%; nudc tiéu, sinh thiét, dich
khoang, miu hut da day: 100%

* Quy cach:

TB1 PCR Mix: 4 éng x 280 pL

TB2 PCR Mix: 4 éng x 280 pL

Tuong duong 48 test (d6i voi hé théng ELITE InGenius)

555

Chét chuén duong tinh phirc hop
vi khuén lao Mycobacterium
tuberculosis

* MDR/MTB ELITe Positive Control 1a san pham duoc sir dung 1a kiém ching
duong trong cac xét nghiém khuéch dai axit nucleic dinh tinh dé phat hién DNA
cua phuc hop Mycobacterium tuberculosis (M. tuberculosis, M. africanum, M.
bovis, M. canettii, M. microti, M. caprae) voi san phém «MTB EXTRA ELITe
MGB® Kit» va dé phat hién DNA ciia phitc hgp Mycobacterium tuberculosis va
dé xac dinh Mycobacteria khang Rifampicin va/hoic Isoniazid véi «<MDR/MTB
ELITe MGB® Kit». San pham nay sir dung phti hop cho méay ELITE InGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan: Mau ching duong TB Positive Control.

*Thoi gian luu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

*Quy cach: 3 dng x 160 pL - twong dwong 6 lan phan tich (d6i v6i hé thong
ELITE InGenius)

3 6ng x 160
uL




Bo kit chan doan phirc hop vi

* MTB EXTRA ELITe MGB® Kit 1a mot phin ciia xét nghiém khuéch dai axit
nucleic dinh tinh dé phat hién DNA phtic hgp Mycobacterium tuberculosis (MTB)
(M. tuberculosis, M. africanum, M. bovis, M. canettii, M. microti, M. caprae). San
phim nay str dung phut hgp cho may ELITE InGenius tir ELITechGroup S.p.A. va
cac hé théng mo khac

* Thanh phdn: MTB EXTRA PCR Mix

* LoD:

556 |khuan lao Mycobacterium Mau dom, mau dich rira phe quan phe nang, hit phé quan BAL/BA: 6CFU/mL; Hop
tuberculosis Mau dich khoang, nudc tiéu, sinh thiét: 20CFU/mL
* Do nhay: mau dom: 100%, BAL/BA: 91.3%; nudc tiéu: 80%; sinh thiét: 90.5%;
dich khoang: 97.5%; mau hut da day: 81.8%
* D¢ ddc hiéu: mau dom: 98%; BAL/BA: 97.5%; nudc tiéu, sinh thiét, dich
khoang, miu hut da day: 100%
* Quy cach: 8 dng x 280 pL - tuong dwong 96 test (d6i voi hé théng ELITE
InGenius)
~RESPITATOTy BaCIeITal ELTTC MGB® PANeT [ 10T PIEI CUd X TENTCTIT KITUSCTT
dai axit nucleic dinh tinh dé phat hién DNA cuia Legionella pneumophila,
Mycoplasma pneumoniae va Chlamydophila pneumoniae trong cac mau dudng hd
hép (BAL-Broncho-Alveolar Lavage - dich rira phé quan phé nang). San phdm
nay st dung phu hop cho may ELITE InGenius tr ELITechGroup S.p.A. va cac hé
théng mé khac
* Thanh phan: RB primer and probe mix, RB buffer mix, RB enzyme
Bo kit chan doan vi khuan dudng * LoD: (copies/mL) .
N . Mycoplasma pneumoniae (Mpneu): 625 R
557 [ho hap L. pneumophila, M. . . Hop
. . Chlamydophila pneumoniae (Cpneu): 1250
pneumoniae, C. pneumoniac Legionella pneumophila (Lpneu): 5000
* Do nhay: 100%
*Po dac hiéu: 100%
* Quy cach:
RB primer and probe mix: 2 ng x 90 uL
RB buffer mix: 2 éng x 750 pL
RB enzyme: 2 dng x 60 uL
Torone dirona QA tact (FAi At ha thAng B ITE TnCanine
* Respiratory Bacterial ELITe Positive Control duoc su dung la mau kiem chimg
duong cho xét nghi¢m dinh tinh khuéch dai axit nucleic dé phét hién DNA cua
Kiém chuén vi khuén duomg ho gen ddc h_iéu L?gionilla Rneufnophila, 1\‘/choplasma Pneumoniae va Chlat:nydia
hép L. pneumophila, M. pneumoniae. San pham 1‘1ay, s Eiunig phu hop ?ho may ELITE InGenius cua 2 éng x 120 )
558 . . ELITechGroup S.p.A. va cac hé thong md khac Hop
pneumoniae, C. pneumoniae pL

duong tinh

* Thanh phin: MAu chimg duong RB Positive Control.

* Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)

* Quy céch: 2 éng x 120 pL - trong dwong 12 14n phan tich (di v6i hé théng
ELITE InGenius)
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Bo kit chan doan virus duong ho
hép

RCSPITAIOry virdl FLUS ELTTC MUD® KIUId THOU PIdIT CUd XCUITZIICTIT PIIICTI
ma nguoc va khuéch dai axit nucleic dinh tinh da tac nhan dé phat hién va xac
dinh RNA ciia Virus Cum A (FluA), Virus Cim B (FluB), Virus hop bao hé hip
(RSV) va Metapneumovirus & ngudi (h(MPV) trong cac mau lam sang. San phim
nay st dung phu hop cho may ELITE InGenius tr ELITechGroup S.p.A. va cac hé
théng mé khac
* Thanh phan: RV PLUS PCR Mix, RT EnzymeMix
* LoD (copies/mL):

Mau phét dich hé hip: FluA: 433; FluB: 409; RSV: 359; hMPV: 333

Mau dich rira phé quan phé nang BAL: 500

* P nhay:

M?au phét dich ho hap: FluA: 95.6%; FluB, hMPV: 100%; RSV: 98.4%

M?u dich rira phé quan phé nang BAL: FluA: 96.5%; FluB: 97.7%; RSV, hMPV:
100%

*Po dac hiéu: 100%

* Quy cach:

RV PLUS PCR Mix: 4 éng x 600uL

RT EnzymeMix: 2 éng x 20uL

560

Kiém chuén virus duong hé hip
duong tinh

Taxoma divona OF toct L3081 5 ha thdnag DT ITE Tn(asn AY

* Respriratory Viral PLUS - ELITe Positive Control dugc su dung nhu kiém chiung
duong trong cac xét nghiém phién ma nguoc va khuéch dai axit nucleic dinh tinh
da tac nhan dé phat hién RNA ciia Virus Cim A (FluA), Virus Ciim B (FluB),
Virus hop bao hé hip (RSV) va Metapneumovirus & ngudi (h(MPV). Séan pham
nay su dung phu hgp cho may ELITE InGenius tr ELITechGroup S.p.A. va cac h¢
théng mo khac

* Thanh phén: MAu chimg duong RV PLUS Positive Control

* Thoi gian lwu két qua: 15 ngay/ln (d6i voi hé théng ELITE InGenius)

* Quy céch: 3 éng x 160 pL - trong dwong 12 14n phan tich (déi v6i hé théng
ELITE InGenius)

3 6ng x 160
puL
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B0 xét nghiém dinh lugng virus
SARS-CoV-2

* SARS-CoV-2 ELITe MGB® Kit 1a mot phan cua xét nghiém phién ma nguoc va
khuéch dai axit nucleic dinh tinh va dinh luong da tac nhan dé phat hién RNA b
gen cua Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2)
(Coronavirus gy hoi chimg ho hép cép tinh ning), trong mau bénh phdm ciia dbi
tuong c6 kha niang mic bénh, nghi ngd méc bénh hodc da nhidm vi rat. San phim
nay st dung phu hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan:

CoV-2 PCR Mix

RT EnzymeMix

* LoD: 395 IU/mL (mau phét dich hé hip trong UTM)

* P nhay:

M?&u phét dich ho hap trong UTM: 100%

M?&u phét dich ho hap trong eSWAB: 97.8%

Mau nuéce bot: 92.2%

*Po dac hiéu:

M?&u phét dich hé hap trong UTM: 100%

M&u phét dich ho hap trong eSWAB: 95.6%

Mau nuée bot: 100%

* Quy cach:

CoV-2 PCR Mix: 5 éng x 1200 pL,

RT EnzymeMix: 5 dng x 20 uL

Tuong dwong 240 test ddi v6i cac hé théng ELITE InGenius, ELITE BeGenius va
céc hé thdng khéc.
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B0 xét nghiém dinh lugng virus
SARS-CoV-2

* SARS-CoV-2 ELITe MGB® Kit 1a mot phan cua xét nghiém phién ma nguoc va
khuéch dai axit nucleic dinh tinh va dinh luong da tac nhan dé phat hién RNA b
gen cua Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-CoV-2)
(Coronavirus gy hoi chimg ho hép cép tinh ning), trong mau bénh phdm ciia dbi
tuong c6 kha niang mic bénh, nghi ngd méc bénh hodc da nhidm vi rat. San phim
nay st dung phu hop cho may ELITE InGenius va ELITE BeGenius tir
ELITechGroup S.p.A. va cic hé théng md khac

* Thanh phan:

CoV-2 PCR Mix

RT EnzymeMix

* LoD: 395 IU/mL (mau phét dich hé hip trong UTM)

* P nhay:

M?&u phét dich ho hap trong UTM: 100%

M?&u phét dich ho hap trong eSWAB: 97.8%

Mau nuéce bot: 92.2%

*Po dac hiéu:

M?&u phét dich hé hap trong UTM: 100%

M&u phét dich ho hap trong eSWAB: 95.6%

Mau nuée bot: 100%

*Quy cach:

CoV-2 PCR Mix: 2 éng x 1200 pL,

RT EnzymeMix: 2 ng x 20 uL

Tuong dwong 96 test d6i voi hé théng ELITE InGenius, ELITE BeGenius va cic
hé thong khéc.
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Kiém chuin virus SARS-CoV-2
duong tinh

*DSARS-CoV-2 ELITe Positive Control dugc su dung lam kieém chung duong
trong cac xét nghiém khuéch dai axit nucleic dinh tinh va dinh lugng da tac nhan
dé phat hién RNA cua Severe Acute Respiratory Syndrome Coronavirus 2 (SARS-
CoV-2) (Coronavirus gay hoi ching hé hip cip tinh ning). San phdm nay sir dung
pht hgp cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup S.p.A.
va cac hé thong mé khac

* Thanh phan: Mau ching duong CoV-2 Positive Control

* Thoi gian luu két qua: 15 ngay/lan (dbi v6i hé thong ELITE InGenius va ELITE
BeGenius)

* Quy cach: 3 dng x 160 pL - tuong dwong 12 1an phan tich (d6i v6i hé thong
EILITE InGenins EIITE ReGenius va cic hé thane khac)

3 6ng x 160
puL




* SARS-CoV-2 ELITe Standard dugc st dung lam chét chuin dinh luong DNA

d3 biét s6 lugng trong cac xét nghiém khuéch dai axit nucleic dinh lwong dé phat Cov-2Q-
A e \ . . PCR Standard
hién va dinh luong RNA ctia Severe Acute Respiratory Syndrome Coronavirus 2 1075: 2 dne x
(SARS-CoV-2) (Coronavirus gay hoi chimg hé hip cép tinh ning). San phim nay 160 Lg
st dung phtt hop cho may ELITE InGenius va ELITE BeGenius tir ELITechGroup CoV 2“ Q
S.p.A. va céc hé théng mé khac > Cl‘{ Stendard
* Thanh phin: 4 dung dich plasmid én dinh dé biét ndng d6 CoV-2 Q - PCR LM 3 & "
Chat chudn dinh luong virus Standard l6ouL.
564 ¥ g * Thoi gian luu két qua: 60 ngay/lan (d6i v6i hé théng ELITE InGenius va ELITE # Hop
SARS-CoV-2 . CoV-2Q -
BeGenius)
. PCR Standard
* Quy céch: 10°3: 2 én
CoV-2 Q - PCR Standard 10"5: 2 éng x 160pL 160 OLg X
CoV-2 Q - PCR Standard 10%4: 2 ng x 160uL CoV ZMQ
CoV-2 Q - PCR Standard 10*3: 2 ng x 160uL P Cl‘{ S-tan da’ q
CoV-2 Q - PCR Standard 10*2: 2 ng x 160uL 102 2 én 3
Tuong duong 8 lan phén tich trén h¢ théng ELITE InGenius, ELITE BeGenius va $ - ong X
£ 12 A . 160uL
cac hé thong khac.
* SARS-CoV-2 Plus ELITe MGB® Kit 1a mét phan cua xét nghiém phién mi
ngugc va khuéch dai axit nucleic dinh tinh da tac nhan dé phéat hién va xac dinh
RNA cua Severe Acute Respiratory Syndrome Coronavirus 2 (Coronavirus gay
héi chig hé hap cép tinh ning SARS-CoV-2, gen ORFS va ORFlab), Vi-rat
Cum A (FluA), Vi-rat Cum B (FluB), Vi-rat Hop bao H6 hip loai A va loai B
(RSV) trong cic miu bénh phim 1am sang. San phdm nay sir dung phit hop cho
méy ELITE InGenius tir ELITechGroup S.p.A. va cac hé théng mé khac
* Thanh phin:
Bo kit chin doén virus SARS- CoV-2 PLUS PCR Mix .
565 Hop

CoV-2 va virus cum

CoV-2 PLUS RT EnzymeMix

* LoD (phét dich hé hip): 111 gEq/ mL (SARS-CoV-2, FluA va RSV) va 333
gEq/mL (FluB)

* Do nhay: 100% (SARS-CoV-2, FluA) va 98.2% (FluB) va 96.3% (RSV)

* Do dic hiéu: 100% (SARS-CoV-2, FluB va RSV) va 98.9% (FluA)

* Quy cach:

CoV-2 PLUS PCR Mix: 2 éng x 1200 pL,

CoV-2 PLUS RT EnzymeMix: 1 ng x 80 pL

Tuong dwong v6i 96 test trén hé théng ELITE InGenius.




* SARS-CoV-2 Plus ELITe Positive Control dugc sir dung lam kiém chimng duong
trong cac xét nghi¢ém phién ma nguoc va khuéch dai axit nucleic dinh tinh da tac
nhén dé phat hién RNA ctia Severe Acute Respiratory Syndrome Coronavirus 2
(Coronavirus gy hoi chirng ho hdp cAp tinh ning SARS-CoV-2, gen ORFS8 va
ORFlab), Virus cim A (FluA), Virus cim B (FluB) va Virus hgp bao hé hip loai

566 falevl? Ci“c‘e,“;lv&fr”;ns‘i‘flﬁ'cov'z A v loai B (RSV). Sin pham nay st dung phit hop cho may ELITE InGenius tir | ° O°8 i 1601 pop 2
rus eu & ELITechGroup S.p.A. v cic hé thong mé khac a
* Thanh phin: MAu chimg duong CoV-2 PLUS Positive Control
*Thoi gian lwu két qua: 15 ngay/lan (d6i voi hé théng ELITE InGenius)
* Quy cach: 3 dng x 160 pL - trong duong 12 1dn phén tich trén hé théng ELITE
InGenius.
567 |con tuyét dbi Dung méi trong phong thi nghiém cé yéu cau cao. 2.5 Lit /Chai | Chai 2
568 Nute tinh sach, khong chua Hoa chit pha mastermix, pha mi, probe 500 mL/ Chai | Chai 2
Dnase,Rnase
569 |Hoa chat khir nhiém DNA/RNA  [Hoéa chét khir nhiém DNA/RNA 250ml x 2 Bo 2
570 |Hoa chét khir nhiém RNA/DNA  [Ho6a chét khir nhidm RNA/DNA Chai 250ml | Chai 2
B0 hoa chat master mix
571 [SuperScript™ III Platinum™ One- [B6 hoa chit master mix SuperScript™ III Platinum™ One-Step qRT-PCR Kit 500 Test Hop 4
Step gRT-PCR Kit
572 |Ong PCR 0,2 mL (6ng don) 1000 cai/tui Tai 5
- Dai 4 ong 0,1ml va nap
573 |Day strip 4 éng 0.1 ml kém nép - Chll;ng.{lhan.DNase, RNase free va va khong chura chat ire ché PCR 250 strip/Tai | Tai 4
- Chat li€u: virgin polypropylene
- Tuong thich vdi may RotorGene
DPau tip co6 loc 10pl tiét trung, A, Y NP A«
574 chéng bam dinh Pau tip co loc 10ul, tiét tring 96 chiéc/hop | Hop 100
575 |Dau con c6 loc 200ul Dau tip c6 loc 200ul, tiét tring 96 chiéc/hop | Hop 300
576 |Dau con co loc 1000ul Pau con (tip) ¢ loc 1000pL — Tiét tring 96 chiéc/hop | Hop 300
'- Ong eppendorf 1.5ml day nhon, mau xanh
< n s .. |- Phuong phap tiét tring: bang dién
ly tdm 1.5ml hi ) ; ; R .
577 [Onglytam LSmlbang nhya v&i | s an - Polypropylene 500 cai/ thi | Cai 600
khoéa an toan , . Y1k L
- Sur dung ngay khong can hap khir trung
- Péng géi: 300 céiflo
578 |PCR Cassette cho phn img PCR_ Qassette cho phan ung str dung phu hop cho mdy GeneLEAD VIII tir Hop 300
Precision System Science Co., Ltd..
579 |PCR Cassette dung héa chét PCR. C.assette dung hoa chat stir dung phu hop cho may GeneLEAD VIII tir Hop 300
Precision System Science Co., Ltd..
i £z A% Hoa chat tach chiét acid nucleic cho mau bénh pham tir 200 - 400 pL , sir dung
sgo [F10a chat tach chiet mau 200-400 | | ok my MagLEAD 12gC va méy GeneL EAD VIII tir Precision System Hop 300

microlitre

Science Co., Ltd..




Héa chét tach chiét mau 1000

Hoa chat tach chiét acid nucleic cho mau bénh pham tir 1000 pL , sir dung phu

581 | . . hop cho may MagLEAD 12gC va may GeneLEAD VIII tur Precision System Hop 300
microlitre .
Science Co., Ltd..
582 |Set vat tu tiéu hao cho tach chiét S‘et vat tu tiéu hao cho '?Q tach chiét, st dung phu hop cho may magLEAD 12gC Hop 300
tr Precision System Science Co., Ltd..
Set vat tu ti€u hao cho tach chiét  |Set vat tu ti€u hao cho b tach chiét, sir dung phu hop cho may GeneLEAD VIII R
583 | . . .. . Hop 300
va PCR tir Precision System Science Co., Ltd..
Hoa chat cho may xét nghiém
VIII |nwéc tiéu ty dong Clinitek
Novus
Que thtr chuan duong tinh dung cho may phan tich nudc tiéu tu dong
Que thir ki ém tra d6 chu in duong Thanh phafn: Glu.cose; crystalline plhrubln; sodium methyl aceto.acetate; bqvme
) . , . .. |hemoglobin; bovine serum albumin; 5-(4-sulfobutoxy)-2-methylindole sodium R R
584 |tinh dung cho may phan tich nudc . . 25 test/ Hop | Hop 5
tidu tw don salt; sodium nitrite; protease (fungal)
U twdong Nhiét d6 bao quan: Nhi¢t do phong
San xuét dat tiéu chuan chit luone: ISO 13485:2016
Que thir kiém tra o chudn 4m Qufz thr cPuan am t¥nh dung cho méy phan t.1ch nuo.c tle:.u tw d(:)ng .
) . , . . |Thanh phan: Potassium phosphate monobasic and dibasic; sodium chloride; urea R R
585 [tinh dung cho may phan tich nudc nr tn 1z \ n iAot s 25 test/ Hop | Hop 5
tidu tw don Nhiét d6 bao quan: Nhi¢t do phong
v i cong San xuét dat tiéu chudn chét lugng: ISO 13485:2016
Thanh phan hoa hoc: 3.5% w/vv hexadecyltrimethylammonium hydrogen sulfate;
Dung dich rtra dung cho may xét  |3.5% w/v magnesium chloride hexahydrate; surfactant R R
386 | ghiem mue tiéu Nhiét d¢ bao quan: Nhiét do phong x26ml/ Hop | Hop >
San xuét dat tiéu chuan cht lugng: ISO 13485:2016
Mo6i hop bao gom 4 lo dung dich. Dung tich méi 1o 230 ml.
Calib 1: 0.20% w/v potassium phosphate
Dung dich hi¢u chudn xét nghiém |Calib 2: 2.00% w/v potassium phosphate
587 |ban dinh lugng dung cho méy xét |Calib 3: 0.50% w/v potassium phosphate 4x 230ml/ Hop| Hop 3
nghiém nude tiéu Calib 4: 0.01% w/v polymer beads
Nhiét d6 bao quan: Tir 2 °C dén 8 “C
San xudt dat tiéu chuin chit luone: ISO 13485:2016
Que thtr nude tiéu 12 thong s6 dung cho may phan tich nudce tiéu ty dong.
5 Lz R < Céc chi sd xét nghiém: duong, Bilirubin, Creatinine, pH, Ketone, Mau,
Que tht nudc ticu 12 thong so . S . X . . . ..
. , . . ..z |Urobilinogen, Nitrite, Bach cau, Protein, Albumin, Albumin/Creatinine, . R
588 |dung cho may phan tich nudc ticu . .. 450 test/ Hop [ Hop 150
tu don Protein/Creatinine
T dong Nhiét d6 bao quan: Nhi¢t do phong
i San xuét dat tiéu chuin chit luong: ISO 13485:2016
IX Hoa chat cho may xét nghiém

ETI-MAX 3000




589

Kit sang loc so sinh TSH

Dia phu: 2 x (12x8 giéng)

Chat chuan C0-CS5 va chét kiém tra L1-L2: 1 bao nhom
Chit lién két TSH: 1 x 300 pl

Dung dich ly trich: 1 x 55 ml

Dung dich ra: 1 x 55 ml

Co chit Chromogen: 1 x 25 ml

Dung dich ngung phan tng: 1 x 28 ml

Phim dédn: 2 cdi

192 test/hop

590

Kit sang loc so sinh 17-OHP

Dia phu: 2 x(12x8 giéng)

Chét chudn 0-5/|Chét kiém tra 1-2: 1 bao nhém
Chat lién két 17-OHP: 1 x 0.45ml

Dung dich ly trich: 1 x 55 ml

Dung dich ra: 1 x 55 ml

Dung dich co chit : 1 x 25 ml

Dung dich ngung phan tng: 1 x 28 ml

Phim dén: 2 cdi

192 test/hop

591

Kit sang loc so sinh G6PD

Dung dich ly trich: 11o (4 lo) x 40 ml
Reagent: 210 (8 10 ) x 20 ml

Color Reagent: 1 1o (4 19 ) x 40 ml
Color Booster: 110 (419 ) x 4 ml
Chét kiém tra: 1 bd (2 bd)

480 test/hop

592

Kit sang loc so sinh PKU

Chat chuan va chat kiém tra: 1 bo
Dung dich rira giai: 1 1o x 50ml
Enzyme: 1 lo x 15ml

Coenzyme: 1 lo x 15ml

Color Reagent: 1 1o x 40ml

Color Booster: 1 1o x 4ml

Duneg dich pha loang: 1 1o x 10ml

288 test/hop

593

Kit sang loc so sinh Galactose

Chat chuan va chat kiém tra: 1 bo
Dung dich ly trich: 1 1o x 50 ml
Enzyme I: 1 19 x 0.35 ml

Enzyme II: 1 1o x 1.6 ml
Coenzyme: 1 1o x 15 ml

Dung dich pha loang: 1 1o x 25 ml
Color reagent: 1 19 x 40 ml

Color Booster: 1lox 4 ml

288 test/hop

594

Kit sang loc Biotinidase

Chat chuan va chat kiém tra: 1 bo

Dung dich co chét: 10 1o x 5 ml

Dung dich ngung phan ung: 1 lo x 50 ml
Color Reagent 1: 1 1o x 20 ml

Color Reagent 2: 1 1o x 20 ml

Color Reagent 3: 1 1o x 20 ml

480 test/hop




Dfa phu: 2 dia

Chét chuan C0-C5 va chit kiém tra 1-2: 1 bo
Dung dich ly trich: 1 lo x 55 ml

Dung dich Byotinyl khang IRT: 1 lo x 0.25 ml

595 [Kit sang loc IRT Chit lién két HRP: 1 lo x 25 ml 192 test/hop | Hop 4
Dung dich rira: 2 1o x 55 ml
Co chit Chromogenic: 1 1o x 25 ml
Dung dich ngung phén ung: 1 lo x 28 ml
PDhin&dé% Sgéi dung de d au bénh ph h
. x ia da iéng dung dé dung mau bén am trong xét nghiém A R
596 |bia day U 96 gieng Chét li}é]u: Nhug'a P 5 & & p J & 1 cai/ hop Hop 100
C 2 £ bia day U 96 gieng dung dé dung mau bénh pham trong xét nghiém . R
597 |bia day phang 96 giéng Chit lizu: Nhfa Pég & £ p J g 1 cai/ hop Hop 100
Dung cu hut mau bénh pham (dau | . ., x , . , a . i A
A NP , Pau c6n hit mau, dung tich 300uL dung cho xét nghi€ém sang loc so sinh. Pat tiéu | 96 dau con/
598 |con) chuyén dung trong xét 2 £ N Khay 1,000
" . chuan chat lugng ISO 13485 hodc twong duong khay
nghiém Elisa
<00 Zil;gcii;etg gﬁ; btir)lllllgp)l::tm (dau b3 con it héa c}lét, dung tich 1100uL ding cho xét nghiém sang loc so sinh. 96 dau con/ Khay | 1,000
A . Dat tiéu chuan chat lugng ISO 13485 hoac twong duong khay ’
nghiém Elisa _
goo |G18y tham lay mau xétnghiem 150 0 44 th4m méu g6t chan em bé khi thuc hién xét nghiém sang loc so sinh. 100t/ goi | To | 5,000
sang loc so sinh
601 |Kim chich mau Kim chich mau 100 cai/hgp Cai 5,000
Dung d¢€ sang Ioc dinh tinh khang thé IgG huyét thanh khang Ancylostoma bang
phuong phap Hap thy mién dich lién két enzyme (ELISA)
Ti 1& pha lodng: 1:100, Téng thoi gian & 50 phiit & nhiét d6 phong
B¢ xét nghiém dinh tinh khang thé |22 két qud 6 bude song 450/620-650 nm
602 |IeG khing Ancylostoma (hien | o o} dw kién cho cdc chat chimg 1a: 96 tests/ hop | Hop 6
giun moc) i Am tinh: 0.0 - 0.09 dcm. vi OD ) ’
Duong tinh > 0.3 don vi OD
Do nhay: 100%
b6 dac hi¢u: 99%
D6 4n dinh: fir 2-8°C trong 12 thino
Xet nghiém Angiostrongylus ELISA 1a x¢t nghiém micn dich enzym ban dinh
lwgng dé phat hién khang thé IgG véi
Angiostrongylus
B0 xét nghiém ban dinh luong Loai miu: huyét thanh hoac huyét tuong
603 khang thé IgG khang Ti 1& pha lodng: 1:100, Téng thoi gian & 50 phiit & nhiét d6 phong 96 tests/ hop | Hop 6

Angiostrongylus (luon ndo, giun
tron chuot)

Poc két qua & bude song 450/620-650 nm
Gia tri tham chiéu cho céc chét chimg la:
Chimg am : 0.0 - 0.2 don vi OD

Chtng duong: > 0.5 don vi OD

D6 bn dinh: tir 2-8°C trone 12 thane




604

Bo xét nghiém dinh tinh khang thé
IgG khang Ascaris (giun diia)

Xet nghiém dung de sang Ioc dinh tinh khang theé IgG trong huy€t thanh cua
Ascaris

Loai mau: huyét thanh

Ti 1& pha lodng: 1:100, Téng thoi gian & 20 phiit & nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac cht ching 1a:

Am tinh: 0.0 - 0.09 don vi OD

Duong tinh > 0.3 don vi OD

Do nhay: 100%

b6 dac hi¢u: 96%

DA an dinh- tir 2-8°C trono 12 thino

96 tests/ hop

605

B0 xét nghiém ban dinh luong
khang thé IgG khang Clonorchis
(sén 14 gan nho)

Xetnghiem mien dich enzym ban dinh [uong de phat hign cac Khang the vol
Clonorchis

Loai mau: huyét thanh/ huyét twong

Ti 18 pha lodng: 1:100, Tdng thoi gian & 50 phut ¢ nhiét d6 phong

Doc két qua & bude song 450/620-650 nm trong vong 1 gid sau khi thém dung
dich dung

S6 luong giéng dimg/mau XN: 4 giéng

Gia tri mong doi cho cac ching la:

Amtinh - gia trj OD tir 0.0 dén 0.2

Duong tinh - gia tri OD >0.5 OD

D6 nhay: 100%

Do dac hiéu: 92%

DA An dinh- iy 2-R°C trang 12 thang

96 tests/ hop

606

B6 xét nghiém dinh tinh khang thé
IgG khang Entamoeba Histolytica
amip

Xet nghiem dung dé sang Ioc dinh tinh khang the IgG cua E.Histolytica
Loai miu: huyét thanh/ huyét trong

Ti 1& pha loéing: 1:64, Téng thoi gian G 20 phut ¢ nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac cht ching 1a:

Am tinh: 0.0 - 0.2 don vi OD

Duong tinh > 0.5 don vi OD

Do nhay: 100%

b6 dac hi¢u: 100%

DA &n dinh: tir 2-8°C frone 12 thane

96 tests/ hop




607

Bo xét nghiém dinh tinh khang thé
IgG khang Echinococcus (san dai
cho)

Xet nghiém dung de sang Ioc dinh tinh khang theé IgG trong huy€t thanh cua
Echinococcus sp

Loai mau: huyét thanh

Ti 1¢ pha loéing: 1:64, Téng thoi gian G 20 phut & nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac cht ching 1a:

Am tinh: 0.0 - 0.3 don vi OD

Duong tinh > 0.5 don vi OD

Do nhay: 97.9%

b6 dac hi¢u: 91.7%

DA an dinh- iy 2-8°C trono 12 thing

96 tests/ hop

608

B0 xét nghiém dinh tinh khang thé
IgG khang Fasciola (san la gan
16m)

Xet nghiem dung de sang loc dinh tinh khang the 1g( trong huyet thanh cua
Fasciola

Loai mau: huyét thanh

Ti 18 pha lodng: 1:100, Tdng thoi gian & 20 phut ¢ nhiét 6 phong
Doc két qua & bude song 450/620-650 nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0.0 - 0.09 don vi OD

Duong tinh > 0.5 don vi OD

Do nhay: 100%

Do dac hi¢u: 100%

DA 6n dinh- tiv 2-8°C trono 12 thino

96 tests/ hop

609

Bo xét ng_hiém ban dinh luong
khang thé IgG khang Filaria (giun
chi bach huyét)

- Xét nghiém Filaria ELISA xét nghiém mién dich enzym ban dinh lwong dé phat
hién khang thé IgG (phén loai 4) véi Filaria.
- Loai miu: Huyét thanh/ Huyét tuong.

- Ti 1¢ pha loang huyét thanh 1:100, bang cach sir dung dung dich dém pha loang.

- May doc dia vi giéng ELISA véi budc song 450 nm va 620 - 650 nm
- 86 luong giéng dung/mau XN: 3 giéng

- Gia tri du kién cho céc chét chung la:

- Am tinh 0,0 dén 0,2 don vi OD

- Duong tinh 0.5 don vi OD tr¢ 1én

- D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

610

B0 xét nghiém ban dinh lugng
khang thé IgG khang
Gnathostoma spinigerum (giun
dau gai)

- Xet nghiem Gnathostoma ELISA Ta xet nghiem mien dich ban dinh Iugng de do
tim khang thé Gnathostoma.

- Loai miu: Huyét thanh/ Huyét tuong

- Ti 1¢ pha lodng huyét thanh 1:100 sir dung dung dich dém pha lodng.

- May doc ELISA vdi bg loc 450nm va bg loc 620-650nm

- 86 luong giéng dung/miu XN: 2 giéng

- Gia tri du kién cho céc chét chung la:

- Am tinh 0,0 dén 0,2 don vi OD

- Duong tinh 0,5 don vi OD tr¢ 1én

- Do 6n dinh- fir 2-8°C trone 12 thane

96 tests/ hop




611

Bo xét ng_hiém ban dinh luong
khang thé IgG khang _
Paragonimus (san 14 phdi)

Xét nghiém ELISA Paragonimu_s 12 mot xét nghiém mién dich enzym ban dinh
luong dé phat hién cac khang thé véi Paragonimus.
Loai mau: Huyét thanh/ Huyét tuong

Ti 1& pha lodng huyét thanh 1:100, bang cach sir dung dung dich dém pha lodng.

Péu doc Elisa: dau doc Zero truc tuyén. bat cho cac phép doc 2 budc song &
450/620-650 nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0,0 dén 0,2 don vi OD

Duong tinh: 0,5 don vi OD tr¢ 1én

D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

612

B xét nghiém dinh tinh khang thé
IgG khang Schistosoma spp (san
mang)

Xet nghiem dung de sang loc dinh tinh khang the 1g( trong huyet thanh cua
Schistosoma spp.

Loai mau: huyét thanh

Ti 1& pha lodng: 1:40, Téng thoi gian u 25 phit & nhiét d6 phong
Doc két qua & bude song 450/620-650 nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0.0 - 0.2 don vi OD

Duong tinh > 0.5 don vi OD

Do nhay: 100%

Do dac hiéu: 85%

DO 6n dinh- tiv 2-8°C trono 12 thin

96 tests/ hop

613

Bo xét nghiém dinh tinh khang thé
IgG khang Strongyloides (giun
Iuon)

Xet nghiem mien dich dinh tinh dé (f)hat hien khang the khang Strongyloides
Loai mau: huyét thanh/huyét twong

Ti 1& pha loéing: 1:64, Téng thoi gian G 20 phut & nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac chit chimg 1a:

Am tinh - 0.0 - 0.2 don vi OD

Duong tinh -> 0.5 don vi OD

Do nhay: 100%

Do dac hi¢u: 100%

Do &n dinh: tir 2-8°C trone 12 thine

96 tests/ hop




614

Bo xét nghiém dinh tinh khang thé
IgG khang Cysticercosis (san day
lon)

Xetnghiém dung dé sang Ioc dinh tinh khang thé IgG trong huyet thanh do1 vor
Taenia solium

Loai mau: huyét thanh

Ti 1¢ pha loéing: 1:64, Téng thoi gian G 20 phut & nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac cht ching 1a:

Am tinh: 0.0 - 0.3 don vi OD

Duong tinh: > 0.5 don vi OD

Do nhay: 88%

b6 dac hi¢u: 96%

DA an dinh- tir 2-8°C trono 12 thino

96 tests/ hop

615

B0 xét nghiém ban dinh luong
khang thé IgG khang Toxocara
(giun diia ch6 meo)

Xet nghiem mien dich enzyme ban dinh Iuong de€ phat hien cac khang the vo1
Toxocara

Loai mau: huyét thanh/huyét twong

Ti 1& pha lodng: 1:64, Téng thoi gian 1 20 phit & nhiét d6 phong
Doc két qua & bude song 450/620-650 nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0.0 - 0.3 don vi OD

Duong tinh: > 0.5 don vi OD

D6 nhay: 87.5%

Do dac hiéu: 93.3%

DA 6n dinh- iy 2-8°C trono 12 thing

96 tests/ hop

616

B6 xét nghiém dinh tinh khang thé
IgG khang Trichinella (giun xoén)

Xet nghiém dung dé€ sang Ioc dinh tinh khang thé IgG trong huyet thanh do1 vor
Trichinella

Loai mau: huyét thanh/ huyét trong

Ti 1& pha loéing: 1:64, Téng thoi gian G 20 phut & nhiét d6 phong
Poc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac chit ching 1a:

Am tinh: 0.0 - 0.2 don vi OD

Duong tinh: > 0.5 don vi OD

Do nhay: 100%

b6 dac hi¢u: 100%

Da 4n dinh- tir 2-8°C trone 12 thano

96 tests/ hop




617

Bo xét nghiém dinh tinh khang thé
IgG khang Ancylostoma (giun
moc)

Xét nghiém ELISA Echinococcus 14 mot xét nghiém mién dich enzym ban dinh
luong dé phat hién khang thé IgM véi Echinococcus.

Loai mau: Huyét thanh/ Huyét tuong

Ti 1& pha lodng huyét thanh 1:100, bang cach sir dung dung dich dém pha lodng.
Péu doc Elisa: Bau doc Zero truc tuyén. DPat cho cac phép doc vai 2 budce song &
450nm/ 620-650nm.

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0,0 dén 0,2 don vi OD

Duong tinh: 0,5 don vi OD tr¢ 1én

D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

618

Bo xét ng_hiém ban dinh luong
khang thé IgM khang Ascaris
(giun diia)

Xet nghiem Ascaris ELISA Ta mot xet nghiem mien dich enzyme ban dinh luong
dé phat hién khang thé IgM cta

Ascaris,

Loai miu: huyét thanh hodc huyét twong

Ti 1& pha lodng huyét thanh 1:100

Doc két qua & bude song 450 nm va 620-650 nm

Gia tri mong doi cho cac chit ching la:

Chung 4m: 0,0 ¢én 0,2 OD don vi

Duong tinh: 0,5 don vi OD tr¢ 1én

D0 6n dinh: tir 2-8°C trone 12 thing

96 tests/ hop

619

Bo xét ng_hiém ban dinh luong
khang thé IgM khang Clonorchis
(san 14 gan nho)

Xet nghiem mien dich enzym ban dinh [uong de phat hien khang the IgM vo1
Clonorchis

Loai mau: huyét thanh/huyét twong

Ti 18 pha lodng: 1:100, Tdng thoi gian & 50 phut ¢ nhiét d6 phong

Doc két qua & bude song 450/620-650 nm

S6 luong giéng dimg/mau XN: 4 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0.0 - 0.2 don vi OD

Duong tinh: > 0.5 don vi OD

D6 &n dinh: tir 2-8°C trone 12 thine

96 tests/ hop

620

B0 xét nghiém ban dinh luong
khang thé IgM khang Entamoeba
Histolytica (amip)

Xét nghiém Elisa E. histolytica la mt xét nghiém mién dich enzym ban dinh
lwgng dé phat hién cac khang thé IgM vai E. histolytica.

Loai miu: huyét thanh/ huyét trong

Ti 16 pha lodng huyét thanh 1:100, bing cach sir dung dung dich dém pha lodng.
Péu doc khay Elisa vdi bd loc 450nm va bd loc 620-650 nm

S6 lugng giéng ding/mau XN: 3 giéng

Gia tri du kién cho cac chit chimg 1a:

Am tinh: 0,0 dén 0,2 don vi OD

Duong tinh: 0,5 don vi OD tré 1én

bo én dinh: tir 2-8°C trong 12 thang

96 tests/ hop




621

B0 xét nghiém ban dinh luong
khang thé IgM khang
Echinococcus (san dai cho)

Xet nghigm ELISA Echinococcus Ia mot xét nghiem mién dich enzym ban dinh
lwgng dé phat hién khang thé IgM véi Echinococcus

Loai miu: huyét thanh hoéc huyét twong

Ti 1& pha lodng: 1:100, Téng thoi gian & 50 phiit & nhiét d6 phong

Doc két qua & bude song 450/620-650 nm

S6 lugng giéng ding/mau XN: 4 giéng

Gia tri du kién cho cac cht ching 1a:

Am tinh: 0.0 - 0.2 don vi OD

Duong tinh: 0.5 don vi OD tr¢ 1én

D4 6n dinh: fir 2-8°C frone 12 thine

96 tests/ hop

622

Bo xét ng_hiém ban dinh luong
khang thé IgM khang Fasciola
(san 1a gan 16n)

Xét nghiém ELISA Fasciola 1a mot xét nghiém mién dich enzym ban dinh luong
dé phat hién khang thé IgM vdi Fasciola.

Loai mau: Huyét thanh hodc huyét twong

Ti 1& pha lodng huyét thanh 1:100, bang cach sir dung dung dich dém pha lodng.
Péu doc khay Elisa vdi bo loc 450nm va bg loc 620-650nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh - 0,0 dén 0,2 don vi OD

Duong tinh - 0,5 don vi OD tr¢ 1én

D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

623

B0 xét nghiém ban dinh luong
khang thé IgM khang
Gnathostoma spinigerum (giun
dau gai)

Xét nghiém Gnathostoma ELISA 14 xét nghiém mién dich ban dinh lugng dé do
tim khang thé Gnathostoma

Loai mAu: Huyét thanh/ Huyét trong

Ti 18 pha lodng huyét thanh 1:100, bing cach sir dung dung dich dém pha lodng.
Péu doc khay Elisa vdi bd loc 450nm va bd loc 620-650 nm

S6 lugng giéng ding/miu XN: 2 giéng

Gia tri du kién cho cac chit chimg 1a:

Am tinh: 0,0 dén 0,2 don vi OD

Duong tinh: 0.5 don vi OD tré 1én

bo én dinh: tir 2-8°C trong 12 thang

96 tests/ hop

624

Bo xét ng_hiém ban dinh luong
khang thé IgM khang _
Paragonimus (san 14 phdi)

Xét nghiém Elisa Paragonimus 1a mot xét nghiém mién dich enzym ban dinh
luong dé phat hién cac khang thé d6i voi Paragonimus.

Loai mau: Huyét thanh/ Huyét tuong

Ti 18 pha lodng huyét thanh 1:100, bang cach sir dung dung dich dém pha lodng.
Péu doc khay ELISA vai bd loc 450 nm va bg loc 620 - 650nm.

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0,0 d&én 0,2 don vi OD

Duong tinh: 0,5 don vi OD tr¢ 1én

D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop




625

Bo xét ng_hiém ban dinh luong
khang thé IgM khang
Schistosoma spp (san mang)

Xét nghiém Elisa Schistosoma 12 mét xét nghiém mién dich enzym ban dinh lugng
dé phat hién khang thé IgM vai Schistosoma

Loai mau: Huyét thanh/ huyét tuong

Ti 1& pha lodng huyét thanh 1:100, bing cach sir dung dung dich dém pha lodng
Péu doc khay Elisa vdi bo loc 450nm va bg loc 620-650 nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0,0 d&én 0,2 don vi OD

Duong tinh: 0,5 don vi OD tr¢ 1én

D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

626

B0 xét nghiém ban dinh luong
khang thé IgM khang
Strongyloides (giun luon)

Xét nghiém Elisa Strongyloides 12 mot xét nghiém mién dich enzym ban dinh
lwgng dé phat hién khang thé IgM vdi Strongyloides.

- Loai mau: Huyét thanh/ Huyét tuong.

- Ti 1 pha lodng huyét thanh 1:100, bang cach sit dung dung dich dém pha lodng.
- Pau doc khay Elisa v6i bd loc 450 nm va bg loc 620-650 nm

- S6 lwgng giéng dung/miu XN: 3 giéng

- Gia tri du kién cho c4c chit chung la:

- Am tinh: 0,0 dén 0,2 don vi OD

- Duong tinh: 0,5 don vi OD tré 1én

-bo én dinh: tir 2-8°C trong 12 thang

96 tests/ hop

627

Bo xét ng_hiém ban dinh luong
khang thé IgM khang
Cysticercosis (san day lon)

Xét nghiém Elisa Cysticercosis (T. solium) 1a mot xét nghiém mién dich enzym
béan dinh lugng dé phat hién cac khang thé IgM véi Cysticercosis (T.solium)

- Loai miu: Huyét thanh/ Huyét tuong.

- Ti 1¢ pha loang huyét thanh 1:100, bang cach sir dung dung dich dém pha loang.
- Pau doc khay Elisa vdi bo loc 450nm va bg loc 620-650nm

- 86 luong giéng dung/mau XN: 3 giéng

- Gia tri du kién cho céc chat chung la:

- Am tinh: 0,0 dén 0,2 don vi OD

- Duong tinh: 0,5 don vi OD tr¢ 1én

- D6 6n dinh: tir 2-8°C trong 12 thang

96 tests/ hop

628

B0 xét nghiém ban dinh luong
khang thé IgM khéng Toxocara
(giun diia ch6 meo)

Xet nghiem Toxocara ELISA Ta mot xet nghiem mién dich enzym ban dinh Iuong
dé phat hién khang thé IgM vai Toxocara.

Loai mau: Huyét thanh/ Huyét tuong

Ti 1& pha lodng huyét thanh bénh nhan 1:100 bang cach st dung dung dich dém
pha loang.

Péu doc khay Elisa vdi bo loc 450nm va bg loc 620-650nm

S6 luong giéng dimg/mau XN: 3 giéng

Gié tri dy kién cho céc chét chung la:

Am tinh: 0,0 d&én 0,2 don vi OD

Duong tinh: 0,5 don vi OD tr¢ 1én

Pa bn dinh- tir 2-8°C trone 12 thane

96 tests/ hop




B0 xét nghiém ban dinh lugng

Xét nghiém Trichinella ELISA 1a mot xét nghiém mién dich enzym ban dinh
lwong dé phat hién khang thé IgM véi Trichinella.

Loai mau: Huyét thanh/ Huyét tuong

Ti 1& pha lodng huyét thanh 1:100, bing cach sir dung dung dich dém pha lodng
Péu doc khay Elisa vdi bo loc 450nm va bg loc 620-650 nm

629 1(<ghlzlilrr11g Xt(})lgnl)gM khang Trichinella 35 luong gi é,ng ding/miu 'XN: 3 giéng 96 tests/ hop | Hop 6
Gia tri du kién cho céc chat ching la:
Am tinh: 0,0 d&én 0,2 don vi OD
Duong tinh: 0,5 don vi OD tr¢ 1én
D6 6n dinh: tir 2-8°C trong 12 thang
X Hoa chz"}t cho hé thong Realtime
- PCR long da tac nhéan
"Xét nghiem axit nucleic da mo1 duge thiét ké nham dong tho1 dinh danh va phat
hién dinh tinh nhiéu axit nucleic ctia virus va vi khudn duong ho hip trong que
khudy miii hong (NPS) thu dugc tir cic c4 nhan nghi ngd bi nhiém khoan dwong
B9 xét nghi¢m dinh tinh, l;(znh lig; k;;(;itglzntlnf; E{g;’gfg 1l<9hép kin va s dung mot 1an, huu trit tit ca cac thude
630 |[DNA/RNA cua 4 vi khuan, virus L - A . N AP , . 30 test/hop Test 60
SARS-CoV-2 va 18 virus khac thﬂu‘ caﬂn thle,;t. ThFrc hlgn quy trinh PCR 16ng da moi, c6 thé phat hién 23 tdc nhan
gdy bénh gom Vi khuan, Virus.
b6 dac hi¢u: 99.3%
Do nhay: 97.1%
Hop hoa chat diroc hﬁn auan & nhjét d6 fir 15-25°C"
Xet nghigm axit nucleic da mo1 dugce thiet ké co the phat hién va xac dinh dong
thoi axit nucleic ctia virus va vi khudn va ky sinh trung tryc tiép tir cac méu phan
trong méi truong van chuyén Cary Blair l4y tir cac c4 nhan ¢6 ddu hiéu nhidm
. n e trung duodng ti€u hoa.
631 g?q);tlzlﬁfiﬁadghv?ﬁuén, 5 [Tbihoa chit ld mot hé thong khép kin sir dung mot lan, huu trf At cd cde thude thir | 3 | g 60
virus, 4 K sinh tring ca}n thl?t, Th.l_IC hl?n quy trlnl‘u PCR long‘ da moi, co the phat hién 22 tidc nhan gay
bénh gom Vi khuan, Virus va ky sinh trung.
Do nhay: 98.5%
b6 dac hi¢u: 99.2%
Hop hoa chat diroc h’q’n auan & nhjét d6 iy 15-25°C"
Xet nghigm axit nucleic da mo1 dugce thiet ké co the phat hién va xac dinh dong
thoi axit nucleic ciia virus va vi khuén va ndm men tryc tiép tir mau bénh phdm
dich n3o tiy (CFS) thu dugc bing cach choc do tiy sdng tir nhitng ngudi c6 ddu
hi¢u viém mang ndo va/hoac viém nao.
63 |Hoa chit, chét thir ding cho may |Tui héa chit 1a mét hé thdng khép kin sir dung mét 1n, luu trit tit ca cac thube thir 30 testhop | Test 30

dinh danh vi khudn

cén thiét. Thyc hién quy trinh PCR 16ng da mdi, c6 thé phat hién 14 tic nhan gy
bénh gém Vi khuén, Virus va nAm men

Do nhay: 94.2%

Do dic hiéu: 99.8%

Hén héa chit dirac bdo auan & nhiét do tir 15-25°C"




B0 xét nghiém ban dinh lugng
DNA cua 15 vi khuén va dinh tinh

"X¢et nghiem axit nucleic da mo1 dugc thict ké co the phat hien va xac dinh dong
thoi axit nucleic ctia virus va vi khuan duong hé hip, ciing nhu céc gen khang
khang sinh dugc lira chon trong cic miu dom hoidc cac mau dich phé quan phé
nang (BAL hozc mini BAL) thu dwgc tir cac ca nhin nghi ngd nhidm khudn
duodng hé hap dudi.

633 | DNA/RNA cita 3 vi Khudn, 9 TPi hc').e: chat 1a m.(.:)t hé thégg khép ki? st dun% _mC),t lé‘u}, lu'l:l trLTrAtét ci f:éc tliuécAthfr 30 test/hop | Test 30
virus, 7 gen khéng thubc ca}n thl?t, Th.l_IC h1?n quy trlnl‘u PCR lo’ng da 1'1101, ?0 the phat hién 34 tidc nhan gay
bénh gom Vi khuan, Virus va gen khang khang sinh
Do nhay: 96.3%
b6 dac hi¢u: 97.3%
Haén haa chit dirac bao anan & nhiét d6 tir 15-25°C"
"Xét nghiém axit nucleic da mdi nhim muc dich phat hién va x4c dinh ddng thoi
axit nucleic cua vi khudn va nAm men cling nhu céc yéu td di truyén chon loc lién
quan dén tinh khéng khang sinh, duoc thuc hién truc tiép trén cic mau céy mau
- e duoc x4c dinh 13 dwong tinh béi hé thdng cdy mau theo dai lién tyc.
B0 x¢t nghiém dinh tinh Tii hoa chit 13 mot hé théng khép kin sit dung mot 1an luu trit tht ¢ céc thude thir
634 |[DNA/RNA cua 26 vi khuan, 7 N 2 o . s R , . 30 test/hop Test 30
ném men, 10 gen khang thuéc ca}n thl?t, Th.l_IC h1?n qLiy trinh P?R long (’ia m01i co the phat hién 43 tac nhan gay
bénh gom Vi khuan, nam men va gen khang khang sinh
Do nhay: 99%
b6 dac hi¢u: 99.8%
Hop hoa chét duogc bao quan ¢ nhiét do tur 15-25°C"
Héa chit theo may khoa
B p
Huyét Hoc
[ MAY XET NGHIEM HUYET
HOC XN 1000
- Su dung dé do so luong va kich cd cua RBC va tiéu cau
Hoa chat pha loding diing cho may - Thanh phf&n: Sodium chloride 0.7%; Tris buffer 0.2%; EDTA-2K 0.02%
635 huyét hoe - Bao quan: 2 -'359d6 C 20L x 1 Thung 210
) - Sau khi m¢ nap 6n dinh trong vong 60 ngay
- TCCL: ISO 13485
- Hoa chat xac dinh nong d¢ huyét sac to trong mau '
, £ et A s - Thanh phan: Sodium Lauryl Sulfat 1.7g/L
636 i‘f dcliitz fglaé :zziecta:azlizm - Bao quan: ¢'1-30d6 C 500mlx3 | Hop 43
: ’ Sau khi m¢ nap 6n dinh trong vong 60 ngay.
- TCCL: ISO 13485
- Cong dung: Pugc dung dé phan tich so lugng va ti 1€ phan tram bach cau trung
tinh, bach cau lympho, bach ciu mono va bach ciu va axit.
Hoa chit ly giai dung phén tich - Thanh phan: Organic quaternary ammonium salts 0.07%:; Nonionic surfactant
637 |c4c bach cau trung tinh, lympho, [0.17% SLx1 Hop 34

mono va ua axit

-Bdoquan:2-35d6C
- Sau khi mé nép 6n dinh trong vong 90 ngay
- TCCL: ISO 13485




638

Héa chit nhudm cac té bao bach
cau

- Cong dung: str dung dé danh dau cac bach cau trong mau mau da dugc pha loang
va ly giai nhim phan loai cac thanh phén bach cau.

Béo quan: 2-35d6 C

Sau khi mé nép én dinh trong vong 90 ngay

-Thanh phan: Polymethine 0.002%; methanol 3.0%; Ethylene Glycol 96.9%

- TCCL: ISO 13485

42mL x 2

34

639

Hoa chét ly giai ding cho may
phan tich huyét hoc

-Cong dung: str dung dé phan tich s6 luong bach cau, s6 lugng bach cau ai kiém,
s6 luong va ti 1& phén trdm té bao hdng ciu nhan

- Thanh phf&n: Organic quaternary ammonium salts 0.20%; Nonionic surfactant
0.10%

-Baoquan: 2-35d6C

- Sau khi m& nép én dinh trong vong 60 ngay

- TCCL: ISO 13485

SLx1

34

640

Héa chit nhudm cac té bao bach
cAu, bach cdu basophils, hdng ciu
nhan

Cong dung: sir dung dé danh dau cac t€ bao c6 nhan trong cadc mau mau da dugc
pha lodng va ly giai d& xac dinh s6 luong bach ciu, sb lrgng t& bao hdng ciu c6
nhan va sb luong bach clu 4i kiém trong mau.

Béo quan: 2-354d6 C

Sau khi mé nip én dinh trong vong 90 ngay

Thanh phin: Polymethine 0.005%; Ethylene Glycol 99.9%

- TCCL: ISO 13485

82mL x 2

15

641

Hoa chit ria may huyét hoc

- Cong dung: dugc sur dung nhu mét chat tay rira ¢6 tinh kiém manh dé loai bo cac
thudc thir ly giai , du lwgng t& bao va cac protein trong mau con lai trong hé théng
thiy lyc ciia méay phan tich huyét h oc.

- Thanh phan: Sodium Hypochloride (ndng db clo 5.0%)

- Bao quan: 1 - 30 6 C, noi tbi, tranh anh sang mit troi truc tiép

- TCCL: ISO 13485

4mL x 20

40

642

Chét chuin may xét nghiém huyét
hoc Muc 1

Cong dung: dugc st dung nhu vat lidu kiém soat huyét hoc nhdm kiém soat chit
lwgng noi bd trén hé thong may phén tich huyét hoc cho cong thirc mau toan phén,
phan loai cac thanh phén bach ciu, hdng cu ludi, hdng cdu nhan.

- Thanh phin: bao gdm té bao hdng ciu cta ngudi, t& bao bach ciu cua ngudi, tiéu
cAu va thanh phin hdng ciu nhan trong méi trudng co chat bao quan.

- Sau khi mé nép én dinh trong vong 7 ngay 62 - 8 d6 C

- TCCL: ISO 13485

3.0mLx1

Lo

43

643

Chét chudn may xét nghiém huyét
hoc Mrrc 2

Cong dung: duge st dung nhu vat lidu kiém soat huyét hoc nhdm kiém soat chit
lwgng noi bd trén hé thong may phén tich huyét hoc cho cong thirc mau toan phén,
phan loai cac thanh phén bach ciu, hdng cu ludi, hdng cdu nhan.

- Thanh phin: bao gdm té bao hdng ciu ctia ngudi, t& bao bach ciu cua ngudi, tiéu
cAu va thanh phin hdng ciu nhan trong méi trudng co chat bao quan.

- Sau khi m& nép én dinh trong vong 7 ngay 62 - 8 d6 C

- TCCL: ISO 13485

3.0mLx 1

Lo

43




Chét chuén may xét nghiém huyét

Cong dung: duge st dung nhu vat lidu kiém soat huyét hoc nhdm kiém soat chit
lwgng noi bd trén hé thdng may phén tich huyét hoc cho cong thirc mau toan phén,
phan loai cac thanh phén bach ciu, hdng ciu ludi, hdng cdu nhan.

644 , - Thanh phin: bao gdm té bao hdng cu ctia ngudi, té bao bach ciu cta nguoi, tiéu | 3.0mL x 1 Lo 43
hoc Mtrc 3 A N by A A A e \ . £, 1 )
cau va thanh phan hong cau nhan trong moi truong cé chat bao quan.
- Sau khi m& nép én dinh trong vong 7 ngay 62 - 8 d6 C
- TCCL: ISO 13485
Céng dung: Chat hiéu chuén trén hé thdng may huyét hoc dung dé hiéu chuén va
x4c nhan hiéu chuén cho cac théng s6 WBC, RBC, HGB, HCT, PLT va RET
FOPIA 2 £ Sau khi mé nap 6n dinh trong vong 4 gio
645 |Chat hi¢u chuan huyet hoc Thanh phan: té bao hdng ciu ciia ngudi di duoc dn dinh, té bao bach ciu cua 3.0mL x 1 Lo 2
nguoi, tiéu cdu va thanh phin hdng cdu nhén trong méi truong c6 chét bao quan.
- TCCL: ISO 13485
646 |Kim hat mau bénh pham - Phu hop str dung cho méy huyét hoe XN 1000 01 cai/hop | Cai 4
. , - Quy cach dong g6i: 01 cai/hop
I HE THONG MAY XET
NGHIEM GEN
- B0 kit nay duoc st dung dé phat hién dinh tinh: 23 loai dot bién diém gen f3-
globin lién quan dén bénh B-thalassemia
- Danh sach d6t bién: CD17 (AAG>TAG), CD14-15 (+G), -90 (C>T), Ma m¢
dau (ATG>AGG), 5’UTR+43 dén +40 (-AAAC), -28 (A>G), -29 (A>G), -30
IS A e (T>C), -32 (C>A), -31 (A>C), CD26 (GAG>AAG), CD27/28 (+C), IVS-I-1
;i’t“glcertlh}‘;é;ﬁﬁggﬁgh;@h (G>T), IVS-1-5 (G>C), CD30 (AGG>GGG), IVS-I- (-3) (C>T), CD41-42 (-
A C LA 5 TTCT), CD43 (GAG>TAG), CD37(TGG>TAG), CD71-72 (+A), IVS- 11-654 .
647|bénh tan mau bam sinh bang . 24 test/ Kit test 480
phuong phap Multicolor Melting (C>AT)’ IVS:H_S, (GiC) va IYS_H_Z(_T)’ . . .
Curve Analysis - Co~ng r}ghe; phat hién: Regltlme PCR Multicolor Melting Curve Analysis
- Mau dau vao: DNA c6 nong d6 16n hon 0,2 ng/pL va A260/A280 trong 1,5 - 2,2.
- Thoi gian chay: 2h
- Bao quan: -300C dén - 150C
- Chtng chi: CE - IVD
- Bo kit nay duoc su dung dé phat hién dinh tinh 3 loa1 dot bién cua gen alpha
Thudc thir xét nghiém dinh tinh thalAassemlaA(aC,Sa,. foSa, “WS“) . . .
o 1A . |- Cong ngh¢ phat hién: Realtime PCR Multicolor Melting Curve Analysis
dot bien Non—AlphaVThalassemla - MAu déu vao: DNA c¢6 ndng d 16n hon 0,5 ng/uL véi d6 tinh khiét duoc do
648|gay bénh tan mau bam sinh bang ' ; ’ ; ’ 24 test/ Kit test 480

phuong phap Multicolor Melting
Curve Analysis

bang A260/A280 14 1,5~ 2.2.
- Thoi gian chay: 2h

- Bao quan: -300C dén - 150C
- Chtine chi: CE - IVD




Thubc thir xét nghiém dinh tinh
dot bién Alpha Thalassemia gy

- Bo kit nay nay dugc su dung dé phat hién dinh tinh 4 loa1 d6t bién mat doan
alpha thalassemia (-03.7, - 04.2, --SEA, -- THAI)

- Cong ngh¢ phat hién: Realtime PCR Multicolor Melting Curve Analysis

- MAu ddu vao: DNA c¢6 ndng d6 16n hon 0,5 ng/uL véi d6 tinh khiét dwoc do

649|bénh tan mfiu bam sinh bing . bing A260 / A280 13 17 ~ 2.0 v A260 / A230 > 1 24 test/ Kit | test 480
phuong phap Multicolor Melting .
Curve Analysis ) Tl?01 glfm chay: 2h £
- Béo quén: -300C dén - 150C
- Chine chi: CE - IVD
- Bo kit nay duoc su dung de phat hién dong thoi:
+ 3 loai d6t bién mat doan gen a-thalassemia (--SEA, -03.7va -04.2),
+ 3 loai dot bién gen a-thalassemia (aConstant Springa(aCSa),
A, cn et 0QuongSzea(aQSa) va aWestmeada (oW Sar)
;é’t“gicé;h(‘;i ’t‘:;y’;gnh;? g::ﬁ ?a‘;h + 17 loai dot bién gen P-thalassemia (41-42M, 654M, -28M, 71-72M, 17M, BEM,
650| °, L a . . ’ . [IVS-I-1M, IVS-I-5M, 27/28M, 43M, -29M, -30M, 31M, -32M, 14-15M, IntM va 25 test/ kit test 750
mau bam sinh bang phuong phép
lai CAPM).
- Cong nghé: lai Dot blot
- MAu dAu vao: Nong d6 DNA khoang 10~200 ng/uL va d¢ tinh khiét cia DNA
(A260 / A280) trong khoang 1,7~2,0.
. ' = Thai oian chav: 4-6h
i MiAY DPINH NHOM MAU TU
DPONG (Matrix AutoMax-80)
Giéng 1 chira Anti A (dong 11HS5) — Giéng 2 chura Anti B (dong 6F9) — Giéng 3
chua Anti D (IgM) (VI-) (dong P3x61+ TH-28) - Giéng 4 (Ctrl/Neutral) dé dinh
Gel card 6 giéng lam dinh nhém |nhém mau cho bénh nhén va tai mau;
651 | mau bing 2 phwong phép huyét |Giéng 5 (A1/Neutral) - Giéng 6 (B/Neutral) d dinh nhém méau nguoc hodc chéo | 24 card/hop | Card 40,000
thanh va hdng cdu miu cho khéi tiéu cau va huyét twong
- Bao quan 4 - 25 d C; khong dé dong lanh.
- Tiéu chudn chat luone: ISO 13485: EC
Giéng 1 chira Anti-A (Dong 11H5) - Giéng 2 chira Anti-B (Dong 6F9) - Giéng 3
chua Anti-D (IgM) (VI-) (Dong P3x61 + TH-28) - Giéng 4 chira Gel trung tinh —
Giéng 5 va giéng 6 chira AHG (Anti Human IgG va Anti C3D dong 12011D10)
Gel card 6 giéng 1am xét nghiém |- Ding dinh nhém mau bénh nhan va nhém mau tai mau; 1am phén tmg hoa hop
652 |bao dam hoa hop mién dich truyén [mién dich truyén mau & méi tredng mudi sinh 1y, nhiét d6 phong xét nghiém 20 d6 | 24 card/ hop | Card 20,000
mau C - 24 @6 C va méi truong co str dung huyét thanh khang globulin ¢ nhi¢t d6 37 do
C; va xét nghiém tu ching.
- Bao quan 4 - 25 d C; khong dé dong lanh.
- Tiéu chuén chét lwgng: ISO 13485; EC
Gel card 6 giéng, mdi giéng chira khang thé Anti Human IgG va khang thé don
Gel card 6 giéng xét nghiém sang [dong Anti C3d (dong 12011D10). Ding lam xét nghiém Coombs tryc tiép;
653 |loc, dinh danh KTBT va lam phan [Coombs gi4n tiép bao gdm phén tmg hoa hop, sang loc va dinh danh KTBT. 24 card/ hop | Card 5,000

ung hoa hop

- Bao quan 4 - 25 d6 C; khong dé dong lanh.
- Tiéu chuén chét lwgng: ISO 13485; EC




654

Gel card 6 giéng xét nghiém trong
mbi tredng mudi

Gel card 6 giéng, moi giéng chira gel trong dung dich dém thich hop; Dung lam
phan Gng hoa hop, sang loc va dinh danh KTBT, dinh nhém mau theo phuong
phap hdng cau mau.

- Bao quan 4 - 25 d6 C; khong dé dong lanh.

- Tiéu chuén chét luong: ISO 13485

24 card/ hop

Card

1,000

655

Dung dich lyc ion yéu pha lodng
hdng cau

Dung dich dém lyc ion thap, vdi nong do Natri clorid thich hop, phu hop dé su
dung v6i gelcard dung cho xét nghiém huyét thanh hoc nhém méu.

- Bao quan: 2 - 8 d6 C; khong dé dong lanh.

- Tiéu chuan chat luong: ISO 13485

500 ml/ chai

ml

80,000

656

Khay giéng siu pha lodng

Khay 96 giéng dung pha loang hong cau
- Kich thudc: 121,9mm x 84,8mm x 30,1mm
- Tiéu chudn chét luong: ISO

96 giéng/ khay

Khay

100

657

Dung dich rira kim

0.1 mol/l Sodium Hydroxide Solution (N/10)

- Dung dich dung khir trung kim hat

- Thanh phin: Sodium hydroxide (0~1%); Nudc (> 99%)
- Tiéu chuén chét luong: ISO

Chai 1 lit

chai

20

658

Kim hat miu

Chiéu dai 160 mm

Buong kinh ngoai kim 1,81 mm

Buong kinh trong 1,45 mm

Chit lidu thép khong ri, dwoc phi teflon dé han ché nhiém khuin, nhiém chéo

Hop 1 chiée

chicce

v

MAY TACH THANH PHAN
MAU TU PONG MSC+ 9000




659

B6 kit thu nhén tiéu cAu(Tai d6i)

- B6 kit tich hop v6i may tach thanh phan mau tw dong MCS+ 9000 ciia hang
Haemonetics dé gan tach thanh phin mau trén mét nguoi hién duy nhit

- Bo kit str dung mot 14n, hoan toan khép kin va vo tring- Phuong phap khir tring:

EtO (Ethylene Oxide)

- Hiéu suét thu thap tiéu cdu: > 6.0 x 1011

- Cac day dan c6 chi thi mau giup thuén tién trong qua trinh lip dat
- B0 kit chi st dung 1 kim

- Tui tiéu cAu cho phép bio quan 1én dén 7 ngay

- B6 kit trong thich v6i phin mém gan tach tiéu ciu UPP

- C6 thi chéng dong ACD-A > 500ml di kém

- C6 thé bu dung dich mudi trong qua trinh gan tach- Bo kit bao gom:
+ Binh ly tdm, dung tich 225ml: 1 cai

+ Kim két ndi voi tai chéng dong: 1 cai

+ Kim liy méau va tra mau vé ngudi hién, kich ¢& 17G: 1 cai

+ B0 phan 4y mau mau chan khong: 1 bo

+ B§ phan loc khi trén duong truyén mau: 1 bo

+ Tti dung san phdm tiéu cau, dung tich 1.000ml: 2 tii

+ T0i dung san phdm huyét twong, dung tich 1.000ml: 1 tii

+ Tai 14y mau mau cho xét nghiém sang loc, dung tich 50ml: 1 tai
+ Tai ldy mau tiéu cau, dung tich 90ml: 1 tai

+ Ti khi can bing ap suat hé thong, dung tich 600ml: 1 tii

+ Kep nhvua: 7 cai

Tiéu chuan chét luong I1SO, CE

8 B¢/ Thung

250
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Bo kit thu nhén tiéu cau (tai don)

- B6 kit tich hop v6i may tach thanh phan mau tw dong MCS+ 9000 ciia hang
Haemonetics dé gan tach thanh phin mau trén mét nguoi hién duy nhat
- B6 kit str dung mot 14n, hoan toan khép kin va vo tring

- Phuong phap khur trung: EtO (Ethylene Oxide

)- Hiéu suit thu thap tiéu cdu: >3 x 10711

- Cac day dan c6 chi thi mau giup thuén tién trong qué trinh 1ap dat- Bo kit chi sir
dung 1 kim

- Tui tiéu cAu cho phép bio quan 1én dén 7 ngay

- B6 kit trong thich v6i phin mém gan tach tiéu cau UPP

- C6 thi chéng dong ACD-A > 500ml di kém

- B6 kit bao gdm:

+ Binh ly tdm, dung tich 225ml: 1 cai

+ Kim két ndi voi tai chéng dong: 1 cai

+ Kim liy méau va tra mau vé ngudi hién, kich ¢& 17G: 1 cai

+ B0 phan 4y mau mau chan khong: 1 bo

+ B§ phan loc khi trén duong truyén mau: 1 bo

+ Tti dung san phdm tiéu cau, dung tich 1.000ml: 1 tii

+ T0i dung san phdm huyét twong, dung tich 1.000ml: 1 tii

+ Tai 14y mau mau cho xét nghiém sang loc, dung tich 50ml: 1 tai

+ Tai ldy mau tiéu cau, dung tich 90ml: 1 tai

+ Ti khi can bing ap suat hé thong, dung tich 600ml: 1 tii

+ Kep nhua: 6 cai

Tiéu chuén chit lwong ISO, CE

8 B¢/ Thung

500

HOA CHAT, VAT TU TIEU
HAO MAY PONG MAY TU’
PONG STA COMPACT MAX

661

Hoé chét xét nghiém PT

Hod chat xét nghiém PT trén may dong mau tu dong. Mot hop bao gom:

- R1: chira thromboplastin dong khé dugc chiét xut tir ndo tho. Ngoai ra con
chira mot chét e ché heparin déc hi¢u.

- R2: dung mdi hoa tan c6 chira canxi.

TCCL: ISO 13485

Doéng g6i: Hop 12x10ml

Hop 12x10ml

60

662

Hoé chét xét nghiém APTT

Héa chat dung dé xac dinh thoi gian thromboplastin hoat hoéa tirng phan (APTT)
trong huyét twong, chira cephalin tir mé néo thé, dung dich dém kaolin. TCCL:
ISO 13485

Doéng goi: Hop 6x5ml

Hop 6x5ml

90

663

Ho4 chét dinh lugng Fibrinogen

Hoa chat chira thrombin nguoi da citrat hoa co chira canxi (khoang 100 NIH
units/ml) va c6 chira mot chét e ché dic hiéu heparin inhibitor cho phép phén tich
fibrinogen trong mau huyét twong c6 heparin.

TCCL: ISO 13485

Déng g6i: Hop 12x4ml

12 x4 ml

50




664

Ho4 chit CaCL2 ding cho xét
nghiém dong mau

Dung dich Canxi Clorua 0.025 M dung cho cac xét nghiém dong mau nhu thoi
gian hoat hoa thromboplastin timg phan (APTT) hay cho cac phén tich cac yéu t6
con duong noi sinh

TCCL: ISO 13485

Doéng goi: Hop 24x15ml

Hop 24x15ml

15

665

Ho4 chit dung pha lodng mau
cho xét nghiém Fibrinogen.

Dung dich pha loang cho xét nghiém dong mau (dung dich dém) c6 pH khoang
7,35.

TCCL: ISO 13485

Doéng géi: Hop 24x15ml

Hop 24x15ml

20

666

Dung dich rtra kim may dong
mau tu dong

Héa chat rira kim hé thong may dong mau tu dong, bén trén may 5 ngay, chira
potassium hydroxide nong d6 <1 %

TCCL: ISO 13485

Dong goi: Hop 24x15ml

24x15ml

50

667

Dung dich rira hé thong méay
dong mau tu dong

Dung dich rira pha sin cho cac hé théng phan tich dong méau tu dong, thanh phén
chinh chira chit diét ndm ho ether glycol pha lodng trong dung méi nude.

Han str dung 24 thang ¢ nhiét d6 2-25 d¢ C. Khi da md, dung dich 6n dinh trong
30 ngay ¢ nhiét 40 phong.

TCCL: ISO 13485

bong goi: Thung 6 can x 2,51

2.5L

Can

250

668

Ho4 chit dung kiém chuin cho
xét nghiém dinh lugng D-Dimer

"Chét kiém chuén cho xét nghiém D-Dimer, Yéu t6 VWF va protein S Free.
Cung cip huyét twong binh thudng va bit thuong danh cho viée kiém soat chét
luong cac xét nghiém khang nguyén bang phuong phap mién dich d6 duc.
TCCL: ISO 13485
Poéng goi: Hop 12x2x1ml

Hop 24x1ml

669

Hoa4 chat dinh lugng D-dimer

Dinh lugng D-Dimer huyét twong tinh mach bang phuong phap do mién dich do
duc. Hoa chét gém:

¢ Thudc tht 1: 6x5ml dung dich dém chira tdc nhan ngan chan di khang thé (bao
gbm yéu té dang thép).

« Thudc thir 2: 6x6ml dung dich huyén phti vi hat latex dugc phi boi hai khang thé
don dong khac nhau khang D-dimer nguoi.

TCCL: ISO 13485

Déng g6i: Hop 6x6ml

Hop 6x6ml

10

670

Cuvette phan ting kém bi tir dung
cho may dong mau tu dong

- Cuvette phan g trén may dong mau tu dong. Cuvette dang cudn, mdi cudn
chtra 1000 cuvette don, cac cuvette don dwoc lam bang nhua trong sudt gin trén
ruy bing, mdi cuvette chira 01 vién bi tir dwoc lam bang thép khong gi. Str dung
tuong thich trén hé théng may déng méau céng nghé Bi tir.

TCCL: ISO 13485

Hop 6 cudn x1000 cuvette

1000 Giéng

Cudn

130




Ho4 chét dung kiém chuén cac

Hoa chat kiém chuan xét nghiém dong mau thuong quy, dung cho may dong mau
tu dong. Huyét tuong nguoi binh thuong va bét binh thuong co citrated dang dong
kho; gdbm hai mirc ndng d6 khac nhau ciia cac chi sb dong mau thuong quy: PT,

671 xét nghi¢m dong mau aPTT, TT, Fibrinogen, Antithrombin 12x2x2ml Hop 15
TCCL: ISO 13485
Déng g6i: Hop 12x2x2ml
biia khuay tir trang (2x7), dung Thanh khuay tur trang kich thudc 2x7mm dung cho xét nghiém PT. .. - iy
672 | L. . . . » SO Tai/ 1 cai Tai 5
trén may dong mau Pong g6i 1 thanh/thi, thanh khuay mau trang
~ FET . Thanh khuay tir mau d6 kich thudc 3,2x12,7mm dung cho hoéa chat xét nghiém
673 E:;‘ ;};uagéf d;ﬁ 2X12.7), ding |\ ppp, Téi/ 1cai | Tai 5
v Tone Déng 6 | thanh/tii, thanh khudy mau tréng
674 Hoa chat ki€ém chuan xét nghiém H?a chat kiém chuan xét nghiém Sang loc khang dong Lupus 30x1ml Hop 3
LA Hop 3x2x1ml
675 Hoa chat Sang loc khang dong H?a chat xét nghiém Sang loc khang dong Lupus trén may dong mau tu dong 1252ml Hép 3
Lupus Hop 12x2ml
676 Hoa chat khang dinh khang dong H?a chat khang dinh khang déng Lupus trén may dong mau tu dong. 1252ml Hop 3
Lupus Hop 12x2ml
MAY DIEN DTHUYET SACT
VI TA )
S, o e Dung dich Capyclean dung dé€ rira dau do do mau trén h¢ thong tu dong cho cac
D h A A
677 uzig dich rua mdy dién di mao ung dung dién di mao quan. Hop 25ml 1 x25ml Hop 4
a TCCL: ISO 13485
Chat doi chimng Hb A2 bénh hoc dugc bao ché dé kiém soat chat lvong dinh lugng
v v Huyét sic t6 A2 & ngudi trong quy trinh dién di Hemoglobin.
678 Chét kiém chuin Hemoglopin Thanh phan: Gom chit dbi chimg Hb A2 bénh hoc dugc 1y tir nhiéu miu mau 1 x Iml Hé )
muc bénh ly ngudi c6 ty 16 Hb A2 gia tang. Hb A2 bénh hoc dugc bao quan duéi dang dong P
khé én dinh hoa. Hop gém 1lox Iml
TCCL: ISO 13485
Chat doi chimg Hb A2 thong thuong dugc bao ché dé kiém soat chat luong dinh
luong Huyét sdc t6 A2 va d6i chimg su di chuyén cia kiéu thirc huyét sic t6 &
L1 A 2 . ngudi trong quy trinh dién di Hemoglobin.
679 i?lit;f;n tl(i:lrgin Hemoglopin Thanh phan: Gom chit d6i chimg Hb A2 théng thuong duoc lay tir nhiéu mau 5x 1ml Hop 2
& méau ngudi. Hb A2 dugc bao quan dudi dang déng khé 6n dinh hoa. Hop gom 5 lo
x 1ml
TCCL: ISO 13485
B¢ Kit di¢n di Minicap Hemoglobin (E) dugc thict ké dé tdch cac Hemoglobin
binh thuong ( A,F va A2) va phat hién cac bién thé Hemoglobin chinh ( dic biét 1a 6x250ml
680 |Bo kit dién di Hemoglobin S, C, E hodc D) béng k¥ thuat dién di trong dung dich dém kiém (pH9,4) voi hé 3x225ml Hop 6
théng dién di mao quan. 3x25ml
TCCL: ISO 13485
Dung dich bao vé ngén vi khuan (Lo dung dich dém ddc c6 chira chat bao quan d¢ cat gitlr nude cat hodc nude khir
681 phat trién va lang can 6ng mao ion dung dé stic rra mao quan trong h¢ thong dién di Ix5ml Hop 3

quan trén may xét nghiém dién di
mao quén.

Hop 1 1o x Sml
TCCL: ISO 13485




Ong dung chat chuén cho cac xét

Ong va nap dé chira héa chat kiém chuin trén may xét nghiém dién di. TGi gom 20

682 A a1 ong va nap. 20 cai Hop 2
nghicm dién di TCCL: ISO 13485
. n . a1 ... o [|Buffer (dung dich d¢m) dung dé b6 sung cho bo Kit cho di¢n di Hemoglobin. Hop
683 Ezglgo gllg{)’fm cuabokitdiendi ) Soml Buffer 1x250ml | Hop 20
TCCL: ISO 13485
R . Bo kit dién di Protein 2x250ml dung trén may dién di mao quan. Hop 2 1o x 250ml R
684 |B0 kit dién di Protein TCCL: I1SO 13485 g Y d P 2x250ml Hop 3
Héa chat kiém chuan dién di Héa chat kiém chuan dién di protein murc binh thuong. Hop 5 lo x 1ml R
685 . L . Sx1ml Hop 1
protein muc binh thuong TCCL: ISO 13485
Hoa chat kiém chuan dién di Héa chat kiém chuan dién di protein mirc bat thuong. Hop 5 lo x 1ml. TCCL: ISO R
686 . . LA . S5x1ml Hop 1
protein murc bat thuong 13485
Ong thuy tinh chan khéng 8x 120mm, chtra chat chong dong Natri citrate 3,8%.
687 |Ong do toc d¢ lang mau Thé tich mAu 1.28ml, nip cao su butyl den. 100 Tube/ hop| Ong 10,000
Dong g6i 100Tube/ hop
May phan tich huyet hoc tw
VI |dong bing cong nghé Laser
(UniCel DxH 600)
Str dung nhu mot dung dich dém pha lodng dang truong két hop véi mét tac nhan
688 Dung dich phAa loﬁngxdl‘mg cho xét (ly %iéi’khélgg f:hﬁa C}:anide di‘lng aé ;iém vé.dinh ¢& céac té bao mau trég hé théng Hop (10L) Hop 300
nghiém huyét hoc phan tich té bao tyr dong - Thanh phan: Sodium Sulfate 13.73 g/L, Sodium
Chloride 1.04 g/L, Tetracaine HCL 0.02 g/L, Imidazole 2,85 g/L
Dung dich Iy gidi ding cho xét Chit ly giai h‘(;)ng chu dé dinh luong hemoglobin, qém NRBC, dém vi do kich
689 ﬁghiém huyét hoc thudc bach cau trén hé thong phan tich té bao huyeét hoc, - Thénh phe‘m’: Quaternary Hop (5L) Hop 34
i ; Ammonium Salts 5-80 g/L, Sodium Sulfite 1-5 g/L, Chat 6n dinh, Chat d¢m
i i i i 105858 s i i i bl g i i |
690| (ly giai hong cau va bao v€ bach | Lo 2 . . s - < . 1 (1900mL+850| Hop 34
chu) cho xét nghiém huyét hoc gom: yéu to lam am 0.3-1.5 g/L, Formic Acid 1.2 mL./L - Hoa chat StabiLyse gom: mL)
Sodium Carbonate 6 g/L, Natri clorua 14,5 g/L, Natri sunfat 31,3 g/L
Dung dich rira diing cho may phan Hoa chat dé st dupg nhu mot chat lam sach cho cac bg phan cua may phan tich te
691 T X bao tu dong khi tiép xuc voi mau. - Thanh phan: Dung dich chira enzym phén giai Hop (10L) Hop 30
tich huyeét hoc :
protein
Chét chuan dung dé chinh hé sb trén hé théng phan tich té bao ty dong dugc liét
692 Chéat chuin may dl‘mg trén may k§: trong béang trong to ins;rt, két hop voi thuéc tht’r cu thé. - Thanh phan: gdm Hop Hép |
phan tich huyét hoc hong cau nguoi, thanh phan c6 kich thudce ti€u cau dugce on dinh trong méi truong | (1x3.3mL) ’

déng truong Hong cau ¢ dinh duoc thém vao dé mé phong bach cu




Hop 4 bo

oz 2 . 5 2 - N , . 4x3.5mL
Hoa chat kiém chuan huyét hoc dugc st dung dé theo doi su hoat dong ciia may (4x3.5m
Ko 12 A 2 \ ~ . X \ A A A A 2 . as | 2 Level I;
Chat kiém chuan dung trén mdy [huyét hoc .- Thanh phan: gom hong cau duogc on dinh trong moi trudng dang R
693 N I3 N A e L2 A NN A P ~ \ A N 4x3.5mL HOp 45
phén tich huyét hoc truong, thanh phan giong tiéu cau va hong cau co dinh mé phdng bach cau va Level II:
hong cau c6 nhan. 4x3.5mL
Level 1)
Héa chat duoc chi dinh su dung trén hé thong phan tich t€ bao tu dong dé lam Hé
694 Dung dich nhuém hdng ciu lu6i [sach hdng ciu va nhudm hdng ciu lui. - Thanh phin: + Reagent A- Retic Stain: (19 OOni 30| Hs )
dung cho xét nghiém huyét hoc  |New Methylene Blue trong dung dich dém 0.06% (w/v) + Reagent B- Retic Clear: mL) °P
Sulfuric Acid véi chat 6n dinh 0.15%
F6p 450
‘ ‘ ‘ ‘ _ (4x3.5mL
Chét kiém chuin dung cho XN |Hoéa chét kiém chuin huyét hoc dugc str dung dé theo doi su hoat dong cf_la may Level I
695| hong cau ludi trén may phan tich |huyét hoc. - Thanh phan: gdm héng cau duoc én dinh trong moi trudng déing 4x3.5mL Hop 4
huyét hoc truong, cac thanh phan giéng hong cau ludi da dwoc 6n dinh. Level II;
4x3.5mL
Level 1)
Hép 456
; ; Hoa chit kiém chuén huyét hoc dugc sir dung dé theo ddi va kiém chung dai do (4x3.5mL
Chat kiém chuén cho XN dichco |, .. et hoe CUOT St Qg €¢ . g dal S Level [;
P N . <. |cta phan tich dich co thé trén may phan tich huyét hoc - Thanh phan: Hong cau R
696 thé dung trén may phan tich huyét e oan 2 L. R X1 BT 2 4x3.5mL Hop 4
nguoi da qua on dinh va xir ly, thanh phan kich thudc giong tiéu cau da dugc on
hoc dinh, hong cau ¢ dinh d& mo phong bach cau Level IL;
i, one : phong o4 ' 4x3.5mL
. Level 1)
VI Hoa chat may xét nghiém mau
ling miniiSED
Thé kiém tra Alcor Scientific Inc. Pugc thiét ké dé st dung riéng trén iSED va
Thé bénh nhan 1000 bénh nhan/ 1 [miniSED, nhdm muc dich xt 1y va phan tich cac mau 1000 Tests/
697 thé Chét liéu: Polyvinyl Chloride (PVC) chi cai 9
(Test Card, 1000 Tests) Tuong thich v6i may do tbc d6 mau ling miniiSED
Quy cach: 1000 Tests/ cai
Dung dich rira may do toc do mau lang.
Dung dich rira dung cho may do |Lo¢ dung: Polyethylene mat d§ cao (HDPE)
698 téc d6 mau ling Twong thich v6i méay do tdc d6 mau ling iSED & miniiSED 4x500ml | Hop 4
(IWASHTM) Quy cach: 4 x 500 ml
Don vi tinh: Hop _ _
Chét kiém tra 1 lo muc 1: 1 Io Thanh pAhan, Pon? d(')f gom‘ cacﬂte t’)ao h(?ng cau on dinh cua con nguoi lo limg
mic 2 trong mot chat dém long va chat bao quan.
6 ) On di 5 na c 2 2x4ml HO 4
99 (Seditrol®) On dinh sau mo nap trong vong 60 ngay x4 m op

Pong goi: 2 x 4ml
Tuong thich véi may do tbe d6 méu ling miniiSED

VIII

Hoéa chit may soi cin nwéc tiéu
UD-500




IVD la dung dich rua va pha
loang dung cho mdy soi can nudc

San pham duogc st dung dé bao tri hang ngay va rira h¢ thong dong chay, cling nhu
pha loing mau.

700 2 Thanh phﬁn chinh: Sodium Chloride 2%, Buffers 0.2%, Surfactant 0.01%. 5L Thung 20
tiéu . e . o iR R
(Detegent A) Tuong thich vdi May soi can nudce tieu tu dong UD-500
g Quy céach: SL
IVD 1a dung dich rira v pha San ph~am dli(_)’c st dung d¢ bao tri hang ngay va rira h¢ thong dong chay, ciing nhu
loang dung cho may soi can nudc pha loang‘mau.
701 2 ’ Thanh phan chinh: Sodium hypochlorite 2% 100ml Lo 20
ticu , AL s ox FTT o
(Detegent C) Tuong thich véi May soi can nudce ticu tu dong UD-500
g Quy céch: 100mL
Thanh phan chinh: t€ bao mau dong vat, axit citric, natri citrat, natri clorua,
A 1iA 1A o ‘A . £ \ Level 1:
Vit li€u kiém soat xét nghi¢m  |albumin huyét thanh bo, v.v 8mLx1
dinh tinh va dinh lugng can nudc |Twong thich véi Mdy soi can nudc tidu ty dong UD-500 Level 2:
702 tidu Quy céch: Ll Bo 8
(Control Material for Urine Level 1: 8mLx1/B¢ Level 3:
Sediment Analyzer) Level 2: 8mLx1/Bo gl 1'
Level 3; 8mLx1/Bo *
Dung dé hi¢u chuan WBC va RBC va theo doi hodc danh gia d¢ chinh xac cua két
Chét hiéu chuén xét nghiém dinh |qué xét nghiém trén may soi cin nudc tiéu.
703 tinh va dinh lugng can nudc tiéu [Thanh ph?m chinh: Héng ciu dong vat, chét chéng dong mau, dung dich bao quan, aml x 1 Lo p

(Calibrator for Urine Sediment
Analyzer)

chét ¢6 dinh té bao
Tuong thich vdi Mdy soi can nudc tidu tur dong UD-500
Quy cach: 8ml.x1

Téng céng: 703 danh muc
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