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SO Y TE VINH PHUC CONG HOA XA HOI CHU NGHIA VIET NAM
TTYT HUYEN YEN LAC Déc lap — Tw do — Hanh phiic

S6: §0.2 /TTYT-KD Yén lac, ngay 16 thdng 8 nam 2024
V/v Moi tham gia béo gia vét tu,
héa chat xét nghiém

THU MOI BAO GIA
Kinh guri: C4c hang san xuét, nha cung cAp tai Viét Nam

Trung tdm y té huyén Yén Lac c¢6 nhu ciu tiép nhan béo gia dé tham khao, xay
dung gi4 géi thau, 1am co s& td chirc lwa chon nha thiu cho gbi thiu Mua hoéa chét xét
nghiém nam 2024 cho Trung tim y té huyén Yén Lac (06 phén) véi noi dung cu thé
nhu sau:

I. Théng tin ctia don vi yéu ciu bao gia
1. Pon vi yéu cau bao gia: Trung tim y t& huyén Yén Lac
2. Thong tin lién hé ctia ngudi chiu trach nhiém tiép nhén bao gia:
Ho tén: Nguyén Thi Thu Mai
Chuc vu: Trudng khoa Dugc- TTB- VTYT
SDT: 0979 144 322 Email: khoaduocttytyenlac@gmail.com
3. Céch thirc tiép nhan bdo gia:
Nhan truc tiép tai dia chi: Khoa Dugc- TTB- VTYT, Trung tdm y té huyén Yén Lac, Thi
trdn Yén Lac, huyén Yén Lac, tinh Vinh Phic.
4. Thoi han tiép nhan bao gia: Tir 09h ngay 16 thang 8 nam 2024 dén 15h ngay 26 thang
8 ndm 2024
Cdc bdo gid nhdn dwoc sau thoi diém néu trén sé khong dwoc xem xét.
5. Thoi han c6 hiéu luc clia bao gia: Téi thiéu 120 ngay, ké tir ngay 26 thang 8 nim
2024.
IL. Noi dung yéu ciu bao gia:
1. Danh muc Mua hoa chit xét nghiém nim 2024 cho Trung tdm y té huyén Yén Lac
(06 phan). Danh muc chi tiét tai phu luc kém theo.
2. Kinh d nghi cac hing san xuit, nha cung cép tai Viét Nam quan tdm cung cip Bao
gia theo diing c4c ndi dung, thoi gian va dia diém néu trén.
Xin tran trong cam on!
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PHU LUC
4 cAc tinh ning, yéu ciu ky thuit co ban ciia hoa chit xét nghiém
theo Vén ban sé §0, /TTYT-KD ngay 16/8 /2024 ciia TTYT huyén Yén Lac)

Quy cich
STT Tén hang héa Dic diém ky thujt dong géi
tham khio

Pon vi Sb
tinh luwgng

Phin 1: HOA CHAT SINH HOA

Dai tuyén tinh: 0.12 — 6.00 g/dL

Phuong phap: BCG

1 |Albumin Thanh phén : Succinic acid, Bromocresol Green 4x29ml Hop 6

b 13p lai: CV <0.97%

Do chum toan phan: CV <1.61%

Dai do: 3.1-2000 IU/L for serum, 1.6-4000 IU/L for urine L.

Phuong phép: IFCC o 7 i

2 |a-Amylase Thanh phan: Pipes pH=7.0, MgCL2, glucosidase, EPS 0 5] /

PG gp lai: CV <5% xfiml |

Do chum toan phén: CV <8% W\

Dai do: 8-800 U/L N

Phuong phéap IFFC N

Thanh phén: Tris buffer (pH 7.4), D-LDH, L-Alanine, NADH, o- | 4x50ml +

Ketoglutarate 4x12.5ml

b 13p lai: CV <1.78%

D6 chum toan phin: CV <2.31%

Dai do: 6-800 U/L

Phuong phéap IFFC

Thanh phén: Tris buffer (pH 7.8), MDH, D-LDH, L-aspartate, 4x50ml +

NADH, o-ketoglutarate 4x12.5ml

Do I3p lai: CV <2.32%

P chum toan phéin: CV <3.06%

Dai do: 0.02-30 mg/dL.

Phuong phap: DPD

5 |Bilirubin Total Thanh phén: DPD, Surfactants, HCI e
D6 lp lai: CV <5% 4x52.5ml

D¢ chum toan phin: CV <8%

Dai tuyén tinh: 0.04-10 mg/dL.

Phuong phép: DPD

6 |Bilirubin Direct Thanh phén: DPD, Surfactants, HCI 4’5{ 225 ISnIL:

D0 13p lai: CV <1.43% )

Do chum toan phin: CV <2.37%

2 Dai do: 0.01-15 mg/dL for serum, 0.08-35 mg/dL for urine

Phuong phéap: UV Arsenazo III

7 |Calcium arsenazo Thanh phén: MES buffer (pH 6,5), Arsenazo III 4x30ml Hop S

Do 13p lai: CV <5%

Do chum toan phin: CV <8%

3 |ALT

4 |AST

Hop 4

Dai do: 8.1-700 mg/dL
Phuong phép: CHOD-PAP
Thanh phén: 4-Chlorophenol, 4-Aminoantipyrine, Cholesterol -

¥ |choleser] esterase (CHE), Cholesterol oxidase (CHOD), Peroxidase (POD) Spli] Hop o0
b 13p lai: CV <5%

Do chum toan phin: CV <8%

Dai do: 0.03-25 mg/dL for serum, 0.1-370 mg/dL for urine
Phuong ppép: Jaffe kinetic 4x38ml +
9 |Creatinine Thanh phan: NaOH, Detergent, Picric Acid solution 4525ml Hop 40
Do 13p lai: CV <5%

D¢ chym toan phin: CV <8%
Dai do: 2.5-1000 U/L
Phuong p?)ép: IFCC AxB0ml+
10 |GGT Thanh phéan: Tris buffer (pH 8.2), Glycyl-Glycine, GLUPA-C 4x40m]
Do lap lai: CV <5%

P06 chum toan phén: CV <8%

Hop 6




11

Glucose

Dii do: 0.4-550 mg/dL for serum, 0.08-800 mg/dL for urine, 0.8-
400 mg/dL for CSF

Phuong phéap: hexokinase

Thanh phén: Tris base (pH 7.8), MgSO4, NAD, ATP,
Hexokinase, G-6-PDH

Do 1ap lai: CV <5%

D¢ chum toan phin: CV <8%

4x45ml +
4x15ml

50

12

HDL Cholesterol

Dai do: 0.13 - 3.11 mmol/L

Phuong phép: Inhibition/Direct

Thanh ph?m: ADPS, ascorbate oxidase, H3P04, CHOD,
Cholesterol esterase (CHER), Peroxidase (POD), 4-
aminoantipyrine (4-A-A), sodium azide

Do 13p lai: CV <3%

Do chum toan phin: CV <5%

1x60ml+1x2
Oml

13

L4

LDL Cholesterol

Dai do: 0.13 - 15.6 mmol/L

Phuong phép: Inhibition/Direct

Thanh phén: ADPS, ascorbate oxidase, peroxidase, CHOD,
Cholesterol esterase (CHER), Peroxidase (POD), 4-
aminoantipyrine (4-A-A)

Do lgp lai: CV <3%

Do chum toan phin: CV <5%

1x60ml+1x2
Oml

Hop

14

Iron

Dai tuyén tinh: 4.9-1000 pg/dL

Phuong phép: Ferrozine

Thanh phin: Acetate buffer (pH 4.5), Thiourea, Hydroxylamine
salt, Ferrozine

Do 13p lai: CV <1.25%

D% chum toan phin: CV <1.99%

4x27ml +
4x27ml

15

Total Protein

Dai do: 0.1-12 g/dL .

Phuong phép: Biuret reaction

Thanh phin: Potassium Sodium tartrate, Potassium iodide,
Copper (II) Sulfate

b0 Igp lai: CV <5%

D% chum toan phin: CV <8%

4x50ml +
4x50ml

16

rd

Triglycerides

Dai tuyén tinh: 4-1400 mg/dL

Phuong phéap: GPO-POD

Thanh phén: Tris buffer (pH: 6,8), Peroxidase, Glycerokinase,
Lipoprotein Lipase, ATP, 4- Aminoantipyrine, GPO

Do lip lai: CV <0.74%

Do chum toan phan: CV <1.2%

4x50ml +
4x12.5ml

40

17

Urea

Dai do: 1.8-300 mg/dL for serum, 7.1-4000 mg/dL for urine
Phuong phép: Urease UV

Thanh phan: Tris base (pH 7.4), Urease, GLDH, a-Ketoglutaric
acid, NADH

Do 1ap lai: CV <5%

D% chum toan phin: CV <8%

4x50ml +
4x50ml

10

18

Uric Acid

Dai tuyén tinh: 0.5-30 mg/dL for serum, 0.4-550 mg/dL for urine
Phuong phap: Uricase/PAP

Thanh phan: 4-aminoantipyrine, Peroxidase, Uricase

Do 13p lai: CV <0.9%

P chum toan phan: CV <1.79%

4x50ml +
4x50ml

19

CK-NAC

Dai do: 2-2000 IU/L

Phuong phap: IFCC

Thanh phé‘m: Imidazole, EDTA, Mg Acetate, AMP, NADP,
Hexokinase, D-Glucose, NAC, Creatine Phosphate, ADP, G6PD
b6 lap lai: CV <5%

Do chum toan phan: CV <8%

4x24ml +
4x6ml




20

CK-MB

Dai tuyén tinh: <2000U/L

Phuong phép: enzymatic immunoinhibition

Thanh phan: Imidazole buffer (pH 6.7), EDTA, Diadenosine
pentaphosphate, D-Glucose, N-Acetyl Cysteine, NADP, AMP,
Magnesium Acetate, Hexokinase, Creatine Phosphate, ADP,
G6PDH, EDTA, Anti-CK-M Antibody

D¢ 13p lai: CV <2.3%

D) chum toan phén: CV <3.2%

2x24ml +
2x6ml

10

21

CK-MB Calibrator

Thanh phén:
Ché phdm ddng kho dyra trén huyét thanh ngudi, chira CK-MB
ngudi trong dung dich dém. chit bao quan.

1x1ml

Lo

22

CK-MB Control

Thanh phén:
Ché phim ddng kho dura trén huyét thanh ngudi, chira CK-MB
caa ngudi trong dung dich dém véi chat én dinh va chit bao quan

1x2ml

Lo

23

Measure CRP

Dai do: 0.1 - 320 mg/L

Phuong phép: Latex turbidity

Thanh ph?m: Saline buffer, anti-human CRP rabbit antibody-
sensitized latex

b lap lai: CV <2%

D¢ chym toan phin: CV <5%

1x60m] +
1x60ml

24

CRP Calibrator

Héa chit dung tao dudng chuén cho xét nghiém CRP dang léng
chira C-reactive Protein huyét thanh nguoi déng khé chiét xuét tir
bt huyét thanh ngudi cling véi chét én dinh,, véi 6 mirc khac
nhau, ImL/ndng d9.

Bot huyét thanh nguoi:

Natri Clorua < 0.9%

Natri Azit < 0.01%

6x1ml

25

CRP Control

Mau huyét thanh dung noi kiém tra cho xét nghiém CRP dang
long chira C-reactive Protein huyét thanh ngudi dong kho chiét
xuit tir bot huyét thanh ngudi ciing véi chét én dinh, véi 2 muc
Low/High, 1mL/ndng d¢.

B0t huyét thanh ngui:

Natri Azit <0.001%

2x1ml

26

MEASURE HbAlc

Dai do: 3-15%

Phuong phép: Latex Immunoturbidimetric

Thanh phin: Mouse anti-human hemoglobin Alc monoclonal
antibody-sensitized latex, Mouse anti-human hemoglobin Alc
monoclona"&"] antibody label-goat anti-mouse IgG polyclonal
antibody

D¢ 13p lai: CV <1%

DJ chum toan ph?m: CV <3%

1x60ml +
1x20ml

45

27

HbA1c Calibrator set

4

Hoéa chét dung tao dudmg chuin cho xét nghiém HbA Ic chuan
chira huyét sic t§ Alc ngudi dang dong kho (dugc didu ché tir
méu ly giai hong ciu) va céc chit én dinh

Thanh phén: HbAlc trong dém pH 7.6, Natri Azit

5x1ml

28

HbAIc Control set (L, H)

Chat kiém chudn xét nghiém HbAIC 2 mirc nong d¢, dang bot
dong kho

Thanh phén: dung djch dém pH 7.5, Hemoglobin Alc, Sodium
azide

2x1ml

Hop

29

HbA 1c¢ Diluent

Dung dich ly giai hong cau (ly giai hemoglobin) danh cho chuan
bi tién xét nghiém HbA1C

1000ml

Can

10

30

Clinical Chemistry Control
Levl

Thanh phin:

Huyét thanh ngui dong khd c6 chira lugng da didu chinh cia
céc chét phan tich sau day:

Alanine Aminotransferase, Albumin, Alkaline Phosphatase,
Aspartate Aminotransferase, aAmylase, Calcium, Chlorine,
Cholesterol, Cholinesterase, Creatine Kinase, Creatinine, Direct
Bilirubin, G-Glutamyl Transferase, Glucose, HDL-Cholesterol,
Inorganic Phosphorus, Iron, Lactate Dehydrogenase, LDL-
Cholesterol, Magnesium, Potassium, Sodium, Total

Bilirubin, Total Protein, Triglycerides, UIBC, Urea, and Uric
Acid.

1x5ml

Lo

40




31

Clinical Chemistry Control
Lev2

Thanh phan

Huyét thanh ngudi dong kho c6 chira lugng da diéu chinh cta
c4c chét phén tich sau day:

Alanine Aminotransferase, Alkaline Phosphatase, Aspartate
Aminotransferase, Albumin, cAmylase, Calcium, Chlorine,
Cholesterol, Cholinesterase, Creatine Kinase, Creatinine, Direct
Bilirubin, G-Glutamyl Transferase, Glucose, HDL-Cholesterol,
Inorganic Phosphorus, Iron, LDL-Cholesterol, Lactate, Lactate

Dehydrogenase, Magnesium, Potassium, Sodium, Total Bilirubin,

Total Protein, Triglycerides, Urea, and Uric Acid.

1x5ml

Lo

40

32

Medical

Thanh phén:

Huyét thanh ngudi dong kho c6 chira cic lugng da didu chinh
clia c4c chét phan tich sau:

Alanine Aminotransferase, Albumin, Alkaline Phosphatase,
Aspartate Aminotransferase, a-Amylase, Calcium, Cholesterol,
Cholinesterase, Creatine Kinase, Creatinine, Direct Bilirubin, G-
Glutamyl Transferase, Glucose, HDL-Cholesterol, Inorganic
Phosphorus, Iron, Lactate, Lactate Dehydrogenase, LDL-
Cholesterol, Magnesium, Total Bilirubin, Total Protein,
Triglycerides, Urea, and Uric Acid.

1x5ml

Lo

40

33

Lipid Washer

Thanh phén: pH 12-13, Sodium hydroxide (NaOH),
Surface active agent

5000ml

Can

30

34

Lipids Calibrator

Hoéa chét ding dé tao dudng chuén cho c4c xét nghiém md&
mau: HDL/LDL/Tri/Choles

Thanh phin hoat cht: Huyét thanh ngudi dn dinh héa va
d6ng kho

2ml

Lo

Phin 2: HOA CHAT MIEN DICH

35

o

Dinh lugng CEA

- Pham vi béo céo: 0,1-1.000 ng/mL - Phuong phap xét
nghlem mién dich enzym hai vi tri “sandwich” - Thanh
phin: Rla: Pha rén: Céc hat thuan tir phi khang thé khéang
CEA MAb & chudt, dugc huyén phu trong dung dich dém
TRIS, albumin huyét thanh bo (BSA), c6 < 0,1% natri azit
vi 0,1% ProClin 300. R1b: Chat pha loang: Dung dich
dém photphat, protein (chudt, bd) véi < 0,1% natri azit va
0,1% ProClin 300. R1c: Lién hop: Khang thé khéng CEA
MADb & chudt dugc lién két véi photphataza kiém (bo),
duoc pha lodng trong dung dich dém photphat, protein
(bd), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

10

36

Chét chuén CEA

- Thanh phén: SO: Dung dich dém photphat, protein (bo),
< 0,1% natri azit va 0,1% ProClin 300. S1,52,53,54, SS
Khéng nguyén carcinoembryonic ngudi & cac mic ndng do
xép xi 1, 10, 100, 500, 1.000 ng/mL, trong dung dich dém
phosphate, protein (bd), < 0,1% natri azit va 0,1% ProClin
300.

6x2.5mL

37

DPinh lugng AFP

- Pham vi phén tich: 0,5-3.000 ng/mL [0,41-2.478 IU/mL]
- Phuong phap xét nghiém mién dich enzym hai vi tri
(“sandw1ch”) Thanh phan: Rla: Céc hat thuén tir pht
khéang thé khéng AF P don dong & chudt duge huyén phu
trong dung dich mudi &ém TRIS, c6 chét hoat tinh bé mat,
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 (bo) dugc pha loﬁng trong
dung dlch mudi dém photphat, c6 chét hoat tinh bé mat,
chét nén BSA, protein (dé, tho, chudt), < 0,1% natri azit va
0,25% ProClin 300.

2x50test

15




38

Chét chudn AFP

- Thanh phan: S0: Chét nén albumin huyét thanh bo (BSA)
dém c6 chét hoat tinh bé mét, <0,1% natri azit, 0,1%
ProClin 300. Chira 0 ng/mL AFP. S1,52,S3,54,S5, S6:
AFP ¢ ndng 46 x4p xi 2,5, 5, 25, 100, 500 va 3.000 ng/mL
(2,1,4,1,21, 83, 413 va 2.478 IU/mL), trong ch4t nén dém
BSA ¢6 chit hoat tinh bé mit, < 0,1% natri azit va 0,1%
ProClin 300.

7x2.5mL

39

Dinh lugng Cortisol

- Pham vi phan tich: 0,4-60 pg/dL [11-1.655 nmol/L] -
Phuong phép xét nghiém: mién dich enzym lién két canh
tranh - Thanh phén: Rla: Chét cong hop cortisol —
phosphatase kiém (bod) va céc hat thuan tir phu khang thé
dé khang IgG thé trong dung dich muéi dém TRIS, c6 chit
hoat dong bé mat, chit nén BSA matrix va < 0,1% natri
azit. R1b: Huyét thanh mién dich ciia thé khang cortisol
trong dung dich muéi dém TRIS, c6 chit hoat dong bé mit,
chét nén BSA va < 0,1% natri azit.

2x50test

40

Chét chuin Cortisol

- Thanh phan: S0: Huyét thanh ngudi véi < 0,1% natri azit
va 0,5% ProClin 300. C6 chira 0 pg/dL (nmol/L) cortisol.
$1,52,83,54,85: Cortisol (hgp chat héa hoc tinh sach)
trong huyét thanh nguoi 1an lugt & cac mirc ndng d¢ x4p xi
2,5, 10, 25 va 60 pg/dL (55, 138, 276, 690 va 1.655
nmol/L), ¢6 < 0,1% natri azit va 0,5% ProClin 300.

6x4mL

41

Dinh lugng Total T3

- Pham vi phan tich: 0,1 - 8 ng/mL (0,2-12,3 nmol/L) -
Phuong phdp xét nghiém: mién dich enzym lién két canh
tranh - Thanh phén: R1a: Lién hop photphataza kiém
khang T3 don dong & chudt (bd) va céc hat thuan tir phu
streptavidin trong dung dich dém TRIS c6 protein (chim va
chudt), chit hoat tinh bé mdt, <0,1% natri azit va 0,1%
ProClin 300. R1b: Analog T3 duoc lién két véi biotin
trong dung dich dém TRIS c6 protein (chim), chit hoat
tinh bé mit, < 0,1% natri azit va 0,1% ProClin 300. Rlc:
Dung dich natri hidroxit 0,4N (NaOH) c6 8-Anilino-1-
Napthalenesulfonic Acid (ANS). R1d: 0,4N dung dich axit
clohydric (HCI).

2x50test

32

42

Chét chuin Total T3

- Thanh phan: SO: Huyét thanh ngudi, < 0,1% natri azit va
0,025% Cosmocil CQ chita 0 ng/mL (nmol/L)
Triiodothyronine. S1, S2, S3, S4, S5: Triiodothyronine &
n(“)ng do xép xi0,5,1,2,4 va8ng/mL (0,8, 1,5, 3,1, 6,1 va
12,3 nmol/L) trong huyét thanh ngudi c6 < 0,1% natri azit
va 0,025% Cosmocil CQ.

6x4mL

S

1
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DPinh luong Free T4

- Pham vi phén tich: 0,25-6 ng/dL [3,2-77,2 pmol/L] -
Phuong phap xét nghiém: mién dich enzym hai budc -
Thanh phin: R1a: Céc hat thuan tir Dynabeads pht
streptavidin trong dung dich dém TRIS c6 protein (chim),
chét hoat tinh bé mit, 0,125% NaN3 va 0,125% ProClin
300. R1b: Dung dich mudi dém TRIS c6 protein (chim),
chét hoat tinh b& mit, < 0,1% NaN3 va 0,1% ProClin 300.
Rlc: Dung dich mudi dém TRIS c6 protein (chim), chit
hoat tinh bé& mit, 0,125% NaN3 va 0,125% ProClin 300.
R1d: Chét cong hop triiodothyronine-photphataza kiém
(bo) trong dung dich d&ém TRIS c6 protein (chim), cht
hoat tinh bé mit, < 0,1% NaN3 va 0,1% ProClin 300. R1e:
Khéng thé khang Thyroxine (T4) don dong & chudt dugc
lién két v6i biotin trong dung dich dém TRIS c6 protein
(chim va chudt), chat hoat tinh bé mdt, 0,125% NaN3 va
0,125% ProClin 300.

2x50test

40

44

Chét chuén Free T4

- Thanh phén: SO: Huyét thanh ngudi véi < 0,1% natri azit
va 0,5% ProClin 300. Chira 0 ng/dL (0 pmol/L) thyroxine.
S1, S2, S3, S4, S5: Thyroxine tu do trong huyét thanh
ngudi & ndng do xép xi 0,5, 1, 2, 3 va 6 ng/dL (x4p xi 6,4,
12,9, 25,7, 38,6 va 77,2 pmol/L), c6 < 0,1% natri azit va
0,5% ProClin 300.

6x2.5mL

45

Dinh lugng total PSA

- Pham vi phén tich: 0,008-150 ng/mL (hiéu chuén
Hybritech) hoic 0,008—121 ng/mL (hiéu chuin WHO) -
Phuong phép xét nghiém: mién dich enzym hai vi tri
(“sandwich”) - Thanh phin: Rla: C4c hat thuan tir phi
khéng thé khang PSA don dong & chugt dugc huyén phi
trong dung dich mubi dém TRIS, c6 chét hoat tinh bé mat,
albumin huyét thanh bd (BSA), < 0,1% natri azit va 0,1%
ProClin 300. R1b: Lién hop photphataza kiém khéang PSA
don dong & chudt (bo) duge pha lodng trong dung dich
mudi dém photphat, c6 cht hoat tinh bé mit, BSA, protein
(chudt), < 0,1% natri azit va 0,25% ProClin 300.

2x50test

46

Chét chuén Hybritech PSA

- Thanh phin: S0: Albumin huyét thanh bd (BSA) dém, <
0,1% natri azit va 0,5% ProClin 300. S1,S2,S3,54,S5: PSA
trong huyét thanh & mirc x4p xi 0,5, 2, 10, 75 va 150
ng/mL ddi véi higu chuin ctia Hybritech (hozc 0,4, 1,7, 8,
58 va 121 ng/mL dbi véi hiéu chudn cia WHO) trong BSA
dém, < 0,1% natri azit va 0,5% ProClin 300.

6x2.5mL

47

Dbinh lugng CA 125

- Pham vi phén tich: 0,5 U/mL - 5.000 U/mL - Phuong
phéap xét nghiém: mién dich enzym hai vj tri (“sandwich”) -
Thanh phén: R1a: C4c hat thuan tir phu khang thé khang
biotin & dé, gén biotin khang nguyén khang CA 125, khang
thé don dong & chudt, albumin huyét thanh bd, < 0,1%
natri azit va 0,1% ProClin 300. R1b: Lién hop photphataza
kiém-khang nguyén khéng CA 125 don dong & chudt (bd),
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




48

Chét chuin CA 125

- Thanh phén: S0: Albumin huyét thanh bo (BSA) dém, <
0,1% natri azit va 0,5% ProClm 300. Sl $2,83,54,S5:
Khang nguyén CA 125 & cac nong d6 xap 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

49

Dinh lugng CA 15-3

v

- Pham vi phan tich: 0,5-1.000 U/mL - Phuong phép xét
nghlem mién dich enzym hai vj tri (“sandw1ch”) Thanh
phén: R1a: C4c hat thuén tir pht khang thé khang biotin &
dé, gin biotin khéng 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
klem-khéng nguyen khang CA 15-3 don dong & chuot (bo),
albumin huyét thanh bo, < 0,1% natri azit, 0,25% ProClin
300. R1c: Dung dich dém protein (bo, dé, chuét), < 0,1%
natri azit, 0,1% ProClin 300.

2x50test

50

Chét chuin CA 15-3

- Thanh phén: S0: Albumin huyét thanh bd (BSA) dém, <
0,1% natri azit va 0,5% ProClin 300. S1,S2,S3,54,S5:
Khéng nguyén CA 15-3 ¢ cac ndng d6 x4p xi 10, 50, 100,
500 va 1.000 U/mL trong BSA dém, < 0,1% natri azit va
0,5% ProClin 300.

6x1.5mL

51

Dinh lugng CA 19-9

- Pham vi phan tich: 0,8-2.000 U/mL - Phuong phép xét
nghiém: mién dich enzym hai vj tri (“sandw1ch”) Thanh
phén: R1a: C4c hat thusn tir, phi khang thé khang biotin da
dong & dé, albumun huyét thanh bo, < 0,1% natri azit va
0,1% ProClin 300. R1b: Lién hgp photphataza kiém-khang
nguyen khéng CA 19-9 don dong & chuét (bod), albumin
huyét thanh bo, < 0,1% natri azit va 0,1% ProClin 300.
Rlc: Lién hop biotin-khang nguyén khéng CA 19-9 don
dong & chudt, albumin huyét thanh bo, < 0,1% natri azit va
0,1% ProClin 300. R1d: Dung dich dém protein (bo, dé,
chuét), < 0,1% natri azit va 0,1% ProClin 300.

2x50test

52

Chét chuin CA 19-9

- Thanh phan: S0: Albumin huyét thanh bd (BSA) dém, <
0,1% natri azit va 0,5% ProClin 300. S1, S2, S3, S4, S5:
Khéng nguyén CA 19-9 ¢ céc ndng d6 x4p 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

53

Giéng phan img dung cho
may Access 2

Chit liéu Polypropylene; Dung tich t6i da 1 mL

16x98cai

35

54

Co chit phat quang

- Thanh phan Dung dich dém chira dioxetane Lumigen
PPD, chit huynh quang va chit hoat tinh bé mit

4x130mL

15

55

Dung dich ki;‘m tra may

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

6x4mL

56

Dung dich rira may hang ngay

- Thanh phan: KOH 1-5%

1L

Binh

57

Dung dich rira may hang ngay

Thanh phan chinh: Acid hitu co.

1gallon

Binh

58

Dung dich rira dung cho may
Access 2

- Thanh phén: Dung dich mudi dém TRIS, chit hoat tinh
bé mit, < natri azit 0,1% va < 0,05% khdi Iugng phan ung
cua: 5-chloro-2-methyl-4-isothiazolin-3-mot va 2-methyl-4-

isothiazolin-3-mét (3:1).

4x1950mL

45
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binh lugng total BhCG

- Pham vi phén tich: 0,6-1350 mIU/mL - Phuong phap xét
nghiém: mi&n dich enzym hai buéc lién tiép (“sandwich”) -
Thanh phén: R1a: Céc hat thuan tir pht IgG khéng chudt &
dé: cac phirc hop khang phCG don dong & chudt dugc
huyén phil trong dung dich mudi dém TRIS, c6 chét hoat
tinh bé mit, albumin huyét thanh bd (BSA), < 0,1% natri
azit va 0,1% ProClin 300 R1b: Protein (dé, chudt va tai td
hop) duoc pha loang 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 & thd
(i t6 hop) dugce pha lodng trong dung dich mubi dém
MES, c6 chét hoat tinh bé mit, BSA, protein (thd), < 0,1%
natri azit va 0,25% ProClin 300

2x50test

60

Chét chuin Total BhCG
(5th IS)

- Thanh phin: SO: Chit nén dém albumin huyét thanh bo
(BSA) c6 chét hoat tinh bé mit, < 0,1% natri azit, 0,5%
ProClin 300. Chira 0 mIU/mL (IU/L) hCG.
S1,S2,83,84,85: hCG & ndng d6 xAp xi 6, 35, 195, 620 va
1.350 mIU/mL (IU/L) trong chit nén dém BSA c6 chét
hoat tinh bé miit, < 0,1% natri azit va 0,5% ProClin 300.

6x4mL

61

DPinh lugng TSH (3rd IS)

- Pham vi phéan tich: 0,005-50 nIU/mL - Phuong phép xét
nghiém: mién dich enzym hai vi tri (“sandwich”) - Thanh
phdn: Rla: C4c hat thuan tir pht khéng thé khang TSH &
ngudi don dong & chudt dugc huyén phi trong dung dich
mudi dém TRIS, c6 chét hoat tinh bé mat, albumin huyét
thanh bo (BSA), < 0,1% natri azit va 0,1% ProClin 300
R1b: Dung dich mudi dém TRIS c6 chit hoat tinh bé mit,
BSA, protein (chudt), < 0,1% natri azit va 0,1% ProClin
300 R1c:Lién hop photphataza kiém khéng TSH trén nguoi
don dong & chudt trong dung dich mubi dém ACES, c6
chit hoat tinh b& mat, chit nén BSA, protein (chudt), <
0,1% natri azit va 0,25% ProClin 300 R1d: Lién hop
photphataza kiém khang TSH trén ngudi don dong & chudt
trong dung dich muéi dém ACES, c6 chit hoat tinh bé mit,
chét nén BSA, protein (chudt), < 0,1% natri azit va 0,25%
ProClin 300

2x100test

20

62

Chét chudn TSH (3rd IS)

- Thanh phén: SO: Chét nén albumin huyét thanh bod (BSA)
dém c6 chit hoat dong bé mat, < 0,1% natri azit, 0,5%
ProClin 300. Chira 0 pIU/mL (mIU/L) hTSH
S1,52,S3,54,85: X4p xi 0,05, 0,3, 3, 15 va 50 plU/mL
(mIU/L) hTSH, trong chét nén dém BSA c6 chét hoat dong
bé mat, < 0,1% natri azit va 0,5% ProClin 300

6x2.5mL

63

Chét kiém chimg cho cac xét
nghi¢ém mién dich muc 1 (c6
gia trj cho ca céac xét nghiém
chi té khéi u)

Chét kiém ching dang 16ng, dugc chuén bj tir huyét thanh
ngudi. Cac mirc ndng d¢ cua céc chit phan tich dugc diéu
chinh véi héa chét tinh khiét va cac ché phdm tir mé/dich
co thé nguoi.

1x5mL

Lo

64

Chét kiém chimg cho cac xét
nghiém mién dich muc 2 (c6
gié tri cho ca céac xét nghiém
chi t6 khéi u)

Chét kiém chimg dang 16ng, dugc chuin bi tir huyét thanh
ngudi. Cac mirc ndng do cua céc chét phan tich dugc didu
chinh v6i héa chét tinh khiét va cac ché phdm tir mé/dich
co thé ngudi.

1x5mL

Lo

65

Chét kiém chimg cho céc xét
nghiém mién dich muc 3 (c6
gia trj cho ca céc xét nghiém

chi t6 khéi u)

Chét kiém chimg dang 16ng, dugc chuén bj tir huyét thanh
ngudi. Cac mirc ndng d cia céc chét phén tich duoc diéu
chinh véi héa chét tinh khiét va cac ché phdm tir mé/dich

co thé ngudi.

1x5mL

Lo




- Pham vi phan tich: 0,1-500 ng/mL - Phuong phap xét
nghiém: mién dich enzym mét buéc dong thoi
(“sandwich”) - Thanh phdn: R1a: Céc hat thuan tir
Dynabeads phu streptavidin, dugc huyén pha trong dung
dich @m TRIS ¢6 protein (bo), < 0,1% natri azit va 0,1%
ProClin 300. R1b: Lién hgp photphataza kiém-khang thé
khéng thyroglobulin don dong & chugt (bo) trong dung
dich dém TRIS c6 protein (bo, chudt), < 0,1% natri azit va
0,1% ProClin 300. R1c: Céc khéng thé khang
thyroglobulin don dong & chuot duoc lién két voi biotin
trong dung dich d¢m HEPES c6 protein (bo va chugt), <
. 0,1% natri azit va 0,5% ProClin 300.

Dinh Iugng Thyroglobulin 2x50test Hop 2

- Thanh phén: S0: Dung dich dém HEPES c6 albumin
huyét thanh bo (BSA), <0,1% natri azit va 0,5% ProClin
300. Chira 0 ng/mL thyroglobulin. S1, 82, S3, 84, S5:
Thyroglobulin ngudi & cac ndng do xip xi 1, 10, 100, 250
va 500 ng/mL, trong dung dich dém HEPES c¢6 BSA, <
0,1% natri azit va 0,5% ProClin 300.

Chét chun Thyroglobulin 6x2mL Hop 1

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

. natri azit va 0,1% ProClin 300 Rlc: Dung dich dém TRIS
¢6 <0,1% natri azit va 0,1% ProClin 300 R1d: Dung dich
dém TRIS c6 chira "blocking polymer", < 0,1% natri azit
va 0,1% ProClin 300

Dinh Iugng Thyroglobulin Ab 2x50test Hop 2

- Thanh phén: S0: Huyét thanh ngudi véi < 0,1% natri azit
va 0,5% ProClin 300. Chira 0 IU/mL khang thé

Chét chuin Thyroglobulin thyroglobulin S1,52,53,54,S5: Khang thé thyroglobulin 1x4mL+5x " ;
Antibody II nguoi trong huyét thanh ngudi & ndng do xap xi 50, 250, 2.5mL
500, 1.000 va 2.500 IU/mL c6 < 0,1% natri azit vi 0,5%
ProClin 300

Phén 3. HOA CHAT HUYET HQC

Ding 1am chét rira cho m4y phén tich huyét hoc
Trang thai v4t 1i: chat 1ong

Mau: xanh 14

Mui: nhe

D¢ pH: 7,7 dén 8,3 Can 5 lit lit 280
Tinh tan: tan trong nuéc

Thanh phén: Polyoxyethylene tridecylether: 0.049%
Nhiét d6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mé nip: 180 ngay

Hoéa chét rira ding cho may
phén tich huyét hoc

Dung lam chit rira cho may phan tich huyét hoc
Trang thai vat 1i: chat long

Mau: vang ho¥c vang-xanh 14

Héa chit rira dung cho mdy  [Mui: khé Chi}l (clo) lit
phén tich huyét hoc loai d4m Do pH: 10 dén 13 Can 5 lit 10
dic Tinh tan: tan trong nuéc

Thanh phan: Sodium hypoclorit
Nhiét d bao quan: 1 dén 30°C

D6 6n dinh sau khi mé nép: 90 ngay
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Hoa chét ly giai héng ciu
diing cho may phan tich huyét
hoc

Dung lam chét ly giai cho may phén tich huyét hoc
Trang thai vat li: chét long

Mau: khong

Mui: nhe

Do pH: 4 dén 7

Tinh tan: tan trong nudc

Thanh phin: Mudi amoni béc 4 3.7%

Nhiét d6 bao quan: 1 d&én 30°C

Db 6n dinh sau khi m& nép: 90 ngay

Chai 500ml

lit

45

73

Héa chét pha lodng dung cho
mady phéan tich huyét hoc

Dung lam chit pha lodng cho m4y phan tich huyét hoc
Trang thai vat 1i: chit Iéng

Mau: khong

Mui: khong

Do pH: 7.35 dén 7.55

Tinh tan: tan trong nudc

Thanh phéan: Sodium chloride 0.44%, Sodium sulphate
anhydrous 0.97%

Nhiét do bao quan: 1 d¢én 30°C

D6 6n dinh sau khi m& ndp: 60 ngay

Can 18 lit

lit

1,980

74

Héa chit ding cho may phéan
tich huyét hoc dé noi kiém
muc thudng

Dung dé kiém chuén méy phén tich huyét hoc

Trang thi vat li: chat long

Mau: d6 sim

Po pH: 7.0 t6i 9.0

Tinh tan: tan trong nudc

Thanh phan: Hong ciu ngudi, bach cAu mé phong va tidu
clu cua dong vat c6 vi '

Nhiét d6 bao quan: 2 dén 8°C

Do 6n dinh sau khi m& nép: 14 ngay

Lo 2ml

ml

€3

Hoa chit ly giai hdng ciu
diing cho mdy phan tich huyét
hoc d& bach phén bach cau

Dung lam chét ly giai cho médy phén tich huyét hoc
Trang thai vat li: chét 1ong

Mau: khong

Mui: khong

Do pH: 7.5 &n 9.5

Tinh tan: tan trong nuéc

Thanh phan: Sodium alkyl ether sulphate: 0.1 1%
Nhiét 6 bao quan: 1 dén 30°C

Do 6n dinh sau khi mo nép: 30 ngdy

Chai 500ml

Chai

76

Héa chat ding cho méy phan
tich huyét hoc ding dé noi
kiém mirc thudong

Dung dé kiém chudn méy phén tich huyét hoc

Trang thai vat li: chit 16ng

Mau: d6 sAm

Po pH: trung tinh

Tinh tan: tan trong nuoc

Thanh phéan: Héng ciu ngudi, bach ciu mo phong va tiéu
cAu cua dong vat co vii

Nhiét ¢ bao quan: 2 dén 8°C

Do n dinh sau khi mé nép: 14 ngay

Lo 3ml

ml

Phin 4: HOA CHAT DIEN

GIAIDO 1

77

Héa chit xét nghiém dién giai
Calibrator 1 for IoNEX

Héa chét xét nghiém dién giai Calibrator 1 for IoNEX;
Thanh ph?m thudc thir: Ton Natri, Ion Kali, Ion Cloride, lon
Calcium, pH: 7.52

470mL

Chai

10

78

Hoa cht xét nghiém dién giai
Calibrator 2 for IoONEX

Hoa chat xét nghiém dién giai Calibrator 2 for IoNEX;
Thanh ph?m thuéc thir: Ion Natri, Ion Kali, Ion Cloride, Ion
Calcium, pH: 7.05

140mL

Chai

10
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Washing solution

Dung dich Electrolyte wash solution
Thanh phén: Natri Borate

1x25ml

80

Bo dién cuc Na Electrode

B6 dién cuc Na Electrode
Phu hgp v6i may Ex-D & Ex-Ds/Jokoh

Hop 1 Cai

81

Bo dién cuc Kali Electrode

Bo dién cuc K Electrode
Phu hgp v6i may Ex-D & Ex-Ds/Jokoh

Hop 1 Céi

82

Bo6 dién cuc Cl Electrode

Bo dién cuc Cl Electrode
Phu hop v6i may Ex-D & Ex-Ds/Jokoh

Hop 1 Cai

83

Bo dién cuc Ref Electrode

B0 dién cuc Ref Electrode
Phu hop v6i may Ex-D & Ex-Ds/Jokoh

Hop 1 Céi

84

Small packing

Small packing sir dung phu hop trén méy dién giai Ex-
D/Ds ; [oNEX

Hop 1 Cai

85

Large packing

Large packing sir dung phi hop trén may dién giai Ex-
D/Ds ; IoNEX

Hop 1 Cai

Phin 5: HOA CHAT DIEN GIAI PO 2

86

Dung dich rira

Dung dich 1am sach hang ngay dé loai bé cac cin protein

trén cac may xét nghiém dién giai EasyLyte plus. (Khong
¢6 Ammonium Biflouride) '

Thanh phan 1 hop gdm:

- Daily Cleaner Diluent- Pha lo4ng rira hang ngay: 1 19 90
ml, HCI (0,1N) va mubi

- Daily Cleaner Powder - Chét rira hang ngay dang bot: 6

lo, pepsin 0.5gTiéu chuén chit lugng: ISO 13485

Quy cach: 1 1o Rinse 90 mL + 6 lo Pepsin

Xuét xt: G7

1 lo Rinse
90 mL + 6
lo Pepsin

ml

1,440

87

Hoa chét chén doan dién giai
Na/K/Cl

*Pack EasyLyte Na / K / Cl Solutions Pack sir dung dé xac
dinh dinh lugng Natri (Na +), Kali (K +) va Clorua (Cl-)
trong huyét thanh, huyét trong, méau toan phan va nuée
tidu nguoi bing Mdy xét nghiém dién giai EasyLyte plus.
*Thanh phén:

- Standard A Solution, 800mL: 140.0 mmol/L Na+; 4.0
mmoVl/L K+; 125.0 mmol/L Cl—; Buffer; Chét bao quan;
Wetting Agent

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

- Wash Solution, 80mL

0.1 mol/L Ammonium bifluoride

Waste Container

Tiéu chudn chit lugng: ISO 13485

Quy céach: 800 ml/hp

Xuét xir: G7

800mU/hdp

ml

12,800

88

Huyét thanh kiém tra 3 muc
ndng do

*Dung dich kiém chudn cho céc xét nghi¢m phan tich dién
giai EasyLyte plus (bao gdm test Na+, K+, Cl-, Li+, Ca++,
pH) véi 3 mirc: binh thudng, cao va thép.

*Gom dung dich mudi, chit dém, albumin bd, chat bao
quan.

Tiéu chuin chit lugng: SO 13485

Quy Céach: 3x10ml

Xuét xt: G7

3x10ml

ml

30

89

Pién cuc tham chiéu

Dién cuc tham chiéu dung cho may dién giai Na/K,
Na/K/Cl va Na/K/Li

Tiéu chuén chit lugng: ISO 13485

Quy céch: 1 céi/hop

Xuét xt: G7

1 cai

Cai




Hop gdm: 1 dudng dng bom va 1 dudng dng mAu. Ding
cho may dién giai EasyLyte Na/K, Na/K/Cl va Na/K/Li

90 |Bo éng bom,day dich g 5 g
i g b Uy ol Tiéu chuin chat lugng: ISO 13485 Hop Clar
Xuét xir: G7
*Dung dich kiém chuén cho céc xét nghiém phén tich di¢n
giai EasyLyte plus (bao gbm test Na+, K+, Cl-, Lit+, Cat++,
pH) v6i 2 muc binh thudong va bat thuong,
H A t th n.h k- A tr 2 - *A . A A A . Y A
91 :lye : a i€ém tra 2 muc Gf)m dung dich muoi, chat dém, albumin b, chat bao 2x10mUhop| ml 20
nong do quan.
Tiéu chuén chat lugng: ISO 13485
Quy Céch: 2x10ml
Xuét xi: G7
B phét hién mau dung cho méy xét nghiém dién giai
EasyLyte plus.
92 |Phat hién mau Tiéu chuén chét lugng: ISO 13485 1 cai céi 1
Quy cach: 1 cai/ hop
Xuét xir: G7
’ Dung dich ngam dién cyc chira KCl, ding cho may xet
nghiém dién giai EasyLyte plus.
93 |Dung dich lam déy dién cyc  [Tiéu chuén chit lugng: ISO 13485 Lo 125ml ml 125
Quy céach: Lo 125ml
Xuét xir: G7
Van ding cho may xét nghiém dién giai EasyLyte plus.
) ... ... |Tiéu chuin chat lugng: ISO 13485 - .
94 |Van dung cho mdy dién giai Quy céch: 1 c&ihop ; 1 céi cai 1
Xuit xu: G7
Kim hut m3u ding cho méy xét nghiém dién giai EasyLyte
G e 1R 3 ... |plus.
95 Eﬁ: ;:zt d‘;;fzh g;am may Xet | reu chudn chét lugng: ISO 13485 1 céi céi 1
e Clen & Quy céch: 1 c4i/hdp
Xuét xi: G7
Mang dién cyc cho mdy xét nghi¢m dién giai EasyLyte
Mang dién cuc may xét
96 e pend P leai | Cai 1
nghiém dién giai Tiéu chuan chat lugng: ISO 13485
Quy cach: 1 céi
Phin 6: HOA CHAT MAY PONG MAU TY PONG
- Dung dich d& 1am sach thuong xuyén tram rira, ong thai,
97 ?ﬂiiﬁ’ lggzlsa;l;ltlhubng pipet va bom chit thai cia may. Thanh phén chinh: Sx15mL Hop 10
Y Y CRE Aqueous Solution 99,1%.
] G £ - . n , | 6x10x32
08 Cuvet dung cho may xét Céng nhya trong sudt c6 sén thanh Mixer, bén trong c6 thé Cai Thin 3
nghiém d6ng méu ty dong CuvCard tuong thich may déng mau tu dong CoaLAB1000 (1900 céi) J
o [Henchivaimguongss [ g e i aid atvtor | 10wl | Hop | 10
nghiém chi s§ APTT prep Y PRospichip o &
with buffer.
b e ) Dung trong xét nghiém chi s6 aPTT. Thanh phén chinh:
100 [ chat dung trong xet g 05 sn1 calcium chloride and 0.095%. 10x4mL | Hop 5
nghiém chi s6 aPTT ; . ;
sodium azide as a preservative
Dung dich QC mirc binh . - . o
! t d A
101 |thuong cho méy xét nghiém z:zg dich QC mitc binh thuog cho méy xét nghi¢m dong 10x1mL Hop 2
d6ng mau ’
Loy |Pungdich QCmicbénhly 1py o 4ich QC mirc bénh Iy cho may xét nghiém dong méu. | 10xImL | Hop 2

cho méy xét nghiém dong mau




Dung trong xet nghiém chi s Fibrinogen. Thanh phin bao

Hoa chét dung trong xét gbm: Thrombin Reagent (R1) is a lyophilized preparation Szl | n
103 - s Ko . . A 4x25mL/ | Hop 20
nghiém chi s6 Fibrinogen of bovine thrombin, approximately Ix11mL
100 NIH U/mL, buffer, stabilizers and preservative
5 e Dung trong xét nghiém chi s6 PT. Thanh phén chinh:
104 Hoa. f et d’unxg tonamest human recombinant tissue factor (RTF), calcium chloride, 10x4mL Hop 8
nghi¢m chi so PT Ssiess
buffer va sodium.
105 |Pune dich hi¢uchuancho  p, 0 5:ch higu chudn cho may dong méu. 10xImL | Hop 1
may dong mau
Dung dich rira méy déng méau. Thanh phén chinh:
Ji" | v e iRy i, | L L OIS sx15mL | Ho 15
=i v COng Mt IHeL <0,3% X 8
Detergent 0,02%

Téng cong : 106 mit hang







