SO Y TE KHANH HOA CONG HOA XA HQI CHU NGHIA VIET NAM
BENH VIEN PKKV NINH HOA Poc 1ap - Tw do - Hanh phic

Sé: 635/BVNH-KD Ninh Hoa, ngay 20 thang 6 ndm 2024

YEU CAU BAO GIA

Kinh giri: Cac hing san xuét, nha cung cip tai Viét Nam

Bénh vién Pa khoa khu vuc Ninh Hoa ¢6 nhu ciu tiép nhan bao gia dé tham khao, xay
dung gia goi thau, lam co s& t6 chic Iya chon nha thau cho goi thdu Hoa chit xét nghiém véi noi
dung cu thé nhu sau:

I. THONG TIN CUA PON VI YEU CAU BAO GIA

1. Pon vi yéu cu bao gia: Bénh vién Pa khoa khu vyc Ninh Hoa - Dia chi: T6 dan phé
16, phuong Ninh Hiép, thi xa Ninh Hoa

2. Thong tin lién hé ctia nguodi chiu trach nhiém tiép nhan bao gia: B phan van thu Bénh
vién Pa khoa khu vuc Ninh Hoa. Dia chi: T6 dan ph6 16, phuong Ninh Hiép, thi xa Ninh Hoa.
Dién thoai: 0258.3.847.452. Email: vanthubvnh@gmail.com; benhviendkninhhoa@gmail.com

3. Cach thuc tiép nhan béo gia:

- Nhan ban géc truc tiép tai dia chi: Bénh vién Pa khoa khu vuc Ninh Hoa - T6 dan phé
16, phuong Ninh Hiép, thi xa Ninh Hoa.

- Nhan qua email: vanthubvnh@gmail.com; benhviendkninhhoa@gmail.com nhéan file
mém va ban scan (c6 dong diu céc tai lidu lién quan)

4. Thoi han tiép nhan bao gia: T ngay 20 thang 6 ndm 2024 dén hét ngay 11 thang 7 nim
2024

Céc bdo gia nhan dugc sau thoi diém néu trén s& khong dugc xem xét.
5. Thoi han c6 hiéu luc cta bao gia: 180 ngay ké tir ngay 11/7/2024

6. Thu moi bao gia dugc dang tai: http://benhvienninhhoa.khanhhoa.gov.vn;
https://muasamcong.mpi.gov.vn

II. NOI DUNG YEU CAU BAO GIA:

1. Danh muc: (Pinh kem danh muc bao gia)

2. Dia diém cung cﬁp: Khoa Duogc - Bénh vién Da khoa khu vuc Ninh Hoa
3. Thoi gian giao hang dy kién: Thang 12/2024

4. Du kién vé cac diéu khoan tam tmg, thanh toan hop dong:

- Tam Ung: khong


mailto:benhviendkninhhoa@gmail.com
http://benhvienninhhoa.khanhhoa.gov.vn/
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- Thanh toan hop ddng va cac diéu kién thanh todn: thanh toan nhiéu lan bang chuyén
khoan trong vong 90 ngay ké tir ngdy bén nha trang thiu cung cip day da hang héa, ching ti,
hoa don tai chinh theo quy dinh kém theo bién ban giao nhan hang gitta hai bén, bang xac dinh
gia tri khoi lugng cong viée hoan thanh (mau 08a)

Tran trong./.

Noi nhén: _KT.GIAMDOC
-Nhu trén (VBDT); PHCGIAM POC
- Luu: VT, Khoa Dugc. ENH VIENYS k
)A KHO ' g
KHU V¢ 2y
vOA\NINH 1} 4(/://

S " T4n Ngoc Luan



CONG LY e CONG HOA XA HOI CHU NGHIA VIET NAM
Dia chi: .............. Poc lap — Tw do — Hanh phuc

BAO GIA
Kinh gutri: Bénh vién Pa khoa khu vuc Ninh Hoa.
Trén co s6 yéu cau béo gia cta Bénh vién Da khoa khu vuc Ninh Hoa, ching féi....[ghi tén, dia chi cia hing san xudt, nha

cung cdp; trwong hop nhiéu hang san xudt, nha cung cap cung tham gia trong mgt bao gid (goi chung la lién danh) thi ghi ro tén, dia
chi ciia cdc thanh vién lién danh] bao gia cho cac thiét bi y té nhu sau:

1. Béo gia cho céc thiét bi y té va dich vu lién quan:

Héang | Nude Tieu
A1 s £ A Ay a ] . 3 chuian | Ponvi| S6 | Pon | Thanh
Stt | Tén hoa chat Yéu cau k¥ thuit Quy céch Xs:ll;ilt Xs:llgt chit | tinh | lwong | gia | tién
lwgng
| | MAY PIEN GIAI CONVERGYS ISE AUTO
Dung dich kiém chuan may dién giai
Dai kiém chuén:
Muc 1(mmol/L): K+(1.45-1.85), Na+(99-109), CI-(69-
o 79),Li+(0.4-0.6),i-Ca++(0.45-0.65), pH(37°C)(6.3-6.5)
Hoa chat dong | Mue 2(mmol/L): K+(5.2-5.6), Na+(149-157), CI-(125.5-
bd chuan may 133.5),Li+(1.45-1.65),i-Ca++(1.6-1.8), pH(37°C)(6.75- Hop/4x10 A
1 N Hop 4
dién giai (Dung | 6.95) ml
dich chuan may) | Mtc 3(mmol/L): K+(7.45-7.85), Na+(178-188), CI-(160.5-
170.5),Li+(2.65-3.05),i-Ca++(2.45-2.65), pH(37°C)(6.55-
6.75)
Tuong thich may xét nghiém dién giai Convergys ISE auto.
Pat mot trong cac tiéu chuan 1SO, CE, FDA
Dung dich 1am day bén trong tt ca dong dién cuc ciia may
Dung dich bdo | dién giai
2 tri may dién giai | Tuong thich may xét nghiém dién giai Convergys ISE auto. Lo/10ml Lo !
Pat mot trong cac tiéu chuan ISO, CE, FDA
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Dung dich rtra

Dung dich lam sach cac 6ng va dién cuc cia may phéan tich
chat dién phan.

Hop/4x10

may dién giai Tuong thich may xét nghiém dién giai Convergys ISE auto. ml Hop 6
Pat mot trong cac tiéu chuan ISO, CE, FDA
Dung dich bao )
tri dién cuc Dung dich dung cham dién cuc tham chi€u ciia may dién
tham chiéu giai Tuong thich may xét nghiém dién giai Convergys ISE Lo/10ml Lo 1
Reference (may | auto. Pat mét trong cac tiéu chuan ISO, CE, FDA
dién giai)
Dung dich hiu chuan cua may dién giai
- Nong do :
K + =4 mmol/L
. « | Na+ =140 mmol/L
pung dich (0 | ¢1. = 100 mmol/L Chail crai | 36
i ¥ A Ca ++ = 1.25 mmol/L 480ml
& Li + =1 mmol/L
pH =7.40
Tuong thich mdy xét nghiém dién giai Convergys ISE auto
Pat mot trong cac tiéu chuan ISO, CE, FDA
Dung dich hiéu chudn ciia may dién giai
- Nong do :
K + =8 mmol/L
. « | Na+ =110 mmol/L
pune dich (uo¢ | ¢ = 70 mmol/i Chai i | 1
o Ca ++ = 2.5 mmol/L 200ml
& Li + =0.5mmol/L
pH =7.00
Tuong thich may xét nghiém dién giai Convergys ISE auto.
Pat mot trong cac tiéu chuan ISO, CE, FDA
. bién cuc K+ sir dung cho may dién giai Convergys ISE n . .
Bign cye K+ auto. Dat mot trong cac tiéu chuan ISO, CE, FDA Hop/1 cai Cal 1
Dién cue Na+ bién cuc Na+ sir dung cho may dién giai Convergys ISE Hop/1 cai Cai 1

auto. Pat mdt trong cac tiéu chuén ISO, CE, FDA




bién cyc CI- sir dung cho may dién giai Convergys ISE

9 bién cyc Cl- auto. Pat mdt trong cac tiéu chuén ISO, CE, FDA Hop/1 céi Cai 1
D bién cyc Ca++ st dung cho may dién giai Convergys ISE N . .
10 | bién cyc Cat+ auto. Dat mdt trong cac tiéu chuan ISO, CE, FDA Hop/1 céi Cai 1
" bién cyc pH st dung cho may dién giai Convergys ISE R . .
1L BiéncwepH 1 (6. Pat mot trong cac tiéu chuan ISO, CE, FDA HOp/1 cdi Cai !
Diép cuc tham Pién cuc tham chiéu su dung cho may dién giai Convergys
12 Z’Iizieu may dicn ISE auto. Pat mot trong céc tiéu chuan ISO, CE, FDA Hop/1 céi cai !
Tuong thich cho may dién giai Convergys ISE auto. . .
13 | Sample cup Pat mot trong céc tiéu chuan ISO, CE, FDA cal Cai | 10.000
1 MAY KHi MAU GEM 3500
Hoa chét ding cho may phan tich khi méu GEM Premier
3500
Thoéng s6 do: pH, pCO0., p02, Na*, K*, Ca™, Glucose,
Catridge 9 thong | Lactate, Hct 75 test/ o
14 s0 Hinh thirc dong goi: Hop 75 test 1 hop Hop 17
Han dung: 21 ngay keé tir khi lap vao may
Béo quan nhiét d6 phong
Pat mot trong cac tiéu chuan ISO, CE, FDA
111 | MAY NUGC TIEU UC- 1000 ( SYSMEX)
Que nudc tiéu VQi thgnh thir c6 chira thuég thir nham xac
dinh cac thong s6 chan doan trong nude ti€u cia ngudi.
Thong so: Urobilinogen (URO), Mau (BLD), Hong cau
i (RBC), Hemoglobin (Hb), Protein (PRO), Glucose (GLU), 100que / o
15| Quenude titu Ketones (KET), Bilirubin (BIL), Nitrit (NIT), Ti trong hop Hop 40

(S.G), Bach cau (LEU), pH. i
Tuong thich vé1 may nude ti€u UC- 1000. Bat mét trong
cac tiéu chuan ISO, CE, FDA
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UC-CONTROL

UC-CONTROL dugc st dung nhu vat li€u kiém soat cho
méy xét nghiém sinh héa nude tiéu. UC-CONTROL 1a mot
vat lidu kiém soat dang 16ng, bao gom UC-CONTROL-L va
UC-CONTROL-H. Théng s6 phan tich: Urobilinogen
(URO), Mau (Hemoglobin) (BLD), Bilirubin (BIL),
Ketones (KET), Glucose (GLU), Protein (PRO), pH, Nitrite
(NIT), Bach cau (LEU), Creatinine CRE), Albumin (ALB),
Ti trong (SG). Pat mét trong cac tiéu chuén ISO, CE, FDA

uUcC-
CONTRO
L-H: 10
ml x 3
ucC-
CONTRO
L-L: 10
ml x 3

MAY MIEN DICH LLMIPULSE G600 II

17

Hoa chat xét
nghiém PSA

1.Chtrc ning: Str dung cho chan doén in vitro nhdm phat
hién dinh lwong khang nguyén dic hiéu tuyén tién liét
(PSA) trong huyét twong hoic huyét thanh nguoi.

2. Thanh phan:

- Dung dich chira hat phu khang thé don dong Anti-PSA.
Chat bao quan: Natri Azid

- Dung dich chira khéng thé don dong Anti-PSA d4nh diu
ALP. Chét bao quan: Natri azid

3. Ngudng do: 0,010 - 100 ng/mL; PJ chinh xac < 3,1%;
Gi6i han phat hién (LOD) 0,00665ng/mL; Gidi han dinh
lugng (LOQ) 0,00665 ng/mL; D¢ nhiéu trung binh < 20%.
4. Pat mot trong cac tiéu chuin ISO, CE, FDA

3x14
tests/HOp

18

Hoa chat hiéu
chuan xét
nghiém PSA-N

1. Chirc nang: Hoa chat hiéu chuin xét nghiém PSA
2. Thanh phan:

Chtra NaCl trong dung dich dém Tris c6 cht 6n dinh
protein. Chat bao quéan: natri azid.

3. Pat mot trong cac tiéu chuén ISO, CE, FDA

1x3x1,5
ml/Hop
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Hoa chat xét
nghiém AFP

1. Chirc nang: sir dung cho chan doan in vitro nham dinh
luong alpha-fetoprotein (AFP) trong huyét twong hodc
huyét thanh.

2. Thanh phan:

- Dung dich hat phu khang thé: cc hat phu khang thé don
dong anti-AFP, cac chat on dinh protein va cac chit 6n dinh
hoa hoc trong dung dich dém Tris, gelatin. Chét bao quan:
natri azid.

- Dung dich khang thé danh dau enzyme: khang thé don
dong anti-AFP danh diu ALP, cac chit 6n dinh protein va
cac chit 6n dinh héa hoc trong dung dich dém MES. Chat
bao quan: natri azid.

3. Gidi han do: 0,5-2000 ng/mL; D9 chinh xac = 3,0%;
Gi61 han phat hién (LOD) : 0,075 ng/mL; Gidéi han dinh
lugng (LOQ): 0,075 ng/mL; P6 nhiéu trung binh < 20%;
Tuyén tinh trong khoang 173,2-2000 ng/mL.

4 Pat mdt trong céc tiéu chuan ISO, CE, FDA

3x14
tests/HOp

20

Hoa chét hiéu
chuan xét
nghiém AFP

1. Chtrc nang: Hoa chét hiéu chuan xét nghiém AFP-N
2. Thanh phan: Chira NaCl trong chat dém phosphate c6
chit 6n dinh protein. Chat bdo quan: natri azid.

3. Pat mot trong céc tiéu chuan ISO, CE, FDA

1x3x1,5
mL/ Hop

21

Hoa chat xét
nghiém FT4

1. Chirc nang: Str dung cho chin doan in vitro nhim dinh
lwong thyroxine tu do (FT4) trong huyét trong hodc huyét
thanh.

2. Thanh phan:

- Dung dich hat pht T3: Chtra cac hat phu T3, cac chét 6n
dinh protein va cac chit 6n dinh hoa hoc trong dung dich
dém MOPS, gelatin. Chat bao quan: natri azid.

- Dung dich khang thé danh dau enzyme: Chtra khang thé
don dong anti-T4 danh diu ALP, cac chit 6n dinh proteinva
cac chét 6n dinh hoa hoc trong dung dich dém MES. Chat
bao quan: natri azid.

3. Gi6i han do: 0,1-10 ng/dL; D0 chinh xac <4,3%; Gidi
han phat hién (LOD): 0,0789 ng/dL; Gi6i han dinh lugng
(LOQ): 0,0789 ng/dL; D6 nhiéu trung binh <20%

4. Pat mot trong cac tiéu chuén ISO, CE, FDA

3x14
tests/Hop

26
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Hoa chat hiéu
chuan xét
nghiém FT4

1. Chtrc nang: Hoa chét hiéu chuan xét nghiém thyroxine tu
do (FT4)

2. Thanh phan: Chira natri azid 1a chit bao quan trong huyét
thanh nguoi da dugc xu ly.

3. Dat m{t trong céc tiéu chuan ISO, CE, FDA

1x3x1,5
ml/ Hop

23

Hoa chat xét
nghiém FT3

1. Chirc nang: Dé st dung cho chan doan in vitro dé dinh
luong triiodothyronine tu do (FT3) trong huyét twong hoic
huyét thanh.

2. Thanh phan:

- Dung dich hat pha T2: Chtra cac hat phu T2, cic chat 6n
dinh protein va céac chit 6n dinh héa hoc trong dung dich
dém Tris, gelatin. Chat bao quan: natri azid.

- Dung dich khang thé danh dau enzyme: Chira khang thé
don dong anti-T3 danh dau ALP, cac chit n dinh protein
va céac chét 6n dinh hoa hoc trong dung dich dém MES.
Chéat bao quéan: natri azid.

3. Gi6i han do: 0,5-30,0 pg/mL; D6 chinh xac < 3%; Gioi
han phéat hién (LOD) : 0,25 pg/mL; Gidi han dinh luong
(LOQ): 0,43 pg/mL; P6 nhiéu trung binh <10%

4. Pat mot trong cac tiéu chuan ISO, CE, FDA

3x14
tests/ Hop

26

24

Héa chat hiéu
chuan xét
nghiém FT3

1. Chirc nang: Héa chat hiéu chuan xét nghiém
tritodothyronine tu do (FT3)

2. Thanh phan: Chira natri azid 14 chit bao quan trong huyét
thanh nguoi da dugc xur ly.

3. Dat mot trong cac tiéu chuan ISO, CE, FDA

1x3x1,5
ml/ Hop
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25

Hoa chat xét
nghiém TSH

1. Chtc nang: St dung cho chan doan in vitro nham dinh
luong hormone kich thich tuyén giap (TSH) trong huyét
thanh hodc huyét turong.

2. Thanh phan:

- Dung dich hat phu khang thé: Chtra cac hat phii khang thé
don dong anti-human TSH, céac chét 6n dinh protein va chét
6n dinh héa hoc trong dung dich dém Tris, gelatin. Chit bao
quan: natri azid.

- Dung dich khang thé danh dau enzyme: Chira khang thé
don dong anti-human TSH dénh dau ALP, chat 6n dinh
protein va cac chat 6n dinh héa hoc trong dung dich dém
MES. Chét bao quéan: natri azid.

3. Giéi han do: 0,02-200 pIU/mL; B chinh xac <3,5%;
Gi6i han phat hién (LOD) : 0,00423 ulU/mL; Giéi han dinh
lugng (LOQ) <0,00423 plU/mL; P9 nhiéu trung binh
<20%; Tuyén tinh trong khoang 12,364-200 uIU/mL

4. Pat mot trong céc tiéu chuan ISO, CE, FDA

3x14
tests/Hop

26

26

Hoa chat hiéu
chuan xét
nghiém TSH

1. Chirc nang: Hoa chat hiéu chuan xét nghiém TSH

2. Chat liéu/ thanh phan: Chtra hormone kich thich tuyén
giap (TSH) NaCl trong dung )

dich dém Tris c6 chat 6n dinh protein. Chat bao quan: natri
azid.

3. Dat mot trong céc tiéu chuén ISO, CE, FDA

1x3x1,5
ml/Hop

27

Hoa chat xét
nghiém CA125

1. Chtrc nang: Dé sir dung cho chan doan in vitro véi may
LUMIPULSE G nhim dinh luong CA125 trong huyét
tuong hodc huyét thanh.

2. Thanh phan:

- Dung dich hat phu khang thé: Chira cac hat phit khang thé
don dong anti-CA 125, cac chét on dinh protein va cac chét
on dinh hoa hoc trong dung dich dém Tris, gelatin. Chét bao
quan: natri azid.

- Dung dich khang thé danh déu enzyme: Chtra khang thé
don dong anti-CA125 danh ddu ALP, cac chét on dinh
protein va cac chat 6n dinh hoa hoc trong dung dich dém
MES. Chét bao quéan: natri azid.

3. Gi6i1 han do: 2-1000 U/mL; D0 chinh xac < 4%; Gidi han
phat hién (LOD): 0,657 U/mL; Gidi han dinh lugng (LOQ):
0,657 U/mL; Do nhiéu trung binh < 20%; Tuyén tinh trong
khoang 13,9-1000 U/mL.

4. Pat mot trong cac tiéu chuén ISO, CE, FDA

3x14
tests/Hop
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28

Hoa chat hiéu
chuin cho xét
nghiém
CA12511

1. Chirc nang: Hoa chit hiéu chuan xét nghiém CA125
2. Thanh phan:

Chtra NaCl trong dung dich dém Tris c6 chit 6n dinh
protein. Chét bao quan: natri azid

3.Pat mot trong cac tiéu chuén 1SO, CE, FDA

1x2x1,5
ml/Hop

A

Hop

29

Hoa chat xét
nghiém HCG

1. Chirc nang: Dé sir dung cho chan doén in vitro nham
dinh luong beta human chorionic gonadotropin toan phan
(BHCG) trong huyét twong hodc huyét thanh.

2. Thanh phan:

- Dung dich hat phu khéng thé: Chira cac hat phil khang thé
don dong anti-BHCG, céac chit 6n dinh protein va cac chat
on dinh héa hoc trong dung dich dém Tris, gelatin. Chét bao
quan: natri azid.

- Dung dich khang thé lién két enzyme: Chira khang thé
don dong anti-BHCG danh dau ALP, cic chat 6n dinh
protein va cac chat 6n dinh hoa hoc trong dung dich dém
MES. Chét bao quéan: natri azid.

3. Gi6i1 han do: 1,5-1000 mIU/mL; D6 chinh xac < 5,0%;
Gi6i han phat hién (LOD): 0,539 mIU/mL; Gi6i han dinh
lugng (LOQ): 0,539 mIU/mL; Tuyén tinh trong khoang 9,2-
1000 miU/mL

4. Pat mot trong cac tiéu chuén ISO, CE, FDA

3x14
tests/HOp

30

H(')aq chét hiéu
chuan cho xét
nghiém BHCG

1. Chtrc nang: Hoa chat hiéu chuin xét nghiém beta
humanchorionic gonadotropin toan phan (BHCG)

2. Chét liéu/ thanh phan:

Chtra NaCl trong dung dich dém Tris c6 chét 6n dinh
protein. Chét bao quan: natri azid.

3. Pat mot trong cac tiéu chuén ISO, CE, FDA

1x2x1,5
ml/Hop
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31

Hoa chat xét
nghiém Ferritin

1. Chirc nang: Dé sir dung cho chan doéan in vitro nham
dinh luong ferritin trong huyét twong hodc huyét thanh.

2. Thanh phan:

- Dung dich hat phu khéng thé: chira cac hat phii khang thé
don dong anti-ferritin, cac chét 6n dinh protein va cac chat
6n dinh héa hoc trong dung dich dém Tris, gelatin. Chit bao
quan: natri azid.

- Dung dich khang thé lién két enzyme: chira khang thé don
dong anti-ferritin danh diu ALP, cac chit 6n dinh protein
va cac chét 6n dinh héa hoc trong dung dich dém MES.
Chat bao quan: natri azid.

3. Gi6i han do: 0,2-1000 ng/mL; P§ nhay phan tich 14 0,016
ng/mL; Do nhiéu trung binh < 20%; Tuyén tinh trong
khoang 10 -1000 ng/mL; P9 chinh xac <4,2%

4. Pat mot trong cac tiéu chuan ISO, CE, FDA

3x14
tests/Hop

A

Hop

32

Hoéa chat hiéu
chuan xét
nghiém Ferritin

1. Chirc nang: Hoa chit hiéu chuan xét nghiém Ferritin
2. Thanh phan:

Chtra NaCl trong dung dich dém Tris c6 chit 6n dinh
protein. Chat bao quéan: natri azid

3. Dat mot trong céc tiéu chuén ISO, CE, FDA

1x2x1,5
mi/Hop

33

Hoa chit xét
nghiém PCT

1. Chuc nang: Nghiém phap Lumipulse G BeReA*H*M-S
PCT dugc sir dung trén dé dinh lugng procalcitonin (PCT)
trong huyét thanh va huyét twong nguoi.

2. Chét liéu/ thanh phan:

- Dung dich hat phu khang thé: Chtra cac hat phu khang thé
don dong anti-PCTva khang thé don dong anti-calcitonin,
cac chit 6n dinh protein va cac chit 6n dinh hoa hoc trong
dung dich dém Tris, gelatin. Chat bao quan: natri azid.

- Dung dich khang thé lién két enzyme: Chira khang thé
don dong anti-katacalcin danh ddu ALP, chit 6n dinh
protein va chét 6n dinh héa hoc trong dung dich dém MES.
Chat bao quéan: natri azid.

3. Gi6i han do: 0,02-100 ng/mL; Tinh khong chinh xac <
4%; Gio1 han phat hién (LoD): 0,0048 ng/mL; Gidi han
dinh luong (LoQ): 0,0079 ng/mL; Tuyén tinh trong diy
0,02 - 85,10 ng/mL

4. Pat mot trong cac tiéu chuén ISO, CE, FDA

3x14
tests/Hop

12
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34

Hoa chat hi¢u
chuan xét
nghiém PCT

1. Chtrc nang: Hoa chét hiéu chuan xét nghiém
BeReA*H*M-S PCT

2. Thanh phéan: Chit chuan déng khé chira procalcitonin
(PCT) trong dung dich NaCl trong dung dich dém Tris véi
chat 6n dinh protein. Chat bao quan: ProClin 300

3. Dat m{t trong céc tiéu chuan ISO, CE, FDA

2x2x0,5
ml/Hop

35

Hoa chét kiém
chuan xét
nghiém PCT

1. Chirc nang: Chat ndi kiém chuan cua xét nghiém PCT.

2. Thanh phan: chira NaCl trong dung dich dém Tris ¢ chét
6n dinh protein. Chit bao quan: ProClin 300.

3. Pat mdt trong céc tiéu chuan ISO, CE, FDA.

6x2x1,0
ml/Hop

36

Hoa chit xét
nghi¢m BNP

1. Chirc nang: Str dung cho chan doan in vitro nham dinh
luong peptid natri loi niéu loai B 6 ngudi (BNP) trong
huyét tuong ngudi. S6 do BNP rét hitu ich trong chan doan
suy tim.

2. Thanh phan:

- Dung dich hat phu khang the Chura cac hat phu khang the
don dong anti-BNP, cac chét on dinh protein va cac chét on
dinh hoa hoc trong dung dich d&m MOPS, gelatin. Chét bao
quan: natri azid.

2) Dung dich khang thé lién két enzyme: Chira khang thé
don dong anti-BNP danh diu ALP, chat 6n dinh protein va
cac chit 6n dinh hoa hoc trong dung dich dém MES. Chat
bao quan: natri azid.

3. Gi6i han do: 2,0-5000 pg/mL; Do nhiéu trung binh 10%;
Do chinh xac <3%; ; Gidi han phat hién (LoD): 0,307
pg/mL; Gi6i han dinh lugng (LoQ): 1,149 pg/mL; Tuyén
tinh trong day 2,0 - 4619,3 pg/mL.

4. Pat mot trong cac tiéu chuén ISO, CE, FDA

3x14
tests/Hop

A

Hop

12

37

H(')aw chét hiéu
chuan cho xét
nghiém BNP

1. Chtrc nang: Hoa chét hiéu chuan xét nghiém peptid natri
lgi niéu loai B & nguoi (BNP)

2. Thanh phén:

Chtra NaCl trong dung dich dém MOPS c6 chat 6n dinh
protein. Chat bao quan: ProClin 300

3. Pat mot trong cac tiéu chuén ISO, CE, FDA

2x3x0,5
ml/Hop
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1. Chtrc nang: Chat ndi kiém chuan ciia xét nghiém BNP

Chatldém * 15 Thanh phin: chia NaCl trong dung dich dém MOPS ¢6 | 6x2xL,0 \
38 | chuan cho xét LA s . L1 . . R Hop 1
nohiém BNP chat on dinh protein. (;hat bao quan: ProClin 300 ml/Hop
ghie 3. Dat mot trong cac tiéu chuan ISO, CE, FDA
PAu con hit 1. Ch}rc nang: .Su dung dé hut mau bénh pham 10x96 A
39 méu bénh phim 2. Thanh phéan: Polypropylene. tins/ HO Hop 5
“nhp 3. Dat mot trong céc ti€u chuan ISO, CE, FDA p P
1. Chirc nang: Co chét tham gia phan ng tao tin hiéu sang
voi phtre hop khang nguyén - khang thé c6 gan men
Dung dich co enzyme trong cong ngh¢ mién dich enzyme hoa phat quang
40 | chatdingcho | (CEEA ) 0x30 Ho 4
May G GOgOII 2. Thanh phan: Chira AMPPD la mét chét nén trong dung ml/Hop P
y dich dém diethanolamine v&1 chat 6n dinh hoa hoc. Chat
bao quan: natri azid. ﬂ
3. Pat mét trong cac ti€u chuan ISO, CE, FDA
Dung dich pha 1. Chirc nang: Str dung dé pha loing miu
a1 lodng mau bénh | 2. Thanh phan: Chira NaCl trong dung dich dém Tris co 4x80 Ho 1
phém 1 dung protein va chét 6n dinh hoa hoc. Chat bao quan: natri azid. ml/Hop P
cho may G600I1 | 3.Pat mét trong cac tiéu chuan ISO, CE, FDA
1. Chirc nang: Str dung trong budc rua trong phuong phap
mién dich enzyme hoa phat quang - CLEIA
42 Dung dich rura 2. Thanh phéan: o 1x1000 Ho 12
mien dich Chua NaCl trong dung dich dém Tris c6 chira chat tay rua. ml/Hop P
Chat bao quan: natri azid.
3. Pat mot trong cac ti€u chuan ISO, CE, FDA
1. Chirc nang: St dung dé pha loing miu, kiém tra co chét
. . W 1k . 3 x14
Cong (cu-vét) va chat lugng nudc. . o
43 x N 3 cartridges Hop 1
pha lodng 2. Thanh phén: polypropylene. o
3. Pat mot trong cac ti€u chuan ISO, CE, FDA P
1. Chirc nang: St dung dé ngan chin sy hu hong cua dung
A dich co chat
Loc CO2 (Voi AL 1ea X A . QM.AR0 1.0 6x2 .
44 soda) 2. Chat liéu/ thanh phan: Ca(OH)2: 80-85%, NaOH:1-5%, éng/Hop Hop 1

KOH: 1-5% i
3. Pat mot trong cac ti€u chuan ISO, CE, FDA
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Lyphochek Noi kiém céc xét nghiém AFP, FT3, FT4, TSH, bHCG,
45 | Immunoassay o n n 2 1 x5ml Lo 6
Ferritin. Pat mét trong cac ti€u chuan ISO, CE, FDA
Plus Level 1
Lyphochek O ST Cn
Noi ki€ém céc xét nghiém AFP, FT3, FT4, TSH, bHCG,
46 Immunoassay Ferritin. Pat mét trong cac tiéu chuan ISO, CE, FDA 1 5ml Lo 6
Plus Level 2
V | MAY PONG MAU CA- 600
Hoa chét do - Str dung d¢ xéc dinh thoi gian prothrombin (PT)
thoi gian - Bong goi dang bot dong kho, thanh phan chira yéu t6 mo aml x 10
47 | Prothrombin nguoi tai to hop, thromboplastin, calcium ions, heparin lo/ Ho Hop 15
(PT) cho may trung hoa, chat dém va chat on dinh. Dat mot trong cac tiéu o/ HoPp
déng mau chuan ISO, CE, FDA
Hoa chit xac su dung dé xac dinh thoi gian thromboplastin hoat hoa
. . tung phan (APTT)
dinh thoi gian ; - \ X A , . ~
. - Bong goi dang long, thanh phan chira phosphatides nao 2ml x 10 o
48 | thromboplastin AN £ . . R Hop 15
A tho va dau nanh tinh khiét trong 1 x 0,0001 acid ellagic, lo/ Hop
hoat hoa tirng Lo oan o 2o L
han chat dém va chat on dinh. )
p Pat mot trong cac tiéu chuan ISO, CE, FDA
Hoa chit ding | - Str dung dé dinh lugng fibrinogen trong huyét tuong
49 dinh luong - Bong goi dang bot dong kho, thanh phan chira thrombin Iml x 10 H6 1
fibrinogen may | c6 ngudn goc tir bo khoang 100 IU/ml . lo/ Hop P
déng mau DPat mét trong cac tiéu chuan ISO, CE, FDA
Hoa chat rira Str dung d¢ rira kim trén hé thong mau déng mau tu dong
50 kim hdt cho may | - Dong gbi dang long . 50ml x Chai 5
xét nghiém dong | - Dung dich c6 tinh kiém, néng d6 NaClO > 1%. 1chai
mau Pat mot trong céc tiéu chuan ISO, CE, FDA
Hoa chit rira Str dung dé rira kim trén hé thong mau déng mau tu dong
51 kim hat cho may | - Bong goi dang long i 500ml x 1 Chai 5
- Dung dich c6 tinh acid, nong d6 HCI > 1%. chai

xét nghiém dong
mau

Dat mot trong céc tiéu chuan ISO, CE, FDA
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Hoa chat chay
ndi kiém cho xét

- Sir dung dé kiém chuan cac xét nghiém déng mau o dai
dicu tri chong dong dudng udng muirc cao hon, gia tri dugc
cung cap cho cac xét nghiém APTT, PT

52 nghiém dong - Bong goi dang bot dong kho, co ngudn gdc tir huyét twong Imlx Tlo Lo 12
mau muc 1 nguoi chong dong citrat.
Pat mot trong cac tiéu chuan ISO, CE, FDA
) - Str dung (jé kiém chuan cac xét nghiém dong mau ¢ dai
Hoa chat chay diéu tri chong dong dudng udng muc cao hon, gia tri dugc
ndi kiém cho xét | cung cép cho cac xét nghiém APTT, PT
5 | hghiémdéng | - Pong g6i dang bot dong khd, co ngudn gbe tir huyét wong Imlx 1o Lo 12
mau muc 2 nguoi chong dong citrat.
Pat mot trong céc tiéu chuan ISO, CE, FDA
Hoéa chét xéc - S’u dung nhu hoa;cha;t bd xung tr(?ng cac xét nghl.em dong
. . mau nhu APTT, yéu to VIII, IX, xét nghi€ém protein C,
dinh Calcium . |
54 | Chloride cho xét | PrOtIN S- . . . 15ml x 10 Hop | 2
A - bong goi dang 1ong, dung dich calcium chloride 0.025 lo/ hop :
nghiém dong mol/L.
maul Pat mot trong céc tiéu chuan ISO, CE, FDA
II;Ig)na 0;1;1; I))(Ié? - La dung dich dém trong xét nghiém déng mau
55 | n higm dinh - bong goi dang 16ng, thanh phan gom sodium bardital 2.84 | 15ml x 10 o 5
| fmg - x 0,01M va sodium chloride 1.25 x 0.1M, pH 7.35 + 0.1. lo/ hop P
Fibrinogen Pat mot trong cac tiéu chuan ISO, CE, FDA
Cong phan tng , A (g n . ,
cho may xét Cong phan tng cho may xét nghiém dong mau. Sir dung . .
56 nohiém don dugc cho may dong mau CA-600 cai Cai 3.000
mgéu : & Dat mot trong céc tiéu chuén ISO, CE, FDA
VI | MAY HUYET HQC XN-550 ( SYSMEX)
Dung dich Cong dung: st dung dé nhudm nhan té bao bach cau nham
nhudém dung phan biét 4 loai bach cau: neutrophils, lymphocytes,
57 dém céc bach eosinophils, monocytes 42ml x 2/ Hé 14
cau trung tinh, Thanh phan: Polymethine 0.002%; methanol 3.0%; Hop P

lympho, mono
va ua axit

Ethylene Glycol 96.9%.
Pat mot trong cac tiéu chuan ISO, CE, FDA
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Dung dich kiém Cong dung: dung dich kiém manh ding dé rira hé thong aml x 20
58 | rtra may huyet Thanh phan: Sodium Hypochloride 5.0%. lo/ Ho Hop 2
hoc Pat mot trong céc tiéu chuan ISO, CE, FDA &
Dung dich do CO{lg dung: su dgng deé do nong do hemoglobin trong méau 500ml X 3 A
59 hemoalobin Thanh phan: Sodium lauryl sulfate 1.7 g/L. lo/ Ho Hop 18
g Pat mdt trong cac tiéu chuan ISO, CE, FDA o/ Hop
Dilél?(giffhdgn Cong dung: sir dung dé dém sb lugng céac loai bach cau:
%éc bachgcéu neutrophils, lymphocytes, eosinophils, monocytes Slit x 1
60 C Thanh phan: Organic quaternary ammonium salts 0.07%; N Thung 15
trung tinh, L £ 0 thung
lympho, mono Nonionic sur actant_O.l? %.
X 2 Pat mdt trong cac tiéu chuan ISO, CE, FDA
va ua axit
Cong dung: st dung dé do s luong, kich thude hdng cau
Dune dich pha va tiéu cau, cing la chat ly giai d¢ do Hemoglobin, va la
61 Ioéng din pcho dung dich tao dong cho phuong phap do té bao dong chay 20litx 1 Thin 100
, %1 ;gh Thanh phan: Sodium chloride 0.7%; Tris buffer 0.2%; thung 9
may AUyethoe | EpTA-2K 0.02%. q
Pat mot trong cac tiéu chuan ISO, CE, FDA
62 gé}iartl Clllliué?rrll MaY | Chat chuin may xet nghiém huyét hoc mirc 1 . 3 ml X On 30
peniem Pat mdt trong cac tiéu chuan ISO, CE, FDA 1ong g
huyét hoc muc 1
63 gé}}[a; C}}:iué?;l MY\ Chat chuén may xét nghiém huyét hoc mirc 2 . 3 ml X On 30
Reniem Pat mot trong cac tiéu chuan ISO, CE, FDA 1ong g
huyét hoc muc 2
64 Sélta; C}}llil{e?;l MY | Chét chuan may xet nghiém huyét hoc mirc 3 . 3mlx On 30
;g o Pat mot trong cac tiéu chuan ISO, CE, FDA 1ong g
huyét hoc muce 3
VIl | MAY SINH HOA BX-4000
. L s Thanh phan: R1: TRIS buffer pH 7.8 100 mmol/L, Mg2+ 4 i
111{01?1 g;at Xt | mmol/L, ATP 2.1 mmol/L, NAD 2.1 mmol/L, R2: Mg2+ 4 \%12 fn’l‘
65 G%ucb s mmol/L, Hexokinase (HK) >7.5 kU/L, Glucose-6- Ré' 5 X’ Hop 60
phosphatedehydrogenase (G6P-DH) >7.5 kU/L. 12 7 ml

Pat mot trong cac tiéu chuén ISO, CE, FDA
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Thanh phan: R1: TRIS pH 7.8 150 mmol/L, 2-Oxoglutarate

1100 ShAXEL | 9 mmol/L, ADP 0.75 mmol/L., Urease >7 kU/L, GLDH 3 X
gg | nehiem (Glutamate dehydrogenase, bovine) >1 kU/L, R2: NADH o mi, Hop 6
Urea R2: 3 x
1.3 mmol/L. i 71 ml
Pat mot trong cac tiéu chuan ISO, CE, FDA '
) Thanh phﬁn: R1: Sodium hydroxide 0.2 mol/L, R2: Picric R1:
Hoa chat xét acid 20 mmol/L. 6x32 éml
67 | nghiém Dai do: 1én dén 14 mg/dL. R'Z_ ’ Hop 60
Creatinine Gidi han phat hién: 0.1 mg/dL 6x11 .7ml
Pat mot trong cac tiéu chuan ISO, CE, FDA '
) Thanh phan: R1: TRIS pH 7.65 110 mmol/L, L-Aspartate R1: 3 x
Hoa chat xét 320 mmol/L, MDH (malate dehydrogenase) >800 U/L, 13 8 mi
68 | nghiém AST LDH (lactate dehydrogenase) >1200 U/L, R2: 2- R2" 3 X, Hop 36
(GOT) Oxoglutarate 85 mmol/L, NADH 1 mmol/L. 6 1 ml
Pat mot trong cac tiéu chuan ISO, CE, FDA '
Hoa chét xét Thanh phan: R1: TRIS pH 7.15 140 mmol/L, L-Alanine R1: 3 x
69 | nghiém ALT 700 mmol/L, LDH (lactate dehydrogenase) >2300 U/L, R2: | 13.8 ml, Hop 36
(GP'|;) 2-Oxoglutarate 85 mmol/L, NADH 1 mmol/L. R2: 3 x ¥
Pat mot trong cac tiéu chuan ISO, CE, FDA 6.1 ml
Hoa chit xét Thanh phéan: Ggod‘s b_uffe;r pH 6.7 50 mmol/L, Phenol 5
nghiém mmol/L, 4-Aminoantipyrine 0.3 mmol/L, Cholesterol Ax317
70 Cholesterol esterase (CHE) > 200 U/L, Cholesterol oxidase (CHO) > 50 mi ' Hop 10
U/L, Peroxidase (POD) > 3 kU/L.
Pat mot trong cac tiéu chuan ISO, CE, FDA
Thanh phan: Good's buffer pH 7.2 50 mmol/L, 4-
Hoa chét xét Chlorophenol 4 mmol/L, ATP 2 mmol/L, Mg2+ 15
nghiém mmol/L, Gllycerokir.las§ (GK) >0.4 kU/L, Peroxidase (POD) Ax317 A
71 Triglycerides >2 kU/L, Lipoprotein lipase (LPL) >2 kU/L, 4- mi Hop 10

Aminoantipyrine 0.5 mmol/L, Glycerol-3-phosphate-
oxidase (GPO) >0.5 kU/L. Bat mdt trong cac tiéu chuan
ISO, CE, FDA
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Thanh phan: R1: Buffer pH 6.85 20 mmol/L,
Peroxidase (POD) > 2000 U/L, N-(2-hydroxy-3-
sulfopropyl)-3,5-dimethoxyaniline sodium salt (H-DAOS)

. 1}11;1?1 S | >0.7 mmol/L. R2: Buffer pH 8.15 20 mmol/L, Cholesterol | 520 Hep | 20
c esterase (CHE) > 400 U/L, Cholesterol oxidase (CHO) > ml ' ¥
700 U/L, Peroxidase (POD) > 15000 U/L, 4-
Aminoantipyrine > 1.5 mmol/L.
Pat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: R1: Buffer pH 6.65 20 mmol/L,Peroxidase
(POD) > 2000 U/L, N-(2-hydroxy-3-sulfopropyl)-3,5-
) dimethoxyaniline sodium salt (H-DAOS) > 0.7 mmol/L, 3x12 3
73 Hoba chat xét R2: Buffer pH 8.15 20 mmol/L, Cholesterol esterase (CHE) mL/ 3x’5 1 16 30
nghiém LDL-C | > 2000 U/L, Cholesterol oxidase (CHO) > 2000 U/L, mL ' P
Peroxidase (POD) > 15000 U/L, 4-Aminoantipyrine (4-AA)
> 1.5 mmol/L.
Pat mot trong céc tiéu chuan ISO, CE, FDA
74 Dung dich rira Thanh phan: Oxalic acid: 6.2%. 500ml x 1 Ho 1
(tinh axit) Pat mdt trong cac tiéu chuan ISO, CE, FDA hop P
75 Dung dich rua Thanh phan: Ethanol amine: 8.0%. 500ml x 1 H6 1
(tinh ki€m) Pat mot trong céc tiéu chuan ISO, CE, FDA hép P
76 zil:lr;lgk(iigg rua Thanh phan: Sodium hypochlorite: 8.4%. 500ml x 1 Hop 1
Pat mot trong cac tiéu chuan ISO, CE, FDA hop ;
manh)
Chét hiéu chuan
1 muc cho cac
xét nghiém
77 HDL-C, LDL-C, | Thanh phan: Sodium hypochlorite: 8.4% 3x2ml/ Ho 12
Phospholipids, Pat mét trong cac tiéu chuan ISO, CE, FDA hop P
NEFA, Lp-
PLAZ2 trong

huyét thanh
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Chat hiéu chuan

TruCal U 1a chat hiéu chuan dong kho, c6 chira vt liéu tir

2g | 1 mie cho nhidu | mau nguoi (huyét thanh) va cac phu gia héa hoc va vatlieu | 6x3ml/ Hs
C oA A . . X £ 2 ~ op 10
loai xét nghi€ém | sinh hoc ¢6 nguon goc cu thé hop
thuong quy Pat mot trong céc tiéu chuan ISO, CE, FDA
Vat ligu kiém
soat dung dé
theo do1 hiéu TruLab N 1a mét vat liéu kiém soat dang dong kho, chira
sudt xét nghiém | vat liéu tir méu ngudi (huyét thanh) va thude, cac thanh
. Y ~ oA \ N . A £ 6x5ml/ ~
79 | dinh luong phén hitu co va v6 co va nguyén liéu sinh hoc ¢6 ngudn goc ho Hop 15
nhicu chat phan | cu thé. Cac nong d6 ¢ murc binh thuong. P
tich khac nhau | Pat mot trong céc tiéu chuan ISO, CE, FDA
in vitro muc
binh thuong
Vat ligu kiém
soat chét lugng
dung dé theo dai | TruLab P 1a mot vt liéu kiém soat dang (dong kho, c6 chira
hiéu suat xét vat lidu tir mau ngudi (huyét thanh), thude, cac thanh phan
A 4 6x5ml/ A
80 | nghitmdinh | hitu co va vo co va nguyén liéu sinh hoc co ngudn gdc cu o Hop 15
lugng nhiéu chét | thé. Cac nong do & mirc bénh ly. P
phan tich khac | Pat mét trong cac tiéu chuén ISO, CE, FDA
nhau in vitro
muc bénh ly
Sample cup str dung trén may sinh héa ty dong BX-4000 1.000 cai/ .
81 | Sample cup Pat mét trong cc tiéu chuan 1SO, CE, FDA bich Cai | 2.000
Thanh phan: Citrate buffer pH 4.2 30 mmol/L, Bromocresol
o WAr 4 green 0.26 mmol/L. )
82 Egiglﬁb‘ﬁ“ml}n Dai do: 1én dén 6 g/dL (60 g/L) . ?61_'53 it Hop | 3

Gi6i han phat hién: 0.1 g/dL (1 g/L)
Pat mot trong cac tiéu chuin ISO, CE, FDA
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Thanh phan: R1: Good's buffer pH 7.15 0.1 mol/L, NaCl

) 62.5 mmol/L, MgCl12 12.5 mmol/L, a-Glucosidase >2 R1:
Hoa chat xét kU/L, R2: Good's buffer pH 7.15 0.1 mol/L, EPS-G7 8.5 6x16.2
83 | nghiém mmol/L. ’ ml, Hop 10
Amylase Dai do: 1én dén 1920 U/L. R2:6x6.6
Gi6i han phat hién: 0.6 U/I7 mi
Pat mot trong cac tiéu chuan ISO, CE, FDA
) Thanh phan:R1:10 carboxymethylaminocarbonyl) -3,7 bis
84 Hoa chat xét (dimethylamino) phenothiazine, sodium salt 10-30 Hop: Ho 20
nghiém HHbAIC | nmol/mL. 7 2x30ml P
Pat mot trong cac tiéu chuan ISO, CE, FDA
Hoa chét xét Thanh phan: R2: Peroxidase (POD) 50 -150 U/mL Hén:
85 nohiem HbA 1C Fructosyl peptide oxidase (FPOX) 3-9 U/mL. 2X1'0pﬁ1| Hop 12
ghie Dat mét trong c4c tiéu chuan ISO, CE, FDA
86 L\étan}rll?éL(ﬁini?lh IVD pha loang xét nghiém dinh lugng HbAlc Hop: Ho 3
ghiemm ¢l Dat mot trong c4c tiéu chuén ISO, CE, FDA 2x200m P
luong HbAlc
Hoax cha:[ hicu Chét hiéu chuén cho xét nghiém HbAlc Hop/ } ml R
87 | chuan xét Pat mt trong céc tiéu chuan 1SO, CE, FDA X 2 nong Hop 2
nghiém HbA lc at mot trong cac tiéu chuan , CE, d6 x 3 1o
Hoa; cha:c kiém Vit liéu kiém soat xét nghiém dinh lugng HbAlc Hop/ } ml R
88 | chuan xét Pat mot trong cAc tiéu chuan ISO, CE, FDA X 2 nong Hop | 4
nghiém HbAlc | o MOtHong cactich chu s do x 6 1o
Thanh ph?m: R1: EDTA-Na2 0.1 mmol/L, NaCl 150
Hod chat xét mmol/L, Sulfamic acid 100 mmol/L; R2: 2,4- R1:
At xe Dichloroaniline 0.5 mmol/L, HCI 900 mmol/L, EDTA-Na2 '
nghiém 6x16.2ml, o
89 o 0.13 mmol/L i Hop 6
Bilirubin truc P Y R2:
" Dai do: 1én dén 10 mg/dL.
tiép 6x6.6ml

Gi61 han phat hién: 0.01 mg/dL
Pat mot trong cac tiéu chuan ISO, CE, FDA
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Thanh phan: R1: Phosphate buffer 50 mmol/L, NaCl 150

Ho4 chét xét mmol/L, R2: 2,4-Dichlorophenyl-diazonium salt 5 mmol/L, R1:
90 nghiém HCI 130 mqu/L. 6x32.8ml, Hé 5
Bilirubin toan Dai do: 1én dén 30 mg/dL (513 umol/L) R2: P
phan Gidi han phat hién: 0.03 mg/dL (0.5 umol/L) 6x11.7ml
Pat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: R1: Malonic acid buffer pH 5.0 150 mmol/L,
Phosphonazo 111 150 pumol/L, R2: Malonic acid 150 R1: 6 x
91 | Hoa chatdinh | mmol/L, Chelating agent < 150 mmol/L. 32.8 mL, Ho 5
lugng Calci Dai do: 1én dén 25 mg/dL (6.2 mmol/L) . R2: 6 x P
Gi61 han phat hién: 0.1 mg/dL (0.025 mmol/L) 11.7 ml
Dat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: R1: Imidazole pH 6.0 60 mmol/L, Glucose 27
mmol/L, N-Acetylcysteine (NAC) 27 mmol/L, Magnesium
acetate 14 mmol/L, EDTA-Na2 2 mmol/L, NADP 2.7
’ mmol/L, Hexokinase (HK) >5 kU/L, R2: Imidazole pH 9.0 R1: 6 x
Ho4 chat xét 160 mmol/L, ADP 11 mmol/L, AMP 28 mmol/L, 30 8 ml
92 | nghiém CK- Diadenosine pentaphosphate 55 pumol/L, Glucose-6- Ré' 5 x’ Hop 8
NAC phosphate dehydrogenase (G6P-DH) >14 kU/L, EDTA-Na2 11 7 ml
2 mmol/L, Creatine phosphate 160 mmol/L. '
Dai do: 1én dén 1200 U/L.
Gidi han phat hién: 0.6 U/L
Pat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: R1: Imidazole/Good's buffer 120 mmol/L,
Glucose 25 mmol/L, N-Acetylcysteine (NAC) 25 mmol/L, R1:
Magnesium acetate 12.5 mmol/L, EDTA-Na2 2 mmol/L, v 6x16 éml
NADP 2.5 mmol/L, Hexokinase (HK) >5 kU/L, khang thé R'Z_ '
don dong (chudt) khang CK-M cua nguoi; inhibiting 6x6 éml
Hod chit xét capacity >2500 U/L, R2: Imidazole/Good's buffer 90 ( Qu}; aoi
93 nohiam CK-MB mmol/L, ADP 10 mmol/L, AMP 28 mmol/L, Glucose-6- R1: ) Hop 13
ghie phosphate dehydrogenase (G6P-DH) >15 kU/L, 6x15;0
Diadenosine pentaphosphate 50 pmol/L, Creatine .
tests, R2:
phosphate 150 mmol/L. 6x150
Dai do: 1920 U/L (32 pkat/L) . tests)

Gi61 han phat hién: 1.2 U/L (0.02 pkat/L)
Pat mot trong cac tiéu chuan ISO, CE, FDA
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Ho4 chét hiéu

Chat hiéu chuan sir dung cho cac xét nghiém in-vitro, ding

94 | chuén xét dinh lugng hoat 46 CK-MB 6x1ml Hop 2
nghiém CK-MB | Pat mdt trong cac tiéu chuan ISO, CE, FDA
Thanh phan: R1: Acetate buffer pH 4.5 1 mol/L, Thiourea
) 120 mmol/L, R2: Ascorbic acid 240 mmol/L, Ferene 3 R1:
95 Hoa chat xét mmol/L, Thiqurea 120 mmol/L. 6x16.2ml, Ho 5
nghiém Iron Dai do: 1én dén 1000 pg/dL (179 pmol/L) R2: P
Gi61 han phat hién: 2.2 ug/dL (0.39 umol/L) 6x6.6ml
Pat mot trong cac tiéu chuan ISO, CE, FDA
Thanh phan: R1: Buffer pH 9.0 500 mmol/L, LDH > 25 R
Hod chit xét kU/L, R2: NAD 20 mmol/L. 6x10 A;ml
96 o Dai do: 1én dén 115 mg/dL (12.8 mmol/L) . o Hop 15
nghiém Lactac s D R2:
Gi61 han phat hién: 1 mg/dL (0.1 mmol/L) 6x4.7ml
Pat mot trong céc tiéu chuan ISO, CE, FDA '
Thanh phan: R1: Sodium hydroxide 100 mmol/L,
Potassium sodium tartrate 17 mmol/L, R2: Sodium
. L, 1 hydroxide 500 mmol/L, Potassium sodium tartrate 80 R1: 3 x
Hoéa chat dinh Lo
. mmol/L, Potassium iodide 75 mmol/L, Copper sulphate 30 15.8 ml, R
97 | lugng Protein . Hop 4
Total mmoI/L. ) R2: 3 x
Dai do: 1én dén 15 g/dL (150 g/L) . 6.5 ml
Gidi han phat hién: 0.01 g/dL (0.1 g/L)
Pat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: Ethanolamine pH 11.0 750 mmol/L, GEDTA
Hoa chét dinh (Glycoletherdiamine tetraacetic acid) 60 pmol/L, Xylidyl .
98 | luon blue 110 uqu/L. R1: H5 5
ong Dai do: 1én dén 5 mg/dL (2 mmol/L) 6x20.6ml op

Magnesium XL

G161 han phat hién: 0.03 mg/dL (0.012 mmol/L)
Pat mot trong cac tiéu chuan ISO, CE, FDA
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Thanh phan: R1: TRIS pH 8.28 135 mmol/L,

) Glycylglycine 135 mmol/L, R2: L-Gamma-glutamyl-3- R1: 3 x
99 Hoa chat dinh carboxy-4-nitroanilide pH 6.00 22 mmol/L. 13.0 ml, 16 4
luong GGT Dai do: 1én t&i 1200 U/L (20.0 pkat/L). R2: 3 x P
Gidi han phat hién: 0.3 U/L (0.005 pkat/L). 55ml
Pat mot trong cac tiéu chuan ISO, CE, FDA
) Thanh phan: R1: TRIS pH 7.5 100 mmol/L, R2: TRIS pH R1: 3 x
100 Hoa chat xét 8.0 100 mmol/L, khang thé (dé¢) khang CRP nguoi < 1%. 13.0 ml, Ho 30
nghiém CRP Gi6i han phat hién: 0.5 mg/L R2: 3 x P
Pat mot trong céc tiéu chuan ISO, CE, FDA 5.0ml
Hoa chét hiéu Chat hiéu chuén sir dung cho cac xét nghiém in-vitro, ding
101 | chuan xét dinh lugng protein phan tmg C (CRP) 5x2mi Hop 2
nghiém CRP Pat mot trong céc tiéu chuan ISO, CE, FDA
Thanh phan: R1: Phosphate buffer pH 7.0 100 mmol/L, R1:
Hoa chat xét NaCl 150 mmol/L, R2: Hat latex phu streptolysin O, 6x13 E;ml
102 o Glycine buffer pH 8.0 100 mmol/L, NaCl 150 mmol/L. o Hop 2
nghiém ASLO e A R2:
Gid1 han phat hién: 4.5 [U/mL 6x5.0ml
Pat mot trong céc tiéu chuan ISO, CE, FDA )
. Z B chit hiéu chuén str dung cho cac xét nghiém in-vitro
103 | (03 S ASO | ding dinh lugng Antistreptolysin O (ASO) 5% 1 ml Hop | 1
Pat mot trong céc tiéu chuan ISO, CE, FDA
) Thanh phan: R1: Phosphate buffer pH 7.4 50 mmol/L, R2: R1:
104 Hoa chat xét Heat aggregated human IgG < 0.4 mg/mL. 6x11.3ml, H6 5
nghiém RF Gi6i han phat hién: 2 IU/mL R2: P
Pat mot trong cac tiéu chuan ISO, CE, FDA 6x4.5ml
. x B chét hiéu chuén chan doan in-vitro, dung dinh luong yéu
105 E'a‘;f‘bﬁgt%trflj t6 dang thap (RF) 7 5% 1 ml Hop | 1
Pat mot trong cac tiéu chuan ISO, CE, FDA
Ho4 chét kiém o v
chuan murc 1 Hoa chat ki€ém chuan muc¢ 1 cho cac xét nghiém CRP, ASO,
106 | cho cac xét RF 3x1ml Hop 2

nghiém CRP,
ASO, RF

Pat mot trong cac tiéu chuén ISO, CE, FDA
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Hoa chat kiém
chuan muc 2

Hoa chat kiém chuin mirc 2 cho céc xét nghiém CRP, ASO,

107 | cho cac xét RF i 3x1ml Hop 2
nghiém CRP, Pat mot trong cac tiéu chuan ISO, CE, FDA
ASO, RF
Thanh phan: R1: Phosphate buffer pH 7.0 100 mmol/L,
TOOS 1.25 mmol/L, Ascorbate oxidase >1,2 kU/L, R2:
Hod chét xét Phosphate buffer pH 7.0 100 mmol/L, 4-Aminoantipyrine R1:
108 | nehiem Acid 1.5 mmol/L, K4[Fe(CN)6] 50 umol/L, Peroxidase (POD) 6x32.8ml, Ho 3
e >5 kU/L, Uricase 2250 U/L. R2: °P
Dai do: 1én dén 20 mg/dL (1200 pmol/L) . 6x11.7ml
Gidi han phat hién: 0.24 mg/dL (14.5 pmol/L)
Pat mot trong cac tiéu chuan ISO, CE, FDA
Dinh luong ndng d6 con trong mau R1:
Hoa chét xét R1: Tris-based buffer, sodium azide 4x20r'nl
109 A R2: alcohol dehydrogenase (ADH), nicotinamide adenine L Hop 12
nghiém Ethanol ) . . . R2:
dinucleotide, sodium azide %15l
Pat mot trong cac tiéu chuan ISO, CE, FDA
Hoa chit hiéu 2 R1:
110 | chudn xét ; Dung dich chay hiéu chuﬁq cho test Alcohol 1x5ml, H6 4
o Pat mot trong céc tiéu chuan ISO, CE, FDA R2: P
nghiém Ethanol
1x5ml
Hoa chat kiém Dung dich chay kiém tra cho test Alcohol
111 | chuan xét Pat mot trong cac tiéu chuan ISO, CE, FDA 2ximl Hop 36
nghiém Ethanol
VIl | TU CAY MAU
Chai chira méi \ A e L I £
\ L Thanh phan méi truong co6 chira chat hat polyme hap phu.
truong cay mau hé tich 30ml méi true 5i cAv vi khud Chai/
112 | chon loc vi Theé tich 30ml moi rudng nudi cay vi khuan. ai Chai 300
Tk . Pat mot trong cac tiéu chuan ISO, CE, FDA 30ml
khuan hiéu khi

Tong cong: 112 khoan
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Gi4 trén dd bao gdm VAT va céc chi phi khac néu co

2. Bao gia nay co hi¢u lyc trong vong: .... ngay, ké tur ngay ... thang ... nam ... [ghi cu thé s ngay nhung khong nho hon 90
ngay], ké tir ngay ... thang... nam. ..[ghi ngay ....thang...nam... két thic nhan bao gia phu hop vadi thong tin tai khoan 4 Muc I - Yéu
cau bao gia].

3. Chang t6i cam két:

, - Khong dang trong qué trinh thuc hién tha tuc giai thé hodc bi thu hdi Gidy ching nhin ding ky doanh nghiép hoac
Giay chimg nhan dang ky h¢ kinh doanh hoac cac tai liéu twong duong khac; khong thudc truong hop mat kha nang thanh toan
theo quy dinh cta phap luat vé doanh nghiép.

- Gia tri ctia cac thiét bi y té néu trong bao gia 1a phu hop, khong vi pham quy dinh cua phap luat vé canh tranh, ban pha
gia.

- Nhiing thong tin néu trong bao gia 1a trung thuc.

...., ngay.... thang....nam....

Pai dién hop phap ctia hang san xuét, nha cung cp
(Ky tén, dong dau)
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