SGY TE AN GIANG CONG HOA XA HQI CHU NGHIA VIET
BENH VIEN PA KHOA Poc lap — Tuw do — Hanh phiic

AN GIANG
An Giang, ngay 09 thdng 09 nam 2025

S6: 425 /BVAG-VTTBYT
YEU CAU BAO GIA
Kinh giti: Céac hiang san xuéit, nha cung cép tai Viét Nam
Bénh vién Da khoa An Giang ¢6 nhu cau tiép nhan bo gid dé tham khéo, xdy dung gid
g6i thau, lam co s t6 chire lua chon nha thiu cho goi thiu: Mua sfim ho# chét, vat tw tiéu hao
xét nghigém niim 2026 voi ndi dung cu thé nhu sau:
1. Théng tin ctia don vi yéu ciu baogid
1. Pon vi yéu cAu bao gia: Bénh vién Da khoa An Giang.

2. Thong tin lién hé cua ngudi chiu trach nhiém tiép nhan bdo gia:

STT | Hovatem. .. | ChécVy | S6Dién Thoai Dia chi email gii bio gid

Truong Phe
ruong FhOng | 1918.665.503
VITBYT

1 | Nguyén Quang Trinh

phongvttbyt.bvdkag@

gmail.com

2 | Ngd Thj Kiéu Dung Phé Phong 0984.333.140

VTTBYT 0916.379.911

3 | Nguyén Hitu Loc

3. Cach thire tiép nhan bao gid: Nhin ﬁéng thoi qua 2 hinh thire sau:
- Nhén truc tiép: CN.Tam Nhu, SPT: 0838.738.802, Phong VITBYT - Bénh vién
Pa khoa An Giang , 6 60 dudng Ung vin Khiém, Phuong Long Xuyén, Tinh An Giang.
Hb so bao gbm: |

v 01 ban bAo gié chinh, 02 ban sao y cong ty.

v Catalog v céc tai ligu lién quan thé hién thong s6 k¥ thuat ctia hang hod (tiéng Viét).

- Nhin qua email: phongvttbvt.bvdka;i@gﬁmail.ci)m. Hb so bao gdm:
v Béo gia ban scan. |
v Tile excel bio gid.

v Catalog va cAc tai ligu lién quan thé hién thong sb k§ thudt clia hang hod (tiéng Viét).






4, Thoihan tiép nh4n béo gia: Tur 15h00 ngay 10 thang 09 ndm 2025 dén trude 0900
ngdy 22 thang 09 ndm 2025
5. Thoi han ¢6 hiéu luc ciia bao gia: T6i thidu 180 ngay, ké tir ngay 22 théng 09 ndm 2025
1. N§i dung yéu ciu béo gia:
1. Danh muc hang hod (phu luc dinh kem)
2. Thoi gian thyc hién hop ddng: /2 thdng

3. Béo gia hop I¢:

- Béo gia dugce nhén tryc tiép hodc nhan qua mail trong thoi gian quy dinh ctia Yéu
ciu béo gia. | '

- Bao gia phdi co hgu'(‘)ri dai dién theo phap ludt hodc ngudi duge ngudi dai dién theo
phép luét ay quyén phai ky tén, dong ddu (néu c6). Trudng hop ty quyén, phai gii kem
theo gidy ty quyén ky bao gid. Truong hop lién danh tham gia bao gid, dai dién hop phap
ctia tit ca cdc thanh vién lién danh phai ky tén, dong dAu (néu co) vao bdo gia.

4. Pia diém giao, nhan hang hod : Lau 3, Phong Vit tw Thiét bi y té ctia Bénh vién
Pa khoa An Giang, s6 60 Ung vin Khiém, Phuong Long Xuyén, Tinh An Giang,.
5. Thoi gian giao hang du’\kién: Giao hang trong vong 72 gitr ké tir Ite nhan duge

don dy tru clia Bénh vién Pa khoa An Giang.

=)

-
=

|7 28

6. Céc thong tin khic: Bao gia theo mau cia Bénh vién (Theo mdu bdo gid dinhkém)ﬂ %

Noi nhin:
- Nhu trén;
- Luu: VITBYT, VT.
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DANH MUC HANG HOA

(Dinh kém yéu cdu bdo gid sd: 425/BVAG-VTTBYT ngay 09/09/2025)

STT| Mavittu |

Danh muyc hang hod

Tinh niing k§ thufit tham khio

Pon vj tinh

Sb lwgng

SINH HOA

1 SP1

Héa chit dinh lugng ndng do
acid uric

Ding dé dinh lugng acid uric trong huyét thanh va huyét tuong ngudi.

- Quy cich: < 1500 test

- Dai do t6i thidu: 12-1480 pmol/L

- 86 lugng mAu dénh gi: > 80

- lip: 2%

- D tai lap: £ 3%

- Gidi han phat hién: < 12 pmol/L

+Tiéu chudn: FDA/CE/ISO 13485 (hofic cdc tiéu chuén chit lrgng tuong duong)

Test

20.000

2 Sp2

Hoéa chit dinh lugng ALB

Diing dé dinh lrgng albumin trong huyét thanh v huyét tuong ngudi.

- Quy céch: < 800 test

- Dai do (6 thidu: 3-60 g/L

- 86 lugng méu danh gia: > 80

-D0 1ap: 2%

- Do thi 1api< 7%

- Gidi han phat hign: < 3g/L

*Tigu chuin: FDA/CE/ISO 13485 (hofic céc tiéu chuéin chét lugng tuang duang)

Test

26.000

3 SP3

Hoa chét dinh lugng AMYL

Dung dé dinh lugng a-amylase trong huyét thanh va huyét tuong ngudi.

- Quy cach: < 800 test

- Dai do tbi thiéu: 5-1500 U/L

- 86 lugng méu danh gia: > 80

- Do 18p: £3.5%

- Do tai lap: 4%

- Gitii han phat hién: < 5 U/L

#Tiéu chudn: FDA/CE/ISO 13485 (hofic che tiéu chudn chét ugng twong duong)

Test .

18.000

4 SP4

Hoa chét djnh lugng ALT

Duing dé dinh lugng alanine aminotransferase (ALT) c6 hoat hoa pyridoxal phosphate
trong huy#t thanh va huydt tuong ngudi.

- Quy céch: <500 test

- Dai do tdi thidu: 7-700 U/L

- §6 lugng miu déanh gi4: > 80

-Do lap: £2.5%

- Do tai 1ap:<3.0%

- Gi6i han phat hign: <6 U/L

+Tiéu chuén: FDA/CE/ISO 13485 (hofic céc tiéu chufn chét hrong tuong duang)

Test

180.000

5 SP5

Hoa chét djnh lugng AST

Diing dé dinh lugng aspartate aminotransferase

(AST) co hoat hoa pyridoxal phosphate trong huyét thanh va huyét tuong ngudi,
- Quy cach: < 500 test

- Dai do tdi thiéu: 7-700 U/L

- S lugng mAu danh gia: = 80

- D0 lap: < 5%

- PO tai lap:< 6%

- Gigi han phat hign: <6 u/L

*Tidu chuin: FDA/CE/ISO 13485 (hofic chc tiéu chuén chit lugng tuong duong)

Test

180.000

6 SP6

Hoa chét djnh lugng Bilirubin
toan phén trén may sinh hoa tw
dong

Dung dé dinh lugng bilirubin toan phén trong huyét thanh va huyét tuong ngudi.
- Quy cach: < 1100 test

- Dai do thi thiéu: 3-640 pmol/L

- 86 lugng mAu danh gia: = 80

- Do lap: <4%

- DO thi 1ap:< 4.5%

- Gi6i han phat hién: < 3pmol/L

+Tiéu chuln: FDA/CE/ISO 13485 (holic c4c tiéu chufin chét lugng tuong duong)

. Test .

EN
OA

.. 26000

7 SP7

Hoa chét dinh lugng Bilirubin
tric tidp trén mdy sinh hoa Wy
dong .

Diing dé dinh lugng bilirubin trve tibp trong huydt thanh va huyét tuong ngudi.
- Quy cach: < 1100 test

- Dai do ti thidu: 2-290 pmol/L

- Sb lugng méu déanh gia: = 80

-D6 lip: <2%

- DO thi lap:< 3%

- Gi6i han phat hién: < 3pmol/L

*Tieu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chudn chit lugng tuong duong)

Test

26.000

8 SP8

Hoéa chit dinh lugng Calci todn
phén

Dimng dé& dinh luong bilirubin truc ti&p trong huy&t thanh va huyét tuong ngudi.
- Quy céch: < 1500 test

- Dai do téi thiéu: 0.20-5.0 mmol/L

- 86 lugng mAu danh gid: > 80

-bj lap: £2%

- DO i lap:< 2.5% _

- Gi6i han pht hi¢n: £0.20 mmol/L .

*Tiéu chufin: FDA/CE/ISO 13485 (hofic céc liéu chufin chét lugng twong dirong)

Test

26.000

9 SP9

Ho# chéit xét nghiém
Cholinesterase

Dung dé dinh lugng cholinesterase trong huyét thanh va huyét tuong ngudi.
- Quy céch: <1100 test

- Dii do tbi thiéu: 100-14000 U/L

- & lugng miu danh gid: = 80

- D 1ap: < 6%

- D0 t4i 1p:< 7%

- Gitri han phét hign: < 100 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoc cée liéu chuén chét lirgng tuong duong)

2.500
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‘H‘T I Ma vkit twr - VDsmh muc hing hod Tinh niing ky thufit tham khio Bon vi tinh S lugng
Diing dé dinh lugng cholesterol trong huyét thanh va huyét tirong ngudi.
- Quy céch: <2700 test
e - Dai do téi thiéu: 0,2-20.7 mmol/L.
5 3P10 Binh lugng Cholesterol toan |- 86 Iuorf}g mﬁl; danh gi4: > 80 Test 75.000
phén - Db lap: <2.5%
- D6 thi 14p:< 7.5%
- Gidi han phét hién: < 0.2 mmol/L )
*Tiéu chudn: FDA/CE/ISO 13485 (hodic cic tiu chuéin chét luong tuong duong)
Diing dé dinh lugng protein phén img C (CRP) trong huyét thanh va huyét tuong ngurdi,
- Quy céch: <650 test ¢
6o - Déi do t6i thiéu: 0.2-20.0 mg/L,
11| spyp  |Hoachédtdinh luong CRP trén |- S uong muﬁu danh gi: > 80 Test 100,000
mdy sinh héa -Dj lap: < 8%
- Dj tai 1ap:< 8.5%
- Gidi han phat hién: < 0,30 mg/L
*Tiéu chun; FDA/CE/ISO 13485 (hoiic cAc titu chufn chit lugng trong durong)
; A Duing d& higu chudn xét nghiém Protein phan img C.
12 SP12 I}"; cllét lgéu chudn Protein - Thanh phﬁn: Huyét thanh ngudi véi phu gia héa hoc va vét ligu co ngudn géc sinh hoc, mL 35
P g *Tiéu chuln: FDA/CE/ISO 13485 (hodc chc tiéu chuin chét hrong tong duong)
Diing dé djnh lugng creatinine trong huyét thanh va huyét twong ngudi.
- Quy céach: <2500 test
- Dai do t6i thidu: 20-2200 pmol/L,
-84 i4: > 80
3] SPI3 - [Henchdtdinh long CREA |13 OnE it Test 170.000
- D4 tdi lap:< 4%
- Gidi han phét hién: <20 pmol/L
*Tiéu chuin: FDA/CE/ISO 13485 (hoiic chc tiéu chudn chét lugng tuong duong)
La dung dich chuén nép trén mdy xét nghiém héa sinh
Thanh phén téi thidu gdm cé:
- Bém HEPES
; Dung dich hiéu chuén ciia xét |- Triethanolamine
| 0.000
1l SPI4iem ditn i - Natri chloride il L
- Natri acetate
- Kali chloride
- Chét bao quén
: Ding dé déng mach do ISE nhdm dinh lugng natri, kali va clorua trong huy&t thanh,
Dung dich tham chiéu ciia dién {huyét twong hotic nuée tidu ngurdi, :
2 Pl gii - Thanh phén t6i thidu: Kali clorua wl. T
: *Tigu chudn: FDA/CE/ISO 13485 (holic cc tieu chudn chit luong tuong duong)
Diing dé pha lofing mAu nham dinh lugng natri, kali va clorua trong huyét thanh, huyét
. ... |tuong hodic nude tidu nguwdi. :
15 SP16 Dung dich pha loting dién giai - Thanh phén tbi thidu: Dung dich dém HEPES; Triethanolamin ) ml. L
*Tiéu chuén: FDA/CE/ISO 13485 (hoiic cc tiéu chuin chit lugng trong duong) ©
La mot thiét bj ding d& dinh lugng in-vitro natri trong huyét thanh, huyét tuong va
: ey o1 :
19 SP17 Dién cyc natri, sir dung trén nude tidu gde ngudi, ) chi 15
méy tr dong Quy céch: > 9000 test/dién cire
*Tieu chudn: FDA/CE/ISO 13485 (hofie céc tidu chudn chit hrong twong duong)
La mt thiét bj ding d& djnh lugng in-vitro kali trong huyét thanh, huy&t twong va nuae
Bign cyre kali, sir dung trén may [tidu gée ngubi, ,
. BE1R fir déng Quy céch: > 9000 test/dién cyc L B
*Tiéu chudn: FDA/CE/ISO 13485 (hotic chc tiéu chuln chét Iwgng trong dirong)
LA m{t thiét bj ding d& dinh luong in-vitro chloride trong huyét thanh, huyét tirong va
i nude tidu ghe ngudi, ’ ;
19 SP19 Bién cuc clo Quy céch: > 9000 test/dién cyc cdi 15
*Tigu chudn: FDA/CE/ISO 13485 (hotc cég tiéu chufn chét lugng twong duong)
] La mot thiét bj ding d& déng mach do nham dinh lugng natri, kali va clorua trong
20 8P20 Dién cyre tham chiéu huyeét thanh, huyét twong va nuéc tidu gbe ngui. ci 15
*Tiéu chufn: FDA/CE/ISO 13485 (hodc céc tiéu chudn chit lugng tuong duong)
Ding dé chuén c4c di¢n cyre chon loc ion, 1a mat ché phdm trong nude véi ndng do cac
chét di¢n gidi dugc xdc dinh biing phuong phap trong lugng. Puge ding trong chudn
Dung djch chuin miic cao ciia  |héa gid trj natri, kali, va clo trén dién cyre chon loc ion,
2 2 S e £l £
1 A Skl dién gidi - Quy cach: <.10x3mL mL 200
*Thanh phin phan mg: > 160 mmol/L Na+, > 7 mmol/L K+, =2 120 mmol/L CI
*Tiéu chufn: FDA/CE/ISO 13485 (hoic céc tidu chudn chit lugng tuong duong)
Diing dé chudn céc dién cyc chon loc ion, 14 mat ché phém trong nudc vdi néng dd cac
chit dién gidi dwoc x4c dinh bing phuong phép trong lugng, Puge dung trong chudn
Dung dich chudn mire thdp cia |héa gid tri natri, kali, va clo trén dién cye chon loc ion.
22 SP; . s 4 X
= dién gidi - Quy cach: < 10x3mL ml 200
- *Thinh ghén phan (ng: < 120 mmol/L Na+, <3 mmol/L K+, < 80 mmol/L CI
*Tiéu chuin: FDA/CE/ISO 13485 (hofic céc tiéu chudn chit lugng tuong diong)
S Diing dé v¢ sinh 1am sach ISE trén méy phén tich.
; D | P
23 ung dich rira diing cho may ~Thanh phén t8i thidu gbm céc thanh phén: sodium hypochlorite mL 4,000

SP23

- {khl méu v dién giai

*Tiéu chudn: FDA/CE/ISO 13485 (hotic chic tidu chuén chit lrong trong duong)
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STT

Mai viit tw

Danh muc hang ho#

Tinh niing ky thuft tham khio

Pon vi tinh

S0 hrgug

24

SpP24

Héa chit Binh lugng NH3 trén
may ty dong

Diing d& dinh lugng ammonia trong huyét thanh va huyét tuong ngudi.

- Quy céch: <300 test .

- Daj do tbi thidu: 10-1000 pmol/L

- S8 lugng mAu danh gia: > 80

- ) lap: < 3%

- DO thi lap: < 4%

- Gidi han phat hign: <10 pmol/L

*Tieu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chuéin chilt lugng tuong duong)

Test

3:600

!
i

25

SpP25

Hou chit dinh lugng Ethanol
trén may ty dong

Diing dé dinh lugng ethanol trong huyét thanh va huyét fwong ngudi.

- Quy céach: < 850 test

- Dai do thi thidu: 0.11-4.98 g/L

- 86 lugng miu dénh gi: > 80

-bj lap: =3.5%

- Dy ti lap: £4%

- Gidi han phat hign: <0.11 g/

*Tiéu chudn: FDA/CE/ISO 13485 (holic cdc tidu chulin chét lugng tuong duong)

Test

10.200

26

SP26

Dung dich kiém chuén
NH3/ETH/CO2 mic binh
thudng

Diing @2 trong kiém tra chat lugng dé kidm tra dj dang va d9 chum ciia
Ammonia/Ethanol trong huyét thanh hofic huyét twong ngudi & nguding binh thubng.
*Tibu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chudn chit lugng tuong duong)

Hop

100

27

SP27

Dung dich kiém chuén
NH3I/ETH/C0O2 CONTROL
mirc bit thudng

Ding d& trong kiém tra chit lugng dé kiém tra dj ding va do chum ciia
Ammonia/Ethanol trong huyét thanh hotic huyét twong ngudi & ngudmg bét thutmeg.
*Tidu chudn: FDA/CE/ISO 13485 (hojic chc tidu chudn chit lugng tuong duong)

Hop

100

28

SP28

Dung dich kiém chufin
NH3/ETH/CO2

Dung d& hiéu chuan xét nghiém xét nghiém Ammonia/Ethanol trong huyét thanh hofic
huy&t tuong ngudi.
*Tiéu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chudn chét lugng twong duong)

Hop

24

29

SP29

Hoa chét dinh lugng ndng d
glucose

Ding d& dinh lugng glucosen trong huyét thanh v huyét twrong ngudi.

- Quy cach: <3500 test

- Diii do tdi thiéu; 0.15-41.6 mmol/L

- SH Iugng mAu danh gid: > 80.

- Do Igp: 9.5%

- Do tai lap:s 10%

- Gidi han phét hign: £0.15 mmol/L

*Tidu chuén: FDA/CE/ISO 13485 (hoiic chc tidu chuéin chdt lugng tuong duong)

Test

200.000

30

SP30

binh lugng GGT

Ding dé dinh lugng y-glutamyltransferase (GGT)

- Quy cach: <450 test

- Dai do ti thidu: 5-1200 U/L

- 86 lugng mAu danh gid: = 80

-Dj lip: £5.5%

- D§ ti 1ap:< 5.5%

- Gidi han phét hién: <5 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoiic c4c tiéu chudn chit lugng twong duong)

Test

31

SP31

Hoéa chit dinh lugng HDL-C

Dimg dé dinh lugng HDL-cholesterol trong huyét thanh va huyét tuong ngudi,

- Quy céch: < 800 test

- Déi do tdi thidu: 0.1-3.88 mmol/L

- 86 lugng mAu danh gia: = 80

D lap: < 1.5%

- Dy tai 1ap:= 2%

- Gidi han phét hién: <0.1 mmol/L,

*Tigu chudn: FDA/CE/ISO 13485 (hotic cc tidu chudn chét lugng tuong duong)

Test

32

SP32

Ho4 chét higu chudn
HDL-cholesterol

Dung dé hiéu chufin xét nghiém HDL-cholesterol (Lipid).

-Quycach: <3x 1 mL

- Thanh phén: 12 miu chuéin dong khd I4y tir huyét thanh ngudi véi phy gia hoa hoe.
*Tigu chudn: FDA/CE/ISO 13485 (hojic céc tiéu chudn chit lwgng trong duong)

mL

12

33

SpP33

Ho# chét xét nghiém Laclate

Dung d& dinh lugng lactate trong huyét thanh va huyét twong ngudi.

- Quy cach: < 100 test

- Déi do tdi thidu: 0.5-15.5 mmol/L

- 86 lugng miu danh gié: = 80

- Do lap: <2%

- D9 thi 1ap:< 2.5%

- Gidi han phat hién: 0.5 mmol/L

*Tieu chudn: FDA/CE/ISO 13485 (hoiic cac tiéu chudin chét lugng twong duong)

Test

18.000

34

SP34

Ho4 chét xét nghigm Lipase

Dung dé dinh lugng lipase trong huyét thanh va huyét twong ngudi.

- Quy céch: <200 test

- Dai do thi thiéu: 5-300 U/L

- 86 lwgng miu dénh gid; > 80

-D 1ip: £3.5%

- Do tai 1ap:< 4.5%

- Gigi han phét hién: <5 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hofic cdc tiéu chufin chét lugng twong duong)

Test

15.000

35

SP35

Hoé chét xét nghiém Lactate
dehydrogenase

Dung dé dinh lugng lactate dehydrogenase trong huyét thanh va huyét tuong nguvi.
- Quy céch: <900 test :

- Dai do ti thiéu: 15-1000 U/L

- 86 lugng méu danh gia: > 80

-Do lap: <3%

- DO tai 18p:i<3.5%

- Giti han phét hién: < 15 U/L

*Tiéu chufin: FDA/CE/ISO 13485 (hoiic cic tiéu chufin chét lugng tuong duong)

Test

4.500
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STT

Mii viit te

_Danh muyc hing ho#

Tinh niing ky thudt tham khio

" Don vj tinh

Sb lwong

36

SP36

Hoéa chit xét nghiém MG

Ding dé& dinh luong magnesium trong huyét thanh va huydt twong ngui,

- Quy céch: <700 test

- Dai do tbi thiéu: 0.10-2.0 mmol/L,

- 86 lugng méu dénh gi4: > 80

-D§ lap: <2%

- Dg téi 1ap:< 3% :

- Gidi han phét hién: < 0,10 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chuin chit Iwong trong duong)

Test

30.000

37

SP37

Hoéa chit dinh hwomg ndng do
protein toan phén

Diing dé dinh hugng protein toan phin trong huyét thanh va huyét tuong ngudi,

- Quy céch: < 1100 test

- Dai do tbi thidu: 3.0-120 g/L

- 86 lugng mAu dénh gi4: > 80

-P6 lap; <3.5%

- D0 thi lap:<4.5%

- Gidi han phat hién: < 3g/L

*Tigu chudn: FDA/CE/ISO 13485 (hofc c4c tiéu chudn chéit lugng tuomg duong)

Test

26.000

38..,

Sr38

Hoé chdt xét nghiém Protein
trong nude tiéu va dich ndo iy

Ding dé dinh lugng protein trong nudc tidu va dich no tiy trong huyt thanh va huyét
trrong ngudi.

- Quy cich: < 700 test

- Dai do tdi thiéu: 0,05-2 g/L

- 86 lugng méu dénh gi4: > 80

- D0 1ap: < 8%

- DO thi lap:< 9%

- Gidi han phét hién: <0.5 g/L

*Tiéu chudn: FDA/CE/ISO 13485 (hotic cdc tiu chudn chéit lugng tuong duong)

Test

1.000

39

SP39

Ho# chét hiéu chudn xét
nghiém Protein trong nudc tiéu
va djch nfo thy

Diing dé higu chudn xét nghi¢m Protein trong nude tiéu va djch nio ty.

- Quy cich: <5x 1 mL i

- Thanh phin: D¢m HEPES, pH 7.5, céc chét phy gia hda hoc va vt ligu c6 ngudn gde
sinh hge nhu di chl dinh.

*Tiéu chudn: FDA/CE/ISO 13485 (hoiic céc tiéu chudn chét lrong tuong duong)

mlL

40

SP40

Hod chdt kidm soét chit huong
xét nghiém Protein trong nudc
tiéu va dich ndo ty

Dung dé kiém tra chét luong dé kiém tra do ding va d6 chinh xdc ciia xét nghiém
Protein trong nuée tidu va dich nifo tiy & mirc binh thudng,

= Quy cich; <4 x 3 mL

- Thanh phén: Bém HEPES, pH 7.5, cdc chét phu gia héa hoc va vét liéu cé ngudn ghc
sinh hoc nhur da chi djnh. )

*Tigu chuéin; FDA/CE/ISO 13485 (hoiic cée tiéu chudn chét lugng tirong dirong)

mL

144

41

SP41

Hof chét kiém soét chat lugng
xét nghiém Protein trong nuée
tidu va dich nifo tiy

Dung dé kiém tra chit lugng d& kidm tra do diing va do chinh x4c ctia xét nghiém
Protein trong nudc tiéu va dich ndo tiy & mirc bénh ly.

- Quy céch: <4 x3 mL

- Thanh phin: Pém HEPES, pH 7.5, céic chit phy gia héa hoc va vat ligu c6 ngudn gbe
sinh hoc nhur dd chi djnh.

*Tiéu chuén: FDA/CE/ISO 13485 (hofic céc tiéu chufn chét lwgng tuong duong)

mL

144

42

5P42

Héa chét dinh lugng TRIGL

Ding dé dinh luong triglyceride trong huy&t thanh va huyét tuong ngudi,

= Quy cich: < 1000 test

- Déi do tdi thidu: 0.1-10.0 mmol/L

- 86 lugng mu dénh gi4: > 80

- D0 1gp: £2.5%

- Bj téi lap:<3%

- Gidi han phat hién: < 0.1 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoiic c4c tiéu chudn chét lugng twong duong)

Test

75.000

43

SP43

Binh lrgng UREA mau/nuée
tidu

Ding dé dinh lugng urea/urea nitrogen trong huyt thanh va huyét tuong ngusi.
- Quy cach: <700 test

- Dai do téi thiéu: 0.5-40 mmol/L

- 86 luong mu danh gid: > 80 -

-D0 lap: <3.5%

- Dy ti lap:< 4%

- Gidi han phét hién: < 1.0 mmol/L

*Tiéu chufin: FDA/CE/ISO 13485 (hoic c4c tiu chudn chit luong tuong duong)

Test

180.000

44

SP44

Ho# chét hiéu chufn

Ding dé hiéu chufin cdc xét nghigm hoé hoc 14m sang, 14 mau chudn déng kho ldy tir
huyét thanh ngudi,
- Quy céch: = 12x3mL

*Tiéu chufin: FDA/CE/ISO 13485 (hofic cc tiéu chudn chét lugng hrong dwong)

- Thanh phin: Huyét thanh ngubi véi phu gia héa hoc va vat lieu cé ngubn gde sinh hoc.

mL

108

45

SP45

Hoé chét xét nghiém
Antistreptolysin O (ASO)

Diing dé dinh luong antistreptolysin O trong huyét thanh va huyét tuong nguoi.
- Quy céch; <200 test

- Dai do t6i thiéu: 25-600 IU/mL

- 88 lugng mfu dénh gi4: > 80

- D) lap: <3.5%

- D) thi lip:< 4.5%

- Gidi han phat hién: <25 IU/mL

*Tiéu chun: FDA/CE/ISO 13485 (holic chc tiéu chudn chit lugng tuong duong)

Test

1.000

46

SP46

- |Hoé chét higu chudn xét

nghiém Antistreptolysin O
(ASO)

Diing d8 hiéu chufin xét nghiém antistreptolysin O trong huyét thanh va huyét tuong
ngudi.

- Quy cach: <3xImL

- Thanh phdn: Huyét thanh ngudi véi phy gia héa hoc va nguyeén ligu c6 ngudn géc sinh
hoc.

*Tigu chudn; FDA/CE/SO 13485 (hoic cAc tiéu chudn chét lugng trong duong)

mL
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Dung dé dinh lugng Yéu t& Thip khop trong huyét thanh va huyét tuong ngudi. f
- Quy céch: <400 test
- Dai do tbi thidu: 15-130 TU/mL
. - 86 lugng méu danh gi4: > 80
47 SP4 G
7 Hoa chét dinh lugng RFII ~D0 lap: < 5% Test 4,800
- Do tai 1ap:< 6% '
- Gidl han phat hién; < 15 IU/mL
*Tiéu chuin: FDA/CE/ISO 13485 (hoiic céc tiéu chudn chét lugng tuong duong)
' ) Diing dé hiéu chuén xét nghiém Yéu td Thap khép
Hoa chét higu chuan xét - Quy céch: 5x 1 mL
48 $P4g nghigm Yéu t6 Thép khop - Thanh phén; RF trong huyét thanh nguti, Bém HEPES, albumin huyét thanh b, natri mL 15
(RFII) chloride, chét bio quén.
*+Tiéu chuén: FDA/CE/ISO 13485 (hoiic céc tiéu chudn chét lugng twong duong)
Dimg d& kidm tra chét lugng dé kidm tra d§ dung va d¢ chinh xéc clia xét nghi¢in Yéu
; 6 Thép kho
At kid 0 Thap khop.
49 Sa9 ,I:I;anc;ll] ilé:: ;%:2?;::2; l;?;f - Quy céch: 2x1mL (ndng o 1); 2x1mL (ndng d6 2) i -
(RFI) - Thanh phén: huyét thanh ngudi voi phy gia hoa hoe va nguyén liéu cé ngudn géc sinh !
hee. .
*Tiéu chudn: FDA/CE/SO 13485 (hodc chc tidu chudn chét lugng twong duong)
Dung dé dinh lugng phospho trong huyét thanh va huyét twong ngudi.
- Quy cach: < 800 test
- Dii do ti thidu: 0.15-6.46 mmol/L
. . - 86 lugng miu dénh gia: > 80
SP50
50 P Ho4 chat xét nghiém Phospho | PO lap: < 1.5% Test 3.500
- D0 thi i< 2.5%
- Gi6i han phét hi¢n: < 1.1 mmol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoic c4c tiéu chufin chét lugng twong duong)
Ding d& dinh lugng cystatin C trong huyét thanh va huyét tuong ngudi.
- Quy céch: <250 test
- Dai do téi thidu: 0.45-6.80 mg/L
; ; . |- 6 lwgng miu danh gia: = 80 T e
51 SP51 Hod chit xét nghi¢m Cystatin C | Do lap: < 2% Test 3.000
- Do thi lap:<2.5%
- Gidi han phat hig¢n; <0.40 mg/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chufin cht lugng tuong duong)
Dung dé& higu chudn xét nghiém cystatin C.
Ho# chét higu chudn xét - Thanh phén tdi thiéu: Huyét thanh ngudi véi phy gia hoa hoo va nguyén ligu co ngudn
52 SP52 e ; L. mL 12
nghiém Cystatin C goc sinh hoc. -
' «Tidu chun: FDA/CE/ISO 13485 (hodc céc tiéu chudn chit lwgng tuong duong)
Dung trong kiém tra chit lugng dé kidm tra ¢ ding va d9 chinh xéc ca xét nghigm
; cystatin C.
53 SP53 Hod Chét kiém Sog‘.‘ chdt lugng | Thanh phin t6i thiu: Huyét thanh ngudi vai phy gia hoa hec va nguyén ligu cb ngubn mL 36
x6ét nghiém Cystatin C £
goc sinh hoc.
#Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tigu chuln chét lugng tuong duong)
Dung dé dinh lugng vancomycin trong huy&t thanh va huyét tuong ngubi.
- Quy céch: <200 test
- Déi do.t8i thiéu: 4.5-80.0 pg/mL
Hoéa chét dinh lugng - 86 lugng méu danh gid: > 80 :
4l SPS4 \yuncomyein - Do lap: < 8.5% Tost C
| - Do tai lap:< 1% ’
- Giti han phat hién: <4.5 pg/mL
Tieu chudn: FDA/CE/ISO 13485 (holic céc tiéu chufin chit lugng tuong ducmg)
; Loy Dung dé hiéu chudn xét nghiém vancomyein,
55 SPS5 flol_f:l.?:;ﬁ;,me“ il:u%,“ xét - Thanh phin téi thidu: Huyét thanh ngwei véi thube didu trj duge thém vao. mL 120
hEhism: vancemyei *Tiéu chudn: FDA/CE/ISO 13485 (hojic cée tigu chudn chét lugng tuong duong)
. 4 Diing dé higu chuén xét nghi¢ém
56 SP56 i;é df.lé:(lé,:; soéit chﬁht]lugng - Thanh phén; Huyét thanh ngudi voi thube diéu trj duge thém vao. mL 120
: BEWOMEYARENI *Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chufn chét lugng twong duong) - - =
Dung lam dung dich rira c6 tinh acid cho t& bio phan img, rira c6ng phin mg (cu-vét)
Dung dich rira cong ctia may  |thudng quy 12 A thiét do c6 kha ning gy nhifu giita cac hdn hop thude thi/méu khac.
57 SP57 ) 5 -y A v i mL 12.000
xét nghigm sinh héa - Thube thir tbi thidu gbm co: Acid citric monohydrate Maa m
*Tigu chudn: FDA/CE/ISO 13485 (hotic cc tiéu chun chit lugng twong duong)
La dung dich ding d& hoat hoa dién cyc ISE, d& phi ong ISE va kim hat mfu dém béo ]
: thao tac va viéc hat miu duge thye hién ding sau quy trinh rira hiing ngdy.
; 432
L aral Hod chdt bao dudng - Thanh phén 16 thidu: Huyét thanh ngubdi dong kho khong cé phu gia hoéa hoc. .
*Tigu chudn: FDA/CENSO 13485 (hotic cée tiéu chufn chét lugng twong duong) -
La chéit phu gia thém vio budng phan ing, dong vai trd 14 chét hoat dong bé mit lam
; : giam thidu syr tao thinh cc bet bong bong c6 khi niing lam nhifu két qua quang phd. L 480
59 SP59 Hod chét phu gia phan (g ~Thanh phﬁn t5i thidu: Cht thy. m iy
#Tiéu chudin: FDA/CE/ISO 13485 (hofic chc tiéu chuén chit lugng tvong duong)
’ 4 Dimng lam do &nh séng quang hgc cac xét nghiém. .
6| speo |[P°M f‘;"g “1(‘;’ he théng may | b ane: Neudn shng halogen, cong sust SOW, ngudn dign 12V. chi 30
? o sinh héa tw d0ng *Tiéu chufin: FDA/CE/ISO 13485 (hofic cdc tiéu chuén chét lugng twong duong) ) e
o Duge sir dung dé i va do quang hdn hop phan img,
61| spor  [Poctnephinimest dung U8n 1 cydt figu: Nhya _ b 12
i méty i bOw #Tiéu chudn: FDA/CE/ISO 13485 (hoiic chc tiéu chuan chét lugng tuong duong) ’ B
el  spez  |cup chia miu Diing lam vit chira cho vat ligu mAu, chét higu chudn va vat ligu kidm sodt.. chi 10.000

*Tiéu chudn: EDA/CE/ISO 13485 (hotic céc tiu chufn chét lugng tuong duong)
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© 63

SP63

Dung dich rira kim hé théng xét
nghiém sinh héa chira NaOH

Diing ldm dung dich rira kim hit thude thir va céng phan (mg trén hé thong,

- Quy céch: <125 mL

- Thanh phén toi thidu: NaOH; chét ty nira.

*Tigu chudn: FDA/CE/ISO 13485 (hoic céc tidu chudn chit lwong tuong duong)

mL

15.000

64

SPé64

Héa chit nira hé théng sinh hoa

Ding tam dung djch rira kim hit thudc thir va cong phan img trén hé théng,

- Quy cAch: <125 mL

- Thanh phén téi thidu: HCI

*Tigu chufn: FDA/CE/ISO 13485 (hoiic cAc tiéu chudn chét lrgng twong duong)

ml

22,500

65|

SP65

Dung dich rira c6 tfnh kiém cho
cdng phan tmg trén céc hg
théng sinh hoa

Dimg lam ding dich nira cong phan img.

- Quy céach: <50 mL '

- Thanh phin t4i thidu: Dung dich natri hydroxide; chit phy gia.

*Tiéu chudn: FDA/CE/ISO 13485 (ho¥c cAc tiéu chun chit lugng twong duong)

mlL

3.000

66

SP66

Dung dich rira cé tinh kiém cho
cdng phan \mg trén céc hé
théng sinh héa

Diing lam dung dich kiém cho cong phan tmg va kim hat mau,
- Thanh phdn t8i thidu: NaOH; chét thy riva.
*Tiéu chudn: FDA/CE/ISO 13485 (hofic chc tieu chudn chét lugng tuong duong)

mL

240,000

67

SP67

Dung dich nuée mudi siv dung
trén hé théng sinh héa

Diing lim dung djch pha loing méu két hgp véi céc thudc thir xét nghiém,

- Quy cach: <125 mL

- Thanh phin: NaCl 9 %

*Tiéu chudin: FDA/CE/ISO 13485 (hofic céc tiéu chudn chét lrong tuong duong)

mL

1.500

68

SPGR

Dung djch chira natri hydroxide
nra kim hit miu ciia méay sinh
héa

Diing lam dung dich nia kim hiit mAu Ia can thiét do c6 kha nang giy nhidu gita cao
miu, gitp duy trl tinh toan ven cia méu.

- Quy cach: <12 x 20 mL

- Téi thiéu gdm c4c thanh phin: Dung dich natri hydroxide

*Tiéu chuin: FDA/CE/ISO 13485 (hofic cdc tigu chufn chét lugng tuong duong)

mL

2.880

69

SP69

Dung dich nva kim hat méu cia
mdy sinh hba

Diing lam dung djch rira kim hit mu I cAn thiét do c6 kha ning ghy nhiéu gifta cic
méu, gitip duy tri tinh todn ven ciia méu.

- Quy cich: <12 %20 mL

- Thanh phéin: Pém; chit tiy.

*Tiéu chuin: FDA/CE/ISO 13485 (hoic céc tiéu chudn chét hrgng tuong duong)

mL

1.440

70

SP70

Hod chit kidm sodt chét lwgng
sinh hod ndng d6 binh thudng

L4 vit ligu kiém soat ding d& danh gi dg chinh xéc

va dd chéch phén tich trong gi¢i han binh thudmg ciia xét nghiém sinh ho

- Quy céch: <20x5mL

*Tiéu chudn: FDA/CE/ISO 13485 (hofic c4c tiéu chudn chit lugng twong duong)

mL

600

71

SP71

Ho# chit kiém so4t chit luong
sinh ho nong do bét thwomg

La vat liéu kiém soét ding d& danh gid do chinh xdc

va dg chéch phan tich trong gidi han binh thudmg cia xét nghiém sinh hoa

- Quy céch: < 20x5mL

*Tiéu chudn:; FDA/CE/ISO 13485 (hoic céc tiéu chufin chit lugng tuong dwong)

mL

600

72

SP72

Hod chat kiém soét chét luong
CRP ndng do thép

La vt ligu kiém soat ding d& danh gia do chinh xic

va db chéch phan tich trong gidi han thip cia xét nghiém CRP,

- Quy cich: <3x1mL

*Tiéu chufin: FDA/CE/ISO 13485 (hoiic chc tigu chudn chét lugng tirong dirong)

mL

54

73

SP73

Hoa chét kidm soat chét lugng
CRP néng d6 binh thudmg

L vit ligu kiém soat ding d& danh gi4 do chinh xéc

va dg chéch phén tfch trong gidi han binh thuéng ciia xét nghiém CRP.

- Quy céch: < 3x1mL

*Tiéu chun: FDA/CE/ISO 13485 (hofic céc tiéu chuin chit lugng tuong duong)

mL -

54

74

SP74

Ho# chit kiém so4t chét luomg
CRP ndng d¢ cao

La vt liéu kiém soat ding d& dnh gid d9 chinh xic

va d0 chéch phan tich trong gidi han cao ciia xét nghiém CRP.

- Quy céch: < 3x1mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodic cée tiéu chudn chit lugng tuong duong)

mL

54

MIEN DICH

75

SP75

Héa chit xét nghiém HBsAg

Diing dé phat hién dinh tinh khang nguyén bé mat viem gan B (HBsAg) trong huyét
thanh v huyét twong ngudi.

- Quy céch: <300 test

- 86 lugng méu dénh gia: > 80

-bolap: < 10%

- D0 thi lap:< 12%

- B nhay: > 99%

- B§ d¥c higu: > 99%

- Gidi han phét hién: <0.1 [U/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cdc tigu chudn chit lugng twong duong)

Test

18.000

76

SP76

Dung dich kiém chudn HBsAg

Ding trong kiém tra chat luong dé kiém tra do dang va d§ chinh x4c cia xét nghiém
HBsAg.

- Thanh phén tﬁi. thidu: huyét thanh chimg HBsAg (ngubi) trong huyét thanh ngudi;
dém, pH 6.5; chét bao quén.

*Tiéu chufin; FDA/CE/ISO 13485 (hoiic cAc tién chudn chét lugng trong duong)

mL

78

77

sP77

Héa chét dinh lugng Anti-Hbs

Diing dé djnh lugng khang thé evia ngubi khing khéng nguyén bé mat cvia vi mt viém
gan B (HBsAg) trong huyét thanh va huyét tuong ngudi,

- Quy céch: <300 test

- Dai do tdi thidu: 3-1000 TU/L

- 86 lugng mdu dénh gid: > 80

- D0 lp: < 5%

- D t4i lp: <7%

- Gidi han phét hién: <5 TU/L

*Tiéu chufin: FDA/CE/ISO 13485 (holic céc tiu chudn chét lugng tuong duong)

Test

8.400

78

SP78

Dung dich ki¢m chudn Anti-
HBs

Diing trong kiém tra chét luong d& kiém tra do dang va do chinh xac cia xét nghiém
Anti-HBs,

*Ti¢u chudn; FDA/CE/SO 13485 (hofic c4c tieu chudn chét lwrong tuong duong)

mL

85
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79

SP79

Hoa chét xét nghiém HbeAg

Dimg dé phat hién djnh tinh khang nguyén e cia

vi rt viém gan B (HBeAg) trong huyét thanh va huyét tuong ngudi.

- Quy cach: <300 test

- 86 lugng miu danh gia: > 80

- D 1ap: < 4%

- D) t4i 1ap:< 5%

- Gidi han phat hién: < 0.3 IU/mL

*Tiéu chufin: FDA/CE/ISO 13485 (hoiic céc tigu chudn chét lugng twong duong)

Test

i

9.000

80

SP80

Ho4 chét kiém soét cht lugng
xét nghiém HBeAg

Diing trong kiém tra chdt lugng dé kiém tra do diing va dg chinh x4c ciia xét nghiém
HBeAg.
*+Tiéu chudn: FDA/CE/ISO 13485 (hodic che tidu chudn chét lvgng twong duong)

85

81

SP8l

Hoa chét dinh tinh Anti-Hbe

Dumg dé phat hién dinh tinh khang thé ciia ngudri khéng khéng nguyén e ctia vi rat viém
pan B (HBeAg) trong huyét thanh va huyét twrong ngudi.

- Quy céch: <300 test

- 86 lugng mAu danh gia: > 80

- Do 1ap: £ 1.5%

- Dy tai 1ap:< 2.5%

- Gigi han phat hién: < 0.2 IU/mL

#Tiéu chudn: FDA/CE/ISO 13485 (hotic céc tiéu chudn chét lugng trong duong)

Test

9.000

82

SP82

Dung dich kiém chudn Anti-
HBe

Diing trong kiém tra chat lugng dé kiém tra do ding va df chinh xdc cia xét nghi¢m
Anti-HBe .
*Tiéu chuAn: FDA/CE/ISO 13485 (hodic cée tidu chudn chét lugng trong duong)

mL

. 85

83

SP83

Héa chit dinh tinh Anti-HCV

Dung dé phat hién dinh tinh khang thé khang vi rat viem gan C (HCV) trong huyét
thanh va huyét twong ngudi,

- Quy céch: <300 test

- Dai do tdi thiéu: 3-60 g/L

- 86 lugng mAu danh gia: > 80

-DY lp: <2.5%

- Do tai 1ap:< 3%

- D0 nhay: > 99%

- bo diic hiéu; > 99%

+Tiéu chuéin: FDA/CE/ISO 13485 (hofic c4c tiéu chuéin chét lugng twong duong)

Test

18.000

84

SpP84

Dung dich kiém chudin Anti-
HCV

Dung trong kiém tra chét lugng dé kidm tra d9 diing va dg chinh xéc ciia xét nghiém
Anti-HCV,
*Tieu chudin: FDA/CE/ISO 13485 (holic céc tiéu chudn chit lugng twong duong)

"85

85

SP85

Héa chét xét nghiém dinh tinh
khang nguyén vi khang thé HIV

Diing dé phat hién dinh tinh khdng nguyén HIV-1 p24 va khing thé khéng HIV-1, bao
gdm nhém O, v& HIV-2 trong huyét thanh va huyét tuong ngudi.

- Quy céch: <300 test

- 86 lugng miu danh gia: > 80

- Db lap: 6%

- Do ti 1ap:< 8%

- Po nhay: 100%

- b6 dic hidu: > 99.9%

- Gidi han phat hign; < 1.0 IU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hofic cdc tiéu chuén chét lugng tuong duong)

Test

6.000

86

SP86

Chét kiém chuén HIV

Dung trong kiém tra chAt lrgng d& kiém tra 4 dang va dj chinh x4c cia xét nghiém
HIV.
*Tiéu chudn: FDA/CE/ISO 13485 (hotic céc tiéu chuén chét lugng tuong duong)

mL

180

87

Sp87

Hoa chét xét nghitm AFP

Dung dé dinh lugng al-fetoprotein trong huyét thanh va huyét twong ngudi.

- Quy cach: <300 test

- Dai do tdi thidu: 1 -1000 TU/mL

- 86 lugng miu danh gia: > 80

D lap: <5 %

-Do tai lap:i<5%

- Gigi han phat hi¢n: < 2.25 TU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chuén chit lugng twong duong)

Test

15.000

88

SP88

Dung dich kiém chufin AFP

Dung dé hiu chudn xét nghiém dinh lugng ATP,
*Tiéu chuAn: FDA/CE/ISO 13485 (hofic c4c tiéu chuén chét lugng tuong duong)

mL

.20

89

SP89

Hoa chit xét nghiém CA 125

Dung dé dijnh lrgng khang nguyén phan tng OC 125 trong huyét thanh va huyét tuong
ngudi,

- Quy cich: <300 test

- Dai do ti thidu; 1-5000 U/mL

- 86 lugng miu danh gia: > 80

-D0 1ap: <3%

- Do t4i 1ap:< 4%

- Gidr han phat hién: <2.0 U/mL

*Titu chudn: FDA/CE/SO 13485 (hoiic céc tiéu chudn chét lugng tuong dwong)

Test

2.400

90

sP90

Chét kiém chudn CA 125

Diing d& higu chudn xét nghiém dinh lugng CA125.
#Tiéu chudn: FDA/CE/SO 13485 (hoiic céc tiéu chudn chit lugng twong dwong)

mL

20

91

Sp9l

Hoa chét xét nghiém CA 15-3

Dung dé dinh lugng CA 15-3 trong huyél thanh va huyét tuong ngudi.

- Quy céach: <300 test

- Dai do tdi thiéu: 2-300 U/mL

- 86 lugng mAu dénh gid: = 80

-D§ lap: 5%

- Do t4i lap:< 12.5%

- Giti han phét hi¢n: <3.0 U/mL

#Tiéu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chuin chét lugng tuong duong)

Test

92

S§P92

Ho# chét hi¢u chufn xét

" |nghiém CA 15-3

Duing d& higu chudn xét nghiém dinh lugng CA 15-3.

¥Tidu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chudn chit hugng twong duong)
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93

5r93

Héa chét xét nghiém CA 19-9

Ding dé dinh lugng CA 19-9 trong huyét thanh va huyét tuong ngudi,

- Quy céach: <300 test

- Dai do téi thiéu: 3-1000 U/mL

- 6 lugmg mAu danh gi4: > 80

-Dg 1ap: = 3%

- Do tai 18p:< 3.5%

- Gioi han phét hién: < 10 U/mL

*Tiéu chuéin: FDA/CE/ISO 13485 (hofic céc tigu chudn chét lrong twong duong)

Test

2.400

94|

SP94

Ho# chat hiéu chudn xét
nghiém CA 19-9

Diing dé higu chuin xét nghiém dinh lugng CA 19-9.
*Tiéu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chuéin chilt lugng twong duong)

mL

20

95

SP95

Héa chit dinh lugng CA 72-4

Diing dé dinh lugng CA 72-4 trong huyét thanh va huyét tuong ngudi,

- Quy céch: <300 test

- Dai do tdi thidu: 1-250 U/mL

- 86 lugng miu dénh gi4: > 80

- D lap: <2%

- Do téi 1ap:< 4%

- Gidi han phat hién: <2 U/mL

*Tiéu chudin: FDA/CE/ISO 13485 (hoiic céc tigu chudn cht lugng tuong duong)

Test

1.500

96|

SP96

Chiit kidm chufin CA 72-4

Ding dé higu chudn xét nghiém CA 72-4 7
*Tiéu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chudn chét luong trong duong)

mL

‘20

97

Sro97

Héa chét dinh luong CEA

Diing dé dinh lugng khang nguyén ung thu phéi trong huyét thanh va huyét tuang
ngudi,

- Quy cich: <300 test

- Dai do t4i thiéu: 1-1000 ng/mL

- Sé lugng méu dénh gia: > 80

-D6 lap: <3%

- D9 tai lip:< 4%

- Gidi han phat hi¢n; < 2 ng/mL

*Tiéu chuin: FDA/CE/TSO 13485 (hoiic céc tigu chudn chit luong twrong duong)

Test

15.000

98|

SPog

Dung dich kiém chuin CEA

Diing d& higu chudn xét nghiém CEA
*Tiéu chudin: FDA/CE/ISO 13485 (holic céc tidu chudn chét lugng lwong dirong)

mL

20

99

SP99

Hoéa chit xét nghiém Cortisol

Diing dé dinh lugng Cortisol trong huyét thanh va huyt twong ngudi.

- Quy cach: <300 test

- Dai do tdi thidu: 2-1750 nmol/L,

- 88 lwgng mAu dénh gia: > 80

- B) lap: < 6%

- D0 téi lap:< 8%

- Gidi han phat hién: < 3.0 nmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (holic céc tidu chudn chit lugng twong duong)

Test

18.000

100]

SP100

Dung dich kiém chudn Cortisol

Diing d& higu chufin xét nghiém Cortisol
*Tiéu chudn: FDA/CE/ISO 13485 (hofic cée tiéu chufin chét lugng twong duomg)

mL

20

101

Sriol

Ho# chét xét nghiém CYFRA
21-1

Dung d& dinh lugng céc phén doan cuia cytokeratin 19 trong huyét thanh va huyét tuong

ngudi.

- Quy céch: <300 test

- Dai do t6i thiéu: 1-500 ng/mL

- 84 hrgng mfu dénh gi4: > 80

-Dj lap: <3%

- D0 14i ldp:< 4%

- Gidi han phat hién: < Ing/mL

*Tieu chufin: FDA/CE/ISO 13485 (hoiic c4c tidu chudn chét lugng tuong duong)

Test

2.400

102

SP102

Hoa chét hiéu chudn xét
nghiém CYFRA 21-1

Dimg dé hi¢u chufin xét nghiém CYFRA 21-1
*Tiéu chudn: FDA/CE/ISO 13485 (holic céc tigu chudn chit lugng tuong duong)

mL

20

103

SP103

Hoé chét xét nghiém Ferritin

Diing dé dinh lwgng Ferritin trong huyét thanh va huyt twong ngudi,

- Quy céch: <300 test

- Dai do tdi thidu: 1-2000 ng/mL

- 86 lugng mAu dénh gis: > 80

-Dj lap: £6.5%

- Db thi lgp:< 7.5%

- Gidi han phét hién: <2 ng/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hofic c4¢ tidu chuln chét luong twong duong)

Test

20,000

104

SP104

Hoé chit hiéu chudn xét
nghigm Ferritin

Duing d& higu chudn xét nghiém Ferritin,
*Tiéu chuan: FDA/CE/ISO 13485 (hoiic cdc tiéu chudn chét lugng tuong duong)

mL

20

105

SP105

Ho4 chit xét nghiém FT4

Dung dé dinh lugng thyroxine tu do trong huyét thanh va huy@t tuong ngwi,

- Quy céach: <300 test

- Déi do téi thiéu: 1-100 pmol/L

- S& wgng mAn dénh gia: > 80

-Do 18p: <5%

- D3 tai 1p:< 8%

- Gi6i han phét hién: < 1.5 pmol/L

*Tigu chudn: EDA/CE/ISO 13485 (hofic chc tiéu chudn chét lugng trong duong)

Test

24,000

106

SP106

Hod chit hi¢u chudn xét

nghi¢m FT4

Diing dé hiéu chudn xét nghiém FT4.
*Tiéu chudn; FDA/CE/ISO 13485 (hoiic céc tiéu chufin chit luong tuong duong)

mL

20

107/

SP107

Hod chiit x4t nghiém FT3

Dung dé dinh luong triiodothyronine ty do trong huyét thanh va huy2t twong ngudi,

- Quy céch: <300 test

- Dai do tdi thiéu: 3.1-6.8 pmol/L
- 86 luomg mAu.dénh gig: > 80
-Dbj lap: <5.5%

- D) tai 1ap:< 6%

- |- Gi6i han phat hién: < 1.5 pmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodic cdc tigu chudn chét luong twong duong)

Test

8.000
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108

SP108

Ho4 chit higu chudn xét
nghi¢m FT3

Dung d& hiéu chudn xét nghiém FT3
*Tieu chufin: FDA/CE/ISO 13485 (hoiic céc tidu chuén chét lugng twong duong)

L

109

SP109

Hoé chét xét nghi¢m T3

Dung dé dinh lugng triiodothyronine toan phin trong huyét thanh va huyét tuong ngudi.
- Quy céach: <300 test

- Dai do ti thiéu: 1-10 nmol/L

- 86 lugng miu danh gia: > 80

-Dy lap: <5%

- Dy tai lap:< 7%

- Gidi han phét hién; < 1 nmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoiic céc tiéu chuéin chit lwong tuong duong)

Test

9,000

110

SP110

Ho# chit hiéu chufn xét
nghiém T3

Dung dé hiéu chufin xét nghiém T3
*Tiéu chufin: FDA/CE/ISO 13485 (hotic c4c tiéu chudn chét lugng tuong duong)

mL

- 20

111

SP111

Hod chét xét nghiém T4

Diing d& dinh lugng thyroxine trong huy&t thanh va huyét tuong ngui.

- Quy céch: < 300 test

- Dai do-tdi thiéu: 6-320 nmol/L

- 86 lugng mAu danh gid: = 80

- Do 1p: <4%

- Do i 1ap:< 8%

- Gidi han phét hién: < 6 nmol/LL

*Tieu chudin: FDA/CE/ISO 13485 (hofic c4c tiéu chudn chit lugng twong duong)

Test

3.000

112

SP112

Hoa chét higu chudn xét
nghiém T4

Ding dé hi¢u chuén xét nghiém T4
*Tigu chudn: FDA/CE/ISO 13485 (holic céc tiéu chudn chét lugng twong duong)

mL

| 20

113

SP113

Hoé chét xét nghiém TSH

Dung dé dinh lugng thyrotropin trong huy&t thanh va huyét tuong ngudi.

- Quy céach: <300 test ‘

- Dii do t6i thidu: 1-100 pIU/mL

- 56 lugng miu déanh gia: = 80

-Do lgp: £3.5%

- Do tai lap:< 11.5%

- Gidi han phat hién: < 1 pIU/mL

*Tiéu chuéin: FDA/CE/ISO 13485 (hotic cée tidu chudn chit lugng twong duong)

Test

24,000

114

SP114

Hod chét higu chufn xét

Ding dé hiéu chudn xét nghiém TSH
*Tiéu chufin: FDA/CE/ISO 13485 (hoiic céc Liéu chuén chit lugng tuong duong)

mL

21

115

SP115

nghié¢m TSH

Hod chét xét nghiém B hCG

Ding dé dinh lugng tdng cua kich tb sinh duc mang dém cia ngudi (hCG) va tiéu don
vi p hCG trong huyét thanh va huyét twong ngudi,

- Quy cach: <300 test

- Dai do t8i thiéu: 1-10000 mIU/mL

- 88 lugng miu déanh gia: = 80

-D0 lgp: £4.5%

- Do tai 1ap:< 6.5%

- (3igi han phat hign: <1 mIU/mL

*Tiéu chufin: FDA/CE/ISO 13485 (hoiic céc tiéu chudn chit lugng twong dwang)

Test

2.000

116

SP116.

Hod chét higu chudn xét
fighié  HCG

Dung dé higu chuén xét nghiém
*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chudn chét lugng tuong duong) ~

.20

117

SP117

Hod chit xét nghiém PSA todn
phén

Diing dé dinh lugng khang nguyén dic higu tuyén tién ligt toan phéin (IPSA) (ty do +
phirc hgp) trong huyét thanh va huyét tuong ngudi.

- Quy cach: <300 test

- Dai do t6i thiéu: 0.01-100 ng/mL

- $6 lugng méu danh gi4: > 80

-bolap: 5%

- PO tai lap:i< 6%

- Gidi han phét hién: <0.014 ng/mL -

*+Tiéu chuAn: FDA/CE/ISO 13485 (hoiic céc tiéu chudin chit lugng tuong duong)

Test

1.500

118

SPI18

Ho cht hiéu chufin xét
nghiém PSA todn phén

Ding dé hiéu chudn xét nghi¢m PSA todn phin.
*Tiéu chufin: FDA/CE/ISO 13485 (hotic céc tidu chufin chit lugng tuong duong)

mL

20

119

SP119

Hoé chit xét nghiém PSA tu do

Duing dé djnh lugng khang nguyén dic higu luyén tién liét tw do trong huyét thanh va
huyét tuong ngudi.

- Quy céach: <300 test

- Dai do i thidu: 0.01-50 ng/mL

- S6 lugng mAu danh gi: > 80

-Polap: = 7%

- Do thi lap:< 8%

- GiGi han phét hién: <0.018 ng/mL

*Tiéu chuén: FDA/CE/ISO 13485 (hodic chc tiéu chufin chét lugng tuong duong)

Test

1.000

120

SP120

Hod chit hiéu chudn xét
nghiém PSA tu do

Dung dé hiéu chufin xét nghi¢m
*Tiéu chudn: FDA/CE/ISO 13485 (hofic che tiéu chudn chét lugng tuong duong)

mL

20

121

sp12l

Ho4 chét xét nghigm
Procalcitonin (PCT)

Dung dé dinh lugng procalcitonin (PCT) trong huyét thanh va huyét tuong ngudi.
- Quy cach: <300 test

- Dai do tbi thiéu: 0.05-100 ng/mL

- 86 lugng miu danh gia: > 80

-Do lgp: 4%

- Do tal [3ps 5%

- Gigi han phat hi¢n: < 0,06 ng/mL

#Tiéu chudn: FDA/CE/SO 13485 (hoc céc tidu chudn chit lugng tuong dirong)

Test

15,000
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Ding d& dinh fuong ndi tiét t6 tuyén cin gidp trong huyét thanh va huyét twong ngudi,
- Quy céch: < 300 test ) i
- Dii do ti thidu: 5-5000 pg/mL
122 SP122 . |Ho# chét xét nghiém PTH :f)ﬁ@ l!l(;g?z gﬁ: Hnt it = 40 Test 2.000
- P tai lip:< 4%
- Gii han phét hién: < 6.0 pg/mL
*Tigu chudn: FDA/CE/ISO 13485 (hoaic c4c tiéu chudn chét lwong tuong duong)
Iy 2 A . . "
- i3 HOé.. chit higu chudn xét g;g;g dé higu chudn xét nghiém PTH xac dinh PTH nguyén ven (ndi tiet t tuyén cin o "
nghiém PTH *Tiéu chudn: FDA/CE/ISO 13485 (hotic céc tiéu chudn chét lirgng tuong duong)
124/ spio4 |Hot chét kiém sofit cht lugng  [Dung dé kiém soat chét lugng xét nghiém PTH. i 20
xét nghiém PTH *Tiéu chudn: FDA/CE/ISO 13485 (hoiic céc tidu chudn chit lwong twong duong)
Duing dé dinh lugng dinh lugng N-terminal pro
B-type natriuretic peptide trong huyét thanh va huyét tiong ngurdi.
- Quy céch: < 300 test
- Dai do téi thiéu: 10-35000 pg/mL
125 SP125 Hoéa chét xét nghiém proBNP |- S4 lwong mAu dénh gi4; > 80 Test 18.000
: oy . - D6 lap: < 10%
- P thi 1ap:< 14%
- Gigi han phat hién: < 10 pg/mL
*Tiéu chudin: FDA/CE/ISO 13485 (ho#c cde tiéu chuéin chit lugng tuong diong)
. |Hoa chét hiéu chufin xét Diing dé higu chudn xét nghiém proBNP.
126 SP126 ; ; \ mL 20
nghiém proBNP *Ti¢u chudn: FDA/CE/ISO 13485 (hofic céc tiéu chudn chit lugng tuong duong).
127 spiz7  |Hod chét kiém sodt chit lrong  |Ding d& kidm soat chAt Iugng xét nghiém proBNP. ‘ i 190
e ks __|x€ét nghiém proBNP *Tidu chuén: FDA/CE/ISO 13485 (hoiic c4c tiéu chudn chét lugng twong diong),
Dung dé dinh luong Troponin T hs trong huydt thanh va huyét twong ngwdi,
- Quy céch: <300 test
; - D do tdi thidu; 5-10000 ng/L
Ho# chat xét nghig¢m Troponin |- S8 hrong mu danh gid: > 80
128 sp12g [ € il DY lp: < 5% Test 72.000
- D6 thi 1ap:< 7%
- Gidi han phét hién: < 5 ng/L
*Tiéu chufin; FDA/CE/ISO 13485 (hofic cAc tiéu chun chit lugng tuong duong)
120 sprao - [Hot chit hidu chuin xét, Duing dé higu chuén xét nghiém Troponin T hs . ' il 40
nghiém Troponin T hs *Tiéu chuin: FDA/CE/ISO 13485 (hofic chc tiéu chufin chit luong twong duong)
Diing dé phat hign dinh dinh tinh céc khang th& khng Treponema pallidum) trong
huyét thanh va huyét twong ngudi.
- Quy céch: <300 test
. - 86 lugmg mAu dénh gid; > 80 )
130 SP130 Ho# chét xét nghiém Syphilis |- D§ 13p: <3% Test 1.200
- Do tai lap:< 4%
-Bd nhay: >99%
- D dic hiéu: >99%
! - ) *Tiéu chuén: FDA/CE/ISO 13485 (hofic céc tidu chudn chit lrgng twong duemg)
Hof chét kibm sost chit long Dt‘mgl trong kiém tra chat lugng d& kiém tra do diing va d6 chinh xdc ctia xet nghiém
131 SP131 xét nghiém Syphilis Syphilis. ] ) mL 32
» - *Tiéu chufin: FDA/CE/ISO 13485 (hodc céc tiéu chuan chét lwong trong dirong)
Dung d& phat hién dinh tinh khéng thé IgG va IgM khdng khang nguyén 18i cia vi rat
viém gan B trong huyét thanh va huyét fuong ngui.
- Quy céch: <300 test
£ F . - 88 lugng mAu d4nh gia: > 80
132 spizz |Toh ;}}'fé:‘é‘ nghiém Anti-HBC | b ja: <29 Test 1.200
: - D5 tai lap:<35%
- B nhay: > 99%
- B dic higu: > 99%
*Tiéu chuéin: FDA/CE/ISO 13485 (hojc chc tiéu chun chit lugng twong duong)
‘ Ho# chsit kidm sost chit Inong Dtm_g trong kiém tra chét luong dé kidm tra do dung va do chinh xdc cia xét nghiém
133 SP133 xét nghiém Anti-HBc toan phin Anti-HBc . . mL 85
*Tiéu chudn: FDA/CE/ISO 13485 (hofic cde tidu chudn chit lugng twong duong)
134 sp134 Dfu cdn hit miu va cde chua  |DAu con hl'it miu va cdc chira hén hgp phan img, vat liéu nhya, diing trong céc xét thin 150
5 hén hgp phén img nghiém mién dich theo phuong phép dién héa phat quang. &
L4 dung dich dimg dé nra hé théng éng va che do san mai 1an do va didu chink dién
. cuc. Dung djch con duoe diing dé riva kim hat thudc thiy.
135|  spi3s 2:“3,‘::‘3‘ ﬂfgﬁﬂ%ﬁ“ﬁﬁﬁa -Quychch: <2x 2L 3 1.500
; Y & l - Thanh phén tdi thidu: KOH
*Tiéu chuén; FDA/CE/ISO 13485 (hotic cAc tigu chudn chit lugng tuong duong)
Duing lam dung dich didu hoa dién cuc, nra phan g, tao tin hiéu dién hoa.
136 spisg  |Pune dich rita méy méy phan -%u;! ;ﬁcgf 2 ﬁé‘ K vt ch d : o Yy
. tich xét nghiém mién dich ;;H l;; 3p An tot thidu gom c6: dung dich dém Bém phosphate; tripropylamin; chét t y; L 1.500
*Tigu chudn; FDA/CE/ISO 13485 (holic céc titu chudn chit lugng trong duong)
Dimg lam dung dich rira ding dé loai bo céc chét c6 thé gy nhidu i véi viée phat
hién céc tin hiéu,
SP137 - Quycich: <2x2 L. L

137

Dung dich nira may mi&n dich

- Thude thir téi thidu gdm céic thanh phan: Dém phosphate; natri chloride; chit thy; chét
bio quan; pH > 7,0.

*Tigu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chufin chét lugng tuong dirong)

504
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138

SP138

Dung dich pha lofing chung

Ding lam dung djch pha lodng méu rong trudng hop ndng do chit phan tich vugt qua
khodng do ciia phuong phép xét nghiém va tién pha loang mau ndi chung duge chi dinh
cho mt 56 xét nghiém.

- Quy céch: <40 mL

- Thanh phn tdi thiéu; Hén hop protein; chét bao quan,

*Tieu chudn: FDA/CE/ISO 13485 (hoiic chc tigu chudn chét lugng tuong duong)

mL

139

SP139

Dung dich pha lodng miu

Dung lam dung dich pha loang miu rong trutmg hgp nbng do chit phén tich vugt qua
khoang do ctia phuong phép xét nghig¢m va tin pha loing mAu néi chung dugc chl djnh
cho mot sb xét nghigm.

- Quy cach: <40 mL

- Thanh phén: Dém huyét thanh ngya; chét bio quén.

*Tidu chuén: FDA/CE/ISO 13485 (hoic chc tiéu chuéin chit lugng twong duong)

mL

140

SP140

Dung dich rita kim hit hoa chit
trong may mién dich

Ding lam dung dich rira kim thude thir khi chay hojic khi thay doi thubde thir.
-Quy cach: <12 x 70 mL :

- Thanh phin ti thidu: KOH; chét tdy.

*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tidu chufn chét lugng twong duong)

mL

141

SP141

Ho# chét kiém soat chéit hrgng
chc xét nghiém midn dich ndng
dg thap

Diing trong kiém tra chit lugng dé kiém tra d9 ding va df chinh x4c cia xét nghi¢m
mién dich .

-Quycach: < 12x5ml.

*Tigu chudn: FDA/CE/ISO 13485 (hofic che tiéu chudn chéit lugng tuong duong)

142

Sr142

Hoa chét kiém soat chit lugng
ce xét nghiém mién djch ndng
d trung binh

Dung trong kigm tra chét lugng dé kiém tra d ding va do chinh x4c ciia x¢ét nghi¢m
mién dich .

- Quy cach: <12 x5 ml.

“Tiéu chudn: EDA/CE/ISO 13485 (hoiic chc tidu chudn chét lugng twong duong)

mL

© 1300

143

SP143

Hod chét kiém soat chét lugng
che xét nghigm mién dich nbng
dg cao

Dung trong kiém tra chit lugng dé kigm tra d ding va df chinh xéc ctia xét nghigém
mién dich .

- Quy cach: < 12x5ml.

*Tiau chudn: FDA/CE/SO 13485 (hotic céc tiéu chudn cht lugng tuong duong)

mL

300

144

SP144

Ho4 chit kidm soét chét lugng
>_(ét nghiém Troponin T

Duing trong kigém tra chéit lugng dé kiém tra 46 dang va do chinh xdc cta xét nghiém -
Troponin T.

- Quy cach: 3x2mL.

*Tiéu chudn: FDA/CE/ISO 13485 (hofic chc tiéu chudn chit lugng twong duong)

mL

" 90

PONG MAU

145

SP145

Hoé chét do thi gian PT

Diing dé x4c djnh thoi gian déng méu prothrombin (PT) hd try chin doén, sang loc cie
rbi loan dong cAm mAu va theo doi didu tri biing thudc chéng dong dutmg ubng cing
thude khang vitamin K trong huyét tuong ngudi.

- Quy cich: 10x4mL

- 86 lugng miu danh gia: > 20

-D§ lap: £ 2%

- P thi 1ap: < 5%

*Ti2u chun: FDA/CE/ISO 13485 (hojic c4c tidu chudn chit lugng twong dwong)

L

146

SP146

Dung djch rira cho may xét
nghiém ddng mau hoan todn ty
dong

Duing d& rira méay xét nghig¢m dong méau hodn toan ty dong.

- Thanh phin t8i thidu: Hydrochloric acid, Chit hoat dgng bé mit khong ion héa,
- Quy céch: < 5L

*+Tigu chufin: FDA/CE/ISO 13485 (hoiic céc tiéu

chudin chit lugng tuong duong)

147

SP147

Hoa chét hidu chufn cho xét
nghiém thoi gian prothrombin
(PT)

Diing d& higu chudn duge thiét 1gp dé higu chufn trre tiép thti gian prothrombin (PT),
INR va % gi4 tri myc tiéu. Pé xac dinh gia trj ISI cuc bd.

-Quy cach: < 6xImL

¥Tidu chun: FDA/CE/ISO 13485 (hoiic chc tiéu chuéin chit lugng twong duong)

mL

148

SP148

Hoé chét do thoi gian APTT

Duing dé dinh lugng thi gian thromboplastin mt phin hoat héa (APTT) trong vige hé
trer chéin dodn, sang loc céc rbi loan dong méu va theo doi heparin khong phan doan
trong huyét tuong ngudi.

- Quy céch: < 10x2mL

- D tai lap: < 8%

*Tiéu chudn: FDA/CE/ISO 13485 (hoiic céc tiéu chufin chit lugng tuong duong)

mL

4.000

149

SP149

Hoa chét bd sung cho xét
nghiém déng mau (Calcium
Chloride Solution)

Dung lam thudc thir bd sung cho xét nghigm dong méu,
-Thanh phan tdi thidu: Calcium Chloride.

- Quy céach: < 10x15mL

*Tjéu chufin: FDA/CE/ISO 13485 (hofic c4c tiéu

chufin chét lugng tuong duong)

5400

150

SP150

Ho4 chit xét nghigm Fibrinogen

Dung d& xéc dinh fibrinogen hd trg chén dodn céc rbi loan cay méu hodic thidu hut
fibrinogen do bim sinh ho#ic méc phai hodic nguy co thiéu hyt fibrinogen trong huyét
tuong ngudi.

- Quy céch: 10x1mL

- 86 lugng miu dinh gia: > 40

-Do lap: £7.5%

- Do (4 lap: < 8%

*Tjéu chulin: FDA/CE/SO 13485 (hofic céc tiéu chudn chét lugng tuong duong)

mL

220

151

SP151

Dung dich dém pha lo@ing cho
chc xét nghiém dong méu

Diing dé pha loding cho cdc xét nghi¢ém déng mau. .

- Thanh phén tdi thiéu: Sodium barbital; sodium chloride; pH 7.35 £ 0.1
- Quy céch: 10 x I5mL

*Tigu chun: FDA/CE/ISO 13485 (hofic chc tiéu

chuén chit lugng tuong duong)

mL

450

152

SP152

Dung djch thy rita d& vé sinh
kim hat cho may xét nghi¢gm
dong méau ty dong hoén todn

Dimg _dé rira cac kim hat trén hé théng méy phin tich dong méu hoan toan ty dong.
- Thanh phéin téi thidu: Sodium hypochlorite,
- Quy cach: 2L

*Tigu chudn: FDA/CE/ISO 13485 (hojic chc tigu chuln chit lugng tuong duong)
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153:

SP153

|Hlo4 chét xét nghigm D-Dimer

Diing dé dinh lugng khong chuln héa cac san phim thoai gidng fibrin lién két chéo (D-
dimers) dé loai trir huyét khéi tnh mach siu (DVT) va thuyén tic phdi (PE) két hop véi
thir nghiém dénh gia t1 16 luu hanh (PTP) & bénh nhan ngoai trii nghi ngd DVT hofic PE
trong huyét twong ngudi.

- Quy cich: <60 L

- Khoang do: 0.17 dén 4.40 mg/L

- 86 lrong méu dénh gid: > 80

- Dj lgp: < 8%

- o tai 1ap: < 15%

- Gidi han phét hién: <0.5 mg/L

*Tigu chuén: FDA/CE/ISO 13485 (hojc cée tidu chudin chdt luong tuong duong)

mL

1.347

154

SP154

Giéng phan tmg sir dung trén
may dong mau ty dong

La Céng phan tmg cho mdy xét nghi¢m dong mau va chira mAu trong chire niing kiém
tra tign phén tich trong méy déng méu ty dong da budc séng. Cong sir dung mat 1dn, c6
thé nap vao may tai moi thoi didm. ’

- Chét lieu; polystyrene

- Quy cach: > 3000 céi/pack

*Tiéu chuén: FDA/CE/ISO 13485 (hofic c4c tiéu

chudn chét lugng twong duong)

cai

140.000

155

SP15s

Hod chét kiém soét chit lugng
xét nghiém D-Dimer

LA vit lidu kiém sodt ding dé dnh gia dg chinh xdc va d chéch phan tich trong gigi
han binh thudmg va bénh 1y d& x4c dinh D-Dimer.

- Quy céch: 5xImL (binh thutmg) va 5xImL (bénh ly)

*Tiéu chudn: FDA/CE/SO 13485 (hodic cdc tiéu

chudn chét lugng twong duong)

mL

200

156

SP156

Ho# chét kiém sodt chét lugng
dong mau ndng do thip

La vit ligu kiém sot dimg dé dénh gia dg chinh x4c va dd chéch phén tich trong gidi
han thip ctia xét nghigm dong méu: PT, APTT, Fibrinogen, ....

- Quy cach; 12x1mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoyc céc tiéu

chuéin chét lugng twong dong)

mL

288

157

SP157

Hoé chéit kiém soét chit hrong
déng mAu ndng do binh thuomg

La vit ligu kiém sodt ding dé danh gid d chinh xéc va do chéch phan tich trong gidi
han binh thudng cia xét nghiém déng mau

- Quy cach: 12x1mL

*Tiéu chufin: FDA/CE/ISO 13485 (hoiic céc tidu

chufn chét lugng twong duong)

mL

288

158

SPI58

Ho# chét kidm soét chét lugng
ddng mau ndng df cao

L4 vat liéu kiém so4t ding d& danh gi4 dé chinh x4c va dd chéch phan tich trong gidi
han cao ciia xét nghiém dong mau

= Quy cach: 12xImL .

*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu

chudn chét luong twong duong)

mL

288

KHI MAU

159

SP159

Dién cyc dé do thong sb
glucose, lactate cho hé théng
mdy khi mau

La cam bién xét nghiém dinh lugng cac thong sb (pH, pOs, pCO), ISE (Na+, K+, CI-,
Ca2+), Het, Glu, Lac trong mu dfng mach ngudi,
Khoang do t6i thiéu:
- pH: 6.500-8,000
- p02: 10.0-600.0 mmHg
-pCO2: 10.0-150.0 mmHg
- Het: 12,0-75.0%
*Tiéu chudn: FDA/CE/ISO 13485 (hofic chc tigu chudn chit lwgng tuong dwrong).

céi

40

160|

SP160 -

Ho# cht xét nghiém khi mau

L4 xét nghiém do céc chi sé BG (pH, pOs, pCO,), ISE (Na+, K+, Cl-, Ca2+), Het, Glu,
Lac trong méau ddng mach ngudi.

- Nguyén ly: dién hoa, dién, quang hoc

-Quy céch: < 700test/binh

-Higu suét: 30 mAu/gidr

*Tidu chudn: FDA/CE/ISO 13485 (hofic c4c tigu chudn chét lugng tuong, duong).

Test

20.000

161

SP16l1

Ho# chét kiém soat chét lrong
khi méu ndng d¢ 1

La dung dich chimg da phan tich ding dé kiém sodt toan ha hep cho gia trj pH thip va
PCO2 cao, PO2 gidm, Na+, K+, Cl-, tHb va bilirubin gid trj thip, glucose c6 gid trj binh
thudng va Het, iCa2+, uré / BUN, lactat cé gi4 trj cao.

Quy cach: > 30 éng/hop

*Tiéu chudn: FDA/CE/ISO 13485 (hodic cAc tiéu chudn chit lugng twong duong),

Ong

450

162

SP162

Ho# chét kiém soét chét Iugng
khi miu ndng do 2

La dung dich chiing da phan tich diing dé kiém soat tat ca cAc thong sb c6 ndng dd cac
gié trj binh thumeg, ngoai trir glucose c6 mirc thép.

Quy céch: > 30 éng/hop

*Tiéu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chudn chfit lwgng tuong duong).

Ong

450

163

SP163

Hoé chit kiém soat chit lugng
khi méu nbng do 3

L& dung dich chiing da phan tich diing dé kiém soat kidm ho hdp cho gid trj pH cao va
PCO2 !hép, PO2 ting, Na+, K+, Cl-, tHb, glucose va bilirubin cé gid tri cao, Het, iCa-t,
lactate vi uré / BUN c6 gid trj thp,

Quy céch: > 30 dng/hop

*Tiéu chudn; FDA/CE/ISO 13485 (hotic c4c tiéu chudn chét long twong duong).

Ong

450

164|

SP164

Dung cu hat dung dich hiéu
chufn vA vat lieu kiém soét
chit luong

La mdt dng duge sir dung trong méi trudmg xét nghiém tai chd dé hat tryre tiép cac dung
dich higu chudn va vét ligu kiém so4t cht lugng tir ng vao may phén tich,

Quy céich: > 150 cdi/hdp

Thanh phin tdi thiéu; tetrachlorophenol-3,4,5,6-tetrabromosulfophthalein.

1*Tiéu chudn: FDA/CE/ISO 13485 (holic cAc tiéu chudn chét luong tirong duong),

Céi

20.000

NUGC TIEU
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165

SP165

Que thir xét nghiém dinh tinh
hofic ban djnh lugng cic thong
s trong nudc tidu

Que nhung sit dung trén mAy phan tich sinh héa nude tidu ty dong 16i thidu cac thong
sb: pH, bach cdu, nitrite, protein, glucose, ketones, urabilinogen, bilirubin, va héng chu,
ty trong, mau shc v df trong cia nudc Lidu, ‘

- Quy céch: <500 test/hdp

- Hiéu sufit: 240 miw/ gity

- 10 nhay: > 90%

- 88 lugng miu danh gid: = 40

- D) 1ap: 100%

- P thi lap; 100%

*Tigu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chufn chét lugng tuong duong).

Test

166

SP166

Dung dich khir nhiémn

La dung djch ding dé khir nhi€m thutmg xuyén b& mit ciia may phén tich,

-Quy céch: <125mL

- Thanh phin tdi thidu: natri hypochlorite

*Tigu chufin: FDA/CE/ISO 13485 (hoiic c4c tiéu chudn chit hrgng twong duong).

mL

167

SP167

Que higu chudn cho méay phén
tich nude tidu

Dimg dé& hiéu chudn xét nghiém tong phan tich nude tiéu.
Quy cich: = 25 test/hdp
*Tiu chudin: FDA/CE/ISO 13485 (hoiic céc tidu chudn chét lugng tuong duong).

Test

‘25

168

SP168

Que thir nuéc tidu sir dung trén
may xét nghiém ty dong

Que nhing sir dung trén méy phan tich sinh hoa nude tidu ty déng t6i thiéu céc thong
sb: pH, bach cAu, nitrite, protein, glucose, ketones, urobilinogen, bilirubin, vi héng ciu,
ty trong, mau sic va df trong ciia nudc tidu.

- Quy céch: <200 test/hgp

- Hiéu sufit: 240 méu/ gitr

- Do lap: 100%

- P tai lap: 100%

*Tiéu chuin; FDA/CE/ISO 13485 (hodc céc tidu chufin chit lugng tuong duong).

Test

169

SP169

Hod chét kiém soat chét lugng
xét nghiém téng phan tich nudc
tiéu ndng dé binh thudmg

Diing trong kiém tra chit lugng dé kiém tra dj ding va dd chinh xéc cia xét nghiém
tdng phan tich nudc tiéu ndng d binh thuimg.

- Quy céch: 12x12mL.

*Tieu chudin: FDA/CE/ISO 13485 (holic céc tidu chuén chdt lugng twong duong)

170

SP170

Hoa cht kiém soat chét lugng
xét nghiém

téng phan tich nude tidu néng
d( bénh ly

Ding trong kiém tra chét lugng dé kiém tra d§ dang va do chinh x4c ciia xét nghi¢m
thng phan tich nude tiéu ndng dj bénh Iy, '

- Quy cach: 12x12mL. )

*Tiéu chuin: FDA/CE/ISO 13485 (hoiic céc tiéu chuén chit lugng twong duong)

mL

PO TOC PO MAU LANG

171

SP171

Thé xét nghié¢m mau ling

Diing dé do tbc db méu ling

Quy cach: > 1000 test/thé

Khoang do: 0-200 mm/h

by lép: <10%

Dy tai lap: <10%

Hiéu sut; 24 miu / gy

*Tiéu chufn: FDA/CE/ISO 13485 (hotic c4c tiéu chudn chit lugng twong duong).

Test

';-;[a

172

SP172

B6 kiém soat chit lugng méu
ling

Diing d& kidm sodt chéit lugng xét nghiém do téc do mau ling
Quy cich: <2x2mL/hop
+Tigu chudn: FDA/CE/ISO 13485 (hotic cc tiéu chufin chét. lugng tuong duong).

mL

_HIVIE

: GJPNG

173

SP173

Dung cy chira miu thyc hién
xét nghiém méau ling

Diing chita miu xét nghiém do tbe dp mau Iing

Thanh phdn: K3-EDTA PET, 3ml

Quy céch: < 12x100 6ng

*Tiéu chudn: FDA/CE/ISO 13485 (hotic céc tiéu chufn chét lugng tuong duong).

V(‘)ng' PRI (R

T 51000

SINH HQC PHAN TU

174

SP174

Xét nghiém dinh lugng HBV -

La mot xét nghiém khuéch dai acid nucleic in vitro dé dinh lugng DNA ctia vi ritt viém
gan B (HBV) trong huyét twong hoiic huyét thanh ciia ngudi bi nhiém HBV. duge sir
dung dé& do nbng do DNA HBV & duomg nén vé trong qué trinh didu trj dé hd trg danh
gi dap tmg diu tri.

- Nguyén ly: Sir dung k§ thugt chudn bj miu hodn toan tu dong (tach chiét va tinh sach
acid nucleic) sau do khuéch dai va phat hign biing PCR.

- Quy cich: = 192 test/hp

- Gigi han dinh lugng dudi : < 10 IU/mL

. Gidi han dinh lugng trén: > 1.00E+09 IU/mL

- P dic hiéu: > 99.9%

- bj nhiém chéo: 0%

- Bao quan & 2-8°C

*Tieu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chufin chét lugng tuong duong)

Test

3:000

175

SP175

Hoé chét kiém soat chit lugng
HBV

Dung dich dung d& kidm soat chit lugng HBV duang tinh ndng do thip.
- Quy c4ch: < 8 x 0.65 mL .
#Tigu chudn: FDA/CE/ISO 13485 (hodic céc tiéu chuén chiit lugng tuong duong)

mL

© 36

176

SP176

Hod chit kiém soét chét lugng
HBV

Dung dich dung dé kiém sodt chét lugng HBVduong tinh nbng do cao,
- Quy cach: <8 x 0,65 mL .
*Tiéu chuén: FDA/CE/ISO 13485 (ho¥c cdc tiéu chuén chét lugng twong duong

mL

36

177

SP177

Hoé chét kidm soat chit lugng
HBV k

Dung dich dung d& kiém soét chit lugng HBV & tnh. :
- Quy céch; 16 x | mL

#Titu chudn: FDA/CE/ISO 13485 (hofic céc tiéu chudn chit lugng twong dwong)

mL

|60
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Duge sir dung khi thyue hién xét nghiém HBV trén hé thong tyr dong.
i - -Quy c4ch: > 480
178, SP178 = [Hattir ~Thanh phén tdi thidu: Hat thity tinh tir tinh, dém Tris, methyl-4 hydroxybenzoate, natri Test 3.000
azide
*Tieu chudn: FDA/CE/ISO 13485 (hoic chc tiéu chudin chét luomg tuemg duong)
Buge sit dyng dé pha long mAu khi thye hién xét nghiém HBV trén hé théng tyr dong.
i -Quy céch; <4 x 875 mL
L Dung dich pha lofing -Thanh phén téi thidu: Pém Tris, methyl 4 hydroxybenzoate, natri azide mL T
*Tiéu chudn: FDA/CE/ISO 13485 (hofic cdc tiéu chudn chit heong twong duong)
Buge str dung dé ly gidi mAu khi thyre hién xét nghiém HBV trén hé thf)ng tir dong.
R . , -Quy céch: <4 x 875 mL
180  SP180  |Dungdich ly giai ~Thanh phén tdi thiéu: guanidine thiocyanate, polydocanol dithiothreitol, dihydro natri mL 14.000
citrate
*Tiéu chufin: FDA/CE/ISO 13485 (holic céc tiéu chufn chét lugng twong duong)
Buge sir dung khi thyc hién xét nghiém HBV trén hé thong tr dong,
2 -Quy cach: <42 L
15 Rl Dungidichriin -Thanh phﬁn: Natri citrate dihydrate, methyl-4 hydroxybenzoate L 22
*Tigu chudn: FDA/CE/ISO 13485 (hotic cac tigu chudn chét lugng tuong duong)
] Vit tu tiéu hao dugc sir dung khi thye hién xét nghiém HBYV trén ha théng ty dong
182 SP182 Processing Plate -Quy céch: < 60 cai/thung cai 240
*Tieu chudn: FDA/CE/ISO 13485 (hogc céc tiéu chuéin chét hrgng wong durong)
Vit o tiéu hao duge sir dung khi thyc hién xét nghiém HBV trén hé théng fu dong.
183 SP183 Amplification Plate -Quy céch: < 120 cai/thung céi 240
. - P *Tiéu chudn: FDA/CE/ISO 13485 (holic cAc tiéu chudn chét lugng tuong duong)
! Vit tu tiéu hao duge sir dung khi thye hién xét nghiém HBV trén hé thong ty dong,
184 SP184 Liquid Waste Plate -Quy céch: <60 céi/thing Chi 240
*¥Tigu chudn: FDA/CE/ISO 13485 (hotic céc tigu chun cht lwong tuong dirong)
L viit tur tidu hao duge sir dung trong chén doén in vitro d& hat mAu va thude thir dang
long, cho xét nghiém l—[BVé!rén hé théng tr dong.
x ¢ . |-Quy céch: = 12*480 (c6 dau loc V=300 pl) i
185 SPI8S |Pu tip hit méu va thubo thir ~Thanh phén ti thiéu: khong c6 Pyrogen, RNAse, DNAse, chit itc ché PCR, DNA va c S0
ATP ciia ngudi. .
*Tiéu chudn; FDA/CE/ISO 13485 (hoiic cc tigu chudn chét lugng tong duong)
La vt tur tiéu hao dugc sit dung trong chén dodn in vitro dé hut mu va thubc thir dang
16ng, cho xét nghiém HBV trén hé théng tw dng.
-Quy chch: > 12*480 (co dhu lpc V=300 pl)
186 SP186  |Ddu tip hot mAu va thude thir  |-Quy céich: > 8+480 (V=ImL c6 déu lpc) cai 3.840
| -Thanh phén t4i thidu: khong ¢6 Pyrogen, RNAse, DNAse, chét irc ché PCR, DNA va
ATP ctia ngudyi.
*Tiéu chudn: FDA/CE/ISO 13485 (hodic c4c tiéu chufn chét lugng tuong dwong)
Bugc ding dé dinh lugng DNA virus viém gan B (HBV) trong miu huyét thanh hay
huyét tuong ngudi, 1a xét nghiém khuéch dai dé dinh lugng HBY DNA trong huyét
thanh va huyét twong bénh nhén, Thir nghiém c6 kha ning phat hién 9 kiéu gen cia
HBV, A-I biing céch sir dung méi va doan do d¥c higu véi gen S cia bd gen virus,
: -Quy céch: < 96 test
187 SP187 HBV DNA ~Thanh phén t4i thidu: chimg nbi tai (IC), HBV/IC Standard 1-4, HBV/IC RM Reagent Test 3.000
‘ Mix, RT PCR Enzyme, Nudc cit cho PCR.
-b§ dic higu: > 99.99%
-D tuyén tinh: tir 9 TU / ml dén 2.5x109 TU / m]
-Gidi han phat hién; < 11 IU/ml
*Tiéu chudn: FDA/CE/ISO 13485 (hofic c4c tiéu chudn chét lrong tuong duong)
Buge dimg dé dinh lugng RNA Hepatitis C Virus (HCV) trong mAu huyét thanh hay
huyét twong ngudri, 14 xét nghigm khuéch dai d& dinh lvong HCV RNA trong huyét
thanh va huyét tuong bénh nhan. Thir nghiém c6 kha nng phét hién 8 kiéu gen cia
HCV, bing cdch sit dung mdi v doan db diic hidu véi trinh tu & viing 5 chwa duge ma
héa ciia by gen virus.
-Quy céch: < 96 test
188  SPI8% |HCVRNA “Thanh phin ti thiéu: chimg nai tai (IC), HCV/IC Standard 1-4, HCV/IC RM Reagent Toat LK)
' Mix, RT PCR Enzyme, Nuéc ct cho PCR.
-B6 dic higu: > 99.99%
-Pd tuyén tinh: tir 50 TU/ml dén 4x1010 TU/ml
~-Gidi han phat hién: <20 [U/ml
*Tiéu chuén: FDA/CE/ISO 13485 (hotic céc tiéu chuin chét lrong tuong duong)
La vt tir tigu hao dwoc sit dung trong chdn doén in vitro d& hut mAu va thudc thir dang
léng, cho céc xét nghiém sinh hoc pgﬂn tir
i ' 7 | -Quy cach: > 10x96 (V=200 pl ¢6 ddu loc) .
189 SPI89  |du tip hit miuva thube thir 'y TS CR khong c6 Pyrogen, RNAse, DNAse, chit tic ché PCR, DNA va cdi Lhadf
ATP cia ngudi.
*Tiéu chuéin: EDA/CE/ISO 13485 (hofic cfc tiéu chudn chét hrgng tuong duong)
; L4 vt tur tiéu hao duoc sir dung trong xét nghiém HBV, HCV
190  SP190 PCR Strip tubes -Quy céch: 0.1mL/8 strip c6 nip Cai 3.000
\ : : *Tiéu chuén: FDA/CE/ISO 13485 (hoiic ctc tigu chudn chit lugng twong duong)
i : La vt tur tiéu hao duge s\t dung trong xét nghiém HBV, HCV
191} SPI91  [PCR Strip tubes -Quy ctich: 0.1mL/4 strip ¢6 nip céi 3.000
*Tiéu chuén: FDA/CE/ISO 13485 (hoiic céc tiéu chudn chét luong twong duong)
. s LA dung dich dung dé tinh ché acid nucleic (DNA/RNA).
: -Quy cach: > 96 test/thing :
1% - BRI Hot chétly trich DNA/RNA -Thanh phn tdi thiéu: Protein K, Lysis Buffer, Washing Buffer, hat tir, Elution Buffer test 4.312
*Tieu chudn: FDA/CE/ISO 13485 (hoic céc tiéu chufn chét lwromg tuong duong)
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STT

Ma viit tw Danh muc hing ho4 Tinh néing ky thuit tham khio Don vi tinh 56 lugng
) g ik s Héa chat tim khéng thé Toxacara 1gM (Giun diia ché-méo) bang phurang phép Elisa, thanh phéin héa =
193 SP193 ?c(,:.a cl:ja_t xell]:gh:;;m Toxoeara. g chit t6i thidu gdm: enzyme lién hop, co chit: dung dich dimg phin img, chimg am, chimg duong, test 960
iy il ohd:men) Tiéu chudn chét lugng: 1SO 9001/ ISO 13485/ CE hotic tuong duong :
Héa chél xét nghigm Strongyloides |Hoa chat tim khéng thé Strongyloides IgM (Giun luan) bang phuong phép Elisa , thanh phan héa chit tai
194 SP194 IgM thiéu gbm: enzyme lién hgp, co chit; dung dich dimg phén img, chirng dm, chimg duong, test 960
(Giun luon) Tiéu chudn chdt lugng: ISO 9001/ IS0 13485/ CE hoiic tuong duong
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