Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu cau vé ky thuat

1.1. GiGi thiéu chung vé du todn mua sam, goi thau

Tén Cha dau tu: Bénh vién Ba khoa An Giang.

Tén goi thau: Hoa chat, vat tu y té tiéu hao xét nghiém nam 2026.

Tom tat cong viéc chinh clia goi thau: Mua sdm héa chét, vat tv y té tiéu hao
xét nghiém phuc vu nhu cau kham chira bénh tai Bénh vién da khoa An Giang trong
nam 2026.

Gia goi thau: 42.768.141.180 dong (gom 179 mat hang duoc chia thanh 11
phan riéng biét).

Nguon von: Ngudn thu kham chira bénh.

Hinh thirc lva chon nha thau: BAau thau rong rai trong nwdc qua mang.

Phuong thirc lva chon nha thau: Mot giai doan, mot tdi ho so.

Thoi gian t0 chirc lva chon nha thau: 120 ngay.

Thoi gian bét dau t6 chire Iva chon nha thau: Quy 1/2026.

Loai hgp dong: Theo don gia cd dinh.

Thoi gian thuc hién goi thau: 12 thang, ké tir ngay hop dong cé hiéu luc.

Tuy chon mua thém: Khéng ap dung.

1.2. Yéu cau vé k§ thuat

Bac tinh, thong s6 kY thuat cla tirng loai hang hoa dwoc quy dinh chi tiét tai
Danh muc hang héa goi thau Hoa chét, vat tv y té tiéu hao xét nghiém nam 2026.

Bat ky nhan hiéu, ky ma hiéu, hdng san xuat, danh tlr riéng (néu cd) trong ho
so moi thau chi mang tinh chat tham khao, minh hoa cho céc tiéu chuan chét lvong,
tinh nang k¥ thuat khé mo ta, nha thau cé thé chao hang hoa clia hang khac c6 thong
s0 k¥ thuat tvong duong, chap nhan duoc hodc wu viét hon cac hang hoa néu trén vé
tinh nang ky thuat.

Nha thau phai 1ap bang ké khai tén mat hang dv thau, thdng s6 k¥ thuat, quy
cach, don vi tinh clia hang hoa du thau so véi hang héa moi thau, trong doé ghi chd
ré dan chiéu dén tai liu va kém theo tai liéu chirng minh. Nha thau nén danh déu
(highlight) vao cac thong so cu thé trén tai liéu dé chirng minh thong so k¥ thuat clia
hang hoa du thau.

Nha thau dé xuét cu thé ky ma hiéu, nhan hiéu, xuat xt, hang san xuat clia mat
hang dv thau tai Mau s6 10B, Mau s6 12.1B - Bang gia du thau (Théng tin ké khai



tai Mau s6 10B, Bang gia du thau va thong tin trén cac tai liéu san pham phai thdng
nhét v&i nhau). BA6i voi hang hoa khéng c6 ky ma hiéu, nhan hiéu, nha thau dién
“Khong c6” va chiu hoan toan trach nhiém vé thdng tin ma nha thau ké khai. Trudng
hop nha thau khong dé xuét cu thé ky ma hiéu, nhan hiéu, xuat x(r, hdng san xuét thi
mat hang dv thau cla nha thau khong dwoc xem xét, danh gia.

Muc 2. Ban vé: Khong c6 ban vé
Muc 3. Kiém tra va thr nghiém

Thuc hién kiém tra va thir nghiém hang hoa truéc khi dwa vao st dung. Bét
ky hang hoa nao qua kiém tra, thir nghiém ma khong phu hop, khong dap (ng voi
dac tinh k¥ thuat ctia hang héa theo hop dong thi Chl dau tw cé quyén tir chdi va
nha thau cd trach nhiém thay thé bang hang hoa khac hodc tién hanh nhitng diéu
chinh can thiét dé dap (rng ding céc yéu cau vé dac tinh ky thuat ctia hang hoa.
Trwdng hop nha thau khdng c6 kha nang thay thé hay diéu chinh cac hang hoa khéng
phu hop, khéng dap (ng thi Cha dau tu c6 quyén to chirc viéc thay thé hay diéu
chinh dé néu thay can thiét, moi rui ro va chi phi lién quan do nha thau chiu.



HUONG DAN SAP XEP TAI LIEU KEM THEO E-HSDT

Nha thau sip xép cac tai liéu kém theo E-HSDT vao céc folder theo hwdng
dan. D& khong xay ra tinh trang 16i file khi giai nén, nha thau vui long dit
tén file hodc folder ngan gon theo tiéng Viét kndng dau.

1. Folder “01 Tinh hop le E-HSDT”

- B4o dadm duv thau, tai liéu chirng minh tinh hop phap cla ngudi ky bdo dam
du thau (néu cd).

- Théa thuan lién danh (néu cé).

- Tai liéu chirng minh tw cach hop 1€ clia nha thau.

2. Folder “02 Nang luc kinh nghiem”

- Céac bao cao tai chinh (cac bang can doi ké toan bao gébm tat ca thuyét minh

c6 lién quan va cac bao cao két qua kinh doanh) tuong (*ng voi cac ky ké toan da
hoan thanh kém theo ban chup dwgc chirng thie mot trong cac tai liéu:

e Bién ban kiém tra quyét toan thué.

e T khai tw quyét toan thué (thué gia tri gia tang va thué thu nhap doanh
nghiép) c6 xac nhan cla co quan thué vé thoi diém da nop to khai.

e Tai liéu chirng minh viéc nha thau da ké khai quyét toan thué dién tu.

e Van ban xac nhan cla co quan quan ly thué (xac nhan s6 ndp ca nam)
Ve viéc thuc hién nghTa vu ndp thué.

e Bdo cdo kiém toan (néu co).

- Tai liéu chirng minh da thuc hién nghia vu ké khai thué va ndp thué thu nhap
doanh nghiép (thué thu nhap ca nhan d6i véi nha thau la ho kinh doanh) ctia nam tai
chinh gan nhét so véi thoi diém déng thau:

e To khai thué (hodc thdng bao ndp tién ctia co quan thué déi véi ho kinh
doanh) va Gidy nop tién c6 xac nhan clia co quan thué duwoc in tir Hé
thong thué dién ttr hoac

e To khai thué (hodc thdng bao ndp tién ctia co quan thué déi véi ho kinh
doanh) va xac nhan ctia co quan thué veé viéc thuc hién nghta vu thué.

- Hop dong twong tw kém theo tai liéu chirng minh gia tri hoan thanh, duoc
nghiém thu.

- Tai liéu chirng minh san lugng da san xuat trong 01 thang hodc 01 nam (hoa
don ban hang, s6 lwvgng hang ton kho...) hodc tai liéu chirng minh cdng suat thiét ké
clia nha may, day chuyén san xuat dé chirng minh nang lic san xuét.

- Cam két hodc hop dong nguyén tac dé chiing minh kha nang thuc hién nghia
vu bao hanh, bao tri, duy tu, bdo dwdng, stta chira, cung cap phu tung thay thé hoac
cung cdp cac dich vu sau ban hang (néu co).



3. Folder “03 Ky thuat”
Bao gobm céac folder
- “Ky thuat chung”
e Dé xuat thoi gian giao hang
e Cam két ctia nha thau
- “[Ma phan (16) cla tirng phan (16) du thau]”
e Bang ké khai tén mat hang dv thau, thdng s6 k¥ thuat, quy cach, don vi
tinh clia hang hoéa dv thau so véi hang héa moi thau
e Tai liéu chtirng minh tinh hgp 1 ctia hang hoa



Goi

DANH MUC HANG HOA
thau Hdéa chat, vat tu y té tiéu hao xét nghiém nam 2026

STT

M4 phan(16)

Tén phan 16 | Danh muc hang hoa

Pac tinh, théng s6 k¥ thuat (hodc twong duong)

Don vi tinh

Khoi lvgng

PP2600023633

Phan 1: Héa chat, vat tv str dung ch

0 hé théng xét nghiém sinh hda ty déng ( 59 san pham)

11

Héa chét dinh lvgng
nong do acid uric

Duing dé dinh lugng acid uric trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 1500 test/HOp

- Déi do: 90 1480 pmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 2%

- D0 tai lap: < 3%

- Gi¢i han phat hién: < 90 umol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

20.000

1.2

Hoba chét dinh lvgng
ALB

Dung dé dinh lvgng albumin trong huyét thanh va huyét twong nguoi.

- Quy cach: < 800 test/Hép

- Dai do: 15-60 g/L

- S6 lwong mau danh gia: = 80

-Do 13p: < 2%

- Do tai 1ap:< 7%

- Gi6i han phat hién: < 15g/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

Test

26.000

13

Héa chét dinh lvgng
AMYL

Dung dé dinh lugng o amylase trong huyét thanh va huyét twong ngui.

- Quy cach: < 800 test/Hop

- Déi do: 10-1500 U/L

- S6 lwong mau danh gia: = 80

- D0 I3p: < 3.5%

- D0 tai lap: < 4%

- Gi¢i han phat hién: < 10 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

Test

18.000




STT

Ma phan(l6)

Tén phan 16

Danh muc hang hoa

DPac tinh, théng s6 k¥ thuat (hoac tvong duong)

Pon vi tinh

Khéi lugng

1.4

Héa chét dinh lvgng
ALT

Duing dé dinh lugng alanine aminotransferase (ALT) c6 hoat hda pyridoxal phosphate trong huyét
thanh va huyét twong nguoi.

- Quy cach: < 800 test/Hop

- Déi do: 7-500 U/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 6%

- Gi¢i han phat hién: < 7 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

180.000

15

Hoa chét dinh lvgng
AST

Dung dé dinh lvgng aspartate aminotransferase

(AST) c6 hoat hoa pyridoxal phosphate trong huyét thanh va huyét twong ngudi.
- Quy cach: < 800 test/Hép

- Dai do: 7-700 U/L

- S6 lwong mau danh gia: = 80

- Do lap: < 5%

- B0 tai lap:< 6%

- Gi6i han phat hién: <7 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

Test

180.000

1.6

Héa chét dinh lvgng
Bilirubin toan phan
trén may sinh hoa tv
déng

Dung dé dinh lugng bilirubin toan phan trong huyét thanh va huyét twong ngudi.
- Quy cach: < 1100 test/Hop

- Déi do: 3 500 pmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 4%

- D0 tai lap:< 4.5%

- Gi¢i han phat hién: < 3umol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)

Test

26.000




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
1.7 Hda chét dinh lvgng |Dung dé dinh lwgng bilirubin trec tiép trong huyét thanh va huyét tuong nguoi. Test 26.000
Bilirubin truc tiép - Quy cach: < 1100 test/Hop
trén may sinh hoéa ty |- Dai do: 3 170 pumol/L
dong - S6 lwong mau danh gia: = 80
- D0 Iap: < 5%
- D0 tai lap:< 6%
- Gi¢i han phat hién: < 3umol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.8 Héa chat dinh lvgng [Dung dé dinh lwvong canxi trong huyét thanh, huyét twong va nwéc tiéu nguoi. Test 26.000
Calci toan phan - Quy cach: < 1500 test/Hop
- Déi do: 0.20 5.0 mmol/L
- S6 lwong mau danh gia: = 80
-Do 1ap: < 2%
- Do tai lap:< 2.5%
- Gi6i han phéat hién: < 0.20 mmol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
1.9 Hoa chét xét nghiém |Dung dé dinh lwgng cholinesterase trong huyét thanh va huyét tong nguoi. Test 2.500

Cholinesterase

- Quy cach: <1100 test/Hop

- Déi do: 100 14000 U/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 6%

- D0 tai lap:< 7%

- Gi¢i han phat hién: < 100 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuan chét lwvgng twong duong)




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
1.10 binh lugng Duing dé dinh lugng cholesterol trong huyét thanh va huyét tvong nguoi. Test 75.000
Cholesterol toan phan|- Quy cach: < 2700 test/Hop
- Déi do: 0.5 18 mmol/L
- S6 lwong mau danh gia: = 80
- D0 1ap: < 2.5%
- D0 tai lap:< 7.5%
- Gi¢i han phat hién: < 0.5 mmol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
111 Héa chat dinh lvong [Dung dé dinh lwong protein phan (ng C (CRP) trong huyét thanh va huyét twong nguoi. Test 81.250
CRP trén may sinh |- Quy céch: < 650 test/HOp
hoa - Dai do: 0.3 20.0 mg/L
- S6 lwong mau danh gia: = 80
-Do 1ap: < 8%
- D0 tai 1ap:< 8.5%
- Gigi han phat hién: < 0.30 mg/L
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
1.12 Hoa chét hiéu chudn |Dung dé hiéu chuén xét nghiém Protein phan ting C. mL 35
Protein phan (tng C |- Thanh phan: Huyét thanh ngudi voi phu gia hda hoc va vat liéu cé ngudn géc sinh hoc.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.13 Hda chét dinh lvgng |Dung dé dinh lwgng creatinine trong huyét thanh va huyét tuong nguoi. Test 170.000

CREA

- Quy cach: < 2500 test/Hop

- Déi do: 20 2200 pmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 3%

- D0 tai lap:< 4%

- Gi¢i han phat hién: < 20 umol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
1.14 Hda chét Binh lugng |Dung dé dinh lvgng ammonia trong huyét thanh va huyét tvong nguoi. Test 3.600
NH3 trén may tw - Quy cach: < 300 test/Hop
dong - Déi do: 10 1000 pmol/L
- S6 lwong mau danh gia: = 80
-D0 Iap: < 3%
- D0 tai lap: < 4%
- Gi¢i han phat hién: < 10 pmol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
1.15 Hda chét dinh lugng |Dung dé dinh lwgng ethanol trong huyét thanh va huyét twong ngudi. Test 10.200
Ethanol trén may tv |- Quy céach: < 200 test/Hop
dong - Déi do: 0.11 4.98 g/L
- S6 lwong mau danh gia: = 80
- D0 I3p: < 3.5%
- D0 tai lap: < 4.5%
- Gi¢i han phat hién: < 0.11 g/L
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
1.16 Dung dich kiém Duing dé trong kiém tra chat lwvgng dé kiém tra do ding va do chum ctia Ammonia/Ethanol trong huyét Hop 5
chuén thanh hodc huyét tvong ngudi & ngudng binh thuong.
NH3/ETH/CO2 mitc |*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuén chét lvgng twong duong)
binh thwong
1.17 Dung dich kiém Duing dé trong kiém tra chat lwvgng dé kiém tra do ding va do chum ctia Ammonia/Ethanol trong huyét Hop 5
chuén thanh hodc huyét tvong ngudi & ngudng bat thuwong.
NH3/ETH/CO2 *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
CONTROL mtrc bat
thuong
1.18 Dung dich kiém Duing dé hiéu chudn xét nghiém Ammonia/Ethanol trong huyét thanh hoéc huyét twong ngudi. Hop 1
chuén *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
NH3/ETH/CO2




STT

Ma phan(l6)

Tén phan 16

Danh muc hang hoa

DPac tinh, théng s6 k¥ thuat (hoac tvong duong)

Pon vi tinh

Khéi lugng

1.19

Héa chét dinh lvgng
nong do glucose

Dung dé dinh lugng glucosen trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 3500 test/HOp

- D&i do: 0.6 41.0 mmol/L

- S6 lwong mau danh gia: = 80

- D0 13p: £ 9.5%

- D0 tai 1ap:< 10%

- Gi¢i han phat hién: < 0.6 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)

Test

200.000

1.20

binh lvgng GGT

Dung dé dinh lugng y glutamyltransferase (GGT)

- Quy cach: < 450 test/Hop

- Dai do: 5 1200 U/L

- S6 lwong mau danh gia: = 80

- D0 13p: <5.5%

- D0 tai 1ap:< 5.5%

- Gi¢i han phat hién: <5 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

100.000

1.21

Héa chét dinh lvgng
HDL-C

Duing dé dinh lugng HDL cholesterol trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 800 test/Hop

- Déi do: 0.1 3.88 mmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 2%

- D0 tai lap:< 2%

- Gi¢i han phat hién: < 0.1 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

Test

75.000




STT

Ma phan(l6)

Tén phan 16

Danh muc hang hoa

DPac tinh, théng s6 k¥ thuat (hoac tvong duong)

Pon vi tinh

Khéi lugng

1.22

Ho4 chét hiéu chun
HDL cholesterol

Duing dé hiéu chudn xét nghiém HDL cholesterol (Lipid).
- Quy cach: < 3 mL/Hop

- Thanh phan: 1a mau chudn déng kho 14y tir huyét thanh ngudi voi phu gia hoa hoc.

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)

mL

12

1.23

Ho4 chét xét nghiém
Lactate

Dung dé dinh lvong lactate trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 100 test/Hép

- Dédi do: 0.5 13 mmol/L

- S6 lwong mau danh gia: = 80

-Do 1ap: < 2%

- Do tai 1ap:< 2.5%

- Gi6i han phéat hién: < 0.5 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

Test

18.000

1.24

Ho4 chét xét nghiém
Lipase

Dung dé dinh lvgng lipase trong huyét thanh va huyét twong nguoi.

- Quy cach: < 200 test/Hép

- Dai do: 5 300 U/L

- S6 lwong mau danh gia: = 80

-Bo 1ap: < 3.5%

- B0 tai lap:< 8%

- Gi6i han phat hién: <5 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

Test

15.000

1.25

Ho4 chét xét nghiém
Lactate
dehydrogenase

Dung dé dinh lvong lactate dehydrogenase trong huyét thanh va huyét twong nguoi.

- Quy cach: <900 test/Hép

- Dai do: 50 1000 U/L

- S6 lwong mau danh gia: = 80

-Do 1ap: < 3%

- DO téi 1ap:< 5%

- Gi6i han phat hién: <50 U/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

Test

4.500




STT

Ma phan(l6)

Tén phan 16
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Khéi lugng

1.26

Hoéa chét xét nghiém
MG

Duing dé dinh lugng magnesium trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 700 test/Hop

- Dai do: 0.2 2.0 mmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 2%

- D0 tai lap:< 3%

- Gi¢i han phat hién: < 0.20 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)

Test

30.000

1.27

Hoa chét dinh lvgng
nong dd protein toan
phan

Dung dé dinh lugng protein toan phén trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 1100 test/Hop

- Déi do: 3.0 120 g/L

- S6 lwong mau danh gia: = 80

- D0 1ap: < 3.5%

- D0 tai lap:< 4.5%

- Gi¢i han phat hién: < 3g/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

Test

26.000

1.28

Hoa chét xét nghiém
Protein trong nwéc
tiéu va dich ndo tay

Duing dé dinh lugng protein trong nwéc tiéu va dich ndo tly trong huyét thanh va huyét tuong nguoi.

- Quy cach: < 700 test/Hop

- Déi do: 0.05 2 g/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 8%

- D0 tai lap:< 9%

- Gi¢i han phat hién: < 0.05 g/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng twong duong)

Test

1.000




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
1.29 Hoa chét hiéu chudn |Dung dé hiéu chuén xét nghiém Protein trong nwéc tiéu va dich ndo tay. mL 15
xét nghiém Protein |- Quy cach: <5 mL/Hop
trong nuéc tieu va |- Thanh phan: Dém HEPES, pH 7.5, cac chat phu gia hda hoc va vat liéu co6 ngudn goc sinh hoc nhw da
dich néo tay chi dinh.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.30 Hoda chét kiém soat  |Dung dé kiém tra chat lugng dé kiém tra do ddng va do chinh xac clia xét nghiém Protein trong nwéc mL 144
chét lvgng xét tiéu va dich ndo tly & mikc binh thuong.
nghiém Protein trong |- Quy cach: < 12 mL/Hop
nwéce tiéu va dich - Thanh phan: Bém HEPES, pH 7.5, cac chat phu gia héa hoc va vat liéu ¢é ngudn goc sinh hoc nhw
ndo tay da chi dinh.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuan chét lvgng twong duong)
1.31 Hoda chét kiém soat  |Dung dé kiém tra chat lugng dé kiém tra do ddng va do chinh xac clia xét nghiém Protein trong nwéc mL 144
chét lvgng xét tiéu va dich ndo tly & mic bénh ly.
nghiém Protein trong |- Quy cach: < 12mL/Hop
nwéc tiéu va dich - Thanh phan: Bém HEPES, pH 7.5, cac chat phu gia héa hoc va vat liéu ¢é ngudn goc sinh hoc nhw
ndo tay da chi dinh.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.32 Hda chét dinh lvgng |Dung dé dinh lwgng triglyceride trong huyét thanh va huyét twong ngudi. Test 75.000

TRIGL

- Quy cach: < 1000 test/Hop

- D&i do: 0.1 10.0 mmol/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 2.5%

- D0 tai lap:< 3%

- Gi¢i han phat hién: < 0.1 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
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1.33 Pinh lvgng UREA  [Dung dé dinh lugng urea/urea nitrogen trong huyét thanh va huyét tuong nguoi. Test 180.000
mau/nuéc tidu - Quy cach: < 700 test/Hop
- D&i do: HT: 1 40 mmol/L; NT: 10-750 mmol/L
- S6 lwong mau danh gia: = 80
- D0 13p: < 3.5%
- D0 tai lap:< 4%
- Gi¢i han phat hién: < 1.0 mmol/L
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
1.34 Hoa chét hiéu chuén [Dung dé hiéu chudn cac xét nghiém hoa hoc 1am sang, 1a mau chudn déng kho 14y tir huyét thanh ngudi. mL 108
- Quy cach: < 36mL/Hop
- Thanh phan: Huyét thanh nguoi véi phu gia héa hoc va vat liéu c6 ngudn gdc sinh hoc.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.35 Hoa chét xét nghiém |Dung dé dinh lwgng antistreptolysin O trong huyét thanh va huyét trong nguoi. Test 1.000
Antistreptolysin O |- Quy cach: < 200 test/HOp
(ASO) - Déi do: 25 600 1U/mL
- S6 lwong mau danh gia: = 80
-D0 Iap: < 4%
- D0 tai lap:< 4.5%
- Gi¢i han phat hién: < 25 IU/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.36 Hod chét hiéu chudn |Dung dé hiéu chuén xét nghiém antistreptolysin O trong huyét thanh va huyét tvong nguoi. mL 12

xét nghiém
Antistreptolysin O
(ASO)

- Quy cach: < 3mL/Hop
- Thanh phan: Huyét thanh ngudi véi phu gia héa hoc va nguyén liéu cé ngudn gdc sinh hoc.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
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1.37 Hda chét dinh lugng |Dung dé dinh lwvgng Yéu to Théap khép trong huyét thanh va huyét trong nguoi. Test 4.800
RFII - Quy cach: < 400 test/Hop
- Déi do: 15 120 IU/mL
- S6 lwong mau danh gia: = 80
- D0 Iap: < 5%
- D0 tai lap:< 8%
- Gi¢i han phat hién: < 15 IU/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.38 Hoa chét hiéu chudn |Dung dé hiéu chuin xét nghiém Yéu t6 Thap khop mL 15
xét nghiém Yéutd |- Quy cach: 5 mL/Hop
Thép khép (RFII) - Thanh phan t6i thiéu: RF trong huyét thanh ngwdi, Dém HEPES, albumin huyét thanh bo, natri
chloride, chat bao quan.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.39 Hoa chat kiém soat  [Dung dé kiém tra chét lwvgng dé kiém tra d6 ding va do chinh xac clia xét nghiém Yéu t6 Thap khép. mL 20
chat luong xét - Quy cach: 4 ml (gébm 2 ndng dod)/Hop
nghiém Yéu t6 Thap |- Thanh phan: huyét thanh nguti voi phu gia hda hoc va nguyén liéu cé ngudn goc sinh hoc.
khap (RFII) *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
1.40 Hoa chét xét nghiém |Dung dé dinh lwgng phospho trong huyét thanh va huyét tvong nguoi. Test 3.500

Phospho

- Quy cach: < 800 test/Hop

- Dai do: 1.1 6.4 mmol/L

- S6 lwong mau danh gia: = 80

-D0 Iap: < 1.5%

- D0 tai lap:< 2.5%

- Gi¢i han phat hién: < 1.1 mmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
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1.41 Hoa chét xét nghiém |Dung dé dinh lwgng cystatin C trong huyét thanh va huyét tvong nguoi. Test 1.500
Cystatin C - Quy cach: < 250 test/Hop
- Déi do: 0.45-6.80 mg/L
- S6 lwong mau danh gia: = 80
-D0 Iap: < 2%
- D0 tai lap:< 2.5%
- Gi¢i han phat hién: < 0.45 mg/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.42 Hoa chét hiéu chudn |Dung dé hiéu chuén xét nghiém cystatin C. mL 12
xét nghiém Cystatin |- Thanh phan t6i thiéu: Huyét thanh ngui voi phu gia héa hoc va nguyén liéu c6 ngudn gdc sinh hoc.
C *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
1.43 Hoa chat kiém soat  [Dung trong kiém tra chat lvong dé kiém tra do ding va do chinh xac clia xét nghiém cystatin C. mL 36
chat lvgng xét - Thanh phan t6i thiéu: Huyét thanh nguoi vai phu gia hda hoc va nguyén liéu c6 ngudn gdc sinh hoc.
nghiém Cystatin C  |*Tiéu chuén: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng tuong duong)
1.44 Héa chat dinh lvgng [Dung dé dinh lwvgng vancomycin trong huyét thanh va huyét twong nguoi. Test 1.200
Vancomycin - Quy cach: < 200 test/Hép
- Dai do: 4.5 80.0 pg/mL
- S6 lwong mau danh gia: = 80
-Bo 1ap: < 8.5%
- Do tai 1ap:< 11%
- Gi6i han phat hién: < 4.5 pg/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
1.45 Hoa chat hiéu chuin [Dung dé hiéu chuan xét nghiém vancomycin. mL 120

xét nghiém
Vancomycin

- Thanh phan t6i thiéu: Huyét thanh nguoi vai thube diéu tri dwoc thém vao.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

12




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
1.46 Hoda chét kiém soat  |Dung dé hiéu chuén xét nghiém mL 120
chét lvgng xét - Thanh phan: Huyét thanh nguoi véi thude diéu tri dwgc thém vao.
nghiém Vancomycin |*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuén chét lvgng twong duong)
1.47 Dung dich rira cong [Dung lam dung dich rtra cé tinh acid cho té bao phan (rng, ri*a céng phan rng (cu-vét) thuong quy la mL 12.000
clia may xét nghiém |can thiét do c6 kha ndng gay nhiéu gitra cac hon hop thudc thit/méu khac.
sinh héa - Thudc thi toi thiéu gom c6: Acid citric monohydrate
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.48 Hoa chét bao dwéng [La dung dich dung dé hoat hoa dién cuc ISE, dé phd ng ISE va kim hdt miu dam béo thao tac va viéc mL 432
hit mau duoc thyc hién ddng sau quy trinh rira hdng ngay.
- Thanh phan t6i thiéu: Huyét thanh nguoi déng khd khong cé phu gia héa hoc.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.49 Hoa chét phu gia La chét phu gia thém vao budng phan (ng, déng vai tro la chét hoat dong bé mét lam giam thiéu sy tao mL 480
phan tng thanh cac bot bong bong ¢ kha nang 1am nhiéu két qua quang phé.
- Thanh phan toi thiéu: Chat tay.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.50 Beén dung cho hé Dung lam do anh sang quang hoc cac xét nghiém. cai 30
théng may sinh héa |- Tinh ndng: Ngudn sang halogen.
ty dong *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lwgng twong duong)
151 B cong phan trng st [Pwoc st dung dé G va do quang hon hop phan tng. bo 12

dung trén may sinh
héa

-Quy cach: Bo= 39 cai
- Chat liéu: Nhua
*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuan chat lvgng twong duong)
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1.52 Cup chtra mau Dung lam vat chita cho vat liéu mau, chét hiéu chudn va vat liéu kiém soat. céi 10.000
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.53 Dung dich rira kim  [Dung Iam dung dich rra kim hit thu6c tht va céng phan (ng trén hé théng. mL 15.000
hé théng xét nghiém |- Quy cach: < 125 mL/HOp
sinh hda chira NaOH |- Thanh phan t6i thiéu: NaOH; chat tay ria.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.54 Hoéa chat riva hé Dung lam dung dich rtra kim hat thudce thr va cong phan ng trén hé thong. mL 22.500
thdng sinh hoa - Quy céch: < 125 mL/Hop
- Thanh phan t6i thiéu: HCI
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.55 Dung dich rra cd Dung lam dung dich r&ra céng phan tng. mL 3.000
tinh kiém cho céng |- Quy cach: < 50 mL/Hop
phan &ng trén cac hé |- Thanh phan t6i thiéu: Dung dich natri hydroxide; chat phu gia.
thdng sinh hoa *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
1.56 Dung dich rra cé Dung lam dung dich kigm cho céng phan tng va kim hat mau. mL 240.000
tinh kiém cho cong |- Thanh phan t6i thiéu: NaOH; chat tay rira.
phan (ing trén cac hé |*Tiéu chuén: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng tuong duong)
thong sinh hoéa
1.57 Dung dich nuoc Dung lam dung dich pha lodng mau két hop voi céc thudc thir xét nghiém. mL 1.500

mudi str dung trén hé
thdng sinh hoa

- Quy cach: < 125 mL/Hop
- Thanh phan: NaCl 9 %
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
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1.58 Hoda chét kiém soat  |La vat liéu kiém soat ding dé danh gia do chinh xéc mL 600
chét lwvgng sinh hod | va dd chéch phan tich trong gi¢i han binh thwdng cla xét nghiém sinh hoa
nong dd binh thwong | - Quy cach: < 100 mL/HOp
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
1.59 Hoda chét kiém soat  |La vat liéu kiém soat ding dé danh gia do chinh xéc mL 600
chét lwvgng sinh hod | va dd chéch phan tich trong gi¢i han binh thwdng cla xét nghiém sinh hoa
nong do bat thuong | - Quy cach: < 100 mL/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chudn chét lwgng twong duong)
2 | PP2600023634 [Phan 2: Héa chat, vat tw st dung cho hé thong xét nghiém dién giai db tw dong ( 10 san pham)
2.1 Dung dich hiéu Hoa chat dwoc dung dé theo ddi dién thé cuc trén thiét bi phan tich ISE nham dinh lvong natri, kali va mL 33.660
chuan clia xét clorua trong huyét thanh, huyét tvong hodc nwdc tiéu nguoi.
nghiém dién giai Thanh phan t6i thiéu gébm co:
- bém HEPES
- Triethanolamine
- Natri chloride
- Natri acetate
- Kali chloride
- Chét bao quan
2.2 Dung dich tham Dung dé dong mach do ISE nham dinh lvong natri, kali va clorua trong huyét thanh, huyét twong hodc mL 96.000
chiéu cla dién giai  |nuwdc tiéu nguoi.
- Thanh phan t6i thiéu: Kali clorua
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
2.3 Dung dich khir nhiém [La dung dich dung dé khtr nhiém thwéng xuyén bé mét clia may phan tich. mL 1.500

-Quy cach: <125mL/Hop
- Thanh phan t6i thiéu: natri hypochlorite
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong).
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2.4 Dién cuc natri, st La m6t thiét bi dung dé dinh lueng in vitro natri trong huyét thanh, huyét twong va nuée tiéu géc nguoi. céi 15
dung trén may tv *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
déng
2.5 bién cuc kali, st La mot thiét bi dung dé dinh lwgng in vitro kali trong huyét thanh, huyét tvong va nudc tiéu géc ngudi. cai 15
dung trén may tw *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)
dong
2.6 bién cuc clo, st La mot thiét bi dung dé dinh lueng in vitro chloride trong huyét thanh, huyét tvong va nudc tiéu goc céi 15
dung trén may tv nguoi.
déng Quy cach: = 9000 test/dién cuwc
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
2.7 Dién cuc tham chiéu, [La mot thiét bi dung dé déng mach do nham dinh lugng natri, kali va clorua trong huyét thanh, huyét cai 15
str dung trén may tv  |twong va nudc tiéu géc ngudi.
dong *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)
2.8 Dung dich chun Dung dé chuan cac dién cuc chon loc ion, la mot ché phdm trong nudc vai nbng dé cac chat dién giai mL 200

mUrc cao cla dién
gidi, str dung trén
may ty dong

duoc xac dinh bang phuong phép trong lugng. Bugc ding trong chudn hoa gié tri natri, kali, va clo trén
dién cwc chon loc ion.

- Quy cach: < 30 mL/Hop

*Thanh phan phan (ng: = 160 mmol/L Na+, = 7 mmol/L K+, = 120 mmol/L CI

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

16




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
2.9 Dung dich chun Duing dé chuan cac dién cuc chon loc ion, 1a mot ché phdm trong nuéc vai nbng dé cac chat dién giai mL 200
mtrc thip cla dién  [dwoc xac dinh bang phwong phap trong lvong. Broc ding trong chudn hoa gia tri natri, kali, va clo trén
gidi, str dung trén dién cuc chon loc ion.
may ty dong - Quy cach: < 30 mL/Hop
- *Thanh phan phan ¢ng: < 120 mmol/L Na+, < 3 mmol/L K+, < 80 mmol/L CI
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
2.10 Dung dich rra diing |Dung dé vé sinh lam sach ISE trén may phan tich. mL 4.000
cho may khi mau va |-Thanh phan t8i thiéu gbm céac thanh phan: sodium hypochlorite
dién giai *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3 | PP2600023635 |Phan 3: Hoa chét, vat tw st dung cho hé thdng xét nghiém mién dich tw dong ( 68 san pham)
3.1 Héba chat xét nghiém [Dung dé phat hién dinh tinh khang nguyén bé mat viém gan B (HBsAg) trong huyét thanh va huyét Test 18.000
HBsAg tuwong nguoi.
- Quy cach: < 300 test/Hép
- S6 lwong mau danh gia: = 80
- Do 1ap: < 10%
- b6 tai lap:< 12%
- Do nhay: = 99%
- P06 dac hiéu: = 99%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
3.2 Dung dich kiém Dung trong kiém tra chét luvgng dé kiém tra d6 ding va do chinh xac clia xét nghiém HBsAg. mL 78

chuén HBsAg

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
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3.3 Hda chét dinh lugng |Dung dé dinh lwvgng khang thé clia ngudi khang khang nguyén bé mat clia vi rat viém gan B (HBsSAQ) Test 8.400
Anti-Hbs trong huyét thanh va huyét twong nguoi.
- Quy cach: < 300 test/Hop
- Déi do: 5 1000 IU/L
- S6 lwong mau danh gia: = 80
-0 1ap: < 7%
- D0 tai lap: < 9%
- Gi¢i han phat hién: < 5 IU/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3.4 Dung dich kiém Dung trong kiém tra chat lugng dé kiém tra do ding va do chinh xac clia xét nghiém Anti-HBs. mL 85
chuan Anti-HBs *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng tvong duong)
35 Hda chét xét nghiém |Dung dé phat hién dinh tinh khang nguyén e cuia Test 9.000
HbeAg vi rat viém gan B (HBeAg) trong huyét thanh va huyét tvong nguoi.
- Quy cach: < 300 test/Hop
- S6 lwong mau danh gia: = 80
- D0 1ap: < 4.5%
- D0 tai lap:< 5%
- D0 ddc hiéu: = 99%
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
3.6 Hoa chét kiém soat  |Dung trong kiém tra chét lvgng dé kiém tra d6 ding va dé chinh xac clia xét nghiém HBeAg. mL 85

chét lvgng xét
nghiém HBeAg

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
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3.7 Hda chét dinh tinh  |Dlng dé phat hién dinh tinh khang thé clia nguoi khang khang nguyén e ctia vi rit viém gan B Test 9.000
Anti-Hbe (HBeAg) trong huyét thanh va huyét twvong nguoi.
- Quy cach: < 300 test/Hop
- S6 lwong mau danh gia: = 80
- D0 Iap: < 6%
- D0 tai lap:< 7%
- D0 ddc hiéu: = 99%
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3.8 Dung dich kiém Duing trong kiém tra chét luvgng dé kiém tra do ddng va do chinh xéac clia xét nghiém Anti-HBe . mL 85
chuén Anti-HBe *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3.9 Héa chat dinh tinh  [Dung dé phat hién dinh tinh khang thé khang vi rit viém gan C (HCV) trong huyét thanh va huyét Test 18.000
Anti-HCV twong nguoi.
- Quy cach: < 300 test/Hép
- S6 lwong mau danh gia: = 80
-Do Iap: < 7%
- Do tai 1ap:< 8%
- Do déc hiéu: =2 99%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)
3.10 Dung dich kiém Dung trong kiém tra chat lugng dé kiém tra do ding va dd chinh xac ctia xét nghiém Anti-HCV. mL 85

chuén Anti-HCV

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
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Pon vi tinh

Khéi lugng

3.11

Hoéa chét xét nghiém
dinh tinh khang
nguyén va khang thé
HIV

Dung dé phat hién dinh tinh khang nguyén HIV 1 p24 va khang thé khang HIV 1, bao gbm nhém O,

va HIV 2 trong huyét thanh va huyét twong nguoi.

- Quy cach: < 300 test/Hop

- S6 lwong mau danh gia: = 80

- D0 Iap: < 6%

- D0 tai lap:< 8%

- D6 nhay: 100%

- P06 dac hiéu: = 99.9%

- Gi¢i han phat hién: < 1.0 lU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

6.000

3.12

Chat kiém chuén HIV

Duing trong kiém tra chéat luvgng dé kiém tra d6 ddng va do chinh xéac clia xét nghiém HIV.

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

mL

180

3.13

Hoa chéat xét nghiém
AFP

Dung dé dinh lvong al fetoprotein trong huyét thanh va huyét twong nguoi.

- Quy céch: < 300 test/Hép

- Dai do: 1 1000 IU/mL

- S6 lwong mau danh gia: = 80

-Dolap: 5%

-Dotai lap:<5%

- Gi6i han phat hién: < 2.25 1IU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

Test

15.000

3.14

Dung dich kiém
chuén AFP

Dung dé hiéu chuén xét nghiém dinh lvgng AFP.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng tvong duong)

mL

20
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3.15

Hoéa chét xét nghiém
CA 125

Duing dé dinh lugng khang nguyén phan (rng OC 125 trong huyét thanh va huyét trong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 2 5000 U/mL

- S6 lwong mau danh gia: = 80

-D0 Iap: < 3%

- D0 tai lap:< 4%

- Gi¢i han phat hién: < 2.0 U/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

2.400

3.16

Chat kiém chuén CA
125

Dung dé hiéu chun xét nghiém dinh lvgng CA125.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng tvong duong)

mL

20

3.17

Hoa chét xét nghiém
CA 15-3

Duing dé dinh lugng CA 15-3 trong huyét thanh va huyét trong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 3 300 U/mL

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 12.5%

- Gi¢i han phat hién: < 3.0 U/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

2.400

3.18

Ho4 chét hiéu chun
xét nghiém CA 15-3

Dung dé hiéu chudn xét nghiém dinh Ivgng CA 15-3.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

mL

20
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3.19

Hoéa chét xét nghiém
CA 19-9

Dung dé dinh lugng CA 19 9 trong huyét thanh va huyét trong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 10 1000 U/mL

- S6 lwong mau danh gia: = 80

-D0 Iap: < 3%

- D0 tai lap:< 3.5%

- Gi¢i han phat hién: < 10 U/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)

Test

2.400

3.20

Ho4 chét hiéu chun
xét nghiém CA 19-9

Dung dé hiéu chudn xét nghiém dinh Ivong CA 19-9.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lvgng twong duong)

mL

20

3.21

Héa chét dinh lvgng
CAT72-4

Dung dé dinh lugng CA 72 4 trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 2 250 U/mL

- S6 lwong mau danh gia: = 80

-D0 Iap: < 2%

- D0 tai lap:< 4%

- Gi¢i han phat hién; < 2 U/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng twong duong)

Test

900

3.22

Chat kiém chuédn CA
72-4

Dung dé hiéu chuan xét nghiém CA 72-4
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwvgng twong duong)

mL

20
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3.23

Héa chét dinh lvgng
CEA

Duing dé dinh lugng khdng nguyén ung thu phdi trong huyét thanh va huyét trong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 2 1000 ng/mL

- S6 lwong mau danh gia: = 80

-D0 Iap: < 4%

- D0 tai lap:< 5%

- Gi¢i han phat hién: < 2 ng/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)

Test

15.000

3.24

Dung dich kiém
chuin CEA

Duing dé hiéu chudn xét nghiém CEA
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lwgng twong duong)

mL

20

3.25

Hoéa chét xét nghiém
Cortisol

Dung dé dinh lugng Cortisol trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 3 1650 nmol/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 6%

- D0 tai lap:< 8%

- Gi¢i han phat hién: < 3.0 nmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lvgng twong duong)

Test

18.000

3.26

Dung dich kiém
chuén Cortisol

Duing dé hiéu chudn xét nghiém Cortisol
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

mL

20
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3.27 Hoa chét xét nghiém |Dung dé dinh lwgng cac phan doan clia cytokeratin 19 trong huyét thanh va huyét tong nguoi. Test 2.400
CYFRA21-1 - Quy cach: < 300 test/Hop
- Déi do: 1 100 ng/mL
- S6 lwong mau danh gia: = 80
-D0 Iap: < 3%
- D0 tai lap:< 4%
- Gi¢i han phat hién: < 1ng/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
3.28 Hoa chét hiéu chudn |Dung dé hiéu chuén xét nghiém CYFRA 21-1 mL 20
xét nghiém CYFRA [*Tiéu chuin: FDA/CE/ISO 13485 (hoéc cac tiéu chudn chét lugng tvong drong)
21-1
3.29 Hoa chét xét nghiém |Dung dé dinh lwgng Ferritin trong huyét thanh va huyét teong nguoi. Test 20.000
Ferritin - Quy cach: < 300 test/Hop
- Déi do: 1 2000 ng/mL
- S6 lwong mau danh gia: = 80
- D0 Iap: < 6.5%
- D0 tai lap:< 7.5%
- Gi¢i han phat hién: < 2 ng/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng twong duong)
3.30 Hoa chét hiéu chudn |Dung dé hiéu chuin xét nghiém Ferritin. mL 20

xét nghiém Ferritin

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng twong duong)
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3.31

Hoa chét xét nghiém
FT4

Duing dé dinh lugng thyroxine tu do trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 5 64 pmol/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 6%

- D0 tai lap:< 8%

- Gi¢i han phat hién: < 5 pmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

24.000

3.32

Ho4 chét hiéu chun
xét nghiém FT4

Duing dé hiéu chudn xét nghiém FT4.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

mL

20

3.33

Ho4 chét xét nghiém
FT3

Dung dé dinh lvong triiodothyronine tw do trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 300 test/Hép

- Dai do: 2 30 pmol/L

- S6 lwong mau danh gia: = 80

-Bo lap: < 6%

- b6 tai lap:< 7%

- Gi6i han phat hién: < 2 pmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

Test

8.000

3.34

Ho4 chét hiéu chun
xét nghiém FT3

Dung dé hiéu chuén xét nghiém FT3
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

mL

20
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3.35

Hoa chét xét nghiém
T3

Duing dé dinh lugng triiodothyronine toan phan trong huyét thanh va huyét tvong nguoi.

- Quy cach: < 300 test/Hop

- D&i do: 1 9 nmol/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 7%

- Gi¢i han phat hién: < 1 nmol/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

9.000

3.36

Ho4 chét hiéu chun
xét nghiém T3

Dung dé hiéu chudn xét nghiém T3
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

mL

20

3.37

Ho4 chét xét nghiém
T4

Dung dé dinh lvgng thyroxine trong huyét thanh va huyét tvong nguoi.

- Quy céch: < 300 test/Hép

- Déi do: 38 310 nmol/L

- S6 lwong mau danh gia: = 80

-Bo lap: < 4%

- B0 tai lap:< 8%

- Gi6i han phat hién: < 6 nmol/LL

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

Test

3.000

3.38

Ho4 chét hiéu chuén
xét nghiém T4

Dung dé hiéu chuén xét nghiém T4
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

mL

20
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3.39

Hoa chét xét nghiém
TSH

Duing dé dinh lugng thyrotropin trong huyét thanh va huyét tuong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 1 100 plU/mL

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 11.5%

- Gi¢i han phat hién: < 1 plU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

24.000

3.40

Ho4 chét hiéu chun
xét nghiém TSH

Dung dé hiéu chuan xét nghiém TSH
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

mL

21

3.41

Hoa chét xét nghiém
BhCG

Dung dé dinh lugng t6ng cda kich t6 sinh duc mang dém clia nguoi (hCG) va tiéu don vi B hCG trong
huyét thanh va huyét tuong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 1 15000 mIU/mL

- S6 lwvong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai 1ap:< 6.5%

- Gi¢i han phat hién: < 1 mlU/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

2.000

3.42

Hoé chat hiéu chuén
xét nghiém 3 HCG

Dung dé hiéu chuén xét nghiém
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

mL

20
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3.43

Hoa chét xét nghiém
PSA toan phan

Duing dé dinh lugng khang nguyén dac hiéu tuyén tién liét toan phan (tPSA) (tw do + phic hgp) trong

huyét thanh va huyét tuong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 0.02 100 ng/mL

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 9%

- Gi¢i han phat hién: < 0.02 ng/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

1.500

3.44

Ho4 chét hiéu chun
xét nghiém PSA toan
phan

Dung dé hiéu chuén xét nghiém PSA toan phan.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng tvong duong)

mL

20

3.45

Hoa chét xét nghiém
PSA tv do

Dung dé dinh lugng khang nguyén dac hiéu tuyén tién liét ty do trong huyét thanh va huyét twong
nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 0.02 30 ng/mL

- S6 lwong mau danh gia: = 80

-D0o 1ap: < 7%

- D0 tai lap:< 8%

- Gi¢i han phat hién: < 0.02 ng/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

1.000

3.46

Ho4 chét hiéu chun
xét nghiém PSA ty
do

Dung dé hiéu chuén xét nghiém PSA tv do.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

mL

20
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3.47

Hoa chét xét nghiém
Procalcitonin (PCT)

Duing dé dinh lugng procalcitonin (PCT) trong huyét thanh va huyét tong nguoi.
- Quy cach: < 300 test/Hop

- Déi do: 0.06-100 ng/mL

- S6 lwong mau danh gia: = 80

-D0 Iap: < 4%

- D0 tai lap:< 5%

- Gi¢i han phat hién: < 0.06 ng/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

9.000

3.48

Hoa chét xét nghiém
PTH

Dung dé dinh lugng ndi tiét t& tuyén can gidp trong huyét thanh va huyét tirong nguoi.

- Quy cach: < 300 test/Hop

- Déi do: 6 3000 pg/mL

- S6 lwong mau danh gia: = 80

- D0 Iap: < 8%

- D0 tai lap:< 9%

- Gi¢i han phat hién: < 6.0 pg/mL

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Test

2.000

3.49

Ho4 chét hiéu chun
xét nghiém PTH

Duing dé hiéu chudn xét nghiém PTH xac dinh PTH nguyén ven (ndi tiét to tuyén cin giap).

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

mL

20

3.50

Hoé chét kiém soat
chat luong xét
nghiém PTH

Dung dé kiém soat chat lugng xét nghiém PTH.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)

ml

20
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3.51 Hda chét xét nghiém |Dung dé dinh lwvgng N terminal pro Test 18.000
proBNP B type natriuretic peptide trong huyét thanh va huyét tvong nguoi.
- Quy cach: < 300 test/Hop
- Déi do: 10 35000 pg/mL
- S6 lwong mau danh gia: = 80
- D0 Iap: < 10%
- D0 tai lap:< 14%
- Gi¢i han phat hién: < 10 pg/mL
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3.52 Hoa chét hiéu chudn |Dung dé hiéu chuan xét nghiém proBNP. mL 20
xét nghiém proBNP  [*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng tuong duong).
3.53 Hoa chat kiém soat  [Dung dé kiém soat chat lvong xét nghiém proBNP. mL 120
chat lugng xét *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng tvong duong).
nghiém proBNP
3.54 Hoa chét xét nghiém |Dung dé dinh lwgng Troponin T hs trong huyét thanh va huyét tvong nguoi. Test 72.000

Troponin T hs

- Quy cach: < 300 test/Hop

- Déi do: 5-10000 ng/L

- S6 lwong mau danh gia: = 80

- D0 Iap: < 5%

- D0 tai lap:< 7%

- Gi¢i han phat hién: < 5 ng/L

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
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3.55 Hoa chét hiéu chudn |Dung dé hiéu chuén xét nghiém Troponin T hs . mL 20
xét nghiém Troponin [*Tiéu chuin: FDA/CE/ISO 13485 (hoéc cac tiéu chudn chét lvgng tvong drong)
T hs
3.56 Hoa chét xét nghiém |Dung dé phat hién dinh tinh cac khang thé khang Treponema pallidum) trong huyét thanh va huyét Test 1.200
Syphilis twong ngudi.
- Quy cach: < 300 test/Hop
- S6 lwong mau danh gia: = 80
- D0 Iap: < 3%
- D0 tai lap:< 4%
- Do nhay: =99%
- D0 ddc hiéu: =99%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
3.57 Hoa chat kiém soat  [Dung trong kiém tra chat lvgng dé kiém tra do ddng va do chinh xac clia xét nghiém Syphilis. mL 32
chat lugng xét *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
nghiém Syphilis
3.58 Hoa chét xét nghiém |Dung dé phat hién dinh tinh khang thé 1gG va IgM khang khang nguyén 16i clia vi rit viém gan B Test 1.200

Anti-HBc toan phan

trong huyét thanh va huyét twvong nguoi.

- Quy cach: < 300 test/Hop

- S6 lwong mau danh gia: = 80

-D0o 1ap: < 7%

- D0 tai lap:< 8%

- Do nhay: = 99%

- D0 ddc hiéu: = 99%

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
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3.59 Hoda chét kiém soat  |Dung trong kiém tra chét lvong dé kiém tra dd ding va dé chinh xac ctia xét nghiém Anti-HBc . mL 85
chét lvgng xét *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwgng twong duong)
nghiém Anti-HBc
toan phan
3.60 Dau con hat mau va  [Dau con hat mau va cde chira hdn hgp phan (ng, vat liéu nhira, ding trong cac xét nghiém mién dich thing 150
c6e chira hon hop theo phuong phap dién hda phat quang.
phén &ng
3.61 Dung dich r&ra hé La dung dich dung dé rira hé théng 6ng va cdc do sau moi 1an do va diéu chinh dién cwc. Dung dich Lit 1.500
théng clia may xét  [con duwgc ding dé riva kim hit thudc thi.
nghiém mién dich - Quy céch: < 4 Lit/ Hop
- Thanh phan t6i thiéu: KOH
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
3.62 Dung dich rla may  [Dung Iam dung dich diéu hoa dién cuc, rira phan (ng, tao tin hiéu dién héa. Lit 1.500
phan tich xét nghiém - Quy cach: <4 Lit/Hop
mién dich - Thanh phan t6i thiéu gom c6: dung dich dém Dém phosphate; tripropylamin; chét tdy; pH > 6.8.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
3.63 Dung dich rira may  [Dung lam dung dich rira dung dé loai bé cac chét ¢ thé gay nhiéu dbi voi viéc phat hién cac tin hiéu. Lit 504

mién dich

- Quy cach: <4 Lit/Hop

- Thudc thi t6i thiéu gom cac thanh phan: D&ém phosphate; natri chloride; chét tay; chat bao quan; pH
>7.0.

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lwvgng twong duong)
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3.64 Dung dich pha lodng [Dung lam dung dich pha lodng méu trong truedng hop ndng do chat phan tich vt qua khoang do clia mL 1.200
chung phuong phap xét nghiém va tién pha lodng mau néi chung dugc chi dinh cho mot s xét nghiém.
- Quy cach: < 40 mL/Hop
- Thanh phan t6i thiéu: Hon hop protein; chat bao quan.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
3.65 Dung dich pha lodng [Dung Iam dung dich pha lo&ng méu trong truedng hop ndng do chat phan tich vt qua khoang do clia mL 300
mau phuong phap xét nghiém va tién pha lodng mau néi chung dugc chi dinh cho mot s xét nghiém.
- Quy cach: <40 mL/Hop
- Thanh phan: Bém huyét thanh ngua; chat bao quan.
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
3.66 Hoa chét kiém soat  [Dung trong kiém tra chét lugng dé kiém tra do dung va do chinh xac ctia xét nghiém mién dich . mL 300
chét lwvgng cac xét |- Quy cach: < 60 ml/Hop .
nghiém mién dich *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
nong do thap
3.67 Hoa chat kiém soat  [Dung trong kiém tra chét luong dé kiém tra dd dang va do chinh xac ctia xét nghiém mién dich . mL 300
chat lwgng cac xét |- Quy cach: < 60 ml/Hop .
nghiém mién dich -Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvong twong dwong)
nong do trung binh
3.68 Hoa chét kiém soat  |Dung trong kiém tra chét lvgng dé kiém tra d ding va dé chinh xac ctia xét nghiém Troponin T. mL 90

chét lvgng xét
nghiém Troponin T

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)
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4 | PP2600023636 |Phan 4: Hoa chat, vat tw st dung cho hé théng xét nghiém dong mau ty déng ( 11 san pham)
4.1 Ho4 chét do thoi Dung dé xac dinh thoi gian déng mau prothrombin (PT) hé tro chan doan, sang loc cac réi loan dong mL 8.000
gian PT cam mau va theo ddi diéu tri bang thudc chdng dong dudng udng cuing thudc khang vitamin K trong
huyét twong nguoi.
- Quy céach: 40mL/Hop (ImL = 10 test)
- S6 lwong mau danh gia: = 20
-Bo lap: < 2%
- Do tai lap: < 5%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
4.2 Dung dich rira cho  |Dung dé rira may xét nghiém déng mau hoan toan ty dong. Lit 80
may xét nghiém - Thanh phan t6i thiéu: Hydrochloric acid, Chat hoat déng bé mat khdng ion héa.
doéng mau hoan toan |- Quy cach: <5 Lit/ Hop
tw dong *Tiéu chudn: FDA/CE/ISO 13485 (hoic céc tiéu
chudn chét lvgng twong duong)
4.3 Hoa chat hiéu chuin [Dung dé hiéu chuan duoc thiét 1ap dé hiéu chuan truc tiép thoi gian prothrombin (PT), INR va % gia mL 12
cho xét nghiém thoi  |tri muc tiéu. D& xéac dinh gia tri ISI cuc bo.
gian prothrombin -Quy cach: < 6 mL/Hdp
(PT) *Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
4.4 Ho4 chét do thoi Dung dé dinh lvong thoi gian thromboplastin mdt phan hoat hda (APTT) trong viéc hd tro chan doan, mL 4.000
gian APTT sang loc céc rdi loan déng mau va theo ddi heparin khdng phan doan trong huyét twong ngudi.

- Quy céach: <20 mL/Hdp (1mL = 20 test)

Do lap: < 5%

- DO téi 1ap: < 6%

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng tvong duong)
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4.5 Hoa chét bd sung Dung lam thudc thir b sung cho xét nghiém dong mau. mL 5.400
cho xét nghiém dong |- Thanh phan t6i thiéu: Calcium Chloride.
mau (Calcium - Quy cach: < 150 mL/Hop
Chloride Solution)  |*Tiéu chudn: FDA/CE/ISO 13485 (hoac céc tiéu
chudn chét lvgng twong duong)
4.6 Hoa chat xét nghiém [Dung dé xéc dinh fibrinogen hé tro' chan doan céc réi loan cady mau hodc thiéu hut fibrinogen do bam mL 220
Fibrinogen sinh hoac mac phai hodc nguy co thiéu hut fibrinogen trong huyét trong ngudi.
- Quy céach: =210 mL/Hop (ImL = 20 test)
- S6 lwong mau danh gia: = 40
-bolap:<2%
- Do tai lap: < 5%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)
4.7 Dung dich dém pha |Dung dé pha lodng cho cac xét nghiém dong mau. mL 450
lodng cho cac xét - Thanh phan t6i thiéu: Sodium barbital; sodium chloride; pH 7.35 + 0.1
nghiém déng mau - Quy cach: =150 mL/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu
chudn chét lvgng twong duong)
4.8 Dung dich tdy rira dé [Dung dé rira cac kim hat trén hé théng may phan tich déng mau hoan toan tw déng. Lit 4

vé sinh kim hit cho
may xét nghiém
doéng mau ty ddng
hoan toan

- Thanh phan t6i thiéu: Sodium hypochlorite.
- Quy cach: <2 Lit/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng tvong duong)

35




STT | Maphan(lé) | Ténphanloé [Danh muc hang hoa DPac tinh, théng s6 k¥ thuat (hoac tvong duong) Bon vi tinh | Khoi lwong
4.9 Hoa chét xét nghiém |Dung dé dinh lwvgng khong chudn héa cac san pham thodi giang fibrin lién két chéo (D-dimers) dé loai mL 1.347
D-Dimer trir huyét khéi tinh mach sau (DVT) va thuyén tic phdi (PE) két hop véi thir nghiém danh gia ti 18 luu
hanh (PTP) & bénh nhan ngoai tri nghi nge DVT hodc PE trong huyét tuong nguoi.
- Quy céch: < 52 mL/Hop (ImL héa chét chinh > 15 test)
- Dai do: 0.17 dén 4.40 mg/L
- S6 lwong mau danh gia: = 80
-Do 1ap: < 8%
- D0 tai lap: < 15%
- Gi¢i han phat hién: < 0.5 mg/L
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)
4.10 Giéng phan tng st |La Cong phan (rng cho may xét nghiém déng mau va chira mau trong chirc nang kiém tra tién phan tich cai 140.000
dung trén may déng |trong may ddng mau tv dong da budc séng. Cong don st dung mét 1an, cé thé nap vao may tai moi thoi
mau tu dong diém.
- Chat liéu: polystyrene
- Quy cach: = 3000 céi/thung
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu
chuén chét lvgng tvong duong)
4.11 Hoa chét kiém soat  |La vat liéu kiém soat ding dé danh gia do chinh xéac va do chéch phan tich trong gi¢i han binh thwong mL 200
chét lvgng xét va bénh ly dé xac dinh D-Dimer.
nghiém D-Dimer - Quy cach: <10 ml/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hoic céc tiéu
chudn chét lvgng twong duong)
5 | PP2600023637 [Phan 5: Hoa chat, vat tw sir dung cho hé théng xét nghiém khi mau tu dong ( 05 san pham)
5.1 Dién cuc dé do La cdm bién xét nghiém dinh lwgng cac thdng s6 (pH, pO-, pCOy), ISE (Na+, K+, Cl-, Ca2+), Hct, cai 40

thong so glucose,
lactate cho hé théng
may khi mau

Glu, Lac trong mau ddng mach nguoi.
Dai do:
- pH: 6.500-8.000
- pO2: 10.0-600.0 mmHg
- pCO2: 10.0-150.0 mmHg
- Hct: 12.0-75.0%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong).
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5.2 Hoa chét xét nghiém [La xét nghiém do cac chi s6 BG (pH, pO,, pCO,), ISE (Na+, K+, Cl-, Ca2+), Hct, Glu, Lac trong mau Test 20.000
khi mau ddng mach nguoi.
- Nguyén ly: dién hoa, dién, quang hoc
-Quy cach: < 700test/binh
-Hiéu suét: 30 mau/gio
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng twong duong).
5.3 Hoa chat kiém soat  |La dung dich chirng da phan tich dling dé kiém soat toan hd hap cho gia tri pH thp va PCO2 cao, PO2 Ong 450
chat lwvgng khi mau  [giam, Na+, K+, Cl-, tHb va bilirubin gia tri thap, glucose c6 gia tri binh thwong va Hct, iCa2+, uré /
nong do 1 BUN, lactat c6 gia tri cao.
Quy cach: = 30 6ng/hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lugng tvong duong).
5.4 Hoa chét kiém soat  |La dung dich chirng da phén tich diing dé kiém sodat tat ca cac théng s6 c6 ndng do cac gid tri binh Ong 450
chét lwvgng khi mau  |thwong, ngoai trir glucose c6 mikc thap.
nong do 2 Quy céch: = 30 éng/hop
*Tiéu chudn: FDA/CE/ISO 13485 (hoic cac tiéu chudn chat lvgng twong duong).
5.5 Hoa chét kiém soat  |La dung dich chirng da phan tich dung dé kiém soat kiém ho hdp cho gia tri pH cao va PCO2 thép, Ong 450
chét lvgng khi mau  |PO2 ting, Na+, K+, Cl-, tHb, glucose va bilirubin c6 gia tri cao, Hct, iCa+, lactate va uré / BUN c6 gia
nong do 3 tri thép.
Quy céch: = 30 éng/hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lwgng twong duong).
6 | PP2600023638 |Phan 6: Hda chat, vat tu str dung cho hé thdng xét nghiém sinh héa nwéc tiéu tw dong ( 03 san pham)
6.1 Dung cu hat dung La mot 6ng duoc st dung trong moi tredng xét nghiém tai chd dé hat tryc tiép cac dung dich hiéu Cai 20.000

dich hiéu chun va
vat liéu kiém soéat
chét lvgng

chudn va vat liéu kiém soat chét lvgng tlr 6ng vao may phan tich.

Quy cach: = 150 cai/hop

Chét liéu: 6ng citng bang nhya polyme

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chat lvgng twong duong).
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6.2 Que hiéu chuin cho |Duling dé hiéu chudn xét nghiém téng phan tich nudc tiéu. Test 25
may phan tich nwéc  [Quy cach: = 25 test/hop
tiéu *Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong).
6.3 Que thir nude tiéu st |Que nhing str dung trén may phan tich sinh hda nudc ti€u tv dong t6i thiéu cac théng sd: pH, bach cau, Test 48.000
dung trén may xét nitrite, protein, glucose, ketones, urobilinogen, bilirubin, va hdng cau, ty trong, mau sic va do trong
nghiém tu déng clia nudc tiéu.
- Quy cach: < 400 test/hop
- Hiéu sudt: 240 mau/ git
- Do 1ap: 100%
- Do tai 1ap: 100%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng tvong duong).
7 | PP2600023639 |Phan 7: Hoa chét, vat tw st dung cho may xét nghiém do tdc do lang mau (02 san pham)
7.1 Thé xét nghiém mau |Dung dé do téc dd mau lang Cai 4

lang

Quy céch: = 1000 test/cai

Dai do: 1-120 mm/h

Do 1ap: <10%

Do tai lap: <10%

Hiéu suat: 24 mau / git

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lugng tvong duong).
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7.2 B6 Kiém soat chat Dung dé kiém soat chat lugng xét nghiém do tdc do mau lang hop 3
lvong mau lang Quy cach: <4 mL/hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc céc tiéu chuan chét lvgng twong duong).
8 | PP2600023640 [Phan 8: Hoa chat, vat tw str dung cho may xét nghiém PCR ty dong ( 13 san pham)
8.1 Xét nghiém dinh La mot xét nghiém khuéch dai acid nucleic in vitro dé dinh lugng DNA cla vi rit viém gan B (HBV) Test 3.000
lugng HBV trong huyét tvong hodc huyét thanh clia ngudi bi nhiém HBV. dwoc st dung dé do ndng do DNA HBV
& duong nén va trong qua trinh diéu tri dé hd tro danh gia dap (ng didu tri.
- Nguyén ly: St dung k¥ thuat chudn bi mau hoan toan tw dong (tach chiét va tinh sach acid nucleic)
sau d6 khuéch dai va phat hién bang PCR.
- Quy cach: < 192 test/hop
- Gi6i han dinh luvgng dwédi : < 10 IU/mL (trong 500 pL)
- Gi6i han dinh luvgng trén: = 1.00E+09 1U/mL
- P06 dac hiéu: = 99.9%
- D6 nhiém chéo: 0%
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
8.2 Hoa chat kiém soat  [Dung dich dung dé kiém soat chat lvong HBV duong tinh ndng do thap. mL 320
chét luvgng HBV - Quy cach: < 11 mL/Hoép
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
8.3 Hoa chét kiém soat  |Dung dich ding dé kiém soat chat lvgng HBVduong tinh ndng do cao. mL 320
chét lvgng HBV - Quy céch: < 11 mL/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hoic cac tiéu chudn chat lvgng twong duong)
8.4 Hoa chat kiém soat  [Dung dich ding dé kiém soat chat lvgng HBV am tinh. mL 160

chét lvgng HBV

- Quy cach: < 16 mL/Hop
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lugng trong duong)
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8.5

Hat tir

Puoc st dung khi thuc hién xét nghiém HBV trén hé théng tuy dong.

-Quy céch: = 480 test/ hop

-Thanh phén t6i thiéu: Hat thiy tinh tir tinh, dém Tris, methyl-4 hydroxybenzoate, natri azide
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

Test

3.000

8.6

Dung dich pha lodng

Pugc st dung dé pha loing mau khi thurc hién xét nghiém HBV trén hé théng ty dong.
-Quy cach: < 3500 mL/Hop

-Thanh phén t6i thiéu: D&ém Tris, methyl 4 hydroxybenzoate, natri azide

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

mL

168.000

8.7

Dung dich ly giai

Puoc st dung dé ly giai mau khi thirc hién xét nghiém HBV trén hé thong tw dong.

-Quy cach: < 3500 mL/Hop

-Thanh phén t6i thiéu: guanidine thiocyanate, polydocanol dithiothreitol, dihydro natri citrate
*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

mL

168.000

8.8

Dung dich rira

Puoc st dung khi thuc hién xét nghiém HBV trén hé thdng tuv dong.

-Quy cach: < 4.2 Lit/Hop

-Thanh phan: Natri citrate dihydrate, methyl-4 hydroxybenzoate

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chuan chat lvgng twong duong)

Lit

252

8.9

Processing Plate

Vit tu tiéu hao duoc st dung khi thirc hién xét nghiém HBV trén hé thong tv dong
-Quy cach: < 60 cai/thung
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng twong duong)

céi

240

8.10

Amplification Plate

Vat tu tiéu hao dwgc st dung khi thic hién xét nghiém HBV trén hé théng tu dong.
-Quy céach: < 120 céi/thung
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

cai

240

8.11

Liquid Waste Plate

Vit tu tiéu hao dugc st dung khi thuc hién xét nghiém HBV trén hé théng ty dong.
-Quy cach: < 60 cai/thung
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)

Céi

240
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8.12 Pau tip hit mau va  |La vat tu tiéu hao dwoc sir dung trong chan doan in vitro dé hat mau va thude thir dang 1dng, cho xét cai 11.520
thudc thtr nghiém HBYV trén hé thdng ty dong.
-Quy céch: = 5760 cai/Hop (c6 dau loc V=300 pl)
-Thanh phén t6i thiéu: khdng c6 Pyrogen, RNAse, DNAse, chét (rc ché PCR, DNA va ATP clia nguoi.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chuan chét lvgng twong duong)
8.13 Pau tip hit mau va  |La vat tu tiéu hao dwoc sir dung trong chan doén in vitro dé hdt mau va thude thir dang 1dng, cho xét cai 11.520
thudc thtr nghiém HBV trén hé théng tv dong.
-Quy cach: = 3840 cai/Hop (V=1mL c6 dau loc)
-Thanh phan t8i thiéu: khdng cé Pyrogen, RNAse, DNAse, chét tic ché PCR, DNA va ATP clia nguoi.
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
9 | PP2600023641 [Phan 9: Hoa chat, vat tw sir dung cho may Sentosa SA201 xét nghiém PCR (06 san pham)
9.1 HBV DNA Puoc dung dé dinh lvong DNA virus viém gan B (HBV) trong mau huyét thanh hay huyét tuong Test 3.000

nguoi, la xét nghiém khuéch dai dé dinh lvong HBV DNA trong huyét thanh va huyét twong bénh
nhan. Thir nghiém c6 kha ning phét hién 9 kiéu gen clia HBV, A-1 bang cach st dung mdi va doan do
dac hiéu v6i gen S clia bd gen virus.

-Quy céach: < 96 test/Hop

-Thanh phan t8i thiéu: chitng ndi tai (IC), HBV/IC Standard 1-4, HBV/IC RM Reagent Mix, RT PCR
Enzyme, Nuéc cat cho PCR.

-B06 dac hiéu: = 99.99%

-D06 tuyén tinh: tir 9 IU / ml dén 2.5x1079 U / ml

-Gidi han phat hién: < 11 1U/ml

*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chét lvgng trong duong)
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9.2

HCV RNA

Pugc dung dé dinh lvong RNA Hepatitis C Virus (HCV) trong mau huyét thanh hay huyét trong
ngudi, la xét nghiém khuéch dai dé dinh lvgong HCV RNA trong huyét thanh va huyét teong bénh
nhan. Thir nghiém c6 kha ning phét hién 8 kiéu gen clia HCV, béang céach sir dung mdi va doan do dic
hiéu vai trinh ty & vang 5’ chuwa dwgc md hda ctia b gen virus.

-Quy cach: < 96 test/HOp

-Thanh phén t6i thiéu: chiing ndi tai (1C), HCV/IC Standard 1-4, HCV/IC RM Reagent Mix, RT PCR
Enzyme, Nuéc cét cho PCR.

-B06 dac hiéu: = 99.99%

-D0 tuyén tinh: tir 50 1U/ml dén 4x10°10 1U/ml

-Gi@i han phat hién: < 20 1U/ml

*Tiéu chudn: FDA/CE/ISO 13485 (hoac cac tiéu chudn chat lvgng twong duong)

Test

1.000

9.3

Pau tip hit mau va
thudc thr

La vat tr tiéu hao duoc st dung trong chan doan in vitro dé hit mau va thudc thi dang 16ng, cho cac
xét nghiém sinh hoc phan tt
-Quy cach: =960 cai/Hop (V=200 pl c6 dau loc)

-Thanh phan t8i thiéu: khdng cé Pyrogen, RNAse, DNAse, chét tic ché PCR, DNA va ATP clia nguoi.

cai

11.520

9.4

PCR Strip tubes

La vat tv tiéu hao dugc st dung trong xét nghiém HBV, HCV

Cai

1.000

9.5

PCR Strip tubes

La vat tv tiéu hao dugc st dung trong xét nghiém HBV, HCV

céi

1.000

9.6

Hoé chét ly trich
DNA/RNA

La dung dich duing dé tinh ché acid nucleic (DNA/RNA).

-Quy cach: < 96 test/thung

-Thanh phan t8i thiéu: Protein K, Lysis Buffer, Washing Buffer, hat tir, Elution Buffer
*Tiéu chudn: FDA/CE/ISO 13485 (hodc cac tiéu chudn chat lvgng trong duong)

test

4512
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10 | PP2600023642 |Phan 10: Hoa chat xét nghiém Toxocara IgM (Giun diia ch6-méo) (01 san pham)
10.1 Hoa chat xét nghiém [Hoa chat tim khang thé Toxocara IgM (Giun diia ch6-méo) béng phuong phap Elisa, thanh phan hoa test 960
Toxocara IgM chat t6i thiéu gom: enzyme lién hop, co chét; dung dich dirng phan (rng, chirng am, chirng duong.
(Giun dtia chd-méo) [Tiéu chuén chat lvgng: 1ISO 9001/ I1ISO 13485/ CE hodc twong duong
11 | PP2600023643 |Phan 11: Hoa chat xét nghiém Strongyloides IgM (Giun Iuon) (01 san pham)
111 Hoa chat xét nghiém [Hoa chét tim khang thé Strongyloides IgM (Giun luon) bang phwong phap Elisa , thanh phan hoa chét test 960

Strongyloides IgM
(Giun lwon)

toi thiéu gdbm: enzyme lién hgp, co chat; dung dich dirng phan &ng, chirng am, chirng dwong.
Tiéu chuan chét lwong: 1SO 9001/ 1SO 13485/ CE hodc twong duong
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