Chuong V. YEU CAU VE KY THUAT

1. Gi6i thi¢u chung vé du an/dy toin mua sim, géi thau
- Chu dau tu: Bénh vién da khoa Son Tay

- Tén ké hoach lya chon nha thiu: Mua sim vt tu hoa chit tai Bénh vién
da khoa Son Tay nam 2026-2027

- Tén g6i thau: G6i 9: Hoa chat xét nghiém khoa Hoa sinh
- Gia g6i thau: 5.161.198.873 VND

- Nguén von: Nguén thu dich vu kham bénh, chita bénh bao hiém y té,
nguon thu dich vy kham bénh, chita bénh khong bao hiém y té va ngudn thu hop
phap khac tai don vi..

- Hinh thtrc lya chon nha thau: PAu thau rong rai qua mang

- Phuong thirc lya chon nha thau: 01 giai doan, 01 tai hd so

- Thoi gian t6 chuc lya chon nha thau: 90 ngay

- Thoi gian bat dau t6 chirc lua chon nha thau: Quy LII nim 2026

- Loai hop dong: Pon gia ¢ dinh

- Thoi gian thuc hién géi thau: 12 thang ké tir ngdy hop dong c6 hiéu luc
- Ty chon mua thém: T6i da 30% tuwong duong 1.548.359.662 VND

2. Yéu ciu vé ky thudt

a) Yéu cau chung

- Nha thau du diéu kién cung cép va hang hoa dugc phép luu hanh trén thi
truong theo quy dinh phap luat hién hanh;

- Hang héa méi 100%, dam bao han st dung t6i thiéu 06 thang doi voi hang
hoa c6 han dung tir 02 nam tré 1én; 03 thang doi v6i hang hoa c6 han dung tir 01
dén 02 nam; % han dung dbi voi hang hoa c6 han dung dudi 01 nam theo nha san
xuat khi ban giao hang hoa.

- Nha thau dé xuat pham vi cung cip, ngay giao hang phu hop voi tién do
thuc hién ké hoach lua chon nha thau.



b) Yéu ciu vé ky thuat

STT

Tén hang hoa

Théng s6 ky thuit va cac tiéu chuin

(Nha thau cé thé chao tuwong dwong hodc tét hon)

Quy cach
dong goi

Phin 9.1: Héa chét theo may GEM 3000

Hoa chit xét nghiém
khi mau

Cartridge t6i thiéu do céc thong s6: Khi mau (pH,

pCO2, p02), bién giai (Na+, K+, Ca++), Glucose,

Lactat, Hematocrit (Hct).
Phu hgp cho méy xét nghiém khi mau GEM 3000

300 test/
hop

Bom tiém trang
Heparin

Bom tiém trang Heparin. Str dung 1 1an, v6 khuén,

chat liéu tdi thiéu bang nhya y té, dung tich 1 ml,
cé trang Heparin

50 cai/ hop

Phan 9.2: Hoa chit theo may dién giai 30 EASYLYTE

Hoa chat dién gidi 4
thong s6 Na/K/Cl/Ca

*Pack hoa chét dién giai sir dung cho viéc xéc
dinh dinh Iuwgng cua cac ion Natri (Na +), Kali (K
+), Clorua (Cl-), Canxi (Ca ++) va Lithium (Li +)
trong huyét thanh, huyet twong ngudi, mau toan
phan va nuéce tleu bang may xét nghiém dién giai
*Thanh phan t6i thiéu:

Standard A Solution: Na+; K+; Cl—; Cat++; Li+;
Buffer; Chat bao quan; Wetting Agent Standard B
Solution: Na+; K+; Cl—; Ca++; Li+; Buffer Chat
bao quan; Wetting Agent Wash Solution:
Ammonium bifluoride

Waste Container

800ml/hop

bién cyc quy chiéu Ca

Dién cuc tham chiéu ding cho may dién giai
Na/K/Ca/pH va Na/K/Cl/Cal/Li

1 céi

bién cuc Na+

Dién cuc Na dung cho may xét nghiém dién gii

1 céi

bién cuc K+

Dién cyc K dung cho may xét nghiém dién giai

1 céi

bién cuc CI-

Dién cuc Cl dung cho may xét nghiém dién giai

1 céi

Pién cuc Cat++

Dién cuc Ca dung cho may xét nghiém dién giai

1 céi

Dung dich kiém chuin
2 muc

Dung dich kiém chuan test Na+, K+, Cl-, Li+,
Ca++, pH, gdm 2 murc binh thuong va bét thuong.
Thanh phan tdi thiéu gdm: dung dich mudi, chét
dém, albumin bo, chét bao quan.

Phu hop véi may xét nghiém dién giai Easylyte
Expand.

2x10 ml

10.

Day bom

B6 day bom dung cho may dién giai
Thanh phan t01 thiéu gom: 1 duong 6 ong bom, 1
duong 6ng miu va 1 duong dng miu ngin




11.

Dung dich rira may

Dung dich 1am sach hang ngay dé loai bo céc cin
protein trén cac may xet nghiém dién giai

Thanh phan tdi thiéu 1 hop gom:

- Daily Cleaner Diluent- Pha loang rira hang ngay:
HCI, NH5F2 va mudi.

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

1 Io Rinse
90 mL +6
lo Pepsin

12.

Dung dich pha loang
nudc ticu

Dich pha lodng nudc tiéu trude khi phan tich dung
cho may xét nghiém dién giai

500 ml

Phin 9.3: Héa chét theo may x

ét nghiém nwéc titu COMBOSTIK R-300

13.

Que test nudc ticu

Thanh thir nu6e tiéu 11 thong s6 chay may nudc
tiéu.

Céc thong sb do dugce tdi thiéu: Glu (Glucose),
Pro (Protein), pH, Bld (Blood — mau), Ket
(Ketone), Nit (Nitrite), Bil (Bilirubin), Uro
(Urobilinogen), SG (Specific Gravity),
Leu(Leukocytes), AsA (Ascorbic Acid).

100 test/
hop

14.

Hoéa chat kiém chung
nudc tiéu muc 1

Dang long sir dung ngay, 100% Nudc tiéu ngudi,
phu hop cho ca xét nghiém POCT, chira 13
thong sb xét nghiém. On dinh dén han tai <2-
>8°C.

12x12ml

15.

Hoéa chat kiém chung
nudce tiéu muc 2

Dang long sir dung ngay, 100% Nudc tiéu ngudi,
phu hop cho ca xét nghiém POCT, chtra 13
thong s6 xét nghiém. On dinh dén han tai <2-
>8°C..

12x12ml

Phén 9.4: Hoa chit theo may BS800 va BX 4000

16.

Hoa chat dinh lwong
Albumin

Dé dinh luong Albumin trong trong huyét thanh
va huyét trong ngudi trén hé thong do quang
trong chan doan in vitro.

Thanh phan, Nong d9 t6i thiéu
Bromcresolgreen: > 0.15mmol/L

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Lo< 100 ml

17.

Hoa chat dinh lwong
GOT (AST)

Dé dinh lugng GOT (ASAT) trong huyét thanh
hodc huyét twong ngudi trén hé thong do quang
trong chan doan in vitro.

Thanh phan, ndng do tdi thiéu

TRIS-Buffer: > 80 mmol/L

L-Aspartate: > 200 mmol/L

LDH: > 0.8 U/mL

MDH: > 0.5 U/mL

NADH: > 0.18 mmol/L

Téi thiéu dat tiéu chudn chét lugng: ISO 13485

Rl:Lo<

100 ml +

R2: Lo <
soml




hodc twong duong
Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

Dung dé dinh luong Amylase trong huyét thanh,
huyét twong hodc nudc tiéu nguoi trén hé thong do
quang

Thanh phan, ndng do tdi thiéu:

Héa chit dinh luong | BUMfer soms
18. A(r)na Igsea i WONE | Glucosidase: > 2 KU/L R Lo <
Y Ethyliden-G7-PNP: > 3 mmol/L oml
Tai thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong
Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000
Dé dinh lugng GPT (ALAT) trong huyét thanh va
huyét twong nguoi trén hé thong do quang trong
chan doan in vitro
Thanh phﬁn, néng d6 tdi thiéu:
Buffer: > 70 mmol/L R1: Lo <
19 Hoéa chit dinh lugng | L-Alanine: > 410 mmol/L 100 ml +
" | GPT (ALT) LDH: > 1.2 U/mL R2: Lo <
NADH: > 0.3 mmol/L 80 ml
Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong
Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000
Pé dinh luong Bilirubin truc tiép trong huyét
thanh hodc huyét tuong ngudi trén hé thong do R1: Lo <
. I quang " =
20. H.O'fl chat dmh; lrong Téi thiéu dat tiéu chuan chat lugng: ISO 13485 48_m| *
Bilirubin tryc tiép hodic tuong duong R2: Lo <
Phu hgp chay trén may xét nghiém sinh hoa BS- 12 mi
800 va may BX-4000
Dé dinh luong Bilirubin toan phan trong’huyé’t
;ILa;;]};hoac huyét turong nguoi trén h¢ thong do RI:Lo<
01, | Hoa chat dinh luong | 7.5 p:a 4t ticu chudn chét rong: ISO 13485 58 ml +
Bilirubin toan phan hodc tuong dwong R2: Lo <
| A s A . 32 ml
Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000
Pé dinh lugng Cholesterol trong huyét thanh va
huyét twong nguoi trén hé thong do quang trong
. chan doan in vitro
oo | Hoa chat dinh luong | Thanh phan, ndng do t6i thiéu: Lo <100
" | Cholesterol mi

Phosphate buffer: > 30 mmol/L
4-Aminoantipyrine: > 0.25 mmol/L
Phenol: > 5 mmol/L
Cholesterolesterase: > 150 U/L




Cholesteroloxydase: > 100 U/L

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

23.

Hoéa chat dinh luong
Creatine Kinase

Dé dinh lwong nong d6 CK-NAC trong huyét
thanh hodc huyét tuong ngudi trén hé thong do
quang trong chan doan in vitro.

Thanh phan, ndng do tdi thiéu:

Imidazole: > 83 mmol/I

Magnesium acetate: > 10 mmol/l

Glucose: > 20 mmol/l

N-acetylcysteine: > 0.2 mmol/l

EDTA: > 2 mmol/l

ADP: > 2 mmol/l

NADP: > 2 mmol/l

AMP: > 4.2 mmol/l

Glucose-6-phosphate dehydrogenase (G-6-PDH):
> 1.5 KU/

Hexokinase: >4 KU/I

Phosphocreatine: > 30 mmol/l

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

R1: Lo <
50 ml +

R2: Lo <
20 ml

24,

Hoa chat dinh lugng
CK-MB

Dé dinh lugng CK-MB trong huyét thanh hodc
huyét tuong nguoi trén hé thong do quang trong
chan doan in vitro.

Thanh phan, néng do t6i thiéu:

Imidazole: > 83 mmol/ L

Magnesium acetate: > 10 mmol/L

Glucose: > 20 mmol/L

N — acetylcysteine: > (0.2 mmol/L

EDTA: > 2 mmol/L

ADP: >2 mmol/L

NADP: >2 mmol/L

AMP: > 4.2 mmol/L

Glucose-6-phosphate dehydrogenase : > 1.5 KU/L
Hexokinase: >4 KU/L

Phosphocreatine: > 30 mmol/L

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Rl: Lo <
50 ml +

R2: Lo <
20 ml

25.

Huyét thanh kiém tra
CK-MB muc binh
thuong

Huyét thanh kiém tra CK-MB

Thanh phan ti thiéu: 1 huyét thanh chuan dang
dong kho dya trén huyét thanh nguoi .

Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Lo <5ml




Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

26.

Huyét thanh kiém tra
CK-MB  mic  bat
thuong

Huyét thanh kiém tra CK-MB

Thanh phan t4i thiéu: 13 huyét thanh chuin dang
d6ng kho dua trén tir huyét thanh nguoi.

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

Lo <5ml

27.

Chat hiéu chuan CK-
MB

Thanh phan t4i thiéu: 13 huyét thanh chuin dang
d6ng kho dua trén tir huyét thanh nguoi.

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo > 1ml

28.

Hoéa chat dinh luong
Creatinine

Pé dinh lugng Creatinine trong huyét thanh, huyét
tuong va nudc tiéu trén hé théng do quang trong
chan doan in vitro.

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

R1: Lo <
67 ml +

R2: Lo <
42 ml

29.

Hoa chat dinh luwong
GGT

Pé dinh luong GGT (Gamma-
Glutamyltransferase) trong huyét thanh hodc huyét
trong nguoi trén he thong do quang

Thanh phan, néng do toi thiéu:

TRIS-Buffer: > 85 mmol/L

Glyclyglycin: > 150 mmol/L
L-y-Glutamyl-3-carboxy-4-nitroanilide: > 2.9
mmol/L

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Rl:Lo<
57 ml +

R2: Lo <
32 ml

30.

Hoéa chat dinh luong
Glucose

Dé dinh luong Glucose trong huyét thanh va huyet
twong nguoi trén hé théng do quang trong chan
doén in vitro.

Thanh phan, néng do toi thiéu:

Phosphate buffer: > 0.1 mol/L

Glucose oxidase: > 4 KU/L

Peroxidase: > 1.5 KU/L

Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo <100
ml




31.

Hoéa chat dinh luong
HDL- Cholesterol

Dé dinh lugng nong d6 HDL-Cholesterol trong
huyét thanh ngudi trén hé théng do quang trong
chan doan in vitro

Thanh phén, ndng d t6i thiéu:

Good’s bufer: > 30 mmol/L
Cholesterolesterase: > 600 U/L
Cholesteroloxidase: > 380 U/L
4-Aminoantipyrine: > 0.9 mmol/L

Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

R1: Lo <
60 ml +

R2: Lo <
42 ml

32.

Hoba chét chuin
HDL/LDL- Cholesterol

Hoa chat hiéu chuan HDL/ LDL trén hé théng do
quang trong chan doan in vitro.

Thanh phan t4i thiéu: 13 huyét thanh dong kho san
xudt tir huyét thanh nguoi

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo <3ml

33.

Hoa chat dinh luwong
LDL- Cholesterol

Pé dinh luong LDL-Cholesterol trong huyét thanh
va huyét twong nguoi trén hé théng do quang
trong chan doan in vitro.

Thanh phan, ndng do tdi thiéu

Good’s buffer: >25mmol/L
Cholesterolesterase : > 600 U/L
Cholesteroloxidase: > 500 U/L

Catalase: > 600 KU/L

Good’s buffer: > 25 mmol/L
4-Aminoantipyrine: > 3.4 mmol/L

Peroxidase: > 4 KU/L

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Rl: Lo <
60 ml +

R2: Lo <
42 ml

34.

Hoa chat dinh lwong
Protein

Dé dinh luong total Protein trong huyét thanh va
huyét twong nguoi trén hé thong do quang trong
chan doan in vitro

Thanh phan, néng d t6i thiéu:

Potassium iodide: > 30 mmol/L

Sodium hydroxide: > 200 mmol/L

Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo <100
ml

35.

Hoa chit dinh lwong
Triglycerides

Dé dinh luong Triglyceride trong huyét thanh va
huyét twong nguoi trén hé thong do quang trong
chan doan in vitro

Lo <100ml




Thanh phan, ndng do toi thiéu:

Buffer: > 40 mmol/L

4-Chlorophenol: > 5 mmol/L

Magnesium ione: > 4.5 mmol/L

ATP: > 1 mmol/L

Peroxidase: > 0.5 U/mL

Glycerol kinase: > 0.4 U/mL
4-aminoantipyrine: > 0.25 mmol/L
Glycerol-3-phosphate oxidase: > 1.5 U/mL
Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

Str dung trong xét nghiém In vitro dé dinh luong

Urea trong huyét thanh, huyét twong va nude tiéu
ngudi trén hé théng do quang trong chan doan in

vitro

Thanh phﬁn, néng d6 tdi thiéu:

Rl: Lo <
Hoa chit dinh luong TRIS b'uffer: > 50 mmol/L 100 ml +
36. Urea Urease: > 1000 U/L R2: Lo <
Glutamate dehydrogenase: > 0.4 KU/L 86 ml
NADH: > 0.18 mmol/L
Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong
Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000
Dé dinh luong Uric acid trong huyét thanh, huyét
twong va nudc tiéu ngudi trén hé thdng do quang
trong chép doaninvitro
Thanh phan, nong d¢ toi thiéu: RI:Lo<
. I Phosphate-buffer: > 70 mmol/L
Hoéa chat dinh lugng C 100 ml +
37. Acid Uric Uricase: > 0.75 U/mL R Lo <
POD:>10U/mL ’ 86 ml
Tai thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong
Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000
Xac dinh Protein phan tng C (CRP) trong huyét
thanh nguoi.
Thanh phan, néng do tdi thiéu:
bém RI1: Lo <
gg | Hoa chat dinh luong | Sodium azide 25 ml +
" | CRP Khang thé da dong tir dé khang CRP nguoi R2: Lo <
Téi thiéu dat tiéu chuan chit lugng: ISO 13485 10 ml

hodc tuong duong
Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000




39.

B huyét thanh higu
chuan CRP

Dé xay dung dudng chuan trong dinh luong CRP
(hoa chét hiéu chuan cho xét nghiém CRP)
Thanh phan tdi thiéu: tir huyét trong chita CRP
Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

1 by gom 5
muc, moi
murc < 1 ml

40.

Huyét thanh kiém tra
CRP muc thap

Kiém soat do chinh xac trong xac dinh CRP
Thanh phan ti thiéu: La sy pha lodng tir huyét
turong. Chit bao quan: sodium azide

Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo<1ml

41.

Huyét thanh kiém tra
CRP mtrc cao

Kiém soat do chinh xac trong xac dinh CRP
Thanh phan tdi thiéu: La su pha lodng tir huyét
tuong ngudi. Chét bao quan: sodium azide

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo<Iml

42.

Hoéa chat dinh luong
Protein niéu

Pé dinh lugng Protein trong dich ndo tiiy va nudc
tiéu nguoi trén hé thong do quang trong chan doan
in vitro

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc twong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Lo <50ml

43.

Chét kiém tra cho xét
nghi¢ém dinh lugng
Protein niéu

Dung dé kiém soat Protein trong nudc tiéu mirc
thép/cao

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc twong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Ll:Lo>1
ml; L2: Lo
>1ml

44,

Hoa chit dinh lwong
Microalbumin

Xéc dinh Microalbumin trong nudc tiéu ngudi
Thanh phan, ndng do tdi thiéu:

Accelerator

Sodium azide

Dbém

Khang thé da dong tir dé khang albumin ngudi
Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Rl:Lo<
25 ml +

R2:Lo<
10 ml




45.

Kiém tra chit luong xét
nghiém Microalbumin
muc thap

Vit liéu kiém soat Microalbumin mirc thap
Kiém soat do chinh xac dbi voi dinh lugng sinh
héa mién dich Microalbumin trong nudc tiéu
(albumin ni¢u).

Thanh phan ti thiéu: Tir huyét tuong ngudi

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000

Lo<1ml

46.

Kiém tra chat luong xét
nghiém Microalbumin
murc cao

Vit liéu kiém soat Microalbumin mirc cao
Kiém soat do chinh xac d6i v6i dinh lugng sinh
héa mién dich Microalbumin trong nuéc tiéu
Thanh phan t4i thiéu: Tir huyét tuong nguoi

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc twong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo<Iml

47.

Hoa chat chuan

Microalbumin

Chét hiéu chuin Microalbumin 5 muc

Thanh phan tdi thiéu: Tir huyét tuong nguoi
Chét bao quan: Natri Azide

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Bo gdom 5

murc, moi

muc <1
mi

48.

Hoa chat dinh luwong
Iron

Pé dinh luong Sat trong huyét thanh va huyet
twong nguoi trén hé théng do quang trong chan
doén in vitro

Téi thiéu dat tiéu chuan chat lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Rl: Lo <
50ml + R2:
Lo <20ml

49.

Huyét thanh kiém tra
muc binh thuong

Dung dé kiém tra cac gia tri mirc thuong da thong
sO dya trén huyét twong hodc huyét thanh nguoi
Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

Lo<5ml

50.

Huyét thanh kiém tra
muc cao

Dung dé kiém tra cac gia tri mirc bt thuong da
thong sb dua trén huyét twong hoic huyét thanh
nguoi.

Téi thiéu dat tiéu chuan chat luong: ISO 13485
hodc tuong duong

Phu hop chay trén may xét nghiém sinh ho4 BS-
800 va may BX-4000

Lo<5ml

o1.

Huyét thanh hiéu chuan

Chét hiéu chuan dong kho dua trén huyét thanh
nguoi.

Lo<3ml




Téi thiéu dat tiéu chudn chét lugng: ISO 13485
hodc tuong duong

Phu hgp chay trén may xét nghiém sinh hoa BS-
800 va may BX-4000

ngc S}"I dung lam sagh méy xét nghiém
To1 thi€u dat ti€u chuan chat lugng: ISO 13485

52. E(;glg dich rra mdy sinh hodc tuong duong Z(I)Jgofnl
Phu hop chay trén may xét nghi¢m sinh hoa BS-
800 va may BX-4000
Dé dinh luong Alcohol (qé)n) trong huyét thanh,
) hqyét tuong hodc nudce tiéq nguoi. R1: Lo <
Hoéa chat dinh lugng | Toi thiéu dat ti€u chuan chat lugng: ISO 13485 e
53. < 28ml + R2:
Alcohol hodc twong duong Lo < 7ml
Phu hgp chay trén may xét nghiém sinh hoa BS- T
800 va may BX-4000
Chat kiém chuan/ kiém soat duoc st dung cho xét Ll:Lo<
nghi¢m Alcohol (Blood Ethanol). 10 ml +
£4 Chat hiéu kiém chuan | T4i thiéu dat tiéu chuan chat lugng: ISO 13485 L2:Lo<
" | Alcohol hodc tuong duong 10 ml +
Phu hgp chay trén may xét nghiém sinh hoa BS- Cal (néu
800 va may BX-4000 c0) <2ml
Chat lam sach cho méay xét nghiém
Dung dich rita méy BX Tévi thiéu dat tiéu chuan chat luong: ISO 13485 Lo<
55. 4000 (1) hodc twong duong 1000ml
Phu hop chay trén may xét nghiém sinh ho4 may
BX-4000
buogc str dung lam sach may xét nghiém
Thanh phan t6i thiéu: Dung dich c6 tinh kiém
e | Dung dich ria may BX Téi thiéu dat tiéu chuan chét lugng: ISO 13485 Lo<
" | 4000 (2) hoac tuong duong 2000ml
Phu hop chay trén may xét nghiém sinh ho4 may
BX-4000
Chat 1am sach cho may xét nghiém
Thanh phén tdi thiéu: Co chira chat hoat dong bé
. , , mat
57, | Dung dich ria may BX | 18t s ot tieu chudn chét luong: 1SO 13485 Lo <
4000 (3) < 2000ml
hodc tuong duong
Phu hgp chay trén may xét nghiém sinh hod may
BX-4000
58 Bong dén Halogen theo | Bong dén Halogen 12V20W dung cho may xét 1 cai
" | may Bs 800 nghiém sinh héa BS800
59 Bong den Halogen theo | Bong dén Halogen 12V20W dung cho may xét 1 cai
" | may BX 4000 nghiém sinh hoéa BX4000.

Phin 9.5: Héa chét theo may Premier Hb9210




Hoa chit xét nghiém HbA 1¢ sir dung trén may
Premier Hb9210.

Thanh phan t6i thiéu:

- Dung dich Buffer A: Nudc, Methanol, dd
Ammonia

Bo hoa chat chay xét | - Dung dich Buffer B: Nudc, Methanol, dd
nghiém HbAlc trén | Ammonia

may sic ky long hiéu | - Dung dich Diluent: Nudc, TRITON X100,
nang cao Sodium azide

- Dung dich Wash: Nudc, Ethanol, Methanol,
Sodium azide

- Cot phan tich: Polymer gel

Phu hop voi may xét nghiém HbA 1C trén may sic
ky long Premier Hb9210

500 tests
/Bo (BO
500 Test)

60.

Hoa chét str dung dé kiém soat hiéu ning ctia xét
nghiém dinh luong Glycated Hemoglobin.

Thanh phan tdi thiéu: Méau toan phan

Phu hop voi may xét nghiém HbA 1C trén may sic
ky léng Premier Hb9210

Chét kiém ching mirc 1
cho xét nghiém Hbalc

2x500ul

61. /Hop

Hoa chat sir dung dé hiéu chuan cua xét nghiém

Chét hiéu chuan cho xét dinh lugng HbalC theo nguyén ly ai luc.

62. nohiém Hbalc Thanh phan t6i thiéu: M4u toan phan ’
ghie Phu hop véi may xét nghiém HbA1C trén may sac

ky léng Premier Hb9210

2x500ul
/Hop

3. Cac yéu cau khac

- NOp ban cam két va thuc hién theo yéu cau cua chu du tu cic ndi dung
Sau:

+ Nha thau di diéu kién cung cdp va hang héa dwoc phép luu hanh trén thi
truong theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoa va dich vu lién quan co xuat xir ro rang, hop phdp,

+ Hang héa cung cdp méi 100%, dam bdo han sir dung toi thiéu 06 thang doi véi
hang héa c6 han dimg tir 02 nam tré 1én; 03 thang doi véi hang héa ¢é han ding tir 01
dén 02 nam; % han ding doi véi hang héa c6 han dimg dwdi 01 nam theo nha san xudt
khi ban giao hang hoa;

+ Cung cdp hang mau trong trwong hop cé yéu cau cia Chi dau tir,

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc die trix cia bén
mua (bang E-mail hodc dién thoai trong truong hop khan cap); Riéng doi véi hang héa
tring thau ding dot xudt, khan cdp... bdt budc giao hang tai kho bén mua khéng qud
24 gio;




+ Thu héi hang hod trong truong hop hang hod da giao nhing khéng dam bdo
chat luwong, hoac khong sw dung dwoc voi trang thiét bi hién cé cia don vi thu hwong,
hodic ¢é théng bdo thu hoi ciia co quan c6 tham quyén ma nguyén nhan khéng do 16i
ctia chi dau tu;

+ Co nang lyc tw thuc hién cac nghia vu bao hanh, bao tri, duy tu, bao duong,
swka chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau ban hang theo yéu
cau cia E-HSMT hodc ky hop dong nguyén tic véi don vi c6 dii kha nang thuwce hién
nghia vu bao hanh, bdo tri, duy tu, bdo dwéng, sira chita, cung cdp phu ting thay thé
hodic cung cdp cdc dich vu sau bén hang theo yéu cau ciia E-HSMT;

+ Théng bdo bang van ban dén chii dau tw trong truong hop hang héa cé bt ky
thay doi tir nha san xudt.

- Nha thau chuan bj 1 bd E-HSDT ban gbc dé Chii dau tu luu trit khi duoc
moi doi chiéu tai lidu.



