Phan 2. YEU CAU VE KY THUAT
Chwong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thuat

1.1. Gi6i thiéu chung vé duw dn/dw todn mua sim, géi thiu

- Chu dau tu: Trung tdm Y té khu vuc Chi Lang.

- Tén goi thau: Mua hoa chat cho may sinh hoa M400, huyet hoc Star Diff 3,
nuée tiéu Click-50, mién dich huynh quang va sinh pham y té

- Tom tat cong viée chinh cta goi thag. Thyc hién Mua hoa chét cho may sinh
hoa M400, huyét hoc Star Diff 3, nudc ti€u Click-50, mién dich huynh quang va
sinh phdm y té

- Gia goi thau: 950.065.000 dong (Bang chit: Chin tram nam muoi triéu,
khong tram sdu mwoi lam nghin dong chan)

- Ngudn vén: Nguon thu sy nghiép y té.

- Hinh thirc lua chon nha thau: Chao hang canh tranh trong nudc qua mang.

- Phuong thurc: Mot giai doan mét thi ho so

- Thoi gian t6 chirc Iira chon nha thau: 30 ngay

- Thoi gian bat dau t chirc Iyra chon nha thau: Quy I ndm 2026

- Loai hop dong: Tron goi

- Thoi gian thyc hién g6i thau: 03 thang ké tir ngay hop déng c6 hiéu lyuc

- Tty chon mua thém: Khong ap dung

1.2. Yéu céu vé ky thudt

1.2.1. Yéu céu chung:

- Hang hoa phai c6 xuét x{r 1d rang bao gém (tén hang hoa, ky ma hiéu don
Vi san xuat, xuat xur). q

- Hang hoa phai m¢i 100% nguyén dai, nguyén kién, dong goi theo tiéu chuan
cua nha san xuat, san xuat nam 2025 tr¢ lai day.

1.2.2. Yéu céu k¥ thuét cu thé

ST | Ma phin | Tén phin
T (16) (16)

Yéu cu vé tinh niing/ ky thuat toi

Danh muc hang héoa thiéu

Ho4 chat
dung cho
may sinh
PP2600073 | hoa M400
475 - MTI
Diagnostic
s GmbH/
buc




1.1

Thudc thir xét nghiém dinh luong
Albumin

Thubc thir Albumin

Phuong phap do: Bromocresol green
Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phén tich (gioi han phat hién
thap hon): 0.2 g/dl hodc 2 g/l

Thanh phan chinh:

Succinate buffer, pH 4.2 75 mmol/l
Bromecresol green 0.15 mmo/l

Brij 35 7 ml/l

Detergents and stabilizers >0.1 %
Bovine albumin concentration
according to

CRM 470 (IFCC) 4.0 g/dl

RPPHS 91/0619 4.0 g/dl

SRM 927a (NIST) 4.5 g/dl

San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop 6x65ml

1.2

Thubc thir xét nghiém dinh lugng
Alcohol Ethanol

Thudc thir Alcohol ethanol

Pham vi do: 3.5 g/L

Gi6i han phat hién thip hon 12 0.1 g/L
Budc séng 376 nm (360 — 380 nm)
Thanh phan chinh:

Buffer pH 8.3 300 mmol/L

NAD+ 10 mmol/L

Alcohol dehydrogenase (ADH)* 200
kU/L

San pham c6 xuét xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 1x60ml; R2:
1x20ml

1.3

Vit liéu kiém soat chit luong xét
nghiém dinh lugng Alcohol
Ethanol

Vat liéu kiém soat chat luong xét
nghiém dinh lugng Alcohol Ethanol
Puoc chuin bi tir albumin huyét thanh
bo v&i chit bao quan va chat 6n dinh.
Gia tri:

- Control 1: Ethyl alcohol: 37.0 mg/dl,
8.03 mmol/l.

- Control 2: Ethyl alcohol: 95.0 mg/dl,
20.6 mmol/l

San pham c6 xuét xir thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy céch: Hop 2x1ml

1.4

Chat hiéu chuin xét nghiém dinh
lugng Alcohol Ethanol

Chat hiéu chuan xét nghiém dinh
luong Alcohol Ethanol

Thanh phan chinh:

Puoc diéu ché tir albumin huyét thanh
b ¢6 thém chit bao quan va chét 6n
dinh.

Ethanol D&i ching chira khéi luong
phan g ctia: hon hop 5-chloro-2-
metyl-4-isothiazolin-3-one va 2-
metyl-2H isothiazol-3-one (3:1)

San phim co xuét x{r thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop 1x1ml




1.5

Thudc thir xét nghiém a-Amylase

Thudc thir a-Amylase

Phuong phap: CNP-G3

Nguyén tic kiém tra:

Thtr nghiém so mau véi 2-chloro-4-
nitrophenyl-aD-maltotrioside (CNP-
G3) lam co chét tryc tiép.

Pham vi do: Lén t6i 1500 U / I (25.8
pka /1)

Gi6i han phat hién: 7 U /1 hodc 0.12
pkat /1

Thanh phan chinh:

MES buffer, pH 6.0 100 mmol/l
NaCl 350 mmol/l

Ca-Acetate 6 mmol/l

Potassium thiocyanate 900 mmol/l
CNP-G3 2.27 mmol/l

Stabilizers and detergents > 0.1 %
San pham c6 xut xt thudc cac nudc
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop 3x60ml

1.6

Thubc thir xét nghiém Bilirubin
direct

Thude thir Bilirubin Direct
Phuong phap DCA

Budc song 546 nm (540 — 560 nm)
Puong quang 1 cm

Pham vido tir 0.1 - 10 mg /dL
Giéi han phat hién thap hon 13 0.1
mg/dL.

Thanh phan chinh:

R1: EDTA-Na2 0.1 mmol/L
NaCl 150 mmol/L

Sulfamic acid 100 mmol/L

R2: 2.4-Dichlorophenyl-diazonium
salt 0.5 mmol/L

HC1 900 mmol/L

EDTA-Na2 0.13 mmol/L

San pham c6 xuét xi thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 3x50ml; R2:
3x10ml

1.7

Thubc thir xét nghiém Bilirubin
total

Thude thir Bilirubin Total

Phuong phap: DCA

Pham vi do tir 0.1 - 30 mg/dL

Gi6i han phat hién thap hon 13 0.07
mg/dL.

Thanh phan chinh:

R1: Phosphate buffer 50 mmol/L
NaCl 150 mmol/L

R2: 2.4-Dichlorophenyl-diazonium
salt 5 mmol/L

HCI 130 mmol/L

San pham c6 xudt xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 3x65ml; R2:
3x14ml




1.8

Thudc thir xét nghiém dinh luong
Calcium

Thubc thir Calcium

Phuong phap: Arsenazo III

Pham vi do: 0.04 — 20mg/dL (0.01 — 5
mmol/L)

Giéi han phét hién thap hon 1a 0.04
mg /dL (0.01 mmol /L)

Thanh phan chinh:

Phosphate buffer pH 7.5 50 mmol/L
8-Hydroxyquinoline-5-sulfonic acid 5
mmol/L

Arsenazo 111 120 pmol/L

Tiéu chuan: 10 mg/dL (2.5 mmol/L)
San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop 3x60ml

1.9

Thubc thir xét nghiém Cholesterol

Thudc thir Cholesterol

Phuong phap: ChOD-PAP
(Cholesterol oxidase/peoxidase)
Pham vi: 3-800 mg/dl (0.08-20.7
mmol/l)

Gi6i han phat hién: 3 mg/dl (0.08
mmol/l)

Thanh phan chinh:

R1: Pipes buffer, pH 6.9 90 mmol/l
Phenol 26 mmol/l

Cholesterol oxidase 200 U/l
Cholesterol esterase 300 U/1
Peroxidase 1250 U/l
4-Aminoantipyrine 0.4 mmol/l
Cholesterol Standard 200 mg/dl
(5.17mmol/l)

San pham c6 xuét xi thudc cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop 6x65ml

1.1

Thude thtr xét nghiém dinh lugng
Creatinine

Thudc thir Creatinine

Phuong phap: Jaffe

Pham vi do: 0.2 — 15 mg/dL (18 —
1330 pmol/L)

Gi6i han phat hién thap hon 13 0.2
mg/dL (17.7 umol/L)

Thanh phan chinh:

R1: Sodium hydroxide 0.2 mol/L
R2: Picric acid 20 mmol/L
Standard: 2 mg/dL (177 pmol/L)
San pham c6 xuét xi thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 4x66ml; R2:
4x16ml




1.1

Thudc thir xét nghiém Gamma-GT

Thubc thir Gamma-GT

Phuong phap: IFCC

Pham vi do: 3 - 280 U/1 (0.05 - 4.67
pkat/1)

Gioi han phat hién: 3 U/1 (0.05 pkat/1)
Thanh phan chinh:

R1: Tris Glycylglycin buffer pH 8.25
100 mmol/1

R2: L-y-Glutamyl-3-carboxy-4-
nitroanilide 2.9 mmol/l

San pham c6 xuat xtr thudc cac nudc
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop R1: 2x66ml; R2:
2x16ml

1.1

Thubc thir xét nghiém dinh lugng
Glucose

Thudc thir Glucose

Phuong phap: GOD-PAP (Glucose
oxidase/ peroxidase)

Pham vi do: Phuong phép diém cudi
tuyén tinh 1én dén 400 mg /dl (22.2
mmol/l). Phuong phap dong hoc 1én
dén 700 mg /dl (38.9 mmol/l).

Gi61 han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 0.1 mol/l
Phenol 7.5 mmol/l

GOD 12000 U/

POD 660 U/l

4-Amino-antipyrine 0.40 mmol/l
San pham c6 xuét xi thudc cac nude
G7

Tiéu chuén chit lugng ISO
13485:2016

Quy cach: Hop 6x66ml

1.1

Thubc thir xét nghiém GOT(AST)

Thudc thir GOT(AST)

Phuong phap: IFCC

Pham vi do: 0.160 ¢ 340nm hoac
0.080 ¢ 365nm

Gidi han phat hién: 4 U/l hoac 0.07
pkat/l

Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/l
L-Aspartate 200 mmol/l

LDH 800 U/l

MDH 600 U/1

R2: NADH2 0.18 mmol/l
2-Oxoglutarate 12 mmol/l

San pham c6 xuét xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 6x66ml; R2:
6x16ml




1.1

Thudc thir xét nghiém GPT(ALT)

Thubc thir GPT(ALT)

Phuong phap: IFCC

Pham vi do: 0.160 & 340 nm hoac
0.080 ¢ 365 nm

Gi6i han phat hién: 4 U/l hoac 0.07
pkat/l

Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/l
L-Alanine 500 mmol/l

LDH 1200 U/l

R2: NADH2 0.18 mmol/l
2-Oxoglutarate 15 mmol/l

San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop R1: 6x66ml; R2:
6x16ml

1.1

Thubc thir xét nghiém dinh lugng
HDL Cholesterol

Thudc thir HDL Cholesterol

Phuong phap: Direct

Pham vi do luong: 3-150 mg/dl (0.8 -
3.90 mmol/l)

Gidi han phat hién: 3 mg / dl (0.08
mmol/l)

Thanh phan chinh:

Good’s buffer, pH 7.0 100 mmol/I
Cholesterol oxidase >0.8 KU/I
Cholesterol esterase >1.0 KU/I
Catalase >500 KU/I

HDCBS 0.5 mmol/l

R2: Peroxidase 30 KU/I
4-Aminoantipyrine 4 mmol/l

San pham c6 xuét xir thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 3x50ml; R2:
2x25ml

1.1

Thubc thir xét nghiém Iron

Thudc thir Iron

Phuong phap: Ferene

Pham vi do: 5-1000 pg/dL (0.9 - 179
pmol/L).

Gi6i han phat hién thap hon 1a 5 pg /
dL (0.9 pmol/L).

Thanh phan chinh:

R1: Acetate buffer pH 4.5 1 mol/L
Thiourea 120 mmol/L

R2: Ascorbic acid 240 mmol/L
Ferene 3 mmol/L

Thiourea 120 mmol/L

San pham c6 xuét xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop R1: 3x67ml; R2:
3x16ml




1.1

Thube thir xét nghiém LDL
Cholesterol

Thudc thir LDL Cholesterol

Phuong phap: Truc tiép

Pham vi do: 5-100 mg/dl (0.13 - 26.0
mmol/l)

Do nhay phén tich (gioi han phat hién
thap hon):5 mg/dl (0.13 mmol/1)
Thanh phan chinh:

R1: Good’s buffer, pH 7.0 50 mmol/l
Cholesterol oxidase 500 U/l
Cholesterol esterase 600 U/l
Catalase 600 KU/

Ascorbate oxidase 3 KU/l

TOOS 2 mmol/l

R2: Peroxidase 4 KU/1
4-Aminoantipyrine 4 mmol/l

San pham c6 xuat xtr thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop R1: 3x50ml; R2:
2x25ml

1.1

Thube thir xét nghiém Total
Protein

Thudc thir Total Protein

Phuong phap: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/1)
Gidi han phat hién: 0.2 g/dl hoac 2.0
g/l

Thanh phan chinh:

Potassium iodide 30 mmol/I
Potassium sodium tartrate 32 mmol/l
Copper sulphate 18 mmol/l

Sodium hydroxide 200 mmol/l

San pham c6 xuét xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop 5x66ml

1.1

Thude thtr xét nghiém dinh lugng
Triglyceride

Thudc thir Triglyceride

Phuong phap: GPO-PAP (Glycerol
phosphate oxidase/peroxidase)
Pham vi do: 3-1000 mg/dl (0.05-11.4
mmol/l)

Gidi han phat hién: 3mg / dl (0.05
mmol/l)

Thanh phan chinh:

Pipes buffer pH 7.8 50 mmol/l
p-Chlorophenol 2 mmol/l
Lipoprotein lipase 150000 U/1
Glycerolkinase 800 U/l

Glycerol - 3 - P- oxidase 4000 U/
Peroxidase 440 U/l
4-Aminoantipyrine 0.7mmol/l
ATP 0.3mmol/l

Mg2+ 40 mmol/l

Na-cholat 0.20 mmol/l
Potassium-Hexacyanoferrat(Il)
Tumol/l

San pham c6 xuét x thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop 6x65ml




1.2

Thudc thir xét nghiém dinh luong
Urea

Thubc thir Urea

Phuong phap: UV kinetic

Pham vi do: 5-400 mg/dl (0.83 dén
66.4 mmol/l)

Gi6i han phat hién: 5 mg/dl (0.83
mmol/l)

Thanh phan chinh:

R1: TRIS buffer pH 7.8 50 mmol/l
GLDH >0.80 U/l

Urease > 12 U/ml

R2: TRIS* buffer pH 9.6 100 mmol/l
2-oxoglutarate 8.3 mmol/l

NADH > 0.23 mmol/l

San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Hop R1: 4x66ml; R2:
4x16ml

1.2

Thube thir chan lwong Uric acid

Thudc thir Uric acid

Phuong phap: Uricase-PAP

Pham vi do: 0.2 —20.0 mg/dl (11.9 —
1190 pmol/1)

Gidi han phat hién: 0.2 mg/dl (11.9
pmol/1)

Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmol/Il
DHBSA* 4 mmol/1

Uricase 60 U/l

POD 660 U/l

4-Aminoantipyrine 1 mmol/l
Preservative

* 3,5-Dichloro-2-hydroxy-
benzenesulfonic acid

Standard:

Uric acid 6 mg/dl (356.9 umol/l)
San pham c6 xuét xi thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Hop 4x65ml

1.2

Vat liéu kiém soat xét nghiém dinh
lugng xét nghiém sinh hoéa murc 1

Control Serum I 1a vat liéu ddi chiing
d6ng kho dua trén huyét trong nguoi,
da dugc khtr fibrin cho céc dai luong
do sau:

Total Acid Phosphatase, Non-
Prostatic Phosphatase, Albumin, Alk.
Phosphatase, ALT/GPT, a-Amylase,
a-Amylase pancreatic, AST/GOT,
Bilirubin total, Bilirubin direct,
Calcium, Cholesterol total, HDL-
Cholesterol, LDL-Cholesterol,
Cholinesterase, CK-MB, CK-NAC,
Copper, Creatinine, Glucose, GGT,
Iron, Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric
Acid, Urea, Zn.

San phim co xuét x{r thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy céch: Lo 5ml




1.2

Vit liéu kiém soét xét nghiém dinh
lugng xét nghiém sinh hdéa muc 2

Control Serum II 14 vat liéu ddi chimg
dong kho dya trén huyét trong ngudi,
da duoc khtr fibrin cho cac dai luong
do sau:

Total Acid Phosphatase, Non-
Prostatic Phosphatase, Albumin, Alk.
Phosphatase, ALT/GPT, a-Amylase,
a-Amylase pancreatic, AST/GOT,
Bilirubin Total, Bilirubin Direct,
Calcium, Cholesterol, HDL-
Cholesterol, LDL-Cholesterol,
Cholinesterase, CK-MB, CK-NAC,
Copper, Creatinine, Glucose, GGT,
Iron, Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate inorganic,
Protein Total, Triglycerides, Uric
Acid, Urea, Zinc.

San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy céach: Lo 5ml

1.2

Chat hiéu chuan xét nghiém dinh
luong xét nghiém sinh hoa

Multicalibrator 12 huyét thanh hiéu
chuén dong kho dua trén huyét thanh
nguoi. Multicalibrator ¢6 thé duoc sir
dung dé hiéu chuin may phan tich
sinh hoa:

Total Acid Phosphatase, Non-
Prostatic, Albumin, Alk. Phosphatase,
ALT/GPT, a-Amylase, a-Amylase
pancreatic, AST/GOT, Bilirubin total,
Bilirubin direct, Calcium, Cholesterol
total, Cholinesterase, CK-NAC, CK-
MB, Creatinine, Copper, Iron,
Glucose, GGT, HDL-C, LDL-C,
Lactate, LDH-P, LDH-L, Lipase,
Magnesium, Phosphate Inorganic,
Protein Total, Triglycerides, Uric
Acid, Urea, Zinc.

San pham c6 xuét xi thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Lo 5ml

1.2

Hoa chat c6 tinh kiém rira may sinh
hoa

Ho4 chat Alkaline detergent

Thanh phan chinh:

Alkali < 10.0%

San pham c6 xuét xir thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy céach: Can 2L

1.2

Ho4 chét khir khuén rira budng
phéan tng cho may sinh hoa

Ho4 chat Anti bacterial phosphor free
detergent

Thanh phan chinh:

Detergent < 1.0%

Preservative < 10.0%

San pham c6 xudt xi thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy céch: Chai 500ml




1.2

Ho4 chét rira ding cho may phan
tich sinh hoa

Dung dich rira may xét nghiém sinh
hoéa ty dong co tinh axit Cell Wash
Solution II/ Acid Wash

Thanh phan chinh:

Acid citric monohydrate: 310
mmol/L. Buffet. Detergent

San pham c6 xuét xir thude cac nude
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Can 1.8L

1.2

Coéng phan ung dung cho may xét
nghiém sinh hoa

Céng dyng mau bénh pham Sample
cup

Chét liéu: Nhya PS

Kich thudc: 16*38mm

Dung tich: 2-4ml

Mau séc: Trong sudt

Quy cach dong géi: 500 chiée/thi. 10
tai/thung carton.

Luu trir: 4-30°C

San pham c6 xut xt thudc cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: 500 cai/ ti

1.2

Bong dén dung cho may xét
nghiém sinh hoa

Bong den Halogen lamp 12V/20W
Théng s6 ky thuat:

Dién ap danh nghia: 12.0 V

Cong suat danh nghia: 20.00 W
Puong kinh: 9.5 mm

Chiéu dai: 30.0 mm

Chiéu dai tim dén (LCL): 19.5 mm
Chiéu dai day toc: 1.90 mm

Trudng duoc chiéu sang: 1.9%2.0 mm?
Puong kinh day toc: 2.0 mm

Tudi tho: 3000 gid

Puong kinh vo dén t6i thiéu: 9 mm
Diéu chinh d6 sang: Co

Vi tri ddt: s90

San pham c6 xuét xi thude cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

1.3

Cuvette phan ing dung cho may
xét nghiém sinh hoa

Cuvette cho budng rira may sinh hoa
Reaction cuvette

Loai nhya: PC/ PS

San pham c6 xuét xir thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: 6 thanh/ bd

PP2600073
476

Ho4 chat
cho May
huyét hoc
tro khang
20 théng
sO Star
Diff 3 -
MTI
Diagnostic
s GmbH/
birc




2.1

Hoé’chét dung cho may phan tich
huyét hoc

Hoé chét pha loing HemoDiL SH
Thanh phan chinh:

Sodium chloride < 0.9%
Potassium chloride < 0.06%
Buffer < 0.3%

Preservative < 0.1%

C6 mi QR Code quan 1y hoa chat
dugc tich hop san.

San pham c6 xut xtr thudc cac nudc
G7

Tiéu chuan chit luong ISO
13485:2016

Quy cach: Thung 20L

2.2

Thudc thir ly giai hdng cau

Thudc thir Lysoglobin SHS
Thanh phan chinh:

Detergent <2.0%

Buffer < 1.0%

C6 mi QR Code quan 1y hod chat
duogc tich hop san.

San pham c6 xut xt thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy céach: Chai 500ml

23

Ho4 chét rira dung cho may xét
nghiém

Hoa chét rira Pro-Clean

Thanh phan chinh:

Sodium hypochlorite < 8.0%
Sodium hydrate < 2.0%

Gidi han: Thude thir phai dugc sit
dung trong pham vi nhiét 46 moéi
truong la 15-35 do C.

San pham c6 xuét xi thudc cac nude
G7

Tiéu chuén chit lugng ISO
13485:2016

Quy céach: Lo 50ml

2.4

Vit liéu kiém soat chétrluc_mg dung
cho may phan tich huyet hoc 3
thanh phan

Vit liéu kiém soat Hematology
control (3DN) Level 1/2/3

Thanh phan chinh:

Healthy mammal blood (pig),
preservatives and cell stabilizers.
San pham c6 xuét xi thudc cac nudc
G7

Tiéu chudn chit lugng ISO
13485:2016

Quy cach: Lo 3ml

PP2600073
477

Sinh pham
cho May
phén tich
nudc tiéu
Click-50 -

MTI

Diagnostic
s GmbH/

birc




3.1

Que thir xét nghiém nude tiéu 11
thong so

Thube thir Urodip 11P

Thanh phan chinh:

Ascorbic Acid: 2.6-dichloro-phenol-
indophenol 0.5mg.

Leukocytes: indoxyl ester
1.4mg;diazonium salt 0.7mg.
Ketone: sodium nitroprusside 30.0mg.
Nitrite: sulfanilamide 0.65mg;N-
(naphthyl)-ethylenediammonium
dihydrochloride 0.45mg.
Urobilinogen: fast blue B salt 1.2mg.
Bilirubin: 2.4-dichlorobenzene
diazonium 14.3mg.

Protein: tetrabromphenol blue
0.36mg.

Glucose: glucose oxidase
6.2mg;peroxidase 2.8mg;4-
aminoantipyrine 0.08mg.

Specific Gravity: bromthymol blue
0.4mg;sodium poly methyl vinyl
acetate maleic 16mg.

Blood: cumene hydroperoxide
35.2mg;3,3',5,5"-tetramethylbenzidine
2.0mg.

pH: bromocresol green 0.2mg;
bromxylenol blue 3.3mg.

San pham c6 xuét xir thude cac nude
G7

Tiéu chudn chit lugng ISO
13485:2016
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Test xét
nghiém
mién dich
Huynh
quang
dung cho
may doc
STANDA
RD F200

4.1

Test xét nghiém chuin doan ciim
nhém A,B

Phat hién cac khang nguyén dac hi€u
véi virus cim A va cim B.

Do nhay: cum A 97 %, cim B 94.3%;
d6 dac hiéu cum A 97.6%, cam B
97,6 % (so sanh véi phuong phap
PCR).

Mau: bénh pham hé hap (bong phét
hau hong, dich hau hong..).

Thoi gian doc két qua 10 phit,

Béo quan: tir 2-30C

Han dung 18 thang ké tir ngay san
Xudt.

La test thir theo mdy Standard F.

4.2

Thé xét nghiém chuén doan ho hip
hop bao

Phat hién cac khang nguyén dac hi¢u
v&i virus RSV.

Do nhay: 90,57%, d6 dac hi¢u 92,19%
(so sanh véi phuong phap PCR).
M?au: bénh phiam dudng ho hip (bong
phét hau hong, dich hau hong..).

Thoi gian doc két qua 15 phit,

Bao quan: tir 2-30C

Han ding 18 thang ké tir ngay san
Xuit.

La test thir theo may Standard F.




4.3

Chan doan nh6i méau toan phan co
tim cap tinh

Dinh lugng néng d6 Procalcitonin
trong mau mau.

Thoi gian doc két qua 15 phut.

Mau: Huyét thanh, huyét trong, mau
toan phan.

Béo quan: tur 2-30C

Han ding 18 thang ké tir ngay san
Xuét.

La test thr theo may Standard F.

4.4

Do dinh luong mirc Hormone gay
kich thich tuyén giap Chan doan
roi loan tuyén giap

Dinh lugng n6ng d6 TSH trong mau
huyét thanh,

Thoi gian doc két qua 15 phut.

Mau: méau toan phan (EDTA), huyét
thanh

Béo quan: tur 2-30C

Han ding 18 thang ké tir ngay san
XUAt.

La test thir theo may Standard F.

4.5

Do dinh lugng mL"rc thyroxin-Chém
doan roi loan tuyén giap

Dinh luong ndng do T4 - thyroxin 4
trong mau huyét thanh

Thoi gian doc két qua 15 phit.
Mau: huyét thanh

Béo quan: tir 2-30C

Han dung 18 thang ké tir ngay san
Xut.

La test thir theo may Standard F.

4.6

Xac dinh tinh trang viém hoac
nhiém trung

Dinh lugng CRP trong cac mau mau.
Thoi gian doc két qua 3 phut.

Mau: Mau toan phan, huyét thanh,
huyét twong

Béo quan: tir 2-30C

Han dung 18 thang ké tir ngay san
Xuét.

La test thir theo may Standard F.

4.7

DPinh lugng chi s6 HbAlc

DPinh lugng HbAlc.

Thoi gian doc két qua 3 phut.
Mau: Mau toan phan.

Béo quan: tir 2-30C

Han dung 18 thang ké tir ngay san
Xudt.

La test thir theo may Standard F.

PP2600073
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Sinh phém
yte

5.1

Test nhanh xét nghiém chén doan
virut Viém gan A

- Phét hién dinh tinh khang thé IgM
khang HAV trong mau huyét thanh,
huyét twong hodc méau toan phan

- B§ nhay: 100%; Dd dac hi¢u:
98,04%

- Bdo quan: 2-40°C

- Kit thr 6n dinh 3 thang & nhiét d¢
60+1°C

- Han sir dung: 24 thang ké tir ngay
san xuét

- Vach thtr: Khang thé don dong
khéng IgM ngudi

5.2

Test nhanh xét nghiém chin doan
virut Viém gan B

Phat hién dinh tinh khing nguyén bé
mat viém gan B( HBsAg) c6 mat
trong huyét thanh, huyét twong hoic
méu toan phin. Khong can dung dich
dém (lo Buffer).

D0 nhay: 100%, d6 dic hiéu: 100% so
v6i CLIA. On dinh >8 tuén tai 55 +/-




10C . D9 chinh xéc 100%. . Két qua
x¢ét nghiém 6n dinh téi 30 phut

phat hién dinh tinh tat ca cac khang
thé dac hiéu voi HIV-1 bao gf“)m
nhoém phy O va HIV-2 trong mau
huyét thanh, huyét trong hodc mau
toan phan mao mach va tinh mach
nguoi.

- B4 nhay: >99%

- Bo dac hiéu: > 99.9%

Nam trong danh sich WHO PQ.
Phat hién khang thé khang syphilis
trong mau toan phan, huyét thanh,
huyét trong cua ngudi.

- Pat tiéu chuan I1SO13485

- B4 nhay: 100% ; Do dac hiéu: 100%
- Mau pham: Huyét thanh, huyét
tuong, mau toan phan

- Thanh phan Kit thir: Viing cong
hop: Khang nguyén TP KO11B

- Vach két qua Khang nguyén TP
KO11A

- Vach chting: Khang thé tho khang
TP

Phat hién dinh tinh va phan biét
P.falclparum cy thé 1a HRP-2 va
Plasmodium vivax cu thé 1a pLDH
Test nhanh xét nghiém chan doan trong mau mau toan phan mao

sOt rét mach/tinh mach

- Po nhay: d6i v6i Malaria P.f1a
>99% , di véi Malaria P.v 1a 100% ;
b6 dac hiéu: 100%

Test nhanh xét nghiém chan doan

>3 virut HIV (172 3.0)

Test nhanh xét nghiém chan doan

54 . .
giang mai

5.5

Test nhanh xét nghiém sang loc va
dinh tinh cac loai ma tuy Morphine
(MOP/ Amphetamin (AMP)/
Marijuna (THC)/ Codein (COD)/
Heroin (HER) trong nudc tiéu.
Ngudng phat hién:

Test nhanh dinh tinh 5 loai Chét - MOP 300ng/ml ;

gdy nghién - AMP 500ng/ml;

- THC 50ng/ml;

- COD 300ng/ml ;

- HER 10ng/ml

Do nhay: > 99%

D¢ chinh xac: > 99%

b6 dac hiéu: >99%

5.6

Khéng thé don dong c6 dan xuat tir té

5.7 Pinh tinh nhém mau Rh LS .
bao dong lai

Ghi chu

- Yéu cau thong sb ky thuat quy dinh trong myc nay la t6i thiéu, chi nham muyc
dich mé ta va khong nham muc dich han ché nha thau. Bt ky thuong hiéu, kyma
hiéu (neu c0O) trong ti€u chuan k¥ thuat chi tiét 1a dé minh hoa cac tiéu chuin chat
lugng, tinh nang k¥ thuat. Vi vay, nha thau co thé lua chon du thau hang hoéa c6



nguén géc, xuét x1r, nha san xut, thuong hi¢u, ma hi¢u phu hop vt diéu kién cung
cap nhung phai dam bao yéu cau c6 tiéu chudn ky thuat, dic tinh ki thuat, tinh ning
stt dung “tuong duong” hodc “wu viét hon” so voi cac yéu cau tbi thiéu. Trong
truong hop d6, nha thau phai giai trinh, chimg minh mat hang dy thau c6 tinh ning,
thong s6 k¥ thuat twong duong hodc t6t hon so véi yéu cau caa E-HSMT.

- Nha thau cung cép hang héa theo diing thong s ky thuat quy dinh hodc twong
duong hoic tot hon.

- “Tuong duong” c6 nghia la c6 ddc tinh k¥ thuét, c6 tinh ndng st dung la
trong duong v6i cac hang hoa dd néu trén (kém theo tai liéu, catalogue dé ching
minh).

1.3. Cdc yéu cdu khdc

Nha thau thyc hién yéu cau theo cac muc dudi day va nop kém E-HSDT

1.3.1 Béing cam két:

Nha thau phai ndp kém E-HSDT bang cam két ding miu, day di va ding
cic ndi dung theo mau dudi day. Trudng hop con cac ndi dung khac ma nha thau
mudn cam két voi Trung tam thi nha thau thyc hién Bang cam két khac, khong 1am
thay d6i noi dung bang cam két nay.

CONG HOA XA HOI CHU NGHIA VIET NAM
badce 1ap — Tu do — Hanh phuc
., ngay thang nam



BANG CAM KET
Kinh gtri: Trung tim Y té khu vwe Chi Ling

Sau khi nghién ctru E -HSMT g6i thau [ghi chinh xdc tén cia goi thau]
va vin ban sira doi E - HSMT s6 [ghi chinh xdc s6 ciia van ban sira doi (néu
¢6)], ngoai cac ndi dung cam két trong don du thau, ching i, [ghi chinh xdc
tén nha thau], cam két thuc hién goi thau theo ding yéu cau néu trong hd so moi thau
véi cac ndi dung sau:

1. Hach toan tai chinh doc lap;

2. Boc lap vé phap ly va doc lap vé tai chinh véi cac bén sau day: Chu dau tu,
bén moi thau, thAm dinh hd so moi thau; danh gid ho so dy thau; tham dinh két qua
lua chon nha thau.

3. Khong dang trong qué trinh giai thé; khong bi két ludn dang 1am vao tinh
trang pha san hodc ng khong c6 kha nang chi tra theo quy dinh ctia phép luat; Khong
dang trong thoi gian bi cAm tham du thau;

4. Khong c6 hop dong tuong tuy cham tién d6 hodc bé do hop dong do 15i cia
nha thau.

5. Cam két s6 liéu tai chinh ké khai trong E-HSDT dung véi s6 liéu da ké khai
v6i co quan thué. San sang cur can by mang theo token dé dbi chiéu vai 6 lidu da
ké khai trén H¢ thong thué dién tur khi ¢6 yéu ciu ctia bén moi thau.

6. Cam két sin sang cung cip ban gdc cdc tai liéu dé d6i chiéu khi co yéu cau
ctia Bén moi thau

7. Cam két céc tai liéu trong hd so du thau nay déu trung thyc, hop phap. Néu
¢6 diu hiéu gian lan hoac khong trung thuc thi HSDT xem nhu khong hop I¢;

8. Cam két cung cip hang hoa tring thiu dam bao chit luong, k¥ thuat dap tng
hd so moi thau va dung v6i hd so dy thau, cling nhu cac gidy to phap 1y lién quan
dén chat luong hang hoa hop 18 va ding quy dinh.

9. Cam két hang hoa cung cap phai dam bao mé&i 100%, con han sir dung theo
khuyén céo cuia nha san xuét dap ung yéu cau HSMT.

10. Cam két hang hoa c6 nhdn v6i ddy du thong tin theo quy dinh hién hanh
ctia phap luat vé nhin mac hang hoéa.

11. Cam két Pong géi, van chuyén: Theo tiéu chuan ciia nha san xuit.

12. Cam két Bao quan hang héa: Theo quy dinh ctia nha san xuét.

13. Cam két thu hoi va thay thé, doi tra 1:1 khi voi trudng hop sau:

- Hang hoa kiém tra va thir nghiém khong phu hop véi dic tinh ki thuat da
chao thau.

- Trudng hop hang hoa bi 18i, bi hong hodc c6 cac khuyét tat nay sinh co thé
dan dén nhiing bat loi trong qua trinh sir dung binh thudng cua hang héa do 15i cua
nha thau, hodc khi c6 théng bao thu hdi ctia co quan c6 thim quyén.

14. Cam két han dung cta hang hoa tai thoi diém giao hang: Han st dung
ctia hang hoa tinh tir thoi diém cung tmg dén co so y té phai dam bao:
- Téi thiéu con > 12 thang ddi v&i hang hoa ¢6 han sir dung quy dinh
ctia nha san xut tir 24 thang tro 1én;



- Téi thiéu con > 6 thang d6i v6i hang hoa c6 han sir dung quy dinh cta
nha san xuét tir > 12 thang dén < 24 thang;

- Téi thiéu con 1/4 han dung dbi véi hang hoa c6 han ding < 12 thang;

- Trong cac truong hop dac biét khac, nha thau phai co bao cao bang
van ban. Ddi v6i hang hoa khong ghi han st dung phai duoc san xudt tir nim
2024 trd vé sau.

15. Cam két bao dam kha nang cung mg day du hang hoa néu trung thau.

16. Cam két vé tién do cung cap < 05 ngay ké tir khi tiép nhan thong tin
yéu cdu cua Chu dau tu (email hodc dién thoai Nha thau cam két chiu trach
nhiém trong viéc ban giao, huéng dan sir dung dé bao dam hiéu qua, chét lugng,
an toan cho nguoi bénh va nhan vién st dung.

17. Cam két cir can bd ky thuat khi duoc yéu cau.

18. Giay chiing nhan chat luong va tai liéu ching minh tu cach hop 1¢ cung
cap hang hoa: Nha thau cam két cam két cung cap ban goc (néu c6) hodc ban da
duoc hop phéap hoa 1anh sy khi ¢6 yéu cau cta bén moi thau dé doi chiéu.

19. Cam két c6 nang luc tu thyc hién cac nghia vu bdo hanh, bao tri, duy
tu, bao dudng, stra chita, cung cip phu tung thay thé hodc cung cp cac dich vu
sau ban hang theo yéu cau cua E-HSMT

20. Cam két thuc hién day du cac nodi dung khac da dugc cam két trong E-
HSDT va yéu cau ctia E-HSMT.

Chung t61 hoan toan chiu trach nhiém vé tinh chinh x4c cta cac tai liéu trong
E - HSDT nay (ké ca tai liéu ndp du), néu c6 dau hiéu gian 14n hoic khong trung
thuc thi E - HSDT xem nhu khong hop €.

Pai dién hop phap ciia nha thau
[ghi tén, chikc danh, ky tén va dong dau]



1.3.2 Tai lidu chirng minh tinh hop 1é ciia hing héa dw thiu:

1. Catalogue hodc tai liéu k¥ thuat ctia nha san xuat (cung cap ca ban gdc va ban
dich) néu rd doi véi tirng loai hang hoa:

Model, ky ma hi€u, nhan hi¢u san phém (theo quy dinh cua nha san Xuét);
Tén hang san XUAt, hang chu s¢ hitu;

Xuit x@;

Théng s6 k¥ thuat hang hoa;

Quy cach hang hoa (néu cé);

. Nha thau chon mdt trong hai truong hop 2.1 hodc 2.2 dé cung cap tai liéu chimg

minh:
2.1 Hang hoéa 13 trang thiét bi y té: cung cap cac tai liéu sau

Ban phan loai trang thiét bi y té theo quy dinh tai Nghi dinh s6 98/2021/ND-CP,
Nghi dinh sé 07/2023/ND-CP; Nghi dinh s6 04/2025/ND-CP va cac quy dinh
phép lut hién hanh. (Pinh kém phiéu tiép nhan du diéu kién phan loai trang
thiét bi y té ctua don vi phan loai)

Gidy chimg nhan nha san xuit/co s san xuat dap ng tiéu chuan chét lugng ISO
13485 (con hiéu lyc t6i thiéu dén thoi diém dong thau).

Nha thau chon mét trong hai truong hop (i) hodc (ii) dé cung cap tai lidu:

(i) Péi voi hang hoa nhap khau: sé luu hanh con han hogc dugc cap phép
nhap khau theo quy dinh tai Nghi dinh s6 98/2021/ND-CP, Nghi dinh s6
07/2023/ND-CP; Nghi dinh s6 04/2025/ND-CP va cac quy dinh phap luat hién
hanh, cu thé nhu sau:

+ Dbi voi trang thiét bi y té loai A, B: S6 cong bd va Phiéu tiép nhan

(hodc Phiéu thong tin) HO so cong bd tiéu chudn ap dung ctia trang thiét
bi y té trén Cong thong tin dién tir B6 Y té (dmec.moh.gov.vn),

+ Dbi voi trang thiét bi y té loai C, D: Gidy chting nhan dang ky luu hanh

hodc gidy phép nhap khau cua BO Y té theo quy dinh.

(ii) Pbi voi hang hoa san xuat trong nudc: s6 cong bé va Phiéu tiép nhan
(hodc Phleu thong tin) hd so cong bd du diéu kién san xudt d01 v6i trang thiét
bi y té san xuat trong nudc, theo quy dinh tai Nghi dinh s6 98/2021/NP-CP,



Nghi dinh s6 07/2023/ND-CP; Nghi dinh s6 04/2025/ND-CP va cac quy dinh
phap luét hién hanh.

2.2 Hang hoa khong phai 13 trang thiét bi y té: cung cip tai liéu sau

- Gidy chung nhan nha san xuat dap ung tiéu chuan chat luong ISO 9001 hoic
trong duong (con hiéu lyc tdi thiéu dén thoi diém doéng thau).
* Ghi chu:

- Céc tai liéu phai dap tmg yéu cau sau:

+ Nha thau phai cung cép file scan (mau) tir ban gdc hodc ban chup dugc ching
thyc cua co quan chuc nang theo quy dinh cua phap luat. Néu tai liéu duoc cip truc
tuyen thi phai 1 ban duoc tai truc tiép tir Webs1te/cong thong tin va c6 duong dan
dé tra ctru hodc ban c6 diu xac nhan cua nha thau/don vi lién quan, nha thau phai
chiu trach nhiém vé tinh trung thuc va chinh xéc cua tai liéu.

+ Tai liéu bang tiéng nudc ngoai phai cé ban dich sang tiéng Viét Nam va nha
thau chiu trach nhiém phép 1y vé tinh chinh x4c ctia noi dung dich thuat khi phat
hanh. Trong trudng hop c6 su sai khac giita ban dich va ban gbc thi Bén mai thau
s& danh gia dua vao ban géc.

1.3.3 Bdng ké khai tai ligu chitng minh tinh hop 1¢ ciia hang héa dw thiu:
Nha thau phai nop kém E-HSDT béng ké khai tai liéu chimg minh tinh hop 18
ctia hang hoa du thau theo mau dudi day.




BANG KE KHAI TAI LIEU CHUNG MINH TiNH HQP LE CUA HANG HOA DU THAU

Tai liéu chirng minh tinh hop 1€ ciia hang hoéa dy thiu theo yéu ciu tai Muc 1.3.2 Chwong V

Hang san

Phiéu tiép nhan

STT hang | thwon | chu sé hiru, \ phan loai | So6 lwu hanh hoic s6 GPNK £ (o Ghi chua
hoa g mai model, ma xu TTBYT chat mua ban/san
" | han (n%u c6) lwgng xuat TTBYT
g (néu co)
(1) (2) (3) (4) (3) (6) (7) (8) 9 (10)
(Ghi cu thé sé luu hanh hodc sé .
X , . 2 g (Ghi cu A g s
gidy phép nhdp khau, vi du. thé thing (Doi voi hang
- 86 cong bo: .../PCBB-HCM , ) )
mer Guiau | S0 i | Giicuné | Meltine,
na - ndu ‘ (ghi thé két Yo oee SO thong tin, vi du: P75~ 5270
thau hi (Nha @ Cohan | So Gidy phép nhdp khau: 1348520 | - Phidy 1ié nha thau ké
nhgp | P | nau o en qua phan | NK/BYT-TB-CT ngay ..., hodc: ey | - ren iep khai: “Hang
i danh . (Nha thau quoc loai 4 , A e , 16 cap nhan Ho6 so . .
STT nhp | e | g TTRYT: |- Giay ching nhdn dang ky luu ho ha o b i didy | 164 khong
hang | NS thong | MR TIOPS A g, e, | anh TTBYT thugc logi C, D s | €10 1018 | CON8 00 Ay iy Ry
hoa | M8 | i lien | O quan) | ving | .DKLH/BYT... ngay ..) o MRAyHenmua i gt (9) va
hoa theo lanh do don vi B " ) e, CO ban/san xuat PR
theo E- E quan) thé . .| - Néu TTBYT thudc loai C, D : s 4 nhdp thong
- 0) nao phan : DA ] hiéu luc TTBYT so ... R
HSMT) HSMT) loai) theo quy dinh tai diém d Khoan dén - ngay tin co lién
: 2 Bicu 76 Nghi dinh so 1SO 90 01 quan vao cot
07/2023/ND-CP va cac quy dinh ) (5) va (8)

hién hanh.




Muc 2. Bin vé

E-HSMT nay gdm c6 cac ban v& trong danh muc sau day: Khong c6 ban vé.

Muc 3. Kiém tra va thir nghiém

Thiét bi dugc kiém tra, nghiém thu, chay thir theo quy dinh cua phéap luat
trudc khi dua vao str dung.

Bén moi thau c6 quyén yéu cau kiém tra, thir nghiém hang héa duogc cung
cap dé dam bao hang héa dé co dac tinh k¥ thuat phu hop voi yéu cau ctia hop
dong. Thoi gian, dia diém va cach thac tién hanh kiém tra, thir nghiém:

+ Pia diém: Tai don vi st dung.

+ Thot gian: do cac bén thoa thuén;

+ Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cau cua hop dong;
+ Chi phi t6 chuc thyc hién: do nha thau chi tra.

- Truong hop hang hoa khong phu hop véi déc tinh ky thuét theo hop dong
thi Bén moi thau ¢ quyén tir ch01 va Nha thau phai c6 trach nhi¢m thay thé hoac
tién hanh nhitng diéu chinh can thiét dé dap Gng ding cic yéu cu vé dic tinh ky
thuat. Trudng hop Nha thau khong co6 kha nang thay thé hay diéu chinh cac hang
hoa khong phu hop, Bén moi thau c6 quyén to chirc viéc thay thé hay diéu chinh
néu thay can thiét, moi rai ro va chi phi lién quan do Nha thau chiu. Viée thuc
hién kiém tra, thor nghiém hang héa cta Bén moi thau khong dan dén mién trix
nghia vu bado hanh hay cac nghia vu



