Phin 2. YEU CAU VE KY THUAT
Chuong V. YEU CAU VE KY THUAT

Muc 1. Yéu ciu vé ky thudt

1.1. Gidi thigu chung vé dw dn, géi thiu

- Chu dau tu: Trung tim Y té Quan dan y Dic khu Pha Quy.

- Tén goi thau: Mua sém Hoa chét xét nghiém - X.Quang va Khir khuan.

- Loai hop ddng: Pon gia cb dinh.

- Nguén von: Nguén thu dich vu kham, chira bénh cua don vi.

- Hinh thirc lira chon nha thau: Pau thau rong rii trong nudc, qua mang.

- Phuong thtrc lya chon nha thau: Mot giai doan, mdt tui ho so.

- Thoi gian thyc hién goéi thau: 12 thang.

- Tuy chon mua thém: Khong.

- Pja diém thyc hién: 139 V3 Vin Kiét - Pac khu Pha Quy — tinh Lam Déng
- Quy mo goi thau: Tai Pham vi cung cdp Mau s6 01B (webform trén Hé thong).
1.2. Yéu cdu vé ky thugt

Yéu cau thong sb k¥ thuat quy dinh trong muc nay 1a téi thiéu, chi nhim muc
dich mo ta va khong nham muc dich han ché nha thau, nha thau c6 thé chao thau
nhimg hang hoa c6 thong sé k¥ thuat twong duwong hodc tét hon phul hop twong thich
v0i may hién c6 ma Chu dau tu dang su dung. Nha thiu c6 vin ban giai trinh, cung
cAp tai liéu dé ching minh thong sé k¥ thuat nha thau chao 1a tuong duong hodc t6t
hon. Truong hop nha thau khong cé van ban giai trinh, cung cip tai liéu chirg minh
thi don vi tu van s& danh gia theo dting tai liéu k¥ thuat trong E-HSDT ctia nha thau da
chao.

Bat ky thuong hi€u, ky ma hi¢u, quy cach, thanh phan (néu co) trong tiéu chuan
k¥ thuat chi tiét 1a dé minh hoa cac tiéu chuan chét luong, tinh nang k¥ thuat. Vi vay
nha thau c6 thé chao cac hang hoa ¢ thuong hiéu, thanh phan, ky ma hiéu khac nhung
phai dam bam tiéu chuin k¥ thuat, dac tinh k¥ thuat, tinh nang su dung “tuong duong”
hodc “t6t hon” so voi yéu cau ciia E-HSMT).

Noi dung yéu cau vé tinh ning, dic tinh k¥ thuat chi tiét va mic d6 dap tng toi
thiéu duoc thé hi¢n tai cac bang duoi day:

STT ]l)lz‘l‘llg‘ E‘é‘f Théng s k¥ thut Quy cich PVT
- Dung dé xac dinh dinh lugng Amylase trong huyét thanh,
huyét twong hodc nudce tiéu. Phuong phap CNPG3, do
dong hoc. ’ )

Amylase (1 | - Gidi han phat hién thap nhat: <2.0 U/L R n
L 1x100ml) |- D6 tuyén tinh truéc pha loang: > 2000 U/L Hop 1x 100ml | Hop

- Thanh phan: MES Buffer (pH6.0): 50 mmol/L; CNPG3:
2.27 mmol/L; Calcium chloride: 60 mmoL; Sodium
chloride: 70 mmol/L; Activator: 900 mmol/L hodc tuong




duong. i
- Pat tiéu chuan ISO 13485 hodc tuong duong

Acid uric (5
x100ml)

- Thudc thu nay dugc su dung dé dinh luong acid uric
trong huyét thanh, huyét twong va nudc tiéu. Phuong phap
do diém cubi, Uricase TOPS (do POD)

- Gi6i han phat hién thap nhat 13 < 0,2 mg/dL

- D6 tuyén tinh trude pha lodng: > 25 mg/dL

- C6 san trong hop > 4ml Std: Uric acid Standard 8 mg/dL
- Thanh phéan: Phosphate Buffer (pH 7,0) 180 mmol/L;
TOPS 1,10mmol/ L; Amino-4- antipyrine 0,25 mmol/L;
Uricase > 50 UL; Peroxidase > 100 U/L; Preservatives va
Stabilizers hoac twong duong

- Pat tiéu chuén ISO 13485 hoic twong dwong.

Hop 5 x 100 mL
+ 1x4ml Std:
Uric acid
Standard

Bilirubin
Totall - Tab
(5 x 100ml)

- Dung dé xé4c dinh dinh luong Bilirubin trong huyét thanh
hodc huyét twong, Phuong phap TAB, do diém cudi.

- Gi6i han phat hién thap nhat: < 0.05 mg/dL

- P tuyén tinh trudc pha lodng: > 25 mg/dL

- Thanh phﬁn: Sulfanilic acid: 28,9 mmol/L; TAB: 9
mmol/L; Preservatives va stabilizers; Sodium nitrite
(2.0g/L) hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong duong

Hop 5 x 100 mL

Bilirubin
Direct (5 x
100ml)

-Dung dé xac dinh dinh lugng Bilirubin trong huyét thanh
hodc huyét twong, Phuong phap do mau Diazo, do diém
cubi.

- Gi6i han phat hién thdp nhit: < 0.02 mg/dL

- Do tuyén tinh trudc pha lodng: > 20 mg/dL

- Phuong phap do: Diazo

- Thanh phan: Sulfanilic Acid 28.9 mmol/L; Hydrochloric
Acid 165 mmol/L; Preservatives and Stabiizers; Sodium
nitrite (1.0g/L) hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 5 x 100 mL

Lise (LX3)
1 x 200ml

- Pugc ding dé phén gidi té bao cho viéc dém bach cau,
phan tich bach cu va do nong do hemoglobin trong may
phan tich huyét hoc

- Tuong thich véi may xét nghiém huyét hoc Mispa
CountX

- Thanh phan:

+ Quaternary ammonium salts - <50 g/L

+ Non-ionic surfactants - < 1.3-3.5 g/L

+ 2-Propanol - < 0.1 - > 3.5mL/L hodc twong duong.

- B4o quan ¢ nhiét do tur 15°C - 30°C.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 1 x 200ml




Diluent
(DX3)1x
20L

- Puoc dung dé d¢ém va phan loai kich thudc té bao mau
clia may phén tich huyét hoc

- Tuwong thich voi may xét nghiém huyét hoc Mispa
CountX

- Thanh phén:

+ Buffering agents: <4 -> 8 g/L

+ Conductive salts < 0.5 ->3 g/L

+ Anti fungal&Anti bacterial agent < 0.4 - > 1.5 g/L hodc
tuong duong.

- B4o quan ¢ nhiét d6 tir 20°C - 30°C.

- Pat tiéu chuan ISO 13485 hoic twong duong.

Thing 1 x 20L

Thung

Cleaner
(CX3) 1x
1000L

- Pugc dung dé 1am sach dng ctia may phan tich huyét hoc
- Tuong thich v&i may xét nghiém huyét hoc Mispa
CountX

- Thanh phan:

+ Sodium chloride <3.0 - > 5.5 g/L

+ Sodium sulphate anhydrous < 7.5 ->11.5 g/L

+ Buffering agents < 1.0 - > 3.0 g/L

+ Non ionic surfactant < 5.0 - > 8.0 g/L

+ Anti fungal & anti bacterial agent < 0.8 - >2.5 g/LL
- Bdo quan ¢ nhi¢t do tur 15°C - 30°C.

- Pat tiéu chuan ISO 13485 hodc twong duong.

Hop 1 x 1000ml

Probe
Cleaner
(PX3)4 x
30ml

- Pugc dung dé lam sach kim hat mau ciia may phén tich
huyét hoc

- Tuong thich véi may xét nghiém huyét hoc Mispa
CountX

- Thanh phan:

+ Surfactant > 2.0 g/L

+ Sodium hypochlorite > 0.5-6.5g/L

+ Sodium chloride > 8.5 g/L

- Bdo quéan ¢ nhi¢t do tur 15°C - 30°C.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 4 x 30ml

DeProteiniz
er (SX3)4 x
50ml

- Pugc ding dé 1am sach hang ngay cho may phén tich
huyét hoc

- Tuong thich véi may xét nghiém huyét hoc Mispa
CountX

- Thanh phan:

+ Proteolytic enzyme: < 3.0 -> 10 g/L

+ Substrate: <0.3->1.5g/L

+ Sodium chloride: <3.0 - > 5.0 g/L

+ Buffering agents: <1.0->4.0 g/L

+ Anti fungal& Anti bacterial agent: < 0.5 ->2.5 g/LL
- B4o quan ¢ nhiét do tur 15°C - 30°C.

- Pat tiéu chuan ISO 13485 hoic twong duong.

Hop 4 x 50ml

10

Hoa chét
ndi kiém
huyét hoc 3
x 3ml

- Noi kiém cho may huyét hoc, gdm 3 mtrc thap- trung
binh- cao

- Thanh phan: Hong cau ngudi, bach cau md phong, tiéu
cau ciia dong vat co vu

- Béo quan dang thang dimg & nhiét d¢ 2-8 °C.

- Hoéa chit sir dung twong duong may huyét hoc Mindray
dang su dung tai Trung tam.

- Pat tiéu chuan: ISO 13485 hoic tuong duong.

B4/ 3x3ml




11

CHOLEST
ERON (5 x
100ml)

- Dung dé xé4c dinh ndng do Cholesterol trong huyét thanh
hodc huyét twong. Phuong phap do: CHOD-PAP, do diém
cudi

- Gidi han phat hién thip nhat: < 3 mg/dl

- D6 tuyén tinh trude pha lodng: > 600 mg/dL

- C6 san trong hop > 4ml Std: Cholesterol Std. Conc. 200
mg/dL

- Thanh phén: Pipes Buffer Reagent (pH 6.70) 50 mmol/L;
Phenol- 24 mmol/L; Sodium Cholate 0.5 mmol/L; 4 -
Aminoantipyrine 0.5 mmol/L; Cholesterol Esterase >180
U/L; Cholesterol Oxidase >200 U/L; Peroxidase >1000
U/L hoac tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong duong.

Hop 5 x 100 ml
+ 1x4ml Std:

Glucose
Standard

12

HDL-

CHOLEST
ERON (D)
With calib
(2 x 60ml)

- Dung dé xé4c dinh ndng d6 HDL Cholesterol trong huyét
thanh, huyét twong;

- Phuong phép trc ché c6 chon loc, do diém cubi

- Gi6i han phat hién thdp nhit: < I mg/dL

- Do tuyén tinh trudc pha lodng 1én dén: > 150 mg/dl

- C6 san trong hop > 3ml Std HDL-C Direct Calibrator

- Phuong phap do: Selective Inhibition

- Thanh phan: N—ethyl-N-(3-methylphenyl)-
N’succinylethyenediame (EMSE), Cholesterol Oxidase 4-
Aminoantipyrin (4-AA) hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic tuong duong.

Hop 2 x 60 ml +
Ix3ml Std
HDL-C

13

Gamma GT
(1x125ml)

- Dung dé x4c dinh nong d6 Gamma GT trong huyét thanh,
Phuong phéap Szasz, do dong hoc

- Gi6i han phat hién thap nhat: < 1.5 U/L

- D6 tuyén tinh trudc pha lodng: > 232 U/L

- Thanh phan: Tris buffer pH (8.25) -133 mmol/L;
Glycylglycine - 138 mmol/L; GLUPA-C - 23 mmol/L hodc
tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 1 x 125 mL

14

CREATINI
NE (4 x
100ml)

- Dung dé xac dinh néng do Creatinine trong huyét thanh,
huyét twong, nudc tiéu. Phuong phap do diém cd dinh,
Phuong phap Jaffe

- Gi6i han phat hién thdp nhit: < 0,1 mg/dL

- P tuyén tinh: > 24 mg/dl.

- C6 san trong hop > 4ml Std: Creatinine standard
concentration 2 mg/dL

- Thanh phén chinh: Sodium hydroxide 300 mmol/L;
Sodium Phosphate 25 mmol/L; Picric Acid Surfactant 8,73
mmol/L hodc tuong duong

- Pat tiéu chuan ISO 13485 hoic twong duong

Hop 4 x 100 mL
+ 1x4ml Std
Creatinine




15

CK-MB (2
x 20ml)

- Dung dé dinh lwong CK-MB trong huyét thanh nguoi,
Phuong phap trc ché mién dich (Immuno-inhibition), do
dong hoc.

- Gi6i han phat hién thdp nhit: < 1 U/L

- D6 tuyén tinh truéce pha lodng: > 600 U/L.

- Thanh phéan: Imidazole (pH 6.7) 125 mmol/L; D-Glucose
25 mmol/L; N-Acetyl —L- Cysteine 25 mmol/L; Creatine
phosphate 250 mmol/L; ADP 15.2 mmol/L hoéc tuong
duong.

- Pat tiéu chuan ISO 13485 hoic twong duong.

Hop 2 x 20 mL

16

CK MB
Calibrator
(1 x 2ml)

- B6 hiéu chudn CK-MB dugc dung dé hiéu chuan céc quy
trinh phan tich thu cong va ty dong

- Thanh phén: huyét thanh ngudi dugce dong kho

- Pat tiéu chuan ISO 13485 hoic twong duong.

Hop 1 x2mL

17

Qualichek
Norm (1 x
Sml)

- Chat hiéu chuén str dung cho > 31 xét nghiém sinh hoa
thudng quy tdi thiéu bao gdm: Albumin, Alkaline
phosphatase, ALT (SGPT), AST (SGOT), Amylase,
Bilirubin Total, Bilirubin Direct, Calcium, Cholinesterase,
Cholesterol, Creatinine, CK NAC, CK MB, Gamma GT,
Glucose, Triglyceride, Total Protein, Uric Acid, Urea,
HDL Cholesterol, LDL Cholesterol, LDH P, Lipase,
Magnesium, Sodium, Potassium, Iron, TIBC, ZINC, ...

- Thanh than: huyét thanh dang bot dong kho c6 ngudn goc
tir huyét thanh nguoi.

- Phan 16n cac ndng d6 va hoat tinh ctia cac thanh phan
nam trong gi¢i han binh thuong.

- Bdo quan: 2-8 d¢ C

- Pat tiéu chuan ISO 13485 hoic tuong duong

Hop 1x5ml

18

Qualichek
Path (1 x
Sml)

- Chat hiéu chuén sir dung cho > 31 xét nghiém sinh hoa
thuong quy tdi thiéu bao gdbm: Albumin, Alkaline
phosphatase, ALT (SGPT), AST (SGOT), Amylase,
Bilirubin Total, Bilirubin Direct, Calcium, Cholinesterase,
Cholesterol, Creatinine, CK NAC, CK MB, Gamma GT,
Glucose, Triglyceride, Total Protein, Uric Acid, Urea,
HDL Cholesterol, LDL Cholesterol, LDH P, Lipase,
Magnesium, Sodium, Potassium, Iron, TIBC, ZINC, ...

- Thanh than: huyét thanh dang bot dong kho c6 ngudn goc
tir huyét thanh nguoi.

- Phan 16n cac ndng d6 va hoat tinh ctia cac thanh phan
nam trong gidi han cao.

- Bdo quan: 2-8 do C

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 1x5ml




- huyét thanh hiéu chuan duoc sir dung dé hiéu chuan céac
xet nghiém sinh hoa 1am sang, phu hop véi quy trinh thu
cong va may phan tich tu dong. Téi thiéu bao gdm > 25
thong sb: Albumin, Alkaline Phosphatase, ALT (SGPT),
AST (SGOT), Amylase, Bilirubin Total, Bilirubin Direct,

r}llc‘?iak(i:gr?; Calcium, Clhlolester.ol, CK-NAC, Cr'eatini.ne, Qamma GT,
19 mﬁy sinh Glucose, Triglycerides, Total Protein, Urlc Acid, Urga, Hop 5x3ml Hop
héa (5 x HDL Cholesterol, LDL Cholesterol, Lipase, Magnesium, : ;
3ml) Phosphorogs, Chlyonde, LDH, .
- Thanh phan: chat hi¢u chuan dugc dong kho, c6 nén la
huyét thanh ngudi c6 bd sung cac thanh phan phu, Chét trc
ché vi khuén va cac chit 6n dinh hodc trong duong.
- Bao quan: 2-8 d¢ C
- Pat tiéu chuan ISO 13485 hoic twong duong.
- Dung dé Iam sach kim hat mau va cuvette trén may phén
. tich sinh héa ty dong bang viéc pha lodng voi nudce cét voi
Alkaline
Washing tilé ‘1/ 10 (1A lit nudc 'rlra 10 }1t nudc (?gt) . Hop 1 x A
20 . - Thanh phan: Alkaline solution, Stabilizer, Preservative : Hop
solution (1 - 1000mL
x 1000ml) | Podc wongduong. N
- biéu kién bdo quan: nhiét d¢ phong. - Pat ti€éu chuan ISO
13485 hoac tuong duong
- Dung dé dinh luong % HbA lc trong méau ngudi, do do
duc mién dich Latex
Hbalc - P tuyén tinh trude pha lodng: > 13% HbAlc (NGSP)
71 Direct (2x | - Thanh phan: HbA lc Direct R1: Latex; HbAlc Direct R2: Hop 2x30/ Hop
30/2 x 10/3 | Anti-human HbA 1c mousemonoclonal antibody Anti- 2x10/3x53 mL :
x 53ml) mouse IgG goat antibody; HbAlc R3: Haemolysis Reagent
hodc tuong duong.
- Pat tiéu chuan ISO 13485 hoic tuong duong.
Hbalc ) i i i
Direct Multi | - Hoa chat dung dé Calib (kiém chuan) Hbalc. o o
22 Calibrator | - Pat tiéu chuan ISO 13485 hoic tuong duong. Hop 4 x 0.5ml Hop
(4x0,5ml)
Hbalc ) o )
Control - Hoéa chat dung dé kiém soat chat luong (QC) Hbalc. . A
23 | Livel 1& 2 | - Pat tiéu chuén ISO 13485 hodic twong duong. Hop 2x0.5ml | Hop
(2 x 0,5ml)
- Dung dé xé4c dinh ndng do Triglycerides trong huyét
thanh hodc huyét twong.
- Phuong phap GPO-PAP, diém cudi
- Gidi han phat hién thdp nhit: <2 mg/dL
- D6 tuyén tinh truéc pha lodng: > 1000 mg/dL
. ' - Co san trpng hop > 4ml Std: Triglycerides standard Hop 5x100m] +
4 Triglycerid | concentration > 200 mg/dL Ix4ml Std: Hop
(5 x 100ml) | - Thanh phan: Pipes—buffer (pH7.00)5 mmol/L; TOOS 5.3 . L ¥
Triglycerides

mmol/L; Potassium ferrocynate 10 mmol/L; Magnesium
Salt 17 mmol/L; 4-Aminoantipyrine 0.9 mmol/L; ATP
3.15mmol/L; Lipoprotein Lipase > 1800U/L; Glycerol
Kinase > 450 U/L; Glycerol-3-phosphate oxidase > 3500
U/L hodc tuong duong.

- Pat tiéu chuan ISO 13485 hodc twong dwong




25

SGOT (4 x
125ml)

- Dung dé xac dinh nong d6 SGOT trong huyét thanh hoic
huyét twong; Quy trinh duoc dé xuat IFCC, phuong phap
do dong hoc

- Gi6i han phat hién thip nhét: <0,5 U/L

- P tuyén tinh trude pha lodng: >1000 U/L

- Thanh phan: Tris Buffer (pH 7.8) 88 mmol/L; L-
Aspartate 260 mmol/L; LDH > 1500 U/L; MDH > 900
U/L; alpha —ketoglutarate: 12 mmol/L; NADH 0.24
mmol/L hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong duong.

Hop 4 x 125 mL

26

SGPT (4 x
125ml)

- Dung dé xac dinh nong d6 SGPT trong huyét thanh hoic
huyét twong; Quy trinh duoc dé xuit IFCC, phuong phap
do dong hoc

- Gi6i han phat hién thip nhét: <0,5 U/L

- Do tuyén tinh trudc pha lodng: >1000 U/L

- Thanh phan: Tris buffer (pH 7.5): 110 mmol/L; L-
Alanine 600 mmol/L; LDH > 1500 U/L; alpha —
ketoglutarate 16 mmol/L; NADH 0.24 mmol/L hodc tuong
duong.

- Pat tiéu chuan ISO 13485 hodc twong duong.

Hop 4 x 125 mL

27

Ure U.V (2
x 125ml)

- Dung dé xac dinh nong d Urea trong huyét thanh, huyét
tuong hodc nudc tiéu.

- Phuong phap do mau enzyme Urease/ GLDH, do thoi
gian ¢ dinh

- Gi6i han phat hién thdp nhit: <1 mg/dl

- Do tuyén tinh trudc pha lodng: >300 mg/dL

- C6 san trong hop > 4ml Std: Standard concentration of
Urea 50 mg/dL.

- Thanh phén: Tris Buffer (pH 7.60): 100 mmol/L; ADP
0.7 mmol/L; a-ketoglutarate 9.0 mmol/L; Urease > 6500
U/L; GLDH: > 1100 U/L; NADH 0.25 mmol/L; 2-
Oxoglutarate 5 mmol/L hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 2 x 125 ml
+ 1x4ml Std
Urea

28

Total
protein (4 x
50ml)

- Hoa chét xét nghiém dinh luong Protein toan phan

- Dung dé xéc dinh dinh luong téng Protein trong huyét
thanh hodc huyét twong, Phuong phap Biuret tryc tiép, do
diém cubi.

- Gi6i han phat hién thip nhat: < 0.2 g/dL

- Do tuyén tinh truéc pha lodng: > 15 g/dL

- C6 san trong hop > 3ml Std: Total protein standard

- Thanh phan: Potassium iodide 6 mmol/L; Potassium
sodium tartarate 21 mmol/L; Copper Sulphate 6 mmol/L;
Sodium Hydroxide 58 mmol/L hodc tuong duong.

- Pat tiéu chuan ISO 13485 hoic twong dwong.

Hop 4 x 50 ml +
1x3ml Std total
protein




- Dung dé xac dinh ndng d6 Glucose trong huyét thanh,
huyét tuong va dich néo tay. Phuong phap enzyme quang
hoc (GOD-PAP), do diém cubi

- Gi6i han phat hién thip nhat: <1.0 mg/dL

- D6 tuyén tinh trudc pha lodng: >600 mg/dL

Hop 5x100ml +

29 Glucose (5 _ C6 sén trong hop > 4ml Std: Glucose Standard ndng do Ix4ml Std: Hop
x 100ml) Glucose
100 mg/dL. Standard
- Thanh phan: Tris Buffer (pH 7.40): 92 mmol/L; Phenol -
0.3 mmol/L; Glucose Oxidase 15000 U/L; 4-
Aminophenazone 2.6 mmol/L hodc tuong duong.
- Pat tiéu chuan ISO 13485 hoic twong duong.
- Dung dé xac dinh dinh lugng Amylase trong huyét thanh,
huyét tuong hodc nudc tiéu. Phuong phap CNPG3, do
dong hoc.
- Gii han phét hién thap nhét: <2.0 U/L
Amylase (1 | - B tuyén tinh trudce pha loang: >2000 U/L . .
30 | 100mD) | - Thanh phin: MES Buffer (ph6.0): 50 mmol/L: CNpG3: | Hop 1x100ml | Hop
2.27 mmol/L; Calcium chloride: 60 mmoL; Sodium
chloride: 70 mmol/L; Activator: 900 mmol/L hoac tuwong
duong.
- Pat tiéu chuan ISO 13485 hoic twong duong.
- Dung dé x4c dinh dinh lugng Albumin trong huyét thanh
hodc huyét tuong,
- Phuong phép xanh Bromocresol, do diém cubi.
- C6 san trong hop > 3ml Std: Albumin standard
Albumin (4 concentration 3 g/dL. ) Hop 4 x 50 mL
31 x 50ml) - Gio1 han phat hién thap nhat: < 0.1 g/dL + 1x3ml Std Hop
- B0 tuyén tinh trude pha loang: > 6 g/dL Albumin
- Thanh phan: ALBUMIN REAGENT: Succinate Buffer
(pH 4.20) 75 mmol/L; Bromocresol green 0.14 g/L hoac
tuong duong.
- Pat tiéu chuan ISO 13485 hoic twong duong.
- Thung E.O.S
-Dé sir dung va phu hop v6i may bénh vién dang sur dung. Dev. (02 can 5
- Héa chit rira phim X-quang déng goi nguyén chat chua lit, 02 chai 0,25
Thubc rira | pha chic chan, khong ro ri khi van chuyén, van chuyén dé lit, 02 chai 0,5 .
32 . , Bo
phim dang. lit)
- Xuat xtr hang héa: Chau Au - Thung E.O.S
- Chung nhan ISO 13485, CE Fix (02 can 5 lit,
02 chai 1,25 lit)
N R Thanh phan: Ethanol > 90% , ,
33| Con90do Gidy ching nhan cht lugng hoic twong duong. Can/30 lit Lit
N R Thanh phan: Ethanol > 70% , ,
34| Con70do Gidy ching nhan chit lugng hoic twong duong. Can/30 lit Lit
Dung dich Thanh phan: Ethanol > 50%, Iso Propanol > 28%. Chai 500ml/
35 | sat khuan Chlorhexidir}e digluconate: < 0.5% Thine 12 chai Chai
taynhanh | Dat tiéu chudn EN 1500, EN 12791 hoic tuong duong. g
Dung dich
36 khir khuan | Thanh phan: Enzyme Protease subtilisin, Lipase, Amylase, Chai 1 lit/ Chai

bé mit dung
cu

Cellulase, Mannanase hodc tuong duong.

Thung 12 chai




Dung dich
37 | KM KDUAR s phn: Ortho-Phihalaldehyde < 0,55%, pH 7.0 -9.0 | €2 1Y Thng |- ¢
ung cu 4 can
OPA
33 Dung dich | Thanh phan: Chlorhexidine gluconate < 4% Chai 500ml/ Chai
sat khuan | Pat tiéu chuan EN 12791 hodc tuong duong. Thung 12 chai
Vién khir khuan
Vian khir - Thanh phan chinh: Sodium Dichloroisocyanurate 50% (>
39 Kkhud 2.5 gram Sodium Dichloroisocyanurate/ vién 5 gram); Hop/100 vién Hop
uan
-pH:55-6.7;
Ti€u chuan chat lwong GMP hoac twong duong.

Ghi chi: Trong yéu cau vé ky thudt, néu cé cum tir “twong dwong” dwgc mo ta sau cdc
yéu cau vé ky thudt cua hang hod thi dugc hiéu twong dwong vé ddc tinh ky thuat, tiéu
chudn céng nghé, néu cé cum tir “twong dwong” dirgc mé ta sau cdc yéu cau vé chirc nang
ciia hang hod thi dwge hiéu twong dwong vé tinh ndng sir dung.

1.3. Céc yéu cau khac:

- Hang héa du thau thuéc pham vi cung cp ctia goi thau phai ghi day du cac thong
tin sau: Tén thuong mai; ky ma hi¢u/Nhan mac san pham, quy cach (theo quy dinh cua
nha san xuat); Hang san xuat; Xuat xtr (tén qudc gia).

- Trudng hop nha thau ké khai hang hoa duoc huéng wu dai khi nha thau chimg
minh dugc hang hoa d6 cé chi phi san xuét trong nude theo ty 1& ké khai, nha thau phai
cung cip ddy du hd so dé chimg minh chi phi san xuét trong nuéc: Chi phi nguyén vat
liéu trong nude (héa don, hop dong mua ban nguyén li¢u...), chi phi nhan cong trong
nudc (ching tr vé tién cong, tién luong va cac khoan phu cép co tinh chét luong, bao
hiém y té, bao hiém xa hoi, kinh phi cong doan cta cong nhan tryc tiép san xuét...), cic
chi phi khac (phi van chuyén, phi dong géi,...). Néu E- HSDT cua nha thau khong cung
cap ddy du ho so, chung tir thi nha thau khong duoc xem xét huong wu dai.

- C6 bang mé ta san pham dap tng k¥ thuat theo cac yéu cau cu thé ctia E-HSMT,
d6i v6i hang hod 1a vat tu y t& kém tai liéu k¥ thuat chtimg minh (bao gém: Catalogue
hoic bang dit liéu k¥ thuat (datasheet) hoiic huéng dan sir dung hoiic cac tuyén bd hodc
x4c nhan cta nha san xuét, tiéu chuin ap dung hoac cac tai li€u lién quan khac do nha
san xudt phat hanh). Tai liéu bang tiéng nudc ngoai phai c6 ban dich sang tiéng Viét va
nha thau chiu trach nhiém phéap 1y vé tinh chinh x4c cta noi dung dich thuat khi phat
hanh.

- Trudng hop quy cach dong goi hang hoa ciia nha san xuét c6 khéi luong, dung tich,
thé tich .. khac it hon so v&i quy cach néu trén, nha thau c6 thé chao quy cach déng goi
16n hon hodc t6i thiéu bang so véi quy cach dong goi trong E-HSMT.

- Nha thau phai trung thuc khi ké khai tinh dap tng, bat ¢t ndi dung cb tinh ké khai
sai léch so voi cac tinh ning, thong sd, tidu chuin cong bd ciia nha san xuat dé nham
vuot qua budc danh gia vé ki thut dugc coi 1a hanh vi gian 1an trong dau thau quy dinh
tai Khoan 4 Diéu 16 Luat DAu thau va s& bi xir 1y theo quy dinh ctia Phép luit.

1.4. Cam két ciia nha thau cho toan b géi thiu:

Nha thau phai cung cdp ban cam két c6 ky, dong dau hop 18 thé hién day du cac noi
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dung cam két nhu sau:
- Cam két Ngudn gbc hang héa hop phap theo quy dinh ctia phap luat hién hanh.

- Cam két thu hoi hang hoa d3 giao va chiu trach nhiém boi thudng thiét hai cho
bénh nhan va Cha dau tu néu san pham khong dam bao chat lugng gay nén thiét hai
hodc c6 thong bao thu hoi cua co quan co thAm quyen (ma khong do 16i cua chu dau tu).
Nha thau c6 trach nhiém hoan tra tién hodc thay thé bang 16 san xuat khac dam bao chat
lugng.

- Cam két hang hoa co nhén hodc c6 kem theo nhén phu voi day du cac thong tin
theo quy dinh tai Nghi dinh s6 43/2017/ND-CP va Nghi dinh 111/2021/ND-CP va cac
quy dinh phap luat lién quan hién hanh.

- Cam két cung cap hudng dan sir dung cta hang hoa bang tiéng Viét.

- Cam két vé thoi han giao hang: Cung cap nhiéu dot trong sudt thdi gian thuc hién
hop dong, mdi dot trong vong 48 gid ké tir khi nhan dugc yéu cau caa Chu dau tu. Thu
hdi va doi tra néu hang hoa bi 16i do nha san xut va 16i do qua trinh van chuyén dén kho
ctia Chu déu tu.

- Cam két néu trang thiu Nha thau cung cap may dé Chu dau tu si dung hoa chat
trang thau, may str dung tot, twong tich voi hoa chét tring thau, san xuat nim 2024 tré
vé sau (cung cip Ho so chimg minh). Thoi gian lap dat: trong vong 20 ngay sau khi ky
két hop dong

- Cam két sin sang cung cdp ban gdc cac tai liéu dé dbi chiéu khi c6 yéu ciu cia
Chu dau tu: Hop dong twong tu, Bién ban nghiém thu thanh 1y, sao ké ngan hang chimg
minh giao dich cta hop ddng twong tur va cac tai liéu khac 6 lién quan;

- Cam két cung cap chiing tir hang hoa khi giao hang: Péi voi hang hoa nhap khau:
T khai hai quan, Chimg nhan Xuat xt (CO), 'Chuing nhén Chat lugng (CQ hodac COA),
T6 khai hai quan, Invoice, PL, Vén don, . .. Béi v6i hang hoa san xuét trong nudc: Phleu
xuat kho va Chimg nhan Chat lugng (CQ hodc COA) ciia nha san xut, ... theo yéu cau
ctia Chu dau tu;

- Cam két chju hoan toan trach nhiém phap 1y vé tinh hop 1€, trung thuc, chinh xac
clia tat ca tai liéu cung cip trong E-HSDT.

Muc 2. Bian vé: Khong c6 ban vé
Muc 3. Kiém tra va thir nghiém

Chu dau tu c6 quyén yéu cau kiém tra, thir nghiém hang héa dugc cung cap dé dam
bao hang héa do6 co6 dac tinh ky thuat phu hop voi yéu cau cua hop dong. Thoi gian, dia
di€ém va cach thtrc tién hanh kiém tra, thir nghiém:

- Pja diém: Tai don vi st dung.

- Thoi gian: Do cac bén thoa thuén,;

- Noi dung kiém tra: kiém tra toan bd hang hoa theo yéu cau ctia hop dong;
- Chi phi t6 chirc thuc hién: do nha thau chi tra.

_ Truong hop hang hoa khong phu hop voi ddc tinh k§ thuét theo hop dong thi Chu
dau tu c6 quyén tir chdi va Nha thau phai c6 trach nhiém thay the hodc tién hanh nhing
di€u chinh can thiét dé dap ung ding cac yéu cau veé dac tinh ky thuat. Truong hgp Nha



11

thau khong c6 kha nang thay thé hay diéu chinh cac hang hoa khong phu hop, Chu dau
tu ¢ quyeén to chirc viée thay thé hay diéu chinh néu thay can thiét, moi rui ro va chi phi
lién quan do Nha thau chiu. Viéc thuc hién kiém tra, thi nghiém hang hoéa ctia Chu dau
tu khong dan dén mién trir nghia vu khac theo hop dong ciia Nha thau.



