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

Muc 1. Yéu ciu vé ky thuat
1.1. Gidi thiéu chung vé dw dn, g6i thiu

a) Tén du toan: Mua hoa chat phuc vu cong tdc kham chira bénh nam 2025 -
2026 tai Bénh vién da khoa khu vuc Quang Ninh.

b) Tén goi thau: Mua héa chat phuc vu cong tac kham chira bénh nam 2025 -
2026 tai Bénh vién da khoa khu vuc Quang Ninh.

¢) Nguon von: Ngudn thu gia dich vu kham bénh, chita bénh ctia bénh vién.

d) Tén chu dau tu: Bénh vién da khoa khu vyc Quang Ninh

d) Thoi gian thuc hién goi thau: 12 thang.

¢) Pia diém thuc hién du toan: Bénh vién da khoa khu vue Quang Ninh.

1.2. Yéu ciu vé ky thudt

1.2.1. Yéu cau chung:

- Nha thau c6 Phiéu tiép nhan hd so cong bd du didu kién mua ban trang thiét

biy te;

- Hang hoa méi 100%;

- Hang hoa du’thﬁu phai c6 S6 lru hanh/s6 dang ky Iwu hanh/gidy chimg nhan
dang ky luu hanh/giay phép nhap khau;

1.2.2. Yéu cau cy thé:

1.2.2.1. Théng s6 k¥ thuat:



Danh muc | Quy cach " £ o A Don vi So
T hang hoa dong goi Thong 50 ky thuat tinh lwgng
Phuong phéap do: Bromocresol green
Pham vi do: 0.2g/dl — 6.0 g/dl
Do nhay phan tich (gioi han phat hién thap
hon): 0.2 g/dl hoac 2 g/
Thanh phan chinh:
Thude thir xét Succinate buffer, pH 4.2 75 mmol/l
nghiém dinh Brgmcresol green 0.15 mmo/l A
1 lu(m'g : 6x65ml | Brij 35 7 ml/l Hop 4
Te Detergents and stabilizers >0.1 %
Albumin . . . .
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 xuat xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016
Pham vi do: 3.5 g/L
Gidi han phat hién thap hon 14 0.1 g/L
Thudc thir xét RI: Budc song 376 nm (360 — 380 nm)
nghiém dinh 1x6 O‘m Thanh phan chinh:
2 | lugng RO: Buffer pH 8.3 300 mmol/L Hop ]
Alcohol 1x20‘ml NAD+ 10 mmol/L
Ethanol Alcohol dehydrogenase (ADH)* 200 kU/L
San pham c6 xuét xir thude cac nudc G7
Tiéu chuan chat luong ISO 13485:2016
Thanh phan chinh:Puoc diéu ché tir
Chat hi¢u albumin huyét thanh bo c6 thém chét bao
chuan xét quan va ghét 6n dinh.Ethanol 1—)61~ chung
nghiém dinh chtra khoi lugng phan ing cta: hon hop 5- A
3 lugng IxIml chloro-2-metyl-4-isothiazolin-3-one va 2- Hop 6
Alcohol metyl-2H isothiazol-3-one (3:1)San phim
Ethanol 6 xudt x(r thudc cac nude G7Tiéu chudn

chat luong ISO 13485:2016




Vit lidu kiém
soat chét
lugng xét
nghiém dinh
lugng
Alcohol
Ethanol

2x1ml

Pugc chuan bi tir albumin huyét thanh bo
v6i chit bao quan va chit 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 xuat xur thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016

Thude thir xét
nghiém o-
Amylase

3x60ml

Phuong phap: CNP-G3

Nguyén tac kiém tra:

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

Pham vi do: Lén t61 1500 U /I (25.8 pka /
)

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 xuat xir thudc cac nudc G7
Tiéu chuén chat luong ISO 13485:2016

Thudc thir xét
nghiém
Bilirubin
direct

R1:
3x50mIR
2:3x10ml

Phuong phap DCABudc song 546 nm (540
— 560 nm)Puong quang 1 cmPham vi do t
0.1 - 10 mg / dLGi6i han phat hién thap hon
12 0.1 mg/dL.Thanh phan chinh:R1: EDTA-
Na2 0.1 mmol/LNaCl 150
mmol/LSulfamic acid 100 mmol/LR2: 2.4-
Dichlorophenyl-diazonium salt 0.5
mmol/LHCI 900 mmol/LEDTA-Na2 0.13
mmol/LSan pham c6 xuat xtr thudc cac
nude G7Tiéu chuan chét luong ISO
13485:2016

Thudc thir xét
nghiém
Bilirubin total

R1:
3x65ml
R2:
3x14ml

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 xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016

A

Hop




Thudc thir xét
nghiém dinh
lugng
Calcium

3x60ml

Phuong phéap: Arsenazo 111

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

Gidi han phat hién thap hon 14 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 pumol/L

Tiéu chuan: 10 mg/dL (2.5 mmol/L)
San pham c6 xuét xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016

Chat hiéu
chuén xét
nghiém dinh
lugong xét
nghiém sinh
hoa

Sml

Huyét thanh hiéu chuin dong kho dua trén
huyét thanh nguoi. Multicalibrator c6 thé
duogc st dung dé hiéu chuén 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 phdm c6 xudt xt thudc cac
nudc G7Tiéu chuan chét lugng ISO
13485:2016

Lo

40

10

Thudc thir xét
nghiém
Cholesterol

6x65ml

Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase)

Pham vi: 3-800 mg/dl (0.08-20.7 mmol/l)
Gidi 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/1)

San pham c6 xuét xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016

20




Thudc thir xét

Phuong phéap: IFCCPham vi do: 2-2300 U/l
(0.03-38.41 pkat/I)Pg nhay phéan tich (gioi
han phat hién thap hon): 5 U/1 (0.08
pkat/[)Thanh phan chinh:R1
BufferImidazole buffer pH 6.7 100 mmol/l
Mg-acetat 10 mmol/IGlucose 20 mmol/l N-

?f;lfm dinh R1: acetyl-cysteine 20 mmol/INADP 2
11 Cre a%ine 2x67mlIR | mmol/IG6P-DH 1500 U/IHK 2500 Hop 5
Kinase — MB 2: 2x17ml | U/IDiadenosine pentaphosphate 10
(CK-MB) umol/ICK-M-antibody 1000 U/IR2
substrate creatine phosphate 30
mmol/lADP 2 mmol/IAMP 5
mmol/IAdenosine 10 pmol/1San pham cé
xuét xir thude cac nude G7Tiéu chuin chét
luong ISO 13485:2016
Phuong phéap: IFCC Pham vi do: 2-2300 U/l
(0.03- 38.41 pkat/1)b¢ nhay phan tich: 2 U/I
(0.03 pkat/)Thanh phan chinh:R1
I BufferImidazole buffer pH 6.7 100 mmol/l
Thuoc thir xét
A Mg-acetat 20 mmol/IGlucose 10 mmol/l
nghiém dinh R1: .
12 | luong creatine | 2x60mIR N-acetyl-cysteine 20 mmol/INADP 2 Hop
Kinase rong 2 9%15ml mmol/IG6P-DH 1500 U/THK 2500 _ : 3
huyét thanh U/IEDTA 2 mmol/IR2 substrate creatine
' phosphate 30 mmol/IADP 2 mmol/IAMP 5
mmol/IAdenosine 10 pmol/1San pham cé
xuat xtr thudc cac nude G7Tiéu chuan chét
luong ISO 13485:2016
Phuong phép: Jaffe
Pham vi do: 0.2 — 15 mg/dL (18 — 1330
pmol/L)
Thube thit xét R1: Gi6i han phat hién thap hon 14 0.2 mg/dL
n (17.7 pmol/L)
13 nghi¢ém dinh 4x66m Thanh phﬁn chinh: Hop
luong R2: ] . . 30
Creatinine 4x16ml R1: Sf)dl-um hydrox1de 0.2 mol/L
R2: Picric acid 20 mmol/L
Standard: 2 mg/dL (177 pmol/L)
San pham c6 xuat xir thude cac nudc G7
Tiéu chuan chat luong ISO 13485:2016
Phuong phap: IFCCPham vi do: 3 - 280 U/l
(0.05 - 4.67 pkat/1)Gidi han phat hién: 3 U/l
Thudc thir xét R1: (0.05 pkat/l)Thanh phan chinh:R1: Tris
14 | nghiém 2x66mlR | Glycylglycin buffer pH 8.25 100 mmol/IR2: Hop 5
Gamma-GT 2:2x16ml | L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9

mmol/ISan phém co xuat xtr thude cac nude
G7Tiéu chuan chat lugng ISO 13485:2016
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Thudc thir xét
nghiém dinh
lugng
Glucose

6x66ml

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

Pham vi do: Phuong phap 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).

Gi6i1 han phat hién: 2 mg/dl

Thanh phén 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 xuat xir thudc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016

45

16

Thudc thir xét
nghiém
GOT(AST)

R1:
6x66m
R2:
6x16ml

Phuong phéap: IFCC

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

Gi6i han phat hién: 4 U/l hodc 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/l

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

San pham c6 xuét xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016

30

17

Thudc thur xét
nghiém
GPT(ALT)

R1:
6x66mlIR
2: 6x16ml

Phuong phéap: IFCCPham vi do: 0.160 &
340 nm hodc 0.080 ¢ 365 nmGidi han phat
hién: 4 U/l hodc 0.07 pkat/IThanh phan
chinh:R1: Tris buffer pH 7.8 100 mmol/IL-
Alanine 500 mmol/ILDH 1200 U/IR2:
NADH?2 0.18 mmol/I2-Oxoglutarate 15
mmol/ISan pham c6 xut xir thudc cac nudc
G7Tiéu chuan chét lugng ISO 13485:2016

30

18

Bong den
dung cho may
xét nghiém
sinh hoa

Chiéc

Thoéng s6 ky thuat:

bién 4p 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 duge chiéu sang: 1.9%2.0 mm?
Buong kinh day toc: 2.0 mm

Tudi tho: 3000 gioy

Pudng kinh vo dén téi thiéu: 9 mm
San pham c6 xudt xtr thudc cac nude G7
Tiéu chuan chat lwong ISO 13485:2016

Chiéc




Phuong phap: Xét nghiém mién dich do do
ducPham vi do: 0-15 %Nguoi khong mac
Bénh tiéu duong: < 6 %Bénh nhan tiéu

, 4x§)1r{11R dudng: <7 %Thanh phan chinh: Thude thir
Thudc thir xét 5 HbAlc R1Latex Natri axit (0.95 g/L).Thu6e
19 | nghiém dinh %1 Or.nlLy tho HbAlc R2Phute hop khang the khéng Hop 12
luong HbAlc sing: thé don dong khang huyet sdc t6 nguoi Alc
%1 OOﬂll cta chudt va khang thé IgG khang
chuot.Chat 6n dinh.San pham c6 xuat xur
thudc cac nude G7Tiéu chuin chét luong
ISO 13485:2016
Vit lidu kiém L: Thanh phan chinh: Huyét thanh nguoi.
20 soat xét 1x0.5ml | Dang dong kho. Hop
nghiém dinh H: San pham co6 xuat xtr thudc cac nudc G7 i 5
lugng HbAlc | 1x0.5ml | Tiéu chuan chét lugng ISO 13485:2016
Chét higu
chuén chat Thanh phan chinh: Huyét thanh ngudi.
21 | luong xét 4x0.5ml | San phén} co xpét xtr thudc cac nudc G7 Hop 4
nghiém dinh Tiéu chuan chat lwgng ISO 13485:2016
lugng HbAlc
Phuong phap: Direct
Pham vi do ludng: 3-150 mg/dl (0.8 - 3.90
mmol/l)
Gidi han phat hién: 3 mg / dl (0.08 mmol/l)
Thanh phan chinh:
Thubc thir xét R1: R1: Good’s buffer, pH 7.0 100 mmol/l
2 nghiém dinh 3x50ml | Cholesterol oxidase >0.8 KU/1 Ho
lugng HDL R2: Cholesterol esterase >1.0 KU/I P 22
Cholesterol 2x25ml | Catalase >500 KU/I
HDCBS 0.5 mmol/l
R2: Peroxidase 30 KU/I
4-Aminoantipyrine 4 mmol/l
San pham c6 xudt xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016
Vit lidu d6i chirmg dong kho dua trén huyét
twong nguoi, da duoc khir fibrin cho cac dai
luong do sau:Total Acid Phosphatase, Non-
Prostatic Phosphatase, Albumin, Alk.
Vat lieu kidm Phosphatase, ALT'/GPT, a—Amylas.e', a-
SOt xét Amylas.e.pan.cree.mc, AST/GOT, Bilirubin
nghiém dinh total, Bilirubin direct, Calcium, Cholesterol
23 1u’0'né <@ t' Sml total, HDL-Cholesterol, LDL-Cholesterol, Lo 60
ngiliém sinh Cholinesterase, CK-MB, CK-NAC, Copper,
> Creatinine, Glucose, GGT, Iron, Lactate,
héa muec 1

LDH-P, LDH-L, Lipase, Magnesium,
Phosphate Inorganic, Protein Total,
Triglycerides, Uric Acid, Urea, Zn.San
pham ¢6 xudt xi thude cac nude G7Tiéu
chudn chat luong ISO 13485:2016




24

Vit liéu kiém
soat xét
nghiém dinh
luong xét
nghiém sinh
hoa mirc 2

Sml

Vit lidu dbi chimg dong kho dua trén huyét
twong nguoi, da duoc khur fibrin cho cac dai
lugng 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 xuat xir thudc cac nudc G7
Tiéu chuén chat luong ISO 13485:2016

Lo

60

25

Thubc thir xét
nghiém Iron

R1:
3x67ml
R2:
3x16ml

Phuong phap: Ferene

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

Gidi 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 xudt xtr thudc cac nude G7
Tiéu chuan chat luong ISO 13485:2016

A

Hop

26

Thudc thir xét
nghiém LDL
Cholesterol

R1:
3x50mIR
2:2x25ml

Phuong phép: Truc tiépPham vi do: 5-100
mg/dl (0.13 - 26.0 mmol/I)D§ nhay phan
tich (gi6i han phat hién thap hon):5 mg/dl
(0.13 mmol/)Thanh phan chinh:R1: Good’s
buffer, pH 7.0 50 mmol/ICholesterol
oxidase 500 U/ICholesterol esterase 600
U/ICatalase 600 KU/IAscorbate oxidase 3
KU/ITOOS 2 mmol/IR2: Peroxidase 4
KU/14-Aminoantipyrine 4 mmol/ISan pham
¢ xudt xir thudc cac nude G7Tiéu chuin
chat lugng ISO 13485:2016

22




Thudc thir xét

Phuong phép: Biuret

Pham vi do: 0.2-13 g/dl (2.0-130 g/1)
Gi6i han phat hién: 0.2 g/dl hodc 2.0 g/l
Thanh phan chinh:

Potassium iodide 30 mmol/l

27 ;%2;:112 Total >x66ml Potassium sodium tartrate 32 mmol/l Hop 4
Copper sulphate 18 mmol/l
Sodium hydroxide 200 mmol/l
San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chat luong ISO 13485:2016
Sggizigp};ﬁ) Cuvette cho budng rira may sinh hoa
o 6 thanh/ | Loai nhya: PC/ PS n
28 | may xét n . 2 L o A A . Bo
nghiém sinh bd Sg{l phan} co xAuat xur thudc cac nuoc G7 1
hod Ti€u chuan chat lugng ISO 13485:2016
Cong phan Cong dyng mau bénh pham Chat liéu: Nhya
ung dung cho . PSKich thudc: 16*38mmDung tich: 2-
P . 500 cai/ . < 0 A . A -
29 | may xét i 4mlMau sac: Trong su6tSan pham co xuat Thi 10
nghiém sinh xt thudc cac nudc G7Tiéu chuan chat
hoa luong ISO 13485:2016
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
Thude thit xét p—IChlorop-her-lol 2 mmol/l
nghiém dinh Llpoprotel.n lipase 150000 U/1 .
30 luorn;g : 6x65ml | Glycerolkinase 800 U/1 Hop 20
Triglyceri de Glyce_rol - 3 - P- oxidase 4000 U/1
Peroxidase 440 U/l
4-Aminoantipyrine 0.7mmol/l
ATP 0.3mmol/l
Mg2+ 40 mmol/l

Na-cholat 0.20 mmol/I
Potassium-Hexacyanoferrat(II) 1pmol/l
San pham c6 xuét xir thude cac nudc G7
Tiéu chuan chat luong ISO 13485:2016




Phuong phéap: UV kineticPham vi do: 5-400
mg/dl (0.83 dén 66.4 mmol/l) Giéi han phat
hién: 5 mg/dl (0.83 mmol/l)Thanh phan
chinh:R1: TRIS buffer pH 7.8 50

. gl‘fioé;t%‘;n’ft i | mmol/IGLDH > 0.80 UllUrease > 12 Ho
luon;g Urea 2 4x16ml U/mIR2: TRIS* buffer pH 9.6 100 ¥ 30
. ' mmol/l12-oxoglutarate 8.3 mmol/INADH >
0.23 mmol/ISan pham c6 xuat x{r thudc cic
nude G7Tiéu chuan chat luong ISO
13485:2016
Phuong phép: 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/l)
Thanh phan chinh:
Phosphate buffer pH 7.4 50 mmol/l
DHBSA* 4 mmol/l
Thubc thr Uricase 60 U/l
32 | chan lugng 4x65ml | POD 660 U/l Hop 5
Uric acid 4-Aminoantipyrine 1 mmol/l
Preservative
* 3,5-Dichloro-2-hydroxy-benzenesulfonic
acid
Standard:
Uric acid 6 mg/dl (356.9 pumol/l)
San pham c6 xuét xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016
. 1k Thanh phan chinh:
Hod chat ¢6 Alkali < 10.0%
33 | tinh kiém rua 2L X LR . Can
méy sinh hod Sg{l phanxl co xAuat xu thude cac nudec G7 50
Ti€u chuan chat lugng ISO 13485:2016
E}i?éflhr?";akhu Thanh phan chinh:Detergent < i
34 | budng phan 500ml l.q%PFeserYati\fe = 1,0 .O%Sér} phém; ¢ £ Chai
{mg cho may xuat xtr thudc cac nudc G7Tiéu chuan chat 15
. , luong ISO 13485:2016
sinh hoa
Day bom Day bom dung cho may sinh hoa
35 | dung cho may Chiéc San phén} co X}lé.t xu thude cac nude G7 Chiéc )
xét nghiém Ti€u chuan chat lugng ISO 13485:2016
Cot loc nuéce
36 | dung chomdy | 1 cai/tii | Cotloc nudc ding cho mdy sinh hoa sO 1 Cai 4
sinh hod s0 1
Cot loc nuéce
37 | dung chomdy | 1 cai/thi | Cotloc nude dung cho mdy sinh hoa 62 Cai 4
sinh hod s0 2
Cot loc nude
38 | dung chomay | 1 cai/thi | Cotloc nudc ding cho may sinh hod sb 3 Cai 4

sinh hoa s0 3




Cot loc nudce

39 | RO dung cho 1 cai/ tai | Cot loc nude RO dung cho may sinh hoa Cai 5
may sinh hoa
Mubi khir
40 |nhiemding | 25Ke/ |4 s 4k nhidm ding cho may sinh hod Bao
cho may sinh Bao 2
hoa
41 Ha‘f lam S.aCh 25 K/ Hat lam sach nudc Cation Bao
nudc Cation Bao 1
42 Hat trao doi 25 Ke/ Hat trao ddi Ion Bao
Ton Bao 1
Thanh phan chinh:
Sodium chloride < 0.9%
Potassium chloride < 0.06%
’ Buffer <0.3%
Hoa chat Preservative < 0.1% )
43 du{lg c’ho may 0L Co ma QR Code quan ly hoa chat dugc tich Thing
phén tich hop san. i 85
huyet hoc Do 6n dinh chua m¢ trong 24 thang keé tur
ngay san xuat khi dugc bao quan ¢ nhiét do
2-35°C )
San pham c6 xuat xir thude cac nudc G7
Tiéu chuan chat luwong ISO 13485:2016
I Thanh phan chinh:Detergent < 1.5%Buffer
Tg?%%;hucgl <2.0%Preservative < 1.5%Dye < 1.0%C6
& s ma QR Code quan 1y hoa chat dugc tich
do 3 thanh g N R 4 ) .
A A hop san.D¢ 6n dinh chua mo trong 24 thang .
44 | phan bach cau 1L L SN Lo ) . Chai
ke tur ngay san xuat khi dugc bao quan & 70
MON, NEU, ny an o~ 2 2 A A
LYM tron nhiét d6 2-35°CSan ppam co xuat xu thudc
mé & cac nudc G7Tiéu chuan chat lugng ISO
. 13485:2016
Thanh phan chinh:
Detergent < 0.5%
£ Buffer <0.6%
Tilzil(})l%:lhuclﬁ); Preservative < 0.7% )
£ s Co6 ma QR Code quan 1y hoa chat dugc tich
do 2 thanh s .
45 A A 500ml | hop san. Chai
phan bach cau N X , Z s 50
Do on dinh chua mo trong 24 thang ké t
EO, BASO o, X . - TR
X ngay san xuat khi dugc bao quan ¢ nhiét do
trong mau

2-35°C )
San pham c6 xuat xir thuge cac nude G7
Tiéu chuan chat lugng ISO 13485:2016




Thube thir ly
giai hong cau

Thanh phan chinh:

Detergent <4.0%

Buffer < 1.0%

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

46 | do . 500ml D6 6n dinh chua mé trong 24 thang ké tir Chai 50
Hemoglobin \ s L1 - o L in an
. ngay san xuat khi dugc bao quan ¢ nhiét o
trong mau 2.35°C
San phén} co X}lét xUr thudc cac nudc G7
Ti€u chuan chat lugng ISO 13485:2016
Vat licu kidm Thanh phan chinh: .
Y Mau dong vat c6 va kho¢ manh (lon), chat
soat chat
luong ding bao quan va chit 6n dinh té bao.
47 e A 3ml On dinh trong 90 ngay khi chua m¢ nap, Lo
cho may phéan 20
. % 6ng mé on dinh trong 14 ngay
tich huyét hoc
Laser San pham ¢6 xudt xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016
Thanh phan chinh:Sodium hypochlorite <
8.0%Sodium hydrate < 2.0%Dbo on dinh
. Ao chua mdé la 12 thang ké tir ngay san xuat khi
Hoa chat rira ) . o gt 27 x
\ , duoc bao quan ¢ 2-35°CGidi han: Thuoc
48 | dung cho may 50ml A , A Lo
xét nghiém thi ph_al dugce st dung trong pham vi nhiét 20
i dd moi truong 1a 15-35 d6 C.San pham co
xuat xtt thugc cac nudc G7Tiéu chuan chat
luong ISO 13485:2016
Ong nghiém 100 éne/ Chira ho4 chat EDTA (Ethylene diamin
49 | EDTA K2 Vi & tetracetic acid) Vi 170
nap cao su Ti€u chuan chat lugng ISO 13485:2016
Thanh phan chinh:
Sodium chloride < 0.9%
) Potassium chloride < 0.1%
Hoa chat Buffer <0.3%
dung cho may Preservative <0.1% \
>0 phén tich 20L D6 6n dinh chua mo trong 24 thang ké tir Thung 30
huyet hoc ngay san xuat khi dugc bao quan ¢ nhiét
2-35°C )
San pham c6 xuat xir thugc cac nude G7
Ti€u chuan chat lugng ISO13485:2016
Thanh phan chinh:
Detergent < 0.6%
) Buffer < 1.0%
Thudc thu ly Preservative < 0.4% )
51 | giai hong cau SL Do on dinh chua mo trong 24 thang ké tir Hop 8

3 thanh phan

ngay san xuét khi duoc bao quan 6 nhiét d6
2-35°C

San pham c6 xudt xtr thudc cac nude G7
Tiéu chuén chat luong ISO13485:2016




52

Thube thir ly
gidi hong cau
5 thanh phan

42ml

Thanh phan chinh:

Ethylene glycol <99.9%

Dye < 0.15%

Do 6n dinh chua mé trong 24 thang keé tir
ngay san xuét khi dugc bao quan & nhiét do
2-35°C

San pham c6 xuét xir thude cac nudc G7
Tiéu chuan chat lugng 1SO13485:2016

Tai

15

53

Thuéq thur ly
gidi hong cau

5L

Thanh phan chinh:Detergent <
0.5%Preservative < 0.6%Do 6n dinh chua
mo trong 24 thang ké tir ngay san xuat khi
dugc bao quan ¢ nhiét d6 2-35°CSan phém
c6 xuét xtr thudc cc nude G7Tiéu chuan
chat luong ISO13485:2016

Thung

54

Thudc thir xét
nghiém dinh
lugng APTT

5x5ml +
CaCl2:
5x5ml

Hiéu suat: Do lap lai: HE s6 bién thién (CV)
ctia két qua cac phép thir lap lai voi QC
huyét twong khong dugc vuot quéa 5%
Thanh phan chinh:

R1: Ellagic Acid 0.3%, BSA 0.1%, 0.2%
Sodium Azide, B6 dém 3%

R2: CaCl2 0.025 M

San pham co xut xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016

A

Hoép

55

Thudc thir xét
nghiém dinh
luong PT

10x5ml

Thoi gian prothrombin (PTR) = thoi gian
d6éng mau cua huyét twong thir nghiém /
thoi gian dong mau cia huyét tuong ddi
chung.

Céc gia tri tham khao: PTR: 1.0 £ 0.15;
INR: 0.8-1.24

Thanh phan chinh:

Recombinant hTF, BSA 0.5% CaClI2 0.025
M, bd dém 3%, 0.2% Sodium Azide, chét
6n dinh.

San pham c6 xudt xtr thudc cac nude G7
Tiéu chuan chat luong ISO 13485:2016

A

Hop

56

Thudc thir xét
nghiém dinh
lugng
fibrinogen

5x5ml +
Buffer:
3x30ml

Gi4 tri tham chiéu Fibrinogen: 2.0-4.0 g/L
Gi4 tri dy kién: Phuong phap Clauss
Fibrinogen (mg/dL) 150 - 400

Thanh phan chinh:

R1: Thrombin bo (khoang 100 don vi NIH
/mi), BSA 0.5%, pH 7.2 £ 0.2 B dém 5%,
0.2% Sodium Azide, chat 6n dinh.

R2: Dung dich dém Imidazole (IBS): Dung
dich dém Imidazole trong dung dich mudi,
pH 7.2 £ 0.2, v6i 0.2% Sodium Azide lam
chét bao quan.

San pham c6 xuét xir thude cac nudc G7
Tiéu chuan chat luong ISO 13485:2016

A

Hop




Vat liéu kiém

soat chat
Lu(iljilégn):iitinh Thanh phﬁn’chinh: Huyét tuong ngudi.San
57 1 f(mg PT. 10xIml | pham c6 xuat xir thudc cac nude G7Tiéu Hop 3
APTT. TT, chuan chat luvgng ISO 13485:2016
FIB muc
trung binh
Vit liéu kiem
sodt chat Thanh phan chinh:
lugng xét Huyét tuong ngudi
58 |nghiémdinh | 10xlml | o oo onensyor Hop
lugng PT. Se_lP phan} co X;uat xUr thudc cac nu:oc G7 3
APTT. TT, Tiéu chuan chat lugng ISO 13485:2016
FIB mtc cao
Hoa chat Thanh p}lén chinh: Sodium Hypochlorite
dung cho may Tinh chat vat 1y: chat Io6ng mau vang nhat. .
39 | phan tich S00ml | o phdm c6 xudt xtr thude céc nuée G7 Chai 4
déng mau Tiéu chuan chat luong ISO 13485:2016
Céng dyng miu bénh pham
Kich thuéc: 6mmx25mm
Vat tu dung Dung tich: 500ul
o 2000 Ly z ..
60 | cho may xét chibe/tai Mau sic: Trong suot Tui 4
nghiém Loai nhva: PS
San pham c6 xuét xir thude cac nudc G7
Tiéu chuén chat luong ISO 13485:2016
- Thanh phéan chinh: KCI, NaCl, NaAc,
CaCl2, dém pH, chét hoat dong bé mat, chét
bao quan.- Gia tri hiéu chuén: Calibration
A: K+ 4 mmol/L, Na+ 140 mmol/L, Cl- 100
mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
Calibration B: K+ 8 mmol/L, Na+ 110
mmol/L, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L,
Thudc thir xét pH 7- Nong d6:  Ammonium molybdate
nghiém dinh Cal A: 0.4 mmol/l Sulphuric acid 100 mmol/l
lugng da : Hydrochloric acid 100 mmol/l- Mau bénh A
61 N 650mlCal i X . Hop
thong s6 dién B: 200ml pham. Huyeét thanh nguoi- Tuong quan 20
gidi (K, Na, ’ tuyén tinh hé s6 r: K+ >0.99, Na+>0.99, CI-
Cl, Ca, pH) >0.99, Ca2+ >0.99- D6 léch tuyén tinh D:

K+ <3%, Na <1%, Cl- <2%, Ca2+ <5%- D¢
nhay cta phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+
<0.1mmol/L- B¢ thién léch chinh xac: K+
<2%, Na+ <1.5%, CI- <2%, Ca2+ <5%, pH
< 1%San pham c6 xuat xtr thudc cac nude
G7Tiéu chuan chét lugng ISO 13485:2016




Vit liéu kiém

- Thanh phan chinh: KCI, NaCl, NaAc,
CaCl2, LiCl, pH buffer, chat hoat dong bé
mat, chat bio quan.
- Pic tinh hiéu suét:

+ Trong khoang CV: K+ <1.5%, Na+

fgi;Ch;ét <1.5%, Cl- <1.5%, Cat++ <1.5%, pH <1.0%
62 nghiégm Gion | 10xIml | +Gilta khoing CV: K+ <3.0%, Na+ Hop
luon;g (Né K <3.0%, C!— <3.0%, Cat++ <5.0%, pH <1.0%
CL Ca pH’) ’ + DG thién 1éch chinh xac: K+ <2.0%,
> Na+ <1.5%, CI- <3.0%, Cat++ <5.0%, pH
<1.0%
San pham c6 xuat xur thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016
Dung dich rtra Thanh phan chinh:Sodium hypochlorite
dung cho may (NaClO) 0.4% - 0.5%Séan pham c6 xuat xu A
63 phan tich dién 10x5ml thudc cac nude G7Tiéu chuin chét luong Hop
giai ISO 13485:2016
Dung dich rira Thanh p%le‘in chinh:
s Enzyme: Pepsin.
64 protelr% dun% 3x2ml Dilutor: KCl, NaCl, Hydrochloride acid. Hop
cho may phan . Ao A, N .
tich dién giai Sg{l phan} co xAuat xu thude cac nudec G7
: Ti€u chuan chat lugng ISO 13485:2016
bién cuc K electrode
bién cuc xét Tuong thich véi may phan tich dién giai
65 | nghiém dinh Chiéc | model Auto ISE500 Chiéc
lwong K+ San pham c6 xuat xir thudc cac nudc G7
Tiéu chuén chat luong ISO 13485:2016
bién cuc Na electrode
bién cuc xét Tuong thich véi may phan tich dién giai
66 | nghiém dinh Chiéc | model Auto ISE500 Chiéc
luong Na+ San pham co xuit xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016
bién cuc Cl electrode
bién cuc xét Tuong thich véi may phan tich dién giai
67 | nghiém dinh Chiéc | model Auto ISE500 Chiéc
luong Cl- San pham c6 xudt xtr thudc cac nude G7
Tiéu chuan chat luong ISO 13485:2016
bién cuc Ca electrode
bién cuc xét Tuong thich véi may phan tich dién giai
68 | nghiém dinh Chiéc | model Auto ISE500 Chiéc
luong Ca+ San pham c6 xudt xtr thudc cac nude G7
Tiéu chuén chat luong ISO 13485:2016
bién cuc pH electrode
bién cuc xét Tuong thich v6i may phan tich dién giai
69 | nghiém dinh Chiéc | model Auto ISE500 Chiéc
luong pH San pham co xuit xtr thudc cac nude G7

Tiéu chuan chat luong ISO 13485:2016




bién cuc xét

bién cuc Ref electrode
Tuong thich v6i may phan tich dién giai

70 ilugélrllﬁimfmh Chiéc model Auto ISE500 Chiéc 1
e San phim c6 xudt xir thude cdc nuée G7
Tiéu chuan chat luong ISO 13485:2016
Vit tu ding Day bom Tuong thich v6i may phén tich
71| cho méy xét Chie dién giai model Auto ISE500San pham co Chie
nghiém xudt x{r thudc cac nude G7Tiéu chuan chat 1
¥ luong ISO 13485:2016
Thanh phan chinh:
KCl, NaCl, NaAc, CaCl2, LiCl, chat dém
Dung dich pH, chét hoat dér}g bé mat, chat bao quan.
dién cuc dung Nong do¢ tirng phan: K+ Smmol/L, Na+ R
72| chomay phan | >XO8M1 | 125mol/L, CI- 145mmol/L, Ca2+ Hop 1
tich dién giai 10mmol/L, pH 7.6
San pham c6 xuat xir thudc cac nudc G7
Tiéu chuan chat lugng ISO 13485:2016
Dung dich Thanh phan chinh: KCI
73 dién cyc dung 20ml Nong dﬁ): K+ 4mpl/L, Cl- 4mol/L Lo
cho may phéan San pham c6 xuat xtr thudc cac nudc G7 : 1
tich dién giai Tiéu chuan chat luong ISO 13485:2016
Thudc thir xét Anti-A khang thé don dong dan xudt tir té
74 | nghiém dinh Lo 10ml | bao dong lai (CCS) 500100 1.0ml. Lo 10
nhom mau A Tiéu chuan chat luong ISO 13485:2016
Egg%‘;ﬁ‘fn’;et Anti-AB khang thé don dong din xuét i té
75 nhém mau Lo 10ml | bao dong lai (CCS) A-5E10; B-2D7 1.0ml. Lo 10
AB Tiéu chuén chat luong ISO 13485:2016
Thudc thir xét Anti-B khang thé don dong dan xuat tir té
76 | nghiém dinh Lo 10ml | bao dong lai (CCS) B501100 1.0ml. Lo 10
nhoém mau B Tiéu chuan chat lugng ISO 13485:2016
Thudc thir xét Khang thé don dong c6 dan xuat tir té bao
77 | nghiém dinh Lo 10ml | dong lai (CCS) Anti-D BS225 1.0ml. Lo 10
nhoém mau D Tiéu chuan chat lugng ISO 13485:2016
Thudc thir xét
nghiém dinh
tinh va ban B¢ kit dugc st dung dé xac dinh dinh tinh
78 | dinh luong 100 test | khang thé antistreptolysin-O (ASO) trong Hop
. £ 10
Anti huyét thanh
Streptolysin O
(ASO)
Thudc thir xét
nghiém dinh i
tinh va ban B6 kit dugc st dung dé dinh tinh protein C n
7 dinh luong C- 100 test phan tmg (CRP) trong huyét thanh. Hop 50
Reactive

Protein




Ong phan tich

100

Ong thiy tinh 8x120mm chiéu xa voi nit_
cao su butyl. Chtra t61 1.6ml mau toan phan
trong ong. Ong chira 0.28mL natri citrat

80 | méu Iing ng/tii | 3,2% va sén sang dé sir dung.San pham co Ong 1.000
xuat x{r thudc céc nude G7Tiéu chuan chat
luong ISO 13485:2016
Thanh phan chinh:
Vién sui khir khuan 5g.
Vien khit Sodium Dichloroisocyanurate 50%, Citric
2 100 vién/ | Acid 18%, thanh phan khac 32%. pH 5.8 ¢ A
81 | khuan . Cae an s Hop
Germisep hop nhl‘e_:t do p}long’(S.S—’6.7) ? . 10
Thanh phan chinh c6 tac dung khir khuan
dat t&i 90%
Tiéu chuan chat lugng GMP
. Dung dich ngdm khtr khuan
Eugﬂﬁ ?jlﬁ;h Thanh phan chinh:
gamts Glutaraldehyde (CAS 111-30-8), ham luong
khuan/ khur N
khuan cép do , GlAutaraldehyde 2%.
82 , : 51it/ can | B pH: 6.0 - 8.0 Can
cao cac dung N ) . 50
cu, thidt bi y ThAcn gian sur d}mg. 28-30 ngay
& thiét bi 116 Tiéu chuan chat lwong: EN 14561, EN
sc;i T 14562, EN 14348, EN 13704, EN 14476,
EN 14563:2009 va ISO 13485:2016
Dung dich ngdm khir khuan Septoquat AM
MD
Dung dich Thanh phan chinh:
ngam khi - Benzalkonium chloride: 10% w/w
83 | khuan dung 51it/ can | - Didecyl dimethyl ammonium chloride: 5% Can 20
cy, thiet biy w/w
té - N-(3-aminopropyl)-N-dodecylpropane-
1,3-diamine: 6% w/w
Tiéu chuan chat luong ISO 13485:2016
Dung dich Dung dich phun khir khuan Zhivahex Spray
phun khu MD .
khuan nhanh , Thanh phan chinh:
84 bé mat dung Slitfcan | _ Chlorhexidine digluconate: 0.5% w/w Can 20
cu, thiét bi y - Propan-2-ol: 60% w/w
té Tiéu chuén chat luong ISO 13485:2016
Dung dich Thanh phan chinh:Té hop 5 Enzyme ‘
enzyme (amylase, protease, lipase, celullase va
A 1a mannanase):Alpha-Amylase <5%
neat, lagm , w/wenzyme Protease: < 10 % w/w, Lipase:
83 | sack, kb Sithean |y 'og wiw, Cellulaser< 1 % wiw, Can 1 96
uan dung

cu, thiét bj y
té

mannanase < 1% w/wPH: 7.5—9.57Chét’hoat
dong bé mat: <15% w/wTiéu chuan chat
luong ISO 13485:2016




Dung dich rtra

tay phau thudt | 0 | Chiorhexidine Digluconate 4% (wiw) va .
86 | co 500ml | cac chét phu gia Chai 50
Chlorhexidine :
4% dang chai
, 2 . Chlorhexidine Digluconate 0,5% (v/v);
87 Sat khuan tay Chai Ethanol 80% (v/v); Isopropyl alcohol 7.2% Chai
nhanh 500ml Ay X . 10
(v/v) va céc chat phu gia
Hoa chat xét nghiém dinh lwong cTnl thé hé
thu 3
Hoa chat xét 5 khay x 20 test cup
nghiém Hoo 100 Cdc nhya chira 12 hat tir tinh dong kho gén
88 | dinh lugng "lPes ¢ voi khang thé don dong cua chudt khang Hop 1
cTnl the h¢ CTNI3RD-GEN va 140 pL khang thé don
tht 3 dong cua chudt khang CTNI3RD-GEN
dugc tong hop voi alkaline phosphatase ctia
bo, chét bao quan sodium azide
Hoa chat Hoo 3 x Hoa chat kiém tra murc I13 x 5 mL: hoa chat
89 | kiém tra mirc P ki€ém tra Tosoh Multi Control Level 2 (dong Hop
Sml N 2
11 kho)
Hoa chat Hoo 3 x Hoa chat kiém tra mure 111
90 | kiém tra murc S}i)nl 3 x 5 mL: hoa chat kiém tra Tosoh Multi Hop )
I Control Level 3 (dong kho)
Detector standardization cup10 vi x 20 coc
hoa chat Detector Standardization Test Cup
91 Cong dung 200 Wash concentrate Hop
hoéa chat coc/hop | 4x100 mL: hoa chat rua AIA-PACK Wash : 2
Concentrate, dung dich dém véi cht tay va
chét kim ham vi khuan
Nuée rita Diluent conce;ntrat? i
92 | duong éng xét 4 x 43100 mL: héa chat pha loaI}g AIA—PACK Hop
o 100ml Diluent Concentrate, dung dich dém voi ; 10
nghiém L LA
chat tay.
Dung dich 4x Diluent concentrate 4x1Q0 mL: hoa chat
93 ha lodn 100ml pha loang AIA-PACK Diluent Concentrate, Hop 4
P & dung dich dém voi chét tdy.
Substrate 11
2 lo: héa chit nén ATA-PACK Substrate
o Reagent II, 4-methylumbelliferyl photphat,
Hoé chat nén chat On dinh, chat bao quan natri azide o
% | Substrate 11 | 2 X 100l ing kho). Hop 4

2 x 100 mL: hoa chét nén AIA-PACK
Su‘pstrate Reconstituent II, chat d&m chira
chat bao quén natri azide (dang léng)




Héa chét hiéu

Hoa chat hidu chuan cho xét nghiém dinh
lugng cTnl3G

2 x 1 mL Hoa chét hiéu chuan ST AIA-
PACK cTnl 3rd-Gen Calibrator (1) 0 ng/mL
Chat dém albumin huyét thanh bo khong
chira néng dd co thé phat hién cta cTnl,
chat bao quan natri azide (dang 16ng).

2 x 1 mL Héa chét hiéu chuan ST AIA-
PACK c¢Tnl 3rd-Gen Calibrator (2) 0.2
ng/mL (xap xi)

2 x1 ml Héa chét hiéu chuan ST AIA-
PACK cTnl 3rd-Gen Calibrator (3) 1.0

o5 |chindont | 10 gt ) w |
luon;gcTﬂl3 G 2x1 ml Hoa chat hléu chuan ST AIA-PACK
; cTnl 3rd-Gen Calibrator (4) 5.0 ng/mL (xap
xi)
2x1 ml Héa chat hi¢u chuan ST ATA-PACK
cTnl 3rd-Gen Calibrator (5) 20.0 ng/mL
(xap xi)
2x1 ml Héa chat hi¢u chuan ST ATA-PACK
cTnl 3rd-Gen Calibrator (6) 60.0 ng/mL
(xap xi)
Chat dém albumin huyét thanh bo chira
ndng d6 duoc chi dinh cua cTnl (mb ta trén
1o) (d6ng kho).
Hoa chat xét nghiém dinh lugng Free T4
5 khay x 20 cde thir, cbe thir nhua chia 12
Hoa chit xét hat tir tinh dugc lam dong kho, boc boi
96 | nghiém dinh 100 test | khang thé da dong cua tho khang T4 va 140 Hop 14
luong FT4 pL thyrozine (T4) duoc két hop véi
phosphatase kiém ciia bo, chit bao quan
natri azide
Hoa chat xét nghiém dinh luong iFT35
. L khay x 20 cde thir, cbe thir nhya chira 12 hat
Hoa chat xét o \ n n e 112
97 | nghiém dinh | 100 test |  Hinh duoc lam dong kho, boc boi khang Hop
1u0'n;g FT3 thé don dong cua tho khang T3 va 50 pL T3 : 14
¥ duoc két hop véi phosphatase ki€ém cua bo,
chét bao quan natri azide
Hoa chat xét nghiém dinh lugng TSH ( 3rd
Hoa chat xét Generation)
nghiém dinh 5 khay x 20 cdc thir, cde thir nhwa chira 12
lugng TSH hat tir tinh dugc lam déng kho, boc boi N
o8 (Hoocmon 100 test khang thé don dong ciia chudt khang TSH Hop 14
kich thich va 50 uL khang thé don dong cua chudt
tuyén giap) khang TSH dugc két hop véi phosphatase

kiém




Hoa chét xét

Hoa chit xét nghiém dinh lugng
Thyroglobulin

5 khay x 20 test cup

Cdc nhya chtra 12 hat tir tinh dong kho gan

g9 | mehiemdinh |0 o | véi khang thé don dong cia chudt khing Tg | Hop
luong \ . 2 \ , ~
Thyroglobulin va ,1 00 uL khang ;the don d(,n.lg cua chuot
khang TG duogc tong hgp véi alkaline
phosphatase ctia bo, chat bao quan natri
azide
Hoa chat hidu chuan cho xét nghiém dinh
, X, 1A lugng FT4
Foa chat hiu 2 x 1 mL Héa chit hi¢u chudn ST AIA-
100 | cho xét 12 x Imi | PACK FT4 Calibrator (1) Ong/dL = |
nghiém dinh ngyet ’thapﬂh nguoi khongAchtfa nong do co
luong FT4 the.z phat Ahlen cua FT4, chat bdo quan natri
: azide (dong kho).
2 x 1 mL Hoa chét hiéu chuin ST AIA-
Hoa chat hiéu chuan cho xét nghiém dinh
lugng iFT3
Hoa chét hi¢u 2 x 1 mL Hoa chat hi¢u chuén AIA-PACK
chuan cho xét iFT3 Calibrator (1) 0 pg/mL A
101 nghiém dinh 12 Iml Huyét thanh nguoi khong chtra nong do co Hop
lugng IFT3 thé phat hién cua FT3, chét bao quéan natri
azide (dong kho).
2 x 1 mL Héa chét hiéu chuan ST AIA-P
Hoa chat hiéu chuan cho xét nghiém dinh
luong TSH(3G)
Hoa chét hi¢u 2 x 1 mL Hoa chat hi¢u chuén AIA-PACK
chuan cho xét TSH 3rd-Gen Calibrator (1) 0 pIU/mL n
102 1 ehiemdinh | 12X 1™ | protein nén khong chira nong do co thé phat | 11OP
lugng TSH hién cua TSH, chit bao quan natri azide.

2 x 1 mL Hoa chat hiéu chuan AIA-PACK
TSH 3




103

Hoa chét hi¢u
chuén cho xét
nghiém dinh
luong
Thyroglobulin

ImLx12

Hoa chat hidu chuan cho xét nghiém dinh
luong Tg2 x 1 mL Hoéa chat hi¢u chuan ST
AIA-PACK Thyroglobulin Calibrator (1) 0
ng/mLProtein nén khong chira nong do6 co
thé phat hién cua Tg (dong kh6).2 x 1 mL
Héa chat hi¢u chuan ST ATA-PACK
Thyroglobulin Calibrator (2) 2.5 ng/mL
(xap xi) 2 x 1 mLHoa chat hiéu chuan ST
AIA-PACK Thyroglobulin Calibrator (3) 12
ng/mL (xap xi) 2 x 1 mLHoa chat higu
chuan ST AIA-PACK Thyroglobulin
Calibrator (4) 60 ng/mL (xap xi) 2 x 1
mLHoa chét hiéu chuan ST AIA-PACK
Thyroglobulin Calibrator (5) 300 ng/mL
(xap xi) 2 x 1 mLHoéa chét hiéu chuan ST
AIA-PACK Thyroglobulin Calibrator (6)
1,100 ng/mL (x4p xi)Protein nén chira nong
d(_) duogc chi dinh cia Tg (md ta trén moi 19)
(dong kho).

A

Hop

104

Hoba chat
kiém tra cho
xét nghiém
Tg

2set*2lev
el

Hoa chat kiém tra cho xét nghiém Tg

2 x 1 mL: héa chat kiém tra AIA-PACK
Thyroglobulin Control Level 1, protein nén
chira xdp xi 12 ng/mL Tg (dong kho). Xem
nhan dan trén 1o cho pham vi néng d6 duoc
chi dinh.

2 x 1 mL: hoa chit kiém tra AIA-PACK
Thyroglobulin Control Level 2, protein nén
chira xap xi 300 ng/mL Tg (d6ng kho).
Xem nhan dan trén lo cho pham vi nong do
dugc chi dinh

105

Hoa chét pha
lodng mau
cho xét
nghiém
TSHQG

4x4ml

Hoa chat pha lodng mau cho xét nghiém
TSH(3G)

4 x 4 mL: hoa chit pha lodng AIA-PACK
TSH 3rd-Gen Sample Diluting Solution,
protein nén khong chira ndng d6 co6 thé phat
hién ctia TSH, chat bdo quéan natri azide

A

Hop

106

DGC
Chloramine B

Thung
25kg

St dung dé tiéu diét cac loai vi khuan c6 &
trong khong khi va nudc. Thanh phan hoa
hoc chu yéu 1a sodium
benzensulfochleramin véi cong thirc
C6H5SO2NCINa.3H20.

25

107

Cdn 90

Can 20 lit

Con dat 90 @9, trong sudt, khong mau, co6
mui dac trung

Can

108

Gel dién tim

250ml,
Hop 12
tuyp

Gel dién tim phu hop dién cuc may dién
tim, dién néo, cho chét lugng hinh anh siéu
am tuyét voi, giap bao vé bé miat dau do
siéu am khong bi an mon mét cach nhanh
chong, khong chira formaldehyde, vo
khuan, khong min cam da, khong géy rat da

Tuyp

100




109

Gel siéu am

Can 5 lit

Gel si€u a&m phu hgp tan s6 siéu am dang s
dung, phu hop dién cuc may dién tim, dién
nao.

Lit

200

110

Gel KY Jelly

Tuyp 82 g

Tetrasodium Edta 0.021%
Disodium Phosphate 0.045%
Propylene Glycol 3.75%
Propyl Paraben 0.04%

Methyl Paraben 0.1%

Water 81.786%

Glycerin 11.25%
Hydroxyethycellulose 2.133%
Sodium Phosphate 0.875%

10

111

Dung dich vé
sinh tay sat
khuén thudng
quy

Chai
500ml

Chlorhexidine Digluconate 2% (w/w) va
cac chét phu gia, chit dudng da (Glycerine,
Alcohol Ethoxylates, Aloe Vera, Cocamide
Diethanolamine, Vitamin E,
Cocamidopropyl Betaine, Polyquatium 7,
...) vira da 100%.

Chai

20

112

Que thuir xét
nghiém dinh
tinh khang
nguyén
HBsAg

50
test/hop

Dinh tinh phat hién khang nguyén viém gan
B

- MAu phdm: Huyét thanh, huyét trong

Que thir bao gom:

1. Vung cong hop c6 mau dé tia dugc phu
san cong hop khang thé chudt khang
HBsAg véi hat vang (cong hop khang thé
khang HBsAg) va cong hop khang thé kiém
soat voi hat vang.

2. Vach T duoc phu sin khang thé HBsAg,
Vach C dugc phi sin khang thé kiém soat.
Do nhay tuong quan: 100%

b0 dac hiéu twong quan: 100%

b6 chinh x4c twong quan: 100%

Pat tiéu chuan ISO 13485:2016

Test

1.000

113

Khay thir xét
nghiém dinh
tinh khang thé
khang HIV
(1&2)

40
test/hop

Phat hién sy ¢c6 mat cia cac khang thé
khang HIV-1 va HIV-2 trong mau toan
phan, huyét thanh hodc huyét twong nguoi-
Mau pham: Huyét thanh, huyét twong, mau
toan phan- Do nhay: 99.59%, Do dic hiéu:
99.87%- Nam trong khuyén co xét nghiém
khang dinh HIV cia vién Vé sinh dich t&
TW nam 2020Dat tiéu chuin
1SO13485:2016

Test

500




114

Khay thur xét
nghiém dinh
tinh khang thé
khéang vi rtt
viém gan C

30
test/hop

Dinh tinh phat hién khang thé (IgG, IgM,
IgA) khang virus viém gan C

- Mau pham: Huyét thanh, huyét twong,
mau toan phan

Khay thr bao gom:

- Vung cong hop c6 mau do tia dugc phu
san cong hop vang khang nguyén HCV tai
t6 hop (151, NS3, NS4 va NS5) va mot cong
hop vang khang thé kiém soat.

- Vach T dugc phii san khang nguyén HCV
tai to hop (151, NS3, NS4 va NS5)

- Vach C duoc phu san khang thé kiém soat.
Do nhay tuong quan: 100%;

Do dac hiéu twong quan: >99.9%;

D6 chinh xac twong quan: 100%

Dat tiéu chuén ISO13485:2016.

Test

200

115

Que thuir xét
nghiém dinh
tinh
AMP/MOP/C
OD/THC/Her
oin

25
test/hop

- Xét nghiém mién dich siac ky dong bén dé
phat hién dinh tinh nhiéu loai ma tuy, chat
chuyén hoa thudc va ruou ¢ nong do
ngudng sau trong nudc tiéu: MOP
300ng/ml; AMP 500ng/ml; THC 50ng/ml;
COD 300ng/ml; HER 10ng/ml.- Thanh
phan: Chira cac hat lién két khang thé don
dong chudt va cac lién hop thube -Protein
tuong tmg. Mot khang thé dé dugc st dung
trong mdi vach chung.- DS nhay: 100%- Do
dac hiéu: 100%- D6 chinh xac: AMP:
99.925%; COD: 99.9%; THC: 99.92%;
MOP: 99.93%; 6-MAM (Heroin): 99.9%-
Phan Ung chéo: Khong phan ung chéo voi
cac hop chit & ndong d6 100ug/ml:
Acetophenetidin , N-Acetylprocainamide,
Acetylsalicylic acid....- Tiéu chuan chét
luong ISO 13485:2016

Test

1.000

116

Test chép
doan chat gay
nghién 4 chan

20
Test/hop

La xét nghiém mién dich canh tranh, nhanh
chong, dinh tinh phat hién cac chat gay
nghién (Drug-of-Abuse-DOA) va/ hodc cac
chat chuyén hoa cua chung trong nudc tiéu
nguoi.

- Ngudng phat hién (cut-off),

AMP: 500 ng/ml ; MET: 500 ng/ml ;
OPIATES Morphin): 300 ng/ml ; THC: 50
ng/ml
- D6 nhay: MET : 100% ; OPI : 100%;
THC : 99.12% ; AMP: 100%

- B9 dic hi¢u: MET : 100% ; OPI : 100%;
THC : 99.53% ; AMP: 100%
Dat tiéu chuén ISO13485:2016

Test

100




Dinh tinh phat hién cac khang thé khang vi
rut Dengue(IgG/IgM).- Mau pham Huyét
thanh, huyét twong, mau toan phan- Vach
IgG: DB nhay twong quan: 97.3%, D¢ dac
hi€u tuong quan: 99.3%- Vach IgM: Do
nhay twong quan: 96.9%, D¢ dac hi¢u

E;ﬁféggé;t tuong quan: 98.9% Vung cong hop c6 mau
117 | tinh khéﬂg thé 30 do tia dugce pha san qér}g hop vang khang Test
IeM, TgG Test/HOp | nguyén vo dengue tai to hop (cong hop i 1.000
khér;g Dengue dengue) va cong hop vang khang thé kiém
soat. - Vach G phu san khang thé dé phat
hién khang thé IgG khang vi rat dengue,-
vach M phii sin khang thé dé phat hién
khang thé IgM khang vi rit dengue- vach
ching C dugce phu sin khang thé kiém
soat.- Pat tiéu chuan ISO 13485:2016
Phat hién khang nguyén Vius Dengue Ag(
Nsl)
Mau tht: Huyét thanh, huyét twong, mau
toan phan
Ngudng phat hién: 0,25 ng/ml
- B§ nhay tuong quan: 100% D¢ dac hiéu
tuong quan: 99.6%, Do chinh xac tuong
. quan: 99,7%
an}l}?i}érﬁlgizit Khay thtr bao gom:
118 | tinh khén;g 30 1. Ving cong hop c6 mau do tia duge phu Test
nguyén Test/HOp | san cong hop khang thé khang khang 2.000
Dengue nguyén dengue NS1 (cong hop dengue Ab)
va mot cong hop khang thé dé kiém ching.
2. M6t mang bang hop chét nitrocellulose
chira mot vach két qua (vach T) va mot
vach chtng (vach C). Vach T phii san
khang thé khang khang nguyén dengue NS1
va vach chimng C dugc phu sin mot khang
thé kiém chimng.
- Dat tidu chuan ISO 13485:2016
Sélue id(;liﬁgﬁg Hop 100 Céc chi s6 do: Gluscose, Bilirubin, Ketone,
119 | &« . : pH, Blood, Protein, Nitrite, Urobilinogen, Test
s0 Multistix test Leukocyte, SG 500
10SG T
Que thir nuréc Que thir dung dé thir 11 thong s6 trong
120 tiéu dung cho 100 nudce tiéu: PH, Protein, Glucose, Ketone, Hop
may phén tich | test/hgp | Urobilinogen, Bilirubin, Blood, Specific ¥ 15
nudc tiéu Gravity, Ascorbic Acid, Leukocytes, Nitrite




Dung lam chit pha lodng cho méay phan tich

}(\)23 pclilzn huyét hocTrang thai vat li: chét lg’)ngMéu:
121 BCUNE | Can18L | khongMui: khongDo pH: 7.35 dén 7.55Tinh |  Can
cho may phéan . T . . .
. £ tan: tan trong nudcThanh phan: Natri clorid,
tich huyet hoc
Sulfate
Dung lam chat ly giai cho may phan tich
o huyét hoc
VD ly gidi Trang thai vt 1y: Chét long
hong cau Mau: khong
122 dUIAlg c,ho may 250ml PO pH: 7.0 dén 7.6 Can
phan tich , . .
huyét hoc Tinh tan: tan trong nuGce .
: Thanh phan: Chat hoat dong bé mat mang
dién tich duong
Dung lam chat ly giai cho mdy phén tich
huyét hoc )
IVD ly giai Trang thai vat ly: Chat 1dng
hong cau Mau: khong
123 | dung cho may 250ml | Mui: khong Can
phén tich Do pH: 8.0 dén 8.6
huyet hoc Tinh tan: tan trong nudce .
Thanh phan: Chat hoat dong bé mat mang
dién tich am
Dung lam chat rira cho may phan tich huyét
) , hoc
g&ﬁlgc(ﬁghm?a Trang thai vat Iy: chit long
124 hér% b y 2L Mui: nhe Can
fm %o D pH: 8.0 dén 8.6
yerhe Thanh phan: ethylene glycol monophenyl
ether
Dung lam chat rira cho may phan tich huyét
Dung dich rira hoc
dung cho may Trang thai vat I: chat long A
125 phén tich 3x15ml Mau: vang hodc vang-xanh la Bo
huyet hoc Do pH: 10 dén 13
Thanh phan: Natri hypoclorit
Hoa chit Dung dé kler’r} c{ma’r'l may Qhan tl‘C}.l hl}yet
diing cho méy hocTrang thai vat li: chat longMau: do
126 Al 3ml samPo pH: trung tinhTinh tan: tan trong Lo
phéan tich . \ Ao TTA A ‘. A
£ nudcThanh phan: Hong cau nguoi, bach cau
huyét hoc

bi kich thich va ti€u cau cta dong vat co va




Tinh chinh xac: <5.0%
D¢ chinh xac: Trong vong chay: CV<3.0%
(n = 20), d chinh xac cua 16 1a <6% (n= 3).

Ho4 chat Két qua m6 rong NGSP: 4.0%~6.0%.
dung cho may Thanh phan chinh: .
1271 Dhan tich 930ml | ¢l 20mmol/L. T 15
HbAlc loai A Phosphate 40mmol/L
Perserver < 0.5ml/L
San pham c6 xuat xur thudc cac nude G7
Tiéu chuan chat luong ISO 13485:2016
Tinh chinh xac: <5.0%
Do chinh xac: Trong vong chay: CV<3.0%
(n = 20), d6 chinh xac cua 16 1a <6% (n= 3).
Hoa chat Két qua mo rong NGSP: 4.0%~6.0%.
dung cho may Thanh phan chinh: .
128 1 Shan tich 700ml | 1 C1 170mmol/L Tai 8
HbAlc loai B Phosphate 40mmol/L
Perserver < 0.5ml/L
San pham c6 xuit xir thude cac nudc G7
Tiéu chuan chat luong ISO 13485:2016
D6 chinh xac: <5.0%D0 chinh xac: Trong
vong chay: CV<3.0% (n = 20), d6 chinh xac
ctia 16 12 <6% (n= 3).Két qua mé rong
Dung dich ly NGSP: 4.0% ~ 6.0%.Thanh phan
129 | . 0 % 2300ml | chinh:Buffer 20mmol/LSodium chloride Can
giai hong cau 20mmol/LSurfactant 0.05ml/LPerserver < 2
0.5 ml/L San pham c6 xuat x{r thudc cac
nude G7Tiéu chuan chét luong ISO
13485:2016
Chét hidu p1; |Thanhphanchinh: C
O Huyeét sac to glycosyl hoa, bao gdom chat
130 Chu{l{l xet 3x0.Iml bao quan va chat 6n dinh. Hop
nghiém dinh L2: \ A A . 2
luong HbAlc | 3x0.1ml Se_lfl pharr;l co xAuat xtr thudc cac nudc G7
: Ti€u chuan chat lugng ISO 13485:2016
Vat liu kiém L. | Thanhphan chinh: o
soat chat 3x0 1.m1 Huy¢t sdc to glycosyl hoa, bao gom chat
131 | luong xét . bdo quéan va chat 6n dinh. Hop
o L2: \ A A . 15
nghiém dinh 3x0. 1ml San pham ¢6 xuat xu thuge cac nude G7
luong HbAlc ’ Ti€u chuan chat lugng ISO 13485:2016
Cot sic ky long
Thanh phan chinh:
132 | Cot sic ky C}l;liéc/ Cot lam bing kim loai khong gi, trong c6 Chike
op mang loc chuyén dung, chiu duoc ap suat 2

cao.
Kich thudc: 4.6x30 mm, Sum




San ph?in} co xpét xu thudc cac nudc G7
Ti€u chuan chat lugng ISO 13485:2016

Thanh phan chinh: ,
Phin lgc dang nhya, dugc cau tao dang ludi

133 | Phin loc Chiéce/ tai | loc. , Chiéc g
San pham c6 xuat xu thude cac nudec G7
Tiéu chuén chat luong ISO 13485:2016
Thanh phan: 0,55% Ortho-phthalaldehyde
Dung dich (CAS 643-79-8), pH: 6.5-8.5 Khtr khuan
ngam tict muc do cao trong 5 phut. Dung dich trong
khudn/ khir chdu ngam s dung duoc trong 14 ngay
khuén cip do (tang kém test thir &é kiém tra hiéu qua
134 | cao cac dung 5lit/ can | dung dich). Thoi gian st dung dung dich Can
K1 5o % oA % 30
cu, thiet biy trong can da mo nap: 75 ngayTiéu chuan
té va thiét bi chit lugng: EN 14561 (vi khuan)EN 14562
nha khoa xam (ndm mdc)EN 14563 (Mycobacterium truc
lan khuan 1a0)EN 14476:2013 + A2:2019 (vi
rat)Tiéu chuan chit luong ISO 13485:2016
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
Que thir x€t 14.3mg.
135 E%Eleflln tﬁgg; 100 test | Protein: tetrabromphenol blue 0.36mg. Hop 30

SO

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 chuén chat luong ISO 13485:2016




Zf;[t léfll;rl tklem Thanh phan: co nguén gbc dong vat, chat
, bao quan va chat on dinh.
136 | lugng xét 8ml , X L, N . Lo
nohiem nude Sgn pham c6 xuat xir thuge cac nude G7 2
ti%u mite 1 Ti€u chuan chat lugng ISO 13485:2016
Ay qia 1k R Dung dich kiém tra cht lugng mtic 2, ding
;;iitt 1;%2 tk1em cho mdy phén tich nude tiéu ty dong. Thanh
. phan: c6 nguon goc dong vat, chat bao quan
137 | lugng xét 8ml s A A X 2o T R Lo
nohiém nude va chat on dinh.San pham c6 xuat x{r thuoe 2
ti%u mite 2 cac nuoc G7Tiéu chuan chat lugng ISO
13485:2016
1.2.2.2. Tién d6 cung cap:
Ngay giao hang sau khi hop dong c6 hiéu luc sém nhét 1 3 ngay, mudn nhat
1a 360 ngay.

1.3. Cdc yéu cdu khdc:

Nha thau cung cép trong E-HSDT cac thong s6 ki thuat cua hang hoa du thau.
Céc thong tin duoc dién theo bang sau dé chtirng minh hang héa dy thau dap tng yéu
cau moi thau:
BANG THONG TIN KY THUAT HANG HOA DU THAU

Tén hang | Tén thuong S6 luu Hine sin N¥0¢ | Thong s6 kyj | Thong s6 ky
T héa moi | mgi hang | hanh/Gidy phép * 5 i san thudt hang | thudt hang
thau hoa dw thau| nhép khau xuat | hoa moi thau | hoa dw thau
1
2

Muc 2. Ban vé: Khong yéu cau ban ve.

Muc 3. Kiém tra va thir nghiém

Céc kiém tra va thir nghi¢m cén tién hanh gom c6:



Hang hoa cung cap s& dugc Chu dau tu kiém tra va thir nghiém hang hoa dé
khang dinh sy phu hop cta hang hoa theo hop dong da ky.

Néu kiém tra va sir dung thir ma hang hoa khong phu hop vé dic tinh ki thuat
thi Chu dau tu c6 quyén tir chéi nhan hang hoa, Nha thau phai c¢6 trach nhiém thay
thé bang hang hoa khac dé dép umg cac yéu cau vé dic tinh ky thuat.



