SO Y TE THANH PHO DA NANG CONG HOA XA HOI CHUNGHIA VIETNAM
BV DK NAM LIEN CHIEU Pée Lap - Tw Do - Hanh Phiic

S&: A»4 /BV-Duge & TTBYT Da Néng, ngay 93 thdng o 2ndm 2023
V/v méi chao gia dich vy thdm dinh gi4
cac vit tu, hoa chit theo may phuc vu
cho cong téc kham chira bénh thuong
xuyén cia BVDK Nam Lién Chiéu nim
2023.

THU MOI CHAO GIA
Kinh gtri: Quy Cong ty

Hién tai, BVDK Nam Lién Chiéu dang c6 nhu ciu thdm dinh gia cac vat
tu, hoa chét theo méy phuc vu cho cdng tac khdm chita bénh thudng xuyén cta
BVDK Nam Lién Chiéu nim 2023. Bénh vién kinh méi cac Cong ty quan tdm
guri thong tin bo gid thdm dinh gid cia cc mit hang. Cu thé nhu sau:

1. Danh muc hang héa: theo Phuy luc 1 dinh kém.
2. Muyc tidu thdm dinh gia: [am co s6 xay dyng gia géi thiu mua sam.
3. Tiéu chi lya chon doanh nghiép tham dinh gia:

- Doanh nghiép tham dinh gi4 duoc lva chon phai thu¢c Danh sdch céng
khai Doanh nghiép tham dinh gi4 di diéu kién hoat dong thim dinh gi cta B
tai chinh 2023;

- Théam dinh vién dap tng day du tidu chudn theo quy dinh cta Lujt gid
va quy dinh ctlia phap luat, cé kinh nghiém trong linh vuc tham dinh gi4, doanh
nghiép thim dinh gia c6 uy tin;

- Gia dich vu thdm dinh gia tron goi (da bao gbm céc chi phi di khao sat,
thu thap thong tin dé thim dinh gia va thué GTGT).

- Thoi han cung cap ching thu sau 20 ngdy lam viéc ké tir ngay ky két
Hop dong. Chimg thu tham dinh gia phai thuc hién theo quy dinh ctia Chinh
pht, B Tai chinh, B Y té.

4. Hd so gdbm c6
- Ho so phép 1y va ning luc cta doanh nghiép thim dinh gié;
- Bang chao gi4 dich vy thdm dinh gia;

- Danh sach chimg minh 1a doanh nghi¢p dt didu kién thdm dinh gi4 nim
2023 ctia BO Tai chinh.

5. Thoi han, dia diém ndp hd so

- Thoi gian nhan béo gia: bit diu ké tir ngdy ra théng béo dén 17 gio 00
ngay 02/03/2023.



- Dia diém nop béo gia: Khoa Dugc & TTBYT, BVPK Nam Lién Chiéu’.
Dia cbi: 68 Hoang Vin Thai, Phuong Hoa Minh, Quan Lién Chiéu, thanh pho
Pa Nang. So dién thoai: 3.769207.

- Ngoai bi thu ghi cht “ bao gia thdm dinh gi4 cac vat tu, héa chit theo
may phuc vu cho céng tac kham chita bénh thuong xuyén ciia BVPK Nam Lién
Chi€u nam 2023,

Bénh vién chi xem xét, lya chon céc Cong ty cung cap diy du cc noi
dung theo yéu cau.

Rat mong su hoi dép ctia Quy Céng ty. Tran trong cam on./.
Noi nhin: v GTAM POC
- Nhur trén; e A
- Ban Gidm dc (dé bo céo); hy
-T6 CNTT (dang website);
- Luu: VT, KD, TCKT.
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Phu lue 1

DANH MUC CAC MAT HANG CAN MUA SAM

(Pinh kém s6 434 /BV- Dugc & TTBYT ngay?3 thangolndam 2023

cuia Bénh vién DPa Khoa Nam Lién Chzeu)
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1. HOA CHAT RUA MAY VA MIEN DICH PHU HQP CH

O MAY PHAN TiCH MIEN DICH

TU PONG COBAS E411
I | CleanCell Elecsys,cobas e Hop Phu hop véi még z;l?]ién dich tu dong 2
2 | ISE cleaning solution Sys Clean Hop Phu hop vai még;?;'én dich ty dong 5
3 | ProCell Elecsys,cobas e Hop Phi hop véi mfg;ﬁén dich ty déng 9
4 | Sys Wash Elecsys,cobas e Hp Phti hop véi ngélri]{én dich tir dong 5
5 Elecsys Anti-HAV IgM Hop Phut hop véi mégJ?:én dich ty dong ]
6 | PreciControl Anti-HAV IgM Hop Phit hop véi még4|111 ;én dich trr dong 1
7 | Elecsys Anti-HCV TI Hop Phil hop véi Inéig;;ll‘l]iéll dich ty dfng 5
8 | PreciControl Anti-HCV Hép Phi hop véi még;ﬁén dich ty dong 5
9 | AssayCup Hép Phu hop voi mégﬁllién dich tir dong 1
10 | AssayTip Hop Phu hop véi még;}lién djch tw dong :
11 | CalSet FT4 III Hop Phu hop véi ma’g 4};1:511 dich tir dng :
12 | Elecsys FT4 III Hop Phu hop véi még;r ]ién dich ty dong 5
13 | Elecsys HBsAg Il Hép Phi hop véi még ’;ﬁén dich ty dong .
14 | PreciControl HBsAg II Hop Phu hop voi 1nééx4r1r11iém‘n dich ty dong |
15 | HCG+B CalSet Hap Phu hop véi még;rién dich ty dong |
16 | Elecsys HCG+B Hop Phi hop véi mz’*ig;1 n;ién dich tur dong .
17 | Elecsys HIV combi PT Hip | T VLT 4“1115“ dichtraing | 4
18 | PreciControl HIV Gen II Hgn | Fruhopvei mégﬁ]iéﬂ dich ty dong 5
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PreciControl Universal

Phu hop véi may mién dich tu dong
E411

20

T3 CalSet

Phi hop véi may mién dich tw déng
E411

21

Elecsys T3

Phtt hop véi may mién dich tr déng
E411

22

TSH CalSet

Hép

Phii hop véi may mién dich t dong
E411

23

Diluent Universal

Hép

Phti hop v6i may mién djch ty déng
E411

24

Elecsys TSH

~

Hop

Phi hop véi may mién dich tw déng
E411

25

Thudc thir xét nghiém PCT
(procalcitonin)

B6 thude thir (M, R1, R2) dugc
dan nhan PCT
* M Vi hat phu Streptavidin (nip
trong), 1 chai, 6.5 mL:
* R1 Anti-PCT-Ab~biotin (nép
xam), 1 chai, 9 mL:
" R2 Anti-PCT-Ab~Ru(bpy) (nép
den), 1 chai, 9 mL:

- PCT Call PCT calibrator 1 (nép
tring), 1 chai (dong kho) pha 4
mL:

- PCT Cal2 PCT calibrator 2 (nfip
den), 1 chai (d6ng kho) pha 4 mL:
- PC PCT1 PreciControl PCT 1
(néip be), 2 chai (dong kho) mai
chai pha 4 mL;:

- PC PCT2 PreciControl PCT 2
(ndp nau), 2 chai (déng kho) mbi
chai pha 4 mL:

26

Chét hidu chudn xét nghiém CA
125

Hop

= CA125 11 Call: 2 chai, mdi chai
1.0 mL. méu chuén 1

* CA125 II Cal2: 2 chai, mdi chai
1.0 mL mau chuéin 2

27

Thubc thir xét nghiém CA 125

B6 thude thir duogce dan nhan
CA72-4.
* M Vi hat phu Streptavidin (nép
trong), 1 chai, 6.5 mL:

* RI Anti-CA 72-4-Ab~biotin (nfp

xam), 1 chai, 8 mL:
* R2 Anti-CA 72-4-Ab~Ru(bpy)
(nép den), 1 chai, 8 mL:
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. HUMASTAR

I1. HOA CHAT VA VAT TU TIEU HAO PONG BQ THEO MAY SINH HOA TU DONG

600 & HUMALYZER 3000

28

.Thuoc thu xet n ghlem dmh llro'ng
Alcohol Ethanol

~

Hop

Thube thir Alcohol ethanol

Thanh phén chinh:

Buffer pH 8.3 300 mmol/L

NAD+ 10 mmoV/L, _

Aleohoi dehydrogenase (ADH) ® 200

kUL

Tiéu chudn chit lrgng ISO
13485:2016

21

29

Chéf higu chudn xét nghiém dinh
Twong Alcohol Ethanol

Chat hidu chuin xét nghiém dinh
lugng

Aleohol Ethanol

Tiéu chuén chét lrgng ISO
13485:2016

30

'Vét lléu klem soat chat lmmg xet
nghlcm dmh lqumg Alcohol Ethanol

Vit lidu kiém soat chét hrong xét
nghiém dinh lwgng Alcohol Ethanot
Tiéu chuin chét lygng ISO
13485:2016

3i

AUTOCAL CALIBRATOR

Hop

Chét higu chudn sir dung cho xét
nghiérn sinh hoa
-Thanh phén: Huyét thanh nguei va

céc thanh phén héa hoc

-Dg bén trén méy: & 25°C: 8 gidy; & 2-

8°C: 7 ngay
- Pong géi: 4x Smi

-TCCL: CE, ISO 13485

32

HUMATROL N

-Huyét thanh kidm so4t ding trong xét
- .nghiém sinh hoéa, -

- Thanh phén: M3i 1o ¢6 5.0 ml vt
lidu kiém so4t dang dong kho, thinh
phan chinh 12 huyét thanh bo
-bidu kién bao quim (dang dong
khd):2-80C bén dén han str dung. Sau
khi hodn nguyén s& bén & 2...8°C cho
it nhat: chét vé co, chit hitu co va
enzymes 7 ngay, bilirubin 4 ngdy va
acid phosphatase 2 ngdy.
-Déng go6i: 6 x 5 ml
-Tidu chudn chit lwgng: CE, ISO
13485
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33

HUMATROL P

-Huyét thanh kiém soat dung trong xét
nghiém sinh hoa.

- Thanh phén: M&i lo ¢6 5.0 ml vét
ligu kiém soét dang déng kh, thanh
phén chinh Ia huyét thanh bo
-Diéu kién bao quén (dang déng
khd):2-80C bén dén han sir dyng. Sau
khi hodn nguyén s& bén & 2...8°C cho
it nhdt: chét v co, chét hitu co va
enzymes 7 ngay, bilirubin 4 ngay va
acid phosphatase 2 ngay.
-Dong gobi: 6 x 5 ml
-Tiéu chuin chit lugng:CE, ISO
13485

34

Additive Wash Solution

-Dung dich rira may chuyén diing cho
may xét nghiém HumaStar300 -
HumaStar 600
-Thanh phan: Chit tiy rira 25%, Chét
bao quan < 0.095 %

-Diéu kién bao quan: bdo quan & 2-
250C, & nhiét @8 phong bén t6i han sir
dung
-Déng goi: Hop/ 4x25ml
-TCCL:CE, ISO 13485

35

DILUENT HUMASTAR 600

- Dung dich pha lodng miu chuyén
ding cho may HumaStar600, lo c6 ma
vach déng
~Thanh phan: 9 ¢/l sodium chloride;
0.095% Gentamicin sulphate
-Diéu kién bao quan: bao quan & 2-
250C
-Dong goi: Hop/ 4x20ml
-TCCL:CE, ISO 13485

36 | CUVETTE CLEAN

Dung dich rira c6ng do cho may sinh
hoa ty dong

37 | TIP CLEANING KIT

Dung dich rira kim cho may sinh hoa

tur dong
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38

Albumin Ligcolor . .

Hoa chét st dung cho may sinh hoa dé
dinh Iuong ndng d6 Albumin trong
huyét tuong va huyét thanh
- Phwong phép: BCG
- Thanh phén:

[RGT] Colour reagent
Citrate buffer (pH 4.2) 30 mmol/]
Bromocresol green 260 pmol/l
[STD! Standard
Albumin 4 g/dl or 40 g/l
Sodium azide 0.095 %

- Bdo quan: 2 -25°C
- Dong goi: [RGT} 4 x 100ml Colour
reagent
[STD] 1 x 3 ml Standard
- TCCL: CE, IS0 13485

39

alpha-Amyl_él_se_ _l_i_qpi_cdior

Hoa ohét sit dung cho méy sinh hoa
de dinh [ugng alpha Amylase trong
huyét twong va huyét thanh

26

40

CK-MB liquilV

Héa chét sir dung cho méy sinh héa
... 48 dinh fugng CK-MB trong huyét
trong va huyét thanh

41

CK-MB Calibrator

Chét hiéu chufn sir dyng cho xét
nghiém sinh héa CK-MB
Thanh phén: [CAL] 2 x 1 ml
Calibrator

human serum,
(lyophilised)

-Piéu kién bio quén: sau hoan nguyén
bén duge 5 ngay &2 ... 8°C, C6 thé
chia nhé va giik trong ti &m dé bio

quin [du hon.
-Déng géi: Hop/2 x 1 ml
-Tiéu chuin chit lirgng: ISO 13485
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42 | CK-MB Control

-Vit liéu kiém soat cho xét nghiém
dinh lu't;mg CK-MB
-Thanh phén: huyét thanh ngudi dang
déng kho
-biéu kién béo quan: tir 2-80C khi
chua mé nap bén téi han sir dung, Sau
khi hoan nguyén ¢ thé chia thanh
nhiéu phan nho va gifl trong ti a‘ong o
-18°C, bén duoc ti da 4 tuin
-Dong goi:
2 x 2 ml [Low] White cap
2 x 2 ml [High] Black cap
-TCCL: CE, ISO 13485

43

CALCIUM Liquicolor

- Héa chit st dung cho xét nghi¢m dé
dinh luong ndng do Canxi trong huyét
twong va huyét thanh
- Phuong phép: Calcium CPC
Thanh phan
[BUF] 100 ml Dung dich dém Buffers
Dung dich dém Lysine (pH 1 1.1)0.2
mol/L; Sodium azide 0.095%
[RGT] 100 ml Thude thir mau
8-Hydroxyquinoline 14 mmol/L; o-
Cresolphthalein-complexone 0.1
mmol/L; Hydrochloric acid 40
mmol/L
[STD] 3 ml Dung djch Standard
Calcium (IT) 8 mg/dl hodc 2 mmol/L;
Sodium azide 0.095%

- D6 bén trén mady: trong 7 ngdy & 2-
8°Cva3 ngay ¢ 15-25°C
- D6 6n dinh: dén han str dung khi bao
quén ding cich
- Pong géi: [BUF] 100 ml Dung dich
d¢ém Buffers; [RGT] 100 ml Thubc
thtr mau; [STD] 3 ml Dung dich
Standard
- TCCL: CE, ISO 13485

47
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44

Cholesterol liquicolor -

Hop

Hoa chét sir dung cho xét nghiém dé
dinh hrong ndng d6 Cholesterol trong
huyét twong va huyét thanh
- Phuong phip: CHOD-PAP
- Thanh phin:

[RGT] 4x100 mIThudc thir enzyme
Dung dich dém Phosphate (pH 6.5)
30 mmol/l; 4-Amincphenazone 0.3
mmol/l; Phenol 5 mmol/l; Peroxidase
> 5 KU/l; Cholesterolesterase > 150
U/l; Cholesteroloxidase > 100 U/L;
Sodium azide 0.05 %

[STD] 3 ml Dung dich chudn Standard.

Cholesterol 200 mg/dl hay 5.17
mmol/l; Sodium azide 0.095%

- D% bén trén méy: 2 tudn & 15-25°C
- Péng gbi: [RGT14x100 miThude thir
enzyme; [STD] 3 ml Dung djch chuin

Standard
- TCCL: CE, ISO 13485

13

45

Creatinine liquicolor

Héa chét sit dung cho mdy sinh héa dé
dinh hrgng ndng d6 Creatinine trong
huyét twong v& huyét thanh
- Phwong phép: Jaffé-Reaction
- Thanh phan: [PIC] Picric Acid 26
mmol/]

[NaOH] Sodium Hydroxide 1.6 mol/l
[STD]Standard: Creatinine 2 mg/dl or
176.8 pmol/l
- On dinh: 4 tun & 15-25°C
- Déng géi: [PIC] T x 100 ml Picric
Acid
[NaOH]} 1 x 100 ml Sodium
Hydroxide
[STD] 1 x § ml Standard
- TCCL: CE, ISO 13485

49
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46

Glucose liquicolor

Hoéa chit sir dung cho méy sinh héa dé
dinh Iu'o'ng noéng do Glucose trong
huyét tuong va huyét thanh
- Phuong phap: GOD-PAP Method
- Thanh phén:

[RGT] Enzyme reagent
Phosphate buffer (pH 7.5) 100
mmol/I
4-Aminoantipyrine 0.25 mmol/I
Phenol 0.75 mmol/I
Glucose oxidase > 15 KU/I
Peroxidase > 1.5 KU/I
Mutarotase > 0.1 KU/I
Sodium azide 0.095 %
[STD] Standard
Glucose 100 mg/dl or 5.55 mmol/I

- Do 6n dinh: 2 tudn & 15-25°C
- Déng goéi: [RGT] 4 x 100 ml ;
[STD] 1 x 3 ml
- TCCL: CE, ISO 13485

36

47

HDL Cholesterol liquicolor

Hoa chét sir dung cho may sinh hoa
dé dinh luong HDL- Cholesterol trong
huyét trong va huyét thanh

49

48

LDL Cholesterol liquicolor

Héa cht sir dung cho may sinh hoa dé
dinh lugng LDL-Cholesterol trong
huyét twong va huyét thanh

49

Triglycerides liquicolormono

Hop

Hoa chit sir dung cho may sinh héa dé
dinh lugng Tri glycerldes trong huyét
tuong va huyét thanh

13
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50

Uric acid liguicolor

Hop

Héa chét sir dung cho méy sinh hoa dé
dinh lrgng uric acid trong huyét
tuong va huyét thanh
- Phuong phép: PAP-Method
- Thanh phin:

RGT] Enzyme reagent
Phosphate buffer (pH 7.5) 50 mmol/1
4-Aminophenazone 0.3 mmol/l
DCHBS 4 mmol/|
Uricase > 200 U/]
Peroxidase > 1000 U/l
[STD] Standard
Uric acid 8 mg/dl or 476 pmol/]
Sodium azide 0.095 %

- D& én dinh: 2 twln & 15-25°C
- Dong gbi: [RGT] 4 x 30 ml Enzyme
reagent
[STD] 3 m] Standard
- TCCL: CE, ISO 13485

13
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51 | Urea liquicolor

Héa chat sir dung cho méy sinh héa dé
dinh lugng nong dd Ure trong huyét
tuong va huyét thanh
- Phuong phap: Thiy phan Ure,
Berthelot reaction
- Thanh phén:
[RGT1] Reagent 1
Phosphate buffer (pH 7.0): 120
mmol/|
Sodium salicylate: 60 mmol/l
Sodium nitroprusside: 5 mmol/I
EDTA: 1 mmol/l
|RGT2] Reagent 2
Phosphate buffer (pH < 13): 120
mmol/I
Hypochlorite: =~ 0.6 g/1 Cl
[ENZ] Enzyme
Urease: > 500 KU/I
[STD] Standard
Urea: 80 mg/dl or 13.3 mmol/I
equivalent to BUN: 37.28 mg/dl or
6.2 mmol/|
Sodium azide: 0.095 %
- D6 bn dinh:
+ [RGT1], [RGT2], [ENZ]: 6 tudn
& 2-8°C hoic 2 tudn & 15-25°C
+ [STD]: 4 tudn & 2 - 8°C hosc 2
tuan & 15-25°C
- Dong goi:
RGT1] 100 ml ; [RGT2] 100 ml ;
[ENZ] 1 ml ; [STD] 3 ml
- TCCL: CE, ISO 13485

49

52 | GOT(ASAT) liquiUV

Hop

Hoa chat sir dung cho may sinh héa
.. dé dinh lugng GOT trong huyét
twong va huyét thanh

18

53 | GPT(ALAT) liquiUV

Hop

Hoéa chit sir dung cho may sinh hoa
.. dé dinh lrong GPT trong huyét
twong va huyét thanh

54 | Gamma-GT liquicolor

Hoéa chét sir dung cho may sinh héa
.. dé dinh lugng GGT trong huyét
twong va huyét thanh

13
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55

Total Protein liquicolor

Héa chét st dung cho may sinh hoa ¢é
dinh hrgng néng d Protein todn phin
trong huyét twong va huyét thanh
- Phuong phép: Biuret Method
- Thanh phan: [RGT]Colour reagent
Sodium hydroxide 200 mmol/l
Potassium sodium tartrate 32 mmol/l
Copper sulfate 12 mmol/l
Potassium iodide 30 mmol/
[STD)] Standard
Protein 8 g/dI or 80 g/l
Sodium azide 0.095 %

- Bdo quan: 2 -25°C
- Pong gbéi: [RGT] 4 x 100 mi Colour
reagent
[STD] ! x 3 ml Standard
- TCCL: CE, ISO 13485

36

autc_)_-Bilirubin_-D l_iqﬁicp_l_qr B

Héa chit sir dung cho may sinh héa dé
dinh hrc;mg Bilirubin tryc tiép trong
huyét tuong v huyét thanh

57

auto-Bilirubin-T liquicolor

Héa chit sir dung cho méy sinh héa 38
dinh luong Bilirubin toan phﬁn frong
huyét twong va huyét thanh

38

F.e_njit_in Reage_n_t_-Kit -

Hoa cht st dung cho may sinh héa dé
dinh lugng Ferritin trong huyét tuong
va huyét thanh

39

Halogen lamp 12V 20W for
HumaStar 600

Béng dén Halogen 12V-20W si¥ dung
cho may HumaStar 600, REF;
16661/7 - B 1200 céng do phan ting
cho may sinh héa ty d6ng HumaStar
600. MAu va thudc thir duoc phan
phéi vao nhidu dai cuvette, mbi dai cé
5 cuvette. Céc khay phan (ing chira 16
dai cuvette, tong cong 160 cuvette
mdi khay.

60

Reaction cuvettes for HumaStar 600

Hop

Miu va thudc thir du‘O'c phén phél vao
nhiéu dai cuvet. M&i dai ¢6 5 cuvet,
Céc khay phén ting chura 16 cuvet mdi
déi, hé thong c6 tdng cong 160
cuvet.(>1200 céi)

1 HOA CHAT PONG B THEQ :MAY HUYET HOC HCS0TS

61

HC-DILUENT

Thing

Dung dich pha lodng sir dung cho cac
may huyet hoc ddng HumaCount
- Thanh phin: Natri sunphat (1%),
dém photphat v6 co (<0,6%), natri

100




STT

Tén hang héa

Pon
Vi
tinh

Théng s6 ky thujt

clorua (<0,3%), natri azit
(<0,05%)
-Bong géi: 1x 20L
- TCCL: CE, ISO 13485

62

HC-LYSE-CF

hép

Dung dich ly giai hong cu sir dung
cho cac méy huyét hoc dong
HumaCount
- Thanh phan: Mudi amoni béc bén
(2,7%), chat hoat dong bé mit
(<0,05%)

- Déng goi: 2x1L
- P bén: 36 thang
- TCCL: CE, ISO 13485

63

HC-CLEANER

chai

49

Dung dich rira méy str dung cho céac

may huyet hoc dong HumaCount
- Thanh phén: Natri photphat (<1%),
natri clorua (<1%), chit hoat déng bé

mit (<2%), natri azit
(<0,05%), xanh bromocresol
(<0, 00]%)
- Dong goi: 1L
- P9 bén sau khi mé nip: 90 ngay
-TCCL: CE, ISO 13485

72

64

HC-CONTROL

Vit liéu kiém so4t sir dung cho céc
méy huyét hoc > dong HumaCount
- Déng goi: [CAP bO1] 2.5ml

khodng thap (ndp xanh da troi)
[CAP PO 2]  25ml  khoang
binh thuong (nép xanh 4 cdy)
[CAPPO3] 25ml khoang cao
(nép do)

- Thanh phan Céc té bao mau duge
n dinh gom hdng cﬁu (tr nguroi),
bach cdu
(tir dgng vat c6 v, mé phong) va
thanh phan tiéu ciu
-TCCL: CE, ISO 13485

IV. HOA CHAT PONG BQ MAY PIEN GIAI HUMALYTE PLUS 3

65

Reagent Pack HumaLyte Plus 3

Hop

Géi thube thir sir dung cho mdy phan
tich dién gidi 3 thong s6 HumaLyte

Plus 3
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QC Soluticn

Dung d;ch QC Solution dugce sty dung
dé kiém dinh chét lwgng ciia thiét b
phén tich HumaLyte Plus 3 va

' HumalLyte Pius S.

- Péng géi: 1 x 100 ml, dang léng,
dung trong chai nhyra, dong nép vin
trﬁng, ¢o nhiin
-bg. &n dinh: 24 thing
- D3 bén trén may: 2 thang
- TCCL:CE, ISO 13485

67

Bién cyc do Ton Kali

Cai

Bién cye Kali may dién giai, phi hop
v61 méy Humalyte Plus S:
Ngudng do: 0.5 - 15mmol/L,

Bé chinh xée: <1.5%

P6 nhiém chéo: <1.5%

Péng gbi: hop 1 chiée
Bao quan & 5 -35°C, han sir dung 12
théng, han sir dung sau khi ldp vao
- mdy: 6théng =~
TCCL: CE,TSO 13485

68

Dién cye do Ton Natri -

Céi

Bién cyc Natri may dién gidi, pht hop
v&i miy Humalyte Plus S:
Ngudng do: 30 - 200mmol/L
B$ chinh xéde: <1.0%

P nhidm chéo: <1.5%

Déng gbi: hop 1 chiée
B&o quin & 5 -35°C, han sir dung 24
théng, han st dung sau khi lip vao
mdy: 12 thang
TCCL:CE, ISO 13485

69

bién cire do Ion Chloride

Dién cue Cl may dién gidi, phi hop
v&i may Humalyte Plus 5:
Nguéng do: 30 - 200mmol/L
B¢ chinh xdc: <1.5%

D3 nhiém chéo: <1.5%

Déng géi: hdp 1 chide
Béo quan ¢ 5 -35°C, han sit dyng 12
théng, han st dung sau khi Hip vio
may: 6 thang
TCCL: CE, ISO 13485

V. HOA CHAT PONG BQ CHO MAY NUOC TIEU COMBILYZER VA

70

Que thir ding cho mdy sinh héa

. « X
nuwoce tieu

Hép

Kit test do 11 théng s6 nude tidu,
duge dung riéng theo miy Combilyzer
VA

117
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VI. HOA CHAT THEO MAY PONG MAU
£, oo o iy . Héa chat xét nghiém thoi gian
71 '(];1;’)00 thir do thai gian Prothrombin HOP prothrombine (PT) trén may dén g 3
méu ban tu dong
Thude thir do thdi gian ‘ ) Hoa chit xét nghiém APTT hoat héa
72 | Thromboplastin hoat hoa timg phan | HOP bang Kaolin, may déng mau béan tw 3
(APTT) dong
Thude thir Canxi Clorua ding trong . Dung dich 16ng Canxi Clorua 0.025 M
73 ; S : HOP . : i . |
xét nghiém dong mau dung cho cac xét nghiém dong méau
74 T!?uo_c thir dinh lugng HC)P Hoa chét xét nghiém Fibrinogen |
Fibrinogen
75 | Owren Koller HOP | Dung dich pha loang mau déng mau |
7% | Couglation Covetie HOP Cong do xét ngh(lj%r:gdong mau ban ty 5
77 | Balcsn Bilss Géi Bi tir cho xét nghl?m déng mau bén ty |
dong
Vit lidu kiém soat xét nghiém dong . £ 3R T, e
78 | méau thudng quy may ban tu dong HOP Hog chist k]rilziluct};:ra;:]xetl?ghlgm dong 2
(Coag Control N+P) Equy
VII. HOA CHAT VA CAC TEST XET NGHIEM KHAC
Xét nghiém phién ngung két latex
nhanh d& xac dinh dinh tinh va ban
dinl} luong antistreptolysin-O trong
79 | Anti-Streptolysin O (ASO) Hoép huyét thanh ngudi cia cac bénh lign 2
cdu khudn. Hép 100test; ISO-13485.
Thube thir ¢6 do nhay & ngudng 200
[U/ ml. bao quan 2-8 d6 C
Xét nghig¢m phién ngung két latex
nhanh dé€ xac dinh dinh tinh va bén
dinh luong in- vitro clia céc yeu )
" thap khop(RF) trong huyét thanh
80 | RF Latex HOP | khong pha loaing dé phét hién cdc 4
bénh thap khép. Hop 100test. ISO-
13485. Thude thir ¢ d6 nhay &
ngudng 8 [U/ml. Bao quan & 2-8 d6 C
Xét nghiém phién ngung két latex
nhanh dé xac dinh dinh tinh va ban
dinh luong C-Reactive Protein (CRP)
81 | CRP(C-Reactive Protein) Hoép clia cdc bénh viém nhiém,. Hop 5
100test. 1SO-13485. Thude thir ¢6 do
nhay & ngudng 0.6 mg/dl. Bao quén &
2-8d6 C |
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Anti-A L
(Monoclonal Reagent) =

Lo

Khéng thé dtm dong duge din xuft tir
céc dong té bao 1a1 dugc tao ra bing
céch hop nhit t bao Iympho B sinh
khéng thé cita chudt véi cdc té biou

tiy chudt. M&i dong té bao lai sinh ra

khéng thé ddng nhét chi cita 115
immunoglobulin gidng nhau v& cdu
trizc hoa hoc va hoat tinh mién djch.

Té bio hdng ciu ngudi cb khéng

nguyén A vafhoi{w khéng nguyén B s&
ngung két khi o6 mit khang thé txep

xiic tryre tiép véi khang nguyén

83

AniAB
( Monoclonal Reagent)

Khing thé don dong duge din xudt tir
cdc dong té bao iaz, dugc tao ra bing
cach hop nhét t& bao lympho B sinh
khéng thé ciia chudt vdf: céc td bao u
tay chugt. Mbi dong { t€ bao lai sinh ra

khéng thé ddng nhét chi cta 1 lorp
immunoglobulin giéng nhau vé cdu
tric héa hge va hoat tinh mién dich,

Té bio hing ciu ngudi c6 khéng

nguyén A va/hoiic khing nguyen B s&
ngung két khi ¢6 miit khang thé tiép

xiie trye tiép véi khang nguyen

84

Anti-B
( Monoclonal Reagent)

Lo

Khing thé don dong dwge din xuft i
cac dong té bao Iai, duge tao ra bang
céch hop nhét & bao lympho B sinh
khéng thé ctia chudt véi che té bao u

ty chutt. Mbi dong té bao lai sinh ra

khéng thé dbng nhAt chi cna | l6p
immunoglobulin gibng nhau vé cau
trhic héa hoc va hoat tinh mién dich.

Té bao héng cu nguoi co khang

nguyén A va/hofic khang nguyén B s&
ngung két khi cé mat khéng thé tlep

xtic trye tiép voi khing nguyén
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Anti-D IgG/IgM
(Blend Reagent )

Lo

Khang thé don dong duge dan xuét tir
cdc dong té bao lai, dugc tao ra béng
cach hop nhét té bao lympho B sinh
khéng thé ctia chudt voi céc té bao u

tuy chudt hodc dugc din xuit tir dong
t€ bao nguoi B qua qua trinh chuyén

giao EBV. Mdi dong té bao lai sinh ra
khéng thé dong nhat chi caa 1 l(rp
immunoglobulin giéng nhau vé clu
tric hoa hoc va hoat tinh mién dich.
Té bao hdng ciu nguoi ¢d khang
nguycn D sg ngung két khi c6 mat
khéng thé tiép xtic truc tiép voi khang
nguyén

86

Bt thir xét nghiém dinh tinh hCG

Test

Chi dinh: Pinh tinh phat hién hCG
trong nuée tiéu cuia nguoi.
Hoat chat chinh; Khéng thé chutt
khang BhCG, Khang thé chugt khang
ahCG
Han ding: 24 théang
* Ngudng phat hién: 25 mIU/mL
* Hi€u qua [am sang:

- D§ nhay tuong quan: 100%
(95%CI*: 96.3% - 100%)

- B¢ dac higu twong quan: 100%
(95%CI*: 97.5% - 100%)

- D6 chinh xéc tuong quan: 100%
(95%CI*: 98.49% - 100%)
Phén ting chéo: San phdm khéng co
phan (ng chéo véi : LH (300
mlU/mL), FSH (1000 mIU/mL) va
TSH (1000 j.LIUme)

* DB§ chinh xé4c ngau nhién: 100%
* D9 chinh x4c ngau nhién lap: 100%
* D) tin cdy: 100%. Dang but kich
thude 82mm x 4,8 mm

1,600
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Test ma tiy 4 trong. 1

Test

Phat hi¢n dinh tinh nhém cac chit gay
nghién trong nwéc tién,
Ngu&ng phat hién:

+ Morphine: 300 ng/m]

+ Amphetamine: 1000 ng/ml
+ Methamphetamine: 500 ng/ml
+ THC: 50 ng/ml
P3§ nhay: 99,8%. Pd dic hidu: 99,6%
B4o quan nhiét do: 8-30 d6 C.
Han ding; 24 théng, ké tir ngay sin
xudt
Tiéu chudn chét Iwong: ISO
13485:201¢6
Cé chirng nhan chét lugng COA tir
nha san xvit.

4,173

88

Test dinh lugng HbA1C

Test

"Test ding vé&i méy Xét nghiém
AlcCare, sit dung dé kidm soét gia trj
HbAlc dinh ky 3 thang 1 Hn voi .
nhitng bénh nhin tidu dudmg.
Hap 20 test bao gdm 20 t0i que thur, 1
tharh code Chlp dé nhan dién sb lot
clia hdp test, 20 6ng dém dé hoa mAu.
M3i t0i ¢6 1 que thir dang khiy mau
den va 1 kim 1ay méuv, trén que thir c6
cong nhin min, c6 mAu chirng. Méu
5% dung: méu mao mach hofc méu
tinh mach Boc két qua sau 3 phit.
Két qua hién thj trén may doc
AlcCare (SD Blosensor) voi 2 théng

s6: HbAlc va Hemoglobin téng sb.

624

89

Test nhanh chin doan da day

Test

Phét hién tit ¢4 cdc type khéng thé

(IgG, IgM, IgA .} khdng H.Pylori
trong méu huyct thanh, huyét trong.

gtich méu str dung 14 10 pl, BH

nhay twong quan 95,9%; P96 dic hidu
tuong quan 89,6% so voi phuong
phap Elisa. Bge ket qua sau 10 phit.
Kits xét nghiém 6n dinh it nhét 4 tudn
khi dé & nhiét do 55+1°C. Cong hgp
vang khang nguyén H.Pylori-keo

vang: 1+0.2pg

650
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90 | Test nhanh chén doan giang mai

Test

Phit hién tat ca cic type khang thé
(IgG, IgM, IgA) khang Treponema
pallidum. D nhay twong quan:
99.3%. Bo dic hiéu twong quan:
99.5% so véi TPHA.; Mau xét
nghiém: huyel thanh, huyet tuong,
mau toan phan Khoéng ¢6 phan ang
chéo véi cac mau duong tinh Malarla
P.f, Malaria P.v, mau chira yéu to
dang thp, dwong tinh Leprosy, miu
cta phy nit mang thai. Bao quan &
nhiét d§ 2-30°C. Thanh thir 6n dinh
72 gid sau khi mé thi nhém.

400

91

Test nhanh chén doén HBeAg

Test

Hoat chat chinh: Cip khang thé chudt
khang HBeAg
Han dung: 24 thang
Hiéu qua chén doén:
- B§ nhay tuong quan: 100.0%
(95%CI*: 97.13% - 100%)
- D9 dic hiéu trong quan: 98.8%
(95%CI*: 96.96% - 99.53%)
- B0 chinh xdc twrong quan: 99.14%
(95%CI*: 97.80% - 99.66%)
*95%CI: Khoang tin cdy 95%

60

92

Test nhanh chan doan HIV

Test

Phat hién tt ca cc type khang thé
(IgG, IgM, IgA) dic hiéu véi virus
HIV-1 gbm type phy O va HIV-2 va
phan biét trong miu huyét thanh,
huyét trong va mau toan phan. Dn
nhay twong quan: 100%; D§ dic hiéu
fuong quan: 99.8% so sanh véi
phuong phap Elisa..Khong c6 phan
urng chéo véi cac mau tham tach mau
mau rdi loan doéng mau, miu chira yéu

t6 dang thap, mau duong tinh véi
khang thé khidng HCV va mau mau
phy nit mang thai. Thanh thir én dinh
48 gid sau khi m& ti nhém.

600
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Test nhanh chan doan sut Xuét huyét
IgG vé. IgM .

Test

Phét hién phan biét khang thé IgG va
IgM khéang cac type virus Dengue
1,2,3 va 4. Khéng c6 phan 1 tmg chéo
v&i nhém Flavnvnrus khac va nhiing
bénh do mubi truyén. Do nhay 94,6%,
Bo déc hiéu 96,5% so vdi Ehsa Cac
mau ca ly §1a: may, cac miu ¢b chira
yéu tb thip khép, mo mau, chlfmg
hodng dén khong anh huéng dén két
qua xét nghiém. Thanh thir 3n dinh
sau 72 gicr sau khi mé tii nhém,

260

o4

Test nhanh che’in dosn viém gan B

Test

Phit hign dinh tinh khang nguyéu
HBYV trong méu huyét thanh, huyét
trong ngudi. BJ nhay: 100%, D6 diic
hiéu twong quan; 100%so sinh véi
phuong phap Elisa. Gidi han phét hlf;n
1 ng/ml, Céc miu ly gidi mau, miu
rno* mév, vang da khéng anh hudng
dén két qud xét nghlém Khéng cd
phéan ing chéo véi cac miu chiva yéu
t& dang thip, chira khéng thé khang
HCYV, khéng thé khang HIV v phy nif
mang thai. Thanh thir én dinh 72 gid
sau khi m¢ {iti nhém.

260

95

Test nhanh chin dodn viém gan C -

Test

Phét hién khéng thd d3c hiéu khan
HCV trong min huyét thanh, huyég
twong, mau toan phén nguén Siv dyng
khéng nguyén HCV tai t6 hop: protein
151, NS3, NS4, NS5; Thé tich mén sir
dung la 10p1; D§ nhay trong quan:
160%, B¢ dic hiéu trong quan;
99.4% so véi phuong phip RT-PCR.
Thanh thit én djnh 72 giér sau khi m&
ti nhém. Mang nitrocellulose: 25£5 x
4.540.9mm; Kits xét nghiém bn dinh
it nhat 4 tudn khi d& & nhiét do
551°C

390
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Test nhanh phat hién KN Dengue

96 | NSI chén doan sét xuét huyét

Test

Phat hign khang nguyén virus Dengue
NS trong mau huyét thanh, huyét
twong va mau toan phan ngudi. D6

nhay tuong quan: 92.4%, D6 dic hiéu
tuong quan: 98.4% so voi RT-PCR.
Mau li giai, mAu chira yéu t6 dang

thap, mdu m& méu va vang da khéng
anh hudng dén két qua xét nghiém.

Thanh thir 6n dinh 72 gir sau khi mé

ti nhém.

1,397

97 | Test thir duomg huyét

Test

Thanh phan thudc thu: hoat chét (cho
100 que thir)
- Glucose oxidase (GOD) 300 don vij
- Potassium ferricyanide 9,0 mg
- Viing do: 10 ~600mg/dL (0.6 ~ 33.3
mmol/L)
- Thé tich mu: 0.9 pl
- Thoi gian thir: 5 giay
- Que thir dién cuc vang, xét nghiém
men GOD xiic tac phan (mg chuyén
héa Glucose.
- Khong code chip

1,000

98 Test nhanh chan doan da day

Test

Phat hién dinh tinh Helicobacter
pylori trong mdu phan. Khoang gioi
han phét hién 1a: 0,78ng / mL. - 0,09ng
/ mL clia protein téi t3 hgp mang
ngoai H. pylori. D4 nhay 98,2%
(95%CI: 90,3-100,0%), d dac hicu
98,4% (95%CI 91,2-100,0%) so v5i
q-PCR

100

ndi soi

Test chdn doan vi khudn h.py qua

Test

Hop 20 giéng rdi duge ding dé phat
hién nhanh H. pylori ¢6 trong bénh
pham hojic trén méi trudmg nubi cy

700




