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BENH VIEN DA KHOA Doc Lap - Ty Do - Hanh Phiic
NAM LIEN CHIEU
$6:380 /YCBG-BV Pa Nang, ngayl4  thang06  nam 2024

YEU CAU BAO GIA
V/v moi chao gia vit tw, hoa chat theo may, test xét nghi¢m cho
Bénh vién Da khoa Nam Lién Chiéu nam 2024

Kinh gtri: Cac Congty, don vi cung ing

Bénh vién da khoa Nam Lién Chiéu dang c6 nhu cau tlep nhan béo gia vat tu,
hoa chat theo may, test xét nghiém dé tham khao, xay dung gia Goi thdu mua sam

vat tu, hoa chét theo may, test xét nghiém cho Bénh vién DPa khoa Nam Lién Chiéu
nam 2024.

Théng tin ctia don vi yéu ciu bio gia
1. Ponvi yéu cau béo gia: Bénh vién da Khoa Nam Lién Chiéu.

Dia chi: S6 68 Hoang Van Théi, P. Hoa Minh, Q. Lién Chiéu, TP. Pa Nang.
SPT: 02363.764.935.

2. Thong tin lién hé cua ngudi chiu trach nhiém tiép nhan béo gia:
Khoa Dugc & TTBYT - Bénh vién dakhoa Nam Lién Chiéu.

_bia chi: 68 Hoang Van Thai, phuong Hoa Minh, quén Lién Chiéu, thanh phd
ba Nang. SPT: 0236.3769.201.

3. Céch thirc tiép nhan béo gia:

? Nhan truc tiép tai dia chi: Khoa Duoc& TTBYT, Bénh vién da khpa Nam Liér}
Chiéu. Dia chi: 68 Hoang Van Thai, phuong Hoa Minh, quan Lién Chicu, thanh pho
ba Nang (trong gio hanh chinh tir thir hai dén thir sau).

4. Thoi han tiép nhan bao gia: Tir ngay ra thong bao dén truée 17h ngay 24
thang 06 nam 2024 (Céc bao gid nhan dugc sau thoi diém néu trén sé khong duoc
xem X¢ét)

5. Thoi han c6 hidu luc ctiabao gia: THi thiéu 90 ngay ké tir ngdy béo gia.
II. N§i dung yéu ciu bao gia

1. Danh muc hang hoa cin mua sam: Phu luc 1 dinh kém

- Noi dung béo gia: day du chi tiét cac théng tin theo mau Phy luc 2 dinhkém.

- Bang chao gia phai ¢6 xac nhan cua Cong ty bang bang chinh (ky va dong
d4u cua dai dién hop phap).

2. Céc thong tin khac

- Glay phep kinh doanh ctia don vi, cong bd du diéu kién mua ban trang thiét
biy té (d6i voi TTBy té).
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Rat mong su hdi dap ctia Quy Cong ty, don vi cung tmg.

Tran trong cam on./.
Noi nhdn:
- Nhu trén;
- Ban Giam déc (dé bao c4o);
- Bophan CNTT (dang website);
- Luu: VT, KD&TTBYT.
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Bénh vién Da khoa Nam Lién Chiéu niim 2024
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Pon vi
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S6
lwgng/
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Phén s6 1: CHAT RUA MAY VA MIENDICH PHU HOP CHO MAY PHAN TiCH MIEN DICH TU PONG COBAS E411

Dung dich h¢ thng dé lam sachbd phan phat hi¢n
cua may phan tich xét nghiém mién dich

Phu hop v6i may mién dich tw dong COBAS E411.
KOH 176 mmol/LL (twong ung véi pH 13.2); chat tay < 1%.

10

Dung dich v¢ sinh dién cuc chon loc ion, cdc pha
lodng va dng

Phu hop v6i may mién dich ty dong COBAS E411. Dung dich natri hydroxide: 3

mol/L véi dung dich natri hypochlorite < 2% CI hoat tinh.

Dung dich hé théng dung dé phat tin hiéu dién hoa

Phu hop v6i may mién dich tuw dong COBAS E411. Bém phosphate 300mmol/L;

tripropylamine 180mmol/L; chit tay < 0.1%; chatbio quan; pH 6.8.

10

Chat phu gia cho binh chtra nudc cat

Phu hop v6i may mién dich tw dong COBAS E411. Dung dich 500ml.

Thudc thir xét nghiém khang thé khang HAV

Phu hgp véi may mién dich tw dong COBAS E411.
Thubc thir - dung dich tham gia xét nghiém.
- B¢ nhay 100%.
- bo dac hiéu > 99,48%.
* M Vi hat phu Streptavidin.
*RIHAV Ag.
* R2 Anti-HAV Ab~biotin; anti-HAV Ab~Ru(bpy).
* AHAV 2 Call Mau chuan am tinh 1.
* AHAV 2 Cal2 Miu chudn duong tinh 2

Vatliéu kiém soat xét nghiém khang thé khang
HAV

Phu hgp véi may mién dich tw dong COBAS E411.

Thudc thir - dung dich tham gia xét nghiém

* PC AHAVII 1: 8 chai, mdi chai chira 1.3 mL mau chimg huyét thanh
* PC AHAVII 2: 8 chai, mdi chai chira 1.3 mL miu chirng huyét thanh

Thudc thir xét nghiém khang thé khang HCV

Phu hgp véi may mién dich tw dong COBAS E411.
B6 thude thir gdm:

M Vi hat phu Streptavidin.

R1 HCV-specific antigens~biotin.

R2 HCV-specific antigens~Ru(bpy).

A-HCV II Call MAu chuén am tinh 1.

A-HCV II Cal2 Mau chuan dwong tinh 2.
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Vatliéu kiém soat xét nghiém khang thé khang HCV

Phu hop v6i may mién dich tw dong COBAS E411.
* PC A-HCV1:8 chai, moi chai chira 1.3mL huyt thanh chimg.
* PC A-HCV2:8 chai, moi chaichira 1.3mL huyé€t thanh ching.

Cup chira mau ding trén hé théng cobas e 411

Phu hop v6i may mién dich tu dong COBAS E411. Cup bang nhua.

10

Tip hat mau dung trén hé thong cobas e 411

Phu hop véi may mién dich tu dong COBAS E411. Tip bang nhya hoic trong duong.

11

Chét hiéu chudn xét nghiém FT4

Phu hop v6i may mién dich tw dong COBAS E411.
» FT4 4 Call: 2 chai, m6i chai chira 1.0 mL mau chue:m 1.
*» FT4 4 Cal2: 2 chai, mdi chai chira 1.0 mL miu chuan 2.

12

Thubc thir xét nghiém FT4

Phu hop v6i may mién dich tw dong COBAS E411.
B¢ thudc thir duge ddnnhan FT4 4.

M Vi hat phu streptavidin.

R1 Anti-T4-Ab~Ru(bpy).

R2 T4~biotin.

13

Thubc thir xét nghiém HBsAg

Phu hop véimay mién dich tu dong COBAS E411.
B¢ thuoc thir (M, R1, R2) dugc dan nhan HBSAGIL.
M Vi hat phu streptavidin.

R1 Anti-HBsAg-Ab~biotin.

R2 Anti-HBsAg-Ab~Ru(bpy).

HBSAGII Call Mau chuén am tinh 1

HBSAGII Cal2 Mau chuan duong tinh 2

14

Vit liéu kiém soat xét nghiém HBsAg

Phu hgp véi may mién dich tw dong COBAS E411.
* PCHBSAGII!: 8 chai, moi chai chira 1.3mL huy@t thanh chimg.
= PC HBSAGII2: 8 chai, moi chai chita 1.3mL huy€t thanh ching.

15

Chét hiéu chuin xét nghiém HCG, beta-HCG

Phu hop v6i may mién dich tw dong COBAS E411.
* HCG+p Call: 2 chai, mOi chai 1.0mL mau chuan 1.
» HCG+B Cal2: 2 chai, mdi chai 1.0mL mau chuan 2.

16

Thudc thir xét nghiém HCG, beta-HCG

Phu hop v6i may mién dich tw dong COBAS E411.
Bo thude thirduge ddn nhan HCG-BETA.

= M Vi hat phu Streptavidin.

* R1 Anti-hCG-Ab~biotin

* R2 Anti-hCG-Ab~Ru(bpy)

10

17

Thudc thir xét nghiém khang nguyén va khang thé
khang HIV

Phu hop voi may mién dich tu dong COBAS E411.B6 thudc thir (M, RO, R1, R2) dugc
dan nhan HIVCOMPT.

M Vi hat phu streptavidin.

RO MESb) dém 50 mmol/L, pH 5.5; 1.5 % Nonidet P40; chat bao quan.
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R1 Anti-HIV p24-Ab~, khang nguyén tai to hop dac hicu HIV-1/2 (E. coli)~, peptide
dic hiéu HIV-1/2~biotin.

R2 Anti-HIV p24-Ab~, khing nguyén tai to hop dic hi¢u HIV-1/2 (E. coli)~, peptide
dac hi¢u HIV-1/2~Ru(bpy).

HIVCOMPT Call Mau chuan am tinh (dong kho), 2 chai dé pha mdi chai 1.0mL.
HIVCOMPT Cal2 Mau chuan duong tinh (d6ng kho), 2 chai dé pha mdi chai 1.0mL.

18

Vitligu l§iém soat xét nghiém khang nguyén va
khang thé khang HIV

Phu hop v6i may mién dich tw dong COBAS E411.

« PCHIV1: 2 chai, mdi chai 2.0 mL huyét thanh chimg,
» PC HIV2: 2 chai, mdi chai 2.0 mL huyét thanh chimg.
» PC HIV3: 2 chai, mdi chai 2.0 mL huyét thanh chimg.

19

Vitliéu ki€m soat cac xét nghi€ém mien dich

Phu hgp voi may mién dich tw dong COBAS E411.
* PCUI:2 chai d€ pha 2 x 3.0mL huyét thanh chimg (nguoi).
= PCU2:2 chai dé€ pha 2 x 3.0mL huyét thanh chiing (nguoi).

20

Chat hiéu chudn xét nghiém T3

Phu hop v6i may mién dich tu dong COBASE411.
» T3 Call: 2 chai, mdi chai 1.0mL mau chuzgln 1
» T3 Cal2: 2 chai, mdi chai 1.0mL mau chuan 2

21

Thudc thir xét nghiém T3

Phu hop v6i may mién dich tw dong COBAS E411.
= M Vi hat phu streptavidin

* R1 Anti-T3-Ab~Ru(bpy)

= R2 T3~biotin

22

Chat hiéu chudn xét nghiém TSH

Phu hop v6i may mién dich tw dong COBAS E41 L.
» TSH Call: 2 chai, mdi chaichtra 1.3 mL mau chuz}n 1.
» TSH Cal2: 2 chai, mdi chai chtra 1.3 mL mau chuan 2.

23

Dung dich pha loing mau (Diluent Universal)

Phui hop v6i may mién dich tr dong COBAS E411. Hdn hop protein; chit bao quan <
0.1%.

24

Thudc thir xét nghiém TSH

Phu hop v6i may mién dich tu dong COBAS E411.
M Vi hat phu streptavidin.

R1 Anti-TSH-Ab~biotin.

R2 Anti-TSH-Ab~Ru(bpy).

25

Thudc thir xét nghiém Troponin

Phu hop véi may mién dich tw dong COBAS E411.

26

Chat hiéu chudn xét nghiém Troponin

Phu hop v6i may mién dich tu dong COBAS E411.

27

Vatliéu kiém soat xét nghiém Troponin

Phu hop véi may mién dich tw dong COBAS E411.

28

Thudc thir xét nghiém PCT (procalcitonin)

Phu hop voi may mién dich ty dong COBAS E411.
B6 thudc thir (M, R1, R2)
= M Vi hat phu Streptavidin
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* R1 Anti-PCT-Ab~biotin
* R2 Anti-PCT-Ab~Ru(bpy)
- PCT Call: Mau chuan PCT 1
- PCT Cal2: Mau chuan PCT 2
- PCPCT1 PreciControl PCT 1
- PCPCT2 PreciControl PCT 2
Phén s6 2: HOA CHAT VA VAT TU TIEU HAO PONG BO THEO MAY SINH HOA TU PONG HUMASTAR 600 VA HUMALYZER 2000
Thude thir Alcohol ethanol
Thanh phan chinh:
Lo, Y Buffer pH 8.3 300 mmol/L R
29 | Thuoc thur xét nghi€ém dinh lwong Alcohol Ethanol NAD+ 10 mmol/L Hop 30
Alcohol dehydrogenase (ADH)? 200 kU/L
Tiéu chuan chat luong 1SO 13485:2016
30 Chat hiéu chudn xét nghiém dinh hrong Alcohol Chat higu chuan x€ét nghiém dinh lugng Alcohol Ethanol Ho 3
Ethanol Tiéu chuén chat lugng 1SO 13485:2016. P
31 Vatliéu kiém soat chat lwong xét nghiém dinh lugng | Vatliéu lglem soat chat lugng xét nghiém dinh rgng Alcohol Ethanol H6 3
Alcohol Ethanol Tiéu chuén chit lugng 1SO 13485:2016. op
Chét hiéu chudn st dung cho xét nghiém sinh héa, tuong thich véi may sinh héa tu
dong HumaStar 600 va Humalyzer 2000.
32 | AUTOCAL CALIBRATOR - Thanh phan: Huyét thanh ngudi va cac thanh phan hoéa hoc. Hop 4
- Do bén trén may: ¢ 25°C > 8 gid; ¢ 2-8°C > 7 ngay.
- TCCL: CE, ISO 1348s5.
- Tuong thich v6i may sinh héa ty dong HumaStar 600 va Humalyzer 2000.
I , N , - Huyét thanh kiem soat ding trong xét nghiém sinh hoa.
33 g&%m%&igr%ﬁ? 0 méy phan tich sinh héa - Thanh phan: thanh phan chinh 1a huyet thanh bo. Hop 4
- Pidu ki¢n bao quan (dang dong kho): 2 - 8°C bén dén han st dung,
- Tiéu chuan chit luong: CE, ISO 13485.
- Tuong thich v&i may sinh hoa tu dong HumaStar 600 va Humalyzer 2000.
I , N , - Huyét thanh kiém soat ding trong xét nghiém sinh hoa.
34 gﬁ%ﬁ%ﬁ%}g;)h o mdy phan tich sinh héa - Thanh phan: thanh phan chinh i huyét thanh bo. Hop 4
- bieu kién bao quan (dang dong kho): 2 - 8°C bén dén han sir dung.
- Tiéu chuan chat lugng: CE, ISO 13485.
o A o e o - Dung dich rtra may chuyén dung.
Dung dich Ia tsud h inh A
35 h él;ng . écén il et nHoe cdt strcung cho dy s - Tuong thich v6i may sinh hoa ty dong HumaStar 600 va Humalyzer 2000. Hop 8
+aong - Thanh phan: Chét tay rira 25%, Chat bao quan < 0.095 %.
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- biéu kién bao quan: bao quan ¢ 2-25°C, & nhiét d6 phong bén td1 han st dung.
- TCCL: CE, ISO 13485.

36

Dung dich pha lodng cho may phan tich sinh hoa tu
dong

- Tuong thich v6i may sinh hoa ty dong HumaStar 600 va Humalyzer 2000.
- Dung dich pha lodng mau tuong thich véi may HumaStar 600.

- Thanh phan: 9 g/l sodium chloride; 0.095% Gentamicin sulphate.

- Piéu kién bao quan: bao quan &2 - 25°C.

- TCCL: CE, ISO 1348s5.

37

Dung dich rura cong do cho may sinh hoa ty dong

Dung dich rtra cong do tuong thich véi may sinh hoa tuy dong HumaStar 600 va
Humalyzer 2000.

38

Dung dich rtta kim cho may sinh hoa tu dong

Dung dich rra kim tuong thich véi may sinh hoa tu dong HumaStar 600 va Humalyzer
2000.

39

Thude thir str dung cho may phan tich sinh hoa
(alpha-Amylase liquicolor)

Hoa chat str dung twong thich v6i may sinh hda tu dong HumaStar 600 va Humalyzer
2000 dé dinh lrong alpha Amylase trong huyét twong va huyét thanh.

17

40

Thudc thir xét nghiém CK-MB

Hoa chqt su dung twong thich voi may sinh hoa ty dong HumaStar 600 va Humalyzer
2000 de dinh lwong CK-MB trong huyet twong va huyéet thanh.

41

Chat hiéu chuan xét nghiém CK-MB

- Tuong thich v6i may sinh héa ty dong HumaStar 600 va Humalyzer 2000.

- Chat hiéu chuan st dung cho xét nghiém sinh hoa CK-MB.

- Pidu kién bao quan: sau hoan nguyén bén dugc 5ngay ¢ 2 - 8°C. Co thé chia nho va
gilt trong ta Am dé bao quan lau hon.

- Tiéu chuan chét uong: 1SO 13485.

42

Vatliéu kiém soat xét nghiém CK-MB

- Tuong thich v6i may sinh héa ty dong HumaStar 600 va Humalyzer 2000.

- Vatlidu kiém soat cho xét nghiém dinh lrong CK-MB.

- Thanh phéan: huyét thanh ngudi dang d6ng kho.

-Diéu kién bao quan: tir 2 - 8°C khi chua mé nap bén téi han sir dung. Sau khi hoan
nguyén co thé chia thanh nhiéu phan nho va giit trong ta dong & -18°C, bén duoc tdi da
4 tuan.

2 x 2 ml [Low] White cap

2 x 2 ml [High] Black cap

- TCCL: CE, ISO 13485.

43

Thubc thir ding cho may phan tich sinh hoa
(CALCIUM LIQ2*100ML)

- Tuong thich v6i may sinh héa ty dong HumaStar 600 va Humalyzer 2000.

- Hoa chat sir dung cho xét nghiém dé dinh hrong nong d6 Canxi trong huyét twong va
huyét thanh.

- Phuong phap: Calcium CPC.

-Dbo ben trénmay: trong 7 ngay ¢ 2-8°C va 3 ngay ¢ 15-25°C.

- D6 6n dinh: dén han st dung khi bao quan dung cach.

- TCCL: CE, ISO 13485.

42
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44

Thudc thir ding cho may phan tich sinh hoa
(Cholesterol liquicolor)

- Tuong thich v&i may sinh héa tu dong HumaStar 600 va Humalyzer 2000.

- Hoa chat str dungcho xét nghiém dé dinh luong nong d6 Cholesterol trong huyét
tuong va huyét thanh.

- Phuong phap: CHOD-PAP.

- Do bén trénmay > 2 tudn & 15-25°C.

- TCCL: CE, ISO 13485.

15

45

Thubc thir ding cho may phan tich sinh hoa
(Creatinine liquicolor)

- Tuong thich v&i may sinh hoa tu dong HumaStar 600 va Humalyzer 2000.

- Héa chit st dung tuong thich v61 méy sinh hda dé dinh lugng nong do Creatinine
trong huyét tuong va huyét thanh.

- Phuong phap: Jaffe-Reaction.

- Ondinh: 4 tuan & 15-25°C.

- TCCL: CE, ISO 13485.

43

46

Thubc thir ding cho may phan tich sinh hoa
(Glucose liquicolor)

- Tuong thich v6i may sinh hoa tu dong HumaStar 600 va Humalyzer 2000.

- Hoa chat str dung cho may sinh hda d€ dinh luong nong d6 Glucose trong huyét
tuong va huyét thanh.

- Phuong phap: GOD-PAP Method.

- D9 6n dinh: 2 tun & 15-25°C.°C

- TCCL: CE, ISO 1348s5.

33

47

Thude thir xét nghiém HDL-Cholesterol

Hoa’chét st dung tuong thich véi may sinh hoa dé dinh lugng HDL-Cholesterol trong
huyét trong va huyét thanh.

55

48

Thudc thir xét nghiém LDL-Cholesterol

Hoa’chét su dung tuong thich voi may sinh hoa dé dinh luong LDL-Cholesterol trong
huyet twong va huyét thanh.

49

Thude thir str dung cho may phan tich sinh hoa
(Triglycerides liquicolormono)

Hoa chat st dung tuong thich v6i may sinh hoa dé dinh Iwong Triglycerides trong
huyét twong va huyét thanh.

15

50

Thude thir str dung cho may phén tich sinh héa (Uric
acid liquicolor)

- Tuong thich v&i may sinh hoa tu dong HumaStar 600 va Humalyzer 2000.

- Hoa chat sir dung tuong thich véi may sinh hoa dé dinh lwong uric acid trong huyét
tuong va huyét thanh,

- Phuong phap: PAP-Method.

-Poondinh > 2 tuan ¢ 15-25°C.

- TCCL: CE, ISO 13485.

18

51

Thudc st dung cho may phan tich sinh hoa (Urea
liquicolor)

- Tuong thich v&i may sinh hoa tu dong HumaStar 600 va Humalyzer 2000.
- Hoa chit st dung tuong thich v61 may sinh hda dé dinh lwong nong do Ure trong
huyét twong va huyét thanh.
- Phuong phap: Thiy phan Ure, Berthelot reaction.
- B 6n dinh:
+ [RGTI1], [RGT2], [ENZ]: 6 tudn & 2-8°C hoic 2 tudn & 15-25°C.

50
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+ [STD]: 4 tuan ¢ 2-8°C hodac 2 tuan ¢ 15-25°C.
- TCCL: CE, ISO 13485.
52 Thudc thir str dung cho may phan tich sinh hoa Hoa chat str dung twong thich v6i may sinh héa tr dong HumaStar 600 va Humalyzer Ho 16
(GOT (ASAT) liquiU'V) 2000 dé dinh lrong GOT trong huyét twong va huyét thanh. P
53 Thudc thir sir dung cho may phén tich sinh héa Hoa chat str dung twong thich v6i may sinh héa tw dong HumaStar 600 va Humalyzer Ho
(GPT(ALAT) liquiUV) 2000 dé dinh hrong GPT trong huyét trong va huyét thanh. P 16
54 Thudc sirdung cho méay phan tich sinh hoa Hoa chat su dung twong thich voi may sinh hoa ty dong HumaStar 600 va Humalyzer H6 10
(Gamma-GT liquicolor) 2000 de dinh lwong GGT trong huyét tuong va huyét thanh. op
Hoa cheflt st dung tuong thich v6i may sinh hoa tw dong HumaStar 600 va Humalyzer
) i 2000 de dinh lugng nong d¢ Protein toan phan trong huyet twong va huyet thanh.
55 | Thudc thur xét nghi€ém Protein toan phan - Phuong phap: Biuret Method Hop 2
- Bdo quén: 2 - 25°C
- TCCL: CE, ISO 13485
56 Thubc thir str dung cho may phan tich sinh hoa Hoa chat str dung twong thich v6i may sinh héa tr dong HumaStar 600 va Humalyzer Ho 3
(auto-Bilirubin-D  liquicolor) 2000 dé dinh lwong Bilirubin tryc tiép trong huyét twong va huyét thanh. P
57 Thude thir str dung cho may phan tich sinh hoa Hoa chat str dung twong thich v6i may sinh héa ty dong HumaStar 600 va Humalyzer Ho 3
(auto-Bilirubin-T  liquicolor) 2000 dé dinh luong Bilirubin toan phan trong huyét twong va huyét thanh, P
Boéng dén Halogen 12V-20W st dung twong thich véi may sinh hoa tu dong HumaStar .
58 | Halogen lamp 12V 20W 600 va Humalyzer 2000, Cai 4
. Tuong thich v6i may sinh héa tw dong HumaStar 600 va Humalyzer 2000. Mau va R
59 | Reaction cuvettes for HumaStar 600 thude thir dugc phan phdi vio nhidu dai cuvet. Mdi dai ¢6 5 cuvet. Hop 3
Phin s6 3: HOA CHAT PONG BQ THEO MAY HUYET HQC HUMACOUNT 80TS
) Dung dich pha lodng str dung tuong thich véi cac may huyét hoc dong HumaCount.
60 Dung dich pha lodng cho may phan tich huyét hoc tu | - Thanh phan: Natri sunphat (1%), dém photphat v6 co (<0,6%), natri clorua (<0,3%), H6 115
déng (HC-DILUENT) natri azit (<0,05%). op
- TCCL: CE, ISO 13485
Dung dich ly giai hong cau st dung tuong thich v6i cac may huyét hoc dong
Thude thir str dung cho méay phan tich huyét hoc HumaCount.
61 N : - Thanh phan: Mudi amoni bac bon (2,7%), chat hoat dong bé mit (<0,05%). Hop 55
(HC-LYSE-CF)
- P9 bén: 36 thang.
- TCCL: CE, ISO 13485.
) Dung dich rira may su dung tuong thich voicac may huyét hoc dong HumaCount.
62 | Dung dich rtra cho may phan tich huyét hoc ty dong | - Thanh phan: Natri photphat (<1%), natri clorua (<1%), chit hoat dong bé mat (<2%), | Hop 118

natri azit (<0,05%), xanh bromocresol (<0,001%).
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S6
Ao X M ta vé tinh ning, thong s6 k¥ thuit va cic thong tin lién quan t6i thong s6 k§ | Pon vi lwgng/
STT Danh myc thietbj y te thuit hoic twong dwong tinh Khoi
lwong
- Do bén saukhi md nap > 90 ngay.
- TCCL: CE, ISO 13485.
Vit li¢u Mém soat str dung tuong thich voi cac may huyé} hoc dong HumaCount.
Ao o oA z - Thanh phan: Cac t€ bao mau dugc 6n dinh gom hong cau (tir nguoi), bach cau (tur .
63 | Thudc thtr sur dung cho may phén tich huyét hoc déng vit 6 vi, mo phong) va thanh phan tiéu cAu. Hop 15
- TCCL: CE, ISO 13485.
Phan s6 4: HOA CHAT PONG BQ MAY PIEN GIAI HUMALYTE PLUS 3
Dung dich QC Solution duogc str dung dé kiém dinh chat hrong ciia thiét bi phan tich
HumaLyte Plus 3.
L1 (1A L - Bong goi: dang ldng, c6 nhan. A
64 | Dung dich kiém soat chat lwong thiet bi - Do on dinh > 24 thng. Hop 2
- Do bén trén may > 2 thang.
- TCCL: CE, ISO 1348s5.
Dién cuc Kali may di¢n giai, phu hop véi may Humalyte Plus 3:
Ngudng do: 0.5 - 15Smmol/L
Ao < 1 40
65 | Dién cuc dolon Kali gg ;Eiglril)i:a}féc; if /50% Cai 2
Béo quan & 5 - 35°C, han sir dung 12 thang, han sir dung sau khi lip vao may: 6 thang.
TCCL: CE, ISO 13485.
Dién cuc Natri may di€n gidi, phu hop voi may Humalyte Plus 3:
Ngudng do: 30 - 200mmol/L
L A< 10
66 | Dién cuc dolon Natri gg rclhhiglrilxca}f é'(; i(l) /5?% Cai 2
Béo quan & 5 - 35°C, han sir dung 24 thang, han st dung sau khi lip vao may: 12 thang,
TCCL: CE, ISO 13485.
bién cuc Cl may dién gidi, phu hop voi may Humalyte Plus 3:
Ngudng do: 30 - 200mmol/L
n . D6 chinh xac: < 1.5% -
67 | Dién cuc do Ion Chloride D6 nhidm chéo: < 1.5% Cai 2
Béao quan ¢ 5 - 35°C, han st dung 12 thang, han stt dung sau khi lap vao may > 6 thang.
TCCL: CE, ISO 13485.
Phan s6 5: HOA CHAT PONG BQ CHO MAY NUOC TIEU COMBILYZER VA
68 | Que thir ding cho may sinh héa nudc tiéu Kit test do 11 thong sé nudc tiéu twong thich véi may Combilyzer VA. Test | 13,650
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S6
Ao X M ta vé tinh ning, thong s6 k¥ thuit va cic thong tin lién quan t6i thong s6 k§ | Pon vi lwgng/
STT Danh myc thietbj y te thuit hoic twong dwong tinh Khoi
lwong
Phin s6 6: HOA CHAT THEOMAY PONG MAU
69 | Thuée thir do thoi gian Prothrombin (PT) Erog Gi;at x€t nghi€ém thoi gian prothrombine (PT) twong thich voi may dong mau ban Hop 3
Thudc thir do thoi gian Thromboplastin hoat hoa Hoa chét xét nghiém APTT hoat hoa biang Kaolin tuong thich voi may dong mau ban o
70 . A n Hop 3
tung phan (APTT) tu dong.
71 ggggﬂg‘f Canxi Clorua dung trong xét nghiém Dung dich 1éng Canxi Clorua 0.025M ding cho céc xét nghiém dong mAu, Hop I
) Hoa chét chira thrombin ngudi di citrat hoa c6 chira canxi va O chira mot chat irc ché
72 | Thude thtr dinh lugng Fibrinogen ddc hi¢u heparin inhibitor cho phép phén tich fibrinogen trong mau huyét twong co Hop 1
heparin.
73 Dung dich dém cho xét nghiém déng mau (Owren Dung dich pha loing miu déng mau, Hop 1
Koller)
Vattu tiéu hao ding cho may do déng mau , , " A . A \
74 (Cougulation Cuvette) Cong do xét nghiém dong mau ban tu dong. Thung 2
75 \Bfﬁég tieu hao dung cho may do dong mau (Faleon | pi o o) w6t nehiem déng méu ban tr dong, Goi 1
76 Vatliéu kiém soat xét nghiém dong mau thuong quy | Hoa chat kiém chudn xét nghiém déng mau thudng quy, ding cho may dong mau ban H6 1
may ban tu dong (Coag Control N+P) tu dong. op
77 | Diucon hit hoa chit dDéaIEg con dung d¢é phan phoi héa chat cho cac xét nghiém dong mau trén may ban ty Hop 1
Phan s6 7: HOA CHAT VA CAC XET NGHIEM KHAC
Xét nghiém phién ngung kétrlatex nhanh dé xac dinh dinh tinh vaban dinh lugng
78 | Anti-Streptolysin O (ASO) Latex antistreptolysin-O  trong huy€t thanh ngudi cua cac bénh lién caukhuan. ISO 13485. Hop 4
Thudc thtr c6 d§ nhay ¢ ngudng 200[U/ml Bdo quan 2 - 8°C.
Xeét nghlem phlen ngung két latex nhanh dé xac dinh dinh tinh va ban dinh lwgng in-
79 | RF Lat vitro cua cac yéu tb thap khop (RF) trong huyét thanh khong pha lodng dé phat hién H6 7
atex céc bénh thip khdp. ISO 13485. Thude thir c6 d6 nhay & ngudng 8 TU/ml Béo quan & op
2 - 8°C.
Xét nghiém phién ngung két latex nhanh dé xac dinh dinh tinh va bén dinh hrong C-
80 | CRP(C-Reactive Protein) Reactive Protein (CRP) ctia cac bénh viém nhiém. ISO 13485. Thuoc thi c6 dd nhay & Hop 7

ngudng 0.6 mg/dl. Bao quan ¢ 2 - 8°C.
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STT

Danh muc thiét bi y té

M ti vé tinh ning, thong so6 k¥ thuit va cac thong tin lién quan t6i thong s6 ky
thuat hodc twong duwong

Pon vi
tinh

S6
lwgng/
Khoi
lwong

81

Anti-A (Monoclonal Reagent)

- Thude thir duoc sir dung dé phat hién nhém méau A trong mau mau ngudi.

- B§ nhay: 100%. DB ddc hi¢u: 100%.

- Khang thé don dong duoc dan xuét tir cac dong té bao lai, dugc taora bang cach hop
nhat té bao lympho B sinh khang thé ctia chudt voi cac té bao u tiy chudt. Mbi dong té
bao lai sinh ra khang thé dong nhat chi ciia 1 16p immunoglobulin giong nhau vé cau
tric héa hoc va hoat tinh mien dich. Té bao hong caungudi co khang nguyén A s¢€
ngung két khi ¢ mit khang thé tiép xuc truc tiép vai khang nguyén.

Lo

82

Anti-AB (Monoclonal Reagent)

- Thude thir dwoc str dung dé phat hién nhém mau AB trong miu mau nguoi.

- Bo nhay: 100%. D¢ dac hi¢u: 100%.

- Khang thé don dong duoc dan xuét tir cac dong té bao lai, dugc taora bang cach hop
nhat t& bao lympho B sinh khang thé ctia chudt voi cac té bao u tiy chudt. Méi dong té
bao lai sinh ra khang thé dong nhit chi cua 1 16p immunoglobulin gidbng nhau vé cau
tric hoa hoc va hoat tinh mién dich. Te bao hong caunguoi co khang nguyén A
va/hoidc khang nguyén B s& ngung két khi ¢ mat khang thé tiép xuc truc tiép vai
khang nguyén.

Lo

83

Anti-B (Monoclonal Reagent)

- Thude thir duoc sir dung dé phat hién nhém méau B trong mau mau nguoi.

- B9 nhay: 100%. D¢ dac hi¢u: 100%.

- Khang thé don dong duoc din xudt tir cac dong té bao lai, dugc taora bang cach hop
nhat t bao lympho B sinh khang thé ctia chudt voi cac té bao u tily chudt. Mbi dong té
bao lai sinh ra khang thé dong nhat chi cua 1 lop unmunoglobuhn gidng nhau vé cdu
trac héa hoc va hoat tinh mien dich. Té bao hong caunguoi co khang nguyén B s€
ngung két khi ¢ mit khang thé tiép xuc truc tiép vdi khang nguyén.

Lo

84

Anti-D IgG/IgM (Blend Reagent )

Anti dan xuét tir té bao dong lai Anti D: thudc thir c6 sin sir dung, khang thé don dong
- B9 nhay: 100%. D¢ dac hi¢u: 100%.

- Khang thé don dong dugc dan xuat tir cdc dong té bao lai, duoc tao ra bang cach hop
nhat té bao lympho B sinh khang thé ctia chudt voi céc té bao u tily chudt hoac duge
din xuat tir dong té bao nguoi B qua qua trinh chuyén giao EBV. Mbi dong té bao lai
sinh ra khang thé dong nhat chi cta 1 lop nnmunoglobuhn gidng nhau vé ciu tric hoa
hoc va hoat tinh micn dich. Té bao hong caungudi co khang nguyén D s& ngung két
khi c6 mat khang thé tlep xUc truc tlep véi khang nguyén.

Lo

85

Bit thir xét nghiém dinh tinh hCG (Bt thr phat hién
thai sém)

Chi dinh: Pinh tinh phat hién hCG trong nudc tiéu ciia ngudi.

Hoat chat chinh: Khang thé chudt khang BhCG, Khang thé chudt khiang ahCG.
* Ngudng phat hién : 25mIU/mL

* Hi€u qua 1am sang:

- B¢ nhay tuong quan: 100% (95%CI*: 96.3% - 100%)

- Bd dac hiéu twong quan: 100% (95%CI*: 97.5% - 100%)

- B4 chinh xac twong quan: 100% (95%CI*: 98.49% - 100%)

Test

780
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Danh muc thiét bi y té

M ti vé tinh ning, thong so6 k¥ thuit va cac thong tin lién quan t6i thong s6 ky
thuat hodc twong duwong

Pon vi
tinh

S6
lwgng/
Khoi
lwong

Phanung chéo: San pham khong c6 phan ung chéo voi: LH, FSH va TSH
« D6 chinh xac ngau nhién: 100%

« D6 chinh xac ngau nhién Kp: 100%

* Do tin cay: 100%.

86

Test nhanh chian doan da day

- MAu bénh pham: Huyét thanh, huyét trong, mau toan phan.

- Do nhay: > 99%; DJ dac hieu: > 98%; Do chinh xac va do tai lap dat 100%.
- Gi6i han phat hi¢n: <10.5 U/ml

- Pattiéu chuan CE. Bao quan & nhiét d6 tir 2 - 40°C.

Test

130

87

Test nhanh chin doan giang mai

- MAu bénh phdm: huyét thanh, huyét twong, mau toan phan tinh mach, mau toan phan
mao mach.

- B¢ nhay: 100%; D¢ ddc hi¢u > 99% so voi1 TPHA.

- Gi6i han phat hién: do pha lodng 1/32 lan mau huyét thanh duong tinh Syphilis.
Khéng xay ra phan ing chéo véi HBV, HIV-1, HCV.

- Pattiéu chuan CE. Bao quan & nhiét d6 tir 2 - 40°C.

Test

600

88

Test nhanh chan doan HBeAg

Hoat chat chinh: Cip khang thé chudt khang HBeAg

Hiéu qua chin doan:

- B§ nhay tuong quan: 100% (95%CI*: 97.13% - 100%)

- B¢ dac hi¢u tuong quan: 98.8% (95%CI*: 96.96% - 99.53%)

- B¢ chinh xac tuong quan: 99.14% (95%CI*: 97.80% - 99.66%)
* 95%CI: Khoang tin cay 95%

Test

100

89

Test nhanh chan doan sét xuit huyét IgG va IgM

- Dengue IgM va Dengue 1gG: D6 nhay tuong quan: > 97% ; Pd déc hiéu twong quan:
> 96% so v6i PP ELisa.

- Gi6i1 han phat hién < 3.9 ug/ml

- HBV, Chikungunya IgG, Zika IgM, vi rut sét vang, Japanese encephalitis Ab,
Syphilis Ab, HIV-1, HIV-2, HCV, CMV Ab, khéng gay ra phan tng chéo.

- Pattiéu chuan CE. Bao quan & nhi¢t d6 tir 2 - 40°C.

Test

500

90

Test nhanh chan doan viém gan C

- MAu bénh pham: Huyét thanh, huyét twong, mau toan phan (tinh mach va mao mach)
nguoi

- Do nhay: > 98%, B¢ dac hi¢u: > 99% so sanh voi ECLIA. N

- Khong bi anh huong boi céc hop chat thudong hién dién trong mau: Ribavirin,
Caffein, Ethaqol, mau toan phan cua phu nit mang thai,...

- Pattiéu chuan CE. Bao quan ¢ nhi¢t do tir 2 - 40°C.

Test

170

91

Test nhanh phat hién KN Dengue NSI chan doan st
xuat huyét

- Do nhay tuong quan: >92%, B§ dac hi¢u twong quan: >98% so sanh voi RT-PCR,
d6 chinh xac va @6 tai lap dat 100%.

- Gi61 han phat hién (Déi véi Den-1, 2, 3,4) Ia: <3.9 ng/ml.

- Kit thir 6n dinh it nht 8 tuan khi ¢é & nhiét do 55+1°C.

- Khong gy nhidu boi cac loai thude thong dung nhu: Ribarvirin, Doxycyclin hydrate,

Test

1,500
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S6
Ao X M ta vé tinh ning, thong s6 k¥ thuit va cic thong tin lién quan t6i thong s6 k§ | Pon vi lwgng/
STT Danh myc thi¢tbj y t¢ thuat hodc twong duwong tinh Khoi
lwong
Aspirin, Ciprofloxacin, Qunine, Ibuprogen, Acetaminophen. Khong xay ra phan ting
chéo véi cac ching sau: Streptococcus pyogenes, Salmonella (Typhi), Mau duong tinh
v6i CMV Ab, mu tir nguoi da tiém phong vaccin vi rat sot vang,
- Pattiéu chuin CE. Bao quan ¢ nhiét do tir 2 - 40°C.
Théanh phan thube thir: hoat chat (cho 100 que thir)
- Glucose oxidase (GOD) 300 don vi
92 | Test thir duong huyét - Potassium ferricyanide 9,0 mg Test 1000
estfir quong fuye - Ving do: 10 ~600mg/dL (0.6 ~ 33.3 mmol/L) e :
- Thé tich mau: 0.9 ul
- Thoi gian thu: 5 giay
- Phathién dinh tinh khang nguyén H.pylori hién dién trong mau phan ngudi.
- Khéng xay ra phan tng chéo voi cac vi sinh vat thuong gy bénh duong rudt sau:
93 Khay thir xét nhiém dinh tinh khang nguyén Rotavirus, Adenovirus, Salmonella typhi, C.dificile, Basillus cereus, Citrobacter Test 100
H.pylori freundii, Vibrio parahaemolyticus, Escherichia coli (k99), Norovirus. ©s
- Do nhay: > 98%; d6 dac hi¢u: 100%
- Bao quan ¢ nhi¢t do tir 2 - 40°C.
94 | Testchén dodn vi khudn h.py qua ndi soi ?;,?ch;ng de phat hién nhanh H. pylori c6 trong bénh pham hoac trén moéi truong Test 1.200
Phén s6 8: HOA CHAT CHO MAY XET NGHIEM TOC PQ LANG MAU ROLLER 20MC
A . 1 . The thong minh da nang sir dung xét nghiém mau ling. Phii hop voi May xét nghiém R
95 | Bo testkit lang mau (1000 test) tbc d6 ing mau Roller 20MC. Hop 2
Kit control 3 mirc cho xét nghiém léng mau., dambao do Chuan xac, do tin cdy, do lap .
96 | LATEX CONTROLS lai. Phi hop v6i Méy xét nghiém téc d6 Kng méu Roller 20MC Hop 2
97 | LATEX CALIBRATORS B0 kit chuan xét nghiém ling mau. Phu hop véi May xét nghiém toc d lang mau Hop )

Roller 20MC
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Phu luc 2
Pinh kém theo Yéu cau bdo gid so: /YCBG-BV ngay thing ndam 2024 ciia Bénhvién Ba Khoa Nam Lién Chiéu)
BANG BAO GIA

Kinh giri: Bénh vién Pa Khoa Nam Lién Chiéu
Trén co s yéu cau bao gia cta.... [ghi 16 tén ctia Chil dau tu yéu cau bao gid], chung t6i....[ghi tén, dia chi ctia hing san
xuét, nha cung cip; trudng hop nhidu hing san xuat, nha cung cap cing tham gia trong mdt bao gia (goi chung 1 lién danh)
thi ghi 15 tén, dia chi cta cac thanh vién lién danh] bo gia cho céc thiét bi y té nhu sau:

STT | Danh myc | Ky, md, nhin | M3 | Nim sin | Xuat S6 | Dongia | Chiphicho | Thué, phi, | Thanh tién
thietbi y té | hi€éu, model, HS xuat xtt | lwgng/khoi Paco cac dich vu | 1€ phi (néu (VND)
hang san xuat lwong VAT) lién quan ¢6) (VND
(VND)
1
Tong cong:

2. Bo gia nay c6 hiéu luc trong vong: ... ngdy, ké tir ngdy ... thang ... ndm ... [ghi cu thé s ngay nhung khong nhé hon
90 ngay], ke tirngay ... thang... nam...[ghi ngay....thang...nam... két thuc nhan bao gid pht hop vo1 thong tin tai khoan 4
Muc I - Yéu cau bdo gia].

3. Chung t6i cam két:

- Khong dang trong qua trinh thyuc hién thu tuc giai thé hodc bi thu hoi Gidy chimg nhan ding ky doanh nghiép hodc Gidy
chimg nhén dang ky ho kinh doanh hodc cac tai liéu twong duong khac; khong thude truong hop mat kha nang thanh toan
theo quy dinh cua phap luat vé doanh nghiép.

- Gia tri ctia cac thiét biy té néu trong bao gia 1 phu hop, khong vi pham quy dinh cua phap ludt vé canh tranh, ban pha gid.

- Nhirng thong tin néu trong bao gia 1a trung thuyc.

.............. ,ngay.....thang......nam.......

NGUOIDAI DIEN TRUGC PHAP LUAT
(Ky ghi ro ho tén va dong dau)



