Chuwong V. YEU CAU VE KY THUAT

1. Gi6i thiéu chung vé dy an/dy toan mua sim, goi thiu
- Chu dAu tu: Bénh vién Pa khoa khu vuc Mdc Chau

- Tén ké hoach lya chon nha thau: Mua sdm hoa chat nim 2025 cua Bénh vién
da khoa khu vuc Moc Chau, tinh Son La

- Tén goi thau: Mua sdm ho4 chit nim 2025 ctia Bénh vién da khoa khu vuc
Modc Chau, tinh Son La

- Gia goi thau: 3.028.639.550 VND

- Ngudn vén: Ngudn thu hoat dong su nghiép cua don vi.

- Hinh thirc lya chon nha thau: Pau thau rong rdi trong nudc qua mang
- Phuong thure lya chon nha thau: Mot giai doan mot tai hod so

- Thoi gian t6 chtic lya chon nha thau: 90 ngay

- Thoi gian bat dau to chirc lua chon nha thau: Quy I1I nam 2025
- Loai hop dong: Hop dong tron goi

- Thoi gian thue hién géi thau: 360 ngay

- Tuy chon mua thém: 908.591.865 VND

2. Yéu ciu vé ky thudt

a) Yéu cau chung

- Nha thau du diéu kién cung cip va hang héa duoc phép luu hanh trén thi
truong theo quy dinh phép luat hién hanh;

- Hang héa méi 100%, dam bao han st dung ti thiéu 06 thang ddi véi hang
hoa c6 han duing tir 02 nam trd 1én; 03 thang ddi v6i hang hoa co han dung tir 01 dén
02 nam; ¥ han dung d6i v6i hang hoa c6 han dung dudi 01 nim theo nha san xuat khi
ban giao hang hoa.

- Nha thau dé xuat pham vi cung cp, ngay giao hang phu hop vdi tién do thuc
hién ké hoach lya chon nha thau.

b) Yéu cau vé ki thuat



Théng s6 ky thuit va cac tiéu chuin

STT Tén hang héa . . ;
(Nha thau co thé chao twong dwong hodac tot hon)
- Thanh phén chinh’téi thiéu gé)mi KCl, Nqu, NaAc,
CaCl2, dém pH, chat hoat dong bé mat, chat bao quan.
- Gia tri hiéu chuén:
Calibration A tdi thiéu gom: K+ 4 mmol/L, Na+ 140
mmol/L, Cl- 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
Calibration B t6i thiéu gdm: K+ 8 mmol/L, Na+ 110
mmol/L, Cl- 70 mmol/L, Ca2+ 2.5 mmol/L, pH 7
- Nong do cho mdi xét nghiém:
Ammonium molybdate 0.4 mmol/l
Hoa chdt dién giai 5 | Sulphuric acid 100 mmol/l
1 thong s6 Na, K, Cl, Ca, | Hydrochloric acid 100 mmol/l
" | pH (ISE Fluid pack Na, 5 ;o P .
K, CI, Ca, pH) - Mau bénh pham: Huyét thanh nguoi
- Tuwong quan tuyén tinh hé sé r: K+ >0.99, Na+>0.99, Cl-
>0.99, Ca2+>0.99
- D6 léch tuyén tinh D: K+ <3%, Na <1%, Cl- <2%, Ca2+
<5%
- b6 nhay cta phép phan tich K+ <0.2mmol/L,
Na+<6.7mmol/L, Cl- <6.2mmol/L, Ca2+ <0.1mmol/L
- B0 chinh xac: K+ <2%, Na+ <1.5%, Cl- <2%, Ca2+ <5%,
pPH<1%
Téi thiéu dat tiéu chudn chét lugng ISO 13485 hoic twong
duong.
H(’)a’chét dinh lugng ndng do cholesterol toan phan trong
huyét thanh nguoi .
Thanh phan ctia hoa chat:
- Héa chéat R1 tdi thiéu gom:
. I + Chéat dém sinh hoéa duy tri d6 6n dinh ciia pH (Pipes
2. Héa ~chat “dinh luong Buffer): 50 mmol / L

Cholesterol

+ Enzym thiic day qué trinh oxy hoa ctia Cholesterol
(Cholesterol oxidase): > 100 U /L

+ Enzym thiic day qué trinh phan hiy cta cholesterol
(Cholesterol Esterase): > 150 U/ L

+ Hop chat hitu co ( 4-aminoantipyrine): 0.3 mmol / L




+ Enzym Peroxidase: > 800 U /L

+ Hop chat hitu co Phenol:6.0 mmol / L

- Bo tuyén tinh: 20mmol/l

- Bg nhay: 0.2mmol/;

- CV within-run (D6 1éch xét nghiém giira cac lan thir
nghiém): <2.07% (4.5 mmol/l)

- CV between-rung (D6 1éch xét nghiém giita cac 1an chay
trong ngay): <2.9% (4.5 mmol/l)

Hoa chat dinh luong
Triglyceride

Phuong phap t6i thiéu: GPO-PAP (Glycerol phosphate
oxidase/peroxidase)

Pham vi do: <3 - >1000 mg/dl (<0,05 - >11,4 mmol/l)
Gid1 han phat hién: khoang 3mg / dlI (0,05 mmol/l)
Thanh phan chinh tdi thiéu gom:

Pipes buffer pH 7.8 50 mmol/I

p-Chlorophenol 2 mmol/l

Lipoprotein lipase 150000 U/l

Glycerolkinase 800 U/1

Glycerol - 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(Il) 1pumol/l

Téi thiéu dat tiéu chudn chét lugng ISO 13485 hoic twong
duong

Hoéa chat dinh luong
CRP d¢ nhay cao

Thudc thir xét nghiém dinh lugng luong CRP trong mau,
loai c6 do nhay cao

- Pham vi do: <0 - >14 mg/dL

- Gi61 han phat hién: khoang 0.013 mg/dL
- Thanh phan chinh:

Hoa chat R1 t6i thiéu gom :

+ Hat Latex




+ Dung dich dém Glycine duy tri d6 6n dinh ctia pH & mirc
8.42 (Glycine buffer : pH 8.42)

+ Latex c6 d0 nhay cao duogc phu vdi khang thé tho dac
hiéu véi protein CRP cua nguodi (Rabbit anti-human CRP
sensitized latex): (0.20%)

+ Chat bao quan hoa hoc, ngin ngira nim moc (Sodium
azide): 0.95 g/LL

Hoa chit R2 tbi thiéu gom:

+Dung dich dém (Buffer )

+ Dung dich mudi NaCl (Sodium chloride): 9 g/L
+ Chit tay (Detergent): 0.1 %

+ Chat bao quan hoa hoc, ngin ngira nam moc (Sodium
azide): 0.95 g/L

Téi thiéu dat tiéu chuan chat lugng ISO 13485 hoic tuong
duong.

Hoa chit dinh lugng Uric
acid

- Qhét thir chan doan du luong acid uric trong mau, dung dé
chan doan bénh Gout.

- Thanh phan ciia héa chat:
* Hoa chat R1 tdi thiéu gom:
- Enzym Peroxidase: 300U/L

- Acid hitu co 2,4,6-Tribromo-3-hydroxybenzoic acid
2.5mmol/L

- Mubi K va Ion Ferrocyanide: 0.05mmol/L

- Dung dich dém Phosphate duy tri d6 pH (Phosphate
buffer): 150mmol/L

- Hop chit hoa hoc 4- Aminoantipyrine: 0.7mmol/L
* Hoa chat R2 t6i thiéu gom:

- Dung dich d¢ém Phosphate duy tri d6 pH (Phosphate
buffer): 150mmol/L

- Enzym Uricase: 500U/L (Enzym chuyén d6i Acid uric
thanh allantoin , mgt chat de hoa tan va dé dang dao thai ra
khoi co thé qua than)

- Hoa chét 6n dinh: > 18 thang khi bdo quin ¢ <2 - >8 d6 C;
Khi m¢ nap, hoa chat 6n dinh > 30 ngay

- Do tuyén tinh: 1.5mmol/L
- G161 han phéat hién khoang: 0.08mmol/L




- CV within-run (D6 1éch xét nghiém giira cac lan thir
nghiém): <0.91% (0.55 mmol/l)

- CV between-run (Do 1éch xét nghiém gitta cac 1an chay
trong ngay): <0.89% (0.56 mmol/I)

Hoéa chat dinh luong
LDL Cholesterol Direct

Hoéa chit chian doan lwong mau nhiém md, do dinh luong
noéng d¢ lipoprotein-cholesterol mat d6 cao (HDL-C) c6
trong huyét thanh nguoi

- Thanh phan hoa chat:
* Hoa chat R1 t6i thiéu gdm:
+ Hop chat hoa hoc: 4-aminoantipyrine: 1mmol/L

+ Enzyme xtc tadc qua trinh oxy hoa cholesterol (Cholesterol
oxidase): 1 kU/L

+ Enzyme xtc tac qua trinh thiy phan cholesterol este thanh
cholesterol tu do va axit béo tu do (FFA) (Cholesterol
esterase): 1 kU/L

+ Enzym Peroxidase: 4 kU/L

+ Chét hoat dong bé mat khong mang dién tich, khong bi ion
hoa (Non-ionic Surfactant): 0.5 %

+ Chéat diém sinh hoc duy tri do 6n dinh cua pH (MOPS
Buffer): 100mmol/L

* Hoa chat R2 t6i thiéu gom:
- Enzym DSBmT: 1.2%

+ Chét hoat dong bé mat khong mang dién tich, khong bi ion
héa (Non-ionic Surfactant): 0.5 %

+ Chéat diém sinh hoc duy tri do on dinh cua pH (MOPS
Buffer): 100mmol/L

- Hoa chat on dinh: > 12 thang khi bao quan ¢ <2 - >8 d6 C
va tranh anh sang; Khi mé nap, héa chat 6n dinh > 30 ngay

- Do tuyén tinh: <150 mg/dL
- Gidi han phat hién khoang: 0.16 mg/dL

- CV within-run (Do léch xét nghiém giita cac lan thir
nghiém): <0.90% (43.3 mg/dl)

- CV between-run (D¢ léch xét nghiém giita cac lan chay
trong ngay): <0.87% (43.6 mmol/l)

Hoa chit dinh luong
HbAlc

Héa chat chan doan bénh tiéu duong, do dinh lugng ham
luong glycohemoglobin trong mau.




- Thanh phan va ndng d6 cua héa chit:
* Hoa chat R1 tdi thiéu gdm:

+ Dung dich dém Glycine duy tri 40 pH (Glycine buffer) >
15 mmol/L

+ Hat Latex: > 0.05%

Hoa chit R2 tbi thiéu gom:

+ Dung dich dém Glycine duy tri 6 pH (Glycine buffer)
>20 mmol/L

+ Khang thé IgG cua dé khang chudt (Goat anti-mouse IgG
antibody): >0.05 mg/ml

+ Khéng thé don dong chudt khang HbA 1¢ nguoi
(Monoclonal mouse anti- human HbA1c¢ antibody): > 0.02
mg/ml

- Hoa chét 6n dinh: > 12 thang khi bao quan ¢ <2 - >8 d6 C
va tranh anh sang; Khi mo nap, hoa chat 6n dinh > 30 ngay
doi voi R1 va >14 ngay doi voi R2

- Do tuyén tinh: <16%

- G161 han phat hién khoang: 2%

Hoa chit dinh lugng CK-
NAC

Ho4 chét do dinh lugng hoat dong ctia Creatinine kinase
trong mau huyét thanh/ huyét tuong.

- Thanh phan chinh:
* Hoa chat R1 tdi thiéu gom:
- Buong don (D- Glucose): 20 mmol/ 1

- Hop chat hitu co Adenosine diphosphate (ADP): 2
mmol/L

- Hop chat hoa hoc Mg Acetate: 10 mmol/l
- Acid amin N-acetylcysteine: 20 mmol/l

- Co-enzym lién két tong hop lipid va acid nucleic (NADP-
Nicotinamide adenine dinucleotide phosphate): 2 mmol/l

- Enzym chuyén héa Glucose Hexoinase: 3.000 U/L

- Enzym chuyén héa Glucose (Glucose-6-phosphate
dehydrogenase): 2.500 U/L

- Dung dich dém duy tri do on dinh pH (Imidazole Buffer):
100 mmol/L

- 2-adnosine 5 phosphate (AMP): 5 mmol/l




* Hoa chat R2 t6i thiéu gom:

- Dung dich dém duy tri do on dinh pH (Imidazole Buffer):
100 mmol/L

- Hop chét hiru co Creatinine phosphate: 30 mmol/l

- Hoa chét 6n dinh: > 12 thang khi bdo quén ¢ <2 - >8 d6 C
va tranh anh sang; Khi mo nap, hoa chat 6n dinh > 30 ngay
doi voi R1 va >14 ngay doi véi R2

- Do tuyén tinh: <2.000 U/L

- G161 han phat hién khoang: 5.21 U/L

- CV within-run (D¢ 1éch xét nghiém gitra cac lan thir
nghiém): <0.94% (224.29 U/L)

- CV between-run (P9 1éch xét nghiém gitta cac 1an chay
trong ngay): <0.99% (554.68mmol/1)

Dung dich pha loang

Dung dich pha loang dé dém té bao mau, dinh ¢& va phan
biét hong cau, xac dinh huyét sac td trén may phan tich
huyeét hoc, chi dung trong chan doan xét nghiém.

Thanh phan t6i thiéu gom:

- NaCl <9.4%,

- Buffer < 1.6%,

- Anti-Microbial Agent < 1.0%.

10.

Dung dich ly giai hong
cau Lyse SWH

Hoa chat ly giai dung dé dé dém té bao méu, dinh c& va
phén biét hong cau, xac dinh huyét sac to.

Thanh phan t6i thiéu gom:
- Quaternary Ammonium Salt<10%,

- Sodium Lauryl Sulfate<1.5%

11.

Vat lidu kiém soat chét
lugng dung cho may
phéan tich huyét hoc

Mau chuan may huyét hoc.

Thanh phan t6i thleu gom huyén phu cua hong cau nguoi,
cac thanh phan tiéu cau mo6 phong, cac té bao tring mo
phong thanh phan ¢ nguon goc dong vat trong mdi truong
cho chat 6n dinhh va chét bao quan. Mau chuan dang dung
dich

12.

Free Thyroxine (CLIA)

Hoa chit xét nghiém dinh luong FT4 trong huyét thanh
- Thanh phan chinh tbi thiéu gom:

1. Hoa chét chuén calibartor: d3 sin sang dé sir dung, co
nong do cho san trong céc to protocol di kém trong moi hop




hoéa chét, dugc san xut tir huyét thanh nguoi, co6 chira chat
bao quan ProClin 300

2. Hoa chat chinh sin sang dé sir dung

- Chét gin két Enzym t6i thiél,l gém: 1 1o chira 11,0 ml
Enzym peroxidase cai ngua gan nhan Anti-T4 trong dung
dich dém Tris-NaCl chira BSA (albumin huy€t thanh bo).
Bao gdém ca chat bao quan ProClin 300

- Dung dich hat vi mé tbi thiéu gém: 1 lo chira 2.3ml dén
xuét FT4 dugc phu céac hat vi mo trong dung dich dém PBS
(dung dich mubi dém phosphate) c6 chira BSA, chira chét
bao quan ProClin 300 va NaN3

- B§ nhay: < 2.5pmol/L

- CV within-run (D9 Iéch xét nghiém gitra cac lan thur
nghiém): <6.14% (gia tri MEAN: 12.32)

- CV between-run (D9 1éch xét nghiém gitta cac lan chay
trong ngay): <7.84% (gia tri MEAN: 13.69)

- T6i thiéu dat tiéu chuan chét lugng ISO 13485 hodc tuong
duong.

13.

Thyroid-Stimulating
Hormone (CLIA)

Hoa chit xét nghiém dinh lwong TSH trong huyét thanh
- Thanh phan chinh t6i thiéu gom:

1. Hoa chét chuan calibartor: da sin sang dé st dung, c6
ndng do cho sin trong cac td protocol di kém trong mdi hop
hoa chét, duoc san xuét tir huyét thanh nguoi, c6 chira chat
bao quan ProClin 300

2. Hba chit chinh sin sang dé s dung

- Chat gan két Enzym tbi thiéu gdm: 1 lo chira 11,0 ml
Enzym peroxidase cai ngua gin nhian Anti-TSH trong dung
dich dém Tris-NaCl chira huyét thanh bo. Bao gdm cé chit
bdo quan ProClin 300.

- Dung dich hat vi mé t6i thiéu gdm: 1 lo chtra 2.3ml dan
xuit TSH duoc phi cac hat vi mé trong dung dich dém PBS
(dung dich mudi dém phosphate) c6 chira BSA (Albumin
huyét thanh bo, chira chit bao quan ProClin 300 va NaN3

- b6 nhay: < 0.005pIU/mL

- CV within-run (D¢ 1éch xét nghiém gitra céc lan thir
nghi¢m): <5.82% (gia tri MEAN: 0.48)

- CV between-run (D6 léch xét nghiém giira cac 1an chay
trong ngay): <6.57% (gia tri MEAN: 0.81)




- Téi thiéu dat tiéu chuén chat luong ISO 13485 hodc tuong
duong.

14.

Troponin I

Xét nghiém hat vi hoa phat quang hoa hoc dé x4c dinh dinh
luong ndng do Troponin I tim (cTnl) trong huyét thanh hodc
huyét turong nguoi

- Thanh phan chinh:

1. Hoa chat chuén calibartor: di sin sang dé st dung, co
ndéng d6 cho sin trong cac té protocol di kém trong mdi hop
hoéa chét, dugc san xut tir huyét thanh nguoi, co6 chira chét
bao quan ProClin 300.

2. Héa chét chinh sin sang dé sir dung

- Chét gan két Enzym tdi thiéu gdm: 1 lo chtra 5.5ml enzym
peroxidase cai ngua gin nhan anti-cTnl don dong ctia chudt
duoc danh dau trong bd dém MES c¢6 chira protein cia goc
huyét thanh bo.

- Dung dich hat vi mé t6i thiéu gdm: 1 lo chtra 2.3ml dan
Xuét khéng thé ¢Tnl don dong cua chudt dugc phu céc hat vi
mo trong dung dich dém PBS (dung dich mudi dém
phosphate), dung dich dém chtra Casein, chira chat bao quan
ProClin 300.

- Bg nhay: <0.1ng/mL

- CV within-run (D6 léch xét nghiém giita cac lan thi
nghiém): <8.50% (gia tri MEAN: 1.39)

- CV between-run (P9 1éch xét nghiém gitta cac 1an chay
trong ngay): <8.27% (gia trit MEAN: 1.41)

- T6i thiéu dat tiéu chuan chat luong ISO 13485 hodc twong
duong.

15.

Cuvette phan ung dung
cho may mién dich

Cong phan tng dung cho may mién dich

Téi thiéu dat tiéu chudn chét lugng ISO 13485 hodc twong
duong.

16.

Dung dich rira may mién
dich

Thanh phan chinh tdi thiéu: Phosphate buffer

Téi thiéu dat tiéu chuan chat luong ISO 13485 hoic twong
duong.

17.

Total Prostate Specific
Antigen (CLIA) (TPSA)

Xeét nghiém hat vi héa phat quang hoa h()’c dé xac dinh dinl}
luong nong do PSA toan phan trong huyét thanh hodc huyét
tuong nguoi

- Thanh phén chinh t6i thiéu gom:




1. Hoa chat chuan calibartor: da san sang dé str dung, co
ndéng d6 cho sin trong cac té protocol di kém trong mdi hop
hoéa chét, dugc san xut tir huyét thanh nguoi, co6 chira chét
bao quan ProClin 300

2. Hoa chat chinh sin sang dé sir dung

- Chét gin két Enzym t6i thiéu gdm: 1 lo chtra 11.0 ml
enzym peroxidase cu cai ngua gl lo chira 11,0 ml
peroxidase cu cai ngya dugc dan nhan Anti-PSA don dong
danh cho chuot trong dung dich dém Tris-HCI c6 chtra
BSA.

- Dung dich hat vi mo tdi thiéu gé)m: 1 1o chtra 2.3ml dan
xuat khang thé PSA don dong cta chudt dugc phu cac hat vi
mo trong dung dich dém PBS (dung dich mubi dém
phosphate), dung dich dém chtra Casein, chira chat bao quan
ProClin 300

Téi thiéu dat tiéu chuan chat lugng ISO 13485 hoic tuong
duong.

- b6 nhay: <0.1 ng/mL

18.

Hoba chat xét nghiém dinh
luong NT-proBNP

Xét ngh@ém hat vi héa phat quang hoa h(_)c’dé xac dinh dinh
luong nong do NT-proBNP tim trong huyét thanh nguoi

- Thanh phan chinh t6i thiéu gom:

1. Hoa chat chuan calibartor: da san sang dé str dung, c6
nong do cho sin trong cac t& protocol di kém trong mdi hop
hoa chét, dugc san xuét tir huyét thanh nguoi, ¢ chtra chat
bdo quan ProClin 300

2. Héa chét chinh sin sang dé s dung

- Chét gan két Enzym tdi thiéu gom: 1 lo chtra 5.5ml enzym
peroxidase ci cai ngwa gan nhan NT-proBNP don dong cta
chudt duge danh dau trong by dém PB c6 chtra albumin
huyét thanh bo

- Dung dich hat vi m6 tdi thiéu gém: 1 1o chtra 2.3ml dan
xuét khang thé NT-proBNP don dong ctia chudt duoc phu
cac hat vi mo trong dung dich dém PBS (dung dich mudi
dém phosphate), dung dich dém chira 0.01% NaN3 lam chat
bao quan

- Bg nhay: < 5.0pg/mL

- CV within-run (D¢ 1éch xét nghiém gitra céc lan thir
nghiém): <8.50% (gia tri MEAN: 1.39)




- CV between-run (Do 1éch xét nghiém gitta cac 1an chay
trong ngay): <8.27% (gia tri MEAN: 1.41)

Téi thiéu dat tiéu chuin chét luong ISO 13485 hoac tuong
duong.

. Cac yéu cau khac

- Nop va thyc hién theo yéu cau khi chu dau tu hodc chu dau tu yéu cau cac ban
cam két sau:

+ Nha thau di diéu kién cung cdp va hang héa dwoc phép luu hanh trén thi truong
theo quy dinh phap ludt hién hanh;

+ Tat ca cac hang hoa va dich vu lién quan co xuat xir ro rang, hop phap;

+ Hang héa cung cdp méi 100%, dam bdo han sir dung toi thiéu 06 thang doi véi
hang héa cé han ding tir 02 nam tré 1én; 03 thang déi véi hang héa cé han ding tir 01 dén
02 ndm; % han ding doi véi hang héa cé han ding dwedi 01 nam theo nha san xudt khi ban
giao hang hoa;

+ Cung cdp hang madu trong trwong hop cé yéu cau cia Chii dau tu;

+ Thoi gian giao hang: Chdm nhat la 72 gio sau khi nhdn dwoc dw trir ciia bén mua
(bang E-mail hodc dién thoai trong trieong hop khan cdp); Riéng déi véi hang héa triing
thau ding dot xudt, khdn cdp... bat buée giao hang tai kho bén mua khéng qua 24 gio;

+ Thu hoi hang hod trong triwong hop hang hod da giao nhwng khéng dam bdo chat
lwong, hodc khong swr dung dwoc voi trang thiét bi hién cé cia don vi thu hwong, hodc co
théng bdo thu héi ciia co quan cé tham quyén ma nguyén nhan khéng do 16i cia chii dau
tu;

+ Co nang lvc tw thuc hién cac nghia vu bao hanh, bdo tri, duy tu, bao duong, swa
chita, cung cdp phu ting thay thé hodc cung cdp cdc dich vu sau bdn hang theo yéu cau
ciia E-HSMT hodc ky hop dong nguyén tac véi don vi c6 dit kha ndng thwc hién nghia vu
bdo hanh, bao tri, duy tu, bdo dwdng, sira chita, cung cdp phu ting thay thé hodc cung cap
cdc dich vu sau ban hang theo yéu cau ciia E-HSMT:

+ Théng bdo bang vin ban dén chii dau tw trong triong hop hang héa cé bat ky

thay doi tir nha sdn xudt.

- Nha thau chuan bi 1 bo E-HSDT ban gdc dé Cha dau tu luu trir khi dugc
moi ddi chiéu tai licu.



