SO Y TE HUNG YEN CONG HOA XA HOI CHU NGHIA VIET NAM

TRUNG TAM Y TE THI XA MY HAO Poc 1ap — Tw do — Hanh phiic
Sé: 7 > [CV-TTYT My Hao, ngay G thang 10 nam 2024
YEU CAU BAO GIA

Hoa chit, sinh pham xét nghiém;
Kinh guri: Cac hang san xut; nha cung cép tai Viét Nam.

Hién tai, Trung tam y té thi x4 My Hao dang c6 nhu cau tlep nhén bao gia
hoéa chét, sinh phdm xét nghiém dé tham khao, xay dung gia g6i thau, 1am co so to
chitc lua chon nha thau cho g0i thdu mua sim hoa chat sinh phdm xét nghiém
trong thoi gian cho két qua dau thau tip trung tai S& Y té v&i nodi dung cu thé nhu
sau:

I. Thong tin ctia don vi yéu ciu bao gia:
1. Don vi yéu cau bao gia: Trung tim y té thi x4 My Hao

Dia chi: Té dan phé Ngoc Lap, Phuong Phung Chi Kién, Thi xa My Hao,
Tinh Hung Yén.

2. Thong tin lién hé cia nguoi chiu trach nhiém tiép nhén bao gia:
- KhoaDuoc — TTB — VTYT, Trung tAm y té thi xi My Hao

Dia chi: Té dan phé Ngoc Lap, Phuong Phung Chi Kién, Thi x4 My Hao,
Tinh Hung Yén.

- Dién thoai: 0985.269.830

3. Céach thic tiép nhan bao gia:

- Nhan truc tiép tai Khoa Dugc — TTB — VTYT, Trung tam y té thi x4 My Hao
- Nhén qua E-mail: duythanhkdpn@gmail.com

4. Thoi han tiép nhan béo gia: Tir 07 gid 30 phut ngéy?(; thang 10 nam 2024
dén trudce 16 gio 30 phut ngay 2 ¢ thang 10 nam 202

Céac bao gia nhin duoc sau thoi diém trén sé¢ khong dugc xem xét.

5. Thoi han ¢6 hiéu lyc cia bao gia: Téi thiéu 90 ngay, ké tir ngay.2 & thang 10
nam 2024.

I1. N§i dung yéu cau bao gia:
1. Danh muc hang hoa: (Nhu phu luc chi tiét dinh kém)
2. Dia diém cung cép: Trung tamy té thi x& M¥ hao

Pia chi: Té dan ph6 Ngoc Lap, Phuong Phung Chi Kién, Thi xa My Hao,
Tinh Hung Yén.

3. Ho so béo gia bao gbm:
- Béo gid (Nhu mdu dinh kém)



- File excel bao gia
- Tai liéu k¥ thuat lién quan ¢én mit hang chao gi.
4. Céc yéu cau bio gia:
- Gi4 cung g trang thiét bi y té bao gom thué va cac chi phi lién quan, dén:
Khoa Dugc — TTB — VTYT, Trung tim y té thi xa M¥ Hao

Dia chi: T6 dan phé Ngoc Lip, Phuong Phung Chi Kién, Thi xa My Hao,
Tinh Hung Yén.

- Dién day du cac truong thong tin trong mau bao gia giri kém theo.

- Bdo gia dugc ky tén nguoi dai dién hoP phap cia hang san xuat/nha cung
cép va dong dau (néu co). Truong hop uy quyen phai giri kém gidy ty quyén ky

bao gia. Truong hop lién danh tham gia bao gia, dai dién hop phép cua tat ca cac B

thanh vién lién danh phai ky tén, déng déu (néu cd) vao bao gia.

Chung t6i rit mong nhén dugc su hop tac nhanh chong va Hb so bao gia day
du thong tin cua quy don vi.

Xin tran trong cam on!

Noi nhin:G;)~~ LANH PAO TRUNG TAM
- Nhu kinh gui; )

- Phong KHNV-BD (dé ding tai
trén ebsite bénh vién);
- Luu: Duoc-TTB-VTYT; VT.

BSCKIL B Ghang Grony



PHU LUC: DANH MUC HOA CHAT XET NGHIEM, SINH PHAM Y TE

YEU CAU BAO GIA

(Kem theo Céng van $6: 92> /CV-TTYT ngay 48 thdang 10 nam 2024

cua Trung tdmy 16 thi xd My Hao)

STT

Tén hang hoa

Tiéu chuén ky thuat

Quy cach

Pon vi
tinh

S6 lugng

Dung dich pha loang

Thanh phéan: Sodium chloride < 0.9%; Potassium
chloride < 0.1%; Buffer < 0.3%; Preservative <
0.1%. San phém c6 xuét xr thugc cac nudc G7
Tiéu chudn chat luong ISO 13485:2016

20L

Thung

20

Dung dich rtra

Thanh phan: Sodium hypochlorite < 8.0%;
Sodium hydrate < 2.0%

Gi6i han: Thube thir phai dugc str dung trong
pham vi nhiét d0 moi truong la 15-35 d6 C.
San pham c6 xuét x1 thude cac nude G7
Tiéu chuén chét luong ISO 13485:2016

50ml

Lo

VAt liéu kiém soét chat
luong dung cho may phan
tich huyét hoc 3 thanh
phén

Thanh phan chinh:

Healthy mammal blood (pig), preservatives and
cell stabilizers.

San pham c6 xuét xir thude cac nude G7

Tiéu chudn chat luong ISO 13485:2016

3ml

Lo

Thudc thir ly giai hong cau

Thanh phéan chinh:

Detergent < 2.0%

Buffer < 1.0%

San pham c6 xuét xir thude cac nuée G7
Tiéu chudn chét luong ISO 13485:2016

500ml

Lo

20

Thubc thir xét nghiém
dinh lugng da thong s6
dién giai (K, Na, Cl, Ca,
pH)

- Thanh ph?m chinh: KCI, NaCl, NaAc, CaCl2,
dém pH, chét hoat dong bé mat, chét bao quan.
- Gi4 trj 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, pH 7

- Néng do cho mbi xét nghiém:

Ammonium molybdate 0.4 mmol/l

Sulphuric acid 100 mmol/l

Hydrochloric acid 100 mmol/l

- M&u bénh phim: Huyét thanh ngudi

San phim co xuét xi thudc cac nude G7

Tiéu chudn chét lugng ISO 13485:2016

Cal A: 650mL
Cal B: 200mL

"N



Thudc thir xét nghiém
dinh luong HDL
Cholesterol

Phuong phép: Direct

Pham vi do luong: 3-150 mg/dl (0,8 - 3,90
mmol/l)

Gi61 han phat hién: 3 mg/ d1 (0,08 mmol/])
Thanh phan chinh:

Good’s buffer, pH 7.0 100 mmol/Il
Cholesterol oxidase >0.8 KU/I
Cholesterol esterase >1.0 KU/I

Catalase >500 KU/1

HDCBS 0.5 mmol/l

R2: Peroxidase 30 KU/I
4-Aminoantipyrine 4 mmol/l

San phdm c6 xuét xr thudc cac nude G7
Tiéu chuan chét lugng ISO 13485:2016

R1: 3x50ml +
R2: 2x25ml

32

Thudc thir xét nghiém
dinh lugng C - reactive
protein (CRP)

Pham vi do: 0-14 mg/dL

Gi6i han phat hién: 0.013 mg/dL

Thanh phan chinh:

Latex

Glycine buffer (pH 8.42)

Rabbit anti-human CRP sensitized latex (0.20%).
Sodium azide (0.95 g/L)

Buffer

Sodium chloride (9 g/L)

Detergent (0.1 %)

Sodium azide (0.95 g/L)

San pham c6 xuét xtr thude cac nude G7
Tiéu chuén chét luong ISO 13485:2016

R1:2x25ml +
R2: 2x5ml

Vit liéu kiém soat chat
luong xét nghiém dinh
luong C - Reactive Protein
(CRP) mic thap

Thanh phéan chinh:

Dung dich pha loang ctia huyét trong nguoi va
dich mang phdi chira CRP v6i dung dich mudi
dém phosphate. Chit bao quan 0,095% natri
azide.

San phim c6 xuét x thude cac nude G7

Tiéu chuén chét luong ISO 13485:2016

1x1ml

Vat liéu kiém soat chét
luong xét nghiém dinh
luong C - Reactive Protein
(CRP) mirc cao

Thanh phan chinh:

Dung dich pha loang ctia huyét trong nguoi va
dich mang phéi chira CRP véi dung dich mubi
dém phosphate. Chat bao quan 0,095% natri
azide.

San pham c6 xudt xir thudce cac nude G7

Tiéu chuén chét luong ISO 13485:2016

Ix1ml

Chat hiéu chuan xét
nghiém dinh lugng C -
reactive protein (CRP)

Chét hiéu chuin xét nghiém dinh Iwong C-
reactive protein (CRP)

San phim c6 xut xi thudc cac nude G7
Tiéu chuan chét luong ISO 13485:2016

5x1ml




Phuong phép: Xét nghiém mién dich do d6 duc
Pham vi do: 0-15 %

Ngudi khéng méc Bénh tidu duong: < 6 %
Bénh nhan tiéu duong: <7 %

Thanh phan chinh:

E:t’:;c ReagentRl R1:4x20m] +
11 Q;L]'loﬁl ::g‘gi;ﬁhc'@“ Natri axit (0.95 g/L). Rz'lzélig;nl | Hep 1
' i HbAlc Reagent R27 7 2%x100ml
Phirc hop khang the, khang the don dong khang
huyét sic t6 ngudi Alc cia chudt va khang thé
IgG khang chuot.
Chét 6n dinh.
San phim c6 xuét xi thude cac nude G7
Tiéu chuan chét lugng ISO 13485:2016
T , Thanh phan chinh:
Hoﬁa cl}at dgng chf) 111ay | Alkali Z 10.0% )
12 |phéan tich sinh hoa (rta co |, i g, A , 2L Hép 11
tinh kiém) Sz.n:) pharr; co XAuat xu thudc cac nuoc G7
Tiéu chuan chat luong ISO 13485:2016
Thanh phén chinh:
Hoa chét ding cho may  |Detergent < 1.0%
13 |phan tich sinh hoéa (rtra Preservative < 10.0% 500ml Hép 18
diét khuan) San phém 6 xuét xu thude cac nuée G7
Tiéu chuén chét luong ISO 13485:2016
Phuong phap: ChOD-PAP (Cholesterol
oxidase/peoxidase)
Pham vi: 3-800 mg/dl (0.08-20.7 mmol/I)
Gi61 han phat hién: 3 mg/dl (0,08 mmol/I)
Thanh phén chinh:
R1: Pipes buffer, pH 6.9 90 mmol/l
14 Thudc thir xét nghiém Phenol 26 mmol/I 6x65ml Hop 12

Cholesterol

Cholesterol oxidase 200 U/l
Cholesterol esterase 300 U/l
Peroxidase 1250 U/1
4-Aminoantipyrine 0.4 mmol/l

R2: Cholesterol Standard 200 mg/dl (5.17mmol/l)

San phdm c6 xuét xir thude cac nude G7
Tiéu chuan chét luong ISO 13485:2016

2\ \

Y



15

Thube thir xét righiém
dinh lugng Creatinine

Phuong phép: Jaffe

Pham vi do: 0.2 - 15 mg/dL (18 - 1330 umol/L)
Gi6i han phat hién thap hon 14 0,2 mg/dL (17,7
pmol/L)

Thanh phan chinh:

R1I: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

Standard: 2 mg/dL (177 umol/L)

San pham c6 xuat xt thude céc nuée G7

Tiéu chuan chat luong ISO 13485:2016

R1: 4x66ml +
R2: 4x16ml

Thudc thir xét nghiém
dinh lugng Glucose

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

Pham vi do: Phuong phap diém cubi tuyén tinh
1én dén 400 mg /dl (22.2 mmol/I). Phuong phap
ddng hoc lén dén 700 mg /d1 (38.9 mmol/l).
Gi6i han phat hién: 2 mg/dl

Thanh phén chinh:

Phosphate buffer, pH 7.5 0.1 mol/l

Phenol 7.5 mmol/Il

GOD 12000 U/1

POD 660 U/l

4-Amino-antipyrine 0.40 mmol/l

San pham ¢6 xuét x&r thude cac nude G7

Tiéu chuan chét lugng I1SO 13485:2016

6x66ml

12

177

Thudc thir xét n ghiém
GPT(ALT)

Phuong phap: IFCC

Pham vi do: 0.160 & 340 nm hoic 0,080 & 365
nm

Gi6i han phat hién: 4 U/l hodc 0.07 pkat/l
Thanh phén chinh:

R1: Tris buffer pH 7.8 100 mmol/l
L-Alanine 500 mmol/l '

LDH 1200 U/l

R2: NADH2 0.18 mmol/I

2-Oxoglutarate 15 mmol/l

San pham c6 xudt xi thudc cac nude G7
Tiéu chuén chit lugng ISO 13485:2016

R1: 6x66ml +
R2: 6x16ml




Phuong phéap: IFCC

Pham vi do: 0.160 ¢ 340nm hoac.0.080 & 365nm
Gidi han phat hién: 4 U/l hoac 0.07 pkat/1
Thanh phan chinh:

R1: Tris buffer pH 7.8 100 mmol/l

18 Thudc thir xét nghiém L-Aspartate 200 mmol/l R1: 6x66ml + Hép 5
GOT(AST) LDH 800 U/ R2: 6x16ml i
MDH 600 U/l
R2: NADH2 0.18 mmol/l
2-Oxoglutarate 12 mmol/l
San phim c6 xuét xi thudc cac nude G7
Tiéu chudn chat luong ISO 13485:2016
Phuong phap: GPO-PAP (Glycerol phosphate
oxidase/peroxidase)
Pham vi do: 3-1000 mg/dl (0,05 - 11,4 mmol/I)
Gi61i han phat hién: 3mg / dl (0,05 mmol/l)
Thanh phan chinh:
Pipes buffer pH 7.8 50 mmol/l
p-Chlorophenol 2 mmol/l
Lipoprotein lipase 150000 U/1
Thudce thir xét nghiém Glycerolkinase 800 U/1 .
13 \aitit loong Trigiyeeride | Glyosrol =3 - P-oxidass 400007 6x65m| Hop 12
Peroxidase 440 U/I
4-Aminoantipyrine 0.7mmol/]
ATP 0.3mmol/l
Mg2+ 40 mmol/l
Na-cholat 0.20 mmol/l
Potassium-Hexacyanoferrat(IT) 1umol/I
San pham c6 xudt xir thude cac nude G7
Tiéu chudn chét lugng ISO 13485:2016
Phuong phap: UV kinetic
Pham vi do: 5-400 mg/dl (0,83 dén 66,4 mmol/l)
Gi6i han phat hién: 5 mg/dl (0,83 mmol/l)
Thanh phan chinh:
R1: TRIS buffer pH 7.8 50 mmol/l
20 Thudc thir xét nghiém GLDH > 0.80 U/ R1: 4x66ml + Hép 9
dinh lugng Urea Urease > 12 U/ml R2: 4x16ml i

R2: TRIS* buffer pH 9.6 100 mmol/l
2-oxoglutarate 8.3 mmol/l

NADH > 0.23 mmol/l

San phém ¢4 xuét x\ thude cac nude G7
Tiéu chuan chat lugng ISO 13485:2016

—_*-\'
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Vit liéu kiém soat xét
nghiém dinh luong xét
nghiém sinh héa murc 1

Vat liéu d6i ching déng kho dua trén huyét
tuong nguoi, dd duoc khir fibrin cho cac dai
luong 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 total, 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, Zn.

San pham c6 xudt x&r thudc cac nudec G7

Tiéu chuan chit luong ISO 13485:2016

Sml/lo

Lo

22

Vit liéu kiém soat xét
nghiém dinh luong xét
nghiém sinh héa muc 2

Vit liéu déi ching déng kho dua trén huyét
tuong ngudi, da dugc khir fibrin cho cac dai
luong do sau:

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 xuét xtr thudc cac nudec G7

Tiéu chuan chét luong ISO 13485:2016

Sml/lo

Lo

Chat hiéu chuan xét
nghiém dinh luong xét
nghiém sinh hoa

Huyét thanh hiéu chuén dong kho dua trén huyét
thanh nguoi. Multicalibrator c¢6 thé duge sir dung
dé hiéu chuin may phén 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.

Séan phim c6 xuét xir thudc cac nude G7

Tiéu chuan chit luong ISO 13485:2016

Sml/lo

Lo




Thubc thir xét nghiém

24 Total Protein

Phuong phéap: Biuret

Pham vi do: 0,2-13 g/dl (2,0-130 g/1)
Giodi han phat hién: 0,2 g/dl hoac 2,0 g/l
Thanh phén chinh:

Potassium iodide 30 mmol/l

Potassium sodium tartrate 32 mmol/l
Copper sulphate 18 mmol/l

Sodium hydroxide 200 mmol/Il

San pham c6 xuét xit thude cac nude G7
Tiéu chuan chét lugng ISO 13485:2016

5x66ml

Que thu xét nghiém nudc

25 | ;
. tiéu 11 thong s6

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
14.3mg.

Protein: tetrabromphenol blue 0.36mg.

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 x{ thude cac nude G7

Tiéu chudn chat luong ISO 13485:2016

100 test

60

Bong den cho may sinh

2
8 hod tu dong

Bdng dén dung cho may sinh hoa

Chiéc

Chiéc

Tong s6 : 26 mit hang
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1. Béo gia cho cac thiét bi y té va dich vu lién quan:

w\wo GIA

Cung cp trang thiét bi
Trén co sé yéu cau bao gia cia Trung tdm y te thi xa My Hao, ching to1...
cho cac hoa chat, sinh pham xét nghiém nhu sau:

Mau Bao gia

(Ghi tén, dia chi cia hding san xudt; nha cung cdp) béo gia

Danh Tén Tinh nang Ky, ma, nhan Nam . S6 lwong/ Pon Chi phi cho | Thué, phi, .
STT | muc hang | thwong | ky thuitco hiéu, model, MaHS | san | Xuatxw khoi - cac dich vu | 1€ phi (néu | Thanh tién (VND)
hoa mai ban hang san xuat xuat lwrong g lién quan c0)
1 2 3 4 5 6 7 9 10 11 12 13=9*(10+11+12)
(Giki kém cdc tai lieu chitng minh vé tinh ndng, thong 6 ky thudt va cdc tai liéu lién quan ciia thiét bi y té)
2. Béo gi4 nay c6 hiéu luc trong vong: .... ngay (Ghi cu thé s ngay, nhung khéng nho hon 90 ngay), ké tir ngay... thang ... naim 2024 ( Ghi ngay..
thang ... nam 2024 két thuc nhéan bao gia phu hop voi thong tin tai khoan 4 Muc 1 — Yéu ciu bao gid)
3. Chung toi cam két:

Khong dang trong qua trinh thuc hién thu tuc giai thé hodc bi thu hdi Gidy chimg nhén dang ky doanh nghiép hozc gidy chimg nhén déng ky ho
kinh doanh hodc cac tai liéu twong duong khéac; khong thudc truomg hop mit kha ning thanh toén theo quy dinh ctia Phap luét vé doanh nghiép.

Gia tri ciia cac thiét bi y té néu trong bdo gid 1a phu hop, khdng vi pham quy dinh cua phap luét vé canh tranh, ban pha gia.

Nhiing théng tin néu trong bdo gia 1a trung thye.

, ngay

thang...

:QS 2024

Dai dién hop Uraw cua hang sian xuét, nha cung nww

(Ky tén, déng dau)







