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

BENH VIEN PHOI Doc lap- Tu do- Hanh phiic
So: £43/TM- BVP Hung Yén, ngay b thing 11 nam 2023

“V/v: Moi tham dinh gid géi thdu mua sim
héa chdt xét nghiém bé sung nam 2024 ciia
Bénh vién Phoi tinh Hung Yén ”

THU MOI THAM PINH GIA
Ho6a chit xét nghiém bd sung niim 2024 ciia Bénh vién Phéi tinh Hung Yén

Kinh gtri: Céc don vi thdm dinh gia.

Can ctr Luat d4u thau s6 43/2013/QH13 ngay 26/11/2013;

Can cu Nghi dinh sé 63/2014/ND-CP ngay 26/6/2014 cta Chinh phu quy dinh chi
tiét thi hanh mot sé diéu cua Luat dau thau vé lya chon nha thau;

Cén cir Thong tw s6 58/2016/TT-BTC ngay 29/3/2016 cua B¢ Tai chinh quy qhnh
chi tiét viéc sir dung vén nha nude dé mua sim nhim duy tri hoat dong thuong xuyén cua
co quan nha nudc, don vi thudc luc lugng vii trang nhén dén, don vi sy nghiép cong ﬂap,
td chirc chinh trj, té chirc chinh tri - x hoi, tb chuc chinh tri x4 hoi - nghé nghlep, td chirc
xa hoi, td chire xa hoi - nghe nghiép; Thong tu s6: 68/2022/TT-BTC stra ddi, bd sung 1"n0t
sd diéu ctia Thong tu s 58/2016/TT-BTC ngay 29/3/2016 cta B Tai chinh; ;

1.Thim dinh gi4d Héa chét xét nghlem b6 sung nam 2024 ciia Bénh vién Phdi tinh
Hung Yén, (c6 phu luc danh muc Héa chét xét nghlem & nghi thim dinh gi4 kém theo).

2. P& nghi quy Cong ty/Pon vi ¢6 nhu cau tham gia glri 01 bd hd so ning luc bao
gom:

Hb so dang ky kinh doanh, hd so nhén su, cdc hop ddng twong tu da thuc hién,
chao gid dich vu thim dinh gia (dd bao gdm chi phi thdm dinh), c4c tai liéu khac c6
quan (néu co).

Thoi gian, dia chi ndp ho so: Trude 16 gio 30 phut ngay 20/11/2023.

bia chi: Khoa Dugc- VTYT- KSNK, s6 202 Pudng Pham Bach Hé, Phuong Lam
Son, Thanh phé Hung Yén. |

Bénh vién Phbi tinh Hung Yén rat mong nhan duoc sy quan tdm va ban chio gia

cua quy Cong ty/DPon vi.

thu
lién

Bénh vién xin tran trong cim on!

Noi nhin:

- Nhu kinh giri;

- Webbiste BVP HY (¢ thong bdo);

- Luu: VT, Khoa Dugc- VTYT- KSNK.

| éIAM BOC
ThS,BSCKTL.PHAM HONG QUANG



DANH MUC HOA CHAT XET NGHIEM PE NGHI THAM PINH GIA
Kém theo Thu moi thAm dinh gia s6: (E‘f‘:f /TM- BVP ngayAC thang 11 nﬁm

2023 ctia Bénh vién Phoi tinh Hueng Yén |

: p Pon vi S6
A Ay~ A
iet biy té ky thuat o
STT | Danh muc thiét bi y té Thong so ky thui tinh lrgng
Hoéa chég dung cho ‘
may huyét hoc Star \
I. | Diff 3 (04 miit hang) ‘
Thanh phan chinh:
K% il 165 Sodium chloride < 0.9%
1 o cl?o Ir)néy <& tg Potassium chloride < 0.06% Thing 16
- £ Buffer < 0.3%
mghiicnn gyt g Preservative <0.1%
Tiéu chuan chat lugng ISO 13485:2016
Thanh phan chinh:
e N 0
Thudc thir ly giai hong getf(;;gejtl ;;’0/0
2 cau diing cho may xét Y ° Chai 14
nghiém huyét hoe C6 ma QR Code quan ly hoa chat dwoc tich hop
' ' san.
Thubc thir ISO 13485:2016 ‘
Hoéa chét rira diing cho Thaph jphan chmh:. "
3 mdy xét nghiém huyét Sodium hypochlorite < 8.0% 8 04
hoo ' Sodium hydrate <2.0% i ‘
' Tiéu chuan chat luong ISO 13485:2016 §
Hoéa chét chuén ding el plid chibity ; . |
Ry iy Healthy mammal blood (pig), preservatives and
4 | cho may xét nghiém - Lo 01
huyét hioe ce?ll stabilizers.
: Tiéu chuan chat luong ISO 13485:2016
Hoéa ché"lt' ding cho
may huyet hoc XS- 1
800i-SYSMEX (06 1
II. | mit hang) :
Thanh phén chinh:
Ho# chat pha lodn Sodium chloride < 0.9%
5 e Potassium chloride < 0.1% <
5 dung cho may xét Buffer < 0.3% Thung 08
gl iyt Hoo Preservative < 0.1%
Ti€u chuan chat lugng 1ISO13485:2016
, Thanh phén chinh:
Hoa chat ly giai dung Detergent < 0.6%
6 | cho may xét nghiém Buffer < 1.0% Hop 02
huyét hoc Preservative < 0.4%
Ti€u chuan chat lugng 1ISO13485:2016




Hoa chét ly giai ding

Thanh phan chinh:
Ethylene glycol <99.9%

7 El&og[li)(;cxét nghiém Dye <0.15% Tui 04
et Tiéu chudn chat lugng ISO13485:2016
8 i%a;};tz tgr:;fg:gg Thanh phan chinh:Detergent < 0.5%Preservative Thiing 0
huvé : i < 0.6%Tiéu chuan chat lugng ISO13485:2016
uyét hoc
. % 2 s Thanh phan chinh:
. Hoaguateman diny. | 30, dgng vat ¢6 vit khoé manh (lon), chét bao
cho may xét nghiém sz e 8 LEtiE S Lo 01
Ryt oe quan va cihat on dinh té bao.
i Tiéu chuan chat lugng ISO 13485:2016
Héa chit dung cho
may dién giai dd
III. | AUTO ISE500
Nong do:
Calibration A: K+ 4 mmol/L, Na+ 140 mmol/L,
CI- 100 mmol/L, Ca2+ 1.25 mmol/L, pH 7.4
Calibration B: K+ 8 mmol/L, Na+ 110 mmol/L,
10 Thudc thtr xét nghiém | CI- 70 mmol/L, Ca2+ 2.5 mmol/L, pH 7 H6 07
dién giai Thanh phan chinh: P
Ammonium molybdate 0.4 mmol/l
Sulphuric acid 100 mmol/1
Hydrochloric acid 100 mmol/I
Tiéu chuén chét lugng ISO 13485:2016
Dung dich rira may g ‘han chmh:
11 | diéngidivacledign | Crzyme: Pepsin. o Hép 02
cu.c ; Dilutor: I§Cl, NaCI, Hydrochloride acid. '
' Tiéu chuan chat lugng ISO 13485:2016
bién cuc Cl electrode
12 bién cyc CI- dung cho | Tuong thich v&i mdy phan tich dién giai model Céi 01
mdy phan tich dién giai | Auto ISE500
Tiéu chuén chét lvong ISO 13485:2016
Thanh phan chinh:
KCl, NaCl, NaAc, CaCl2, LiCl, pH buffer, chét
hoat dong bé mit, chit bao quan.
Dic tinh hiéu suat:
Héa chit kiém chuin Trong khoang CV: K+ <1.5%, Na+ <1.5%, CI-
13 | ding cho may dién giai | <1.5%, Ca++ <1.5%, pH <1.0% Hop 02

3 muc

Gitra khoang CV: K+ <3.0%, Na+ <3.0%, Cl-
<3.0%, Ca++ <5.0%, pH <1.0%

bo chinh xac: K+ <2.0%, Na+ <1.5%, Cl-
<3.0%, Ca++ <5.0%, pH <1.0%

Tiéu chuan chat lugng ISO 13485:2016

'/



Héa chat ding cho
may nudi cay BD

IV. | BACTEC MGIT 320,
nudi ciy vi khuin lao
(5 mit hang)
Thoéng s6 ky thut:
- Diing dé phat hién va phuc hdi vi khuan lao.
-M3i 6ng chira 110uL chit chi thi huynh quang
M1 b musl oy Tris 4, 7-diphenyl-1,10-phenanthroline
14 hat hién vi khuén lao | Tuthenium chloride pentahydrate va 7mL canh Hop 10
AR TSR treong Middlebrook 7H9 véi cong thure trén 1L
nude tinh khiét: Canh truong Middlebrook 7H9:
5.9g; Casein Peptone 1.25g.
- Bado quan & 2 - 25°C.
15 Hoa chét be trg nudi Gom lo chira 15mL ghét lam giau Middlebrook Hé 10
cay vi khuan lao OADC va lo chtra hon hop khang sinh dong kho. P
Ong chudn may nuéi Dugc st dung trén may BD BACTECTM
16 | cdy valam khang sinh | MGITTM 960/320, diing dé hiéu chinh bg phén Ong 17 |
dd vi khuén lao phat hién ctia may |
- Diing nguyén ly sic ky mién dich nhanh d¢é
phat hién dinh tinh khang nguyén MPT64 cia
Tiaanh thit X8t ngHiEm nhc’;m Mycobas:te}rlixum tu‘berc,:ulosis com,p'lefc'. |
17 | sttt khigng nonyes -Moi thanh, hoe} chat dLArc_)c doﬂng trong goi tu;ﬂbac Hop 06
vi khudn lao -Thanh hoa chgit bao gom mét vach thir nghiém
chira khang thé don dong déc hi€u-MPT64 va
mot vach chimg chira khang thé khang loai.
-Bao quan ¢ 2 - 35°C.
Ong mau ling ESR tube ;
ESR tube: 100 éng mdi hdp. |
Ong thay tinh 8x120mm chiéu xa véi niit cao su
- ik butyl. <
18 | Ongmanling Chira téi 1,6ml méu toan phéan trong 6ng. CaE Sl
Ong chira 0,28mL natri citrat 3,2% va san sang
dé sir dung.
Tiéu chudn chat lugng ISO 13485:2016
Hoa chit dung cho
v May sinh hoa TYB-

40, BS-200, Fortress
Monarch- 400

1
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Héa chit dinh lugng
Albumin

Phuong phap do: Bromocresol green

Pham vi do: 0.2g/dl — 6.0 g/dl

Do nhay phén tich (gidi han phat hién thdp hon):
0,2 g/dl hodc 2 g/l

Thanh phan chinh:

R1 Succinate buffer, pH 4.2 75 mmol/l
Bromcresol green 0.15 mmo/l

Brij 35 7 ml/1

Detergents and stabilizers >0.1 %

R2 (cat. no.: 9635):

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

Tiéu chudn chat luong ISO 13485:2016

05

20

Hoéa chét dinh lugng
Total Cholesterol

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/Il
Phenol 26 mmol/I

Cholesterol oxidase 200 U/I

Cholesterol esterase 300 U/l

Peroxidase 1250 U/l

4-Aminoantipyrine 0.4 mmol/l

R2: Cholesterol Standard 200 mg/dl
(5.17mmol/1)

Tiéu chuan chit lugng ISO 13485:2016

2l

Hoéa chét dinh lugng
CREATININE 4+1

Phuong phép: Jaffe

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

Thanh phan chinh:

R1: Sodium hydroxide 0.2 mol/L

R2: Picric acid 20 mmol/L

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

Tiéu chuan chat lugng ISO 13485:2016

09

n
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Hoa chét dinh luong
Direct Bilirubin

Phuong phap DCABudc song 546 nm (540 —
560 nm)Dudng quang 1 cmPham vi do tir 0,1 -
10 mg / dLGidi han phat hi¢n thap hon 14 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/LTiéu chudn chit lugng ISO 13485:2016

08
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Hoa chét dinh luong
Total Bilirubin

Phuong phap: DCA

Pham vi do tir 0,1 - 30 mg/dL

Gi6i han phét hién thap hon 14 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

Tiéu chuédn chit lugng ISO 13485:2016

06

24

Hoéa chat dinh luong
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/l). Phwong phép
dong hoc 1én dén 700 mg /dl (38.9 mmol/l).
Gidi han phat hién: 2 mg/dl

Thanh phan chinh:

Phosphate buffer, pH 7.5 0.1 mol/Il

Phenol 7.5 mmol/l

GOD 12000 U/1

POD 660 U/

4-Amino-antipyrine 0.40 mmol/l

Tiéu chuan chat luvong ISO 13485:2016

Hop

25

Hoa chét dinh luong
Total Protein

Phuong phap: Biuret

Pham vi do: 0,2-13 g/dl (2,0-130 g/1)
Gi6i han phat hién: 0,2 g/dl hoic 2,0 g/I
Thanh phan chinh:

Potassium iodide 30 mmol/I

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

Sodium hydroxide 200 mmol/I

Tiéu chuan chat luong ISO 13485:2016

06
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Hoa chit dinh luong
TRIGLYCERIDES

Phuong phap: GPO-PAP (Glycerol phosphate
oxidase/peroxidase)Pham vi do: 3-1000 mg/dl
(0,05 - 11,4 mmol/I)Gidi han phat hi¢n: 3mg / dl
(0,05 mmol/l)Thanh phé‘m chinh:Pipes buffer pH
7.8 50 mmol/lp-Chlorophenol 2
mmol/ILipoprotein lipase 150000
U/1Glycerolkinase 800 U/IGlycerol - 3 - P-
oxidase 4000 U/IPeroxidase 440 U/14-
Aminoantipyrine 0.7mmol/IATP
0.3mmol/IMg2+ 40 mmol/INa-cholat 0.20
mmol/IPotassium-Hexacyanoferrat(II)

1 pmol/ITiéu chuan chat lugng ISO 13485:2016

05
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Hoa chét dinh lugng
Urea UV

Phuong phap: UV kinetic

Pham vi do: 5-400 mg/dt (0,83 dén 66,4 mmol/l)
Gidi han phat hién: 5 mg/dl (0,83 mmol/l)
Thanh phan chinh:

R1: TRIS buffer pH 7.8 50 mmol/l
GLDH > 0.80 U/l

Urease > 12 U/ml

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

NADH > 0.23 mmol/l

Tiéu chuén chit lvong ISO 13485:2016

09
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Hoa chét dinh luong
URIC ACID

Phuong phap: Uricase-PAP

Pham vi do: 0.2 —20.0 mg/dl (11.9 — 1190
pmol/l)

Gidi han phat hién: 0,2 mg/dl (11,9 Phamol/l)
Thanh phan chinh:

Phosphate buffer pH 7.4 50 mmol/l

DHBSA* 4 mmol/l

Uricase 60 U/l

POD 660 U/

4-Aminoantipyrine 1 mmol/]

Preservative

* 3,5-Dichloro-2-hydroxy-benzenesulfonic acid
Standard:

Uric acid 6 mg/dl (356.9 pmol/l)

Tiéu chuén chat lugng ISO 13485:2016

08
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Hoa chét dinh lugng
ALT-GPT

Phuong phap: IFCCPham vi do: 0.160 ¢ 340 nm
hodc 0,080 & 365 nmGidi han phét 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: NADH2 0.18
mmol/12-Oxoglutarate 15 mmol/ITiéu chuén
chit luong ISO 13485:2016

07

I



30

Hoéa chét dinh lugng
AST -GOT

Phuong phéap: IFCC

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

R1: Tris buffer pH 7.8 100 mmol/I
L-Aspartate 200 mmol/I

LDH 800 U/I

MDH 600 U/l

R2: NADH2 0.18 mmol/l

2-Oxoglutarate 12 mmol/l

Tiéu chudn chit lwvong ISO 13485:2016

07
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Hoéa chat dinh luong
Gamma-GT

Phuong phap: IFCC

Pham vi do: 3 - 280 U/1(0.05 - 4.67 ukat/1)
Gi6i han phét hién: 3 U/1(0.05 pkat/I)

Thanh phan chinh:

R1: Tris Glycylglycin buffer pH 8.25 100
mmol/l

R2: L-y-Glutamyl-3-carboxy-4-nitroanilide 2.9
mmol/I

Tiéu chuan chat luong ISO 13485:2016

15
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Hoa chit kiém chudn
Chemistry Control N

Dang dong khé tang do 4n dinh

Dugc san xuat dua trén huyet thanh nguoi

C6 tbi thiéu 66 thong s6 xét nghiém.

D6 thdm thiu 1a 300mOsm/kg

On dinh dén han st dung khi bao quan & 2°C -
RO

Sau khi hoan nguyén mau 6n dinh trong vong 7
ngay ¢ 2°C - 8°C hodc 28 ngay ¢ - 20°C

Tiéu chuan chét luong ISO 13485:2016

Lo

15
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Hoa chat kiém chuin
Chemistry Control P

Dang dong kho tang d6 dn dinh. Bugc san Xuét
dya trén huyét thanh nguoi.Co t6i thidu 66 thong
56 xét nghiém.bo thdm thu la 370mOsm/kg.

On dinh dén han sir dung khi bdo quan & 2°C -
8°C. Sau khi hoan nguyén mau 6n dinh trong
vong 7 ngdy & 2°C - 8°C hodc 28 ngay & -
20°CTiéu chuén chét lugng ISO 13485:2016

Lo

15
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Hoa chét hiéu chuan
CHEMISTRY
CALIBRATOR

Dang déng kh6 tang do 4n dinh.

Duoc san xuat dya trén huyét thanh ngudi.
Chtra 38 thong s xét nghiém.

On dinh dén han st dung khi bao quan & 2°C -
8°C.

Sau khi hoan nguyén mau 6n dinh trong vong 7
ngay ¢ 2°C - 8°C hodc 28 ngay & - 20°C

Tiéu chuin chét lrong ISO 13485:2016

Lo

15
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Hoa chat dang cho
may huyét hoc
Sysmex, Medonic,
Nihon Koden, ABX &
dinh nhém mau va
mot s6 héa chit khac
(15 mét hang)

35

Huyét thanh dinh nhém
mau A

Dong té bao Anti A BRMA-1 sé& phat hién khang
nguyén A.

Anti A ¢ mau xanh lam

Tiéu chudn chit luong ISO 13485:2016

Lo
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Huyét thanh dinh nhém
mau B

Dong té bao Anti B LB-2 sé& phét hién khang
nguyén B.

Anti cd mau vang

Tiéu chuin chét luong ISO 13485:2016

Lo

12
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Huyét thanh dinh nhém
mau AB

Dong té bao Anti AB ES-4 / ES-15 sé& phat hién
khéang nguyén A, Ax hodc B.

Anti AB khong ¢6 mau

Tiéu chuin chat luong ISO 13485:2016

Lo

12
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Hoé chit Anti D (IgM)

Dung dich ¢6 chira ndng db protein thap va IgM
don dong ctia ngudi va IgG khang D. Thude thir
nay s& truc tiép ngung két cac té bao Rh D
dwong tinh, bao gdm phan 16n céc bién thé
(nhung khong phai DVI) va ty 1é D yéu (Du)
cao.

Lo

02

39

Dung dich acid Acetic

La hop chét hitu co ¢6 cong thirc héa hoc
CH3COOH ( hoic C,H,40,). Acetic acid la chit
16ng, khong mau, cé vi chua, tan v6 han trong
nudce. Acetic acid ctia Merck ¢6 do tinh khiét
cao dugc dung lam héa chét phan tich trong
phong thi nghiém

Chai

02

40

Dung dich rira may
sinh hoa

Théng 56 k¥ thuat: i
Ung dung trong y hoc: Dung dé pha nuéc rira
cho may xét nghiém sinh hda.

Can

18

41

Hoa chét Sodium
hydroxide

La mot hop chét ton tai & trang thai rén, mau
trang. Puoc sir dung rong ri trong cac phong thi
nghiém vai vai tro 1a moi truong phan tich,
chuén d6 axit bazo, diéu chinh pH cua dung
dich.

Chai

01

1Zn

Vi

N\



Céng thire héa hoc: KH2PO4

- Dung trong phan tich.

- X ly bé mat kim loai, cdng nghiép dét nhudm,
san xuat gidy, 1én men.

42 H.Oé chat Potassium - Diing 1am chat trung binh, dém C}}ét axit diéu Chai 01
dihydrogen phosphate tiét va nutritionalagents cta vi Khuan.
- Chu yéu dugc st dung trong bot ngot, ruou,
¢dn, acid citric, chuan bj enzym, nam men, tinh
bot, dudng.
Hoé chét Di-sodium DG tinh khiét > 99.5 % Trang théi: Rén, tinh the '
43 | hydrogen phosphate mau tring c6 tinh hit 4m cao va c6 the hoa tan Chai 01
dihydrate trong nudc
. 58 Puoc sir dung nhu mdt thanh phén ctia moi
44 | Hod charN-Acety-L- | yyomg co bin duémg rudt dé nudi chy é bio gbe | - Chai 09
cystemne trong cac phong thi nghiém héa sinh y hoc,...
g . - Trang thai: Chét rén, mau trfmg
45 ggitzhghfrgrsaiglum -Ung dung: Pugc sir dung trong nganh phu gia Chai 01
y thuc pham .
Dung dich Hydrochloric acid (HCI) 1a mét loai axit vo co
46 | Hydrochloric acid HCL | manh sir dung pho bién trong phong thi nghiém Chai 01
37% dé lam chat thir phan tich, kiem soat do pH.
i o Théng sb ky thuat: :
Hoa ct . :
47 04 chat Phenol - Déng g6i: 250am/chai Chai 05
oy : La thuéc nhudm khé diing dé nhudm mo lién
Hoa chat F . - g : :
48 G SA1EL Fesn ket. Cong thirc hoa hoc. kgl 4
Dung dich nhu¢m thuong dugc sir dung trong
49 Xanh methylen hgyét,hoc , md hoc , t& bao hoc va vi khuén hoc Chai 05
dé chan doan in vitro (IVD) :
Théng s6 k thudt:
bién ap dinh danh: 12,0 V
Cong suat danh nghfa: 20,00 W
budng kinh: 9,5 mm
Chief:u dai: 30,0 mm
Béng dén dimg cho Chiéu dai tm dén (LCL): 19,5 mm
50 it e | o sakddy feerl. fmm Chiée 04

hoa

Truong dugc chiéu sang: 1,9%2,0 mm?
Duong kinh day téc: 2,0 mm

Tudi tho: 3000 gid

Pudng kinh vo dén tdi thiéu: 9 mm
Diéu chinh d¢ sang: C6

Vi tri dt: s90

Tiéu chudn chét lugng ISO 13485:2016

TONG CONG: 50 mit hang
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