S3 Y TE TINH LANG SON CONG HOA XA HQI CHU NGHIA VIET NAM

BENH VIEN PA KHOA TiNH Pjc lap — Tw do — Hanh phiic
Sé: gﬁ_/ /BVDK-TCKT Lang Somn, ngdyoﬁq thang /é nam 2023
THU MOI THAM PINH GIA

Héa chét xét nghiém huyét hoc
Kinh giri: Céac don vij c¢6 chirc nang thim dinh gi4

Cin cir Luét ddu thiu ngéy 26/11/2013;

Cén ct Nghl dinh sb 63/2014/ND-CP ngay 26/6/2014 cia Chinh phu
quy dinh chi tiét thi hanh mot s6 didu ctia Luét déu thau vé lua chon nha thiu;

Cin cir Thong tu s§ 58/2016/TT-BTC ngay 29/3/2016 ctia B Tai chinh;

Cin cir tinh hinh nhu céu thuc té tai don vi, dé cb co s xé4c dinh gia nhdm
td chirc xay dung du todn mua sim theo ding quy dinh ctia nha nudc, Bénh vién
Da khoa tinh Lang Son kinh mdi quy Céng ty/Pon vi c6 dé.y da tu cach

phdp nhan du didu kién va nang luc kinh nghiém tham gia thdm dinh gi4 hoéa
chit xét nghiém huyét hoc:

1. Thdm dinh gi4 hoéa chét xét nghiém huyét hoc ctia Bénh vién Pa khoa tinh
Lang Son theo danh muc ( C6 phu luc kém theo).

2. P& nghi quy Céng ty/Pon vi ¢6 nhu cdu tham gia gii 01 bd hd so
ning luc bao gdm:

- Hb so dang ky kinh doanh, hé so nhan sy, cac hop ddng tuong tu dé thuc
hién, thu chao gia dich vu tham dinh gia ( d4 bao gdm chi phi di thim dinh), c4c
tai lidu khéc c6 lién quan ( néu co).

Thoi gian, dia chi ndp hd so: Trong vong 15 ngay ke tr ngay déng thu moi
nay trén trang thong tin dién tir cia Bénh vién Da khoa tinh Lang Son
(http://bvdklangson.com.vn). Pia chi: Phong Tai chinh k& toan, Bénh vién
Da khoa tinh Lang Son, Thén Dai Son, X& Hop Thanh, Huyén Cao Lgc, tinh
Lang Son.( CN Hoang Thu Hién  DT: 0983 111 668).

Bénh vién Da khoa tinh Lang Son rat mong nhan dugc sy quan tdm va
ban chao gié clia quy Cong ty/Pon vi././fﬁ
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Phiin I | HOA CHAT XET NGHIEM DINH NHOM MAU SU DUNG CHO MAY BAN TU DPONG BIO-RAD LABORATORIES hoic twong duong
Kha ning thuc hién xét nghi€ém:Cho
phép ddng thoi dinh nhém mau xuéi va
DiaClon ABO/D + Card xét nghiém nhém méu theo 2 | woyaey [PRRvAXAGAMARID - DiaMed
v F P P £ - 4 x 12 thé xét 5 Thanh phan: Gel card c6 chira khang
1 Reverse Grouping for phuong phap héng ciu mau, huyét Hép i hodc tuong |, : i i p GmbH/ Thuy 2
Patients thanh m&u va RhD nghiém - thé dop dong A,B va D trong ma tran sy
S |gel. Pdng thoi c6 giéng Ctl chira chimg
4m. 2 giéng gel tu nhién.
Chét bio quan: < 0.1% NaN3
Kha néng thuc hién xét nghiém: Dung
dé phat hién va nhan dang alloantibody,
kiém tra kha ning twong hop va xét
nghiém DAT. C6 kha ning khét hién
) Card xét pghiém sang loc va xédc dinh 4 x 12 the xét ISO 13485 |IGG va C3d. C6 kha ning dong thoi DiaMed
2 LISS/Coombs khang thé, xét nghiém tuong thich, Hop nghidm hoic tuong |lam cédc xét ngpiélm sang loc va dinh GmbH/ Thuy| 20
IAT va DAT. Phat hién IGG va C3d ; duong  |danh khang thé bat thuong, crossmatch Sy

va DAT.

Thanh phén: chira AHG da gi4 véi anti
IGG tho va anti C3d don dong.

Chét bao quén: < 0,1% NaN3




Kha ning thuc hién xét nghi€ém: sang
loc va dinh danh khang thé bit thudng,
phét hién céc khang thé & 40C va 18-

i NaCl, Enzyme Test and  |Card xét nghiém trong mdi trudng . 4 x 12 thé xét lS_O 13983 250C nhu khang thé M, N, P1 Le (a,b), Diged
3 i s 2 Hop 2 hodc tuong .z : g o x GmbH/ Thuy| 10
Cold Agglutinins nuéce mudi hodc men nghiém Pkl I. Thi€éu mau tan huyét lién quan dén Sy
€ |khang thé lanh. Y
Thanh phén: chira gelgard tir nhién
Chét bao quan: < 0.1% NaN3
Kha néng thyc hién xét nghiém: dung
dich cuong dd ion thip 1am ting ty I¢
lién két khang thé, gitip tang cudng cic
Dung dich pha loang héng ciu ID- ISO 13485 |phan tg khang nguyén, khang thé. DiaMed
4 ID-Diluent 2 Diluent 2 ding cho may phén tich Lo 1 Lo 500 ml | hoic twong |Thanh phin: Chira dung dich cuémg 43 |GmbH/ Thuy| 10
nhém mau béan tr dong - S00ml duong  |Ion thép da dugc diéu chinh dé phi hop Sy
véi pha losing hdng ciu.
Chit bao quan: khang sinh
trimethoprim va sulfamethoxazole.
0
Phin IT |HOA CHAT XET NGHIEM PONG MAU SU DUNG CHO MAY STA SATELLITE MAX - Phép hoic tuong dwong
Thromboplastin déng khé dugc chiét
’ Hop 6 1o x5 ISO 13485 [xudt tir néo tho. ISI ~ 1.0.
1 STA - NeoPTimal 5 Héa chat xét nghiém PT Hop j ml' ho#c twrong {dung dich hoa tan cé chﬁg canxi, Stago/Phép 40
duong  [hexahydrat niken sunfat nong d¢
<0,1%, natri azide ndng 6 < 1 g/l;
Héa chit xét nghiém thai gian ; Hop 6 lo x ISO 13485 |R1: Cephalin dong kho chiét suft tir
3 STA CK PREST 5 Thromboplastin hoat héa tirng phan Hop : Sml ; ho#c tuong |ndo tho Stago/Phap 20
(APTT) duong  |R2: kaolin § mg/ml, sodium azide
: <z 2 ISO 13485
4 STC‘: T ?:::Iif: SaCil sho/ e ngutm Hop H‘-"iszl‘:ﬂk’ * | hotc twong |CaCI2 0,025 M Stago/Phép | 8

duong




STA THROMBIN 2

Héa chét xét nghiém thai gian

Hop 12 1o x

ISO 13485

Calcium thrombin 1.5 NIH/ml dang

? Thrombin (TT) Hop 2ml hofc twong | 400 kho Stago/Phap | 20
duong
Héa chét xét nghiém dinh luong Hop 121o x o g Calcium thrombin 100 NIH/ml dang
6 STA LIQUID FIB ot o et i Hop ; : hogc tuong |, ’ Stago/Phap 2
Fibrinogen 4ml loéng
duong
STA OWREN KOLLER Dung dich pha lo&ng cho xét nghiém Hép24 lox % i sodium azide;
7 i : Hop hoic twong ’ Stago/Phép 2
d6ng mau 15ml pH~17.35
duong
Huyét tvong ngudi binh thuong va
khong binh thudng c6 citrated dang
[Huyét twong kiém chuén hai mirc cho Hop 12 Io N | 1SO 13485 |d6ng kho; gbm hai mirc ndng d6 khac
8 STA - Routine QC 2ml xét nghiém doéng mau mirc binh Hop | x2mlva 12 | hoictuong |nhau ciia cdc chi sb: PT, dong mau Stago/Phap 6
thudng va bat thuong lo P x2ml duong  |thudng quy (aPTT, TT, Fibrinogen),
yéu td II, yéu tb VII, yéu té X,
Antithrombin
ST , - ISO 13485
9 STA Desorb U Dunf:; dgc}: i iy chonndy St HOP Epotdox ho#c tuong |potassium hydroxide Stago/Phap 25
nghiém déng mau 15ml
duong
; "ISO 13485 Teoag
STA cleaner Dung dich rtra may dung cho may xét . 6 can x : Thénh phin gém nuéc, chit chéng ndim |  Ireland
10 : & i A Thing ho3c trong e 10
Solution nghiém dong méu 2500ml ho ether glycol Limited/Irela
duong
nd
Cuvett phan ung ding cho may xét 6 cudn x 1000 10 13458 Cuvett phan (mg (c6 bi lam bang thép
11  |STA CUVETTE 2 e Thing e hozc tuong g Stago/Phép 10

nghiém dong mau

cai

duong

khong gi bén trong)




thudc thir chita cephalin dugc chuén bi

Hoéa chit xét nghiém thoi gian . Hép 12 lox 5 ISO 13485 [t mo nﬁ(i
12 |STA - PTT Automate Thromboplastin hoat hda timg phéan Hop ; ml ; hodc tuong |[thd va chat kich hoat dic hiéu (silica) Stago/Phap 1
(APTT) duong  |trong m6i truong dém, dang dong
kho
STA Satellite Cuvettes Cuvett phan rng dung cho may xét Hop 220 céi x i, Cuvett phan {mg (c6 bi lam bing thép
13 in g i Thung | 4 hodctwong |~ .~ T Stago/Phép 10
nghiém déng méu 6 cudn khong gi bén trong)
duong
Phiin II | HOA CHAT XET NGHIEM PONG MAU SU DUNG CHO MAY SYSMEX hoic tuong duong
Hoéa chit déng kho, két hop véi yéu té
mé & ngudi va phospholipids tdnghop |  Siemens
' Hod ol do thi gian d6ng méu . ISO 13485 (thron_\boplastin), ion Can?ci, ptit'rc hqlz H-ealthca.re
1 Dade Innovin rothrompin (PT) Hop 10x4ml hodc twong |heparin trung hoa, dung’dxch dém, chat | Diagnostics 10
P P duong  {bao quan (Albumin huyét thanh bo) Products
Tiéu chuin chét luong: 1SO 13485 GmbH/ birc
Quy céch: 10x4ml
Sir dung dé x4c dinh thdi gian dong
APTT -
Thénh phin: Phosphatide chiét xuit tir | Siemens
Piade Actin ESL. Activated Hoé chit def: x4c dinh thoi gian ISO 13485 |d3u nanh tinh khiét va tir ndo tho véi Healthcare
2 PTT reagent thromboplastin hoat ho4 timg phéan Hop 10x2mL hodc tuong |axit ellagic nong d961.0x 10-4 M v6i | Diagnostics 10
© (APTT) duong  |chét dém, chét &n dinh va chit bao Products
quan. GmbH/ Pire

Tiéu chuén chét lugng: ISO 13485
Quy céch: 10x2ml




Dung dich calcium chloride 0.025

Siemens

Héa chét bd sung cho céc xét nghiém ISO 13485 | - -~ Healthcare
n i y [uti —p e by 2 . S , ‘ e ; :
3 Calcium Chloride Solution dong mau (dunb.dgch Calcium Hoép 10x15mlI hoic tuong Tiéu chudn chét uong: ISO 13485 Diagnostics
Chloride) duong Quy cich: 10%15m Products
A GmbH/ Ditc
Dang bt déng kh6, thanh phin chira Siemens
N e S5 ISO 13485 |thrombin bo 1.5 IU/ml va Albumin bd | Healthcare
4 Test Thrombin Reagent MOR Ot dfh:j;ﬁizh igatgin Hop +110 : 55(;:: :l hoic twong |Tiéu chuén chit lugng: ISO 13485 Diagnostics
duong  |Quy cach: 10 x 5Sml Thrombin Reagent | Products
+ 1 x 50ml Buffer Solution GmbH/ birc
Déng géi dang bt dong kho, co ngudn |  Siemens
£ . x ;Y ISO 13485 {gbc tir huyét twong ngudi chéng dong | Healtheare
5 Dade Ci-Trol 1 Fluyst moné::g:::::n Hongdal Hop 10x1ml hoZc tuong |citrat Diagnostics
2 dwong  |Tiéu chudn chét lrgng: ISO 13485 Products
Quy céch: 10x1ml g GmbH/ birc
Pong g6i dang bt dong khd, co ngudn|  Siemens
£ . 2 o5 ISO 13485 {gbc tir huyét twong ngudi chéng dong Healthcare
6 Dade Ci-Trol 2 huyét twang k‘;f:; f:;uan g Hop 10x1ml ho#c twong |[citrat Diagnostics
' dwong  |Tiéu chuln chit luong: ISO 13485 Products
Quy céch: 10xIml GmbH/ biic
Thanh phin c6 ngudn gdc tir nguoi Slemeria
3 o
7 | Standerd Humion Plesma | H04chithifudminchocioxet | ., 10x1ml tlxigc lt:fxii g Cong kb ll){'eamlcif
nghiém déng méu va tidu soi huyét °P ? € |Tiéu chudn chét lugng: ISO 13485 InpRaSLES
duong Products

Quy céch:10x1ml

GmbH/ Birc




- Céng phan Ging dung dé chira mau va

Sysmex

Céng phan img duoc dung dé chia 18015485 [h6 chit cho ddng méy phin eh dng | TiFmation
8 Cuvette (SUC-4004) miu va héa chét trén may déng mau Hop |3000 éng/hdp| hodic twong |méu tw dong Reagans
’ tu dong dwong  |Tiéu chuin chét lugng: ISO 13485 S,
Quy céch: 3000 éng/hop Lo Fictony/
: Nhit Bén
Phin IV |Héa chat miy huyét hoc 55 thong so Horiba Yumizen H2500 Medical Phép hodc tuong duong
La dung dich dém déng truong dé sir
dung trong chin doan in vitro va dugc
thiét ké dé bao phii va pha loang bach
{chu (WBC), dé xac dinh va phan biét
c4c té bao mau va do hematocrit trén
Dung dich pha lodng mAu, phén biét 1S0 9001, |c4S méay dém té bao mau. HORIBA
1 ABX DILUENT 20L cdc té bao mau va do Hct trong xét Thung | Thung/ 20 lit ISO 1348 5’ - Thanh phén: ABX SAS -
nghiém huyét hoc + Dung dich dém hitu co (Organic Phap
buffer) < 5%
+ Chét bao quan (Preservative) < 0,1%
+ Chét dién hoat (Surfactant) < 0,1%
- Tiéu chufn chit lugng: 1SO 9001,
ISO 13485
La dung dich ly giai @& sir dung trong
chén doan in vitro va duoc thiét ké dé
ly giai hong cdu (RBC) va dé x4c dinh
x4c dinh hemoglobin trén cic may dém
. ciera 3 . té bao mau. HORIBA
2 |ABXLYSEBIOIL | E;}ﬁgﬁlﬁﬁylgfﬁilmng cAutrongXet | chai | Chail 1 lit IISS(()) 193(10815’ - Thanh phin: ABX SAS -
' + Dung dich d&&m hitu co (Organic Phap

buffer) < 5%

+ Chét tdy rira (Detergent) < 2,5%

- Tiéu chufn chit lugng: 1SO 9001,
ISO 13485




NUCEDIFF IL

Dung dich ly giai hdng ciu va bao vé
bach céu trong xét nghiém huyét hoc

Chai

Chai/ 1 lit

ISO 9001,
ISO 13485

La dung dich ly giai dé sir dung trong
chin doén in vitro va duoc thiét ké dé
phan biét cic quén thé phy c6 nhén trén
céc may dém té bao mau.

- Thanh phén:

+ Dung dich dém hitu co (Organic
buffer) < 5%

+ Chét tiy rira (Detergent) < 1%

+ Cdn (Alcohol) < 10%

+ Chit bao quan (Preservative) < 0,1%
- Tiéu chuén chét lugng: ISO 9001,
ISO 13485

HORIBA
ABX SAS -
Phép

ABX BASOLYSE 5L

Dung dich ly giai héng ciu trong xét
nghiém huyét hoc

Thung

Thimg/ 5 lit

ISO 9001,
ISO 13485

{La dung dich ly giai dé sir dung trong

chin do4n in vitro va dugc thiét ké dé
ly giai hdng ciu (RBC) cho viéc dém
bach ciu (WBC) va phan loai bach ciu
trén cic may dém té bao méu,

- Thanh phén:

+ Dung dich dém hitu co (Organic
buffer) < 5%

+ Chit tdy rira (Detergent) < 1%

+ Chét bao quén (Preservative) < 0,1%

{- Tiéu chudn chét lugng: 1SO 9001,
11SO 13485

HORIBA
ABX SAS -
Phip




ABX CLEANER 1L

IVD lam sach may xét nghiém huyét
hoc tr dong

Chai

Chai/ 1 lit

1SO 9001,
ISO 13485

La dung dich enzym dé sir dung trong
chén doan in vitro véi tac dung thiy
phén protein dé lam sach c4c may dém
té bao mau,

- Thanh phén:

+ Dung dich dém hitu co (Organic
buffer) < 5%

+ Enzym thiy phén protein (Proteolytic
enzyme) < 1%

+ Chét bio quan (Preservative) < 1%
- Tiéu chuin chét lugng: 1SO 9001,
ISO 13485

HORIBA
ABX SAS -
" Phép

ABX MINOCLAIR 0.5L

Dung dich Iam sach méy xét nghiém
huyét hoc tu déng

Chai

Chai/ 0.5 lit

ISO 9001,
ISO 13485

L dung djch héa hoc dé sir dung trong
chén doén in vitro va dugc thiét ké dé
lam sach méay ¢ém té bao mau,

- Dung dich nudc base, trong sudt, mau
vang nhat, c¢6 mui chét tiy tring

- Thubc thir nay duge phan loai 1a
khong nguy hai theo diing quy dinh
(EC) S6 1272/2008

- Thanh phin:

+ Chét 1am sach hoa chit (Chemical
cleaning agent) < 5%

+ Chét 6n dinh héa hoc (Stabilizer) <
1%

- Nhiét d9 bao quan:

+ Piéu kién bio quan (truéc khi mé):

18-25°C. Khéng dé dong lanh.

+ Do én dinh sau khi mé: Téi da 6
thang & 18-25°C sau khi md.

- Tiéu chuén chét lugng: 1SO 9001,
ISO 13485

HORIBA
ABX SAS -
Phap




MINOCAL 2ML

Chét hiéu chuén xét nghiém dinh

lugng 10 thong sé huyét hoc

Hop/ 2 ml

1SO 9001,
1SO 13485

La chit hiéu chuén (calibrator) da thong
s6 dé sir dung trong chin do4n in vitro
va dugc thiét ké dé sir dung trong viéc
hiéu chufn cic méay dém té bao mau
diing trong huyét hoc

- Thanh phin: ABX Minocal chira bach
ciu (WBC), hdng ciu (RBC) va tiéu
ciu (PLT) cia déng vt c6 via duge 1am
thanh hén dich & dang dich giéng nhur
huyét twong.

- Nhiét d9 bao quan:

+ Piéu kién bao quan (trwéc khi mé): 2-
8°C (35-46°F).

- Tiéu chuén chét luong: 1SO 9001,
ISO 13485

R&D

Systems Inc. -

My

ABX DIFFTROL 2N

Vit liéu kiém soat xét nghiém dinh
lugng 30 thong so huyét hoc mic
binh thuéng

a

Hop

Hop/ 2x3ml

ISO 9001,
ISO 13485

L4 chét di chiéu (control) da thong sé
3 mic dé sir dung trong chén doén in
vitro va dugc thiét ké dé sir dung trong
viéc theo doi d§ ding va dd chinh xac
clia céc méy dém té bao méu ding
trong huyét hoc.

- Thanh phan: chira bach ciu (WBC),
héng cu (RBC) va tiéu ciu (PLT) cia
dong vat ¢6 vii dugc 1am thanh hdn
dich & dang dich giéng nhu huyét
tuong.

- Diéu kién bao quan:

+ 2-8°C (35-46°F).

+ Khong dé dong lanh.

- Tiéu chuén chit lugng: ISO 9001,
ISO 13485

R&D

Systems Inc. -

My




ABX DIFFTROL 2L

Vit lidu kiém soét xét nghiém dinh
lugng 30 thong so huyet hoc mirc
thdp

Hop

Hop/ 2x3ml

ISO 9001,
ISO 13485

La chit d6i chiéu (control) da thong sé

|3 muc dé sir dung trong chén doén in

vitro va dugc thiét ké dé sir dung trong
viéc theo doi d6 ding va d6 chinh xdc
clia cic may dém té bao méu ding
trong huyét hoc. "

- Thanh phan: chira bach cdu (WBC),
hdng cAu (RBC) va tiéu ciu (PLT) ciia
dong vat c6 vii dugc 1am thanh hdn
dich & dang dich giéng nhu huyét
tuong.

- Piéu kién bao quan:

+2-8°C (35-46°F).

+ Khong dé déng lanh.

- Tiéu chuin chét lugng: I1SO 9001,
ISO 13485

R&D
Systems Inc.
My

10

|ABX DIFFTROL 2H

Vit liéu kiém soat xét nghiém dinh
luong 30 thong s6 huyét hoc mirc cao

Hop

Hop/ 2x3ml

ISO 9001,
ISO 13485

L4 chét d6i chiéu (control) da thong sb
3 mitc dé sir dung trong chin doén in
vitro va dugc thiét ké @& sir dung trong
viéc theo doi d6 ding va 6 chinh xac
cita cac may dém té bao mau dung
trong huyét hoc.

- Thanh phén: chira bach ciu (WBC),
hdng ciu (RBC) va tiéu cau (PLT) cia
dong vat ¢6 vii dugc lam thanh hdn
dich & dang dich giéng nhur huyét
tuong.

- Piéu kién bo quan:

+ 2-8°C (35-46°F).

+ Khong dé dong lanh.

- Tiéu chuin chét lugng: 1SO 9001,
ISO 13485

R&D
Systems Inc.
My
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