SO Y TE TINH YEN BAI CONG HOA XA HQI CHU NGHIA VIET NAM

TTYT HUYEN VAN CHAN Doc lap - Tu do - Hanh phiic
sb: 5 /TM -TTY'T Vin Chan, ngay 27 thing 7 ndm 2023

Vv moi czmg cap bdo gid
YEU CAU BAO GIA

Kinh giri: Cic hing sin xuat, nha cung cap tai Viét Nam

Trung tdm Y t& huyén Vin Chén — tinh Yén Bai c6 nhu cdu ¢6 nhu ciu tiép nhan béo gia
de tham khao, xay dung gia goi thau, 1am co s¢ td chuc lua chon nha thau cho go6i thiu: mua
sim hoa chat xét nghiém dé phuc vu cong tac chuyén mon cua don vi.

I. Théng tin cia don vi yéu ciu bdo gia
1. Don vi yéu cau bdo gida: Trung tim Y t¢ huyén Van Chén — tinh Yén Bai

2. Thong tin lién hé cua nguoi chiu trach nhiém tiép nhan bdo gid: Cao Ngoc Thiy; SO dién
thoai: 0944683968; Email: cnthuy73/ (@gmail.com.

3. Cach thirc tiép nhén béo gia:

Dia chi: TS dan phé 9, thi trin Nong truong Tran Phu, huy@n Vin Chén, tinh Yén Bai.

- Email: baogiavanchan@email.com

4. Thoi han tiép nhan bao gia:
Tt 8h00 ngay 27/7/2023 dén trude 16h00 ngay 10/8/2023.
5. Thoi han ¢6 hiéu lyc ctia bao gia: T6i thiéu 90 ngay ké tir ngay 11 thang 8 nam 2023
I1. N§i dung yéu ciu bio gia '
1. Danh muc hang hoa (phu luc kém theo)
2. Dia diém cung cép: : Khoa Duge, VT, TTBYT - Trung thm Y té huyén Vin Chin
Dia chi: T6 dan phd 9, thi trén Nong truong Tran Phu, huyén Vian Chén, tinh Yén Bai.
3. Thoi gian giao hang du kién: ptdi thidu 5 5 ngdy ké tir ngdy nhan duoc du tri ctia chu diu tu.

4. Diéu kién thanh toan: Thanh to4n theo tung dot giao hang hogc thanh toan 1 14n sau khi két
thic goi thau, nghiém thu, thanh Iy hop dong
Noinhdn:

- Nhu trén;
- Luu: VT; KD;

Nguyén Pinh Lién



Tén don vi cung cép: ............
Diachi: .....coooiiiinn.
Dién thoai lién lac:

BANG YEU CAU BAO GIA
Kinh giii: Trung tim Y té huyén Viin Chin

Cén ctr thu moi sé: 873/TM-TTYT ngay 27/7/2023 cta Trung tim Y t& huyén Van Chén V/v moi cung cép béo gia.
COSO ovvviiiiiiii ... .Xin bA0 gia mot s6 mat hang nhu sau:
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Phin 1. Héa chét sinh héa (Yéu ciu cung om? cai dit va sit dung dwgc cho may xét nghiém sinh héa; Model CS-T240, Hang san xudt: Dirui ; xuit xi: Trung Quéc
* Str dung twong thich véi may phén tich sinh héa model CS-T240.
+ Thanh phan chinh:
+Huyét thanh déng kh duoc lam tir thanh phan huyét thanh nguai. A
e hét higu chuin cdc xét  |+Hiéu chuén thong sé: ALT-Alanine Aminotransferase (SGPT); Albumin; I1SO 13485 hodc Hop (5 o x 3 mL/Io) 15 ml/ r »
nghiém sinh héa danang | Alkaline Phosphatase; AST; Bicarbonate - Carbon Dioxide; Bilirubin — tirong duong bR fes & Hop =
Direct; Bilirubin — Total; Calcium; Cholesterol; Creatine Kinase; Creatinine; :
Glucose; y-Glutamyltransferase; Serum Iron; LDH; Magnesium; Phosphorus;
Protein-Total; Triglyceride; Urea (BUN); Uric Acid
* Su dung twong thich voi may phan tich sinh hoa model CS-T240
« Thanh phéan chinh:
1anh dong kho duoc lam tr thanh phén huyét thanh nguoi.
Vit liéu kiém sodt chat at cic thong sé: ALT-Alanine Aminotransferase (SGPT); _ Hop (Level 1: 51ox 5
at 11 2 S 0 /
2 |lugng xét nghiém sinh bumin: Alkaline Phosphatase; Amylase: AST: Bicarbonate - Carbon _Moa_:ﬁwma :own ml/lo; Level 2: 51lox § Mo ik mL 100
héa mirc 1 va 2 Dioxide: Bilirubin — Direct; Bilirubin-Total; Calcium: Cholesterol-HDL: uong Cuong ml/ lg) op
Cholesterol-LDL: Cholesterol-Total; Creatine Kinase; Creatinine: Glucose: ¥-
myltransferase; fron: UIBC: LDH: Lipase; Magnesium; Phosphorus:
Potassium; Protein-Total; Sodium: Triglvceride: Urea Nitrogen; Uric Acid
—_— y ich véi may phén tich sinh ho del CS-T240. op: :2lox0.
. |B6 vat lieu kidm sost chét v,:.a::m mﬁ:%::g SWH _:»m,v c,:_: tich sinh hoa _:,o e O,w 1 A» A 1SO 13485 hodic Iﬁu (Level 1: 210 x 0 m. .
3 ” . * Thanh phan chinh: Chat déi chimg HbAlc dang dong kho 14 chat lam tan ml/lo; Level 2: 210 x 0.5 {2 ml/ Hop mL 2
Tugng xét HbA1C 3 = PN L gl tuong duong .
° mau duge diéu ché tir hong cau cia nguai i mlL/ lo)
e s : . g g thich v&i méy phan tich sinh hoe 1 CS-T240.
- |Bo chét hieu chudn xét w:,E_:m m—Q:f., :w H:ns :.,.3 p Sm tich w: h :ow mode >Om N, o; L 1SO 13485 hoge ) o .
4 o + Thanh phan chinh: Chat hiéu chudn huyét sic té Alc doéng kho diéu ché tir Hop: (4lox0.5ml/lo) |2 ml/ Hép mL 2
nghiém HbA1C PO o twong duong
hong cau cta nguoi.
* St dung tuong thich véi may phan tich sinh hoa model CS-T240.
- " L " + Thanh _v:ms chinh: Hop: (R1: 110 x 30 mL/
B ] 222
s Q_M_M:_”_,owﬂ_ﬂ___w”ow._n_,m_:ﬁ: +R1: Latex < 0.13%, buffer, stabilizer. 1SO 13485 hodic  [lo; R2: 1 1o x 10 ml/lo; 1 |165 ml/ . 050
i I ? Al m. EHBIECY +R2: Mouse anti-human HbA1c¢ monoclonal antibody > 0.05 mg/mL, goat tuong dwong lox 125 ml/ Io Hop e
anti-mouse IgG polyclonal antibody > 0.08 mg/dL, buffer, stabilizers. Hemolysing)
+Hemolysis reagent: water, stabilizers.
* Sir dung tuong thich véi may phan tich sinh hoa model CS-T240.
Chét hiéu chuén xét * Thanh phan chinh: Chét hiéu chuén chira huyét thanh ngudi va dugc gan 180 134851 Hop: (Calibrator A: 1 Io
6 [nghiém Protein phan tmg |gié tri cho xét nghiém CRP protein huyét thanh cy thé: ’ s hoge x 1 mL/ lo; Calibrator 6 ml/ Hop il %
C (CPR) +Calibrator A: 150 mM sodium chloride ONEAUONE 1B E: 510 x 1 ml/ lo)
+Calibrator B-F: Human CRP
Thubc thir xét nghiém * S dyung twong thich v6i may phan tich sinh héa model CS-T240. 1SO 13485 hodc 200 ml/
7 |dinh lrgng ndng d6 Uric |+ Thanh phén chinh: DHBS <1.8 mmol/L, 4-aminoantipyrine < 0.5 mmol/L, romr e A Hép: (2 1o x 100 mL/ lp) 5 mL 600
Acid trong huyét thanh peroxidase (botanical) > 3500 U/L, uricase (microbial) > 200 U/L g Qurong op




M_,_F__w_nr —.E“a Mwm”_ﬂmw_w m « St dung tuong thich voi may phén tich sinh héa model CS-T240. 1SO 13485 hodic 500 ml/
8 ) S & & ob + Thanh v:w: chinh: Acetate buffer, ~ 0.39 mmol/L Bromocresol Green ) ¥ Hop: (4 lox 125 mL/ lg) 4 mL 500
Albumin trong huyét : tuong duong Hép
(BCG), surfactant, preservative.
thanh
Thudc thir xét nghiém 4 ; 4
; g . |* St dung twong thich véi may phén tich sinh héa model CS-T240. ISO 13485 hoac - 500 ml/
> ¢ % - . ¢ 12 /

B _:.Qsm HOR M5 i |, Thanh phén chinh: Arsenazo III ~ 0.15 mmol/L, buffer, surfactant tuong duong Hop: (g Tasamld Hép ol =00

trong huyét thanh
« Sir dung twong thich véi may phan tich sinh héa model CS-T240.
+ Thanh phan chinh:
Thudc thir xét nghiem (R1): Creatine amidinohydrolase (microbial) >12,000 U/L, sarcosine Hoo: (R1: 2 lox 250
dinh lwong ndng do Oxidase (microbial) >4,000 U/L, N-ethyl-N-sulfopropryl-m-toluidine >0.24 1SO 13485 hoac P: RS Qs - 625 ml/ _

10 {. . " 5 » R P , mL/1g; R2: 1 lox 125 N mL 3125
Creatinine trong huyét mmol/L, ascorbate oxidase (botanical). stabilizers, surfactants tuong duong L/ 10) Hép
thanh {R2): Creatinine amidohydrolase (microbial) >135,000 U/L, 4- g

Aminoantipyrine >1.5 mmol/L, peroxidase (botanical) >2,000 U/L,
stabilizers, surfactants, sodium azide >7.7 mmol/L
+ Sir dung tuong thich véi mdy phén tich sinh héa model CS-T240.
X " X ‘. vhid .« 7 2 A . . : . : 3 2 . VM .\ i
dEOn thir /@,,A :m_:,n_: T :ma: c:w: chinh: Nicotinamide mam:_:m. dinucleotide >2 mmol/L 1SO 13485 hoic . , 200 m/
11 |dinh luong nong 4o adenosine triphosphate >4 mmol/L, magnesium >2 mmol/L, trong dwon Hdp: (210 x 100 mL/ lo) H6 mL 3.000
Glucose trong huyét thanh |hexokinase (yeast) > 2000 U/L, glucose-6-phosphate dehydrogenase g 8 op
(microbial) > 4000 U/L, stabilizers, preservatives
g v g - « S dung tuong thich véi may phan tich sinh héa model CS-T240.
Thudc thir xét nghiém < Iy j . _ .
dinh hrong nén & PN « Thanh phéan chinh: 4-Aminoantipyrine > 0.5 mmoV/L, p-hydroxybenzoic 1SO 13485 hodc 200 ml/
12 0._ oﬁ%.ﬁm_ Swm _.~ in acid >25 mmol/L, cholesterol esterase (mammalian and microbial) >240 U/L, twone duon ) Hop: (2 1o x 100 mL/ lo) Ho o mL 1.000
" £ np cholesterol oxidase (microbial) >150 U/L, peroxidase (botanical) >1600 U/L, € 2 op
trong huyét thanh e .
surfactants, stabilizers, preservatives.
L s » Sir dung twong thich voi may phén tich sinh hoa model CS-T240.
Thudc thir xét nghiém « Thash ph 4n chinh:
i : i \ ( 5 I op: 2lox /

13 chin m‘oNE ‘5<:G.m: acsm +(R1): N,N-bis (4-sulfobutyl)-m-toluidine disodium (DSBmT), Cholesterol 013985 hoge  [HOps(RL: 2 lox 60 \::\ ﬂm)o ml mL 640
cho may xét nghiém sinh s : : s ¢ tuong duong lo; R2: 2lox20ml/lo) [HOp
iiéa oxidase (microbial origin) Peroxidase.

+R2): 4-Aminoantipyrine Cholesterol esterase
 Sur dung twrong thich véi may phan tich sinh héa model CS-T240.
Thudc thir xét nghiém » Thanh phin chinh:
: : ; + . 4-Ami ipyrin >0. 1 oxi >1.2 U/mL,
v i shdum ] 2 e ainsmtigyeins .S mmolil., Chalastersl oxiass SY Ll ISO 13485 hoge |Hop: (R1:2lox 60 ml/ {160 ml/

14 . S Cholesterol esterase, Peroxidase Detergent 1, Good’s buffer (pH 6.3) o mL 640
cho may xét nghiém sinh ~50mmol/L tuong duong lo; R2: 2 lox 20 ml/lo) [Hop
fica +N, N-bis~(4-sulfobutyl)- m-toluidine disodium (DSBmT) >1.0 mmol/L,

Detergent 2, Good’s buffer (pH 6.3) >50mmol/L
+ Sir dung tuong thich voi may phan tich sinh hoéa model CS-T240.
Thude thir xét nghiém « Thanh phan chinh:
5 dinh luong ndng do +(R1): EDTA-Na2 >0.1mmol/L. NaCl 2154 mmol/L, Suifamic acid 2100 ISO 13485 hoac | Hop: (R1: 3 1o x 100 ml/ |375 ml/ L -
Bilirubin truc :mc trong  |mmol/L. tuong duong lo + R2: 1 lo x 75ml/ lo) |Hop m 242
huyét thanh +(R2): 2,4 dichlorophenyldiazonium salt 0.5 mmol/L, HC1 >0.9 mol/L,
EDTA-Na2 >0.13 mmol/L.
£ oo i « Sur dung tuong thich voi may phén tich sinh hoa model CS-T240.
Thudc thir xét nghiém + Thanh phin chinh:
16 W_H””“MN_:MMM__&_W,O ) +(R1): NaCl >154 mmol/L, HCl >230 mmol/L, surfactants, preservatives. hmm%»wwn_“%wa %owmg_w lo xqwoﬁw \AH:\ W.N,m ml/ mL 375
! A0 +(R2): HC1>153 mmol/L, 2.4 dichlorophenyldiazonium salt > 5 mmol/L, J & 9 < HlaxToml/ Ig) {Hop

trong huyét thanh
surfactant Y
+ Sir dung tuong thich véi may phén tich sinh héa model CS-T240.

Thudc thir xét nghiém « Thanh phan chinh: 4-aminoantipyrine > 0.4 mmol/L, adenosine

dinh lugng ndng do triphosphate > 2.3 mmol/L, p-chlorophenol > 3.0 mmol/L, glycerol phosphate | ISO 13485 hogc B 200 ml/

U Triglyceride trong huyét |oxidase (microbial) > 2400 U/L, lipoprotein lipase tuong duong Hop: (210 x 100 mL/lo) Hép mL 1.000

thanh. (microbial) > 1000 U/L, peroxidase (botanical) > 540 U/L, glycerol kinase
(microbial) > 400 U/L, stabilizers, preservatives
Thubc il xét nghiém » St dung twong thich v&i may phan tich sinh hdéa model CS-T240.
" 5 i + Thanh phén chinh: 2- oxoglutarate > 14 mmol/L, ADP > 5.0 mmol/L. ISO 13485 hodc o 180 ml/

18 |dinh luong nang dg Urea | by 1ok 1y/1 (mammalian), Urease (botanical) = 50 KU/L, NADH wonmpdume | el mbin o mL 3240
trong huy¢t thanh . ey s

analog > 0.2 mmol/L, stabilizers, preservative.




< s in « Sir dung tuong thich véi may phén tich sinh hoéa model CS-T240.
Thbe Gbuiboghtin. |, i ok Hop: (R1: 3 10 x 100
i 5 0 ) T ISO 13485 hoa S , i /
dinh _ Hons =.o=m do +(R1): L-alanine >700 mmol/L, lactate dehydrogenase (microbial) > 2300 = 10ac mL/lo; R2: 11lox 75 wq,m sl mL 4875
Alanine Aminotransferase 3 . tuwong duong Hop
(ALT) trong huyét thanh Ui, presereatiie: mL/lo)
: . +(R2): 2-oxoglutarate >85 mmol/L, NADH >1 mmol/L, preservative.
Thube thir xét nghiém + Sur dung tuong thich v&i may phén tich sinh héa model CS-T240.
dinh luong :m:m dé + Thanh v:m: chinh: - Hop: (R1: 3 1o x 100
Aspartate +(R1): TRIS, L-aspartate 320 mmol/L, MDH (microbial) > 800 U/L, lactate _w_wo_gwuwwww% mL/10;R2: 110 x 75 w._q)m ml/ mL 4875
Aminotransferase (AST) |dehydrogenase (microbial) > 1200 Jpreservative. 2 2 mL/1g) op
trong huyét thanh +(R2): 2-oxoglutarate > 65 mmol/L, NADH 1 mmol/L, preservative.
Thudc thir xét nghiém » St dung twong thich véi may phén tich sinh hoa model CS-T240.
dinh luong nong do y- « Thanh phan chinl: A, Hop: (R1: 1 1o x 100
! g nong 4o 5 /
Glutamyltransferase +(R1): Buffer 2100 mmol/L, glycylglycine 2150 mmol/L, preservative. 5%%“%%%% mL/lo; R2: 1 1o x 20 ml/ M*r,o Tl mL 240
(Gamma GT) trong huyét {+(R2): Buffer >25 mmol/L. L-y-glutamyl-3-carboxy-4-nitroanilide (Glupa- = = lo) P
thanh C) >25 mmol/L, stabilizer, preservative.
Thudc thir xét nghiém « Str dung tuong thich véi may phan tich sinh hda model CS-T240.
dinh lwgng nong d6 a- < Thanh phan chinh: 2-Chloro-4-Nitrophenyl -g¢-D-Maltotrioside (CNPG3) ISO 13485 hodc Hop: (10 lo x Sml/ lo) 50 ml/ L 250
amylase trong huyét thanh [>2.25 mM, Sodium Chloride >350 mM, Calcium Acetate >6mM, Potassium tuong dwong P T 8 Hop N <
va huyét twong Thiocyanate >900 mM, Sodium Azide >0.1 %, Buffer
+ Su dung trong thich vai may phan tich sinh héa model CS-T240.
+ Thanh phan chinh
+(R1): Imidazole, pH 6.1 125 mmol/L, Glucose =25 mmol/L, N-Acetyl-L-
Hoa chét xét nghiém sinh |Cysteine 25 mmol/L, Magnesium acetate >12.5 mmol/L, NADP =2 4 ISO 13485 hogc |Hop: (R1; 2 x 44 ml, R2: {110 ml/ 110
hoa EDTA =2 mmol/L, Hexokinase 26,8 U/ml. tuong duong 2x 11t mh Hép i
azole buffer, pH 8.9 > 125 mmol/L, ADP #15.2 mmol/
glukoso-6-phosphate-dehydrogenase > 8.8 U/ml, Creatine phosphate > 250
mmol/l, AMP = 25 mmol/l. Diadenosine pentaphosphate > 103 pmol/l
Dung dich rira c6 tinh - e ;
g - " « Sur dung twong thich voi may phan tich sinh hoa model CS-T240. ;
N : . v : : 13485 j /
Eﬂ: = M:Em Kigte r::w: + Thanh phan chinh: Buffer < 0.2%, Proteolytic Enzyme < 0.25%, Sodium =0 ke Chai 2 Lit Nooo tal mL 6.000
nudce budng u khay phan . tuong duong Chai
P g P Hypochlorite < 0.15%
ng mdy sinh héa
Dung dich rira o tinh
kiem st dung dngdm . gy qung tromg thich voi méy phan tich sinh héa model CS-T240. 1SO 13485 hodc |, .. .. 2000 ml/
rira Ong nghiém, cuvette 5 NI : . i Bt Chai 2 Lit ; mL 20.000
g P ! = Thanh phan chinh: Hydrochloric Acid < 0.02, Surfactant < 0.05% tuong duong Chai
mady sinh hoa may sinh
hoa
Phin 2. Hoa chit dong mau (Yéu ciu cung chp, cai diit va siv dung dugc cho miy xét nghiém dong msiu; Model RAC-050, Hiing sin xuit: Rayto; xuit xir: Trung Quic)
Hoa chat xét nghiém « St dung tuong thich voi mdy phan tich dong may model RAC-050. 1SO 13485 hoac Hop: (5 lo x 2 ml/ Lo) 10 mV/ L 400
dong mau « Thanh phin chinh: Bovine thrombin >100 NIH units/ml, stabilisers. tuong duong AR o Hop "
" £y e « Sir dung twong thich voi mdy phan tich dong may model RAC-050. 3 5
; n 5 ] il R 134.
Mmo :m a__“w XECHghi  Thanh phan chinh: Barbital >28.4 mM, sodium chloride >125.4 Mm, meSM wwn”wmn Hop (6 1o x 25 ml/ Lo) __.M,o alf mL 150
V05 el sodium azide < 0.05 %; £ s oP
Hoa chit xét nghiém . w:‘aczm m:im‘::n: vOi méy ES,: tich aw:m may :_oaw_ W,\yﬁ.aou 1SO 13485 hosc ) 50 ml/
N , = « Thanh phan chinh: Thromboplastin (rabbit brain), calcium ions, sodium Hop (10 1o x 5 ml/ Lo) - mL 400
dong mau ; ) tuong duong Hop
azide 0,01 % ¢
Hoa chit xét nghiém * Sir dung tuong thich v&i may phén tich dong may model RAC-050. ISO 13485 hoic " 30 ml/
A . ‘ iy 2 61
dong mau « Thanh phan chinh: Ellagic acid > 0.1 mM, phospholipids, buffer, stabilisers. trong duong Hip{Glg x5 mli Lg) Hop m 300
Hoa chit xét nghiém « Sir dung twong thich véi may phan tich déng may model RAC-050. ISO 13485 hoic " 100 ml/
dong mau « Thanh phin chinh: Calcium chloride < 0.025 M. tuong duong HOp(104ex 10 ml/Lo) Hop L 200
« Sir dung tuong thich véi mdy phén tich ddng may model RAC-050.
« Thanh phén chinh:
Hoa chét xét nghiém + Lyophilised human plasma. ISO 13485 hodc " 10 ml/
212 P . 5 5 101
d6ng mau + Dung dé kiém tra cac thong s6: Prothrombin Time (PT); Activated Partial; twong dwong Hop(Rilye mbiin) Hop mE 20
Thromboplastin Time (APTT); Fibrinogen; Anti-Thrombin (AT III);
Thrombin Time (TT)




+ Sir dung tuong thich véi may phan tich dong may model RAC-050.
« Thanh phan chinh:
Héa chat xét nghiém + Citrated plasma. ISO 13485 hoac Fo , i
2 dong mau ¢ + St dyng dé hiéu chuan cac thong sb: Prothrombin Time (PT); Activated tuong duong Hp(Slom Lanif o) 5 il Hp L 10
Partial, Thromboplastin Time (APTT); Fibrinogen; Anti-Thrombin (AT 1II);
Protein C; Protein S; Factors
.. |Hoa chit xét nghiém + Sir dung tuong thich voi may phan tich déong may model RAC-050. ISO 13485 hoidc X ; 300 ml/
>° dong mau + Thanh phin chinh: Sodium Hypochlorite <1 % tuong duong Mo (9l S0 a) Hop L. 200
Phin 3: Hoa chit xét nghiém huyét hoc (Yéu ciu cung cip, cai diit va siv dung dwgc cho may xét nghiém huyét hoc Model XP-100; Hing sin xuit: Sysmex Corporation; Xuit xir: Nhit ban)
< . 5 « Sir dung tuong thich voi may phan tich huyét hoc XP-100. _ _
34 j:_wn - zﬁ._wm_:”n_d s |* Thanh phén chinh: Quaternary Ammonium Salt £10%. Sodium Lauryl KIS It Chai 500 ml %0 y mL 5.000
huyet hoc ly giai hong cau |, . twong dwong ml/Chai
Sulfate <1.5%
ks Gty Sangnd: £ Sir dung tuong thich voi may phan tich huyét hoc XP-100.
g5 (Pemhphamsiduwg e |, o, opdn chinh: NaCl< 9.4%, Buffer <'1.6%, Anti-Microbial Agent < PO Lo 15 W mL | 400.000
may huyét :,Cn 3 thanh 1.0% twong duong = ml/ Thing
phan bach cau '
% Dung dich _dw _:m).< m—‘n « Sir dung tuong thich véi may phan tich _Ev\ax hoc XP-100. 1SO 13485 hoac 0 _
36 |dung cho may phan tich A P » ol Lo 50 ml 50ml/ Lo mL 150
z + Thanh phan chinh: Sodium Hypochlorite < 5% tuong duong
huyét hoc
Phin 4: Héa chét, vit tu mién dich (Yéu ciu cung clp, cai djt va sir dung dugc cho méy xét nghiém mién dich MAGLUMI 800)
+ Sir dung tuong thich v6i may xét nghiém mién dich Maglumim 800
« Thanh phén chinh: "
+ Magnetic Microbeads: Anti-TSH monoclonal antibody, BSA, NaN3
(<0.1%).
37 Hoéa chat ao:mﬂn__o mdy |+ Calibrator Low: TSH antigen, bovine serum, NaN3 (<0.1%). ISO 13485 hoac Hép 100 Test 100 Test/ : Test 1,000
xét nghiém mién dich + Calibrator High: TSH antigen, bovine serum, NaN3 (<0.1%). tuong duong | Hop ’
+ Buffer: Tris buffer, HAMA Blocker, containing BSA, NaN3 (<0.1%).
+ ABEI Label: ABEI, anti-TSH monoclonal antibody (mouse), BSA,
NaN3 (<0.1%).
+ Internal Quality Control: TSH antigen, bovine serum NaN3 (<0.1%).
+ Sir dung tuong thich véi may xét nghiém mién dich Maglumim 800
+ Thanh phén chinh:
+ Magnetic Microbeads: purified T3 antigen, BSA, NaN3 (<0.1%).
Hoa chat dung chomdy |+ Calibrator Low: BSA and T3 antigen, NaN3 (<0.1%). ISO 13485 hodc B 100 Test/
38 | & nghiemmiéndich |+ Calibrator Hight BSA and T3 antigen, Nali3 (<0.1%). twrongduong |1 0P 100 Test Hép Test | 1000
+ Buffer: 0.1%ANS, BSA, NaN3 (<0.1%).
+ ABEI Label: Anti-T3 monoclonal antibody, BSA, NaN3 (<0.1%).
+ Internal Quality Control : BSA, T3 antigen, NaN3 (<0.1%).
« Sir dung twong thich véi may xét nghiém mién dich Maglumim 800
« Thanh phan chinh:
+ Magnetic Microbeads: purified T4 antigen, containing BSA, NaN3 (<0.1%).
~o |Hoa chat dung chomdy |+ Calibrator Low: BSA and T4 antigen, NaN3 (<0.1%). ISO 13485 hoac i " 100 Test/
= xét nghiém mién dich + Calibrator High: BSA and T4 antigen, NaN3 (<0.1%). tuong duong i 10 e Hép Test 1000
+ Buffer: BSA, NaN3 (<0.1%).
+ ABEI Label: Anti-T4 monoclonal antibody, BSA, NaN3 (<0.1%).
+ Internal Quality Control: BSA, T4 antigen, NaN3(<0.1%).
« Sir dung tuong thich véi may xét nghiém mién dich Maglumim 800
« Thanh phén chinh:
+ Magnetic Microbeads: Anti- AFP monoclonal antibody, BSA, NaN3
(£0.1%).
40 E.om n_:m a::.w»o:ﬂ may |+ O&ES»Q rwsu.coi—.,m serum, AFP mszmazv NaN3 (<0.1%). ISO 13485 hodc Hop 100 Test S,o Test/ Test 100
xét nghiém mién dich + Calibrator High: bovine serum, AFP antigen, NaN3 (<0.1%). tuong duong Hop
+ Buffer: BSA, NaN3 (<0.1%).
+ ABEI Label: Anti-AFP monoclonal antibody, BSA, NaN3 (<0.1%).
+ Diluent: <0.9% NaCl. .
+ Internal Quality Control: bovine serum, AFP antigen, NaN3 (<0.1%).
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Hoa chat ding cho méy
xét nghiém mién dich

+ Sir dung twong thich v6i méay xét nghiém mién dich Maglumim 800

+ Thanh phén chinh:

+ Magnetic Microbeads: Anti- CEA monoclonal antibody, BSA, NaN3
(£0.1%).

+ Calibrator Low: CEA antigen, bovine serum, NaN3 (<0.1%).

+ Calibrator High: CEA antigen, bovine serum, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%).

+ ABEI Label: Anti-CEA monoclonal antibody, BSA, NaN3 (<0.1%)
Diluent: <0.9%NaCl.

+ Internal Quality Control: CEA antigen, bovine serum, NaN3 (<0.1%).

R%

ISO 13485 hoac
tuong dirong

Hop 100 Test

100 Test/
Hop

Test

100

Hoa chit dung cho may
xét nghiém mién dich

.

Sir dung twong thich véi méay xét nghiém mién dich Maglumim 800
Thanh phan chinh:

Magnetic Microbeads: Anti-PSA monoclonal antibody, BSA,
NaN3(<0.1%).

+ Calibrator Low: bovine serum, Total PSA, NaN3(<0.1%).

+ Calibrator High: bovine serum, Total PSA, NaN3(<0.1%).

+ Buffer: BSA, NaN3(<0.1%).

ABEI Label: Anti-PSA monoclonal antibody, BSA, NaN3(<0.1%).
Diluent: <0.9% NaCl.

Internal Quality Control: bovine serum, total PSA, NaN3(<0.1%).

T

n

T+ +

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hop

Test

100
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Hoa chét dung cho may
xét nghiém mién dich

Str dung tuong thich v&i méay xét nghiém mién dich Maglumim 800
Thanh phén chinh:

Magnetic Microbeads: Anti-CA 125 monoclonal antibody, BSA, NaN3
(<0.1%).

+ Calibrator Low: CA 125 antigen, BSA, NaN3 (<0.1%).

+ Calibrator High: CA 125 antigen, BSA, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%).

ABEI Label: Anti-CA 125 monoclonal antibody, BSA, NaN3 (<0.1%).
+ Diluent: bovine serum, NaN3 (<0.1%).

Internal Quality Control: CA 125 antigen, BSA, NaN3 (<0.1%).

¥

Tij

+

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hép

Test

100
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Hoa chat dung cho may
x¢ét nghiém mién dich

+ Sir dung tuong thich véi may xét nghiém mién dich Maglumim 800

+ Thanh phan chinh:

Magnetic Microbeads: Anti-CA 15-3 monoclonal antibody, BSA, NaN3
(<0.1%).

+ Calibrator Low: CA 15-3 antigen, BSA, NaN3 (<0.1%).

+ Calibrator High: CA 15-3 antigen, BSA, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%). ’

+ ABEI Label: Anti-CA 15-3 monoclonal antibody. BSA, NaN3 (<0.1%).
+ Internal Quality Control: CA 15-3 antigen, BSA, NaN3 (<0.1%)

&

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hop

Test

100

Hoa chit ding cho may
xét nghiém mién dich

+ Sur dung tuong thich véi may xét nghiém mién dich Maglumim 800

+ Thanh phan chinh:

+ Magnetic Microbeads: Anti-CA19-9 monoclonal antibody, BSA, NaN3
(£0.1%).

+ Calibrator Low: CA 19-9 antigen, BSA, NaN3 (<0.1%).

+ Calibrator High: CA 19-9 antigen, BSA, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%). y

+ ABEI Label: Anti-CA 19-9 monoclonal antibody, BSA, NaN3 (<0.1%).
+ Diluent: <0.9%NaClL

+ Internal Quality Control: CA 19-9 antigen, BSA, NaN3 (<0.1%).

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hop

Test

100
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Hoéa chat dung cho may
xét nghiém mién dich

+ Sir dung twong thich véi may xét nghiém mién dich Maglumim 800

+ Thanh phan chinh:

+ Magnetic Microbeads: Anti-HCG monoclonal antibody, BSA, NaN3
(<0.1%).

+ Calibrator Low HCG antigen, bovine serum, NaN3 (<0.1%).

+ Calibrator High: HCG antigen, bovine serum, NaN3 (<0.1%).

Buffer: BSA, NaN3 (<0.1%).

ABEI Labell: Anti-HCG monoclonal antibody, BSA, NaN3 (<0.1%).
Diluent: bovine serum, NaN3 (<0.1%).

+ Internal Quality Control: HCG antigen, bovine serum, NaN3 (<0.1%).

¥ + +

+

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hép

Test
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Hoa chat dung cho may
xét nghiém mién dich

« Sir dung tuong thich voi may xét nghiém mién dich Maglumim 800

« Thanh phan chinl:

+ Magnetic Microbeads: Anti-CYFRA 21-1 monoclonal antibody. BSA,
NaN3 (<0.1%).

+ Calibrator Low: BSA, CYFRA 21-1 antigen, NaN3 (<0.1%).

+ Calibrator High: BSA, CYFRA 21-1 antigen, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%).

+ ABEI Label: Anti-CYFRA 21-1 monoclonal antibody, BSA, NaN3
(<0.1%).

+ Internal Quality Control: BSA, CYFRA 21-1 antigen, NaN3 (<0.1%).

ISO 13485 hoac
tuong duong

Hop 100 Test

100 Test/
Hop

Test

100
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Hoa chét dung cho may
xét nghiém mién dich

« Str dung tuong thich voi may xét nghiém mién dich Maglumim 800

+ Thanh phan chinh:

+ Magnetic Microbeads: Anti- CA 72-4 monoclonal antibody, BSA, NaN3
(<0.1%).

+ Calibrator Low: BSA, CA 72-4 antigen, NaN3 (<0.1%).

+ Calibrator High: BSA, CA 72-4 antigen, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%).

+ ABEI Label: Anti-CA 72-4 monoclonal antibody, containing BSA, NaN3
(<0.1%).

+ Internal Quality Control: BSA, CA 72-4 antigen, NaN3 (<0.1%).

1SO 13485 hoac
twong duong

Hop 100 Test

100 Test/
Hop

Test

100
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Héa chét ding cho may
xét nghiém mién dich

« Sir dung tuong thich v6i may xét nghiém mién dich Maglumim 800

« Thanh phan chinh:

+ Magnetic Microbeads: Anti-SCCA monoclonal antibody, BSA, NaN3
(<0.1%).

+ Calibrator Low: SCCA antigen, BSA, NaN3 (<0.1%).

+ Calibrator High: SCCA antigen, BSA, NaN3 (<0.1%).

+ Buffer: BSA, NaN3 (<0.1%).

ABEI Label: Anti-SCCA monoclonal antibody. BSA, NaN3 (<0.1%).
Internal Quality Control: SCCA antigen, BSA, NaN3 (<0.1%).

e

S

ISO 13485 hoac
trong duong

Hop 100 Test

100 Test/
Hop

Test

100

Hoa chét ding cho may
xét nghiém mién dich

« Sir dung twong thich véi may xét nghiém mién dich Maglumim 800
+ Thanh phan chinh:

+ Catalyst > 1.5% NaOH

+ H202 <0.18%

1SO 13485 hoac
twong duong

Hop (Starter 1: 230
mbLx1
Starter 2: 230 mL+1)

460 ml
Hép

ml

2.760

|

Dung dich rtra dung cho
mdy xét nghiém mién dich

« Sir dung twong thich véi may xét nghiém mién dich Maglumim 800
« Thanh phén chinh: Tris-HCI > 750 assays.

ISO 13485 hoac
trong duong

Hop (714 ml)

ml

4.284

B cong do phan (mg
ding cho may xét nghiém
mién dich

Sir dung tuong thich véi may xét nghiém mién dich Maglumim 800
+ Pat tiéu chudn: ISO 13485

ISO 13485 hoic
tuong duong

Hop (6 x 64 cong )

2.304

Cong: 52 khoan




