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86: 71.24/BVPHYD-KD Thénh phé HE Chi Minh, ngay 27 thing 4. néim 2023
V/v moi chao gié

Kinh gui: Quy nha cung cép

Bénh vién Dai hoc Y Dugc Thanh phd Hd Chi Minh kinh moi cac don vi c6 du
nang lyc va kinh nghiém cung cap hang hod theo yéu cAu du6i day vui long gui hd so
chao gia cho Bénh vién theo ndi dung cu thé nhu sau:

1. Tén dy toan: Cung cip bd sung hod chét xét nghiém va vat tu ndm 2023 (lan 3)
2. Pham vi cung cip: Chi tiét theo phu luc dinh kém.

3. Thoi gian thuc hién hop dong: 6 thang ké tir ngay hop ddng c6 hiéu lyc.

4. Loai hop dong: Hop dong tron goi.

5. Pia diém thuc hién: Bénh vién Pai hoc Y Dugc Thanh phd H6 Chi Minh, 215
Hong Bang, Phuong 11, Quan 5, Thanh phd HO Chi Minh.

6. Hiéu lyc ciia hd so chao gia: Toi thiéu 6 thang.

7. Yéu ciu vé gia chao: gid chao da bao gbm céc loai thué, phi, 1€ phi theo ludt dinh,
chi phi van chuyén, giao hang va céc yéu cau khac cta bén moi thau,

8. Thoi gian nhan hd so chao gia: trudce AL gio, ngay 2./ 5.l 2025

9. Quy dinh vé tiép nhan thong tin va hd so chao gia: Quy don vi thyc hién gui hd
so chao gia online tai website cua Bénh vién va giri ban gidy co ky tén, dong dau vé dia
chi sau day: Khoa Dugc- Kho Hoa chét xét nghiém, Tang B1, Khu A, Bénh vién Dai hoc
Y Dugc Thanh phé H6 Chi Minh — Co s& 1, s6 215 Hong Bang, Phuong 11, Quén 5,
Thanh phé H6 Chi Minh.

Ngudoi lién hé: Nguyén Hong Nga S6 dién thoai: 028 3952 5876

10. Yéu cau khac:

Hd so chao gia ciia nha thau bao gOm céc tai liéu sau:

+ Thu chao gia, bang bao gié ciia nha thau (c6 ky tén, dong dau);

+ Hd so phap 1y, hd so ning luc cia nha thau;

~ tHop dbng tring thau con hiéu lyc dbi v6i cac mat hang da trung thau tai cac co s

y t€ (n€u co);

+ Tai liéu k¥ thuat cua hang héa (gidy ching nhan dang ky luu hanh, gidy chimng
nhan luu hanh tu do (néu co), catalogue san pham va céc tai liéu k¥ thuat lién quan khac). 4\/

Tran trong./.

Noi nhin: KT. GIAM DOC

- Nhu trén; })OC
- Pon vi Quan Iy Déu thiu (dé dang tin); PHO GIAM
- Luu: VT.KD (B03-059-nhnga) (3).
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PHU LUC. PHAM VI CUNG CAP VA YEU CAU KY THUAT

(Pinh kém Cong vin s6 ... ..../BVDHYD-KD ngay .... thang ... ndm 2023
Tén danh muc moi _— - & Pon vi £
TT chao gié Pic tinh ky thuit tinh S0 lwong
Hoéa chét ndi kiém (Control) cho xét nghiém dién di mién
dich.
Héa chét néi kiém Thanh phan gbm IgG, IgA, IgM, Kappa and Lambda.
1 . g ¢ o i " mL 2
dién di mién dich - Dang bét,
- Bao quan: 2-8°C
- DPéng goi: <3 mL/ lo
AFP-L3 la xét nghiém mién dich huynh quang xac dinh ty
s6 gitra AFP-L3% va AFP trong huyét thanh nguoi vé mit
dinh lwong, hd tro chan doan khdi u gan 4c tinh.
- Thanh phéan: Téi thidu gdm cac thanh phén:
Hoéa cht xét nghiém Kit thir AFP-L3:
2 chin doan khéi u gan | Khang thé khang AFP ¢ nguoi, Khang thé khang AFP & Test 100
ac tinh (AFP-L3) ngudi duge danh dAu bing thudc nhuém huynh quang, Dung
dich thuéc nhudom huynh quang
Khoang do dugc: AFP-L3: < 0,3 ng/mL dén > 2000 ng/mL.
- Bao quan: 2-10°C
- Dong gbi: <200 test/ Hop
Héa chét xét nghiém | Hoa chét xét nghiém khang thé khang bach cau da nhan
IIFT mién dich trung tinh ANCA (pANCA/cANCA) bang k§ thuat huynh
huynh quang gién quang gidn t}ep L ‘ )
3 tiép khéng thé khang | - Thanh phan: Toi thieu gom céac thanh phan: khang the Test 150
bach cdu da nhan ngudi gin nhan huynh quang, chirng duong, ching am
trung tinh ANCA - Béo quan: 2-8 d6 C
(cANCA/pANCA) | _ pong goi: < 100 test/ Hop
Dung dich bdo dudng may, thiét ké dé van chuyén moi
Dung dich bao truong hoat dong may xét nghiém HLA
4 i ) ; A Lit 40
dudng may - Bao quéan: Nhiét do phong
- Dong goi: <30 lit/ Thung
TR Hoa chét tai khoi dong qua trinh déng méu
5 d(;): ¢ jé t?;nh g:‘)n - Thanh phan: Téi thiéu gdm cac thanh phan: chira CaCl2, Test 200
rr{éug 4 & | sodium azide - NaN3
- Béo quan: 2-8 6 C
2 Hoa chit kich hoat dong mau con dudng ndi sinh
Hoa chét kich hoat oace ] ¢ Aoa ,’\g L?; 8 A g nc:y A
- : - Thanh phén: Toi thiéu gom céc thanh phan:
6 d6éng méau con dudng . . . Test 700
6i sinh Thromboplastin phospholipid, ellagic acid
’ - Béo quén: 2-8 46 C
Héa chit trc ché hé tiéu soi huyét
Hoba chét ic ché hé | - Thanh phan: Téi thidu gdm cac thanh phén: tranexamic
7 ix £ : Test 200
tiéu sgi huyét acid, CaClI2
- Bao quan: 2-8§ d6 C
) : Hoa chit kich hoat ddng mau con dudng ngoai sinh
Hoa chat kich hoat
& F | - Thanh phén: Téi thiéu gém céac thanh phan yeu tb tai to
8 doéng méau con dudng Test 600
. hop mé Tissue factor va phospholipid, chét trc ché heparin
ngoai sinh
- Béo quan: 2-8 do C
Hoa cht uc ché tiéu cau
9 Hod chat rc ché tidu | -Thanh phan: Téi thiéu gdm cic thanh phén: chia Test 400
cau cytochalasin D / DMSO va CaCI2
- B4o quan: 2-8 d9 C ‘

]
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Tr | Temdanh 'y mpi Dic tinh ky thuat Ponv | 6 ugng
Hoéa chét trc ché heparin- Thanh phén: Téi thiéu gom cac
10 Hoa chit tic ché thanh phan + Lo dong kho: chira heparinase 1 chiét xuét tir Test 300
heparin vi khuén flavobacteria. + Lo pha lodng: c6 chita dung mdi
calcium va sodium azide NaN3.- Bao quan: 2-8 6 C
Xét nghiém Panel 1 Viet
Xét ng}_lﬂiém _Pane_l 1 Xét nghiém mién dich enzyme trén mang mién dich
V}et - dich fimh nitrocellulose dé phat hién dinh luong céc khang thé IgE dac
1 :ﬁg:is;étuntiat; TS ?éf;a:leé)n chit gy di ing trong huyét thanh va huyét tuong Test 800
hyyet tqungAvéLZO - Thanh phéan: Téi thiéu gdm cac thanh phin: Membrane;
dinguyén cdy san | (o, i 95X; Antibody
trén mang. 2
- Béo quan: 2-8°C
Héa chit xét nghiém cong thirc mau
) - Bao phu dong chay cia mau, dam bao chi 1 té bao tai 1
Hoéa chat bao phi thoi diém c6 thé di qua diém phat hién. Ngin ngira tiép xtic
12 dong chay cﬂg mau gifta dong chay ctia mau va thanh flowcell, ngén ngira bi tac Lit 60
trong xét nghiém va lam xin mau flowcell. Cung cip moi trudng trong subt vé
cong thirc mau mit quang hoc ma dong chay cua mau c6 thé dugc tap trung
rd rang.
- Diéu kién bao quan: 15°C - 30°C dén han sir dung.
Héa chét dung cho xét nghiém Calci; dai do: tir < 1 dén>5
mmol/L; phuong phap: Arsenazo 3, buéc séng 660/700 nM .
- Thanh phan: Téi thiéu gdm céc thanh phan: Imidazole,
Hoéa chat dinh lwon Arsenazo III, Triton X-100
B Calcium arsenazo ® - Bao quan: 2-8°C. mL 2.320
- bong goi: <200 mL/ hop
-LOD <0,033+0,003 mmol/L
- Héa chét dam ddc. 1mL sir dung cho >58 test
Héa chét dinh luong cortisol
Dai phan tich: tir 0,4 dén 60pug/dL;
Thanh Phén: Tdi thiéu gdm cac thanh phén:
Hoéa chét dinh luong | + Chét cong hop cortisol-phosphatase kiém va céc hat thuan
14 Co,rtlsol danh %lé tur pht khang‘the khang IgG tho,. Tt (000
chirc ndng tuyén + Khéng huyét thanh khang cortisol
thuong thén Béo quan: 2-10°C
Déng goi: <200 test/ hop
LoQ: 0,4 pg/dL
Do nhay: trén 95%
Héa chét dinh luong Free T4
Dai phan tich: tir < 0,25 dén > 6,0 ng/dL;
Thanh Phén: Téi thiéu gom céc thanh phan: + Céc hat thuan
, P tir phit streptavidin, + Chét céng h hosphatase kiém —
15 Il;lr(;ae ?F:lt dinh luong Trlfodothyrgnm + Khéng thé (d(%n (fcf)nf) khzng Thyroxin — Test 55.700
T4 gén biotin,
Bao quan ¢ 2-10°C
Doéng gobi: <200 test/ hop
LoQ: 0,25 ng/dL
Hoéa chat dinh luong TSH Dai phén tich: tir 0,005 dén 50,0
) pIU/mL; Thanh Phan: Téi thiéu gdm c4c thanh phén: + Céc
16 Hoa chét dinh luong | hat thuén tir phu khang thé (don dong) khang TSH ngudi, + Test 55 800
TSH (3rd IS) Khang thé don dong) khang TSH cong hop véi phosphatase

kiémBao quan & 2-10°C Péng géi: < 500 test/ hopLoD: <
0,005 pIU/mLLoQ: <0.01 pIU/mL (10% between run CV)
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Hoa chit dinh lugng
Microalbumin

Héa chét dinh luong Microalbumin

Hoa chét dung dé dinh lugng nong d6 Albumin trong nuéc
tiéu/dich no tiy; dai do: nudc tiéu: tir <7 dén > 450 mg/L,
CSF: tir < 10 dén > 450 mg/L; phuong phép turbidimetric
(do d6 duc);

-Thanh phin: Téi thiéu gdm cac thanh phén: Dém
Phosphate; Khang thé albumin, Sodium Azide

-Bao quan: 2-8°C.

bong goi: <600 mL/ hop

- LOD <0,77+0,07 mg/L (nude tidu) ; LOQ < 7,7+0,7 mg/L
(nudc tiéu)

- Héa chit ddm dic. 1mL st dung cho >5 test

mL

4.144
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Héa chit dinh luong
CRP

Héa chit ding cho xét nghiém CRP ; dai do: <5 dén > 300
mg/L ; phuong phép: Immunoturbldlmetrlc (do d6 duc mién
dich).

- Thanh phin: Téi thiéu gom cac thanh phan: NaCl,
Polyethylen glycol, Khang thé (dé) khang CRP, Chét bao
quan.

- Bao quan: 2-8°C.

- bong goi: <400 mL/ hop

-LOD <1,727+0,157 mg/L.

- Hoa chit dam dic. 1mL st dung cho >15 test

mL

2.000
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Hoa chét dinh luong
ALP (Phosphatase
kiém)

Hoa chit ding cho xét nghiém ALP; dai do: <5 dén > 1500
U/L; do quang véi budc séng 410/480 nM.

- Thanh phan: Téi thiu gdm cac thanh phan: 2-Amino-2-
Methyl-1-Propanol ~ (AMP);  p-Nitrophenyl  phosphat;
HEDTA; Zinc Sulphate; Magnesium Acetate

- Bao quan: 2-8°C.

- Déng gbi: <400 mL/ hop

-LOD <2,240,2 U/L

- Hoa chét d4m dic. 1mL sir dung cho >15 test

mL

480
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Hoa chit dinh luong
LDH

Hoéa chit ding cho xét nghiém LDH; dai do: < 25 dén >
1200 U/L; budc song 340 nM.

- Thanh phén: Téi thiéu gdm céac thanh phan: D(-)N-
Methylglucamin buffer; Lactate; NAD +

- Bao quan: 2-8°C.

- bong goi: <400 mL/ hop

-LOD <4,4+0,4 U/L

- Hoéa chét dam dic. 1mL sir dung cho >13 test

mL

360
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Hoa chit dinh luong
Pam niéu 24h
/Protein

dich ndo tiy

Hoa chét dung cho xét nghi¢m Urinary/CSF Protein ; dai do:
< 0,01 dn > 2,0 g/L ; phuong phdp: Pyrogallol Red
Molybdate.

- Thanh phén: Téi thiéu gdm cac thanh phén: Pyrogallol
Red; Natri Molybdate Axit succinic, Natri Benzoat; Natri
Oxalate; Chat hiéu chuén

- Bao quan: 2-8°C.

- Bong goi: <200 mL/ hop

-LOD <£0,0077+0,0007 g/L

- Hoa chét ddm dic. ImL sir dung cho >8 test

mL

1.264
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Hoa chét dinh luong
CK (NAC)

Héa chat ding cho xét nghiém CK; dai do: < 10 dén > 2000
U/L; buéc séng 340/660 nM. - Thanh phén: Téi thiéu gbm
céc thanh phan: Immidazole; NADP- Bao quan: 2-8°C. -
Péng goi: < 500 mL/ hép- LOD < 3,3+0,3 U/L- Hoa chat
dam d#c. 1mL sir dung cho >9 test

mL

320




T | Tén d:‘l:‘;:) ';‘i‘gc mad Diic tinh ky thuat Dt‘;':hv'-' $6 lugng
Hoa chét ding cho xét nghiém Magnesium; dai do: < 0,2
dén > 3,3 mmol/L; phuong phap: Xylidyl Blue, buéc séng
520/800 nm.
- Thanh phdn: Téi thiéu gdm céc thanh phén:
5 Hoa cht dinh luong Sllycoletherdlamme-N,N,N , N’ tetraacetic acid;, Xylidyl " .
Mg ++ ue
- Bao quan: 2-8°C.
- DBéng g6i: <200 mL/ hop
-LOD <0,022+0,002 mmol/L
- Héa chit dam dic. 1mL sir dung cho >6 test
Héa ch,ét ding cho xét nghiém HDL-Cholesterol; dai do: <
0,05 dén > 4,65 rpmoUL; phuong phap: Enzymatic colour
(xét nghiém mau sdc enzym)
- Thanh phan: Téi thiéu gom cac thanh phan Khéng thé
. khéang B-lipoprotein & ngudi ndng do6 thay dbi; Cholesterol
24 Hoa chat dinh lugng | esterase (CHE); Cholesterol oxidase (CHO); Peroxidase mL 21.615
HDL-Cholesterol (POD); 4-Aminoantipyrine;
- Bao quan: 2-8°C.
- Péng goi: <600 mL/ hop
-LOD <0,0022+0,0002 mmol/L.
- Héa chit dam dic. ImL st dung cho >6 test
Héa chit ding cho xét nghiém Protein toan phan; dai do: <
30 dén > 120 g/L; phuong phap: Photometric colour (xét
nghiém mau sic do sang).
. - Thanh phin: Téi thidu gdm cac thanh phan: Sodium
25 Hoa ‘{hﬁt dinh luong hydroxide; Potassium sodium; Potassium iodide mlL 384
Protein toan phan - Béo quan: 2-25°C.
- Péng g6i: <600 mL/ hop
-LOD <£0,847+0,077 g/L
- Héa chit ddm dic. 1mL str dung cho >19 test
Héa chét rira dudng éng va kim hit cho may phan tich mién
Hoa chét rira duong | dich héaphat quang ‘
2 dng va kim hut cho - Thanh phan: Tf)i thiéu g(‘)m cac thanh phan: Potassium Lit 30
may phén tich mién | phosphate, potassium chloride, surfactant
dich héa phat quang | - Bdo quéan: 15-30d6C
- Bong goi: < 6L/ hop
Hoéa chit dung cho xét nghiém Ferritin; dai do: < 8 dén >
450 ug/L; phuong phap: Immunoturbidimetric (do do duc
mién dich) dya trén phan Gng dinh két Latex .
- Thanh phan Téi thidu gdm cac thanh phédn: Glycine
Héa chét dinh luong buffer; Tiéu phan Latex phu khang thé thé khang ferritin
27| Ferritin ngudi twl. 720
- Bao quan: 2-8°C.
- Béng goi: <500 mL/ hép
-LOD <6,017+0,547 pg/L
- Hoa chét dam ddc. 1mL sir dung cho >6 test
Dung dé pha lodng hdng cau tuong thich v6i may phan tich
Dung dich pha loang nhém mau gelcard > 8 giéng.- Thanh phan: Téi thiéu gom
28 héng Au cac thanh phan: Dung dich dém c6 do ion thp, thanh phan mL 18.600
chinh 1a Glycine va glucose - Bao quan : 2-8 do C- Déng
g6i: <300 mL/ hop
A Hoéa chét xét nghiém dung dé ban dinh lugng céc khang thé
29 et chil dirits lugmg IgM khéng BZg glycoprc%cem 1 (B2GP1). go dac hlgu > Test 250

B2GP1 IgM

95,2% . LOD < 1,1 CU. Dai tuyén tinh tir 1,1 - 841 CU.
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TT ol i Pic tinh ky thuit il
- Thanh phan: Téi thleu gbm céc thanh phan: Cartridge tich
hop céc lo thudc thir gdm hat tir phu B2GP1, téac nhan phat
hién, B2GP1 IgM Calibrator 1; 82GP1 IgM Calibrator 2
-Baoquan:2-8d6 C
- bong goi: < 100 test/ hop
Hoéa chét dung dé xét nghiém thoi gian Thrombin Time (TT)
£ - Thanh phén: ti thiéu chira thrombin (bd) (=15 UNIH/lo),
30 Héa cha.t d;qh luong albumin E(‘) va dém. G 4 mL 306
Thrombin Time .
- Bao quan: 2 - 8 do C.
- Bong goi: <20 mL/ hop
Hoa chét ding dé xét nghiém thoi gian PT, ISI < 1,05
, £ 1 2 - Thanh phén t01 thiéu chia: yéu té mo nguodi tai td hop,
31 f}llg? ;:f ngl‘n(gH%epjiso phospholﬁ)ld téng hop, chét onydmh chét bfo quéan va d;ﬁ mL 240
X8mLASX8mL) | b quin:2-8 46 C.
- Bong goi: <100 mL/ hop
Hoa chét ding dé xét nghiém thoi gian PT, ISI< 1,05
Héa chit ding @& do | - Thanh phan t01 thiéu chira: yéu t6 mo nguoi téi td hop,
32 thoi gian PT (Hop/5 | phospholipid téng hop, chét 6n dinh, chét bao quan va dém. mL 3.000
x20 mL+5 x 20 mL) | - Bao quan: 2 - 8 d6 C.
- Péng gbi: <300 mL/ hop
Hoa chat dung dé xét nghiém thoi gian APTT dong goi kém
theo Calcium Chloride.
Héa chét ding dé do | - Thanh phan: téi thiéu gom APTT reagent chira silica keo
33 thQi gian APTT déng | phan tan véi phospholipid tong hop, dém va chét bao quan. mL 170
g6i kém theo Calcium Chl'orlde chita dung dich canxi clorua (0,025
Calcium Chloride mol/L) va chét bao quan.
- Bao quan: 2 - 8 d6 C.
- Péng gbi: < 150 mL/ hop
Hoa chét ding dé xét nghiém dinh lugng Fibrinogen-Clauss.
Hoa,chét dinh yong | - Thanh phén: téi thleu gdm: thrombin bd, albumin bo, canxi
34 . . . clorid, dém va chat 6 én dinh. mL 1.100
Fibrinogen
- Bao quan: 2 - 8 d6 C.
-béng goi: < 100 mL/ hop
Hoa chit ding dé xéc dinh xét nghiém Protein C theo
phuong phép so mau. Dai tuyen tinh 10 - 150 (% hoat tinh).
35 Hoa chét dinh luong | - Thanh phan. tbi thleu. gdbm Protein C activator , o 36
Protein C Chromogenic substrate va Diluent .
- Bao quan: 2 - 8 do C.
-Doéng g6i: <60 mL/ hdp
Hoéa chét ding cho xét nghiém HbAlc; dai do: tir <20 dén
=140 mmol/mol (IFCC); phuong phép do dd duc irc ché
mién dich;
-Thanh phén: Téi thiéu gdm cac thanh hin: Khang thé
A5 HbAlc ning cao khang I-I%Alc & ngudi; Thube thir Hemoglobm toan ghan Test 4.500
Chét hiéu chuan HbA l¢ (Céc mirc khac nhau)
- Bao quan: 2-8°C.
- Dong goi: <2000 test/ hop
; B6 hoa chit chay xét nghiém HbAlc trén may sic ky long
Hoa chit dinh lugng | hiéu nang cao-Thanh phén: Téi thiéu gdm c4c thanh phan:
37 HbAlc nguyén tac Dung dich Methanol, dung dich Ammonia, Dung dich Test 6.500
sdc ky ai luc Diluent, Ethanol, TRITON X100, Sodium azide. C6t phén

tich- Bao quéan: c6t 6 2 — 8 d6 C, dung dich 2 —28 d6 C -
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DPéng goi: <2000 test/ hop- Bo cot va hoa chat hoan chinh <
500 test xét nghiém HbA1C

38

Hoa chét xét nghiém
do tai lugng HBV
trén hé PCR tu dong

Gdm t6i thiéu cac thanh phan:

- Khay khuéch dai c6 cac giéng chira thudc thi
oligonucleotide tong hop, DNA Polymerase, Uracil-DNA
Glycosylase chét phu trg, va dNTPs trong dung dich dém
v6i mot chat nhudm reference dye. Va céc giéng mau ching
ndi b (IC)

-LOD: £9,62 IU/ml

- Khoang tuyén tinh tir < 7 ITU/ml dén > 2 ty IU/ml

- Do léch chuén téng: <0,25SD

- B6 dic hidu tong: 100%

- Do phan tng chéo, gay nhiéu khi c6 vi sinh vét khac:
khong c6

- Ti 18 nhi®m chéo gitta mau duong tinh va &m tinh khi phén
tich: 0%

Diéu kién bao quan:

- Chua mé ndp: 2 dén 8°C

Doéng goi: <250 test/Hop

Test

1.152
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Hoa chét xét nghiém
genotype HPV trén
hé PCR tu dong

Tbi th1eu gom cac thanh phan Céc khay khuéch dai chua
cac giéng thude thir khuéch dai chira oligonucleotide tong
hop, DNA Polymerase, Uracil-DNA Glycosylase,va dNTPs
trong dung dich dém

- LOD: <40 té bao/xét nghiém

- B6 nhay: 100%

- B dac hiéu: > 93,2%

- D6 phan ung chéo, gy nhiéu khi c6 vi sinh vat khéc:
khong co

- Ti 1& nhiém chéo giita mau duong tinh va 4m tinh khi phén
tich: 0%

Diéu kién bao quan:

- Chwa m& nép: 2 dén 8°C

DPong goi: <500 test/ Hop

Test

7.296
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B§ hoa chit chuan bj
mau xét nghiém
PCR (HPV, CT, NG,
TV, MG) trén hé
PCR tu dong

Bo thudc thir chiét tich mau ding trén may RT-PCR tu dong
nhim tich c4c axit nucleic tir mau sinh hoc dé phan tich
trong cac xét nghiém RT-PCR.

Thanh phin: Téi thiéu gém:

Cac vi hat tr tinh va dém tach rira dang 16ng, c6 thanh phén
nuéc mic phan tr khong nuclease, protease, tween 20,
gluanidine hydrochloride

Diéu kién bao quan:

- Chua m& ndp: 15 dén 30°C

Dboéng gbi: <250 mL/ Hop

mL

400
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B6 héa chét chuén bi
mau xét nghiém
PCR (HBV, HCV)
trén hé PCR tu dong

B thudc thir chiét tich mau dung trén may RT- PCR tu dong
nhdm tach céc axit nucleic tir mAu sinh hoc dé phén tich
trong cac xét nghlem RT-PCR.

Thanh phin: Téi thiéu gom Céc vi hat tir tinh va dém tach
rira dang 16ng, c6 thanh phan dém Kali Photphat, tween 20,
vi hat tir

Piéu kién bao quan:

- Chwa md nép: 2 dn 8 do C

DPoéng goi: <250 mL/ Hop

mL

368
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Dung dich ding trong budc chiét tach mau ding trén may
Dung dich ly giai RT-PCR ty dong nhim tach céc axit nucleic tir mau sinh hoc
4 mau xét nghiém dé phan tich trong cac xét nghiém RT-PCR.Thanh phan Tbi - 9750
PCR trén hé PCR tu | thiéu gdm:- Nuéc + Dém Tris+GITC+Tween 20 Piéu kién '
dong bao quan:- Chua m& nép: 15 dén 30°C- Trén hé théng: Nhiét
d6 hé théngbong goi: < 2L/ Hop
Dung dich pha loédng miu ding trong budc chiét taich mau
dung trén may RT- PCR tu dong nhim tach c4c axit nucleic
Dung dich pha loang tr mau 51r‘1h ho<': dé pqhan‘tlch trong cac xét nghiém RT-PCR.
mAu xét nghidm Thanh phan: Toi thieu gom:
43 | pCRtrén he PCR tw | Nuoc + Proclin 950 mL 7.800
dong Pidu kién bao quan:
- Chua mé nép: 15 dén 30°C
boéng géi: < 6L/ Hop
Dugg dich Qg Dung dich sir dung tré ¢ PCR ty dong tr
chindn bi mdn et ung dich st dung trén may xét nghi¢m u dong trong
44 nghiém PCR trén hé budce chudn bi miu mlL 975
PCR'tu déng * | Thanh phin: DAu khoéng. Péng g6i: <2000 mL/ Hop
DAu con 1000uL Dau con 1000pL chuyén diing cho may xét nghiém PCR tur
kém khay sir dung dong
45 trong xét nghiém Thanh phan: Tip 19.200
PCR trén h¢ PCR tw | - Nhua Polypropylene - PP, gdm 96 tips l&p trén khay nhua,
dong chuyén dung trén hé théng PCR ty dong
Thé thong minh xét nghiém mau lang.
46 Thé.théng minh xét | - Cong dung: cung cép s6 luong xét nghiém trén may xét Test 12.000
nghiém mau lang nghiém mau lang tu dong. '
- Thanh phén: thé théng minh
Xét nghiém Direct Bilirubin dé dinh luong bilirubin truc tiép
trong huyét thanh hay huyét twong; sir dung cho may xét
nghiém sinh hoéa tu dong.
) o . - Ngudng do (LOQ): 0,1 mg/dL (1,7 pmol/L)
47 | Hoachatdinhluong | _Nio 5o phat hign (LOD): < 0,1 mg/dL (1,7 pmol/L) Test 4320
Bilirubin truc tiép . A LA T A A A
- Thanh phan: Téi thiéu gom cac thanh phan: Sulfamic acid;
2, 4-dichloroaniline, Sodium nitrite, HCI
- Didu kién bao quan: 2 dén 8°C
- Déng goi: <1600 test/ hop
Xét nghiém Bilirubin toan phén d dinh lugng bilirubin toan
phén trong huyét thanh hay huyét tuong; stt dung cho may
. xét nghiém sinh hoa tu dong.
Hoéa chat dinh lugng | _ Ngugng do (LOQ): < 0,3 mg/dL (< 5,1 pmol/L)
48 | Bilirubintoan phan |\ 500 shat hign (LOD): < 0,1 mg/dL (1,7 pmol/L) Tes %200
trén may tu dong
- Thanh phdn: Téi thiéu gdém cac thanh phan: HCI; 2,4-
dichloroaniline, Sodium nitrite, Chét bé mat
- biéu kién bao quan: 2 dén 8°C. Pong géi: <3000 test/ hop
Ho4 chit chun xét nghiém mién dich vi hat hoa phat quang
dé dinh luong hormon kich thich tuyén giap o ngudi
(thyroid stimulating hormone - TSH) trong huyet thanh va
Dung dich kidm huyet twong; st dung trén mdy xét nghiém mién dich tu
49 | chuin TSH dong. mL 12
Calibrator - Thanh phan Téi thiéu gébm cac thanh phan: TSH (tai td

hop) dugc didu ché trong dung dich dém
- Didu kién bao quan: 2 dén 8°C
Péng goi: <20 mL/ hdp

~J
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50

Héa chét dinh luong
25-OH Vitamin D

Hoa chit xét nghiém mién dich vi hat hoa phat quang dé
dinh lugng 25-hydroxyvitamin D (25-OH vitamin D)-
Ngudng do (LOQ): < 3,5 ng/mL (8,8 nmol/L)- Ngudng phat
hién (LOD) < 3,5 ng/mL (8,8 nmol/L)- Thanh phén: Tbi
thidu gdm céc thanh phén: Anti-vitamin D IgG (don dong)
phu trén vi hat trong dung dich dém; Vitamin D dénh déu
acridinium trong dung dich dém- Piéu kién bao quan: 2-
8°C- Péng goi: <200 test/ hop

Test

600

51

Héa chét dinh luong
EBV VCA IgG

Xét nghiém mién dich vi hat hod phat quang dé phat hién
khang thé IgG khang nguyén vé (Viral Cap51d Antigen-
VCA) cua Epstein-Barr Virus (EBV) trong huyet thanh va
huyét tuong; st dung cho miy xét nghiém mien dich tu
dong.

- Thanh phén: Téi thiéu gdm cac thanh phan Khéng nguyén
EBV VCA phu trén vi hat trong dém; Chét két hop anti-
human IgG (tir chudt) c6 danh d4u acridinium trong dung
dich dém

- Diéu kién bao quan: 2 dén 8°C

- Bong goi: <200 test/ hop

Test

200

52

Dung dich kiém
chuén CYFRA 21-1
Calibrator

Ho4 chét chuin xét nghiém mién dich vi hat hoa phat quang
dé dinh lugng cdc manh cytokeratin 19 trong huyet thanh va
huyét tuong; st dung cho mdy xét nghiém mién dich tu
dong.

- Diéu kién bao quan: 2 dén 8°C

- béng gobi: <30 mL/ hop

mL

18

53

Dung dich kiém
chuén CMV IgG
Control

Hoé chét hiéu ching xét nghiém mién dich vi hat hoa phat
quang d dinh tinh va ban dinh lugng cdc khang thé IgG
khang Cytomegalovirus trong huyét thanh va huyét tuong;

- bidu kién bao quan: 2 dén 8°C

- Péng goi: <30 mL/ hdp

mL

18

54

Dung dich kiém
chuan CMV IgM
Calibrator

Hoa chét chudn xét nghiém mién dich vi hat hod phat quang
phét hién dinh tinh khang thé IgM khang Cytomegalovirus
trong huyét thanh va huyét tuong;

- Piéu kién bao quan: 2 dén 8°C
- Péng goi: < 10 mL/ hdp

mL

55

Hoa chét dinh luong
Intact PTH

Xét nghiém mién dich in vitro vi hat hoa phat quang dé dinh
lwong hormon tuyén can giap khong bién dbi (intact PTH)
trong huyét thanh va huyét tuong;

- Ngudng do (LOQ): <1 pg/mL

- Ngudng phat hién (LOD) <0,5 pg/mL

- Thanh phén: Téi thiéu gbm céc thanh phan Anti-PTH phu
trén vi hat trong dung dich dém; Chét két hop Anti-PTH
danh d4u acridinium

- Diéu kién bao quén: 2 dén 8°C

- Bong goi: <500 test/ hop

Test

600

56

Dung dich kiém
chuin Anti-TPO
Control

Ho4 chét hiéu chimg xét nghiém mién dich vi hat hoa phat
quang dé dinh luong khang the IgG ciia khang thé tu than
v6i men peroxidase cla tuyén giap (anti-TPO) trong huyét
thanh va huyét tuong;

- Péng goi: <20 mL/ hop

mL

16

57

Dung dich kiém
chuan Anti-HCV
Control

Hoé chét hiéu ching xét nghiém mién dich vi hat hoa phat
quang dé phat hién dinh tinh khang thé khéng virus viém
gan C (anti-HCV) trong huyét thanh va huyét tuong;

- Diéu kién bao quan: 2 dén 8°C

mL

16
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- Pong g6i: <30 mL/ hop
Th}x(")c thirt WBC danh cho may phan tich huyét hoc.- Thanh
Héa chét dinh lugng phan: T("?i thieu gém céc thanh phan: Potassiun? Bicarbonate,
58 bach cu : ; Ammonium Chlorld‘e, Ifc‘)mlaldehyde, Sodium Acetate, mL 54.600
’ Saponin, Nuclear Stain- Diéu kién bao quan: 15-30°C- Déng
g6i: < 6L/ hop
Thubc thir RETIC danh cho ma’.y phén tich huyét hoc.
&, 5 - Thanh phin: Téi thiéu gdm cac thanh phan: Imidazole,
59 H;c’)a Ch? ¢ du}b lwong Sodium cﬁlorlde Nuclear s%aln Chét bé maf mL 3.552
hong cau luéi
- Piéu kién bao quan: 2-8°C
Pong goi: <3L/hdp
Thubc thir HGB pha huy mang héng clu va Bach cdu danh
cho may phén tich huyét hoc.
Héa chét dinh lu Ti thidu g¢dm cac thanh phin: Imidazole, Sodium
50 hemoglibiﬁ B Hydroxide : P il 105.300
- Piéu kién bao quan: 15-30°C
Poéng gbi: < 6L/ hop
Xét nghiém Glucose dinh luong ndng d6 glucose trong
huyét thanh, huyét tuong , nuéc tiéu hay dich ndo tuy (CSF);
str dung cho may xét nghiém sinh héa tu dong.
- Ngudng do (LOQ): Serum/Plasma: < 2,25 mg/dL
e Urine/CSF: < 0,86 mg/dL
61 gﬁfcffs‘:t dinh luong | _ Nougng phét hién (LOD): Serum/Plasma: < 0,55 mg/dL Test 8.000
Urine/CSF: < 0,40 mg/dL
- Thanh phan: Téi thiéu gdm cac thanh phén: ATP -2Na,
NAD, G-6-PDH, Hexokinase
- Didu kién bao quan: 2 dén 8°C
-DPéng g6i: <5000 test/ hop
Xét nghiém Calcium aé dinh luong canxi trong huyét thanh,
huyét tuong hay nudc tiéu; sir dung cho méy xét nghiém
sinh héa tu dong.
] P - Ngudng do (LOQ): < 1,0 mg/dL
62 | Hoachatdinh luong | . Ngusng pht hign (LOD): <0,3 mg/dL Test 12.000
- Thanh phan: T6i thiéu gom céc thanh phan: arsenazo-III
dye, sodium acetate
- Didu kién bao quan: 15 dén 30°C
- Déng géi: <5000 test/ hop
Xét nghiém Urea Nitrogen dé dinh Iu(mg urea nitrogen trong
huyét thanh, huyét twong hay nuéc tiéu; str dung cho may
xét nghiém sinh héa ty dong.
- Ngudng do (LOQ): Serum/Plasma: <3 mg/dL
e Urine: <40,0 mg/dL
63 g;)eaachat dinh hrgng | _ Ngudng phat hién (LOD): Serum/Plasma: <2 mg/dL Test 8.000
Urine: <20 mg/dL
- Thanh phan: Téi thiéu gdm c4c thanh phan: NADH, o-
Ketoglutaric Acid, Urease, GLD, Adenosine Diphosphate
- Diéu kién bao quan: 2 dén 8°C
- Déng goéi: <5000 test/ hop
. Xét nghiém Aspartate Aminotransferase (AST) dé dinh
Hoa chét dinh lugng | luong aspartate aminotransferase trong huyét thanh hozc
64 Aspartate huyét twong; sir dung cho méy xét nghiém sinh héa tw dong.- Test 7.200
Aminotransferase Ngudng do (LOQ): <3 U/L- Nguomg phét hién (LOD): <3

U/L- Thanh phin: Téi thiéu gdm céc thanh phan: B-NADH,
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Malate Dehydrogenase, Lactate Dehydrogenase, L-
Aspartatea-Ketoglutarate L-Aspartate - Diéu kién bao quan:
2 dén 8°C- Poéng géi: <5000 test/ hop

65

Dung dich kiém
chuan Ammonia
Control

Ho4 chit hiéu chimg xét nghiém Ammonia Ultra dé dinh
luong enzym clia ammonia trong huyét twong; st dung cho
mdy xét nghiém sinh hoéa tu dong.

- Diéu kién bao quén: 2 dén 8°C

- Péng goi: <20 mL/ hop

mL

15

66

Héa chét dinh luong
Transferrin trén may
sinh hoa ty dong

Xét nghiém Transferrin dwoc su dung dé dinh luong
transferrin trong huyét thanh hodc huyét twong ngudi; sur
dung cho may xét nghiém sinh hoéa tu dong.

- Ngudng do (LOQ): <5 mg/dL

- Ngudng phat hién (LOD) <4 mg/dL

- Thanh phdn: Téi thiéu gdm céc thanh phén: Polyethylene
glycol, Khang thé khang transferrin ngudi tur huyét thanh dé
- Pidu kién bao quan: 2 dén 8°C

- Poéng goi: <1000 test/ hop

Test

1.200

67

Dung dich ty rira
may hang ngay A

Dung dich Detergent A chay trén mdy xét nghiém sinh hoa
tw dong, duoc dung trong quy trinh bao dudng hang ngay,
trong mot sé quy trinh kiém tra, sit dung cho may xét
nghiém sinh héa tu dong.

- Thanh phan: Téi thiéu gdm céc thanh phén: 2-
aminoethanol; Sodium acetate; 3-methyl-3-methoxybutanol;
Diethylene glycol monoethyl ether; Polyoxyethylene
polyoxypropylene blockpolymer; Polyoxyethylene
polyoxypropylene blockpolymer; Polyoxyalkylene ether;
Polyoxyethylene ether; Citric acid

- Diéu kién bao quan: 15 dén 30°C

- bong goi: <2L/ hop

mL

10.170

68

Dung dich tdy rira
may hang ngay B

Dung dich Detergent B, dugc dung trong quy trinh bao
dudng hang ngay, trong mot sé quy trinh kiém tra, dé giam
nhim chéo gifta cac xét nghiém thuc hién; sir dung cho mdy
xét nghiém sinh hoa tu dong.

- Thanh phin: Téi thidu gdm c4c thanh phén: Nonylphenol
ethoxylate, Sodium hydroxide

- Diéu kién bao quéan: 15 dén 30°C

- Dong goi: <2L/ hop

mL

1.130

69

Dung dich kiém
chuén Anti-CCP
Calibrator

Héa chét chuin xét nghiém mién dich vi hat hod phat quang
ban dinh luong khéng thé tu midn IgG dac hiéu v6i peptid
citrullin hoa dang vong (cyclic citrullinated peptide - CCP)
trong huyét thanh hay huyét tuong.

- Diéu kién bao quan: 2 dén 8°C

- Pong gbi: <30 mL/ hop

mL

36

70

Dung dich kiém
chuin Anti-CCP
Control

Ho4 chét hiéu ching xét nghlem mién dich vi hat hoa phét
quang ban dinh lugng khéang thé tu mién IgG dic hiéu voi
peptid citrullin hod dang vong (cyclic citrullinated peptide -
CCP) trong huyét thanh hay huyét tuong.- Diéu kién bao
quan: 2 dén 8°C- Péng gbi: <30 mL/ hop

mL

28

71

Héa chit dinh lugng
Anti-CCP

Xét nghiém m1§n dich vi hat hod phat quang ban dinh lugng
khang thé tu mién IgG dic hiéu véi peptid citrullin hoa dang
vong (cychc citrullinated peptide - CCP) trong huyét thanh
hay huyét twong.

- Thanh phan Téi thiéu gdm céc thanh phén: CCP phu trén
vi hat trong dung dich dém; Khang thé chudt khang IgG &
ngudi: Chit két hop c6 dénh déu acridinium trong dung dich

Test

3.000

I
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dém
- Diéu kién bao quan: 2 dén 8°C
- Dong goi: <300 test/ hop

72

Dung dich rira may
sinh héa ty dong

Dung dich dat trén hé théng, dugc dung trong quy trinh bao
dudng hang ngay, trong mot s§ quy trinh kiém tra, va dugc
dung két hop véi tinh ndng SmartWash dé giam nhiém chéo
gifra cac xét nghiém;

- Thanh phén: Téi thiéu gdm cac thanh phan: Citric acid
monohydrate; Oxalic acid dihydrate; Polyethylene glycol;
Methanol; Monochloroacetic

- Diéu kién bao quan: 15 dén 30°C

- Bong goi: <2L/ hdp

mL

2.260

73

Test thir can ldng
nudc tiéu do trén
may tu dong

+ Test thir cin ling nudc tidu, do dugc > 14 thong sb

+ Pic tinh, cong dung: ding dé phén tich cin ling nuéce
tieu

+ Thanh phén: Ti thiéu gdm Polycarbonate

+ Nhiét d§ bao quan: 0-45 d6 C

Test

1.200

74

Anti-A

Khéng thé don dong dugc tao ra tir chudi te bao Hybridoma
bang cach két hop khang thé chudt tao ra té bao Lympho B
v6i té bao tily chudt dung dé thir nghiém ngung két héng cdu
xac dinh nhém mau.

- Hiéu suat: >1:256. Po nhay va do dac hiéu: 100%

- Dung dich dang 16ng, mau xanh

- Bao quan ¢ 2-8 d6 C

mL

300

75

Héa chét xét nghiém
ANCA-Pro phuong
phap ELISA

* Xét nghiém mién dich enzyme giai doan rin sir dung
myeloperoxidase (MPO) va proteinase 3 (PR3) tu nhién dé
phat hién ban dinh luong va dinh tinh riéng biét cac khang
thé khang lai cdc khang nguyén nay trong huyét thanh cua
nguoi.

* Thanh phan: T4i thiéu gdm céc thanh phén:

- Chét hiéu chuén: gdbm > 4 ndng d6 khac nhau

- Khang thé mién dich ngudi lién két voi horseradish
peroxidase, albumin huyét thanh bo (BSA)

* Bao quan: 2-8°C

Dbong goi: <200 test/ hdp

Test

672

76

Hoa chét xét nghiém
MPO (p-ANCA)
phuong phép ELISA

* Pinh tinh/ dinh lugng khang thé khéng MPO trong huyet
thanh nguoi*Thanh phan: Téi thidu gdm céc thanh phén:-
Chimg am- Chiing duong- Chét hiéu chudn - Khang thé
khéng globulin mién dich ngudi lién két v6i horseradish
peroxidase,- Khay vi giéng: * Bao quan: 2-8°C Déng goi: <
200 test/ hop

Test

480

77

Hoa chit xét nghiém
PR3 (c-ANCA)
phuong phap ELISA

*Dinh tinh va dinh lugng khéng thé khéng proteinase 3
trong huyét thanh ngudi

* Thanh phan: Téi thiéu gdm céc thanh phén:

- Ching am

- Ching duong

- Chét hiéu chuén. Globulin mi&n dich khéng nguoi lién hop
voi horseradish peroxidase

* Bao quan: 2-8°C

Dbéng goi: <200 test/ hdp

Test

384

78

Hoa chét xét nghiém
Cardiolipin phuong
phap ELISA

* Thanh phén: Téi thiéu gdm céc thanh phin:
- Chlrng am
- Chirng duong

Test

768
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- Chat hiéu chuan. Globulin mién dich khang ngudi lién hop
v6i horseradish peroxidase
* Bao quan: 2-8°C
Poéng goi: <200 test/ hop
Xeét nghiém mién dich (ELISA) dung dinh tinh cac khang
B n thé IgG khang nhan (ANA).
i, K&C?;&Xﬁﬁgﬁgm - Thanh phan: Téi thiéu gbm cdc thanh phan: khay 96 giéng, | o 344
) chiing 4m, chimg duong, Wash buffer. D$ nhay > 98%, Do
phép ELISA dic hiéu> 98%
- Bao quan: 2-8°C
- Thanh phan:Téi thidu gdm cac thanh phan:
i ) + Khay vi giéng gén trong khung c6 pht khang thé
Hoa chat xét nghiém | ., o4 chuin Calprotectin, séin sang dé sit dung
80 Calprotectin phuong P £ ven £ Test 192
phap ELISA + Chat chirng] va 2, Chat lién hop, Co chat tao mau
- B4o quan: 2-8°C
Déng g6i: <200 test/ hop
* Thanh phan: Téi thiéu gdm c4c thanh phan:
- Chirng 4m, Chirng duong
- Chit hiéu chuén
Hoéa chét xét nghiém | - Lién hop IgG: Chua Globulin mién dich khang ngudi lién
81 Nucleo-h phuong hop voi horseradish peroxidase, Test 384
phép ELISA - Co chit TMB
- Khay vi giéng
* Bao quan: 2-8°C
Dong goi: <200 test/ hop
B6 kit phat hién tac nhan virus gy bénh dudng hé hap
Hoa chét PCR phat - Kit phat hién Influenza A virus (Flu A); Influenza B virus
82 hi¢n 7 tdc nhén gy | (Flu B?; Re.spiratory syncytial virus A (RSV A); Respiratory Test 800
bénh duong ho hdp - | syncytial virus B (RSV B); Flu A-HI; Flu A-Hl1pdm09; Flu
Panel 1 A-H3 va ching ndi trong cing mdt phan Gng,.
Doéng gobi: <200 test/ hop
Hoa chat PCR phat | po i shat hien ddng thoi vi khudn lao va nhom vi khudn
83 | hiénvaphanbiét |4} 500 120 Bong goi: <200 test/ hop et e
gitta MTB va NTM. - ’
- Cong dung/bic tinh:
Hoéa chét dinh luong | *Xét nghiém in vitro dung aé dinh lugng ethanol trong
84 Ethanol trén may tu huyet thanh, huyet tuong va nudc tiéu nguoi. Test 300
dong - Khoang do: <2.20 dén >108 mmol/L
- Béo quan ¢ 2-8 °C
Hoa chét dinh tinh Anti-Hbc phuong phép dién héa phat
quang
- Cong dung/ Diac tinh: Xét nghiém mién dich in vitro dung
dé dinh tinh khang thé IgG va IgM khang khéng nguyén 16i
. ciia vi rit viém gan B trong huyét thanh va huyét tuong
Hoéa chat dinh tinh ngudi. Xét nghiém mién dich dién héa phat quang.
85 gﬁ;;'gzi%}é‘;‘;“hi . Thanh phan: Téi thiéu gdm c4c thanh phén: Test 4.200
quang i Khang thé don dong khang HBc danh dAu biotin; khang thé

don dong khang HBc danh déu phtic hop ruthenium

*MAu chuén 4m tinh 1: Huyét thanh ngui, chét bao quan.
*Mau chuin dwong tinh 2: Khang thé khang HBc (ngudi)
trong huyét thanh nguoi; chat bao quan.

- Piéu kién bao quan: 2-8°C
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Dung dich kiém chuén Anti-HBs, gdm 2 mic ndng do
Dung dich kiém - Cong dung/ Dic tinh: dung dé kidm tra chat luong xét
86 chuAn Anti-HBs nghiém dinh luong khéng thé khéng khéng nguyén bé mit mL 21
Virus Viém gan B trong huyét thanh/ huyét twong ngudi
- Piéu kién bao quan: 2-8°C
Dung dich kiém chudn Anti-HCV, gdm 2 mirc nng do
- Cong dung/ Dic tinh: ding aé klem tra chit lugng xeét
87 Dung dich kiém nghi¢ém mién dich Anti-HCV, la huyet thanh ching sén sang mL 21
chuan Anti-HCV dé sir dung l4y tir huyét thanh nguoi & ca khoang nbng do
am va duong.
- Piéu kién bao quan: 2-8°C
- bic tinh: Xét nghiém mlen dich in vitro st dung khang thé
don dong kich thich tuyén giap ngudi dugc ding dé dinh
luong tu khang thé khang thu thé TSH trong huyét thanh
Héa chat dinh lugng | NEUOL. Dinh luong khang thé khang thu thé TSH dugc dung
Anti-TSHR phuong hd trg chdn doan phan biét bénh Graves. Xét nghiém mién
88 | phap diénhéaphar | dich dién héa phat quang, Test 900
quang - Thanh phan: Téi thiéu gdm céc thanh phan:
Vi hat phi streptavidin, Khang thé don dong khang TSHR
danh d4u phic hop ruthenium
- Piéu kién bao quan: 2-8°C
Hoa chét xét nghiém CA 125 phuong phap dién hda phat
quang- Cong dung/Dic tinh:*Xét nghiém mién dich in vitro
Y - ding dé dinh lugng quyét dinh khang nguyén phan tmg CA
gzalczhsatp)}(le:rtqr;gghmm 125 trong huyét thanh va huyét twong ngudi. Xét nghiém
89 phép dién héa pht mién dich dién héa phat quang. Nguyén ly bét cdp. - Thanh Test 3.000
quang i phan: Téi thiéu gdm céc thanh phan: Khang thé don dong
khang CA 125 danh dAu biotin, Khang thé don dong khang
CA 125 danh d4u phtrc hop ruthenium- Diéu kién bao quén:
2-8°C
Hoéa chit xét nghiém CA 19-9 phuong phap dién hoa phat
quang
- Cong dung/bac tinh: Xét nghiém mién dich in vitro ding
Hoa chit xét nghiém dé dinh luong CA 19- -9 trong huyét thanh va huyét tuong
CA 19-9 phuon ngudi. Xét nghiém mién dich dién héa phat quang. Nguyén
90 | Chip dien hoa phat | 1Y bt cip. s katt
quang - Thanh phan: Téi thiéu gdm céc thanh phén:
Khéang thé don dong khang CA 19-9 danh déu biotin, Khang
thé don dong khéng CA 19-9 danh dAu phirc hop ruthenium
- Piéu kién bao quan: 2-8°C.
Hoa chat xét nghiém Estradiol phuong phép di¢n héa phat
quang
ke » - Pic tinh: Xét nghiém mién dich in vitro dung dé dinh
Hoa chat xét nghiém | 1,050 estradiol trong huyét thanh va huyét tuong ngudi. Xét
91 EStrad‘_(ll ph}rong nghiém mién dich dién héa phat quang; Test 900
gﬂiﬁ dignhéaphdt | ppann phan: Téi thiéu gdm céc thanh phan:
. Hai khém<7 thé don dong khang estradiol danh déu biotin.
Din xuét estradiol, danh d4u phirc hop ruthenium
- Piéu kién bao quan: 2-8°C
9 Dung dich .k?ém Dung dich kiém chudn Ferritin, gdm 2 mtc ndng d6 ol .
chuén Ferritin Diéu kién bao quan: 2-8°C
Héa chit xét nghiém Héa chat xét nghiém Ferritin phuong phap dién héa phat
93 | Ferritin phuong phap | 1"2"& Test 8.100
dién hoa phét quang -Piac tinh: Xét nghlem mién dich in vitro dung dé dinh luong

ferritin trong huyét thanh va huyét twong ngudi. Xét nghi¢m
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mién dich dién h6a phat quang. Nguyén 1y bét cap.

- Thanh phén: Téi thidu gdm cac thanh phan:

Khang thé don dong khang ferritin danh du biotin, Khéng
thé don dong khang ferritin danh déu phirc hop ruthenium

- Béo quan ¢ 2-8 °C.

94

Hoa chét xét nghiém
FSH phuong phap
dién héa phét quang

- Cong dung/Dﬁc tinh:

*Xét nghiém mién dich in vitro dung dé dinh lugng ndi tiét
td kich thich nang trimg trong huyét thanh va huyét twong
ngudi.

*Xét nghiém mién dich dién hoa phat quang.

Nguyén Iy xét nghiém: Nguyén 1y bét cap

- Thanh phan: Téi thiéu gdm c4c thanh phén:

Khéng thé don dong khang FSH danh d4u biotin, Khang thé
don dong khang FSH dénh dAu phtrc hop ruthenium

khoang do: tir < 0.3 dén > 200 mIU/mL

*Bao quan ¢ 2-8 °C.

Test

600

95

Hoa chat xét nghiém
HbeAg phuong phéap
dién hoa phét quang

- Cong dung/Bic tinh: *Xét nghiem mién dich in vitro ding
dé dinh tinh khang nguyén e cla vi rit viém gan B (HBeAg)
trong huyét thanh va huyét twong ngudi.*Xét nghiém mién
dich dién héa phét quang.- Thanh phan: Téi thiéu gébm céc
thanh phén: Khang thé don dong khang HBeAg dénh dau
biotin, Khang thé don dong khang HBeAg danh déu phirc
hop ruthenium * MAu chuén am tinh * Mau chuén duong
tinh*Bao quéan ¢ 2-8 °C.

Test

4.500

96

Hoa chét xét nghiém
IgE phuong phép
dién hoa phét quang

- Cong dung/Pic tinh:*Xét nghlem mién dich in vitro dung
dé dinh luong globulm mién dich E trong huyét thanh va
huyét tuong nguoi.

*Xét nghiém mién dich dién héa phét quang.

Nguyén 1y bét cip.

- Thanh phan: Téi thiéu gdm c4c thanh phén:

Khang thé don dong khéng IgE danh déu biotin, Khang thé
don dong khang IgE danh déu phirc hop ruthenium

- Khoang do: <0.200 dén >2500 TU/mL

- Bao quan ¢ 2-8 °C.

Test

1.800

97

Hoa chét xét nghiém
LH phuong phép
dién héa phét quang

- Cong dung/Déc tinh:

Xét nghiém mién dich in vitro ding dé dinh luong noi tiét td
tao hoang thé trong huyét thanh va huyét tuong ngudi.

*Xét nghiém mién dich dién héa phat quang.

- Nguyén ly xét nghiém: Nguyén ly bt cap.

- Thanh phén: Téi thiéu gdm c4c thanh phan:

Khang thé don dong khéng LH dénh dAu biotin, Khang thé
don dong khang LH danh dau phtrc hop ruthenium

-Bao quan ¢ 2-8 °C.

Test

600

98

Dung dich rira may
mién dich

Dung dich rira ding dé loai bo cac chét c6 tiém niang gy
nhiéu viéc phat hién céc tin hiéu.

Thuédc thir: T6i thiu gdm céc thanh phan:

Dém phosphate; natri chloride; chit tiy; chit bao quan; pH
>17,0.

Bao quan ¢ 15-25 °C. Bao quan tranh 4nh séng.

Lit

800

99

Dung dich rira may
may phan tich xét
nghiém mién dich

Dung dich hé théng ding dé phat tin higu dién hoa cho mdy
phén tich xét nghiém mién dich.

Dung dich dugc sir dung dé thyc hién céc viéc sau:

» Phuc héi dién cuc

Lit

800
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* Van chuyén hdn hop phan tng thudc thir

= Rira vi hat pht streptavidin

= Phat tin hi¢u

- Thanh phén: Téi thiéu gdm c4c thanh phan dung dich dém
Dém phosphate; tripropylaminL; chét ty; pH > 6,8.

- Bao quan ¢ 15-25 °C.

100

Hoa chét xét nghiém
PSA phuong phép
dién héa phat quang

Hoéa chit xét nghiém PSA phuong phép dién héa phat
quang- Xét nghiém nay dung trong chan doan in vitro dé
dinh luong khang nguyén dic higu tuyén tién liét toan phan
(tw do + phirc hop) trong huyét thanh va huyét twong nguoi.
Xét nghiém mién dich dién hoa phat quang. Nguyén ly bit
cip.- Thanh phan: Tbi thidu gom cac thanh phan Khéang thé
don dong khang PSA danh d4u biotin, Khéng thé don dong
khang PSA danh déu phtic hop ruthenium Pidu kién bao
quan: 2-8°C

Test

5.700

101

Hoa chét xét nghiém
PTH phuong phap
dién héa phat quang

Hoa chét xét nghiém PTH phuong phap dién héa phat quang
- Xét nghiém mién dich in vitro ding dé dinh lugng noi tiét
td tuyén cén gidp trong huyét thanh va huyét twong ngudi.
Xét nghiém micn dich cong nghé dién hoéa phat quang.
Thudc thir san sang str dung.

- Thanh phén: Téi thiéu gdm cac thanh phén:

Khéng thé don dong khang PTH déanh dAu biotin, Khang thé
don dong khang PTH dénh ddu phirc hop ruthenium

Khoang do: < 1.2 dén > 5000 pg/mL

Diéu kién bao quan: 2-8°C

Test

900

102

Hoa chat xét nghiém
TG phuong phap
dién hoa phat quang

Héa chit xét nghiém TG phuong phép dién hoa phat quang

- La xét nghiém mién dich in vitro dung dé dinh lugng
thyroglobulm trong huyét thanh va huyét twong nguoi. Xét
nghiém mién dich dién héa phat quang. Nguyén ly bt cip.
-Thudc thir: Téi thiéu gom cac thanh phax}. Khéng thé don
dong khang Tg danh dau biotin, Khéng thé don dong khang
Tg danh dau phirc hop ruthenium

- Khoang do: < 0.04 dén > 500 ng/mL

-bidu kién bao quan: 2-8°C

Test

1.200

103

Dung dich kiém
chuan Troponin

Dung dich kiém chuin Troponin

- La huyét thanh ngudi dong kho chua troponin T va
troponin I véi hai khoang nong do cho m01 chét, dugc ding
dé kiém tra chét luong cac Xét nghiém mién dich Troponin T
hs trén may xét nghiém mién dich.

-Thudc thir - dung dich tham gia xét nghiém

= Huyét thanh chiing 1

» Huyét thanh chting 2

Troponin T (téi t& hop, ngudi) véi hai khoang ndng do
-Diéu kién bao quan: 2-8°C

mL

24

104

Dung dich pha lodng
chung

Dung dich pha lodng chung mAu két hop véi thudc thir xét
nghiém.

Thanh phén: T6i thiéu gdm cac thanh phdn: Hén hop
protein; chat bao quan.

Béo quan ¢ 2-8 °C.

mL

648

105

Hoa chit xét nghiém
Tacrolimus phuong
phép dién hoéa phat
quang

Hoa chét xét nghiém Tacrolimus phuong phép dién héa phat
quang- Ddc tmh Xét nghiém mién dich in vitro dung aé
dinh lugng tacrolimus trong mau toan phan ngudi. Xét
nghiém dugc dung dé hd tro theo dai bénh nhan cay ghep
tim, gan va thén dugc diéu tri tacrolimus. Xét nghiém mién

Test

600

~U
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dich dién hoéa phat quang. Nguyén ly xét nghiém: Keét tia
thi. cong- Thanh phan: Téi thiéu gdm céc thanh
phan:Khang thé don dong khéng tacrolimus danh d4u biotin,
tacrolimus d4nh d4u phtc hop ruthemum Khoang do: tir <
0.5 dén > 40 ng/mL- Bao quéan ¢ 2 - 8° C.
Hoa chét xét nghiém Everolimus phuong phép dién héa phat
quang
- Dic tinh: Xét nghiém mién dich in vitro dung dé dinh
luong everolimus trong mau toan phin ngudi. Xeét nghiém
. duoc dung dé hd tro theo ddi bénh nhan cdy ghép tim, gan
Hoa chét xét nghiém | va than dugc diéu trj everolimus.
106 Everoli.rAnus phucn,lg Xét nghiém mién dich dién héa phat quang. Test 100
phép dién héa phit Nguyén ly xét nghiém: Két tila thi cong.
quang - Thanh phan: Téi thiéu gdm cAc thanh phén:
Khang thé don dong khéang everolimus danh déu biotin, Dan
xuAt everolimus danh déu phirc hop ruthenium
Khoéng do: <0.5 dén > 30.0 ng/mL
-Baoquan &2 -8°C.
Hoéa chét xét nghiém CERU
- Pic tinh: Xét nghiém in vitro dung dé dinh luong
. £ o ceruloplasmin trong huyét thanh va huyét tuong nguorl
107 Iélg;c[:}lat xét nghiém Nguyén ly xét nghiém. Xét nghiém do d6 duc mién dich.. Test 450
Khoang do: < 0,03 dén> 1,4 g/L.
Thudc thir & dang sin sang dé sir dung
-Baoquan§2-8°C.
Chéi 14y mAu xét nghiém HPV DNA.
: x - Diic tinh, thanh phan: Téi thiéu gdm céc thanh phén: Chdi
108 Ch(‘)_iﬂléy mau xet lay méu phét dich;():é tir cung : P Cai 1.300
nghiém HPV DNA T i s,
- Chét liéu bang nhua
- Bao quan ¢ 15 - 30°C.
Kit tach chiét cfDNA tir mau huyét tuong.
s ... .. |- Didc tinh, Thanh phan: Téi thiéu gdm céc thanh phan:
109 g&??ﬁgﬁcmh acl?)wt proteinase K, DNAp paraffin binding buffer, DNA I:/vash Test 48
buffer 1, DNA wash buffer 2, DNA elution buffer.
- Béao quan tir 15 dén 30°C.
Hoéa chét kiém rira hé thong sinh héa
Hoéa chét kidm rita 1 Céng duxng/dac tinh: ]’Durfg dictl rfra’ cho cac thude thu va
110 hé théng sinh héa ong hut mau hay’coc Phan‘ ung trén may. i mL 660
i - Thanh phan: Toi thi€éu gom cac thanh phan: NaOH
- Bao quan: 15-25°C.
Héa chét dinh lugng Bilirubin truc t1ep Xét nghiém in vitro
Héa chét dinh luong gung dé dinh luong bilirubin truc tiép trong huyét thanh va
Bilirubin true tidp uyét twong nguoi. Nguyén ly xét nghiém: Phuong phap
111 5 . ; diazo.Khoéng do: < 1,2 dén > 236 pmol/LThanh phan: Tbi Test 9.000
trén may sinh héa tu
dong thiéu gdm cac thanh phan: Thubc thir: Acid phosphoric,
NaCl 50 mmol/L; 3,5 Dichlorophenyl diazoniumbiéu kién
bao quéan: 2-8°C
Dung dich Rira may
La chét phu gia thém vao budng phan g aé lam giam sirc
112 Do dich Rita 5idy cang bé mat dung trén céc hé théng, & dang sin sang dé st mL 1.824

dung.
Thanh phan: T4i thiéu gdm cac thanh phan: Chét tdy
Pidu kién bao quan: 15-25°C

s il
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113

Hoa chét dinh luong
Triglycerid méau

Hoa chét dinh luong Triglycerid méau

- Xét nghiém in vitro ding dé dinh lugng triglyceride trong
huyét thanh va huyét twong ngudi. Nguyén ly do mau sir
dung men.

-Thubdc thu: natri cholate; ATP, 4-aminophenazone;
4-chlorophenol; lipoprotein lipase; glycerol kinase; glycerol
phosphate oxidase; peroxidase

-Diéu kién bao quan: 2-8°C

Test

30.400

114

Dung dich rtra hé
théng clia may xét
nghiém mién dich

Dung dich rtra h¢ thdng ciia may xét nghiém mién dich
Diing dé rira bo phat hién ciia my xét nghiém mién dich.
Sén sang dé su dung.

Piéu kién bao quan: 15-25°C

Lit

1.200

115

Xét nghiém dinh
lugng PTH (1-84)

_Xét nghiém mién dich in vitro ding dé dinh luong noi tiét
td tuyen cén gidp nguyén ven c6 hoat tinh, PTH (1-84) trong
huyét thanh va huyét twong nguérl dé chin doan phan bl@t
tang calci huyet va ha calci huyét. Xét nghiém nay c6 thé sir
dung trong phiu thuét.

_Xét nghiém mién dich dién hoa phét quang “ECLIA”
_Nguyén ly xét nghiém

Nguyén ly bt cip. Tong thoi gian xét nghiém: 18 phut
-Thanh phan Téi thiéu gdm cac thanh phén: Thube thir
Khéang thé don dong khang PTH danh d4u biotin, Khang thé
don dong khang PTH danh dAu phtrc hop ruthenium

Béo quan: 2 - 8°C.

Test

800

116

Thanh thir nhanh
Dengue IgM/IgG do
trén may, gdm chét
ching

Thanh thir nhanh xét nghiém dinh tinh khéng thé IgG va
IgM dac hiéu véi virus dengue & ngudi.

- Thanh phan Téi thiéu gdm céc thanh phin: Khay nhya c6
giéng nho mau, dung dich dém, dng nho giot.

- Test dang cassette ¢6 thé thuc hién trén méu toan phan,
huyét thanh va huyet twong

- Béo quan: 2-30°C

- Cung c4p kém 01 lo chimg duong

- Test nhanh, c6 thé do mat do quang trén méy phan tich.

Test

3.660

117

Thanh thir nhanh
Dengue NS1 do trén
may

Thanh thtr nhanh xét nghiém dinh tinh khang nguyén NS1,
d#c hiéu voi virus dengue & ngudi

- Thanh phan Téi thiéu gom cac thanh phén: Khay nhya cé
giéng nho mau, dung dich dém, dng nho giot.

- qut dang cassette ¢6 thé thuc hién trén méu toan phén,
huyét thanh va huyét tuong

- Bao quan: 2-30°C

- Cung c4p kém 01 lo chung duong

- Test nhanh, c6 thé do mat d6 quang trén may phén tich.

Test

4.225

118

Thanh thir nhanh
iFOB do trén may

Thanh thir nhanh phét hién mau 4n trong phén- Thanh phén:
T01 thiéu gdm cac thanh phan: Khay nhua c6 giéng nho
mau, lo xir ly mau.- Béo ' quén: 2-30°C - Péng g6i: Thanh
thir va héa chat xir Iy miu- Test nhanh, c6 thé do mat do
quang trén méy phan tich.

Test

25

119

Thanh thir nhanh
H.pylori Ab

Thanh xét nghiém dinh tinh khang thé ddc hiéu voi H.pylori
- Thanh phén: Téi thiéu gdm céc thanh phan: Khay nhya c6
giéng nho mau, 6ng nho giot.

- Test dang cassette ¢6 thé thuc hién trén méau toan phan,
huyét thanh va huy€t tuong

- Bao quan: 2-30°C

- Test nhanh, c6 thé do mat d6 quang trén may phén tich.

Test

800
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Céng phan Gng st Cén ; ;s o x "
R 5 g phan g sir dung trén may mién dich tw dong ;
120 dung trén méy mién T 3 . 5 Cai 258.000
dich tu dong - Céng do phan ng bang nhya dung 1 lan
PAiu con st dung Diu con sir dung trén may mién dich ty do
191 | eonmiy mBndih | e A Cai 317.520
tur d6 - PAu c6n hiat mau xét nghiém bing nhua dung mét lan
r dong
—_— Dung dich phu rira kim méay mién dich
Dung dich sodium | _ a5y phan: Téi thiéu gdm sodium hydroxide > 0,4N
122 hydroxide rira kim D.:fm k.p, atr:‘,'l ol . 1 2_g8°r(r:1 L hgdroRae = mL 500
méy midn dich - biéu kién bao quan: :
- Péng goi: < 100 mL/ Hop
N Dung dich phu rira kim may mién dich
Ml Hen el - Thanh phan: Téi thiéu gdm muéi dém phosphat
123 phosphat rira kim B,? k,‘i alr:, ol , l.e; gsorg muol dem phospha mL 100
méy mién dich - biéu kién bao quan: 2-8°C.
- Péng goi: < 100 mL/ Hop
Dung dich rira kim may mién dich
Dung dich natri - Thanh phén t6i thidu gdm Natri hypochlorit (<0,5%); natri
124 | hypochlorit rira kim | hydroxit (< 0,5%) mL 150
may mién dich - Didu kién bao quan: 2-8°C
- Béng gbi: < 100 mL/ Hop
Dung dich tiy rira hé¢ théng may mién dich ty dong
ang dich téyﬂn’ra he | - Su dung d‘é té},, rira hé tl\l(")ng may
125 théng méay mién dich | - Thanh phan: t0i thiéu gdbm Sodium hypochlorite (<0,29%) Lit 141
A y Y
tu dong - Piéu kién bao quan: 2°C —30°C
- Déng gobi: <5 lit/ Hop
R - Dung dich rira dung trong phan g mién dich. Thanh phan
Dung dich rdahé | ¢4 thidu gbm dung dich mudi dém phosphat, natri azit )
126 thong may mién dich | _ Didu kién bio quan: 28 - 30°C Lit 1.113
tu dong = g
- Bong goi: <5 lit/ Hop
Dung dich pha lodng mAu st dung trén may mién dich tu
, . dong
Dung dich huyet - Dung dich pha loding mu cc xét nghiém: aHAVM, HBsII
7 ?hﬁnh de:dm{gdpha Conf, AFP, cPSA, fPSA, PSA, Rub M . 10
oang mau sSdung | _ rpanh phdn: Téi thidu gdm céc thanh phén: huyét thanh m
trén may miendich | 45 o4 o quan
tu don i
e - Pidu kién bo quan: 2-8°C.
- Pong goi: <30 mL/ Hop
_ Dung dich phan ting st dung trén méy mién dich tw dong
Dlg}g d!ﬁhdphal}dung - Pugc ding trong chén doan in vitro
128 fl‘l’m‘g‘"t‘r‘énym‘;y";nfé;“ - Thanh phén: Téi thidu gdm Sodium hydroxide (< 0.25 N) Lit 174
dich tr d6ng - Didu kién bao quan: 2°C —30°C.
- Poéng goi: <5 lit/ Hop
Do theo nguyén téc hoa phat quang truc tiép- Thanh phén:
Tbi thiéu gom cac thanh phan + Albumin huyét thanh bo
(BSA) két hop véi khang thé khang TSH don dong o chudt
dugc gén nhan acridinium ester trong dung dich mudi dém+
£, e Khéng fluorescein don dong ¢ chudt dugce lién ket cong héa
H 1
ki it Ay Ve tri véi cdc hat thudn tir trong chét dém; chét 6n dinh; chét
129 hormone kich thich Test 11.000
tuyén gidp (TSH) hoat dong bé mit; cac chét bao quan + TSH- CAL: dang
dong kho, sau khi hoan nguyén, ndng do hormone kich thich
tuyén glép (TSH) cao va thdp; - Khoang tuyén tinh: tir
<0,008 dén >150,000 pIU/mL (mIU/L)- B9 ddc higu: Khong
phén ung chéo véi hCG < 200,000 plU/mL, FSH <1500
plU/mL, va LH < 600 plU/mL - Piéu kién bao quan: 2—
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8°C.- Péng gdi: <200 test/ Hop
Do theo nguyén tic héa phét quang truc tiép
- Thanh phén: Téi thiéu gdm céc thanh phén:
+ Cortisol dugc danh déu acridinium ester trong dung dich
mubi dém; + Khang thé khang cortisol & thé dugc lién két
voi khang thé khang IgG tho don dong & chudt dugc lién ket
cong hoéa tri v6i cac phan tir thuén tir trong dung dich mudi
) - Khoang tuyén tinh: tir <0,50 dén >75,00 pg/dL
130 Héa chat dinh lugng | - P§ dac hiéu: Miic d6 phan g chéo v6i Aldosterone la < Test 300
Cortisol 0,5%, v&i 11B-Hydroxyprogesterone la < 2%, Vvéi
Allotetrahydrocortisol 100 pg/dL la < 15%, véi
170-Hydroxyprogesterone 1a < 2%, v6i Androstenedione la
< 0,3%, voi 17a-Hydroxypregnenolone la < 0,3%, véi
Corticosterone 13 < 6%, v6i 11-Keto-androsterone 1 < 0,1%,
v6i Cortisone 100 pg/dL 1a <35%,
- Piéu kién bao quan: 2-8°C.
- Péng géi: <300 test/ Hop
- Do theo nguyén tac hoa phat quang tryc tiép. Thanh phén:
+ Pha rén gdm c4c vi hat thuan tir pha streptav1dm dugc tao
sin bang khang nguyén tai td hop c6 gin biotin va khéang
nguyén khac tai tb hop c6 gén biotin trong chit dém; chit
hoat tinh bé mat; gamma globulin bo; huyét thanh dé; chét
bao quan
Hoéa chét dinh luong | 7, Hop Thubc thir phy: gdm Khéng nguyén tai td hop dugc
khéng thé khang gén nhan acridinium ester trong chat dém; chét hoat tinh bé
131 Treponema pallidum | Maf; :huyét thanh dé; chit bao quan Test 800
(Syphilis TP) + Lo cht hiéu chudn Syph CAL: gbm Huyét tuong ngudi
duong tinh v6i khang thé Treponema pallidum;
- Khoang tuyén tinh: <0,10 dén >45,00 Index
- P6 nhay: > 99,8%. Do dic hiéu: 299,7%. LoD: NA. LoQ:
NA
- Piéu kién bao quan: 2-8°C.
Déng goi: <250 test/ Hop
- Do theo nguyén tic hoa phat quang truc tiép. Thanh phén:
Téi thidu gdm céc thanh phén:
+ Khang thé chudt don dong khang PSA dugc danh diu
Héa chét dinh Iugng acridinium ester
132 | PSAtudotheo + Khéng thé chugt don dong khang fPSA duoc lién két véi - 05
nguyén tic héa phat | cac hat phan tir thuén tir
quang tryc tiép - Khoang tuyén tinh: tir < 0,01 dén > 25,00 ng/mL (ng/L).
Do nhay: > 86,0% - LoQ: < 0,01 ng/mL
- Piéu kién bao quan: 2-8°C
- Péng gobi: < 100 test/ Hop
Ong nghiém chan
khéng Lithium
Heparin 4ml vo Ong nghiém chan khong Lithium Heparin 4ml v trung, phu
133 tring, phu gia gia Lithium Heparin (171U/ml hodc 68 USP Units) phun khd Ong 240.000
Lithium Heparin trén thanh éng
phun kho trén thanh
ong
Card x4c dinh phan tmg hoa hgp, Coombs.
X . Thanh phén:Téi thiéu gdm cac thanh phan: bao gom 6 cot
134 ;?é Wi aph ANE dung dich dém véi albumin bd va chit tang tiém luc Test 2.400

dai phén tir, cling nhu cac chét bao quan sodium azide 0,1%
(w/v) va axit ethylenediaminetetraacetic (EDTA) 0,01M.

A
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T | T dc"‘h“;:) ‘;‘i‘-:ic mo Piic tinh ky thuat Bt‘;:hv’ S5 lwgng
Tur cot 1-6: Globulin khang nguoi (Anti-IgG (Thé) (Xanh
luc))
B&o quan & nhiét do: 2-25 d6 C, trén vo hop c6 tem chi thi
nhiét do;
Theo cong nghé ngung két cot CAT (Columm Aglutination
Technology) (GEL CARD /BIOVUE);
- Thé sang loc va xéc dinh khang thé hé nhém méau ABO
- Thanh phan:Téi thidu gdm céc thanh phan bao gom 6 cot
Thé sang loc va xac chira dung dich dém véi albumin bd va chét ting tiém luc
135 dinh khang thé hé dai phan tir, acid ethylenediaminetetraacetic (EDTA) Test 10.800
nhém mau ABO - Tir c6t 1-6: Chét pha lodng ngugc (Reverse diluent)
- Theo cong nghé ngung két cot CAT (Columm Aglutination
Technology) AQ1172
g o Tén md t& hang hoéa: Cbc thube thir phan img
136 CC;; Ctgzgfﬁitggghfi Pic tinh, cong dung cla hang héa: Céc thube thir cho céc Céi 2016
— thiét bi dién di mao quan voi da dau di
Piéu kién bao quéan: nhiét do phong
Héa chét dién di dinh lugng Protein
-Dic tinh, cong dung cua hang héa: dugc sir dung dé phan
tach huyét thanh nguoi trong dung dich dém kiém (pH 9,9)
Héa chat dién di béng phuong phép dién di 2 mao quén.
L dinh lugng Protein | -Thanh phn héa chét/vat tu: Téi thiéu gdm cac thanh phan: mL 1313
+Dung dich dém (sn sang sit dung), Dung dich rira (sén
sang sir dung)
-Diéu kién bao quan: 2-8 do C
Tén mo ta hang héa: Hoa chét kiém chudn xét nghi¢m dinh
danh mién dich
Huyét thanh kiém Pic tinh, cong dung ciia hang héa: Huyét thanh kiém chuén |
chuén cho céc xét cho cdc xét nghiém dinh danh immunoglobulin trén gel
138 nghiém dinh danh agarose/mao quén il 5
immunoglobulin trén | Thanh phan hoéa chit/vat tu: T4i thiéu gom céc thanh phan
gel agarose/mao Nguon goc tr huyét thanh ngudi duge bd sung cac khang the
quan don dong: Ig G, Ig A, Ig M, Kappa, Lamda. Puoc san xuét
duéi dang dong kho 6n dinh
Diéu kién bao quan: 2-8 d6 C
Tén mé ta hang hoa: Hoa chét dién di HbA1cDic tinh, cong
Hoa chit phan téch dung cuia hang hoéa: B héa chét duoc sir dung dé phan tach
val dinh rgng Hb va dinh luomg Hb Alc trong mau tinh mach toan phan &
139 Al trong mAu bing nguoi, bﬁng phuong phép dién di mao quan trong dung dich Lit 105
phuong phép dién di dém kiém trén trén thlet bi da ddu di.Thanh phén héa
mao quin i chét/vat tu: Ti thiéu gdm cac thanh phan + Dung dich dém
(sén sang st dung), Dung dich ly giai (sin sang sir dung)+
B loc-biéu kién bao quén: 2-8 d6 C
-Tén mo ta hang hoa: Hoa chét rira kim hit mau trén céc
thiét bi dién di mao quéan
-Diac tinh, cong dung cla hang héa: Pugc st dung dé rira
Hoéa chit rira kim hat | kim hat mau tréncéc thiét bi dién di mao quéan da déu di
140 | mAu trén c4c thiétbi | -Thanh phdn hoa chét/vat tu: Téi thiéu goém cac thanh mL 125
dién di mao quan phén: Dung dich chira enzyme phén giai protein, chat hoat
dong be mit va chit phu gia, khong gay hai & ndng do st
dung, cn thiét dé Pat hiéu suét tdi uu.
-Diéu kién bao quan: 2-8 6 C
. ... | Hoa chétxét nghiém APTT hoat héa bang Kaolin, may don
141 | Hoachatxétnghiem | .0 40 dong e ' ¢ S - 6.600

APTT

-Dic tinh, céng dung: xé4c dinh thoi gian Kaolin-




21

TT

Tén danh muc moi
chao gia

Pic tinh ky thuit

Pon vi
tinh

S6 lwong

thromboplastin hoat héa timg phan (APTT) trong huyét
tuong

~Thanh phan:Téi thiéu gdm cac thanh phan:

« Thuée thir 1: cephalin, dugc chuén bj tir mé ndo tho, dang
dong kho.

« Thuée thir 2: dung dich dém huyén phu ctia kaolin

-Didu kién bao quéan: 2-8 do C

142

Héa chét chuin noi
kiém xét nghiém
doéng méau

Noi kiém dong mau cho cac xét nghiém dc biét nhu Yéu t6
déng mau, PS, PC, ATIII

-Dic tinh, cong dung: Cung c4p hai miic ndng d6 khéc nhau
clia cac chi so xét nghlem PT, aPTT, Flbrmogen TT, yéu to
II, yéu to v, yeu t6 VII, yéu t§ VIII, yéu t6 IX, yéu té X, yéu
t6 X1, yéu t& XII, AT III, Protein S, Protein C, Plasminogen,
Antiplasmin, Reptilase.

-Thanh phén: Téi thiéu gdm céc thanh phén:

- Thubc thir 1 (Marc N): Huyét twong ngudi binh thudng,
chéng dong citrate, dong kho

- Thubc thir 2 (Mirc P): Huyét twong ngudi bét thuong,
chbng dong citrate, dong kho.

-Diéu kién bao quén: 2-8 d6 C

mL

48

143

Hoa chét xét nghiém
PT

Hoa chét xét nghiém PT

-Pic tinh, cong dung: Xéc dinh thoi gian prothrombm (PT),
trong huyét thanh ngudi duge chéng dong bang citrate
-Thanh phdn: Téi thidu gdm céc thanh phan:

. Thuoc thir 1: chira thromboplastin déng khd dugc chiét
xuét tir ndo thd. Ngoai ra con chira mot chat trc ché heparin
dac hiéu.

+ Thudc thir 2: dung mdi hoa tan c6 chira canxi.

-Didu kién bao quan: 2-8 d6 C

mL

8.640

144

Dung dich pha loéng
mau pH vao khoang
7;35

Dung dich pha lodng mau xét nghiém dong méau-bac tinh,
cong dung: pH vao khoang 7,35-Thanh phan: T6i thiéu gém
cac thanh phan: dung dich dém- Piéu kién bao quan: 2-8 do
C

mL

3.960

145

Héa chat chuan dong
mau

Huyét tvong mau ngudi binh thuong

-Dic tinh, cong dung: Gié trj chuin cho céc thong s6: PT
(%), Owren PT, Fibrinogen, Factor II, V, VII, VIII, IX, X,
XI, XII, Protein C, Protein S, ATIII, Plasminogen,
Antiplasmin

-Thanh phin: Téi thidu gdm cac thanh phén: Huyet tuong
ngudi binh thuong c6 citrated dang dong kho; c6 nong do
biét trude (theo tirng 16 san Xuét)

-Diéu kién bao quan: 2-8 do C

mL

12

146

Hoa chéit Xét nghiém
Gene di truyén HLA
B27 lién quan viém
dinh c6t song

Kit phat hién Allele HLA-B27 bang realtime PCR

~Thanh phén: Téi thiéu gdm cac thanh phan: master mix,
primer mix va chiing duong

- Str dung chit nhudm EvaGreen v6i nhiét d6 néng chay cua
dinh Duong tinh HLA-B27 1a >87,5°C

- MAu ddu vao: DNA bd gene tach chiét tir mau toan phan

Test

480

147

Bo xét nghiém IVD
dinh tinh kiéu gene
Human Papilloma
virus nguy co cao

B xét nghiém IVD dinh tinh kiéu gene Human Papilloma
virus nguy co cao bang k)7 thuat Real-time PCR

Thanh phén: Téi thidu gdm céc thanh phan: PCR-mix, PCR
buffer, chimg am, ching ndi, chimg duong biét ndng @6 (K
HPV Genotype)

Phat hién va dinh luong riéng biét timg 14 typ HPV nguy co

Test

1.500

st
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cao (4 mix trong 4 kénh mau): 16, 18, 31, 33, 35, 39, 45, 51,

52, 56, 58,59, 66 va 68

Ngudn miu: miu phét ¢b tir cung, mau md, méu té bao long.
Do nhay: <1000 copies/ml

148

Héa chit do tai
luong ddng thoi
CMV, EBV, HHV6
tir mau lam sang

Kit do tai lugng va phén biét Cytomegalovirus, Epstein Barr
Virus va Human Herpes 6 Virus bing real-time PCR

- Thanh phan Téi thiéu gdm cac thanh phan PCR-mix,
Polymerase, buffer, chiing duong, va mAu chuén (Standards)
KSG

- D6 nhay: <400 copies/ ml

- MAu ddu vao: DNA tach chiét tir mau ngoai vi va méu
cubng rén, huyét tuong, miu md, nuéc tiéu, mau phét, dich
ndo tiy

Test

200

149

Héa chat HSV dinh
tinh rPCR

B6 xét nghiém IVD dinh tinh phén biét Herpes Viruses 1 va
2 bing k¥ thuat Real-time PCR

Thanh phdn:Téi thiéu gdm cadc thanh phdn: PCR-mix,
Polymerase TaqF, DNA-buffer, chimg duong, chiung am,
chirng ndi IC

P06 nhay: <500 GE/ml

Ngudn mau méu toan phén, huyet tuong, dich ndo tuy, mo,
dich tuyén tién liét, tinh dich, mau phét sinh duc

Bao quan: TaqF Polymerase ¢ -16 °C; cac thanh phin con
lai §2-8 °C

Test

100

150

Hoa chétqdjnh luong
khéang thé anti-HBs

Héa chét dinh luong khéng thé khang khéng nguyén bé mat
clia virus viém gan B trong huyét thanh hozic huyét tuong
trén hé thong mlen dxch tu dong ung dung cong nghé héa
phét quang truc tiép gan enzym sir dung chét nén Dai do: <
5,0 =21 ,000 mIU/mLT4i thiéu gdm céc thanh phan Bao
gbm: (1) Hoéa chat R1: chira khéng nguyén HBs tai t6 hop
dugce danh dau véi ALP(2) Hoa chit R2: chua hat tir tinh
pht khang nguyén HBs tdi t6 hop Bao quan: 2 - 8 d6 C.
Ngudng do: < 5.0 dén > 1000 mIU/mLLOD: < 0.245
mIU/mLLOQ : £0.96 mIU/mLDJ lap - CV: <2.5%

Test

34.700

151

Giéng phan mg ctia
may xét nghiém
mién dich hoa phat
quang

Giéng phan ung trén hé thong mlen dich tu dong tmg dung
cong ngh¢ héa phat quang truc tiép gn enzym sir dung chét
nén c6 cong suat > 200 xét nghiém/gid

Bao quan: 2 -30d6 C

Cai

80.000

152

Héa chit do mirc do
glycosyl héa cia
protein M2BPGi
trong chan dodn va
theo ddi céc giai
doan xo gan

Héa chét do mirc do glycosyl hoa ctia protein M2BPGi trong
huyét thanh trén hé théng mién dich tu dong hoa phat quang
tryc tiép gin enzym sit dung chét nén

Thanh phan: Téi thiéu gdm céc thanh phén:Bao gbm:

(1) Héa chit R1

(2) Héa chat R2: chira hat tir tinh dugc phi WFA

(3) Héa chét R3: chira khang thé don dong anti-M2BP dugc
déanh dau ALP

Bao quan: 2 - 8 do C. Ngudng do: C.0.I: <0.10 dén >20.00
Do ldp - CV £2.0%

Test

100

153

Hoa chit xét nghiém
khang nguyén bé
mat ctia virus viém
gan B

Hoa chét xét nghiém khang nguyén bé mat ctia virus viém
gan B trong huyét thanh hodc huyét tuong trén hé théng
mién dlCh tu dong (g dung cong nghé hoéa phét quang truc
tiép gén enzym sir dung chét nén

Dai do: < 0,03 dén > 2,500 IU/mL. LOD: < 0.0045 IU/mL
Do lap - CV: <2.9%

Thanh phan: Ti thiéu gdm c4c thanh phan bao gbm:

(1) Héa chit R1: chira khang thé don dong (chudt) anti-HBs

Test

58.500
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duoc danh d4u vai biotin

(2) Hoa chit R2: chira hat tir tinh dugc phu Streptavidin

(3) Hoéa chét R3: chia khang thé don dong (chudt) anti-HBs
duoc danh dau ALP

Bao quan: 2-8do C

154

Héa chit dinh tinh
khang thé anti-HCV

Hoa chét dinh tinh khang thé khang virus viém gan C trong
huyét thanh hozc huyét twong trén hé théng mién dlCh tu
dong ung dung cong nghé hoa phat quang trl,rc tlep gin
enzym st dung chat nén Thanh phan Tbi thiéu gdbm cac
thanh phin bao gom (1) Hoa chét R1: chira khéng nguyén
HCV duoc dénh dau Biotin (2) Héa chit R2: chira hat tir
tinh dugc phu boi khdng nguyén HCV (3) Hoa chat R3:
chira khang thé don dong IgG anti-human dwgc danh déu
ALP Bao quan: 2 - 8 46 C. Ngudng do: C.0.1. > 1.0 B lap -
CV:<1.8%

Test

52.600

155

Chét hiéu chuén cho
xét nghiém M2BPGi

Chét hiéu chudn cho xét nghiém M2BPGi trén hé théng
mlen dich ty dong tng dung cong nghé hda phat quang truc
tiép gén enzym sir dung chét nén

Thanh phan: Tbi thiéu gdm céc thanh phan bao gbm:
(1) M2BPGi NC

(2) M2BPGi PC

Han sit dung sau khi m& np: > 90 ngay

Bao quan: 2-8do C

mL

156

Hoéa chét dinh luong
nong do hormone T4
tu do

Hoa chit dinh luong hormone T4 tu do (FT4) trong huyét
thanh hozc huyét tuong trén hé théng mlen dich tu dong ung
dung cong ngh¢ héa phat quang truc tiép gén enzym sir dung
chit nén

Ngudng do: <0.25 dén > 8.00 ng/dL

Do lap - CV: <3.3%

Thanh phan: Téi thiéu gdm cac thanh phan bao gdom

(1) Hoéa chét R1: chira khang thé don dong (chudt) anti-T4
(2) Hoa chét R2: chira hat tir tinh duoc phu streptavidin
(3) Héa chit R3: chira T3 dugc danh déu ALP

Baoquan: 2-8d9 C

Test

25.000

157

Héa chét dinh luong
ndng d6 hormone
kich thich tuyén giap
(TSH)

Héa chét dinh lugng hormone TSH trong huyét thanh hodc
huyét twong trén hé théng mlen dich ty dong tmg dung cong
nghé hda phat quang truc tiép gén enzym sir dung chit nén
Dai do: < 0,002 dén > 200 ulU/mL. B§ ldp - CV: <4.0%
Bao g(“)m:

(1) Héa chét,Rl: chira khang thé don dong anti-TSH (chudt)
duoc danh dau ALP

(2) Hoa chit R2: chira hat tir tinh duoc phi streptavidin

(3) Héa chét R3: chia khéng thé don dong (chudt) duge
danh dau biotin

Bao quan: 2 -8 do C

Test

30.000

158

Chét nén hoéa phét

quang cuia may xét
nghiém mién dich

héa phat quang

Phuong phdp hoa phdt quang trén hé théng mién dich tu
dong ung dung cong nghé hoéa phat quang truc tiép gén
enzym su dung chét nén

Thanh phan: Téi thiéu gdm céc thanh phdn: chit nén héa
phat quang CDP-Star

Béo quan: 2 -8 do C

mL

23.210

159

Anti-AB

Khang thé don dong dugc tao ra tir chudi te bao Hybridoma
bang céch két hop khang thé chudt tao ra té bao Lympho B
v6i té bao tiy chudt dung dé thir nghiém ngung két hdng cdu

mL

300
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Tén danh muc moi . ey Don vi £
TT chiio gid Pic tinh ky thuit tinh S0 lugng
xé4c dinh nhém mau.- Hiéu suat: >1:256. D nhay va d6 dic
hiéu: 100%- Dung dich dang 16ng, khong mau- Bdo quan &
2-8d9 C
Héa chit dién di mién dich.
Pién di mién dich - X4c dinh dugc céc thanh ph?m sau: IgG KAPPA, IgA
160 | trén hé théng dién di | LAMBDA, IgM Test 500
8 mao quan - Dang chét 16ng
- Tiéu chuén: ISO 13485/CE. P6ng géi: < 100 test/ Hop
- Chiéu dai: > 55mm
- C6 2 16p loc véi céc kich thudc 16 loc khéc nhau gitip
chbng nhiém cho ca pipet va méu. Gém 2 16p ky nuéc giit
lai 100% céc aerosols va cac phan tir sinh hoc.
Pautip 2 Iop loc2 - | - C6 gidy chiing nhan hiéu qua cta 16p loc theo tiéu chuén ,
161 200uL EN 29463. Cai 2.880
- Khong chira cac chét ttc ché phan ting PCR.
- Pat tiéu chuan PCR clean, tiét khuin va khong chira noi
doc to (pyrogen-free)
- Dung tich 2-200puL
Hoéa chit xét nghiém thé cetonic dung dé& dinh luong B-
Hydroxybutyrate trong huyét thanh va huyét twong bang
phuong phép dinh lugng do quang v6i bude séng 505 nm.
N Thanh phén: Téi thiéu gdm c4c thanh phan sau:
6a chat xét nghiém . B .
162 thé cetonic + Enzyme: B-hydroxybutyrate dehydrogenase, Diaphorase mL 800
enzymes
+ M4u Standard
- Tiéu chudn chit luong ISO 13485. Péng goi: < 100 mL/
Hop
Ong nghiém 14y méu
chén khoéng, chira Ong nghiém lay méu chén khéng, chira chéng dong EDTA “
163 | chéng dong EDTA | K2 2ml Ong GBG.AG0
K2 2ml
Ong nghiém ldy mau
chan khong, chira
164 chéng déng Lithium Ong nghiém Iay méu chan khong, chira chdng déng Lithium Ong 580.000
4 . Heparin 4ml, ndp mau héng
Heparin 4ml, nap
mau hong
Ong nghiém 14y mau ) ) )
165 cheﬂm khczng, cpug Ong n_ghlem lay mau chan khong, chira chong dong Lithium Ong 400.000
chong dong Lithium | Heparin 2ml
Heparin 2ml
Ong nghiém chira méu c6 hat nhua Polystryen bén trong
dung tach huyét thanh.
- Kich thuéc éng: dudong kinh 13 (+/- 2) mm; chiéu dai 75
Ong nghiém Serum, | (+/-5) mm <
Ysb nép do - Dung tich ti da 6 ml Ong 0000
- Chét liéu: nhua PP trong subt , khong 14n tap chét. Nap
mau do
- Tiéu chuén ISO 13485
Ong nghiém chira mau c6 chét khang dong EDTA K2, dung
4 " cho xét nghiém cong thirc mau, HbA1C- Kich thuéc Ong:
Ong nghiém EDTA
167 nfip ca0 su 1ml —> dudng kinh 13 (+/- 2) mm; chidu dai 75 (+/- 5) mm.- Dung Ong 12.000

2ml

tich t6i da 6ml.- Chét lidu nhya PP trong sudt, khong 14n tap
chét. Nép nhua boc cao su mém mau tim Tiéu chuén ISO
13485 hoic tuong duong
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Tén danh muc moi ; = » Pon vi £
TT chio gis Pic tinh ky thuit tinh S0 lwong
Hoa chét ding cho xét nghiém Glucose ; dai do: < 0,6 dén >
Fiéa chilt dinh 1 45 mmol/L; phuong phép: Hexokinase
168 thcgsgt b IUONE | Thanh phdn: Téi thidu gdm cac thanh phin sau: ATP, mL 24.000
NAD+, Mg2+, Hexokinase, G6P-DH
- Tiéu chudn: ISO 13485/CE. Péng géi: < 600 mL/hdp
Héa chét ding cho xét nghiém Uric Acid ; dai do: < 89 dén
Héa chit dinh 1 > 1785 umol/L;
169 Urii ‘;c? : Inh IWONE | _ Thanh phan: Téi thidu gdm céc thanh phin sau: MADB; 4- mL 17.977
Aminophenazone; Peroxidase; Uricase; Ascorbate Oxidase
- Tiéu chuén: ISO 13485/CE. Péng goi: <300 mL/hop
Hoa chét ding cho xét nghiém a-Amylase ; dai do: < 10 dén
Hoa chit dinh | > 2000 U/L; phuong phap: CNPG3
170 achat N O | Thanh phan: Téi thidu gdm céc thanh phan sau: Calcium mL 840
o -Amylase
acetate; NaCl,
- Tiéu chuén: ISO 13485/CE. Péng gbi: <200 mL/hop
Hoa chét ding cho xét nghiém CRP Latex; dai do: <0,2 dén
> 480 mg/L; phuong phép: Immunoturbidimetric (do d6 duc
171 | Hea chét dinh lugng | mién dich). mL 720
CRP latex - Thanh phan: Tbi thiéu gom cac thanh phan sau: Glycine
buffer; Latex phii khéang thé khang CRP
- Tiéu chudn: ISO 13485/CE. Péng goéi: <300 mL/hop
Cong phan g dang Coéng phén;’xng dang khéi dung cho hé théng may dong méu
khéi dung cho hé tw dong, thé tich cong < 1 mL )
e théng méay déng mau | - Chét lidu: nhya polystyrene Céng 374.400
tw dong - Tiéu chuén: ISO 13485/CE
Dung cho test Coombs truc tiép va gian tiép, sang loc va
dinh danh khéang thé bat thuong, dinh nhém chéo mdi truong
T . Coombs 37°C,
Eloa c}éat x.e’:t “gf‘ 1M 1 Thanh phan Gel card. Thanh phan chta tdi thiéu: moi
173 tro.ortr}As gtan Hep= truong AHG: coombs, khang thé khang globplin nguoi. Hon Test 8.400
wetiep va hop giita khang thé da dong IgG tir thé va khang thé don
Crossmatch dong,
Bao quan : 2-25 d6 C
- Tiéu chuén: ISO 13485/CE. DPéng goi: < 500 test/hop
Cong phan ung sur .
dung trén may mién | Cong phan tng sir dung trén méay mién dich ty dong. )
174 ; x . : : C 240.000
dich tu dong vi hat | Chét liéu la nhua trong sudt. Pong goi: < 5000 céng/hdp e
phét quang
S Nuéc rira sir dung trén may mién dich tu dong.
ugcC rua su aung AL A A % A Ls 2x . £
175 trén méy min dich T'01 thleu; gdm thanh phan mudi dém phosphat va cac chat Lit 400
tw dong khang khu?n.
C - Tiéu chuan: ISO 13485/ CE. Péng goi: <5 lit/hop
Hoé4 chét hd tro cac xét nghiém sinh hod; st dung cho may
xét nghiém sinh hoa tur dong.
176 | Dungdichriah¢ - Thanh phén: Téi thiéu gdm cac thanh phan sau: Citric acid Lit 29
thong sinh héa monohydrate, Oxalic acid dihydrate, Polyethylene glycol,
Methanol, Monochloroacetic acid.
- Tiéu chudn: ISO 13485/ CE. Déng gbi: <2 lit/hop
B Ho4 chit hd trg cac xét nghiém sinh hod; st dung cho may
177 Dung dich hd trg xét | xét nghiém sinh héa ty dong.- Thanh phan:Téi thiéu gbém Lit 2
nghiém sinh hoa céc thanh phan sau: NaOCl, NaOH, KOH- Tiéu chudn: ISO
13485/ CE. Dong géi: <2 lit/hop
178 | Hoéa chit xét nghiém | Xét nghiém xéc dinh dinh luong khéng thé tw mién 1gG Test 4.416
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IgG anti dsSDNA
phuong phap ELISA

khang DNA mach doi (dsDNA) trong huyét thanh va huyét
tuong ngudi.

- Thanh phén: Téi thiéu gdm céc thanh phén sau: Calibrator
(CAL), Enzyme lién hop, Chromogen/Substrate, Acid
splphuric

- Tiéu chuén: ISO 13485. Dong géi: < 150 test/hdp

179

Hoa chét xét nghiém
Anti Clq phuong
phéap ELISA

Dinh luong tu khéng thé IgG khang Clq & huyét thanh hodc
huyét tuong ngudi

- Thanh phan: Tbi thiéu gdbm céc thanh phén sau:

+ CALIBRATOR : tbi thidu 6 ndng do khac nhau

+ Chét chimg dwong

+ Chét chitng 4m

+ Enzyme lién hop; chira khang thé khang IgG ngudi, danh
dAu HRP; PBS, BSA, chét tdy rira

+ Co chit TMB;

+ Dung dich dung phan tng

+ Dung dich dém rira

- Tiéu chudn: ISO 13485. P6ng gbi: < 150 test/hdp

Test

576

180

Hoa chét tach chiét
Virus trong miu
bénh pham (Kém
phu kién)

Hoéa chét tach chiét Virus trong mAu bénh phim

- Str dung cho may tach chiét ty dong hoan toan, cong nghé
hat tir dé tach chiét va tinh sach tu dong nucleic acids tir mau
sinh phidm. Lam sach axit nucleic tir huyét thanh, huyet
tuong, hozc CSF, va axit nucleic cua virus va DNA cua vi
khuin c6 thé dugc tinh sach tir cac mau hé hép nhu tim
bong, hat dich, dom, rira phe quan (BAL), ciing nhu nuéc
tidu va dich phét niéu dao (co tir cung va niéu dao ).

- Thanh phin: Téi thidu gdm c4c thanh phén sau: Enzyme,
Buffer AVE, Buffer AVE, Carrier RNA.

- Kém vat tu tiéu hao dé téch acid nucleic
-Tiéu chudn: ISO 13485/CE. Péng gbi: <250 test/hop

Test

6.434

181

Héa chét dinh tinh
Anti-HCV phuong
phép dién héa phat
quang trén may mién
dich tu dong

Héa chét dinh tinh Anti-HCV 1a mot xét nghiém chén doan
in vitro dung dé phat hién dinh tinh khang thé khang vi rit
viém gan C (HCV) trong huyet thanh va huyét twong ngudi.

- Thanh phan: Téi thiéu gdm céc thanh phén sau:

Vi hat phu streptavidin; Khdng nguyén ddc hiéu HCV déanh
du biotin; Khéng nguyén dic hiéu HCV danh déu phirc hop
ruthenium, dém HEPES

*AHCV 2 Call: Mau chudn 4m tinh 1: Huyét thanh ngudi,
am tinh v6i khang thé khang HCV

*AHCV 2 Cal2: Mau chuan duong tinh 2: Huyét thanh
ngudi duong tinh véi khang thé khang HCV. Khéng phan
g véi HBsAg, khang thé khang HIV 1/2.

- Tiéu chun: CE/ISO 13485. Péng géi: < 500 test/hdp

Test

30.000

182

Hoéa chét dinh luong
ACTH phuong phép
dién hoa phat quang

Héa chét dinh lugng ACTH ding dé dinh lugng ndi tiét t6
kich thich vé thugng thdn (ACTH) trong huyet tuong nguoi
chéng dong bang EDTA, - Thanh phan: Téi thiéu gébm cac
thanh phin sau: Vi hat phu streptavidin; Khang thé don dong
khéng ACTH danh déu biotin (chudt); Khéng thé don dong
khang ACTH (chudt) danh déu phitc hop ruthenium; - Tiéu
chudn: ISO 13485/CE. Péng g6i: <200 test/hop

Test

900

183

Héa chit dinh luong
Anti-Hbs phuong
phép dién héa phat
quang

Hoa chét dinh lugng Anti-Hbs 12 hoa chét xét nghiém dinh
lugng khang thé khang khéng nguyén bé mat Virus viém
gan B trong huyét thanh/ huyet tuong ngudi

- Thanh phin: T4i thiéu gbm cac thanh phan sau:
Vi hat phu streptavidin; HBsAg ngudi/ti td hop danh dau

Test

21.000
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biotin; HBsAg ngudi/tai t6 hop, dénh ddu phuc hop
ruthenium

* A-HBSII Call Mau chuidn 1: Anti-HBs (ngudi) trong
huyét thanh nguoi

* A-HBSII Cal2 MAu chuin 2: Anti-HBs (nguoi) trong
huyét thanh nguoi

- Tiéu chudn: CE/ISO 13485. Péng g6i: < 500 test/hop

184

Pau con mau sir
dung trén may xét
nghiém sinh
héa/mién dich tu
dong

Déu con hit miu va cbc chira hdn hop phan tng chay xét
nghiém mién dich cong nghé dién héa phat quang

- Chét liéu nhyua v6i = 105 ddu con hit miu va 2105 cde
phan ung trén cung mét khay.

- Tiéu chudn: CE/ISO 13485.

Cai

2.192.400

185

Hoa chit xét nghiém
CA 15-3 phuong
phap dién hoa phat
quang

Héa chit xét nghiém CA 15-3

Nguyén 1y xét nghiém: Nguyén 1y bét cgp. Téng thoi gian
xét nghiém < 25 phut.

- Thanh phéan: Téi thiéu gdm céc thanh phén sau:

Vi hat phi streptavidin; Khéng thé don dong danh dau biotin
(qhuét); Khang thé don dong khang CA 15-3 (chudt) dénh
dau phirc hgp ruthenium

- Tiéu chudn: CE/ISO 13485. Péng g6i: < 500 test/hop

Test

5.100

186

Héa chét xét nghiém
CEA phuong phap
dién héa phat quang

Héa chit xét nghiém CEA. Cac thudc thir & dang sén sang
dé sir dung.

- Nguyén ly xét nghiém: Nguyén ly bét cap. Tdng thoi gian
xét nghiém <25 phut.

- Céc thuéc thir & dang sin sang dé sir dung.

- Thanh phén: Téi thiéu gdm cac thanh phan sau:

Vi hat phu Streptavidin, Khang thé don dong khang CEA
danh diu biotin (chudt/ngudi); Khang thé don dong khang
CEA (chudt) danh dau phirc hop ruthenium - Tiéu chun:
CE/ISO 13485. bong g6i: < 500 test/hop

Test

18.000

187

Hoa chét xét nghiém
HBsAg phuong phép
dién hoa phét quang

Xét nghiém mién dich in vitro ding dé dinh tinh khéng
nguyén bé mat viém gan B (HBsAg) trong huyét thanh va
huyét twong ngudi.

Nguyén ly xét nghiém: Nguyén ly bt cap.

- Thanh phan: Téi thiéu gdm céc thanh phén sau:

Vi hat pha streptav1dm Hai khang thé don dong khang
HBsAg danh déu biotin (chudt); Khang thé don dong khang
HBsAg (chudt), khéng thé da dong khang HBsAg (ciru)
danh dau phirc hop ruthenium

+ MAu chudn 4m tinh: Huyét thanh ngudi;

+ M"?lu chudn duong tinh: HBsAg khoang 2 0.5 IU/mL trong
huyét thanh.

- Tiéu chuén CE/ISO 13485. Bong goi: < 500 test/hop

Test

18.000

188

Héa chét dinh lugng
Troponin T hs

Xét nghiém mién dich in vitro dung dé dinh luong troponin
T tim trong huyét thanh va huyét twong ngudi.Nguyén ly xét
nghiém: Nguyén ly bt cap- Thanh phan: Tbi thiéu gdm céc
thanh phén sau: Vi hat phu streptavidin; Khang thé don dong
khang troponin T tim danh ddu biotin (chudt); Khang thé
don dong khang troponin T tim (chu6t) danh déu phirc hop
ruthenium - Khoang do: <3 dén > 10000 ng/L - Tiéu chuén:
CE/ISO 13485. Déng goi: <500 test/hop

Test

33.000

189

Hoa chét xét nghiém
proBNP phuong
phap dién hoa phat

Xét nghiém mién dich in vitro ding dé dinh luong
N-terminal pro B- -type natriuretic peptide trong huyét thanh
va huyét tuong ngudi.

Test

18.000

e
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quang

Tbng thoi gian xét nghiém 1a < 25 phut. Céc thudc thir &
dang sén sang dé sir dung.

- Thanh phan: Téi thiéu gdm céc thanh phan sau:

Vi hat phu Streptavidin; Khang thé don dong khéng
NT-proBNP danh déu biotin (chuot) Khéng thé don dong
khang NT-proBNP (ciru) danh déu phirc hop ruthenium

- Tiéu chuin: CE/ISO 13485. Péng gbi: < 500 test/hop

190

Hoa chit xét nghiém
FT4 phuong phép
dién hda phét quang

Hoa chét xét nghiém FT4

- Tong thoi gian xét nghiém < 25 phut. Cac thudc thir & dang
sin sang dé sir dung.

- Thanh phan: Téi thiéu gdm céc thanh phan sau:

Vi hat phu streptavidin; Khéng thé da dong khang T4 (ctru)
danh déu phirc hop ruthenium; T4 danh d4u biotin

- Khoang do: < 0.5 dén > 100 pmol/L

-Tiéu chuan: CE/ISO 13485,

Test

43.200

191

Hoa chit xét nghiém
TSH phuong phap
dién hoa phét quang

Héa chit xét nghiém TSH

- Nguyén ly bat cp. Tdng thoi gian xét nghiém 25 phut.

- Thanh phan: Téi thiéu gdm cac thanh phén sau:

Vi hat phu Streptavidin; Khang thé don dong khéang TSH
danh dau biotin (chudt); Khang thé don dong khang TSH
(chudt/ngudi) danh déu phtrc hop ruthenium

- Khoang do: < 0.005 dén > 100 pIU/mL
- Tiéu chudn: CE/ISO 13485. Péng géi: <500 test/hdp

Test

60.000

192

Ho4 chét chay may
dién giai

Ho#4 chét chay may dién giai dugc sir dung dé rira va chuan
cac dién cuc: Na+, K+, Li+, Cl-, Ca2+. Gom c6:

-Thanh phén: Téi thiéu gdm cac thanh phin sau:

+ Natri (Na+): Chuén A, Chuén B, Chuén C;

+ Kali (K+): Chuén A, Chuin B, Chuéan C;

+ Chloride (Cl-): Chuén A, Chuén B, Chudn C;

+ Calci (Ca2+): Chuén A, Chuén B, Chuén C;

+ Lithium (Li+): Chun A, Chuén B, Chuén C.

+ Dung dich tham chiéu: Thanh phin c6 hoat tinh
Kalichloride.

- Tiéu chudn: CE/ISO 13485.

Cai

32

193

Hoa chét xét nghiém
AFP phuong phép
dién hoa phét quang

Héa chét xét nghiém AFP

- Thanh phén: Téi thiéu gdm cac thanh phén sau:

Vi hat phu streptavidin; Khang thé don dong khang AFP
danh déu biotin (chudt); Khang thé don dong khéng AFP
(chudt) danh déu phirc hop ruthenium

- Tiéu chuén: ISO 13485/CE. Péng géi: < 500 test/hdp

Test

28.500

194

B0 kit tach chiét
ddng thoi
DNA/RNA virus
béng phuong phap
cot, tach chiét thi
cong

- B6 kit dé tinh sach dong thoi DNA va RNA cua virus, két
hop céc dac tinh lién két chon loc ciia mang silica véi thé
tich rira giai linh hoat tir 20 dén 150 pl. Quy trinh nay phu
hop dé str dung véi huyét tuong va huyet thanh, mau c6 thé
& dang tuoi hodc dong lanh. Thanh phin: QIAamp MinElute
Columns (2 ml), Lysis Tubes (2 ml), Elution Tubes (1.5 ml),
Wash Tubes (2 ml), Lysis Buffer, Wash Buffer 1, Wash
Buffer 2, Elution Buffer, Protease Solvent, Carrier RNA:
310 pg, QIAGEN Protease- Bao quan: nhi¢t d6 phong- Ti€u
chuén: IVD

Test

4.000

195

Que gon xét nghiém
dung trong 6ng nhua
tiét khuan

Que gon xét nghiém dung trong dng nhua tiét khuén

Cai

7.700
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196

Héa chit dinh luong
NH3

Hoa chét dung cho xét nghiém NH3, dai do 0-1180 pmol/L;
c6 kém chat chuan trong hop

- Thanh phidn Rla. Reagent NADPH 0,26 mmol/l; o -
ketoglutarate 3,88 mmol/l; R1b.Dém Triethanolamine 0,15
mol/l, pH 8,6; R2. GLDH > 1200 U/ml; CAL Standard"

- Béao quan: 2-8°C

- Tiéu chudn chét lugng: ISO 13485/CFS

197

Héa chét dinh luong
Ethanol

Héa chét ding cho xét nghiém Ethanol

- Thanh phén: A. Reagent, Pipes 100 mmol/L, preservatives,
pH 7,9.

B. Reagent: Pipes 50 mmol/L, NAD 15 mmol/L, alcohol
dehydrogenase (ADH) > 18 KU/L, preservatives, pH 6,2.
Gic’r’i han phét hién: 8,11 mg/dL = 1,76 mmol/L. Gidi han
tuyén tinh 300 mg/dL = 65,1 mmol/L.

- Béo quan: 2-8°C

- Tiéu chuén chét luong: ISO 13485/CFS

198

Hoa chét dinh lwong
HDL-C trén may tu
dong

Hoa chit dinh lugng HDL-C

- La xét nghiém in vitro dung dé dinh luong HDL-
cholesterol trong huyét thanh va huyét tuong ngudi. Nguyén
ly xét nghiém do mau str dung men dbng nhat. Khoang do:
0.08-3.88 mmol/L (3.09-150 mg/dL).

- Thudc thir-dung dich tham gia xét nghiém:

R1 Pém TAPSO: 62,1 mmol/L, pH 7,77; polyanion: 1,25
g/L; EMSE: 1,08 mmol/L; ascorbate oxidase (dua chudt): >
50 pkat/L; peroxidase (cu cai): > 166,7 pkat/L; chit tdy;
BSA: 2,0 g/L.

R2 Pém Bis-Tris: 20,1 mmol/L, pH 6,70; cholesterol
esterase (vi sinh): > 7,5 pkat/L; cholesterol oxidase (E. coli
tai t6 hop): > 7,17 pkat/L; cholesterol oxidase (vi sinh): >
76,7 pkat/L; peroxidase (ci cai): > 333 ukat/L;
4-amino-antipyrine: 1,48 mmol/L; BSA: 3,0 g/L; chét tay.

- Tiéu chudn chét lugng: CE/ ISO
-Bao quan ¢ 2 - 8°C.

Test

11.632

199

Hoa chét dinh luong
TSH phuong phap
dién héa phat quang
trén may tu dong

Xét nghiém mién dich in vitro dung dé dinh luong
thyrotropin trong huyét thanh va huyét twong ngudi.Xét
nghiém mién dich  dién héa  phat  quang
“ECLIA”(e]ectrochemllummescence 1mmunoassay) Phuong
phép mién dich bét cip (ECL/Sandwich). Tdng thoi gian xét
nghiém 18 phut. Cac thube thir trong hop duge dung trong
mot bd céc chai sin sang dé st dungBo thudc thir duge dan
nhan TSH.M: Vi hat phua Streptavidin: Vi hat phu
Streptavidin 0,72 mg/mL, chit bao quan.R1: Anti-TSH-
Ab~biotin; Khéng thé don dong khang TSH dénh d4u biotin
(chuét) 2,0 mg/L; dém phosphate 100 mmol/L, pH 7,2; chat
bao quan.R2: Anti-TSH-Ab~Ru(bpy): Khang thé don dong
khang TSH (chut/ngudi) danh déu phiichgp ruthenium 1,2
mg/L; dém phosphate 100 mmol/L, pH 7,2; chit bao
quéan.Khoéang do: 0,27 - 4,2 ulU/mLTiéu chuén chit lugng:
CE/ ISOBao quan ¢ 2 - 8°C.

Test

1.200

200

Héa chét tach chiét
ty dong DNA/ RNA.
virus tir mau dich thé

- B9 xét nghiém IVD chi dinh cho quy trinh ly trich va tinh
sach DNA/RNA virus tir mau dich thé trén mdy tach chiét tu
dong SaMagl2

- Thanh phén: Reagent cartridge va cdc vat tu chay may
SaMag

- Ngudn méu: huyét twong, huyét thanh, va cac loai dich co
thé khac.

Test

2.800
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rr | Tendanh e i Diic tinh ky thuat Ponvl | 86 lugng
- B4o quan: nhiét d6 phong
- Tiéu chudn chét lugng: CE-IVD (chi thi 98/79/EC)
beén dung cho hé théng may sinh héa ty dong cong nghé
Ben dung cho hé khudy bing song siéu am tranh nhiém chéo. )
201 3;0(? (Sgngay sinh o Tiéu chuin chit luong: CE/ISO A 3
C Diéu kién bao quan: 15-25°C
Dién cuc tham chiéu diing véi module ISE cho méay phén
n . tich dung trong may phén tich sinh héa. .
212 Bifn oo tham.chicu Tiéu chuén chit lvong: CE/ISO cal !
Didu kién bao quan: 15-25°C
Chét chuln cho céc xét nghiém sinh héa thudng quy;
Dung dich chan - Thanh phén:Huyét thanh nguoi c6 hoa chét phu gia va
203 | calibrator ding cho | enzym thich hop tir ngudi, dong vét va thuc vat. Lo 44
may tu dong - Bao quan: 2-8°C.
- Tiéu chuén chét lugng: ISO 13485/CFS
Co chét phat quang
£ Thanh phan: Lumi-Phos 530 (dung dich dém chira chat
C‘o chat ph{ft quang dioxetan Lumigen PPD, chit huynh quang va chét hoat dong R
204 dql;g cl_xo hé thong b mit). Hoép 45
it dich Bao quan: 2-8°C
Tiéu chuin chit luong: ISO, CFS
Hoéa chét dinh luong céc mirc d6 hGH. Bao gbm:- Hat tir
(dang huyén phu): dwgc phu khéng thé don dong chudt
khang hGH, albumin huyét thanh bo, dém PBS, <0,1% natri
azide.- Dung dich lién hop: phi khang the don dbng chudt
khang hGH, dugc danh d4u bing dan xut isoluminol, huyét
) thanh ciru, khang thé IgG chudt khong ddc hiéu, albumin
205 Hoa chat dinh lugng huyet thanh bo, dém PBS; 0,2% ProClin® 300, chét bao Test 400
hormon ting truéng | quan.- Cal A (d6ng khd): hGH tai t6 hop (thu dugc trong E.
coli), huyét thanh ngudi khong chira hGH, dém phosphate;
0,2% ProClin® 300, chit bao quan.- Cal B (d6ng kho): hGH
tai t hop (thu duoc trong E. coli), huyét thanh ngudi khéng
chira hGH, dém phosphate; 0,2% ProClin® 300, chat bao
quan.Dai do: t6i da 80 ng/mL (hodc 240 pIU/mL)Bao quan:
2-8°CTiéu chuén chét lugng ISO/CE
Khay giéng pha lodng héng cau.
206 }{{my gif:ng pha Tiéu chué}n I1SO 13485 3 B Hop 50
oang hong cau DPoéng g6i: Thung /180 khay, moi khay c¢6 16 giéng phéan
ung
Céng do miu di kem bi
-Dbic tinh, céng dung: Cong do tir xét nghiém dong mau cho
may tu dong
-Thanh phén: Cuvette béng nhya ding mot l4n, c6 bi lam
207 | Congvabidomdu | bing thép khong gi bén trong Cai 222.000
-Diéu kién bao quan: nhiét d6 phong
-Tiéu chuén déng g6i: Thing gdm 6 cudn, mdi cudn gdm
1000 cong c6 san bi
-Tiéu chuén chit lugng: ISO 13485
Dung dich klem chudn calib _déng mau (héa chat chuin
Dung dich kiém II;Ihe;;;arm) mdi bd héa chét gdm 5 lo véi 5 ndng d6 khac
208 | chuén calib dong Hop 1

mau

Gi4 trj phan tich véi 5 ma vach, mdi ma vach cung cip béi
moi lo thudc thir.
-Dic tinh, cong dung: Héa chat ding dé x4y dung dudng

e
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hiéu chuan cho xét nghiém Anti Xa.

-Thanh phan:

*Thuéc thir 1: huyét twong ngudi khong heparin, dong kho.
*Thuéc thtr 2: huyét twong ngudi chita lugng UFH da xéc
dinh ro, déng kho.

«Thudc thir 3: huyét tuong ngudi c6 chira lwong LMWH da
xac dinh rd.

*Thubc thir 4: huyét tuong nguoi chia lugng UFH da xdc
dinh 6 nhiéu hon trong lo thudc thir 2, d6ng kho.

*Thube thir 5: huyet twong ngudi c6 chira lugng LMWH dé
x4c dinh r6 nhidu hon trong lo thude thir 3, dong kho

-Diéu kién bao quéan: 2-8 do C

-Tiéu chuén chét lugng: ISO 13485

209

Lo dung tinh trung,
tiét trung ting cai
150ml

1. Tiét trung ting cai,Jam bing nhua PP (Polypropylene),
tinh khiét 100%, nép mau do; 2 Trén than c6 mot ving
nhdm mau xam c6 thé ghi tén tudi, thong tin vé bénh nhén,
ngay lay mAu bénh phim; 3. Dung tich: thé tich t6i da cua lo
chira miu 1a 150 ml; 4. Kich thuéc cua lo dung mau la:
dudng kinh day lo: 48.3 mm; dudng kinh phan gitra lo: 56.3
mm; Puong kinh phdn miéng: 62.1 mm; Chiéu cao lo miu:
743 mm. Maximum volume: 150 ml. Recommended
volume: 125 ml; 5. Miéng lo 14y mAu rong; 6. Chtng chi
CE, IVD

Céi

350

210

Dung dich dém rira
may dién di

Dung dich dém rira may dién di duoc sir dung dé tach cac
loai protein bang phuong phép dién di. Thanh phin gdm
MAINTENANCE BUFFER.

Céc bd phan di kem: FILTER (x 1)

- Chét 16ng, khong mau

- Bao quan: 15-30°C

- Tiéu chuan chét lugng: ISO 13485/ CFS

Chai

18

211

Dung dich rira may
dién di

Dung dich rira méay dién di dung dé téch céc loai protein
bing phuong phap dién di. Thanh phin gdm STORAGE
BUFFER.

Céc bd phan di kém: FILTER (x 1)

- Chat I6ng, khong mau

- Bao quan: 15-30°C

- Tiéu chuén chét lugng: ISO 13485/ CFS

Chai

18

212

Glucose tinh thé

Glucose'tinh thé pha aé uéng, danh bt min, mau trdng nga,
tinh khiét, thuc hién nghiém phép téng duong mau sau &n

Kg

24

213

Thubc nhudm té bao
Papanicolaou 3b
Spasmer

Thudc nhudém té bao PAPANICOLAOU 3B SPASMER.
Thubc nhugm EAS50, dang dung dich 1éng, ding cho phuong
phép nhuém papanicolaou's (nhuom cac thanh phan té bao
chét), chin doan té bao ung thu va chu ky té bao (pap'
smear).

Chai

214

DAu soi kinh

DAu soi kinh hién vi

Dung dich du, 16ng, nhét, trong sudt diing soi kinh hién vi.
Chi s6 khuc xa khoang 1,5 (gn véi thiy tinh), cho hinh anh
thuce khi soi.

Chai

215

Thudc nhudm té bao
Hematoxyline Harri

Thube nhudm Hematoxyline, dang dung dich l6ng, mau
xanh tim sim, dung cho phuong phép nhudém papanicolaou's
(nhudém hat nhan té bao), chén doén té bao ung thu va chu
ky té bao (pap' smear).

Chai

216

Héa chét dinh lugng
hormone tuyén cén

- Thanh phan :+ Thudc thir Lite khang | thé PTH khang nhén
don dong ¢ chudt dugc danh d4u bing acridinium ester

Test

1.900

V%
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Pon vi
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S6 lwgng

giap (iPTH)

trong dung dich mudi dém; céc protein c6 trong huyét tuong
chudt; albumin huyét thanh bd; chit bao quan. + Pha rén
gdm khéng thé PTH khang nhan don dong & chudt duoc
biotin héa lién két v6i phén tr thuén tir phu streptavidin
(~0,4 g/L) trong dung dich mubi dém; cac protem co trong
huyét twong bo; albumin huyét thanh bo; chit bao quan. +
PTH CAL dang dong kho, sau khi hoan nguyén, cdc muc
thip hogc cao cia peptit tébng hop PTH nguyén ven; dung
dich mudi dém; huyét tuong EDTA ngudi (10%); chét tc
ché protease serine; chit hoat tinh bé mat; chét bao quan.-
Khoang tuyén tinh: 4,6-2000,0 pg/mL (0,5-212,0 pmol/L).
LoD: < 1,5 pg/mL. LoQ < 4,6 pg/mL- D dac hig¢u: Khong
phan {ng chéo véi B-Cross Laps, Calcitonin, Osteocalcin-
Pidu kién bao quan: 2-8°C.- Tiéu chufn chét luong:
FDA/ISO

217

Hoa chét dinh luong
Homocystein

- Thanh phén:

+ Thubc thir Lite gdm khang thé khang SAH don dong &
chuot (~0,4 pg/mL) duogc danh d4u acridinium ester trong
dém phosphate albumin huyét thanh bod; chat bao quan.

+ Pha rén gdm céc hat thuén tir lién két cong hoa tri SAH
(~2,1 pg/mL) trong dém phosphate; albumin huyét thanh bo;
chit bao quan.

+ Thubc thir Enzyme gdm enzyme S-adenosylhomocysteine
hydrolase chiét xuét tir bd (~60 mU/mL) trong dém TRIS;
chit bao quan.

+ Thubc thir Reducing gdm thudc thir Dithiothreitol (~1,5
mg/mL) trong chat dém citrate; chat bao quan.

- Khoang tuyén tinh: 0,50—65,00 pmol/L

- Po dic hiéu: Mac do phan tng chéo véi Adenosine
900umol/L 1a < 0,01%, véi S-adenosyl-L-methionine
80umol/L 1a 6,6%, v&i L-Cystathionine 500pmol/L la
0,01%, véi L-Cysteine 8000umol/L la 0,03%, véi L-
methionine 800umol/L 1a 0,21%, vé&i Glutathione
500pumol/L 1a < 0,01%, v6i NAD 1000pumol/L 1a 0,12%, véi
Homocysteine Thiolactone 50pmol/L la 1,3%

- LoD: 0,67 umol/L. LoQ: NA. Diéu kién bao quan: 2-8°C.

- Tiéu chuén chét lugng : FDA/ISO

Test

1.300

218

Dung dich kiém
chuan Calibrator
AFP va CEA

- Dung dich kiém chuan Calibrator AFP va CEA

- Thanh phén: Sau khi hoan nguyén, bao gbm
alphafetoprotein (ngudi) va khang nguyén carcinoembryonic
(ngudi) & nong do thdp hoic ; chit dém BSA; natri azit (<
0,1%); chit bao quan

- Biéu kién bao quan: 2-8°C.

- Tiéu chuén chét lugng : FDA/ISO

219

Héa chét tao do 4m
str dung trén may
mién dich tu dong

Héa chét tao d6 4m st dung trén may mién dich ty dong (goi
tao d6 am)

- Tao d6 4m khoang chira thuc thir

- Chét liéu bang gidy

Hop

220

Héa chit dinh luong
Complement 3 (C3)

Hoa chit cho xét nghiém C3, dai do: 0,15-5,0 g/L; phuong
phép: Immunoturbidimetric (do d6 duc mién dich-Thanh
phan: Tris buffer (pH 7 ,2) 62 mmol/L; Polyethylene glycol
6000 1,6% w/v; Khang thé dé khang C3 nong do thay dbi;
Chét bao quan- Bao quan: 2-8°C - Tiéu chuan chit lugng:
ISO 13485/CFS

221

Héa chit dinh luong

Héa chat cho xét nghiém C4, dai do: 0,08-1,5 g/L; phuong
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Complement 4 (C4) | phap: Immunoturbidimetric (do do duc mién dich)
-Thanh phan: Tris buffer (pH 7 ,2) 62 mmol/L, Polyethylen
glycol 6000 1,6% w/v, Khang thé (dé) khang C4 ndng do
dao dong, Chét bao quan
- Bao quan: 2-8°C.
- Tiéu chuan ISO
I Dung dich rira 1 sir dung cho hé théng sinh héa tu dong
ung dich rira 1 st ; X ;
229 e ggcho hé théng - Tl}anh l?han. hzrpochlorlte Lo 4
sinh hoéa tu dong - Bdo quas: 2_8, C.
- Tiéu chuan chat luong: ISO 13485/CFS
Hoa chét kiém ching miic 1 cho céc xét nghiém do do duc
mién dich
- Thanh phin:Huyét thanh ngudi chira o-1 acidglycoprotein
Ferritin; -1 antitrypsin Haptoglobin; Khang Streptolysm O
923 Hoéa chat kiém chudn | Globulin mién dich A; B-2 microglobulin Globulm mién L 3
ITA Control muc 1 dich G; Cerulop]asmln Globulin mién dich M;Bb thé 3 ¢
Prealbumin; B6 the 4 Yéu tb dang thap; Protein phan ung C
Transferrin; Chét &n dinh; Chét bao quan
-Bao quéan: 2-8°C.
- Tiéu chudn chét lugng: ISO 13485/CFS
Chét kiém ching cho céc xét nghiém mién dich do do duc
muc 2; .
- Thanh phén: Huyét thanh ngudi chira a-1 acidglycoprotein,
Ferritin, a-1 antitrypsin, Haptoglobin, Anti-Streptolysin O,
924 Héa chét kiém chuin | Immunoglobulin A, B-2 microglobulin, Immunoglobulin G, 5 .
ITA Control mtrc 2 Ceruloplasmin, Immunoglobulin M, Complement 3, :
Prealbumin, Complement 4, Rheumatoid, Factor C-reactive
protein, Transferrin, Chét n dinh, Chét bao quéan
- Bao quan: 2-8°C.
- Tiéu chuén chét luong: ISO 13485/CFS
Héa chat kiém ching mic 3 cho cic xét nghiém do do duc
mién dich.
- Thanh phén: o-1 acidglycoprotein Ferritin; o-1 antitrypsin
Haptoglobin; Khang Streptolysm O Globulin mién dich A;B-
225 Hoa chit kiém chudn | 2 microglobulin Globulin mién dich G; Ceruloplasmin Lo 2
ITA Control muc 3 Globulin mién dich M; B thé 3 Prealbumin; B6 thé 4 Yeéu g
t6 dang thap, Protein phan ung C Transferrin; Dong thoi
chira ca chit bao quan va chat 6n dinh
- Béo quan: 2-8°C.
- Tiéu chudn chét lwvong: ISO 13485/CFS
Héa chét dung cho xét nghiém B-2 Microglobulin; dai do:
0,5-16,0 mg/L; phuong phap: Immunoturbidimetric (do do
296 Héa chét dinh lugng | duc mién dich). - Thanh phén: Phosphate buffer (pH 6,5) 22 Hop 5
beta 2 Microglobulin | mmol/L; Céc tiéu phan latex phu khang thé khang B-2 ’
microglobulin ngudi nong do dao dong; Chét bao quan- Bao
quan: 2-8°C- Tiéu chuén chit lugng: 1SO 13485/CFS
Héa chit dung cho xét nghiém Bilirubin truc tlep, dai do: 0—
171 pmol/L; phuong phap: DPD, budc séng 570 nM.
7 | Hoéa chit dinh lugng | - Thanh  phan: 3,5 Dichlorophenyl  diazonium - .
Bilirubin lién hop tetrafluoroborate 0,08 mmol/L °P
- Béo quan: 2-8°C
- Tiéu chuén chét luong: ISO 13485/CFS
278 Héa chét kiém chudn | Chét chuén cho xét nghiém ADA I 1

calib ADA

- Thanh phin: ADA Standard (1 lo bdt dong khd): ADA b9,
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Tr | Temdand -y Bt Dic tinh ky thut Donvl 1 56 wong
dém Tris 50 mmol/L. Thé tich sau hoan nguyén: 1 mL/lo.
- Bao quan: 2-8°C.
- Tiéu chuin chét lwong: ISO 13485/CFS
Hoa chét dung cho xét nghiém ADENOSINE DEAMINASE
(ADA)
- Thanh phdn:A. Tris 125 mmol/L, 2-Ketoglutarate 1,1
Hoéa chét dinh luong mmol/L, adenosine 6,5 mmol/L, glutamate dehydrogenase > .
229 | ,denosin Deaminase | 100 U/L, sodium azide 0,95 g/L, pH 6,8. B. Reagent: 1 x 10 | HOP 4
mL. NADH 1,5 mmol/L, sodium azide 9,5 g/L.
-Béao quan: 2-8°C.
- Tiéu chudn chét lugng: ISO 13485/CFS
Dung dich kiém chuén Microalbumin Calibrator
Dung dich kiém Chét chuan cho xét nghiém Albumin trong nudc tiéu/CSF;
230 chuén Microalbumin | - Thanh phan: Albumin ngudi va Natri azide < 0,1 % (w/w) Hop 3
Calibrator - Bao quén: 2-8°C
- Tiéu chudn chét lugng: ISO 13485/CFS
Chét chudn cho xét nghiém CK-MB.
- Thanh phan: Huyét thanh ngudi dang déng kho chira
i creatine kinase-MB isoenzyme
231 CDhL:lr;i (gg_ll\(/}gm - B4o quan: chua md bao quan ¢ 2-8°C. Lo 3
Culibrator Sau khi mé, én dinh trong 5 ngay khi dugc bao quan ¢ 2- '
8°C, 8 gio khi dugc bao quan & 15-25°C hodc 4 tudn khi
duogc bao quan & -20°C khi dong lanh mot lan
- Tiéu chuén chét lugng: ISO 13485/CFS
Héa chit kiém chimg cho xét nghiém HDL/LDL-
. aiand . | Cholesterol.
e I}{I(I))e}_.(;?,al)tlliem chuan | Thanh phin: Huyé't‘ thanh ngudi dang dong khé cé chira - ;
HDL-Cholessterol va LDL-Cholesterol (nguoi) P
Cholesterol Control ) )
- Bao quan: 2-8°C.
- Tiéu chudn chét lugng: ISO 13485/CFS
Chét hiéu chuin cho cdc xét nghiém sinh héa nudc tiéu
thudng quy.
Hoéa chét kidm chudn | Thanh phan: Chit nén nuéc tidu ngudi dang 16ng c6 chira
233 URINE Amylase, Canxi, Glucose, Phospho v6 co, Uré, Axit Uric, Hop 6
CALIBRATOR Creatinine,Magié va chit bao quan.
- Bao quan: 2-8°C
- Tiéu chuén chét luong: ISO 13485/CFS
Hoa chit ding cho xét nghiém Inorganic Phosphorous
ke & hospho v6 co); dai do: 0,32-6,4 mmol/L; phuong phéa
234 E}i?;;ﬁidmh bz Errl’olyé)date buorc) song 340/380 nM.- Thanh pl?an SuglpI;\urll)c Hep 2
Phosphorous acid 200 mmol/L; Ammoniumheptamolybdate 0,35 mmol/L; :
Glycine 50 mmol/L- Bao quan: 2-8°C- Tiéu chudn chét
lugng: ISO 13485/CFS
Chét hiéu chuan cho xét nghiém CRP c¢6 d9 nhay cao.
; ) - Thanh phan: Chit nén huyét thanh ngudi dang léng c6
235 Chat chgén calib cho chira céc })uorng khac nhau cu;, CRP nguor;gva chét l%ao qfan Hop 1
xét nghiém CRP hs
- Bao quan: 2-8°C
- Tiéu chuén chét lugng: ISO 13485/CFS
o .| Hoéa chat kiém ching cho xét nghiém HbAlc.
ggi ?l;act: l;:;lrl(l) 1?%?2 - Thaph,phz‘i'n: Céc té bao hdng ciu & ngudi, chét bao quan
236 phwong php do 85 va chat 6n dinh Hop 1
duc ’ - B4o quéan: 2-8°C

- Tiéu chuén chét luong: ISO 13485/CFS

W
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o Hoa chét hiéu chuin cho xét nghiém HDL.
Dhunlg (g%]ﬂ( tem -Thanh phin:Huyét thanh ngudi dang bot dong khé chia
237 | SUen UL HDL-Cholesterol (ngudi). Hop 8
Cholesterol , ) o
Calibrator - Bao quan: 2_8, C
- Tiéu chuan chat lugng: ISO 13485/CFS
o Hoa chét hiéu chudn cho xét nghiém LDL.
Cilg dle iom - Thanh phan:Huyét thanh nguoi dang bot dong kho chira
nyg | SEARLDL LDL-Cholesterol (ngudi). Hép 4
Cholesterol i o o :
Calibrator - Bao quan 2—8, C
- Tiéu chuan chat luong: ISO 13485/CFS
Chét chuin cho xét nghiém Prealbumin.
Dung dich chuén - Thanh phin: Chat nén huyét thanh ngudi dang 16ng chira
239 Prealbumin luong prealbumin & ngudi va chit bao quan khong o dinh. Hop 1
calibrator - Bao quan: 2— 8°C
- Tiéu chudn chét luong: ISO 13485/CFS
ChAt chuén cho céc xét nghiém Protein dic biét.
- Thanh phan Céc lugng khéc nhau ctia protein ¢ ngudi sau
Chét chuin cho cac day trong chit nén huyét thanh 16ng (pH 7): Globulin mién
240 xét nghiém Protein dich G Transferrin; Globulin mién dich A Protein phan ung s 3
dac biét C:Globulin mién dich M Khang Streptolysin O; B thé 3 °P
multicalibrator 1 Ferritin; B thé 4; Chét bao quan
- Béao quan: 2-8°C
- Tiéu chudn chét lugng: ISO 13485/CFS
Chét chuén cho céc xét nghiém Protein dic biét.
£ 5 - Thanh phan: Cac luorno khac nhau cua protein & nguoi sau
C?at chHan cho C.é & day tror}:g chit nén huyét thanh I(I))ng (pH 7): a-1
241 At nghlem Pratein ac1dglycoprotem o-1 antitrypsin; p-2 microglobulin; Ho 1
die bigt Ceruloplasmin; Haptoglobin; Chat bé P
multicalibrator 2 eruloplasmin; Haptoglobin; Chit bao quan
- Bao quan: 2-8°C
- Tiéu chudn chét luvong: ISO 13485/CFS
Hoa chit dung cho xét nghiém RF Latex; dai do: 10-120
IU/mL; phuong phép: Immuno-turbidimetric (do do duc
mién dICh) RF s& phan tng dic hiéu véi IgG duge phu trén
Héa cht dinh luong | ¢4c hat latex dé tao thanh san phim két tu khong tan.. .
242 RF latex - Thanh phén: Glycine buffer (pH 8,0) 170 mmol/L; Latex Hop ?
phu IgG ngudi < 0,5%; Chit bao quan 0,09%
- Bé4o quan: 2-8°C
- Tiéu chuén chét lugng: ISO 13485/CFS
Chét chudn cho xét nghiém RF. - Thanh phédn: Chit nén
243 Hoa chét kiém chuén huyet thanh nguoi dang 16ng chira luong RF ¢ nguoi véi céc H6 4
RF latex calibrator ndng d6 khac nhau va chéat bao quan- Bao quan: 2-8°C- P
Tiéu chudn chét luong: ISO 13485/CFS
Hoa chét dung cho xét nghiém Transferrin; dai do: 0,75 -7,5
g/L; phuong phap: Immunoturbidimetric (do d6 duc mién
dich).
244 Héa chit dinh luong | - Thanh phéan: Tris buffer (pH 7 ,2) 30 mmol/L; Polyethylene 6 ]
Transferrin glycol 6000 0,8 % w/v; Khang thé dé khang transferrin nong °P
d6 thay ddi; Chat bao quén
- Bao quan: 2-8°C
- Tiéu chuén chét luong: ISO 13485/CFS
£ Hoéa chat ding cho xét nghiém Triglyceride; dai do: 0,1-11,3
o4s |Hoachatdinhluong | 0y, phucgmg phép: GPO-POD; byuoc s6ng 660/800 nM. Hop 40

Triglyceride

- Thanh phan: PIPES buffer (pH 7,5) 50 mmol/L; Mg2+ 4,6

AV
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T | Ten d:h“;:) ';i‘gc i Diic tinh ky thuit Dt‘lf:h“ S6 lugng
mmol/L; MADB 0,25 mmol/L; 4-Aminoantipyrine 0,5
mmol/L; ATP 1,4 mmol/L; Lipases 1,5 kU/L (25 pkat/L);
Glycerol kinase 0,5 kU/L (8,3 pkat/L); Peroxidase 0,98
kU/L (16,3 pkat/L); Ascorbate oxidase 1,48 kU/L (24,6
pkat/L); Glycerol -3-phosphate oxidase 1,48 kU/L (24,6
pkat/L); Chét bao quéan
- Bao quan: 2-8°C
- Tiéu chuin chét lugng: ISO 13485/CFS
Chét chudn mAu nudc tiéu
- Thanh phén: Chat kiém ching dang 1ong dugc san xuét tir
vat liéu c6 ngudn goc tir con ngudi dung cho cé4c xét nghiém
Chét chudn mau nudce tiéu. San xuat tr chét nén 1a nudc tleu ngum cO thém
246 nude tidu Control amylase nudce tiéu cta nguoi, hCG cé nguon goc tir nudc Hop 1
mirc 1;2 tleu ngudi, albumin clia ngudi va bd, chat bao quan va chét
on dinh
- Bao quan: 2-8°C
- Tiéu chudn chét luong: ISO/CFS
Hoéa chit dinh luong TPO Antibody. Pénh gia chirc ning
tuyén gidp
Cong dung: Hoa chét dinh lugng TPOAD
Dai phén tich: 0,25-1000 IU/mL
Thanh Phan:
Rla: Hat tir Dynabeads phu streptavidin va lién két v6i TPO
247 Hoéa chét7dinh luong | tai t hop (nguodi) gin biotin, dém ACES, protein (bo), < Test 400
khang thé TPO 0,1% natri azide va 0,1% ProClin 300.
R1b: Chét cong hop: phosphatase kidm- Protein A (i td
hop), dung dich dém protein (bo).
Rlc: Dung dich dém protein (bo), < 0,1% natri azide va
0,1% ProClin 300.
Bao quan ¢ 2-10°C
Tiéu chuén chit lugng: ISO, CFS
Chét chuén ctia héa chit dinh luong TPO Antibody.
ChAt chuén ctia xét nghiém dinh luong TPOAb
Thanh phén:
Dung dich kibm EO:gpr:l%OdOich dém protein (bo), < 0,1% natri azide va 0,1%
248 | chuén khang thé rotamn S99 , , Hop 1
TPO Calibrator S1, S2, 83, 84, S5: Khang huyét thanh TPO (tho) trong dung
dich dém protein (b0) & céc nong do xap xi: 5, 20, 75, 300
va 1000 IU/mL, < 0,1% natri azide va 0,1% ProClin 300.
Bao quan: 2-10°C
Tiéu chuin chét lugng: ISO, CFS
Chét kiém chiing cho céc xét nghiém tim mach muc 1,2,3
s 5w Thanh phén: Chat klem chung dang long, duoc chuin bi tir
Dung dich kiem
249 chudin xét nghiém huyét thanh ngudi. Nong d6 cac chat phan tich duoc diéu Hop 1
fim mach i chinh véi cac héa chét tinh khiét va cac ché pham tir protein :
: tai tb hop, mo hodc dich co thé ngudi Bao quan: -25°C dén -
15°C Tiéu chuin chét lugng: ISO/CFS
Chét kiém chimg cho céc xét nghiém mién dich mtrc 1 (c6
gi4 tri cho ca céc xét nghiém chi t6 khéi u va TgAb, TPO
o Ab)
2 Dunxg dich. kle.ril Thanh phan: Chét kiém ching dang léng, dugc chudn bi tir o
50 chuan xét nghiém h Hop 2
wi2n dich e 1 uyét thanh ngudi. Cac mic ndng d6 cuia cac chét phan tich
: duge didu chinh v6i hoa chét tinh khiét va cac ché pham tir
md/dich co thé ngudi.
Bao quan: -25°C dén -15°C

/l/
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Tiéu chuén chét lugng: 18O, CFS
Chét kiém chiing cho céc xét nghiém mién dich mirc 2 (c6
gia tri cho ca cac xét nghiém chi td khdi u va TgAb, TPO
Ab)
Dung dich kiém Thanh phin: Chét kiém chimg dang léng, dugc chuén bj tir
251 chuin xét nghiém huyét thanh ngudi. Cac muc nong do clia cac chét phan tich Hop 2
mién dich mirc 2 dugc didu chinh v6i hoa chét tinh khiét va céc ché phém tir
md/dich co thé ngudi.
Béo quan: -25°C dén -15°C
Tiéu chuén chét luong: 1ISO, CFS
Chét kiém chimg cho cdc xét nghiém mién dich mirc 3 (c6
gid tri cho ca cac xét nghiém chi td kh6i u va TgAb, TPO
Ab)
Dung dich kiém Thanh phan: Chét kiém chimg dang long, duogc chudn bj tir
252 chudn xét nghiém huyét thanh ngudi. C4c mitc ndng do ciia céc chit ‘phén tich Hop 2
mién dich muc 3 duoc didu chinh véi hoa chét tinh khiét va cdc ché pham tir
mb/dich co thé ngudi.
Bao quén: -25°C dén -15°C
Tiéu chuén chét lugng: ISO, CFS
Dung dich rira dung cho dong may DxI
Dung dich rira ding | Thanh phén: Mudi dém Tris, chit hoat dong bé mat, < 0,1%
253 | cho hé théng mién natri azide Thing 224
dich Bao quan: 15-30°C
Tiéu chuén chat luong: 1SO, CFS
Héa chét dinh luong hLH
Dai phan tich: 0,2 -250 mIU/mL
Thanh Phan:
Rla: Hat thuan tir pht phirc hgp: khéng thé (dé) khang 1gG
chudt - khang thé (chudt, don dong) khang hLH, dung dich
dém TRIS, albumin huyét thanh bo (BSA), chét hoat dong
954 | Hoa chét dinh luong | bé mat, < 0,1% natri azide va 0,1% ProClin 300.
hLH R1b: Mubi dém TRIS, BSA, protein (chudt, dé), chét hoat | o 800
> ’ ] P it ] L] 5
dong bé mit, < 0,1% natri azide va 0,1% ProClin 300.
Rlc: Chét cong hop: khang thé (dé) khang hLH -
phosphatase kiém, dém mudi TRIS, BSA, protein (dé), chét
hoat dong bé miit, <0,1% natri azide va 0,1% ProClin 300.
Bao quan: 2-10°C
Tiéu chuén chét lugng: ISO/CFS
Chét chuén clia xét nghiém dinh lugng hLH Thanh phan
:S0: Pém nén albumin huyét thanh bo (BSA), chét hoat
Dung dich kiém dong bé mait, < 0,1% natri azide va 0,5% ProClin 300. ?hua
255 chikn KLH 0 mIU/mL (IU/L) hLH. 81, S2, S3, S4, S5: Chtra hLH ¢ céc H6 1
Op
Caliliator ndng do (twong tg) xé4p xi 2, 10, 25, 100 va 250 mIU/mL
(IU/L), dém nén BSA, chét hoat dong bé mat, < 0,1% natri
azide va 0,5% ProClin 300. Bao quan: 2-10°C Tiéu chuén
chét lwong: ISO/CFS
Hoa chét dinh luong hFSH
Dai phén tich: 0,2 - 200 mIU/mL;
Thanh Phan:
Héa chét dinh lugng | Rla: Cac hat thuan tir pht phitc hop: khang thé dé khang
256 | yFSH ' IgG chudt — khang thé (don dong, chudt) khang hFSH, muoi Test 1.200

dém TRIS, albumin huyét thanh bd (BSA), chét hoat dong
bé mat, < 0,1% natri azide va 0,1% ProClin 300.

R1b: Khéang the (dé) khang hFSH cong hop phosphatase
kidm (bo), mudi dém TRIS, protein (bo, chudt, dé), chét hoat

A
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dong bé mit, < 0,1% natri azide va 0,1% ProClin 300.
Rlc: Muéi dém TRIS, protein (bo, chudt, dé), chét hoat
dong bé mit, < 0,1% natri azide va 0,1% ProClin 300.
Bao quan: 2-10°C
Tiéu chuén chit lugng: ISO, CFS
Chét chudn cia xét nghiém dinh luong hFSH
Thanh phan:
S0: Bém nén albumin huyét thanh bo (BSA), chét hoat dong
bé mait, < 0,1% natri azide va 0,5% ProClin 300. Chira 0
Dung dich kiém mIU/mL (IU/L) hFSH.
257 | chudn hFSH S1, 82, 83, 84, 85: Chita hFSH & céc nong do (twong tng) Hop 1
Calibrator xap xi 1, 10, 50, 100 va 200 mIU/mL (IU/L), dém nén BSA,
chat hoat dong bé mat, < 0,1% natri azid va 0,5% ProClin
300.
Béo quéan: 2-10°C
Tiéu chuin chét luong: 1SO, CFS
Héa chét dinh lugng progesterone
Dai phan tich: 0,1 - 40 ng/mL;
Thanh Phén:
Rla: Progesterone cdng hop v6i phosphatase kiém (bo), cac
hat thuén tir phu khang thé (dé) khang IgG thd, mudi dém
- Héa chit dinh lugng | TRIS, albumin hu.yet thanh bd (BSA), < 0,1% natri azide va Test 400
Progesterone 0,0125% Cosmocil CQ.
R1b: Protein (dé, thd), dém acetat 0,0125% Cosmocil CQ.
Rlc: Khang huyét thanh (thd) khang progesterone, dém
acetat, BSA, < 0,1% natri azide va 0,0125% Cosmocil CQ.
Béo quan: 2-10°C
Tiéu chuén chét lugng: ISO/CFS
Chét chuén cua xét nghiém dinh luong progesteroneThanh
phén: SO: Huyét thanh ngudi, < 0,1% natri azide va 0,025%
. .2 Cosmocil CQ. Chua 0,0 ng/mL (nmol/L) progesteron. S1,
Dunxg L S2, S3, S4, %5 Progesterogn/ (ho;g chat h)éf h(%c tinh sach) .
259 chuan Progesterone Hop 1
Calibrators trong huyét thanh ngudi & cdc nong do (twong ung) xap xi
1,0; 4,0; 10,0; 20,0 va 40,0 ng/mL (3,18; 12,72; 31,80; 63,60
va 127,20 nmol/L), < 0,1% nat;ri azi'de va 0,025% Cosmocil
CQ. Bao quan: -20°C Tiéu chuan chat lugng: ISO/CFS.
Chét chuén cia xét nghiém dinh lugng cortisol
Thanh phén:
SO: Huyét thanh ngudi, < 0,1% natri azide va 0,5% ProClin
Dung dich kiém 300. Chira 0 pg/dL (nmol/L) cortisol.
260 chuan Cortisol S1, S2, S3, S4, S5 Huyet thanh nguoi, cortisol (hop chit Hop |
Calibrators hoéa hoc tinh khiét) & cac ndng d6 xap xi 2, 5, 10, 25 va 60
pg/dL (twong ung 55, 138, 276, 690 va 1655 nmol/L), <
0,1% natri azide va 0,5% ProClin 300.
Béao quéan: 2-10°C
Tiéu chuin chét lugng: ISO/CFS
PSA Free calibrator
Chét chuén cua xét nghiém dinh lugng PSA tu do
Dung dich kiém S0: Dém albumin huyét thanh bo (BSA), < 0,1% natri azide
261 chudn PSA Free va 0,25% ProClin 300. S1, S2, S3, S4, S5: PSA tu do Hop )
calibrator (ngudi) ¢6 ndng @ (twong Gng) xép xi 0,5; 2,0; 5,0; 10 va

20 ng/mL theo phuong phép hiéu chuin Hybrltech (0,4; 1,6;
4,1; 8 va 16 ng/mL theo phuong phéap hiéu chudn WHO),
dém BSA, < 0,1% natri azide va 0,25% ProClin 300.
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Béo quan ¢ 2-10°C
Tiéu chuén chét lugng: 1SO, CFS
Chét chudn ciia xét nghiém dinh lugng CA 19-9
Thanh phén:
S0: Pém albumin huyét thanh bo (BSA), < 0,1% natri azide
Dung dich kiém va 0,5% ProClin 300
262 | chuan CA 19-9 S1, S2, S3, S4, 85: Chura khéng nguyén CA 19-9 & cac nong Hop 4
calibrator d6 (twong (ng) x4p xi 30, 90, 300, 900 va 2000 U/mL, dém
BSA, <0,1% natri azide va 0,5% ProClin 300.
Béao quan: dudi -20°C
Tiéu chuin chét lwvong: ISO/CFS.
Hoéa chét dinh tinh va dinh lugng Rubella IgG
Dai tuyén tinh: 10 - 500 IU/mL (Khéng phan tmng/Nghi
ngo/Phan tng)
Thanh phan:
Rla: Cac hat thugn tr phi khang nguyén rubella (chung
HPV 77) da dugc tinh sach bing phuong phap mét do déc ly
tAm sucrose (sucrose gradient), mudi dém TRIS, albumin
263 Fifia, chit dish Tromg l;gget thanh bo (BSA), < 0,1% natri azide va 0,1% ProClin
Rubella 1gG o ) , Lest 600
R1b: Mudi dém TRIS, chat hoat dong bé mat, BSA, <0,1%
natri azide va 0,1% ProClin 300.
Rlc: Chit cong hop: Phosphatase kiém (bd) — khang thé
(don dong, chudt) khang IgG nguoi (dong 125 A 15), mudi
dém TRIS, chdt hoat dong bé mat, glycerol, BSA, céc
protein (chudt) va < 0,1% natri azide.
Bao quan: 2-10°C
Tiéu chuén chét lugng: ISO/CFS
Chét chuén cua xét nghiém dinh tinh va dinh lugng Rubella
IgG Thanh phan:S0: Huyét thanh ngua, chita 0 IU/mL khéng
Dung dich kiém thé 1gG khang rubella, < 0,1% natri azide. S1, S2, S3, $4,
264 cliudn Rubella IeG S5: Huyet thanh ngua, huyét twong ngudi (da loai bd fibrin) H6 2
g op
Ealibraions chira khang thé I1gG (nguoi) dac hiéu véi rubella & cac nong
do (tuwong tmg) xap xi: 10, 25, 50, 200 va 500 IU/mL va <
0,1% natri azide.Bao quan: 2-10°C Tiéu chuén chit lugng:
ISO/CF S
Chét kiém ching ctia xét nghiém dinh tinh va dinh luong
Rubella IgG
Thanh phan:
QC1: Huyét twong ngudi dd loai bo fibrin, < 0,1% natri
azide, khong chua khang thé IgG dic hiéu v6i rubella (¢
. .2 ndng do c6 thé phat hién dugc, xac dinh béi xét nghiém
265 3&%%1%32;]1:%0 i ol g Hop 1
QC QC2: Huyét twong ngudi da loai bo fibrin, < 0, 1% natri j
azide, chtra khang thé IgG dac hi¢u véi rubella & ndng do
thdp (gid tri trung binh dich nim trong khoang 22-43
TU/mL) khi dugc xac dinh bing xét nghiém Access Rubella
IgG.
Bao quan: 2-10°C
Tiéu chuan chét lvong: ISO/CFS.
Hoa chit dinh tinh Rubella IgM
. £ Dai béo céo: 0-60 AU/mL.
266 Hoa chat dinh lugng Thanh phén: Test 500

Rubella IgM

Rla: Céc hat thuan tir phi khang thé (da dong, ciru) khang
IgM ngudi, dém mudi TRIS, chét hoat dong bé mit, protein

A
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(bd), <0,1% natri azide va 0,1% ProClin 300.
R1b: Chét cong hop: Phirc hop khang nguyén rubella (da bat
hoat) - khang thé (don dong, chudt) khang virus rubella va
phosphatase kiém (bo), dm mudi TRIS, chat hoat dong bé
mit, protein (bd, chudt), < 0,1% natri azide va 0,3% ProClin
300
Rlc: Mudi dém TRIS, chit hoat dong bé mat, < 0,1% natri
azide va 0,1% ProClin 300. R1d: Dung dich pha lodng: Dém
mudi TRIS, chat hoat dong bé mit, protein (bo, nguoi), <
0,1% natri azide , va 0,2% ProClin 300. Rle: Dung dich pha
lodng: Dém mudi TRIS, chét hoat dong bé mit, protein (bd,
ngudi), < 0,1% natri azide va 0,2% ProClin 300.
Bao quan: 2-10°C
Tiéu chuén chit lugng: ISO/CFS
Chét chudn ciia xét nghiém dinh tinh Rubella IgM
Thanh phén:
CO0: Huyét tuong ngudi (da loai bo fibrin), 4m tinh véi
khéng thé IgM dic hiéu véi virus rubella (0 AU/mL) va <
Dung dich kiém 0,1% natri azide
267 chuén RubellaIgM | C1, C2, C3: Huyét twong ngudi (da loai bé fibrin), duong Hép 2
Calibrators tinh d6i véi khéng thé IgM dic higu véi rubella & cdc nong
d6 tuong Gng xap xi: 5; 15 va 60 AU/mL, < 0,1% natri
azide.
Bao quan: 2-10°C
Tiéu chuén chat lugng: ISO/CFS.
Chét kiém ching cua xét nghiém dinh tinh Rubella
IgMThanh phan:QC1: Huyét trong ngudi da loai bé fibrin,
Dung dich kiém < 0,1% natri azide, &m tinh (khéng phan ung) d6i vei khémg
268 chuén Rubella IgM thé IgM dic hiéu v6i rubella. QC2: Huyét twong ngudi da Hop 1
QC loai bé fibrin, < 0,1% natri azide, duong tinh (phan ng) aéi
v6i khang thé IgM dic hiéu véi rubella. Bao quan: 2-10°C
Tiéu chuén chit lugng: ISO/CFS
Héa chét dinh lugng prolactin
Dai phén tich: 0,25 - 200 ng/mL
Thanh Phan:
Rla: Hat thugn tir phi phitc hop: khang thé (dé) khang IgG
chudt — khang thé (chudt, don dong) khang Prolactin, mudi
£, 0 dém TRIS, albumin huyét thanh bd (BSA), chit hoat dong
269 | Hoa cht dinh Wong | g g, < 0,1% natr azide va 0,19 ProClin 300. Test 700
R1b: Chét cong hop: khang thé (dé) khéng Prolactin —
phosphatase kiém (bd), mudi dém TRIS, chit hoat dong bé
mit, BSA, protein (dé), 0,2% natri azide va 0,1% ProClin
300.
Béo quan ¢ 2-10°C
Tiéu chuén chit luong: ISO/CFS
Chét chuén cua xét nghiém dinh luong prolactin
Thanh phan:
S0: Dém nén albumin huyét thanh bo (BSA), chit hoat dong
D ; .2 bé mit, < 0,1% natri azide va 0,6% ProClin 300. Chua 0,0
ung dich kiém L (ug/L lactin
270 chudn Prolactin ng/mL (pg/L) prolactin. Hop 1

Calibrator

81, S2, 3, S4, S5: Chira prolactin téi td hop (rPRL) & céc
ndng do6 (twong tmg) xap xi 2, 10, 20, 100 va 200 ng/mL
(ng/L), dém nén BSA, chét hoat dong bé mit, < 0,1% natri
azide va 0,6% ProClin 300.

Béo quan: -20°C
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Tiéu chuén chét lugng: ISO/CFS
Hoa chét dinh lugng AFP
Dai phén tich: 0,5-3000 ng/mL
Thanh Phén:
Rla: Hat tir phu khang thé (don dong, chudt) khang AFP,
) mudi dém Tris, chét dién hoat, albumin huyét thanh bo
271 Héa chét dinh lugng | (BSA), < 0,1% natri azide va 0,1% ProClin 300 Test 24.700
Alpha FP Rlb: Khang thé (don dong, chudt) khing AFP gén
phosphatase kiém, mudi dém phosphat, chit dién hoat, BSA,
protein (dé, tho, chudt), < 0,1% natri azide, va 0,25%
ProClin 300
Béo quan: 2-10°C
Tiéu chuén chat luong: ISO/CFS
Chét chuén ctia xét nghiém dinh lugng AFP
Thanh phan:
S0: Chat nén (dém albumin huyét thanh bo (BSA)), chét
hqat dong bé mit, < 0,1% natri azide va 0,1% ProClin 300.
Dung dich kiém Nong d6 AFP: 0,0 ng/mL.
272 | chuén Alpha FP S1, 82, S3, S4, S5, S6: AFP & céc ndng do twong Gng xAp |  HOp 5
calibrator xi: 2,5; 5; 25; 100; 500 va 3000 ng/mL (2,1; 4,1; 21; 83; 413
va 2478 TU/mL) trong dém BSA, chit hoat dong bé mat, <
0,1% natri azide va 0,1% ProClin 300.
Bao quan: 2-10°C
Tiéu chuén chét lugng: ISO/CFS
Chét chuan ctia xét nghiém dinh lugng CA 125Thanh phén:
) S0: Pém albumin huyét thanh bo (BSA), < 0,1% natri azide
Dung dich kiém va 0,5% Pqulin 300. S1, S2, 83,’84, S5: Khang nguyén CA
273 chuan CA 125 125 & cac nong do (tuong tmg) xap xi 25, 100, 500, 2000 va Hop 4
calibrator 5000 U/mL, dém albumin huyét thanh bo, < 0,1% natri azide
va 0,5% ProClin 300 Bao quan ¢ 2-10°C Tiéu chudn chét
lwong: ISO/CFS
Chét chuin cua xét nghiém dinh lugng CA 15-3
Thanh phan:
S0: Pém albumin huyét thanh bd (BSA), < 0,1% natri azide
Duig dick Kidm va 0,5%, ProClin 300. ‘
274 chudn C'A 15-3 S1, S2, S3, Sé}, S5: Khang nguyén CA 15-3 & nong do Hop 4
calibratos (twong (ng) xdp Xi 10, 50, 100, 500 va 1000 U/mL, dém ’
albumin huyét thanh bo, < 0,1% natri azide va 0,5% ProClin
300.
Béao quan ¢ 2-10°C
Tiéu chudn chét lugng: ISO/CFS
Chét chudn cua xét nghiém dinh lugng CEA
Thanh phén:
S0: Bém phosphat, protein (bd), < 0,1% natri azide va 0,1%
Dung dich kiém Frotclig 099 ‘
275 chuin CEA S1, 82, §3, 84, S5: Khang nguyén CEA (nguoi) & nong do Hop 4
calibrator (twong tng) xap xi 1, 10, 100, 500 va 1000 ng/mL, dém ;
phosphat, protein (bo), < 0,1% natri azide va 0,1% ProClin
300.
Bao quan ¢ 2-10°C
Tiéu chuén chat luong: ISO/CFS
1y | Hoa e il Turoms Héa chat ban dinh lugng CMV IgG A
Dic tinh, cong dung: Dai béo céo: 0 -400 AU/mL; Phuong Hop 2

CMV IgG

Phap: xét nghiém mién dich enzym hai budc lién tiép
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(“sandwich”)  (sequential two-step ~immunoenzymatic
(“sandwich”) assay);

Thanh Phan: Rla: Hat thuan tir phu khang nguyén CMV (da
b4t hoat), dém mudi TRIS, albumin huyét thanh bd (BSA) <
0,1% natri azide va 0,25% ProClin 300. R1b: Mubi dém
TRIS, BSA, chit hoat dong bé& mit, < 0,1% natri azide va
0,1% ProClin 300. Rlc: Mudi dém TRIS, BSA, protein (bd),
chit hoat dong bé mit, < 0,1% natri azide va 0,25% ProClin
300. R1d: Chat cong hop: Phosphatase kiém (bo) - khang
thé (chudt, don dong) khang IgG ngudi, dém mubi TRIS,
glycerol, BSA, protein (chudt), chat hoat dong bé mit, <
0,1% natri azide va 0,25% ProClin 300.

Béo quéan ¢ 2-10°C

Tiéu chuan chat lugng: ISO/CFS

277

Dung dich kiém
chuan CMV IgG
Calibrators

Chét chuin ctia xét nghiém ban dinh lugng CMV IgG

Thanh phén

S0: Huyét thanh hodc huyét twong nguoi (d4 loai fibrin), &m
tinh (khong phan {ing) v6i khang thé IgG dic hiéu véi CMV,
< 0,1% natri azide, 0,25% ProClin 300

S1, S2, S3, S4, S5: Huyét thanh va huyét tuong nguoi (da
loai fibrin), duong tinh (phan ung) v6i khang thé IgG dic
hiéu véi CMV, chira ndng do xap xi 15, 50, 80, 200 va 400
AU/mL, < 0,1% natri azide, 0,25% ProClin 300.

Béo quan ¢ 2-10°C -

Tiéu chuén chat lugng: ISO/CFS

278

Dung dich kiém
chuan CMV IgG QC

Chét kiém chimg cua xét nghiém ban dinh lugng CMV
IgGThanh phan: QCl: Huyét thanh hodc huyet tuong ngudi
(d4 loai bo fibrin), am tinh véi khéng thé 1gG dic hiéu voi
CMV, < 0,1% natri azide va 0,25% ProClin 300.QC2: Huyét
thanh hoéc huyet tuong ngudi (da loai bo fibrin), duong tinh
v6i khang thé IgG ddc hiéu vé6i CMV ¢ nong do xap xi 25
AU/mL, < 0,1% natri azide va 0,25% ProClin 300. Bao quén
& 2-10°CTiéu chuén chat lugng: ISO/CFS

279

Hoa chét dinh lugng
CMV IgM

Hoa chét dinh tinh CMV IgM

Dic tinh, cong dung: Két qua: Khong phan ung/nghi
ngd/phan ung; Phuong Phép: xét nghiém mién dich enzym
hai budc sir dung ky thuat gian tiép (two-step enzyme
immunoassay using an indirect technique);

Thanh Phén: Rla: Hat thuan tur phu khang nguyén CMV da
b4t hoat (ching AD169), dém muéi TRIS, albumin huyét
thanh bo (BSA) < 0,1% natri azide va 0,25% ProClin 300.
R1b: Pém muoi TRIS, BSA, protein (bd), chét hoat dong bé
mit, < 0,1% natri azide va 0,25% ProClin 300 Rlc: Dém
mubi TRIS, BSA, protein (bd va ngudi), chét hoat dong bé
mit, < 0,1% natri azide va 0,25% ProClin 300. R1d: Chat
cong hop: Phosphatase kiém (bod) - khang thé (clru, da dong)
khang IgM nguoi, dém TRIS, BSA, glycerol, chét hoat dong
bé mit, <0,1% natri azide va 0,25% ProClin 300

Bao quan ¢ 2-10°C

Tiéu chuin chat luong: ISO/CFS

280

Dung dich kiém
chudn CMV IgM
Calibrators

Chét chudn ciia xét nghiém dinh tinh CMV IgM

Thanh phan:

CO: Huyét thanh/hvuyét twong nguoi (da loai bo fibrin), &m
tinh voi khang thé IgM dac hiéu voi CMV, < 0,1% natri
azide, 0,25% ProClin 300

C1: Huyét thanh/huyét tuong ngudi di loai bé fibrin, duong
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tinh véi khang thé IgM dic higu véi CMV, < 0,1% natri
azide, 0,25% ProClin 300.

Bao quan ¢ 2-10°C

Tiéu chudn chét lugng: ISO/CFS

281

Dung djch kiém
chuan CMV IgM QC

Chét kiém chig ctia xét nghiém dinh tinh CMV IgM

Thanh phan:

QCI: Huyét thanh{huyét tuong nguoi (da loai bo fibrin), 4m
tinh v6i khang thé IgM ddc hiéu véi CMV, < 0,1% natri
azide va 0,25% ProClin 300.

QC2: Huyét thanh/huyet twong ngudi dd loai bd fibrin,
duong tinh v6i khang thé IgM dic hiéu véi CMV, < 0,1%
natri azide va 0,25% ProClin 300.

Béo quén ¢ 2-10°C

Tiéu chuén chét lugng: ISO/CFS

282

Dung dich kiém
chuan Unconjugate
Estriol Calibrators

Chét chuén ciia xét nghiém dinh lugng estriol tw do Thanh
phin: SO: Huyét thanh ngudi, < 0,1% NaN3 va 0,025%
Cosmocil CQ. Chira 0,0 ng/mL estriol khong lién hop.S1,
S2, S3, S4, S5, S6: Chita estriol khong lién hop & céc nong
d6 (tuong ung) xép xi 0,07; 0,17; 0,34; 0,86; 3,4 va 6,9
ng/mL, (0,24; 0,60; 1,2; 3,0; 12 va 24 nmol/L), dém chira
huyét thanh ngudi, <0, 1% NaN3 va 0,025% Cosmocil CQ
Béo quéan ¢ 2-10°CTiéu chuén chat lugng: ISO/CFS

283

Héa chat dinh luong
Hybritech PSA

Hoa chit dinh lugng PSA toan phin

Pic tinh, cong dung: Dai phan tich: 0,008-150 ng/mL
(Hybritech), 0,008- 121 ng/mL (WHO) ; Phuong Phap: xét
nghiém mién dich enzym hai vi tri "sandwich" (two-site
immunoenzymatic (“sandwich”) assay);

Thanh Phén: Rla: Hat tir dugc phu khang thé (don dong,
chudt) khang PSA, mudi dém TRIS, chit hoat dong bé mit,
albumin huyét thanh bo, < 0,1% natri azid va 0,1% ProClin
300. R1b: Khang thé (don dong, chudt) khang PSA cdng
hop v6i phosphatase kiém (bod), chit hoat dong bé mat,
albumin huyét thanh bo, protein (chudt), < 0,1% natri azid
va 0,25% ProClin 300.

Béo quéan ¢ 2-10°C

Tiéu chudn chét lugng: ISO/CFS

Test

9.150

284

Dung dich kiém
chuin PSA calibrator

Chét chudn ctia xét nghiém dinh luong PSA toan phén
Thanh phan:

S0: Pém albumin huyét thanh bd (BSA), < 0,1% natri azid
va 0,5% ProClin 300.

S1, S2, S3, S4, S5: PSA ngudi, ndng do6 (twong tmg) xép xi
0, 5 2,0; 10 75 va 150 ng/mL cho phuong phép hiéu chuén
Hybrltech (0,4; 1,7; 8; 58 va 121 ng/mL cho phwong phap
hiéu chuin WHO), dém BSA, < 0,1% natri azid va 0,5%
ProClin 300.

Bao quan ¢ 2-10°C

Tiéu chuén chét lugng: ISO/CFS

285

Dung dich kiém
chuén Free T4
Calibrator

Chét chuén ciia xét nghiém dinh lugng Free T4

Thanh phén:

S0: Huyét thanh ngudi, < 0,1% natri azide va 0,5% ProClin
300. Chua 0,0 ng/dL (0,0 pmol/L) thyroxine.

S1, 82, 83, 84, §5: Thyroxine ty do trong huyét thanh ngudi
& céac nong d6 twong tng xap xi 0,5; 1,0; 2,0; 3,0 va 6,0
ng/dL (x4p xi 6,4; 12,9; 25,7; 38,6 va 77 2 pmol/L), <0,1%
natri azide va 0,5% ProClin 300.

A !
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Bao quan ¢ dudi -20°C
Tiéu chuén chét lugng: ISO/CFS

286

Héa chét dinh luong
Testosterone

Héa chét dinh lugng testosterone

bgc tinh, cong dung: Déi phén tich: 0,1 - 16 ng/mL;
Phuong Phap: xét nghiém mién dich enzym lién két canh
tranh (competitive binding immunoenzymatic assay);

Thanh Phin: Rla: Céc hat thuan tir phi khéng thé (dé)
khang IgG chudt, chit cong hop phosphatase kiém-
testosteron, albumin huyét thanh bo, < 0, 1% natri azide va
0,1% ProClin 300. R1b: Dung dich xir ly mau, < 0,1% natri
azide. R1c: Khang thé (don dong, chudt) khang testosteron,
protein (bd, chudt, dé), < 0,1% natri azide va 0,1% ProClin
300.

Bao quan ¢ 2-10°C

Tiéu chuén chit lugng: ISO/CFS

Test

200

287

Dung dich kiém
chuén Testosterone
Calibrator

Chét chuén cua xét nghiém dinh lugng testosterone Thanh
phén: S0: Pém nén albumin huyét thanh bd (BSA), 0,5%
ProClin 300, < 0,1% natri azide. S1, S2, S3, S4, S5: Dém
BSA, 0,5% ProClin 300, < 0,1% natri azide, testosteron &
cac néng dd (twong ung) 0,5; 1,5; 4,0; 8,0 va 16,0 ng/mL
(1,7; 52; 13,9; 27,8 va 55,5 nmol/L). Bdo quan ¢ 2-
10°CTiéu chuin chét lugng: ISO/CFS

288

Hoa chit dinh lugng
Troponin I siéu nhay

Héa chét dinh luong Troponin I siéu nhay

bic tinh, cong dung: Dai do: 2,3 - 27027pg/mL; Phuong
Phép: xét nghiém mién dich enzym hai budc lién tiép
(“sandwich”)  (sequential two-step immunoenzymatic
(“sandwich”) assay);

Thanh Phdn: Rla: Hat thudn tir dynabeads phii khang thé
(dorn dong, chuot) khéng tropomn I tim (cTnl, nguén), dém
mubi TRIS, chit hoat dong bé mat, albumin huyét thanh bod
(BSA), < 0,1% natri azide va 0,1% ProClin 300. R1b: NaOH
0,IN Rlc: Mubi dém TRIS, chét hoat dong bé mit, protein
(chudt), < 0,1% natri azide va 0,1% ProClin 300. Rld:
Khéang thé (don dong, cuu) khang cTnl ngudi gin
phosphatase kiém, dém mu6i ACES, chét hoat dong bé mat,
dém albumin huyét thanh bo, protein (bo, ciru, chudt),
<0,1% natri azide va 0,25% ProClin 300.

Bao quan ¢ 2-10°C

Tiéu chuén chit lugng: ISO/CFS

100

289

Dung dich kiém
chuén Troponin I
siéu nhay Calibrator

Chét chuin ctia xét nghiém dinh luong Troponin I siéu nhay
Thanh phén:

S0: Dém nén albumin huyét thanh bo (BSA), chat hoat dong
bé miit, < 0,1% natri azide, 0,1% ProClin 300.

S1, S2, 83, 84, S5, S6: Phuc hop troponin tai t6 hop voi
ndng do troponin I tim (twong (ng) xap xi: 30,7; 144; 567,
2293; 9280 va 27027 pg/mL, dém nén BSA, chat hoat dong
bé& mat, < 0,1% natri azide, 0,1% ProClin 300.

B4o quan ¢ -30°C dén -15°C

Tiéu chuén chit lugng: ISO/CFS

290

Dung dich kiém
chuén TSH (3rd IS)
Calibrator

Chét chuén cta xét nghiém dinh luong TSH

Thanh phan:

S0: Dém nén albumin huyét thanh bo (BSA), chat hoat dong
bé mit, < 0,1% natri azide va 0,5% ProClin 300. Chta 0
wlU/mL (mIU/L) hTSH

S1, S2, S3, S4, S5: Chira nf“)ng d6 hTSH (tuong ung) xz‘ip Xi:
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0,050; 0,30; 3,0; 15,0 va 50,0 pIU/mL (mIU/L), dém nén
BSA, chét hoat dong bé mit, < 0,1% natri azide va 0,5%
ProClin 300.

Béo quan ¢ 2-10°C

Tiéu chuén chét lugng: ISO/CFS

291

Dung dich kiém
chuén PCT
Calibrators

Chét chuén cua xét nghiém dinh luong procalcitonin

Thanh phan:

S0 Dung dich dém HEPES dong kho c6 protein (bo), < 0,1
% matri azit va 0,1% ProClin* 300. S1,52,53,84,S5, S6:
Procalcitonin t&i tb hop & ngudi voi cac mirc xép xi lan lugt
12 0,8, 5, 10, 25, 50 va 100 ng/mL (pg/L) trong dung dich
dém HEPES déng kho c6 protein (bd), < 0,1 % natri azit va
0,1% ProClin 300

Bao quén ¢ 2-10°C

Tiéu chuén chét lugng: ISO/CFS

292

Dung dich kiém
chuan HIV Combo
Calibrator

Chét chuén ctia xét nghiém dinh tinh HIV combo Thanh
Phén: CO: Huyét thanh ngudi khong chira khdng nguyén
HIV-1 va céc khang thé khang HIV-1/HIV-1-O/ HIV-2
(khdéng phén umg), 0, 1% sodium azide, va 0,25% ProClin
300. C1: Huyét thanh nguoi chira cac khang thé khang HIV-
1, 0,1% sodium azide, va 0,25% ProClin 300. Bao quén & 2-
10°CTiéu chuén chit luong: ISO/CFS

Hop

293

Dung dich kiém
chuén HIV Combo
QC

Chét kiém ching ciia xét nghiém dinh tinh HIV combo
Thanh Phén:

QC1: Huyét thanh nguoi khong chira khang nguyén HIV-1
va cac khang thé khang HIV-1/HIV-1-O/ HIV-2 (khéng
phan tng), 0,1% sodium azide, va 0,25% ProClin 300.

QC2: Huyét thanh ngudi chita cac khéng thé khang HIV-1,
0,1% sodium azide, va 0,25% ProClilin 300 (phan tng).
QC3: khang nguyén HIV-1 tinh sach da dugc xir Iy nhiét v6i
tac nhan chaotropic trong dém TRIS, 0,1% ProClin 300

Bao quan ¢ 2-10°C

Tiéu chuén chét lugng: ISO/CFS

294

Dung dich kiém
chuan HCV Ab V3
Calibrators

Chét chuan xét nghiém dinh tinh khéng thé HCV

Thanh Phan: CO: Chét chudn am tinh: huyét thanh ngudi am
tinh v6i khang thé khang HCV, <0,1% natri azide. C1: Chat
chuén duong tinh: huyet thanh nguoi duong tinh véi khéng
thé khang HCV, da bt hoat, <0,1% natri azide.

Bao quan ¢ 2-10°C

Tiéu chuin chét luong: ISO/CFS

Hop

295

Dung dich kiém
chudn HbAlc
Calibrator

Hoéa chég hiéu chuin HbAlc mirc 1 va 2, dugc sir dung dé
hiéu chuén ctia xét nghiém dinh lugng HbalC theo nguyén li
ai luc (affinity)

-Thanh phin: M4u toan phin, bot déng khé, can hoan
nguyén trudce khi str dung

-Baoquan:2-8d6 C

- Tiéu chuén chét lugng: ISO 13485/CFS/FDA

296

Dung dich kiém
chun HbA 1c (GHb)
Control

Hoéa cht kiém ching HbAlc muc I va II, dugc sit dung aé
kiém soét hiéu nang cla xét nghiém dinh luong Glycerated
Hemoglobin

-Thanh phdn: Mau toan phin, bot déng khd, can hoan
nguyén trude khi sir dung

-Baoquan: 2-8do C

- Tiéu chuén chit luong: ISO 13485/CFS/FDA
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Hoa chit xét nghlem dinh lugng Aldosterone trong huyét
thanh ngum huyét twong EDTA va mau nudc tiéu da xi 1y.
Bao gom:

- Hat tir: dugc phi boi khang thé khéng ciru, khang thé

khang  Aldosterone clru  trong  buffer chira

Phosphate/albumin huyét thanh bo BSA, < 0,1% natri azid.
e - Lién két: Polymer lién hop voi aldosterone va dan xuét

297 Héa chat dinh luong isoluminol, BSy;‘n phosphate buffer/Danazol, cung v&i Test 300
Aldosterone ProClin® 300 va gentamicin sulfate nhu chét bao quan.

- Pém: Phosphate buffer, EDTA, huyét thanh lira va clru véi

ProClin® 300 va gentamicin sulfate nhu chét bao quan va

chét nhuém mau vang tro.

Dai do: 0,97 - 100 ng/mL

Béo quan: 2-8°C

Tiéu chuin chit luong ISO/CE

Hoéa chét dinh luong Renin. Bao gém:- Hat tir: phu khang

thé don dong (chudt) khang renin va prorenin, albumin

huyét thanh bd, PBS, < 0,1% natri azid.- Lién két: khéng the

don dong (chudt) khang renin, duoc danh ddu v6i din xuét

isoluminol, IgG chudt khong déc hiéu, albumin huyét thanh

208 Héa chét dinh lugng | bd, PBS, 0,2% ProClin 300, chét bao quan- Cal A: Renin Test 300

Direct Renin ngudi tai td hop, dém phosphat, BSA, chét nhudém tro mau
vang, 0,2% ProClin 300, chat bao quan. (dang bt dong
kho) Cal B: Renin ngudi tai td hop, ), dém phosphat, BSA,
chét nhudém tro mau xanh, 0, 2% ProClin 300, chét bao quan.
(dang bot dong kho)Dai do: tdi da 500 pIU/mLB4o quan: 2-
8°CTiéu chuén chat lugng: ISO/CE
Héa chét dinh luong IGF I (Insulin-like Growth Factor I)
Bao gém:

- Hat tir: phii anti-IGF-1, khéng thé don dong (chudt), BSA,
0,09% natri azid.

- Lién két: chira anti-IGF-I (2D 557112), dugc danh d4u boi
din xuét isoluminol, khang thé don dong (chudt), BSA,
0,09% anatri azid.

Xét nghiém dinh - Dém N: chira IGF-1I (t4i té hop), BSA, 0,09% anatri azid.

299 luong yéu to tdng - Pém Ac: 0,01 Mol HCI Test 300

trudng 1 gidng Isulin : .

- Cal 1: muc thap, chira IGH-I trong BSA, 0,1% ProClin®
300.
- Cal 2: mirc cao: , chira IGH-I trong BSA, 0,1% ProClin®
300.
Dai do: t6i da 1500 ng/mL
Bao quan: 2-8°C
Tiéu chuén chit lugng ISO/CE
Héa chét dinh tinh doc t6 A va B cta Clostridium difficile
Bao gdm:
- Hat tur

o - Lién két

Xét nghiém dinh tinh C
s 1 3 : -Call

300 d9C ke B. cua Cal 2 Test 700

vi khuan Clostridium 4

difficile - Pha loang
. pipet

- Ex’graction Device: Ong tron Polypropylene, 6ng hinh nén
va ndp mau xanh, bd loc polyethylene mét d§ cao mau xanh
(HDPE).

U
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Dai do: ngudng 1,0 index value
Bao quan: 2-8°C
Tiéu chudn chat lugng ISO, CE

301

Xét nghiém dinh
lugng Calprotectin
trong phén nguoi

Hoéa chét xét nghiém dinh lugng Calprotectin trong phén
nguoi.

Bao gdm:

- Hat tir, Chét cong hop, Dém xét nghiém, Dung dich pha
lodang mau

- Chét hiéu chudn mtc 1 (Dang dong khd)

- Chét hiéu chuén muc 2 (Dang dong kho)

- Dém tach chiét dam dic 5 14n so voi ndng d6 khi st dung -
5X

Dai do: 5 - 800 pL/g

Bao quan: 2-8°C

Tiéu chuén chat lugng ISO/CE

Test

100

302

Dich rira dung trong
xét nghiém mién
dich héa phat quang

Dung dich rira sach hat tir sir dung trong xét nghiém mién
dich.Dung dich dém phosphate Bao quéan: 15-30°CTiéu
chuan chat lugng ISO/CE

303

Héa chét kiém chuén
cho xét nghiém dinh
luong yéu tb ting

truong I gidng Isulin

Chét kiém chudn cho xét nghiém dinh luong IGF I

Bao gdm:

- Control 1, néng do thép: chira IGF (ngudi, tai td hop) trong
huyét thanh albumin bd, 0,1% Proclin 300

- Control 2, ndng dd cao: chira IGF (ngudi, tai t6 hop) trong
huyét thanh albumin bo, 0,1% Proclin 300.

Bao quan: 2-8°C

Tiéu chudn chét lugng ISO/CE

304

Co chat mdi phan
ung

Co chit mdi phan tng (dung dich xtc tac phan tng)
Bao gdm:

-Starter 1: dung dich NaOH 4%

-Starter 2: dung dich H202 0,12%

Béo quan: 15-30°C

Tiéu chuén chat luong ISO/CE

305

Hoéa chét dinh luong
Thyroglobulin (Tg)
0 ngudi.

Héa chét dinh luong Thyroglobulin (Tg) ¢ ngudi. Bao gbm:
- Pha rén: chita hat tir phii khang thé (don dong, chuét)
khang thyroglobulin ngudi, albumin huyét thanh bo (BSA),
0,09% natri azid.

- Chét hiéu chuén 1, mic thip: chira thyroglobulin (tir tuyén
giap nguodi), BSA, 0,09% natri azid.

- Chat hiéu chudn 2, mitc cao: chira thyroglobulin (tir tuyén
giap nguoi), BSA, 0,09% natri azid.

- Chét cong hop: chira khang thé (don dong, chudt) khéng
thyroglobulin ngudi gén isoluminol, BSA, 0,09% natri azid,.
- bém A: chira 0,09% natri azid.

- Dung dich pha lodng mau: chira BSA, 0,09% natri azid.
Dai do: 0,1 - 500 ng/mL

Bao quan: 2-8°C

Tiéu chuén chat lugng ISO/CE

Test

900

306

Dung dich kiém
chuén cho xét
nghiém dong mau
mirc bat thudng cao

Hoéa cht dung dé kiém chuan cho xét nghiém dong mau nhu
PT, APTT, Hepatocomplex & dai do bat thuong cao

- Thanh phan dang bot déng kho, chira: huyét twong nguoi,
dém, chat én dinh va chat bao quan

- Bao quan: 2 - 8 d6 C. Do 6n dinh sau khi mé nép (hoan
nguyén) > 24 gio nhiét d 2-8 d6 C va nhiét d6 15-25 do C

AU
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vé6i xét nghiém PT, APTT
- Tiéu chuan chét luong: ISO 13485/CFS
Héa chit ding dé x4c dinh hoat do heparin khong phén doan
hoﬁc Heparm trong lugng phan tir thap, céc chét trc ché truc
tiép yéu t6 FXa nhu Rivaroxaban, Apixaban theo phuong
phap so mau. LOD = 0,04 1U/ml (Heparin). Khoang tuyén
oo tinh = 0 - 2,0 IU/ml (Heparin)
307 Hé"l, chat dinh luong | a5 phin: Factor Xa reagent (R1) va Chromogenic Hop 7
AntiXa substrate (R2)
Béao quan: 2 - 8 d6 C. b 4n dinh sau khi mé nép (hoan
nguyén): Factor Xa > 30 ngay nhiét d 2-8 do C, = 7 ngay
nhiét d6 15 d6 C trén may.
Tiéu chuén chit lugng: ISO 13485/CFS
Hoéa chét ding dé chudn mdy cho xét nghiém déng mau nhu
Fibrinogen, cédc loai yéu t6,yéu t6 Von Willebrand,
Hoa chét ding d& Antithrombin, Plasminogen, Plasmin Inhibitor, Protein S,
308 chun méy cho xét Protein C- Thanh phén: chtra huyét tuong ngudi, dém, chat Hop 1
nghiém déng mAu n dinh va chét bao quan- Bao quan: 2 - 8 d6 C. PO n dinh :
i st dung sau khi hoan nguyén (hodc mé nép): >24 gid nhiét
d6 2-8 do C véi XN Fibrinogen, >8 gid nhiét d6 2-8 d6 C
v6i cac XN yéu t6- Tiéu chuén chat lvgng: 1SO 13485/CFS
Hoéa chat ding de xét nghiém dinh lugng D-Dimer theo
phuong phap mién dich dé duc, loai trir thuyén tic huyét
khdi tinh mach (VTE). Ngudng > 500 ng/mL, d6 nhay >
: 99,9%, do6 diac hiéu > 40%, dai tuyén tinh > 215 -
Hoéa chat dinh luong | 128000ng/ml (ché dd auto rerun), LOD =203 ng/ml
309 D-Dimer theo ., - Thanh phén: Latex Reagent (R1), Reaction Buffer (R2) va Hop 24
ght;crgig ghép faien D-Dimer Calibrator (R3)
LR - Bo quan: 2 - 8 d6 C. D¢ 6n dinh sir dung sau khi hoan
nguyén (hodc m& nép) héa chat Latex > 30 ngay nhiét do 2-
8 @6 C, > 7 ngay nhiét do 15 do C trén may
- Tiéu chudn chét lugng: ISO 13485/CFS
Coéng phan g Cong phan tng (b?mg~nhua) dung cho phan Gng phéat quang
310 dung mién dich héa | cho mdy phan tich mién dich hoa phat quang Coéng 4.200
phét quang - Tiéu chuén chét lugng: 1SO 13485/CFS
Chét xic tc phan ing mién dich héa phat quang
Chét xtc tac phan - Thanh phén: Trigger 1 (R1) va Trigger 2 (R2) chira
311 | tmg mién dich hoa Sodium hydroxide Hop 2
phat quang -Béo quan: 15-25d6C
- Tiéu chudn chét luong: ISO 13485/CFS
Dinh nhém mau ABO va Rh béng phuong phap huyét thanh
mau.
Thanh phan: Gel card. 4 giéng dAu c6 thanh phan nhu sau:
Giéng 1: Anti-A (IgM, chudt, dong Birma-1)
3o | Héa chét dinh nhém | Giéng 2: Anti B (IgM, chudt, dong LB-2) et —
méu ABO va Rh Giéng 3: Anti D (IgM, ngudi, dong MS-201) '
Giéng 4: Ctl
Béo quan : 2-25d6 C
Tiéu chun chit lugng: 1SO,CFS. D6 nhay t6i thidu 99.7%
va do dac hiéu 100%
Dung cho kiém chuén xét nghiém nhém méu
513 | B® hdng céu kiém - Thanh phén: B hdng ciu kiém chuén gbém 4 lg A,B,AB,0 Hop 7

chuin

-Bao quan:2-8d6 C
- Tiéu chuén chét lugng: C6 ISO, CFS . D3 nhay va do dic
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hig¢u: 99- 100%

314

Hoa chét dinh lugng
Lupus anticoagulant

Hoa chét dung dé sang loc khang doéng Lupus (LA) theo
phwong phap xdc dinh thoi gian déng mau do noc doc ran
Russell.

- Thanh phén: dang bdt dong kho, chira: chiét xudt noc doc
ran Russell, phosphollpld duoc 1am nghéo, canxi, polybrene,
chit dém, chat én dinh, thudc nhudm va chit bao quan

- Bao quan: 2 - 8 4 C. Do 6n dinh sau khi mé nép (hoan
nguyén) > 15 ngay nhiét d 2-8 d6 C , > 3 ngay nhiét d 15
d6 C trén may

- Tiéu chudn chét luong: ISO 13485/ CFS

315

Chét higu chuén xét

nghiém do tai luong
HCYV trén hé PCR tu
dong

Thanh phin: - Chta Armored RNA® khong gay nhiém véi
chudi HCV trong huyét tuong ngudi 4m tinh d& loai bo
fibrin. Chat bao quén: ProClin® 300 0,1% va ProClin 950
0,087%.- Chuan héa ndng do: theo chuén qubc té cia WHO
4th NIBSC code 06/102Diéu kién bao quan:- Chua md nép:
tir -25 dén -15°C- Trén hé thong: Nhiét do hé théngTiéu
chudn chét lugng: - IVD/CE, ISO 13485

316

Chét kiém chudn xét
nghiém do tai lugng
HCYV trén hé PCR tu
dong

Bo méu ching ding dé xac dinh tinh hop 1é cua xét nghiém
do tai lugng virus HCV

Thanh phén:

- MAu chiing 4m tinh: chira huyét tuong nguoi 4m tinh da
loai bo fibrin.

- Mau chimg duong tinh: chira Armored RNA® khong gay
nhidm véi chudi HCV trong huyét twong ngudi am tinh da
loai bo fibrin. Chat bao quan: ProClin 300 0,1% va ProClin
950 0,087%

Diéu kién bao quan:

- Chua mé ndp: tir -25 dén -15°C

- Trén hé théng: Nhiét do hé théng

Tiéu chuén chét lugng: IVD/CE, I1SO 13485

317

Chét hiéu chuén xét

nghiém do tai lugng
HBYV trén hé PCR tu
dong

Bo mAu chuén ding dé hidu chuin xét nghiém do tai luong
virus HBV

Thanh phén:

- Chtra < 0,01% HBV DNA plasmid dang mach théng khong
gdy nhiém trong dung dich dém véi DNA truyén tai. Chét
bao quan: Natri azide va ProClin® 950 0,087%

- Chuén héa ndng do: theo chuin quéc té ciia WHO 3rd
NIBSC code 10/264

Piéu kién bao quan:

- Chua mé nip: tir -25 dén -15°C

- Trén hé théng: Nhiét d6 hé théng

Tiéu chudn chét luong: IVD/CE, I1SO 13485

318

Hoa chét xét nghiém
CT, NG, TV, MG
trén hé PCR tu dong

Thanh phan Gdm hai loai khay da giéng chira céc gleng -
Céc giéng thudc thir khuéch dai chira oligonucleotide tong
hop,DNA Polymerase, Enzyme phién mé ngugc, chét phu
tro, dNTPs, va Mau chimg ndi bd Armored RNA® trong
huyét twong ngudi am tinh.- Céac giéng thubc thir hoat héa
chtra Magie clorua, Kali clorua, va Tetramethyl ammonium
clorua.Chat bao quan: ProClin® 950 0,15%D9 nhay, do déc
hiéu, Gia tri tién doan am, duong. LOD, LOQ khoang tuyén
tinh- LOD: CT: 0,5 don vi hinh thanh thé vui (IFU)/xét
nghiém; NG: 1,5 don vi hinh thanh khuén lac (CFU)/xét
nghiém; TV: 0,02 Trophozoite (TV)/xét nghiém; MG: 33
genome equivalents/xét nghiém- P9 nhay: 100%- Do phan

Test

768
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ung chéo, gay nhleu khi c6 vi sinh vét khac: khong c6- Ti 1€
nhiém chéo giita mAu duong tinh va &m tinh khi phan tich:
0%bidu kién bao quan:- Chua mé nép: 2 dén 8 do C- Trén
hé théng: nhiét do hé théng.Tiéu chuén chat luong:
IVD/CE/ISO 13485
Dung dich Ethanol dung trong budc chiét tach miu ding
trén may RT- PCR tu dong nhim tich cic axit nucleic tir
Dung dich Ethanol mau sinh FIQC dé phan tich trong cac xét nghiém RT-PCR.
319 | dung ch.uén bimiu | Thanh phan: Chai 1
xét nghiém PCR trén | - Ethanol Proof 190
hé PCR tu dong Pidu kién bao quan: Chua mé nép: 15 dén 30°.C
- Trén hé théng: Nhiét d6 hé thng
Tiéu chuén chét lugng: IVD/CE/ISO 13485
Vat tu IRU chuyén dung cho méy xét nghiém PCR tu dong
Thanh phén: IRU (b6 phan tng tich hop) bang nhya stir dung
mdt 14n c6 chura cac thanh phan cén thiét de dung trong qué
trinh chiét xuit mau va quy trinh PCR bao gbm:
- IRU cartridge
B9 phan tng tifh | -IRU plungers .
320 ll;(épRsil;Ig ddt_lonrigg trénhé | Gi’éng phép' img (RV) Cai 880
- Nép day giéng phan ting (RV caps)
M3di IRU c6 04 day xir Iy (c6 kha ndng chay 1 - 4 mAu cling
ltc), moi day xir ly 01 mau
Tiéu chuin chit luong:
- IVD/CE/ISO 13485
B ldy méu va van chuyén cac mAu xét nghiém c tir cung
B6 lay/van chuyén e hi‘é n.HP¥
mAu xét nghiém cé | Thanh phan:
321 tir cung xét nghi¢ém - Mbi bd gom bng ldy miu c6 nip ddm xuyén chira dém cai 500
HPV sir dung trong chuyén mau guamdme thiocianate trong dém Tris
xét nghiém PCR trén | - Mot ban chai té bao c6 tir cung
hé PCR tu dong Pidu kién bao quan: Chua m& nip: 15 dén 30 d6 C
Tiéu chudn chit lugng: IVD/CE/ISO 13485
Chai dung dich
322 nhudm vi sinh (B9 Chai dung dich nhudém vi sinh, bd nhuém gram Bo 4
nhudém Gram)
Chai dung dich
323 Eﬂﬁgi ;‘é‘ﬁi@‘-’ Chai dung dich nhudm vi sinh Ziehl- Neelsen Bo 5
NEELSEN)
Nuéc rira kim, dwgc sir dung nhu mét budc trong quy trinh
bao duorng Sau khi kim hut mau dwgc vé sinh, sir dung dung
dich nay d& bao vé kim ngén khong cho cac phan khong dic
324 | Dung dich rira kim Hicu \b oy kim. | e A . Ho 2
may mién dich - Thanh phan: Huy€t tuong nguoi d3 vo6i héa; duge sir dung ‘ oP
cho may xét nghiém mién dich tu dong.
- Didu kién bao quan: 2 dén 8°C
- Tiéu chudn chét lugng: ISO 13485/ CE
Dung dich rira cho k¥ thuét mién dich vi hat hod phat quang
Dung dich xir ly linh hoat 2 buéc rira; chura 1,32% hydrogen peroxide; dugc
325 Trigger dung cho str dung c6 méy xét nghiém mién dich tu dong. Hop 25

may mién dich

- bidu kién bao quan: 2-30°C
- Tiéu chuén chét lwong: ISO 13485/ CE
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326

Dung dich tién xtr Iy
Trigger trén may
mién dich

Chét tién xir 1y sir dung trén may xét nghiém mién dich tw
dong.

- Thanh phén c6 hydrogen peroxide va polyethylene glycol
octylphenyl ether.

- Pidu kién bao quan: 2-8°C

- Tiéu chuén chét luong:1SO 13485/ CE

25

327

Dung dich kiém
chuin HBeAg
Calibrator

Ho4 chit chudn xét nghiém mién dich vi hat hoa phat quang
dé dinh tinh khang nguyén e viém gan B (HBeAg) trong
huyét thanh va huyét tuong; st dung cho may xét nghiém
mién dich tu dong.

- Thanh phén: Cal 1 ¢6 - Thanh phan dém TRIS c6 chat on
dinh protein (tir bo), Cal 2 ¢6 - Thanh phin DNA tai t6 hop
ngudn géc tr HBeAg trong dém TRIS c6 chét én dinh
protein (tr bo).

- Diéu kién bao quan: 2 dén 8°C

- Tiéu chudn chét lugng: ISO 13485/ CE

328

Dung dich kiém
chuan HIV Ag/Ab
Combo Calibrator

Hoa chét chuén xét nghiém mién dich vi hat hoa phét quang
dé phat hién dinh tinh ddng thoi khang nguyen HIV p24 va
cic khang thé khéng virus gy suy giam mién dich & ngudi
loai 1 va/hodc loai 2 (HIV-1/HIV-2) trong huyet thanh va
huyét tuong; sir dung cho méy xét nghiém mién dich ty
dong.

- Thanh phan c6 viral lysate HIV da tinh sach, diéu ché
trong mudi dém TRIS véi chat 6n dinh protein (tir bo).

- Didu kién bao quan: 2 dén 8°C

- Tiéu chudn chét lugng: ISO 13485/ CE

Lo

329

Dung dich kiém
chuén STAT High
Sensitive Troponin-I
Calibrator

Ho4 chét chuén xét nghiém mién dich vi hat ho4 phét quang
dé dinh luong troponin tim (cTnl) trong huyet tuong va
huyét thanh; sit dung cho mdy xét nghiém mién dich tu
dong.

- Thanh phan cac ndng do khac nhau ctia phitc hop tropomn
IC tai tb hop trong dung dich dém phosphate véi chit 6n
dinh protein (tlr bo).

- Pidu kién bao quan: -10°C hodc thép hon

- Tiéu chudn chét luong: ISO 13485/ CE

330

Hoa chét dinh lugng
Chplesterol toan
phan

Xét nghiém Cholesterol dé dinh lugng cholesterol trong
huyét thanh hay huyét twong; st dung cho méy xét nghiém
sinh héa tu dong.- Ngudng do (LOQ): 6,2 mg/dL (0,161
mmol/L)- Ngudong phat hién (LOD): 1 mg/dL (0,03
mmol/L)- Thanh phan: R1 (Hoat chat: Cholesterol Oxidase
(Microbial) (> 200 U/L), Cholesterol Esterase (Microbial) (>
500 U/L), Peroxidase (cfy cai ngua) (> 300 U/L), 4-
Aminoantipyrine (< 0,5 mmol/L), HBA (10 mmol/L) bidu
kién bao quan: 2 dén 8°C- Tiéu chudn chét lugng: I1SO
13485/ CE

Test

14.000

331

Hoa chét dinh lugng
Triglyceride

Xét nghiém Triglyceride dé dinh luong triglyceride trong
huyét thanh hay huyét tuong; sir dung cho may xét nghiém
sinh héa tu dong.

- Ngudng do (LOQ): 6,2 mg/dL (0,071 mmol/L)

- Ngudng phat hién (LOD): 2 mg/dL (0,02 mmol/L)

- Thanh ph?m: Hoat chét: ATP (2,5 mmol/L), Mg2+ (2,5
mmol/L), 4-aminoantipyrine (0,4 mmol/L), 4-chlorophenol
2 mmol/L) Peroxidase (tir cly cai ngua) (>2000 U/L), GK
(tir vi khudn) (>600 U/L), GPO (tir vi khuin) (>6000 U/L),
Lipoprotein lipase (tir vi khuén) (>3000 U/L).

Test

7.000
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- Diéu kién bao quén: 2 dén 8°C
- Tiéu chuén chét luong: ISO 13485/ CE
Dung dich dt trén hé théng, dwoc ding trong quy trinh bao
dudng tu dong hang ngay va trong mdt so quy trinh kiém tra
thuc hién trén may xét nghiém sinh héa tu dong.
. i - Thanh phan Water Bath Additive (R1) (Dung dich khur
332 DuNn g dich bgo khuin bdn nuéc) duge dung dé phong ngira va kiém soat Hop 1
dudng méy sinh héa | hizm khuan, Lyophilized Cleaning Solution (R2). Cleaning '
Solution (R3)
- bidu kién bao quan: 15 dén 30°C
- Tiéu chudn chét luong: ISO 13485/ CE
Ho4 chit chuén xét nghiém mién dich vi hat hod phat quang
dé dinh lugng PSA toan phén (c& PSA tu do va PSA phuc
, hop véi alpha-1-antichymotrypsin) trong huyét thanh ngudi;
Dung dich kiém sir dung cho may xét nghiém mién dich tu dong.
333 Chu.ém Total PSA - Thanh phan. PSA (nguoi) duoc chuén bi trong dém TRIS Hop 1
Calibrator v6i chat én dinh protein (tir bo).
- Didu kién bao quan: 2 dén 8°C
- Tiéu chudn chét lugng: 1SO 13485/ CE
Dung dich dém 1 sir dung cho may sdc ky HbAlc
- Pic tinh, cong dung: st dung cho do ludng Hemoglobin
Dung dich dém 1 sir Alc (HbAlc) trong méu méu toan phén
334 dung cho may sic ky | - Thanh phan 1a cac dung dich axit hitu co, mdi loai chira Chai 58
HbAlc khong dén 0,05 % Natri azide nhu la chit bao quan
- Piéu kién bao quan: 4 - 30 °C
- Tiéu chudn: ISO 9001: 2015/ISO 13485
Dung dich dém 2 sir dung cho may sic ky HbAlc
- bic tinh, cong dung: str dung cho do luong Hemoglobin
Dung dich dém 2 sir Alc (HbAlc) trong mau méu toan phén
335 dung cho may sicky | - Thanh phan 1a céc dung dich axit hitu co, mdi loai chira Chai 55
HbAlc khéng dén 0,05 % Natri azide nhu la chét bao quan
- bidu kién bao quan: 4 - 30 °C
- Tiéu chuén: 1SO 9001: 2015/ISO 13485
Dung dich dém 3 sir dung cho may sic ky HbAlc- Dic tinh,
C e .| cong dung: sir dung cho do ludng Hemoglobin Alc (HbAlc
336 ?Ennggccgghrf;;lsgcsgy trongg maf mau toa%x phén- Thanl% phén: ﬁl céc dung (dlch ax11 Chai 37
HbAlc hifu co, mdi loai chita khong dén 0,05 % Natri azide nhu 1a
chét bao quan- Diéu kién béo quan: 4 - 30 °C- Tiéu chuén:
ISO 9001: 2015/ISO 13485
Dung dich rira may st dung cho méy sic ky HbAlc
- Bic tinh, cong dung: dugc san xuit cho cac may HbAlc,
Durig dich rira may dua trén Phuong phép séc ki 1ong cao ép
337 stt dung cho may sic | - Thanh phan: chira nudc loai ion, EDTA va Triton X. Mbi Chai 105
ky HbAlc loai chira khong dén 0,1 % Natri azide nhu 1a chét bao quan
- Piéu kién bao quén: 4 - 30 °C
- Tiéu chuén: ISO 9001: 2015/1SO 13485
Dung dich kiém chun Hemoglobin Alc Calibrator sir dung
cho may sdc ky
Dung dich kiém - Pic tinh, cong dung: dé higu chudn cdc médy phéan tich
338 chuan H'emoglobin Glycohemoglobin tur dong H6 2
; Op
Alc Calibrator sir - Thanh phdn: MAu méau ngudi dugc ding @& chuin bi bo
dung cho may sac kY | chét hiéu chuin Hemoglobin Alc dd dugc kiém nghiém
bing céc phuong phap tiéu chudn, da dugc phé duyét va
dugc tim thdy 12 am tinh déi véi sy hién dién cua khang
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nguyén bé mat virus viém gan B (HBsAg) va céc khang thé
khang HIV (virus gy suy giam mién dich & nguoi) va HCV
(virus viém gan C).

- Pidu kién bao quan: 2-8 °C

- Tiéu chudn: ISO 9001: 2015/ISO 13485

339

Dung dich kiém
chuin Hemoglobin
Alc Control str dung
cho may sic ky

Dung dich' kidm chudn Hemoglobin Alc Control sit dung
cho may sdc ky

- Pic tinh, cong dung: kiém soét chét luong cc may phén
tich Glycohemoglobm tu dong, ché do phan tich chuin va
ché d6 phan tich bién thé

- Thanh phén: dugc chuén bj tir té bao mau ngudi, véi 2 mirc
level HbA1c (% hay mmol/mol) & duoc déng kho.

- Piéu kién bao quén: 2-8 °C

- Tiéu chuén: ISO 9001: 2015/1SO 13485

340

Hoa chit xét nghiém
Human Anti Smooth
muscle antibody

phuong phép ELISA

- Thanh phan: .

+ khay 96 giéng, Positive Control, Negative Control

+ Wash buffer (30x), Dilution, Sample diluent buffer, HRP
Conjugate Reagent (RTU), Stop solution, TMB substrate A,
TMB substrate B,, tdm 16t

- Bao quan: 2-8°C

Test

288

341

Hoa chat xét nghiém
HEV IgG phuong
phap ELISA

- Thanh phan: + Ching 4m: chira 1% huyét thanh dé, 10
mM dém Na-citrate pH 6,0 +/-0,1; 0,5% Tween 20; 0,09%
Na-azide va 0,1% Kathon GC dé bao quan. ;+ Chung
duong: chia 1% huyét thanh dé, chira khang thé HEV
ngudi, 10 mM dém Na-citrate pH 6,0 +/-0,1; 0,5% Tween
20; 0,09% Na-azide va 0,1% Kathon GC dé bao quan.;+
Chét hiéu chudn, Dém rira d4m diac WASHBUF. Nong do
20x. Pha lodng 1 lin, dung dich rira chita 10mM dém
phosphat pH 7,0 + 0,2 va 0,05% Tween 20 va 0,1% Kathon
GC; + Enzyme lién hop, chira Horseradish peroxidase lién
hop khéng thé dé da dong khang IgM ngloi, 5% BSA,
10mM dém Tris pH 6,8 = 0,1; 0,1% Kathon GC 0,02%
gentamicine sulphate lam chét bao quan+ Chét tao mau/co
chit SUBS TMB, chita 50 mM dém citrate-phosphate pH
3,5-3,8; 4% dimethylsulphoxide, 0,03% tetra-methyl-
benzidine hay (TMB) va 0,02% hydrogen peroxide hay
H202+ Chét pha lodng xét nghiém DILAS, 10 mM dém
Tris pH 8,0+/-0,1 chira 0,1% Kathon GC cho tién xir Iy mau
va cac chit chimg trong cac giéng, ngin chdn sy can thiép.+
Axit Sulphuric H2SO4 0.3M, Chta 0,3M dung dich
H2SO4Luu y: Kich tng da (Xi R36/38; S2/26/30)+ Chét
pha lodng mau: DILSPE.,10mM dung dich dém Tris pH 7,4
+0,1; Chtra 0,09 % natr1 azid nhu 14 chit bao quan. Pugc sir
dung dé pha loang mau.- Bao quén: 2-8°C - Tiéu chuén chét
lugng: ISO 13485

Test

192

342

Hoa chét xét nghiém
HEV IgM phuong
phap ELISA

+ Khay vi giéng,

+ Chtng 4m: chira 1% huyét thanh dé,10 mM dém Na-
citrate pH 6,0 +/-0,1; 0,5% Tween 20; 0,09% Na-azide va
0,1% Kathon GC dé bao quan.

+ Chirng duong: chira 1% huyét thanh de chira khéng thé
HEV IgM ngudi, 10 mM dém Na-citrate pH 6,0 +/-0,1;
0,5% Tween 20; 0,09% Na-azide va 0,1% Kathon GC aé
bao quan.

+ Pém rira dam dic WASHBUF 20X, Pha lodng 1 lan, dung
dich rira chra 10 mM dém phosphate pH 7,0 + 0,2 va 0,05%
Tween 20 va 0,1% Kathon GC. Enzyme lién hop, chira
Horseradish peroxndase lien hop khang thé da dong IgM

Test

384
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nglroi, 5% BSA, 10mM dém Tris pH 6,8 + 0,1, 0,3mg/ml
gentamicine sulphat va 0,1% Kathon GC lam chét bao quéan
+ Chét tao mau/co chit SUBS TMB, Chta 50 mM dém
citrate-phosphat pH 3,5-3,8; 4% dimethylsulphoxide; 0,03%
tetra-methyl-benzidine hay (TMB) va 0,02% hydrogen
peroxide hay H202

+ Axit Sulphuric H2804 0,3M. Bao gém 0,3M dung dich
H2S04

+ Dung dich pha lodng mau: DILSPE, 10mM dung dich dém
Tris pH 7,4 £ 0,1

+ Thubc thir trung hoa SOLN NTR. Chira khang thé dé
khang hlgG; 2% casein; 10 mM Na-citrate d¢ém pH 6,0 +/-
0,1; 0,1% Tween 20; 0,09% Natri azid va 0,1% Kathon GC
nhu 14 chét bao quan.

- B4o quan: 2-8°C

- Tiéu chuén chét luong: ISO 13485

343

Péu con hiit thé tich
1100 uLdung cho
may Elisa tw dong

Diu con hit hoa chit va miu danh cho céc may xét nghiém
ELISA tu dong hoan toan- Chét li¢u: DAu col 1am tir nhua-
Thé tich: 1100ul- Lép trong dau con c6 phu tinh dién gitp
nhan biét muc chét léng. - Tiéu chudn chét luong: ISO
13485

Tip

5.664

344

Hoa chét xét nghiém
AMA-M2 phuong
phap ELISA

* Thanh phan:

- Chit dém mAu (5 1dn): Natri chloride (NaCl), albumin
huyét thanh bo (BSA), Natri azide < 0,1% (chét bao quén)

- Chét dém rira (50 1an): NaCl, Tween 20,

Natri azide < 0,1% (chat bao quéan)

- Chitng 4m: Huyét thanh ngudi (pha lodng), albumin huyét
thanh bo (BSA), Natri azide <0,1% (Chét bao quan)

- Chung duong: Huyét thanh ngudi (pha logng), albumin
huyét thanh bo (BSA), Natri azide < 0,1% (chét bao quan)

- Chét hiéu chun ngudng: Huyét thanh ngudi (pha loéng),
albumin huyet thanh bo (BSA), Natri azide < 0,1% (chét bao
quan)

- Chét hiéu chuén: Nong do mdi cht higu chuén: 0, 3, 10,

30, 100, 300 U/ml. Huyét thanh ngudi (dung dich), albumin
huyét thanh bd (BSA), Natri azide <0,1% (chét bao quan)

- Lién hop IgG: Globulin mién dich khang ngudi lién hop
v6i horseradish peroxidase, albumin huyét thanh bo (BSA)

- Co chit TMB: chita Tetramethylbenzidine va hydrogen
peroxide da 6n dinh (TMB/H202)

- Dung dich dung phéan tmg: 1M HCL

- Khay vi giéng

* Bao quan: 2-8°C

* Tiéu chudn chét lugng: 1SO13485

Test

288

345

Héa chat xét nghiém
Syphilis RPR test
nhanh

Do nhay chén doan 12 96% dbi voi bénh giang mai so cip va
100% dbi v6i giang mai thtr phat. Do dac hiéu chin doén 1a
98%. Su nhiém loan: Hemoglobin (<10g /L), bilirubin (<20
mg /dL) va lipemia (<10 g /L) khong can thiép vao carbon
RPR.

- Khang nguyén RPR CARBON. Chit kiém soét duong tinh
RPR. Chét kiém so4t 4m tinh RPR: 1ml

- T4m khudy, Kim tiém, lo rdng

Test

3.500

346

Héa chit PCR phat
hién 7 tdc nhan
nguyén nhan gay

Bo kit phat hién tdc nhan gay nhiém trung dudng sinh duc
- Kit phat hién Chlamydia trachomatis (CT); Neisseria
gonorrhoeae  (NG); Mycoplasma _ genitalium  (MG);

Test

400
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nhiém tring dudng Trichomonas vaginalis (TV), Mycoplasma hominis (MH),
sinh duc Ureaplasma urealyticum (UU), Ureaplasma parvum (UP) va
CT/NG/MG/MH/TV | chiing ndi trong cung mét phan tng. Ap dung cong nghé
/UU/UP MuDT cho phép cung cép gia tri multi-Ct trong mot kénh
mau huynh quang ma khéng phan tich duong cong néng
chay.
- Thanh phan: 4X STI-EA MOM; EM1; STI-EA PC; ASTI
IC; nudc khong chira RNase
- Diéu kién bao quan: -20°C
- Tiéu chudn chét lugng: CE - IVD
Pau con tach chiét mau 2000 UL sir dung trén hé PCR tu
dong
Piu con tach chiét - Dic tinh: dung trong tach chiét mAu cho hé thong tu dong
m3u 2000 UL st két hop sinh hoa mién dich st dung cong nghé dién hoa phat _
347 d M Céi 4.000
ung trén hé PCR ty | quang.
dong - Dung tich: 2000 UL
- Bao quan: 15-25°C
- Tiéu chudn chét lugng: CE/ISO
Xét nghiém dinh tinh HPV & cdc mau bénh pham Xét
nghiém sir dung k¥ thuat khuéch dai DNA dich bang phéan
g chudi trung hgp PCR va lai héa acid nucleic dé phat
o hién 14 type HPV nguy co cao chi trong mét 14an phan tich.-
348 gga\‘,"hat dinhtype | b0 tinh, Thanh phan gdm: MGP hat thily tinh tir tinh, EB |  Test 720
dém tris-HCl, WB Natri citrate hidydrate, Master Mix
Tricine buffer, Mg/Mn solution, Potassium acetate,
Magnesium acetate, Manganese acetate.- Bao quéan ¢ 2 -
8°C.- Tiéu chuén CE-IVD
Dung dich chuan Free PSA CS
- Cong dung/dac tinh: Pugc dung dé chuén xét nghiém dinh
luong trén may xét nghiém mién dich.
- Thanh phan:
. 2 *Mau chuan 1
349 | Dungdich chudh gy chudn 2 Hop 2
PSA tu do (ngusi) ¢ hai khoang nong d6 (khoang 0.10
ng/mL va khoang 20 ng/mL) trong hdén hop dém/protein
(albumin huyét thanh bo).
- Béo quan: 2-8 °C.
- Tiéu chudn chét luong: ISO/CE
La huyet thanh nguoi dong kho chira PSA ngudi voi 2
khoang nong d6 duoc dung dé chuén xét nghiém dinh lugng
PSA toan phan.
s R * Méu chuén 1
350 I(’:}Sit kicm chudn * Mau chuan 2 Hop 2
PSA (nguoi) véi hai khoang ndéng d6 (khoang 0 ng/mL va
khoang 60 ng/mL) trong huyét thanh nguoi
Tiéu chuéin chét lugng: CE/ ISO
Bao quan ¢ 2 - 8°C.
Thé dinh nhém mau dAu giuong cho ngudi nhan va nguoi
hién méu, c6 gidy phép luu hanh cia B6 Y té Viét Nam
- Thanh phan O anti A chtra khang thé don dong Anti A
351 Thé dinh nhém mau | IgM dong Birma-1, mau xanh 14 cdy; O anti B chira khang Theé 17.000
ABO va chéo thé don dong Anti B IgM dong LB-2, mau do; O control

khong chtra khang thé, chira dung dich dém photphat, mau
xanh da troi.
- Bao quan 5 - 37 d6 C, chiu duogc téi 65 d6 C trong vong 2
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tuan
- Han sir dung: 24 thang
- Tiéu chuén chét lugng: ISO 13485, CE
Dung dich rira may nuéc tidu
- Dic tinh, c6ng dung: Dung dé rira may.
Dung dich rira méy - Thanh phan: 3,5% Hexadecyltrimethylammonium
352 SR .2 hydrogen sulfate, 3,5% magnesium chloridehexxahydrate Hop 6
phén tich nudc ti€u
surfactant,
- Nhiét d6 bao quan : 15-30 do C
- Dat tiéu chuén: ISO, FDA
+ Hoéa chat chudn may nudc tiéu + Dic tinh, cong dung:
Dung dé hiéu chudn may, gdm 4 loai : Cal 1, cal 2, cal 3, cal
4. + Thanh phén : - Cal 1: 0,20% w/v polassium phosphate,
monobasic; 0,18% w/v sodium chloride; 0,10% ww/v
sodium acetate; 0,80% w/v urea; with preservative. - Cal 2:
Héa chit chuén Cal 2,00% w/v polassium phosphate, monobasic; 1,80% w/v
353 xét nghiém nudc tidu | sodium chloride; 1,00% w/v sodium acetate; 8,00% w/v Hop 1
sir dung trén may urea; with preservative. - Cal 3: 0,5% w/v polassium :
nudce tiéu ty dong phosphate, monobasic; 0,45% w/v sodium chloride; 0,25%
w/v sodium acetate; 2,00% w/v urea; 2,00% w/v glucose;
0,50% w/v bovine albumin; with preservative. - Cal 4:
0,01% w/v polymer beads, with surfactant and 0,05%; w/v
sodium azide as preservative. + Bao quan: 2-8 do C, khong
ti déng. + Pat tiéu chuén: ISO, FDA.
Héa chét phan tich nuéc tidu.
- bic tinh, cong dung: ding dé phan tich nudc tiéu.
- Thanh phén:
+ Albumin
1,9% w/w  bis  (3,3"-diiodo-4',4"-dihydroxy-5',5"-
dinitrophenyl)-3,4,5,6-tetrabromosulfonephthalein; ~ 94,2%
w/w buffer; 3,9% w/w nonreactive ingredients
Bilirubin
0,4% w/w 2,4-dichloroaniline diazonium salt; 37,3% w/w
buffer; 62,3 w/w nonreactive ingredients
Blood
6,8% w/w diisopropylbenzene dihydroperoxide; 4,0% w/w
3,3%,5,5’-tetramethylbenzidine; 48,0% w/w buffer; 41,2%
w/w nonreactive ingredients
] £ s& Creatinine
354 EiGa. chist xét nghiyin 2,5% w/w copper sulfate; 4,5% w/w diisopropylbenzene Test 90.000

urinalysis cassette

dihydroperoxide; 2,0% w/w 3,3',5,5'-tetramethylbenzidine;
56,4% w/'w buffer; 34,6% w/w nonreactive ingredients
Glucose

3,8% w/w glucose oxidase (bacterial); 0,3% w/w peroxidase
(horseradish); 19,2% w/w 4-aminoantipyrine; 11,7% w/w 4-
methylcatechol; 26,2% w/w buffer; 38,8% w/w nonreactive
ingredients

Ketone

7,1% w/w sodium nitroprusside; 92,9% w/w buffer
Leukocytes

0,4% w/w derivatized pyrrole amino acid ester; 0,2% w/w
diazonium salt; 40,9% w/w buffer; 58,5% w/w nonreactive
ingredients

Nitrite

1,4% w/w p-arsanilic  acid; 13% w/w 1,2,34-
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tetrahydrobenzo(h)quinolin3-ol; 10,8% w/w buffer; 86,5%
w/w nonreactive ingredients
pH
0,2% w/w methyl red; 2,8% w/w bromothymol blue; 97,0%
w/w nonreactive ingredients
Protein
0,3% w/w tetrabromphenol blue; 97,3% w/w buffer; 2,4%
w/w nonreactive ingredients
Urobilinogen
0,2% w/w p-diethylaminobenzaldehyde; 99,8% w/w
nonreactive ingredients
- Béo quan cassette kin trong phong nhiét d§ 15 — 300C va
chéc chan ring dd am khong vuot 80%
- Tiéu chudn chét lwong: ISO, FDA, CFS.
- Dung dich tang cuong phan tmg hoa hop, Coombs.
Héa chét ting cudmg | - Thanh phén: Mdi lo chia 0,03M natri clorua, glycine,
355 phén img Bliss glucose phosphate, nucleoside va purine ciing nhu cac cha‘t Hop 21
(BioVue) ao quan chloramphenicol, thrimethoprim va
sulfamethoxazole
- Pat tiéu chuan: ISO 13485
Dung dich bio - Dung dich mainternance - Thanh phin: mdi lo chia 7%
356 dutng a5 4y BSA albumin huyét thanh bo, mudi v6 co va chit bao quan.- Bao Hop 15
quéan ¢ nhiét d6 2-8 d6 C- Dat tiéu chuin: ISO 13485
- Thé x4c dinh nhém mdu 2 phuong phép.
- Thanh phan: bao gém 1 Test/Card, bao gbm 6 cot chira
dung dich dém véi albumin bo va chit tang tiém luc dai
phéan tir, cling nhu céc chét bao quan sodium azide 0,1%
(w/v) va axit ethylenediaminetetraacetic (EDTA) 0,01M.
Thé dinh nhém mau | - Tir ¢t 1-6: Anti A-Anti B-Anti D.Cot 4: Control va Cot 5-
357 ABO-Rh 2 phuong 6 dé lam chtimg am A1-B (reverse diluent- chét pha lodng Thé 21.900
phap nguoc)
- Bao quan & nhiét do: 2-25 d6 C, trén vo hop c6 tem chi thi
nhiét do.
- Dat tiéu chuan: ISO 13485/CE
-Theo cong nghé ngung két cot CAT (Columm Aglutination
Technology) (GEL CARD /BIOVUE)
Hoéa chét xét nghiém chi tieu TSH dung cho sang loc so
sinh:
- Sir dung cho mau mau kho trén gify thAm chuyén dung;
- Sur dung v6i hé théng thiét bi tu dong va bén tu dong;
- Ap dung ky thuat mién dich huynh quang sir dung céc
nguyén to dat hiém nhém Lanthanide;
) - Do nhay <2 pU/mL mau;
Hoa chat xét nghiém | - Pg dic hiéu phén tich: Nbéng d6 hormone hLH b sung 250
dung cho sang loc so' | U/L khéong gdy nhiéu t6i phép do hTSH;
358 sinh: bénh thiéu Test 4.608

ning giap trang bdm
sinh

- Khoang phan tich ctia phuong phép cé gia tri tir 2 pU/mL
tdi 250 pU/mL mau;

- Thanh phan: chét chuan hTSH (1 tor gidy tham), chét kiém
sodt hTSH (1 to gidy thidm); Dung dich chit danh d4u Eu
khéng hTSH (Anti-hTSH-Eu tracer stock solution) (~ 20
ug/ml); Pém xét nghiém hTSH; Dai vi chudn d6 khang
hTSH (Anti-hTSH Microtitration Strip) dugc phu céc
khoéng thé; nhan Bacode cho céc bang hop thudc thir; Cac
nhan bacode cho céc dia;

- Béo quan: 2 — 8°C
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- Tiéu chuén chat lugng: ISO 13485
H6a chét neoai kidm Hoa chit ngoai kiém Dich ndo tay c6 7 thong s6 trén hé
359 Dich Nio "l%ﬁ. théng may xét nghiém sinh héa. Mau dang 1éng, Bao quén: Hop 1
: Y 2-8°C. Tiéu chuan chat luong: 1SO13485
) ) Héa chit ngoai kiém Dong mau dép tGng 5 thong s6 bong
360 Hoéa chét ngoai kiém | mau co ban trén hé thong may Pong mau. Thanh phén: H6 3
Pong Mau 100% huyét tuong nguol M3u dang dong khd, Bao quan: 2- P
8°C. Tiéu chuan chat luong: ISO13485
H6a chét neoai kidm Hoa chét ngoai kiém HbAlc 2 thong s6 . Thanh phén:
361 HbAlc 80 100% mau toan phan. Mau dang doéng khd, Bao quan: 2- Hop 3
8°C. Tiéu chuén chét luong: ISO13485
o Héa chét ngoai kiém Huyét hoc dap tmg 11 thong s6 cong
362 Hoa chat ngoai kiém | thirc mau trén hé thong méy huyét hoc. Thanh phan: 100% H6 5
Huyét Hoc mau toan phin. MAu dang léng, Bao quan: 2-8°C. Tiéu °P
chuén chat lugng: 1SO13485
Hoa chét neoai kidm | HO2 chét ngoai kiém Khi mau dép tng 11 thng s6 khi mau.
363 Khi Méu £08 Thanh phén: Aqueous material. Mau dang léng, Béo quan: Hop 3
2-8°C. Tiéu chuén chét lugng: 1SO13485
Héa chit neoai kidm Héa chit mién dich ddc biét 1 dép ung 10 thong sc‘; trén hé
364 Mign Dichgi)éc Biat théng may Mién dich, Thanh phan: 100% huyét thanh H6 1
1 ; : : nguoi. Mau dang dong kho, Bao quan: 2-8°C. Tiéu chuén P
chét luong: ISO13485
) ) Hoa chit ngoai kiém Ammonia/Ethanol dap ung 2 thong s6
365 Hoa chét ngoai kiém | Ammonia va Ethanol, chu ky tir thang 9 hang nidm. Mau H6 |
Ammonia/ Ethanol dang long, Bao quan: 2-8°C. Tiéu chudn chit luong: P
1SO13485
Hoa chét ngoai klem nudc tidu dap ung 14 thong so tong
) . phan tich nudc tiéu, chu ky tir thdng 1 hang nim, tAn suét
366 Hoéa chat ngoai kiém | chay mAu 2 thang 01 14n, ¢6 bai bio cdo phu hop chuong H6 4
nudce tiéu trinh ngoai kiém Riqas. Thanh phin: 100% nuéc tiéu cia P
h con ngudi. Mau dang long, Béao quan: 2-8°C. Dong g0i:
Hop/3 lo x 12 ml. Tiéu chudn chat lugng: 1SO13485
) . Hoa chét ngoai kiém Sinh hoa dép tng 56 thong s6 sinh hoa
367 Hoéa chat ngoai kiém | thudng qui. Thanh phén: Huyet thanh tuong tu ngudi nguoi H6 3
Sinh Hoéa (Human based serum). Mau dang déng khd, Béo quan: 2- P
8°C. Tiéu chuan chat luong: ISO13485
Héa chit neoai kidm Hoa chét ngoai kiém Sang loc trude sinh, dap ung 6 thong
368 Ti;nCSé goal X s6. Thanh phin:100% huyét thanh nguoi. Mau dang dong Hop 1
iR kho, Bao quan: 2-8°C. Tiéu chuén chét lugng: 1SO13485
) Hoéa chét ngoai kiém Tim mach dap tmg 11 thoéng s6 d4u 4n
369 Hoa chét ngoai kiém | tim mach. Thanh phén: 100% huyét thanh nguoi. M3u dang o 1
Tim mach déng kho, Bao quan: 2-8°C. Tiéu chudn chét lugng: P
ISO13485
vi6a clifiagoal kifm Héa chét ngoai kiém tbc do méu ling. Gom 1 thong sb
370 Tc‘? agAaMégoLlé o ESR. MAu dang long, Bao quan: 2-8°C. Tiéu chudn chét Hoép 2
¢ DO MauLang | jrong: 15013485
" I~ Héa chét ngoai kiém HIV/Viém gan. Pap tng 16 thong sb.
371 gf@;{lf‘g ngc‘:al‘lk’em Thanh phin: tir ngudi. Miu dang léng, Bao quan: 2-8°C. Hop 5
e Tiéu chudn chit luong: ISO13485
. Noi kidm sinh hoa goém 70 thong s6 co 3=
372 No6i kiém sinh héa Hydroxybutyrate, Folate. Thanh phin Huyét thanh nén tir H6 10
muc 2 ngudi. Dang Pong khdé , Mic 2, Bao quan: 2-8°C. Tiéu P
chuén chit lugng: 1SO1 3485
373 Noi kiém sinh héa No6i kiém sinh héa gdm 70 théng s6 c6 D-3- Hop 10

Hydroxybutyrate, Folate. Thanh phin Huyét thanh nén tir

AW

s
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mirc 3 ngudi. Dang Dong khé , Mirc 3, Bao quan: 2-8°C. Tiéu
chuan chat lugng: 1SO13485
NET i b siin Noi kiém sang loc truée sinh gdbm 06 théng s6 c6 Inhibin A.
374 e | Thanh phan: 100% Huyét thanh tir ngudi. Dang Dong kho , Hop 1
Mirc 1, Bao quan: 2-8°C. Tiéu chuén chit lugng: 1SO13485
Nbi kidm tidn san Nbi kiém sang loc trudc sinh gdm 06 thong s6 c6 Inhibin A.
375 dife 0 Thanh phéan: 100% Huyét thanh tir ngudi. Dang Dong kho , Hop 1
Muic 2, Bao quan: 2-8°C. Tiéu chudn chét luong: 1SO13485 :
Nbi kiém tidn san Nbi kiém sang loc trude sinh gdm 06 théng sé c6 Inhibin A.
376 niite 3 Thanh phin: 100% Huyét thanh tir ngudi. Dang Pong kho , Hop 1
Mitc 3, Bao quén: 2-8°C. Tiéu chudn chit lugng: 1ISO13485
Sy X o N6i kiém sinh héa nuéc tidu gdm 24 thong s6. Thanh phan;
377 Eﬁ;ckifemu f:g;géa 100% tir nu6c tiéu ngudi. Dang Dong kho , Mirc 2, Bao | Hop 2
quan: 2-8°C. Tiéu chuan chét luong: ISO13485
e ) N6i kiém sinh héa nuéc tiéu gdm 24 thong sb. Thanh phén:
378 anf; é(::: ::&};};oa 100% tir nuéc tidu ngudi. Dang Déng kho , Mirc 3, Bao | Hop 2
quan: 2-8°C. Tiéu chuan chat luong: ISO13485
Thé dinh lai nhom mau va lam phan ﬁpg hoa hop tai dau
5 s ; giwdng trudc truyen mau + Thanh phan: - Anti-A (dong
:ll;if/‘;‘];aﬁ‘;ﬁ’:? A0003, > 200 IU/ml),- Anti-B (dong B00S, > 200 [U/ml),-
379 ¢mg hoa hop tai diu Chét 6n dlnh < 0,1% NaN3,Dd nhay: Anti A: 100%; Anti Test 13.300
: i R B: 100%DPo dic hiéu: Anti A: 100%; Anti B: 100%Chét bao ’
giudng trudce truyén
i quan: Sodium azide < 1,0mg/ml trong test xét nghiém -
' Nhiét d§ bao quan: 2-25°C- TCCL: ISO 13485; CE- Xuét
xu: G7
Héa chit nhudém huynh quang trén kénh do RET cia may
xét nghiém huyét hoc
Thanh phin: Polymethine dye 0,03%; methanol 7,9%;
Ethylene Glycol 92%
Hoa chit nhuém Fluorocell RET dugc thém vao miu pha lodng dugc duy tri
huynh quang trén ¢ nhiét do khong doi trong mot khoang thoi gian xac dinh dé
380 kénh do RET cua nhudm céc té bao hdng cau luéi trong mau. Té bao duoc Hop 2
may xét nghiém nhudm sau d6 dugc dua vao budng do dé phén tich cuong
huyét hoc dd anh sang tan xa thiang va ‘anh sang huynh quang bén tir d6
phat hién dugc s6 luong té bao hong cdu ludi (RET#) va
phén tram té bao hdng cau luéi (RET%).
Bao quan: 2-35d6 C
Tiéu chuin chat lugng: ISO 9001; ISO 13485
) Hoéa chét pha Ioang mau cho qud trinh xét nghiém hong cdu
Hoéa chét pha lodng | |uéi va tiéu cAu huynh quang cila my xét nghiém huyét hoc
méu cho qué trinh Thanh phén: Tricine buffer 0,17%
381 i‘et nEhiGm hong ciu Hoéa chit pha loang mau dugc dung dé pha loang mau mau 5
u6i va tidu cau Hop 2
toan phan ding trong phan tich héng cau ludi va tidu cu
hnynh quang cua theo phuong phap nhudm ti huynh
méy xét nghiém p g phap nhudm tiéu cdu huynh quang
huyét hoc Bao quan; 2- ?5 do C
Tiéu chuan chat lugng: ISO 9001; ISO 13485
Héa chat pha lodng miu ctia may xét nghiém huyét hoc va
kéo lam tu dong.
" N Thanh phin: Sodium chloride 0,7%; Tris buffer 0,2%;
Hga c}71at pl?a lodng EDTA-2K 0,02%.
ggg [ Det ety xet Hoa chit pha loang miu dugc ding dé pha loang mau mau Thung 152

nghiém huyét hoc va
kéo lam tu dong.

toan phan dung trong phén tich s6 lugng & kich thudc hong
cAu va tiéu cau theo phuong phap tap trung dong chay thiy

dong hoc.

Bao quan: 2-35d6 C
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Tiéu chuan chat lugng: 1ISO 9001; ISO 13485
Hoa chét ly giai mang té bao trén kénh do WDF ciia mdy xét
nghiém huyét hoc
: Thanh phéan: Organic quaternary ammonium salts 0,07%;
Héa C?f‘tbl}' gtlﬁl Nonionic surfactant 0,17%
mans ML Lysercell WDF ly giai té bao hong clu va tao diéu kién cho -
el Kool d'o WDIj . Flourocell WDF nhudm céc té bao bach ciu dé phan tich Thong 25
méyﬂ'xet NG duoc: bach ciu trung tinh, té bao lympho, bach cau mono,
huyét hoc ath okl 178 i
ach clu ua axit.
Bao quan: 2-35d0 C
Tiéu chudn chét luong: ISO 9001; ISO 13485
Hoéa chit ly giai mang té bao trén kénh do WNR clia may xét
Hoa chét ly giai nghiém huyét hocThanh phdn: Organic quaternary
mang té bao trén ammonium salts 0,20%; Nonionic surfactant 0,10%Lysercell
384 kénh do WNR cua WNR ly giai té bao hdng céu va tao diéu kién cho Flourocell Thung 25
may xét nghiém WNR nhuém dé phan tich dugc: Bach cdu wa kiém baso va
huyét hoc hdng cAu nhanBéo quan: 2 - 35 d6 CTiéu chuén chét lugng:
ISO 9001; ISO 13485
Héa chét ly giai mang té bao trén kénh do WPC ciia méy xét
nghiém huyét hoc
Hoa chat ly giai Thanh phén: Chat dién hoat anion 0,03%, Chat dién hoat
mang té bao trén khéng anion 0,12%
385 kénh do WPC cua Lysercell WPC ly gidi té bao hong cau va két hop véi Thing 1
may xét nghiém Fluorocell WPC dé nhan dién nhiing té bao bat thudng hay
huyét hoc té bao chua trudng thanh.
Bao quan: 2 -35do C
Tiéu chuén chit lugng: ISO 9001; ISO 13485
Hoéa chat ly giai hdng ciu trén kénh do HGB cua may xét
nghiém huyét hoc
Thanh phin: Sodium lauryl sulfate 1,7 g/L
SULFOLYSER dua trén phuong phap Sodium Lauryl
) Sulfate m6i dugc phét trién bdi Iwao Oshiro va cong su
Hoa chét ly giai (Phwong phép SLS-Hb).
386 hong cau trén kénh Trong phuong phap SLS-Hb, chét hoat déng bé mit ion &m Thing 21
do HGB ctia méy xét | Sodium Lauryl Sulfate (SLS) s& dugc ly giai mang hong cau
nghiém huyét hoc va giai phong huyet sic td. Ddng thoi, cing hoa chit nay s&
két hop voi huyet sic t& da dugc ly giai tao thanh mét lién
két n dinh. Thiét bi phan tich s& chiéu 4nh séng budc song
555nm va do do hap thu.
Bao quan: 2-30d6 C
Tiéu chuén chat lugng: ISO 9001; ISO 13485
Hoa chét ndi kiém dich co thé ciia may xét nghiém huyét
hoc kém theo bang gia tri cho 7 thong s6 bdo cdo ciia xét
nghiém dich co thé.
Thanh phén: Céc vat liéu co ngudn goc tir ngudi dugc st
dung 1am ché phdmHéa chat noi kiém dich co thédéu khong
Héa cht noi kiém phan tng véi khédng nguyén Viém gan B (HBsAg), &m tinh
;g7 | dichco thd ciamay | v6i khang thé HIV (HIV-1/HIV-2) va viém gan C (HCV), B4 A

xét nghiém huyét
hoc

khong phan ung v6i HIV-1 RNA va HCV RNA v6i phuong
phép NAT, va khong phan trng v6i xét nghiém huyét thanh
hoc nhu Giang mai (Syphilis -STS) sir dung k¥ thuét chuyén
biét bdi cuc quan ly duogc phédm va thuc phdm Hoa ky

Héa chét noi kiém dich co thé duoc sir dung nhu chét chuén
(Control) & ché @6 dich co thé.

Baoquan:2-8do C

/\‘v
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Tiéu chuén chat luong: ISO 9001; ISO 13485

388

Héa chét ndi kiém
Level 1 ciia may xét
nghiém huyét hoc

Héa chét noi kiém Level 1 cia may xét nghiém huyét hoc
dinh kém bang gid tri cho 55 thong s0 bdo cdo. Thanh
phan Céc vat liéu co nguon gbe tir ngu'cn duoc su dung lam
ché phim Hoéa chat néi kiém Level 1 déu khong phan ung
v6i khang nguyén Viém gan B (HBsAg), 4m tinh vé&i khang
thd HIV (HIV-1/HIV-2) va viém gan C (HCV), khong phan
ting v6i HIV-1 RNA va HCV RNA v6i phuong phap NAT,
va khong phéan ung véi xét nghiém huyét thanh hoc nhu
Giang mai (Syphilis -STS) st dung k¥ thuét chuyén biét boi
cuc quan ly dugc pham va thuc pham Hoa kyHoa chat ndi
kidm Level 1 dugc sit dung nhu chét chudn (Control) cho
xét nghiém cong thirc méu hoan chinh (CBC), bach phéan cic
thanh phan bach cau, hdng ciu nhan (NRBC), va héng ciu
lu6i (RET) trén dong méay huyét hoc.Bao quan: 2 - 8 do
CTiéu chuén chét luong: ISO 9001; ISO 13485

Lo

22

389

Héa chét ndi kiém
Level 2 clia may xét
nghiém huyét hoc

Hoéa chit noi kidm Level 2 ciia may xét nghiém huyét hoc
dinh kém bang gié tri cho 55 thong s6 bao cdo.

Thanh phén:

Céc vat liéu co nguon goc tr ngudi duge st dung lam ché
phdm Hoa chét ndi kiém Level 2 déu khong phan tng véi
khang nguyén Viém gan B (HBsAg), am tinh v6i khang thé
HIV (HIV-1/HIV-2) va viém gan C (HCV), khong phan ng
vGi HIV-1 RNA va HCV RNA véi phuong phéap NAT, va
khong phan Gng vdi xét nghiém huyét thanh hoc nhu Giang
mai (Syphilis -STS) sur dung ky thuat chuyén biét boi cuc
quan ly dugc pham va thuc phdm Hoa ky

Héa chit ndi kiém Level 2 dugc st dung nhu chit chuin
(Control) cho xét nghiém c6ng thirc mau hoan chinh (CBC),
béach phén cac thanh phan bach cu, héng cdu nhan (NRBC),
va hong cau ludi (RET) trén dong may huyét hoc.

Bao quan: 2-8do C

Tiéu chuén chét luong: ISO 9001; ISO 13485

Lo

22

390

Héa chét noi kiém
Level 3 ciia may xét
nghiém huyét hoc

Hoa chét noi kidm Level 3 cia may xét nghiém huyét hoc
dinh kém bang gié tri cho 55 thong s6 bao cdo.

Thanh phén:

Céc vat li€u co nguon goc tur ngum duogc sir dung 1am ché
phém Hoa chit noi kiém Level 3 déu khéng phan ung voi
khang nguyén Viém gan B (HBsAg), 4m tinh véi khang thé
HIV (HIV-1/HIV-2) va viém gan C (HCV), khong phan tng
v6i HIV-1 RNA va HCV RNA v6i phuong phép NAT, va
khong phan rng véi xét nghiém huyét thanh hoc nhu Giang
mai (Syphilis -STS) sir dung ky thudt chuyén biét badi cuc
quan ly dugc pham va thuc phdm Hoa ky

Hoéa chit ndi kiém Level 3 dugc sit dung nhu chét chuén
(Control) cho xét nghiém cong thirc mau hoan chinh (CBC),
béch phan céc thanh phén bach céu, hdng ciu nhan (NRBC),
va hdng cau luéi (RET) trén dong médy mdy xét nghiém
huyét hoc

Béao quan: 2-8do C

Tiéu chudn chét lugng: ISO 9001; ISO 13485

Lo

22

391

Lam mau tring st )
dung trén may huyet
hoc tu dong

Lam kinh khong mau phd hop v6i méy kéo lam tu dong, do
day: 0,9 -1,2 mm, kich thuéc: 76x26 mm, khoang mo trén
lam: 15 mm, bo tron.

Tiéu chudn chét luong: 1SO 13485

392

Hoa chét rira may
huyét hoc khi tat

Hoa chét rira may huyét hoc khi tit thiét biThanh phén:
Sodium Hypochlorite (nong dd clo 5,0 %)CELLCLEAN
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thiét bi AUTO s8& dugc sir dung nhu chat tdy kiém manh dé loai bd
thubc thir ly giai, du lugng té bao va protein mau con lai
trong thiy lyc ctia dong méy phén tich huyét hoc tu dong xét
nghiém d& ngdn chin Su két ta cia protein trong méy.Bao
quéan: 2 - 30 do CTiéu chudn chét lugng: ISO 9001; ISO
13485
Hoéa chit nhuém huynh quang tiéu cAu clia mdy xét nghiém
huyét hoc
Héa chat nhuom Thanh phan:
393 | huynh quang tiu Oxazine 0,003% Hop 1
cau ctia may xeét Ethyl Iveol 99.9% j
nghiém huyét hoc yielle glyeon 27,77
Béao quan: 2 -35d6 C
Tiéu chuin chit luong: ISO 9001; ISO 13485
Hoa chét nhudm huynh quang trén kénh do WDF ctia méay
xét nghiém huyét hoc
Thanh phén:
Polymethine 0,002%
0,
Hoa chét nhudm Methmal 3,0%
hugnh quang trén Ethylene glycol 96,9% )
394 kénh do WDF cua Fluorocell WDF sau d6 dugc thém vao va mau pha lodng Hop 18
may xét nghiém duoc duy tri ¢ nhiét do khong d6i trong mot khoang thoigian
huyét hoc x4c dinh dé nhudm cac té bao nhan trong mau. Té bao duoc
nhudm sau d6 duoc dwa vao budng do dé phan tich cuong
d6 anh séng tdn xa bén va anh sang huynh quang bén tir d6
6 sb luong bach ciu
Bao quan: 2-35d6C
- Tiéu chuin chit luong: ISO 9001; ISO 13485
Hoa chat sir dung daé nhuém nhén té bao nham dém sb luong
) bach céu, s6 lugng bach cAu basophils, s6 lugng hdng cau
Hoéa chat nhudm nhan
huynh quang trén Thanh phén:
395 ké'nh do WNI} clia Polymethine 0,005% Hop 11
may xét nghiém Ethy] Iveol 99.9%
huyét hoe thylene glycol 99,9%
Béo quan: 2 -35d0 C
Tiéu chuén chit lugng: ISO 9001; ISO 13485
Hoéa chét nhuém huynh quang trén kénh do WPC clia may
xét nghiém huyét hoc
Thanh phan:
Polymethine 0,004%
Ethanol 15,1%
Héa chit nhudm Ethy]ene glycol 84,8%
huynh quang trén Hoa chit nhuém huynh quang trén kénh do WPC cia may
396 kénh do WPC ciia xét nghiém huyét hoc dugc thém véo va méu pha lodng Hop 1
may xét nghiém dugc duy tri ¢ nhi¢t d khong doi trong mét khoang thai
huyét hoc gian x4c dinh dé nhudm cac té bao nhan trong mau. Té bao
duoc nhudém sau d6 duoc dua vao budng do dé phan tich
cuong do 4nh sang tan xa thing, 4nh sang tin xa bén va anh
sang huynh quang bén tir d6 phat hi¢n dugc nhing loai té
bao non khéc nhau (Blast va HPC).
Béo quan: 2 -35d6 C
Tiéu chuin chat luong: ISO 9001; ISO 13485
Dung dich rira kim Dung dich rira kim hit trén hé théng mlen dich tu dong ung
397 hit cia may xét dung cong nghé héa phat quang tryc tiép gin enzym sir dung Hop 36

nghiém mién dich

chit nén CDP-StarThanh phéan: Sodium Hypochloride




63

r | Ten d:l:‘;:) ';‘i‘-gc — Dic tinh ky thudt bonvl | 6 lwgng
hoa phat quang 3,5%Bao quan: 2 - 8 d6 CTiéu chuan chat lugng: ISO 9001/
ISO 13485
Dung dich ria duong bng trén hé théng mlen dich tu dong
Dung dich rira :img dul:lgt congcrllsggesltléa phét quang truc tiép gin enzym sit
dudng ong cta mé Vg ehasncn ar s
398 | et n§hie§1 mién | Thanh phén: Tris buffer 0,2% Thung 176
dich hoa phat quang | Bao quéan: 2 -30d5 C
Tiéu chudn chét lwong: ISO 9001/ ISO 13485
- ) Déu con dung mot 1an trén hé théng mlen dich tu dong ing
Dau con ding mot dung cong ngh¢ héa phat quang truc tiép gin enzym st dung
399 | lan cua may et chét nén CDP-Star ¢6 cong suat 200 xét nghiém/gid Hop 7
nghiém mién dich ’
hoa phat quang B?O quan: 2~30.dg &
Tiéu chuan chat luong: ISO 9001/ ISO 13485
Chét kiém chudn cac xét nghiém HBs antigen, HCV
antibody, TP antibody, HIV antibody and HTLV-1 antibody
trén hé thong mién dich tu dong hoa phat quang truc txep
Chét kiémhchuén cho | gén enzym str dung chét nén CDP-Star
cac xét nghiém: Bao gdm: "
400 HCVAD, HBsAg, (1) Vgiratrol level 1 . ?
TPAb, HIVAb .
(2) Viratrol level 2
Bao quan: 2 -8 do C
Tiéu chuin chét lugng: ISO 9001/ ISO 13485
Que nhiing sir dung trén mdy phan tich sinh hoa nuée tidu tu
dong 270 mau/ gio gdm cac thong sb: Urobllmogen Mau,
Protein, Glucose, Xeton, Nitrit, Bilirubin, Bach cau, pH,
Creatinin, Albumin.
Que thir sinh hoa Cung c4p s6 liéu cho may tinh toan két qua A/C va P/C. ‘
401 nude tiéu 11 thong Béo quan trong hop kin, tranh d6 4m, 4nh sang mit troi va Que 45.000
sd nhiét do cao: d6 bén hét han in trén nhan.
D6 bén sau khi md ndp va dit vao may: 1 tuan.
Tiéu chudn déng géi: Hop/10 lo x 100 pes
Béo quan: 2-25d6C
Tiéu chudn chét luong: ISO 13485
San pham sir dung dé hi¢u chuén thiét bi do khuc xa trong
lugng riéng clia nudc tiéu trén hé thdng sinh héa nudc tidu
hoan toan tu dong 270 mau/ gid
Bao gbém:
Dung dich hiéu - SG Calibrator L (trong lugng riéng, 1,005) 0,08 w/v %
chuén thiét bi do SG Calibrator M (trong lugng riéng, 1,015) 2,41 w/v %
40y | Khicxa trong lugng | SG Calibrator H (trong lugng riéng, 1,035) 7,06 wiv % g ;
riéng clia nudc ticu Thanh phan: sucrose, 5-chloro-2-methyl-4-isothiazolin-3- ’
trén h¢ thong sinh one va 2-methyl-2H -isothiazol-3-one (3:1)
héa nude tieu Do bén sau khi mé nép: ding trong ngdy
Tiéu chudn déng géi: Hop/ 3 lo, gdm 3 mic L: 10 ml x 5,
mic M: 10 ml x 5, mic H: 10 mIx §
Bao quan: 2-10d6 C ,
Tiéu chuén chét lugng: 1SO 13485
San pham st dung méy xét nghiém nuéc tiéu tu dong hoan
At ik | toan, cong suat 270 mau/gidBao gdm: UC- CONTROL L va
grozhljrlznd? (l: (;fé?,e(;lo UC- CON%’ROL H va bao gomg céc thong sb sau day i
403 Urobilinogen (URO), Mau (Hemoglobin) (BLD), Bilirubin Hop 2

bén dinh lugng cac
chét trong nuéc tiéu

(BIL), Ketones (KET), Glucose (GLU), Protein (PRO), pH,
Nitrite (NIT), Bach cau (LEU), Creatinine CRE), Albumin
(ALB), Ti trong (SG).Thanh phan: Nuéc tiéu ngudi 10-60%;
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5-Chloro-2-metyl-2,3-dihydroisothiazol-3-one va 2-Methyl-
2,3-dihydro isothiazol-3-one (3: 1) <0,01%; Acetone

<5%D0 bén: Sau khi mé, 6n dinh 30 ngay ¢ 2-8 do CTiéu
chudn déng géi: Hop/UC-CONTROL-H: 10 ml x 3; UC-
CONTROL-L: 10 ml x 3Béo quan: 2 - 08 d6 CTiéu chuén
chét lwong: ISO 13485

404

Hoa chat rira may
nudc tiéu ty dong

Cong dung: Dung dich kiém manh dung d& rira hé théng
may.

Béo quan ¢ 1 - 30 6 C, noi tbi, tranh 4nh sdng mit troi truc
tiép.

Sau khi m& nép 6n dinh trong vong 60 ngay.

Thanh phan: Sodium hypochlorite 5%

Tiéu chudn déng géi: Hop/1 chai x 50 ml

Bao quan: 2-30 d6 C

Tiéu chuén chét lugng: ISO 13485

405

Dung dich rira mi&n
dich dung cho may
xét nghiém

Dung dich rira mién dich

- Dgc tinh, cong dung: Su dung trong bu6c rira trong
phuong phép mién dich enzyme héa phét quang - CLEIA

- Thanh phan Chtra 342mM NaCl trong dung dich dém Tris
¢6 chira chat tAy rira. Chét bao quan: natri azid.

- Béo quan: 2-10 °C.

- Tiéu chuén chét lugng: ISO 13485/CE.

Chai

406

Cartridge pha lodng
dung cho may xét
nghiém

Cartridge pha loéng

- Pic tinh, cong dung: St dung dé pha logng mau khi vuot
ngudng do, va cho kiém tra Substrate blank va chit luong
nudc.

- Thanh phén: Polypropylene.

- B4o quan: nhiét 40 phong

- Tiéu chuén chat luong: ISO 13485/CE.

Hop

407

Loc CO2 (Soda
lime) dung cho may
xét nghiém

Loc CO2 (Soda lime)

- Pic tinh, céng dung: Sir dung dé ngan chan sy hu hong
cua dung dich Substrate Solution.

- Thanh phén: Ca(OH)2: 80-85%, NaOH:1-5%, KOH: 1-
5%.

- B4o quan: 2-30°C.

- Tiéu chuén chét luong: 1SO 13485/CE.

Hop

408

Pau c6n hat mau
bénh phdm diing cho
may xét nghiém tu
déng

Diu con hut mAu bénh phdm

- Pic tinh, cong dung: St dung dé hit mAu bénh phim dé
phén tich.

- Thanh phan: Nhya tdng hop.

- Bao quan: nhiét do phong.

- Tiéu chudn chét lwong: ISO 13485/CE.

409

Héa chét dinh lugng
AT III so mau

Hoéa chit xét nghiém AT IlI-Dgc tinh, cong dung: Dinh
luong mirc hoat dong cia antithrombin (AT) trong huyét
tuong bing phuong phap sir dung co chét tao mau.-Thanh
phén: Hop chira 3 loai thudc thir « Thudc thir 1: khoang 11,3
nKat thrombin bo trén ml sau khi hoan nguyén, dang déng
khé. * Thube thir 2: co chit mau, dang dong khé. * Thube
thir 3: chira dung dich hoa tan c¢6 heparin. -bidu kién bao
quén: 2-8 d C-Tiéu chuén chét lugng: 1SO 13485

Hop

10

410

Hoa chét xét nghiém
D-Dimer 2 khang thé
don dong

Hoa chét xét nghiém D-Dimer 2 khang thé don dong
DPic tinh, cong dung:
- b6 l3p lai do mAu binh thudng: 6,6 CV%
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- D6 lap lai do m3u bét thuong: 2,4 CV%

- Do tai lap do mAu binh thudng: 7,3 CV%

- D0 tai lip do mAu bat thuong: 3,2 CV%

-Thanh phén:

* Thube thir 1 (R1): Dung dich dém chira tdc nhan ngan chin
di khang the.

« Thudc thir 2 (R2): dung dich huyén phu vi hat latex dugc
phil béi hai khéng thé don dong khac nhau khéng D-dimer
nguoi.

-biéu kién bao quan: 2-8 46 C

-Tiéu chuan chét lugng: ISO 13485

411

Héa chét chudn ndi
kiém TT mtc 2

Hoéa chét chudn ndi kiém xét nghiém déng méau mrc 2

-Dic tinh, cong dung: Cung chp gia tri chimg mic bt
thuong cho céc thong so: PT, Fibrinogen, APTT, TT va
ATIIL

-Thanh phan: Chira huyét tuong ngudi, dang dong kho

-Diéu kién bao quan: 2-8 d6 C

-Tiéu chuén chét lugng: 1SO 13485

412

Hoéa chét dinh luong
hoat d6 cua protein S

Héa chét dinh lugng hoat d cua protein S

-Dic tinh, cong dung: Hoéa chét dinh lwong hoat do cia
protein S bing phuong phép do tir nhdm tréanh su anh hudng
clia huyét tuong duc, tan huyét... . San pham cho phép phat
hién cac thiéu hut protein S dua vao yéu t& Va. Gi6i han lam
viéc 10 - 150%.

-Thanh phan:

« Thubc thir 1: huyét tuong tir ngudi, 1am lanh khé, khéng c6
protein S.

« Thubc thir 2: protein C hoat hod tir ngudi, lam lanh khd.

+ Thudc thir 3: nguyén liéu c6 chira yéu t& Va tir bo, 1am
lanh kho.

-biéu kién bao quan: 2-8 d6 C

-Tiéu chuén chét lugng: ISO 13485

22

413

Dung dich kiém soét
chit lugng phan tach
dién di huyét sc t6
A,F,SvaC

Dung dich kiém soét chét lugng phan tach dién di huyét séc
t6 A, F,SvaC

-Dic tinh, cong dung cua hang héa: San phdm duge sir dung
dé kidm soét chét luong phén tach dién di huyét sic td A, F,
S va C ¢ nguoi bing quy trinh dién di trén thach va dién di
mao quan.

-Thanh phan hoa chat/vat tu:miu mau ngudi dang dong kho
chira huyét sic t6 A va F thong thuong, huyét sic t6 S va C
bét thuong

-biéu kién bao quéan: 2-8 d6 C

-Tiéu chudn chét luong: 1SO 13485

Lo

414

Hoa chét xir Iy mau
loai Adsorb Out
hodc tuong duong

Héa chit xir 1y mau loai Adsorb Out hodc tuong duong-
Thanh phan: Adsorb Out™- Béo quan: dudi -65 do C- Tiéu
chuén chat lugng: ISO

Test

50

415

B9 kit bao dudng
may

Hoa chat bao dudng thuong quy cho may xét nghiém mién
dich tu dong, 1am sach cac pipet va kim rura.

Thanh phan:

- Clean integral (R1): chira dung dich khir tring va dung
dich rtra

- Clean solution (R2) : chira natri hypoclorit

- Pump tool (R3): chira dung dich tay rira

Béo quén: 15-30°C




66

TT

Tén danh muc moi
chao gia

Pic tinh ky thuit

Pon vi
tinh

S6 lwong

Tiéu chuan chat lugng ISO/CE

416

Cong phan Ung

Céng phan tmg ding cho may mién dich.
Bao quan: 15-30°C
Tiéu chudn chat lugng ISO/CE

417

Chét kiém chuén cho
xét nghiém dsDNA

Chét kiém chuén cho xét nghiém dsDNA.

Thanh phan:

- Chét kiém chimg am tinh: Huyet thanh ngudi/huyét tuong
ngudi khong chira khang thé IgG khang DNA chudi kép
(dsDNA), dém mudi phosphat (PBS), albumin huyet thanh
bo (BSA), 0,2% ProClin 300.

- Chét kiém chimg duong tinh: Huyét thanh ngum/huyet
twong nguodi chira khang thé 1gG khang DNA chudi kép
(dsDNA), dém PBS, BSA, 0,2% ProClin 300, chét nhudm
tro mau vang.

Béo quan: 2-8°C

Tiéu chuén chit lugng ISO/CE

418

Xét nghiém dinh
lugng khéng thé tu
mién chéng lai qua
trinh tao chudi kép
DNA (dsDNA)

Hoa chét xét nghiém dinh luong tu khang thé IgG dic hi¢u

v6i ADN chudi kép (dsDNA) trong mau huyét thanh va

huyét twong nguoi.

Thanh phan:

- Hat tir: Hat tir phit dsDNA téng hop, albumin huyét thanh

bo (BSA), dém PBS, < 1% natri azid.

- Chét higu chuén 1 : Huyét thanh ngudi/huyét twong ngudi

¢6 chira ndng do thép khang thé IgG khang dsDNA, BSA,

dém phosphat, 0,2% Proclin 300, chit nhuém tro mau vang.

Nong do chit hiéu chuan (IU/mL) dugc tham chiéu theo

chét chudn cia WHO (WHO First International Standard for

Antibodies to dsSDNA (WHO Wo/80)).

- Chét hiéu chuan 2: Huyét thanh ngudi/huyét twong ngudi

c6 chira ndng dd cao khang thé IgG khang dsDNA, BSA,

dém phosphat, 0, 2% Proclin 300, chit nhuém tro mau xanh.
ong d6 chit hiéu chuin (IU/mL) dugc tham chiéu theo

chét chudn cia WHO (WHO First International Standard for

Antibodies to dssDNA (WHO Wo/80)).

- Dung dich pha lodng mau: BSA, dém phosphat, 0,2%

Proclin 300, chit nhudém tro mau vang.

- Chét cong hop: Chat cong hop khémg thé (chuot, don dong)

khang IgG ngudi va dén xudt isoluminol, BSA, dém

phosphat, 0,2% Proclin 300, chit bao quan.

Dai do 0 - 240 TU/mL
Bao quan: 2-8°C
Tiéu chuén chit lugng ISO/CE

24

419

B0 KIT chén doén
Strongyloides
IgG(Giun luon) bing
k9 thuat ELISA

Hoa chét tim khéng thé Strongyloides 1gG (Giun luorn) bing
phuong phap Elisa trén may tu dong, gdom 96 giéng, thanh
phin héa chit gdbm: enzyme lién hop, co chét; dung dich
rira, dung dich pha lodng, dung dich ding phan tng, chiing
am, ching duong.Tiéu chuén chét luong: ISO hogc tuong
duong

420

B6 KIT chan doén
Toxocara IgG (Giun
dfia ch6-méo) bang
k¥ thuét ELISA

Héa chat tim khang thé Toxocara IgG (Giun dua cho-meo)
béng phuorng phéap E11sa trén may ty dong, gom 96 giéng,
thanh phan héa chét gom enzyme lién hop, co chét; dung
dich rira, dung dich pha lo@ng, dung dich dimng phan tng,
ching 4m, chiing duong.

Tiéu chuén chit lugng: ISO hodc twong duong

12

421

Ong nghiém 5ml c6

Ong nghiém kich thuéc 13x75mm, 5 ml

Cai

38.000
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nip - Chét liéu Nhua PS tring trong, nip 4n trong mau tring,
dung tich toi da 6ml & 0.1ml
- Str dung nhya tinh khiét trung tinh khong phén tng vdi cac
loai héa chét chira bén trong.
()ng l4y mau chan khong dang vacutainer glucose vo trung,
chét liéu PET, phu gia NaF 5.0 mg va potasium oxalate 4.0
mg phun kho trén thanh 6ng. Nép hemogard khong c6 latex.
- Ong nghiém chén Nhin gidy thiét ké kiéu Vnotch o .5
khong glucose 2ml - Kich thude: 13x75 mm g
- Chat liéu: Nhya PET
- Tiét khuan
- Tiéu chuan FDA/ CE
Ong nghiém chan khéng chira hoat chit KF + Na2 EDTA
dang phun suwong thanh ong, chéng déng mau, dong thoi tc
ché toc do phan huy duong trong mau, dung cho céc xét
nghiém duodng huyét.
- Thé tich 1dy mau: 2ml
Ong nghiém chan - Kn’c’h thuc’y'c: 13 x 75mm; .
khéng chira hoat - Chat liéu ong: PET, trong suot
423 | chat KF + Na2 - Nfp mau x4m gdm 2 phan: phan béng cao su butyl dé duy Ong 20.000
EDTA 2ml, trc ché tri chan khéng va kim c6 thé dam xuyen qua khi 14y méu;
duong phan phan ndp bang nhua PE dé bao vé, chéng nirt v&, c6 ranh
nho, khong bi tron, truot tay khi thao tac.
- Tiét khuin
- Hop kin dugc niém phong tranh 4nh sang va tiép xtic héa
chat
- Tiéu chuén: ISO/CE/CFS
4ps | Fhisnkioh Phién kinh déing 1am tiéu ban t€ bio kich thuéc 24x 60 mm Céi 1.000
24x60mm )
Lo dung bénh phém nhua PS tréng trong, c¢6 nhidn mau
o Lo dung bénh phim tréing, nip mau do, dung tich 55ml. Cii 13.000
55ml - Sir dung nhya y té trung tinh, tinh khiét 100% khong phan
{ing v6i hoa chat, bénh phdm bén trong.
Xét nghiém in vitro dung dé dinh lugng protein phan tng C
(CRP)trong huyét thanh va huyét twong ngudiNguyén ly xét
nghiémXeét nghiém vi hat do do duc mién dich tang
cudngThube thir - dung dich tham gia xét nghiémR1 bém
426 Xét nghiém dinh TRIS v6i albumin huyét thanh bo va globulin mién Test 600
luong CRP LXHS dich(chudt); chat bao quan; chit 6n dinhR2 Hat latex phu
khang thé khéng CRP (chudt) trong dém glycine; chét bao
quén; chét on dinhR1 vao vi tri B va R2 vao vi tri C.Béo
quan va do 6n dinhHan dung ¢ 2-8 °CTiéu chuén chat
lugng: CE/ISO
Chdi phét té bao cb tir cung gom 1 chdi dai 2 cm hinh bat
gidc va 1 tay cam dai 17,5cm lam
- Bang nhua propylene.
Chdi phét té bao cd | - Long chdi mém mai .
27 | curlmjg - Dau chdi co thé thao ra dugc Gal 523
- Duong kinh: 5.5 mm
- Tiét khuén.
- Tiéu chuén chét lugng: ISO
Lo dung mau bénh Lo 14y mAu bénh phdm
428 | phim tiét khuan, - Chét liéu: nhua PS tring trong, tinh khiét 100% khong Cai 120

50ml

phan Gng vdi hoa chat, bénh pham bén trong.
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- Thé tich 50ml
- Pic diém: c6 nhan ghi thong tin mAu bénh phim, cé nip
day kin mau do
- Déng goi tiét khuan
- Tiéu chudn chét lugng: ISO
Lo 14y mAu bénh phim khéng tiét khuan
- Chét ligu: nhya PS tring trong, tinh khiét 100% khong
Lo dine miu phan (mg v6i hoa chat, bénh pham bén trong.
429 b énh.p;ém 5oml - Kich thuéce: 50ml Cai 8.300
’ ’ - bic diém: c6 nhén ghi thong tin mau bénh phim, c6 ndp
day, c6 thia l4y mau phén bén trong gin véi ndp day.
- Tiéu chudn chat lugng: ISO
o . ue phét t& bao am dao biang gd thong xir ly, tron léng,
430 dQ;f phecs bao am Shang bén canh, déng g6i Gt tring timg Vi o5 180 | cai 2.000
’ x18x2cm
431 | OngPCR, 0.2 mL Ong nhua, chiu nhiét, thé tich 0,2 mL Ci 6.000
Dang déng kho tang do on dinh, 100% Huyét thanh ngudi,
Hoa chét ndi kiém chira 54 thong s6. Bao gbm ca B2 — Microglobulin, CA15-
miBh dich cas clp 3 3, CA19-9, CA125, Growth Hormone (GH) Oestradiol, .
432 , Paracetamol, 1-25-(OH)2 - Vitamin D*... On dinh dén han Hop 2
mirc IJA PREMIUM "
PLUS 1.2 AND 3 tai 2- 8°C. Mtic Ferritin va Vitamin B12 phu hop dé theo dai
’ bénh thiéu mau. Nong do TSH rét thip & mirc 1. On dinh sau
hoan nguyén trong 7 ngay ¢ 2-8°C hodc 28 ngay tai -20°C.
Chai nhwa chira 100ml Giemsa. Thuc hién xét nghiém soi
Chai dung dich nhu¢m Giemsa.
433 | nhudm vi sinh - Thanh phan: Giemsa (0,5%) Chai 1
(Giemsa 100ml) - Bao quan: Nhiét do phong thi nghiém
- Déng géi: Chai/100ml- Tiéu chuan chat lugng: ISO 13485
Khéng thé don dong dugc tao ra tir chudi te bao Hybridoma
bang cach két hop khang thé chudt tao ra té bao Lympho B
: véi té bao tiy chudt dung dé thir nghiém ngun két hong cu
el S xé4c dinh nhé);n mau.- HFeu suét: >gl :256. So nghay va dcg) dic Lo =
hiéu: 100%- Dung dich dang léng, mau vang- Bao quan ¢ 2-
8 @6 C- TCCL: ISO 13485
Khang thé don dong dugc tao ra tir chudi te bao Hybridoma
bang céch két hop khéng thé chudt tao ra té bao Lympho B
v6i té bao tity chudt diing dé thir nghiém ngung két hdng ciu
xac dinh nhém mau.
435 | Anti-D IgG/IgM - Hiéu suét: 1:256. D6 nhay va do d4c hiéu: 100% Lo 18
- Dung dich dang léng, khong mau
- Bao quan ¢ 2-8 d6 C
- TCCL: ISO 13485
Khang thé don dong dugc tao ra tir chudi te bao Hybridoma
béng céch két hop khang thé chudt tao ra té bao Lympho B
véi té bao tiry chudt dung dé thir nghiém ngung két hdng ciu
xac dinh nhém mau.
436 | Anti AHG - Hiéu suét: 1:256. D6 nhay va do dac hiéu: 100% Lo 3
- Dung dich dang long, khong mau
-Bao quan §2-8 do C
- TCCL: ISO 13485
. = Dung cu cy miu- cn cdy
437 | Dungeucdymau- | 4 jisy kim loai, tay cAm nhua PP cch nhiét Cai 2

cén cay

- Hinh dang : Hinh tru
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Tén danh muc moi - = " Pon vi £
TT chio gid Pic tinh ky thuit tinh S0 lugng
- Budng kinh cén : 6mm
- Chiéu dai : 198 mm
Dung cu cdy miu - vong cdy thudng cimg
5 o - Chat liéu : Kim loai
ung cu cdy mau - ) . Vone khuyé
438 vong cady thuong Hin‘h dan,g  Vong . uyen; Cai 2
cling - Budng kinh trong vong cay : 4mm
- Buong kinh ngoai vong cdy : 5 mm
- Chiéu dai : 85 mm
- Bo xét nghiém IVD chi dinh cho quy trinh ly trich va tinh
sach DNA/RNA tong s6, bang cong nghé héa chit
i i - Thanh phén cung chp: Lysis buffer (30 ml), washing Sol 1
Hoa chat tach chi€t | (50 ), washing Sol 2 (30 ml), dilution-buffer (4 x 1,25 ml)
439 DNA/ RNA bang Test 6.000
hving whdn tha - Nguén mau: huyet tuong, huyét thanh, mau toan phén, dich
P £ phap ndo tuy, dich 6i, mau phét, nuéc bot, md, dom..
- Béo quan: 2-8 %C
- Tiéu chuén chét lugng: CE-IVD (chi thi 98/79/EC)
Khung nhya xir ly m6 (Cassette) mau vang, lam bing vat
Khung nhua xir ly liéu P.O.M, 100% khéang héa chit xir Iy mé, cac 6 nhé hinh
440 mo (Cassette) mau chit nhat kich thudc nho hon hodc bﬁng 5.0 mm x 1.0 mm. Cai 6.000
vang 10 16n V6i 2 phan trong 16n bén hoéng va bé mit nghiéng 45 do,
pht hop dung v6i méy in chit s trén cassette.
¥ i Khung nhya xir Iy md (Cassette) mau xanh lam béng vt liéu
rﬁglzrézgagfeﬁe;(;z P.O.M, 100% khang héa chét xir Iy md, cic 6 nhd hinh
441 ; vuodng kich thude 0.9 mm x 0.9 mm. Véi 2 phan tréng 16n Céi 10.000
xanh 14/ xanh duong
12 nhé bén hong va bé mit nghiéng 45 d6, phu hop dung voi may in
chit so trén cassette.
Lam kinh dung lam Lam kinh tinh dién hodc phu polysine hodc chat khac c6 kha
442 tiéu ban nhuém Héa | nang bam dinh md, phi hop véi do day 14t cit mo tir 2 dén s Cai 1.656
mo mién dich micromet. C6 viing nhdn mau tring.
) | Thanh phan phai chira du céc chét dé nhuém mau bao tuong
443 Héa chat nhudm te sang: Ethyl alcohol, nuéc, Methyl alcohol, Isopropyl Chai 4
bao EA-50 alcohol, phosphotungstic acid, Bismark Brown, Eosin Y,
Fast green FCF. Chai tdi thiéu 400ml
Héa chit nhudm 8 Nhuém keratin trong t& bao, thanh phdn cdc chét :
444 bio 0G-6 phosphotungstic acid, Orange-G, Isopropyl alcohol, Ethyl Chai 4
alcohol, Methyl alcohol, Nuéc. Chai tbi thiéu 400ml
Dung dich rira bac Dung dich dém Citrate ¢ ndng do < 0.5 M. Binh t6i thiéu 1 .
445 o . Lit 4
trong nhuém ISH lit.
Dung dich d4u phi
446 tiéu ban nhuém héa Dung dich pha sﬁn chtra hydrocarbon no, ty trong thdp va Lit 32
A g diu khoang. Binh t6i thiéu 2 lit.
md mién dich
: 3 : Ding dé dinh tinh khang nguyén p16 trong nhuom héa mo
447 Kh’a ng Ufe don déng mién dich cac lat cdt mo dwoc cb dinh b6i formalin, vui Test 100
khang p16
trong paraffin.
S, Khéng thé Napsin A da dugc pha loang t6i wu, ding lam
448 ﬁh éng s Kiving khang thé SO cép trong nhudm héa mé mién dich cac lat cét Test 50
apsin A
md dugc ¢ dinh boi formalin, vui trong paraffin.
) Khang thé bcl-6 (dong GI191E/A8 hodc dong tuong  duong)
449 Khang thé khang dé dugc pha loang t t6i uu, ding lam  khang thé so cap trong Test 50
bcl-6 nhuoém héa mé mién dich cac lat cit mé duoc ¢b dinh bai
formalin, vii trong paraffin.
450 | Dao cét bénh phim Ludi dao _ciét larzh/ Ci‘flt tiéu ban c6 géc nghiéng dao 34-35 Hop( 50 10
d0,, chat liéu chong ri sét, cat duoc nhi€éu mau, it mé va cun céi)
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Tén danh muc moi . < A Pon vi F -
TT chao gid Dic tinh ky thuit tinh So lwong
dao, bén ngoai phi 16p chong dinh PTFE(Teflon)
Dia gidy tAm khang sinh Linezolid
451 Dia kha_ng sinh T%]anh pha}n: lezezolld 30ug Pia 1.000
Linezolid 30ug Tiéu chuin chét luong: ISO 9001/ ISO 13485/ CE hoic
tuong duong
bia glay tdm khang sinh, xdc dinh do nhay cam ctia vi nim
452 Pia khang nim ddi voi Caspofungin nong d6 Smcg Bia 500
Caspofungin S5mcg Tiéu chudn chit luong: ISO 9001/ ISO 13485/ CE hoic
tuwong duong
Pia gidy tim khéng sinh, xac dinh d6 nhay cam cta vi ndm
453 Pia khang ndm dbi v6i Fluconazole ndng do 25mcg - il
Fluconazole 25mcg | Tiéu chuén chit lugng: ISO 9001/ ISO 13485/ CE hodc
tuong duong
Dia gidy tim khéng sinh, x4c dinh do nhay cam ctia vi ndm
454 Pia khang nim dbi v6i Voriconazole ndng d6 1mcg Pia 1,500
Voriconazole Imeg | Tiéu chudn chit Iugng: ISO 9001/ ISO 13485/ CE hoic '
tuong duong
Dith iy khng sinb Pia gidy dugc tim khang sinh v6i ndng d6 Metronidazole i
39 Metronidazole 5 SHe B 200
H& | Tiéu chuin chét luong: ISO hodc tuong duong
Thé khéng sinh d6 danh riéng cho nhém lién ciu chira cac
Thé khang sinh ad loai khang sinh/hoat chét x4c dmh tinh nhay cam/dé khang
456 dg‘mh cho nhém lién v6i khéang sinh ciia nhém lién cau. Card 300
cau Tiéu chudn chit luong: ISO 9001/ ISO 13485/ CE hoic
tuong duong
Ong nhua dé pha Ong nhua dé pha loing mau xét nghiém,
457 | lodng mau xét trong sudt, khong cé nip, day tron, kich thuéc (10-12x75- Ong 20.000
nghiém 80mm).
) Hoéa chét tim khang thé Toxocara IgG (Giun diia cho- meo)
Héa chat xét nghiém bing phuong phap Elisa , thanh phdn hoa chét téi thiéu gom:
458 Toxocara IgG (Giun | enzyme lién hop, co chét; dung dich dirng phan tGng, ching Test 3.072
dtia ch6-meo) am, chirng duong.Tiéu chuin chét luong: I1SO 9001/ ISO
13485/ CE hoic tuong duong
Hoéa chit tim khang thé Clonorchis Sinensis 1gG (san la gan
) e i nhd) béng phuong phép Elisa , thanh phén hoa chat ti thidu
459 I(—Jl;)a cha;tl.xet_nghx?m gom: enzyme lién hop, co chat dung dich ding phan tng, T 960
: gnorc 18 sinensis chimg am, chiing duong. est
& Tiéu chudn chit luong: ISO 9001/ ISO 13485/ CE hoic
tuong duong
Hoéa chét tim khang thé Clonorchis Sinensis IgM (san la gan
.z - nho) bing phuong phép Elisa , thanh phén hoa chit t6i thiéu
460 I(-:I;) a cl?a}tl‘xét'nghlg‘am gbm: enzyme lién hop, co chat dung dich dimg phan tng, T 960
1 ;)/;1010 1S sinensis chiing am, chimg duong. est
& Tiéu chudn chit luong: ISO 9001/ ISO 13485/ CE hoic
tuong duong
Ong nghiém nhuya tiét khuén
. - Thé tich éng: 5 - 7 mL
Ong nghi¢m nhya gﬁ llch ab o ét, khong 14n tap chét. C6 ndp, ti¢
461 5ml co nip, tiét - xat iéu nhya trong sudt, khong lan tap chat. nap, tiét Cai 2.000
Kkhuén khuan q )
Tiéu chudn chat luong: ISO 9001/ ISO 13485/ CE hodc
tuong duong
462 Que gon xét nghiém Que gon tiét khuén, 1 dau gon, dung trong ong nhua c6 nhin Céi 6.500

dung trong 6ng nhua

ghi théng tin, tiét khuan timg c4i. Ding 1y mau bénh pham.
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Tén danh muc moi

Pon vi

P & - £
TT chito gid Pic tinh ky thuit tinh So luwgng
tiét khudn Tiéu chudn chit lugng: I1SO 9001/ ISO 13485/ CE hodc
tuong duong
Bo héa chit nhuém theo phuong phap truyén théng
Bo thubc nhudom Zielnelson dé phét hién truc khuan khang acid (nhu¢m lanh)
Zielnelson phat hién | Thanh phén: Dung dich c6 dinh , Fuchsin, dung dich tay
o truc khuén khang mau acid ¢dn , Methylene Tesh 10.000
Acid (AFB) Tiéu chuin chit luong: ISO 9001/ ISO 13485/ CE hoic

tuong duong

A
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