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Phién I. Hoa chit xét nghiém sinh héa mau
R1 Bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24 mmol/L; ATP: > 4.5 mmol/L;
Hoa chit xét  [Hoa chat xét nghiém Glucose, twong [NADP: > 7.0 mmol/L; chit bao quan
1 |nghiém thich v6i may cobas ¢311/c501. San | R2 Pém HEPES: 200 mmol/L, pH 8.0; Mg2+: 4 mmol/L; HK (ndm men): > 300 Hop | 800 Test 45
Glucose pham dat tiéu chuan ISO 13485 ukat/L; G-6-PDH (E. coli): > 300 pkat/L; chit bao quan
R1 vao vi tri B va R2 vao vi tri C
R1 Bém MES: 5.0 mmol/L, pH 6.0; Mg2+: 24 mmol/L; ATP: > 4.5 mmol/L;
Thubc thir xét [Hoa chat xét nghiém Glucose, twong [NADP: > 7.0 mmol/L; chit bao quan
2 nghi¢m thich v6i may cobas ¢503. Séan phém R3 Bém HEPES: 200 mmol/L, pH 8.0; Mg2+: 4 mmol/L; HK (ném men): > 300 Hop |3300 Test 3
Glucose dat tiéu chuén ISO 13485 pkat/L; G-6-PDH (E. coli): > 300 pkat/L; chit bao quan
R1 vao vi tri B va R3 vao vi tri C.
R1 NaCl9 %
Héa chit xét Hoa chét xét nghiém Ure, twong R2 Bém TRIS: 220 mmol/L, pH 8.6; 2-oxoglutarate: 73 mmol/L;NADH: 2.5
3 nghiém Ure thi?h v&i may cob?s c311/c501. San [mmol/L; ADP: 6.5 mmol/L; urease (dau): > 300 pkat/L; GLDH (gan bo): > 80 Hop | 500 Test 40
j pham dat tiéu chuan ISO 13485 pkat/L; chat bao quan; chat 6n dinh khong phan ng
R1 vaovitri CvaR2 vaovitri B
R1 NaCl9 %
Thube thr xét Hoba chat xét nghi¢m Ure, tuong ) R3 Bém TRIS: 220 mmol/L, pH 8.6; 2-oxoglutarate: 73 mmol/L; NADH: 2.5
4 nghiém Ure thich véi mé}y cobas ¢503. San pham [mmol/L; ADP: 6.5 mmol/L; urease (dau): > 300 pkat/L; GLDH (gan bo): > 80 Hop [ 600 Test 5
; dat ti€u chuan ISO 13485 pkat/L; chat bao quan; chat 6n dinh khong phan tng
R1 vao vi tri B va R3 vao vi tri C.
, L, Hoa chit xét nghiém Creatinin, . .
Hoa chat xét furong thich voi méy cobas R1 Kali hydroxide: 900 mmol/L; phosphate: 135 mmol/L; pH > 13.5
5  |nghiém \ 2 i 2 R3 Acid picric: 38 mmol/L; pH 6.5; d¢m khong phan rng Hop | 700 Test 40
Creatinin c311/¢301. San pham dat tiéu chuan R1 vao vi tri B va R3 vao vi tri C.
ISO 13485 : ’
R1 Bém TAPS (N-Tris(hydroxymethyl)methyl-3-aminopropanesulfonic acid): 30
mmol/L, pH 8.1; creatinase (vi sinh): > 332 pkat/L; sarcosine oxidase (vi sinh): >
Thube thir xét |Héa chét xét nghiém Creatinin, 132 pkat/L; ascorbate oxiczaseX (vi Si;nh)i > 33“ pkat/L; catalase (vi sinh): > 1.67
R , o ., |pkat/L; HTIB: 1.2 g/L; chat tay; chat bdo quan .
6 |nghiém twong thich v6i mdy cobas ¢303.8an | p ' 1A pg: 50 mmol/L, pH 8.0; creatininase (vi sinh): > 498 pkat/L: Hop | 600 Test >
Creatinin pham dat tiéu chuan ISO 13485 : ) ’ - T ’

peroxidase (cu cai): > 16.6 pkat/L; 4-aminophenazone: 0.5 g/L; kali
hexacyanoferrate (II): 60 mg/L; chit ty; chit bao quan
R1 vao vi tri B va R3 vao vi tri C.
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R1 Bém phosphate: 0.05 mol/L, pH 7.8; TOOS: 7 mmol/L; fatty alcohol
polyglycol ether: 4.8 %; ascorbate oxidase (EC 1.10.3.3; bi dai) > 83.5 pkat/L (25
Héa chit xét Hoa chét xét nghiém Acid Uric, °C); chét 6n dinh; chit bao quan .
7 |nghiém Acid tuwong thich voi méy cobas. w R3 ]?ém phosphate: 0.1 mol/L, pH. 7.8; kali hexacyanoferrate (II): 0.3 mmol/L.; Hop | 400 Test 25
Uric. c311/c501. San pham dat tiéu chuan |4-aminophenazone > 3 mmol/L; uricase (EC 1.7.3.3; Arthrobacter protophormiae) ’
ISO 13485 > 83.4 pkat/L (25 °C); peroxidase (POD) (EC 1.11.1.7; cu cai) > 50 pkat/L (25
°C); chét 6n dinh; chit bao quan
R1 vao vi tri B va R3 vao vi tri C.
, I D R1 Bém TRIS: 264 mmol/L, pH 7.8 (37 °C); L-aspartate: 792 mmol/L; MDH (vi
Hoa chét xét Hoa chat’ xet rylghm’m AST/GOT, sinh): > 24 pkat/L; LDH (vi sinh): > 48 pkat/L; albumin (bo): 0.25 %; chét bao
A tuwong thich voi may cobas \ R
8 |nehiém ¢311/c501. San pham dat tiéu chuin | 1% : Hop | 500 Test 33
AST/GOT ) P AL Hen v . NADH: > 1.7 mmol/L; 2-oxoglutarate: 94 mmol/L; chat bao quan
ISO 13485 N . N
R1 vao vi tri A va R2 vao vi tri B va C.
, L, o R1 Bém TRIS: 224 mmol/L, pH 7.3 (37 °C); L-alanine: 1120 mmol/L; albumin
Hoéa chét xét E‘;‘;‘l;ﬁr}figfl;:“;l CAOES/GPT’ (b0): 0.25 %; LDH (vi sinh): > 45 kat/L; chét én dinh; chét bio quan
9 |nghi¢ém , 3 i 2 R2 2-Oxoglutarate: 94 mmol/L; NADH: > 1.7 mmol/L; chat phu gia; chat bao Hop 500 Test 55
¢311/c501. San pham dat ti€éu chuan .
ALT/GPT 1SO 13485 quan
R1 vao vi tri B va R2 vao vi tri C
R1 Bém TRIS: 180 mmol/L, pH 7.65 (37 °C); L-aspartate: 550 mmol/L; MDH (vi
Hoa chat xét  |Ho4 chét xét nghiém GOT/AST. sinh): > 11 pkat/L; LDH (vi sinh): > 80 pkat/L; pyridoxamine phosphate: 0.23
10 |nghiém tuong thich v6i may cobas ¢503. San [mmol/L; albumin (bd): 0.25 %; chét 6n dinh; chat bao quan Hop | 800 Test 5
GOT/AST pham dat tiéu chuan ISO 13485 R3 NADH: > 0.71 mmol/L; 2-oxoglutarate: 96 mmol/L; chit bao quan
R1 vao vi tri B va R3 vao vi tri C.
R1 Bém TRIS: 230 mmol/L, pH 7.15 (37 °C); L-alanine: 1140 mmol/L; LDH
Ho4 chit xét  |Ho4 chét xét nghi¢m GPT/ALT. (vi sinh): > 94 pkat/L; pyridoxamine phosphate: 0.23 mmol/L; albumin (bd):
11 |nghiém tuong thich v6i may cobas ¢503. San (0.25 %; chét 6n dinh; chét bao quan R3 NADH: >0.71 mmol/L; 2- Hop 800 Test 5
GPT/ALT phim dat tiéu chuén ISO 13485 oxoglutarate: 96 mmol/L; chét bao quan
R1vao vi tri B va R3 vao vi tri
R1 TRIS: 492 mmol/L, pH 8.25; glycylglycine: 492 mmol/L; chit bao quan; chat
Héa chit xét Hoa chét xét nghiém GGT, twong phu gia
12 nghiém GGT thi?h v&i may cob.:as c311/c501. San | R2 L-«(—g}utamyl-3-c’arboxy—4—nitroanilide: 22.5 mmol/L; acetate: 10 mmol/L, pH | Hop [ 400 Test 30
; pham dat tiéu chuan ISO 13485 4.5; chat on dinh; chat bao quan
R1 vao vi tri B va R2 vao vi tri C.
Hoéa chat xét  |Hoa chat xét nghi¢m Bilirubin tryc  [R1 Acid phosphoric: 85 mmol/L; HEDTA: 4.0 mmol/L; NaCl 50 mmol/L; chét
13 nghi¢m tiép, tuong thich v4i may cobas tay; pH 1.9 Hop | 350 Test 5

Bilirubin truc
tiép

¢311/¢501. San pham dat tiéu chuin
I1SO 13485

R2 3,5 Dichlorophenyl diazonium: 1.5 mmol/L; pH 1.3
R1 vao vi tri B va R2 vao vi tri C.
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ﬁoligrl:lat xet H}? ;Cltﬁ;;{ettﬁigclﬁirgiigmig;:an R1 Phosphate: 50 mmol/L; chét téy; chét 6n dinh, pH 1.0
14 [hstem o |phan, tWOng ICh VOIMay €obas | gy i 3.5-dichlorophenyl diazonium: > 1.35 mmol/L Hop | 250 Test 50
Bilirubin toan |c311/¢501. San pham dat tiéu chuan R1 vao vi tri B va R2 vio vi trf C
phan 1SO 13485 - T
R1 Bém PIPES: 225 mmol/L, pH 6.8; Mg2+: 10 mmol/L; natri cholate: 0.6
, . _ 1 1 1 > . > .
’ L Hoa chét xét nghiém Cholesterol, mmol/L; 4-aminoantipyrine: > 0.45 mmol/L; Rl}enol. > 12.6 mmol/L; fatty alcohol
Hoa chat xét tuone thich véi mav cobas ¢ polyglycol ether: 3 %; cholesterol esterase (loai Pseudomonas): > 25 pkat/L
15 |nghiém 311 /fS 01. San hér}r’1 dat tieu chuan (> 1.5 U/mL); cholesterol oxidase (E. coli): > 7.5 pkat/L Hop | 400 Test 50
Cholesterol 1SO 13 48.5 P j (> 0.45 U/mL); peroxidase (cai ngya): > 12.5 pkat/L
(> 0.75 U/mL); chat 6n dinh; chit bao quan
R1 vaovitri B
R1 Bém PIPES: 50 mmol/L, pH 6.8; Mg2+: 40 mmol/L; natri cholate: 0.20
, o, n . . mmol/L; ATP: > 1.4 mmol/L; 4-aminophenazone: > 0.13 mmol/L;
, I Hoéa chat xét nghiém Triglycerid, . . .
Hoéa chat xét trone thich véi may cobas 4-chlorophenol: 4.7 mmol/L; lipoprotein lipase (ching Pseudomonas): > 83
16 |nghiém & \ Ay x :_ |pkat/L; glycerol kinase (Bacillus stearothermophilus): > 3 pkat/L; glycerol Hop | 250 Test 65
. . c311/¢501. San pham dat tiéu chuan . . . . . 1
Triglycerid phosphate oxidase (E. coli): > 41 pkat/L; peroxidase (cu cdi): > 1.6 pkat/L; chat
ISO 13485 , X A, X e
bdo quan, chat 6n dinh
R1 vao vi tri B.
R1 Bém TAPSOD): 62.1 mmol/L, pH 7.77; polyanion: 1.25 g/L; EMSE: 1.08
mmol/L; ascorbate oxidase (dwa chudt): > 50 pkat/L; peroxidase (cu cai): > 166.7
ukat/L; chét tiy; BSA: 2.0 g/L; chit bao quan
Hoa chit xét  |Hoa chét xét nghiém HDL-C, tuong R2 B¢m Bis-Trisc): 2'0.1 mmol/L,‘ij 6;.70, cholesterol esterase (vi sinh): > 7.5
i , o .~ |ukat/L; cholesterol oxidase (E. coli ti t6 hop): > 7.17 pkat/L; cholesterol oxidase R
17" |nghiém HDL- - thich v6i mdy cobas c311/e501. San | o/ S 76 2 iavl + peroxidase (ct cai): > 333 ukat/L: 4-amino-antipyrine: Hop | 350 Test 33
C phim dat tidu chudn ISO 13485 -= /0.7 WabiLs b - =222 pRatiLs pyrmne:

1.48 mmol/L; BSA: 3.0 g/L; chét tdy; cht bao quan

b) 2-Hydroxy-N-tris(hydroxymethyl)methyl-3-aminopropanesulfonic acid
¢) Bis(2-hydroxyethyl)iminotris(hydroxymethyl)methane

R1 vao vi tri B va R2 vao vi tri C.
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R1 Bém bis-trisb): 20.1 mmol/L, pH 7.0; 4-aminoantipyrine:0.98 mmol/L;
Ascorbate oxidase (AOD, Acremonium spec.): > 66.7 pkat/L; Peroxidase (tai to
hop tir Basidiomycetes): > 166.7 pkat/L; BSA: 4.0 g/L; Chét bao quan
’ L Héa chét xét nghiém LDL-C, tuong R2 Bbém Mf)PSc): 20.1 mmol/L, pH 7.0; EMSE: 2.16 mmol/L; cholefte;rol ‘
Hoéa chat xét , - .. |esterase (ching Pseudomonas): > 33.3 pkat/L; Cholesterol oxidase (tai to hop tur R
18 A thich véi may cobas ¢311/c501. San . . L2 . o Hop | 200 Test 50
nghi¢ém LDL-C pham dat tiéu chudn ISO 13485 E. coli): > 31.7 pkat/L; Pe’rogldase (’Tal to hop tir Basidiomycetes): > 333.3
’ pkat/L; BSA: 4.0 g/L; Chat tay; Chat bao quan
b) Bis(2-hydroxyethyl)-amino-tris-(hydroxymethyl)-methane
¢) 3-morpholinopropane-1-sulfonic acid
R1 vao vi tri B va R2 vao vi tri C
Hoa chét xét  [Hoa chit xét nghiém Protein trong  [R1 Natri hydroxide: 400 mmol/L; Kali natri tartrate: 89 mmol/L
19 nghi¢m mau, tuong thich VS’Yi may cobas ‘, R2 Natri hydroxide: 400 mmol/L; Kali natri tartrate: 89 mmol/L; Kali iodide: 61 Hop 300 Test 15
Protein trong |c311/¢501. San pham dat tiéu chuan |[mmol/L; Pong sulfate: 24.3 mmol/L ’
mau I1SO 13485 R1 vao vi tri B va R2 vao vi tri C.
Hoa chat xét — 1Hba chat xét nghi¢m Albumin trong || b Gigrate: 95 mmol/LL, pH 4.1; Chét bio quan; Chét én dinh
20 nghlem mau, fuong t}{mh Vﬁ“ fnay c':(A)bas 2 SR DPém Citrate: 95 mmol/L, pH 4.1; xanh bromcresol: 0.66 mmol/L; chit bao Hop [ 300 Test 15
Albumin trong [c311/¢501. San pham dat tiéu chuan , £ A a4 N . N
, quan; chat 6n dinh -R1 vao vi tri B va SR vao vi tri C.
mau ISO 13485
R1 CAPSO:a 557 mmol/L; NM-BAPTA: 2 mmol/L; pH 10.0; chét hoat dong bé
Hoa chit xét H(’)‘a chit xét nghiém Canxi toan mit khong phan tmg; chat bao quén’ ‘ )
N . |phan, trong thich vdi may cobas R2 EDTA: 7.5 mmol/L; pH 7.3; chat hoat dong bé mat khong phan ung, chat bdo .
21 |nghiém Canxi , 2 a 2 , Hop 300 Test 30
foan phin ¢311/c501. San pham dat ti€éu chuan |quan ' o
ISO 13485 a) 3-[cyclohexylamino]-2-hydroxy- 1 -propanesulfonic acid
R1 vao vi tri B va R2 vao vi tri C.
Héa chit xét Hoa chét xét nghiém Sét, tuong th}ch R1 Acid citric: 200 mmol/L; thiourea: 115 mmol/L; chit té}{
22 nghiém St v6i may cobﬂas c311/c¢501. San pham | R3 Natri ascorbate: 150 mmol/L; FerroZine: 6 mmol/L; chat bdo quan Hop | 200 Test 45
j dat tiéu chuan ISO 13485 R1 vao vi tri A va R3 vao vi tri B
R1 Bém TRISa /6-aminocaproic acid: 500 mmol/L, pH 11.25; EGTA: 129
Héa chit xét Hoa chét xét nghiém Magie, tuong  [umol/L; chat bao quan o )
23 nohiem Magcic thi?h v&i may cob.:as c311/c501. San | R2 Xanh xylidyl: 0.28 mmol/L; Chat tay; Chat bao quan Hop [ 250 Test 10
gt g pham dat tiéu chuan ISO 13485 a) TRIS = Tris(hydroxymethyl)-aminomethane
R1 vao vi tri B va R2 vao vi tri C
R1 Dém TRISa) v&i albumin huyét thanh bo; Chit bao quan
Hoa chit xét Hoa chét xét nghiém CPR, twong R2 Hat latex phl‘,'l khang thé khang CRP (chudt) trong dém glycine; Globulin mién
24 thich v6i may cobas ¢311/c¢501. San [dich (chudt); Chat bao quan Hop | 250 Test 8

nghi¢m CRP

phim dat tiéu chuén ISO 13485

a) TRIS = Tris(hydroxymethyl)-aminomethane
R1 vao vi tri B va R2 vao vi tri C.
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Hoa chit xét Hoba chat xét nghiém con trong mau, |R1 Dém; chét bao quan
25 |nohiem odn tuong thich véi may cobas R2 NAD (nim men): > 3 mmol/L; ADH (EC 1.1.1.1; ndm men; 25 °C): > 617 Ho 100 Test 5
tri e i ¢311/c501. San pham dat tiéu chudn |pkat/L (37 U/mL); Chét én dinh; Chat bao quan P
£ ISO 13485 R1 vao vi tri B va R2 vao vi tri C.
Hoa chét xét  [Hoa chat xét nghiém con trong mau R1 Dém; chét bio quin
ey  Xet nghie 8 MU, |R3 NAD (nédm men): > 3 mmol/L; ADH (EC 1.1.1.1; nm men; 25 °C): > 617 .
26 |nghiém con tuong thich v6i may cobas ¢503. San LA s L2 . Hop | 150 Test 3
, 2 o 2 pkat/L (37 U/mL); chat 6n dinh; chat bao quan
trong mau pham dat tiéu chuan ISO 13485 N X L,
R1 vao vi tri B va R3 vao vi tri C.
Hoaxcha’t H(?a chat chua’n xet’r}ghlrem con trong Thanh phﬁn phan ng: Dung dich dém nudc chira ammonia, ethanol va natri
chuan xét mau, trong thich véi may cobas . R
27 i A . 2 x bicarbonate Hop |2x4mL 1
nghi¢m con ¢311/c501/c503. San pham dat tiéu Thanh phan khone phan tne: Chit bio quan
trongmau  |chudn ISO 13485 P ep & 9
Hoa chit kiém
tr? chat.l}rqng Hoa. f: hat }( iem tra ch’at hrong Xef Thanh phan phan Gmg: Dung dich dém nuéc chira ammonia, ethanol va natri
xét nghiém nghiém con trong mau, twong thich . R
28 X , e . |bicarbonate Hop | 5x4mL 1
cOn trong mau |vdi may cobas ¢311/c501/c503. San Thanh phin khéne phan e Cht bio quan
mitc binh phim dat tidu chudn ISO 13485 P £p & quan.
thuong
Hoa chit kiém
tr? chat.l}rqng Hoa. f: hat }( iem tra ch’at hrong Xef Thanh phan phan Gmg: Dung dich dém nuéc chira ammonia, ethanol va natri
xét nghiém nghiém con trong mau, twong thich . R
29 X , e . |bicarbonate Hop | 5x4mL 1
cOn trong mau |vdi may cobas ¢311/c501/c503. San Thanh phin khéne phan e Chét bio quan
mitc bt phim dat tidu chudn ISO 13485 P £p & quan.
thuong
H.?? C?at 1y; H,O a Ch?t ly giai hong cau tu d Qng’ . |Thudc the - dung dich tham gia xét nghiém: Hén hop dém nudc, pH 7.25; TTAB:
giai hong cau  |xét nghiém HbAlc, tuong thich véi R L, A o . R
30 N , , ) 2 36 g/L; dém phosphate: 80 mmol/L; chat 6n dinh; chat bdo quan. TTAB Hop 50 mL 8
tr dong xét méy cobas ¢311/¢501. San pham dat (Tetradecyltrimethylammonium bromide)
nghiém HbA ¢ |tiéu chuén ISO 13485 ¥ 4
Thube thir — dung dich tham gia xét nghiém
R1: Thubc thir khang thé Dém MES: 0.025 mol/L; d&ém TRIS: 0.015 mol/L, pH
Hoa chitxer |92 chat xét nghiém HbAlc, tuong  |6.2;
31 thich v6i may cobas ¢311/c501. San | khang thé HbA ¢ (huyét thanh ctru): > 0.5 mg/mL; chat ty; chat 6n dinh; chat Hop | 150 Test 40

nghi¢m HbAlc

pham dat tiéu chuén ISO 13485

bdo quan
R3: Bém MES: 0.025 mol/L; d¢ém TRIS: 0.015 mol/L, pH 6.2; HbAlc
polyhapten: > 8 pug/mL; chat téy; chét 6n dinh; chit bao quan
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R1 Thudc thir khang thé, Pém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH
. . ; 2 X RS X Ay R . X, A s
. |H6a chét xét nghiém HbAlc, tuong 6.2; kl}ang t%le HbAIc (huyét thanh ctru): > 0.5 mg/mL; chat tay; chat 6n dinh;
3p | Thuocthu et 1, 6i may cobas c503. San pham |0t 040 quan Hop | 200 Test 5
nghi¢m HbALc| " " chué}rll 150 13485 P R3 Thubc thir polyhapten, Dém MES: 0.025 mol/L; dém TRIS: 0.015 mol/L, pH P
’ 6.2; HbAlc polyhapten: > 8 ug/mL; chat tay; chat 6n dinh; chit bao quan
R1 vao vi tri B va R3 vao vitri C
Thubc thirly ~ [Thudc thir ly giai xét nghiém HbA lc, [Hon hop dém nuéce, pH 7.25; TTAB (Tetradecyltrimethylammonium bromide):
33 [giai xét tuong thich v6i may cobas ¢503. San (36 g/L; d¢ém phosphate: 80 mmol/L; chét 6n dinh; chét bao quan Hop 50 mL 2
nghiém HbA I¢ [phim dat tiéu chuan ISO 13485 Thubc thir vio vi tri B.
Hoa chét hiéu [Hoa chit chuin xét nghiém HbAlc, |Mau ciru ly huyét véi phu gia hoa hoc va nguyén liéu c6 ngudn gde sinh hoc nhu
34 |chuin xét twong thich v&i hé théng cobas c. d3 chi dinh. Ngudn gdc cac chét sinh hoc thém vao nhu sau: Chat phan tich Hop [3x2mL 6
nghiém HbA Ic [San phim dat tiéu chuan ISO 13485 [Ngudn gbc, Hemoglobin Mau ciru, HbA 1c Méau ngudi
Hoa chit Hoa chit chuin nhidu xét nghigm | | nanh phan phan (mg trong chatdong kho: =
2 .~A . , , A Huyét thanh nguoi véi phu gia hoa hoc va nguyén li€u c6 ngudn goc sinh hoc nhu
chuan nhieu  [sinh hoa, twong thich v6i hé thong o . R
35 , o X 2 o 2 da chi dinh. Hop [12x3mL 4
x¢ét nghiém cobas c. San pham dat ti€u chuan XA, L. N .
sinh hoa 1SO 13485 Nguon goc cac chat sinh hoc therp vao
Thanh phan khong phan tng: Chat 6n dinh
Hoa chét Hoa chét chuan xét nghiém nhom Thanh phan phan tng trong chit dong kho:
36 chuén xét md, tuong thich v6i hé thong cobas | Huyét thanh ngudi véi phu gia hoa hoc Hé 3% 1 mL 3
nghiém nhom  |c. San pham dat tiéu chuan ISO Thanh phan khong phan tng: P
md 13485 Chat bao quan va chit 6n dinh
Huyét thanh ngudi véi phu gia hoa hoc va nguyén liéu c6 nguén gdc sinh hoc nhur
Hoa chét Hoa chét chuén xét nghi¢m CRP, da chi dinh.
37  |chuan xét tuong thich v&i hé thong cobas c. Ngudn gdc cac chit sinh hoc thém vao nhu sau: Chét phan tich Ngudn gbc, Hop |S5x1mL 3
nghiém CRP  |San pham dat tiéu chuan ISO 13485 |Ferritin - nguoi, CRP - ngudi
Thanh phan khong phan tg: Chét bao quan va chat on dinh
Hoa chat Héa chit chuin thip xét nghiém dién
chudn xet i4i ISE, tuong thich véi hé thén
38 |nghigmdign [B10 O™ MM L0 TONE 1120 mmol/L Na+, 3 mmol/L K+, 80 mmol/L CI- Hop |10x3mL 4
31 ISE mire cobas c. San pham dat ti€u chuan
8 ISO 13485
thap
HOZ‘;Cha,t Hoa chét chuén cao xét nghiém dién
chuan xét i4i ISE, tuong thich véi hé thén
39 |nghiémdien |® > aong F oS 1160 mmol/L Na+, 7 mmol/L K+, 120 mmol/L Cl- Hop [10x3mL 4

giai ISE muc
cao

cobas c. San pham dat tiéu chuin
ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuan cong nghé : tinh , ,. | lwong
dong goi
Hoa chatkiém |, . x A . S fogn 1
p Hoéa chat kiém tra chat luong nhiéu | Thanh phan phan rng trong chat dong kho:
tra chat lugng | A s £ N 1 R AT s A A .
s xét nghiém sinh hoéa mirc binh Huy¢ét thanh ngudi véi phu gia hoa hoc va nguyén li€u c6 ngudn goc sinh hoc nhu
nhicu xét . , 1A 1A X oo A
40 A . thudng, twong thich véi hé thong da chi dinh. Hop |4x5mL 3
nghiém sinh , . \ 2 NS A
hoa mite binh cobas c. Pong go6i 4x5 ml. San pham | Nguon goc cac chat sinh hoc thém vao
thuong dat tiéu chuin ISO 13485 Thanh phan khong phan tng trong chat dong kho: Chét 6n dinh
Hoa chét kiém [Hoéa chat kiém tra chat lugng nhiéu  [Thanh phan phan tng trong chat dong kho:
tra chat luong |xét nghiém sinh héa mirc cao, twong | Huyét thanh nguoi v6i phu gia hoa hoc va nguyén liéu ¢6 ngudn gbe sinh hoc nhur
41 |nhiéu xét thich véi hé thong cobas c. Dong goi |da chi dinh. Hop [4x5mL 3
nghiém sinh  |4x5 ml. San pham dat tiéu chuan ISO | Ngudn gdc cic chét sinh hoc thém vao
hoéa mic cao 13485 Thanh phan khong phéan ting trong chat dong kho: Chét 6n dinh
Hoa CP at kiém Hoa chét kiém tra chit lugng nhidu  |Thanh phan phan mg trong chit dong kho:
tra chat lugng | |, A s £ N 1 R AT s A A .
S xét nghiém sinh hoéa mirc binh Huyét thanh ngudi véi phu gia hoa hoc va nguyén li€u cé ngudn goc sinh hoc nhu
nhicu xét . , 1A 1A X oo A
42 A . thudng, twong thich véi hé thong da chi dinh. Hop [20x5mL 3
nghiém sinh , . \ NS A
hoa mite binh cobas c. Pong go6i 20x5 ml. Séan Nguon goc cac chat sinh hoc thém vao
thuong pham dat tiéu chuan ISO 13485 Thanh phan khong phan tng trong chat dong kho: Chét 6n dinh
Hoa chét kiém [Hoa chat kiém tra chat lugng nhiéu  [Thanh phan phan tng trong chat dong kho:
tra chat luong |xét nghiém sinh héa mirc cao, twong | Huyét thanh nguoi v6i phu gia hoa hoc va nguyén liéu ¢6 ngudn gbe sinh hoc nhur
43 |nhiéu xét thich véi hé thong cobas c. Dong goi |da chi dinh. Hop [20x5mL 3
nghiém sinh  |20x5 ml. San pham dat tiéu chuan Ngudn gbc cac chit sinh hoc thém vao
hoéa mic cao |ISO 13485 Thanh phan khong phéan ting trong chit dong kho: Chét 6n dinh
Hoa cPat kiem Hoa chat kiém tra cht luong xét , . £
rachatlugng | e HbAlc mic binh thuomg, | 1ou N8u0i Iy huyet
44 |xét nghiém Sitiem HBALE mue 2 & Néng do diéu chinh ctia cac thanh phin mAu chimg thudng & mirc binh thuong Hop | 4x1mL 3
HbAlcmie | VOn thichvoihé thong cobasc. 0 o0 binh thuong/benh Iy
. . San pham dat ti€u chuan ISO 13485 j
binh thuong
E;i}fﬁ{ltaltulzzm Hoa chét kiém tra chat lugng xét
45 |xétn hién‘l g nghiém HbA 1¢ mic cao, tuong thich [Mau nguoi ly huyét, HbAlc glycosyl hoa in vitro Hé 4x1.0 3
gkt ) voi hé thong cobas c. San pham dat  [Nong do diéu chinh ciia cac thanh phan miu chimg thudng & ngudng bénh 1. °P mL
HbAlc muc A 2
a0 tiéu chuan ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
?}EZ uch;gttham Hoa chét tham chiéu, xét nghiém Itﬁlc?nqgng phap do ISE gian tiép. Khoang do tng dung cho huyét thanh va huyét
, A oia Nat Kt Cl . :
46 |nghiém dign |10 &1ai Nav, K, Cl-, wong thich 1. e, 10 mmo/L Hop | 2 %300 10
- v&i may cobas ISE cobas 6000. San mL
glai Nat, K, | &m dat tiéu chudn ISO 13485 Kt 1.5-10.0 mmol/L
Cl- PRam & ' Cl- 60-140 mmol/L
Hoa chat hoa , I , cn gen
loang, xét |08 chathoa lodng, xét nghiém dién | e pg. 10 mmol/L
= o giai Na+, K+, Cl-, twong thich véi . . . 5x300
47 |nghiém dién , . % o Triethanolamine: 7 mmol/L Hop 10
i Nat, Ke. |may cobas ¢501. San pham dat ti€u Chét bio quan mL
op 00 [chuin 1SO 13485 o
Hoa chit Pém HEPES: 10 mmol/L
chudn néi. xét Hoa chat chuin ndi, xét nghiém dién |Triethanolamine: 7 mmol/L
A giadi Na+, K+, Cl-, tuong thich véi | Natri chloride: 3.06 mmol/L . 5 x 600
48 |nghiém dién , , z o . Hop 25
i Nat Ke. |may cobas ¢501. San pham dat ti€u  |Natri acetate: 1.45 mmol/L mL
£ 7 |chuan ISO 13485 Kali chloride: 0.16 mmol/L
Cl- £ 12 .
Chat bao quan
T e e
49  |loding bénh o ong 14 Long NaCl 9 % Hop | 50mL 6
him NaCl 9% San pham dat tiéu chuan ISO
P 13485
o Thubc thir NaCl, tuong thich v6i hé
Thudc thir £ . 2 o A
50 NaCl thong cobas ¢503. San pham dat tiéu |NaCl 9 % Hop 123 mL 2
chuan 1SO 13485
Hoéa chatrira  [Hoa chat NAOH- D rira kim hat
kim hut thudc ~ [thudc thir va cong phan tng, twong s e R R
S lthirvacong  |thich véi he théng cobas c. San pham | 201 1 MOVL (khoang 4 %); chat tay Hop | 66 mL %0
phan ung dat tiéu chuin ISO 13485
Hop dung dich [Hop dung dich rira kim hiit mau,
52 |rirakimhit  |twong thich véi hé thong cobas ¢503. |[NaOH 1 mol/L (khoang 4 %); chat tay Hop | 123 mL 35
mau San pham dat tiéu chuan ISO 13485
Hoa chitrira  [Hoa chit rira c6 tinh kiém cho cong
53 |° tinh kiém - |phan tmg, tuong thich voi mdy cobas Dung dich natri hydroxide 1 mol/L, 4 %; chit tay Hép |[2x1.8L 45

cho cong phan
ung

¢. San pham dat tiéu chuan ISO
13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chit rira  [Hoa chit rira c6 tinh acid cho cong
54 |cOtinhacid phan (g, wrong thich vOi mdy cobas |, .4 citric monohydrate: 310 mmol/L; dém; chit th Hop |2x18L 6
cho cong phan [c. San pham dat tiéu chudn ISO 4 ' P Y P ’
ung 13485
Hoa chit rira  [Hoa chit rira c6 tinh acid cho cong
cotinhacid  [phan img, twong thich véi hé thong S . C AA. 1Ay iR A
55 cho céng phan |cobas c503. San phim dat tiéu chuin Acid citric monohydrate: 310 mmol/L; dém; chat tay Hop 2x2L 2
ung ISO 13485
Hoa chitrira  [Hoa chit rira c6 tinh kiém cho cong
c6 tinh kiém  [phéan tng, twong thich voi hé thong . . . . o e Ao .
56 cho cong phan |cobas ¢503. San phim dat tiéu chudn Dung dich natri hydroxide 1 mol/L (khoang 4 %); chat tay rtra Hop 2x2L 20
ung ISO 13485
Hoa chat bao ~ 1Hba chat bao dudng he thong, wrong |y i ) natri hydroxide: 3 mol/L véi dung dich natri hypochlorite < 2 % CI | s5x100
57 |dudng hé thich v6i hé thong cobas c. San pham hoat tinh Hop mL 4
théng dat tiéu chuin ISO 13485 -
Hoa chitrira  [Hoa chét rira kim hit thude thir va
53 k1{n h‘ut Ehuoc copg phan tng, tquongxthlch trﬁ?fl hé HCI 200 mmol/L Hop 50 mL 6
thtr va cong thong cobas c. San pham dat tiéu
phan tmg chuén ISO 13485
Hoa chitrira  [Hoa chét rira kim hit thude thir va
kim hut thuc  [cong phan tmg, twong thich véi hé R
59 thtr va cong théng cobas ¢503. San phim dat tiéu HC1 200 mmol/L Hop 123 mb 2
phan g chuén ISO 13485
. .« . . |Hoachit 1 rira kim hut miu, trong
60 E‘Eﬁ:ﬁ:ﬂ;‘ra thich v&i hé théng cobas c311. San  |Dung dich natri hydroxide 1 mol/L Hop 12mXL5 ? 3
phim dat tiéu chuan ISO 13485
. .« . . |Hoachit 1 rira kim hut miu, trong
61 E‘Eﬁ:ﬁ:ﬂ;‘ra thich v&i may cobas ¢501. San pham |[Dung dich NaOH 1 mol/L Hop 12mXL20 3
dat tiéu chuan ISO 13485
.« - . |Hoachit 2 rira kim hut miu, trong
6 [Hoachat2ria |, .\ 6i he théng cobas c311/c501. |[Dung dich dém: chét thy Hop | 128 3
kim hat mau mL

San pham dat tiéu chun ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa Ch?t thém Hoa chét thém vao nude budng u
vag nuoe giam strc cang bé mat, trong thich oy 12x 59
63 ls);:réirf g;gm v6i may cobas ¢501. San phdm dat Chat tay Hop mL 6
© cang tiéu chudn ISO 13485
mat
H,0a Ch{flt thém Hoa chit thém vao nudc budng 1
vag nuoe giam strc cang bé mat, tvong thich  |Chat tay
64 E;lgréi;l %ng vOi may cobas ¢311. San pham dat  Chat tay vao vi tri B va C. Hop 60 mL 30
© cang tiéu chuén ISO 13485
mat
Dung dich rira |Dung dich rua budng u sinh hoa, |-y 24 o0 a0 bé mat 1am giam thidu su tao thanh céc bot bong bong ¢6 kha )
65 |budngusinh [twong thich voi hé thong cobas ¢503. ndne lam nhidu kit qua quane phé Hop 40 mL 20
hoa San phim dat tiéu chudn ISO 13485 & qua quang p
Hoa chét Hoa chét Activator bao dudng dién
Activator bao [gidi, trong thich v&i hé thong cobas £ o A 1A , L R
66 dudme dién o San ph?im dat tiu chun 1SO Huyet thanh nguoi dong kho khong c6 phu gia hoa hoc. Hop |9x12mL 6
gidi 13485
Béne dén Bong dén Halogen, tuong thich véi  [Ngudn sang halogen, ngudn dién: 12V, cong suit: 50W. Do quang phd nhiéu
67 Halog en hé théng cobas ¢311/c501/c503. San [budce song: 340, 376, 415, 450, 480, 505, 546, 570, 600, 660, 700, 800 nm. San Hop 1PC 6
g pham dat tiéu chuan ISO 13485 phim vt tu tiéu hao theo may xét nghiém.
Céne dun Céng dung mau pham, twong thich
68 mﬁug hémg vGi may cobas c. San pham dat tiéu  |Cdc dung miu bénh pham Thung | 5000 PCs 5
P chuin ISO 13485
gr(l)nigthan Cong phan ng xét nghiém sinh hoa,
69 g A tuwong thich voi may cobas c501. San [Cong phan ung cho may xét nghiém sinh hoa Hop 24 PCs 1
nghiém sinh 2 n 2
- pham dat tiéu chuan ISO 13485
hoa
gr(l)nigthan Cong phan ng xét nghiém sinh hoa,
70 g A tuwong thich voi may cobas c311. San [Cong phan ung cho may xét nghiém sinh hoa Hop 18 PCs 1
nghiém sinh 2 n 2
- pham dat tiéu chuan ISO 13485
hoa
gr(l)nigthan Cong phan rng xét nghiém sinh hoa,
71 g tuwong thich voi may cobas ¢503. San [Cong phan ung cho may xét nghiém sinh hoa Hop 39 PCs 1

nghi¢m sinh
hoa

pham dat tiéu chuan ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Dién cuc tham Pién cuc tham chiéu, tuong thich véi
72 N hé théng cobas C311/C501. San Pién cuc tham chiéu duogc su dung chung véi mo dun ISE cua may phan tich Hop 1PC 3
chiéu 2 A 2
pham dat tiéu chuan ISO 13485
bién cyc Clo, trong thich véi hé
73 |Pién cuc Clo [thdng cobas c. San phdm dat tiéu Khoang do huyét thanh, huyét twong: 60-140 mmol/L Lo 1 PC 3
chuén ISO 13485
bién cuc Kali, tuong thich vo1 hé
74  |Pién cuc Kali |théng cobas c. San phdm dat tiéu Khoang do cho huyét thanh va huyét tuong: K+ 1.5-10.0 mmol/L Hop 1 PC 3
chuén ISO 13485
Dién cyc Natri, twong thich vdi hé
75  |DPién cuc Natri |thong cobas c. San pham dat tiéu Khoang do cho huyét thanh va huyét twong: 80-180 mmol/L Hop 1 PC 3
chuén ISO 13485
Cong phan I: |75 danh muc
Phién II. Héa chét xét nghiém mién dich
B6 thude thir gom:
Hoa chét xét Hoa chét xét nghiém PSA toan phan, | M: Vi hat phu Streptavidin 0.72 mg/mL; chit bao quan.
1 Ohi fm P SZ tuong thich véi may cobas R1: Khang thé don dong khang PSA danh dau biotin (chudt) 1.5 mg/L; dém H6 100 Test 12
togém¢ hin ¢601/e411. San pham dat tiéu chuan |phosphate 100 mmol/L, pH 6.0; chat bao quan. op e
P ISO 13485 R2: Khang thé don dong khang PSA (chudt) danh dau phirc hop ruthenium 1.0
mg/L; dém phosphate 100 mmol/L, pH 6.0; chit bao quan
Hoa chét Hoa chét chuan xét nghiém PSA toan | PSACall: 2 chai, mdi chai 1.0 mL miu chuén 1
5 chuén xét phén, tuong thich voi mdy cobas | = PSA Cal2: 2 chai, mdi chai 1.0 mL mAu chuan 2 Ho 4x1.0 5
nghiém PSA  [e601/e411. San pham dat tiéu chudn | PSA (ngudi) v6i hai khoang ndng d6 (khoang 0. ng/mL va khoang 60 ng/mL) P mL
toan phan ISO 13485 trong huyét thanh nguoi.
Hoa chit xét | Héa chét xét nghiém CA 15-3, trong KAl'loanquo 1.‘00-300 XU/mL'(’du'(_yc xac d}ﬁh bang g’101' l}gn pl}gt hién du'(n vﬂa m}rc
N , e, , toi da ctia dudng chuan). Gia tri dudi gioi han phat hién dudi duge ghi nhén la < .
3 [nghiém CA 15-|thich v6i méy cobas e601/e411. San A \ A o A 4k Hop | 100 Test 12
3 him dat tiéu chudn 1SO 13485 1.00 U/mL. Gia tri trén khoang do dugc ghi nhan 1a > 300 U/mL (hoac 1én dén
p : 3000 U/mL cho mAu pha lodng 10 lin)
gﬁlﬁlﬁt Er‘;ic};i:ﬁ“ii‘:: " ncg:;zrsn CA 13310 153 11 Call: 2 chai, mdi chai chita 1.0 mL mdu chudn 1+ CA 15-3 I Cal2: 2 o
4 i 8 ) Ay o ; |chai, mdi chai chira 1.0 mL miu chudn 2 CA 15-3 (ngudi) v6i hai khoang ndng d6 | Hop ’ 2
nghiém CA 15-]e601/e411. San pham dat tiéu chuan , R \ ) N mL
(khoang 15 U/mL va khoang 100 U/mL) trong huyét thanh ngudi
3 ISO 13485
e i i ctngio CA 15, uong <3502 0040 1400 U e e 0 i i o, 7 i i
5 |nghiém CA 19-|thich v6i may cobas e601/e411. San £ ; ~ Slo1 han p ?n duoe & Hop | 100 Test 15

9

pham dat tiéu chuén ISO 13485

nhédnla <0.600 U/mL. Gié tri trén khoang do dugc ghi nhan la > 1000
U/mL (hodc 1én dén 10000 U/mL cho mau pha lodng 10 lan
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Quy

STT | Tén hoa chie | MO t4 ddc tinh k¥ thudt, tinh ning Tiéu chuin k thuat Donvi | oh | Kb
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chat e CA19-9 Call: 2 chai, mdi chai 1.0 mL mau chuin 1 = CA19-9 Cal2: 2 chai, mdi
chuan xét Hoéa chat chuan xét nghi¢m CA 19-9, . x ; v e , x N R . 4x1.0
6 nghiém CA 19-|trong thich véi miy cobas e601/e411 chai 1.0 mL mau chuan 2. CA 19-9 (ng}rm) v6i hai khoaqg nong dg (khoang 20 Hop mL 2
9 j U/mL va khoang 250 U/mL) trong huyét thanh ngudi; chat bao quan
Bo thudc thir dwge dan nhan CA72-4.
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chat bao quan.
Hoa chat xét , I C R1 Anti-CA 72-4-Ab~biotin (ndp xam), 1 chai, 8 mL: Khang thé don dong khang
7 |nghiem A 72.|F108 chat xét nghiém CA 72-4, twong |\ 75 4 44nh déu biotin (CC49; chuot) 1 mg/L; dém phosphate 100 mmol/L, pH | Hép | 100 Test 15
thich v6i may cobas e601/e411 I \
4 6.8; chat bao quan.
R2 Anti-CA 72-4-Ab~Ru(bpy) (nép den), 1 chai, 8 mL: Khang thé don dong
khang CA 72-4 (B72.3; chu¢t) danh déu phtrc hop ruthenium 6 mg/L; dém
phosphate 100 mmol/L, pH 6.8; chit bao quan.
Hoa chét Hoa chét chuan xét nghiém CA 72-4,
p chuén xét tuong thich véi méy cobas ‘, CA 72-4 ?alSet 1a huyét thanh nguoi d{)ng kho cht’r’a CA 72-4 ngu,(‘yi vo6i hai Hop 4x1.0 )
nghiém CA 72-1e601/e411. San pham dat tiéu chuan |khoang ndng d¢. Céc chai CalSet c6 thé dung véi tat ca cac 16 thudc thur. ’ mL
4 ISO 13485
Bo thudc thir duge dan nhan AFP.
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chat bao quan.
Hoa chit xer |92 chat xét nghiém AFP, twrong R1 Anti-AFP-Ab~biotin (ndp xam), 1 chai, 10 mL: Khang thé don dong khang ’
9 i thich v6i may cobas e601/e411. San |AFP danh dau biotin (chudt) 4.5 mg/L; dém phosphate 100 mmol/L, pH 6.0; chat Hop 100 Test 20
nghiém AFP 2 o 2 \ \
pham dat tiéu chuan ISO 13485 bao quan.
R2 Anti-AFP-Ab~Ru(bpy) (nip den), 1 chai, 10 mL: Khang thé don dong khang
AFP (chudt) danh diu phirc hop ruthenium 12.0 mg/L; dém phosphate 100
mmol/L, pH 6.0; chit bao quan.
Hoa chit Hoa chét chuan xét nghiém AFP, AFP Call: 2 chai, mdi chai 1.0 mL mAu 9huejin 1. AFP Cal2: 2 chai, mbi chai 1.0
10 |chudn xét tuong thich véi méy cobas ‘, mL mau chuan 2. AFP (ngudi, tir canh cay t€ bao) v6i hai khodng nong 3o ’ Hop 4x1.0 )
i e601/e411. San pham dat tiéu chuan |(khoang 5 IU/mL hoéc 6 ng/mL va khoang 50 IU/mL hodc 60 ng/mL) trong huyét ’ mL
nghiém AFP ..
ISO 13485 thanh nguoi
Bo thudc thir dwge dan nhan CA125 11.
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chat bao quan.
Hoa chit xét  [Hoa chit xét nghiém CA 125, twong |R1 Anti-CA 125-Ab~biotin (nip xam), 1 chai, 9 mL: Khang thé don dong khang
11 |nghiém CA thich v6i may cobas e601/e411. San |CA 125 dénh dAu biotin (M 11; chudt) 1 mg/L; d¢m phosphate 100 mmol/L, pH Hop 100 Test 12
125 pham dat tiéu chuén ISO 13485 7.4; chit bao quan.

R2 Anti-CA 125-Ab~Ru(bpy) (nip den), 1 chai, 9 mL: Khang thé don dong khang
CA 125 (OC 125; chudt) danh ddu phirc hop ruthenium 1 mg/L; dém phosphate
100 mmol/L, pH 7.4; chit bao quan.
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Quy

STT | Tén hoa chie | MO t4 ddc tinh k¥ thudt, tinh ning Tiéu chuin k thuat Donvi | oh | Kb
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoba chat CA125 11 Call: 2 chai, mdi chai 1.0 mL mau chuén 1 = CA125 II Cal2: 2 chai,
12 chuén xét Hoa chét chuan xét nghiém CA 125, |mdi chai 1.0 mL mau chuan 2. Nong d6 cua CA 125 ngudi trong huyét thanh ngwa Hop 4x1.0 )
nghi¢m CA tuong thich v6i may cobas e601/e411 [(CA125 11 Call) 1a 0 U/mL; CA125 II Cal2 chira khoang 500 U/mL CA 125 ’ mL
125 ngudi trong hdn hop huyét thanh ngudi; chét bao quan
B¢ thudce thir duge dan nhan CEA.
M Vi hat phii Streptavidin (nép trong), 1 chai, 8 mL: Vi hat phu Streptavidin 0.72
mg/mL; chat bao quén.
Héa chit xét Hoa chét xét nghiém CEA, tuong R1 Anti—CEA—Ab~biotin (ndp xam), 1 chai, 10 mL: Khang thé don dong khang
13 nghiém CEA thi?h v6i may cob.:as e601/e411. San |CEA da:mh dau biotin (chudt/nguoi) 3.0 mg/L; dém phosphate 100 mmol/L, pH Hop 100 Test 20
j pham dat tiéu chuan ISO 13485 6.0; chat bao quan.
R2 Anti-CEA-Ab~Ru(bpy) (ndp den), 1 chai, 8 mL: Khang thé don dong khéng
CEA (chudt) danh dau phtc hop ruthenium 4.0 mg/L; dém phosphate 100
mmol/L, pH 6.5; chat bao quan
Héa chit Hoa chét chuérll xét nghiém CEA | CEA Call: 2 chai, rr}(:)i chaj chtra 1.0 mL m?lu chun 1 - CEA CalZ:.Z chai, mdi
14 |chudn xét tuong thich voi méy cobas w cbal chira 1.0 mL mau chuan 2 CEA (nguoi, tr canh cﬁy~té bao) vai hai khoang Hop 4x1.0 )
nghiém CEA e601/e411. San pham dat ti€u chuan |nong d¢ (khoang 5 ng/mL va khoang 50 ng/mL) trong hon hop dém/protein. 1 ’ mL
j ISO 13485 ng/mL CEA tuong trng v6i 16.9 mIU/mL
Bo thuéc thir duge dan nhan CYFRA.
M Vi hat phii Streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
, I i 0.72 mg/mL; chat bao quan.
Hoa chét xét iﬁ;ﬁ;ﬁiﬁ?ﬁ?;iﬁg: 21-1, R1 Anti-cytokeratin 19-Ab~‘t}i0tin (ndp xam), 1 chai, 10 mL: Khang thé don dong
15 |nghiém Cyfra . 3 = :_ |khang cytokeratin 19 danh dau biotin (KS 19.1; chudt) 1.5 mg/L; dém phosphate Hop [ 100 Test 15
e601/e411. San pham dat ti€u chuan 21, X
21-1 1SO 13485 100 mmol/L, pH 7.2; chat bao quan. ) 7
R2 Anti-cytokeratin 19-Ab~Ru(bpy) (nap den), 1 chai, 10 mL: Khang thé don
dong khang cytokeratin 19 (BM 19.21; chudt) danh ddu phirc hop ruthenium 2
mg/L; dém phosphate 100 mmol/L, pH 7.2; chat bao quan
f:{h?;fl};?étt Hoa chét chuin xét nghiém Cyfra 21- |* CYFRA Cal 1~: 2 cha}, moi chai 1.0 mL mau chuin 1 = (;YFRA Cal2: 2 chai, mbi 4% 10
16 nehiem Cyfia 1, tuong thich v&i may cobas chai 1.0 mL mau chuan 2. Cytokeratin (nguoi, tir dong t€ bao MCE—7) v6i hai Hop mL 2
2‘%_ l' ¥ e601/e411 khoang nong d¢ (khoang 0 ng/mL va khoang 50 ng/mL) trong huyét thanh nguoi
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL:
Vi hat phu Streptavidin 0.72 mg/mL; chét bao quan.
, I x R1 Anti-hCG-Ab~biotin (ndp xam), 1 chai, 9 mL:
1o [Hoa chitxet E‘l’:hcfglt zgynf:ézzle% (ﬁ(/:eaﬁ‘g;i Khang thé don dong khang hCG dénh dAu biotin (chudt) Hop | 100 Tes s

nghi¢ém B-HCG

phaim dat tiéu chuén ISO 13485

2.6 mg/L; dém phosphate 40 mmol/L, pH 7.5; chit bao quan.

R2 Anti-hCG-Ab~Ru(bpy) (ndp den), 1 chai, 10 mL: Khang thé don dong khang
hCG (chudt) danh dau phirc hop ruthenium 4.6 mg/L; dém phosphate 40 mmol/L,
pH 6.5; chit bao quan.
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chit Hoa chét chun xét nghiém B-HCG,
18 lohuin xet tuong thich v6i may cobas ~ |HCG+B Call: 2 chai, mdi chai 1.0 mL mAu chuan 1 Hb 4x1.0 5
N ¢601/e411. San pham dat tiéu chudn | = HCG+B Cal2: 2 chai, mdi chai 1.0 mL mAu chuén 2 P mL
nghi¢m B-HCG
ISO 13485
Bo thudc thir duge dén nhan A-TPO.
M Vi hat phu Streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
Hoa chét xét Hoa chét xét nghiém Anti-TPO, 0.72 mg/mL; chat bao quan.
19 |n Ohi fm An:i— tuong thich véi may cobas R1 Anti-TPO-Ab~Ru(bpy) (nip xam), 1 chai, 9 mL: Khang thé da dong khang H6 100 Test 20
T’i 0¢ €601/e411. San pham dat tiéu chuan |TPO (ciru) danh d4u phirc hop P ©s
ISO 13485 ruthenium 1.0 mg/L; dém TRIS 100 mmol/L, pH 7.2; chét bao quan.
R2 TPO~biotin (ndp den), 1 chai, 9 mL: TPO danh d4u biotin (tai to hop) 0.15
mg/L; d&&m TRIS 30 mmol/L, pH 7.0; chét bao quan.
Hoa chét Hoa chét chuan xét nghiém Anti- Thuocl thu - dung dich tham §1a xe.t nghiém x 2
hudn xét TPO. tuone thich véi mav coba = Anti-TPO Call: 2 chai, moi chai 1.5 mL mau chuan 1
20 |Shuam xet » [UOTE TCh VOTMAY COBAS | | A i TPO Cal2: 2 chai, mdi chai 1.5 mL mau chuén 2 Hop [4x 1.5mL 2
nghiém Anti- |e601/e411. San pham dat ti€u chuan , ' . o1 \ A R
TPO 1SO 13485 Khang thé khang TPO (ctru) véi hai khoang nong do
(khoang 35 TU/mL va khoang 350 TU/mL) trong huyét thanh ngudi.
Bo thudc thir duge dan nhan ATG.
M Vi hat phu Streptavidin (ndp trong), 1 chai, 12 mL:
Vi hat phu Streptavidin 0.72 mg/mL; chét bao quan.
Héa chitxét  [Héa cht xét nghiém Anti TG, tuong [R1 Tg~biotin (nap xam), 1 chai, 10 mL:
21 |nghiém Anti |thich v6i may cobas e601/e411. San |Tg (nguoi) dénh dau biotin 0.200 mg/L; dém TRIS 100 mmol/L, Hop | 100 Test 25
TG pham dat tiéu chudn ISO 13485 pH 7.0; chatbao quan.
R2 Anti-Tg-Ab~Ru(bpy) (nap den), 1 chai, 10 mL:
Khéng thé don dong khang Tg (ngudi) danh déu phie hop
ruthenium 0.620 mg/L; dém TRIS 100 mmol/L, pH 7.0; chét bao quan.
Hoa chit Héa chét chudn xét nghiém Anti-TG, | | 1u0¢ thtr - dung dich tham gia x¢t nghiém
chudn xét trone thich véi may cobas = A-TG Call: 2 chai, moi chai 1.5 mL mau chuan 1 4x
22\ ehiom Anti-  [e601/ed11. San pham dat tieu chugn | *A7TG Cal2: 2 chai, mi chai 1.5 mL miu chun 2 HOP |y s 2
TgG ; 190 13485 pham ¢ Khing thé khang Tg (A-TG Call: ngudi, A-TG Cal2: ciru) v6i hai khoang ndng '

d6 (khoang 40 TU/mL va khoang 3250 TU/mL) trong huyét thanh ngudi.

Page 14




Quy

STT | Tén hoa chie | MO t4 ddc tinh k¥ thudt, tinh ning Tiéu chuin k thuat Donvi | oh | Kb
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Bo thudc thir duoc dan nhan TG 2 bao gém:
M: Vi hat phu streptavidin (nép trong), 1 chai, 6.5 mL:
) Vi hat phu streptavidin 0.72 mg/mL; chét bao quan.
- |Hoachatxétnghiém TG, twong thich | R; Anti-Tg-Ab~biotin (ndp x4m), 1 chai, 9 mL:
g3 |Hoachatxét véimdy cobas e601/e41l. San pham | hang thé don dong khang Tg dénh ddu biotin (chudt) 1 mg/L; Hop | 100 Test 40
nghiém TG dat tiéu chugn ISO 13485. San pham dém Bis-Tris 50 mmol/L, pH 6.3; chét bao quan.
dat ti€u chuan ISO 13485 R2: Anti-Tg-Ab~Ru(bpy) (nép den), 1 chai, 9 mL:
Khéng thé don dong khang Tg (chudt) danh déu phirc hop
ruthenium 3.1 mg/L; §ém Bis-Tris 50 mmol/L, pH 6.3; chét bao quan.
Hoa chit Hoa chét chuan xét nghiém TG, TG 2 Call: 2 chai, mdi chai 1.0 mL m§u~chu§nvl
24 |chudn xét tuong thich véi méy cobas ‘, = TG 2 Cal2: 2 chai, moi chai 1.0 mL mé}u chuan 2 Hop 4 x 3
nghiém TG e601/e411. San pham dat tiéu chuan | Thyroglobulin (ngudi) véi hai ’khoéng nong d¢ (khoang 0.15 ng/mL va ’ 1.0 mL
j ISO 13485 khoang 180 ng/mL) trong huyét thanh ngua.
B thude thir (M, R1, R2) dugc dan nhin ATSHR.
Bo thuéc thir
M: Vi hat ph streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chat bao quan.
R1: Dung dich dém (nép xam), 1 chai, 7 mL: BDém phosphate 20 mmol/L, pH 7.4;
chét 6n dinh; chit bao quan.
R2 Anti-TSHR~Ru(bpy) (nép den), 1 chai, 7 mL: Khang thé don dong khang
’ L Hoa chit xét nghiém Anti-TSHR, TSHR M22 (ngudi) danh déu phl’r:: }io‘p mtheni?m lfhoér{g 0.3 mg/L; dém
Hoéa chat xét i o phosphate 20 mmol/L, pH 7.4; chat 6n dinh; chat bao quan.
A . [twong thich v&i may cobas U R
25 |nghiém Anti- ¢601/e411. Sin pham dat tiéu chudn B¢ tién xur ly . ) Hop [ 100 Test 10
TSHR 1SO 13485. i PT1: Dung dich dérp ‘Eién xu ly (r}ip den), 1 chai, 4 mL: Dém phosphate 20
mmol/L, pH 7.4; chat 6n dinh; chat bao quan.
PT2: Chai trong (nip tring) dé hoan nguyén thudc thir tién xir 1y (PTR) v6i dém
tién xir Iy (PTB).
PTR: Thudc thir tién xir 1y, phirc hop pTSHR-anti-pTSHR-Ab~biotin (ndp tring),
1 chai, mdi chai pha 4 mL PTB:
Dém phosphate 40 mmol/L, pH 7.2; chét 6n dinh.
PTB: Dung dich dém tién xir 1y (ndp tring), 1 chai, mdi chai 5 mL: Moi truong
hoan nguyén cho PTR; dém phosphate 10 mmol/L, pH 7.2; chat 6n dinh.
Héa chit ) ) = ATSHR Call: 2 chai (d6ng kho) m6~i chai 2.0 mL
chudn xét Hoéa chat chuan xét nghiém Anti- . ATSHR Cal2: 2 chai (d6ng kho) moi chai 2.0 mNL )
26 nghiém Anti- TSHR, tuong thich véi may cobas Nong d6 ATSHR Call khoang 0.75 IU/L trong hon hop huyét thanh Hop ([4x2.0ml 2
T SHR e601/e411 ngudi; ATSHR Cal2 chira khoang 25 TU/L khang thé khang TSHR ngudi trong

hén hop huyét thanh ngui.
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STT | Tén hoa chie | MO t4 ddc tinh k¥ thudt, tinh ning Tiéu chuin k thuat Donvi | oh | Kb
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Thudc thir - dung dich tham gia xét nghiém: Cac chat trong huyét thanh nguoi
» PC THYROI: 2 chai, mdi chai 2.0 mL huyét thanh chimg (Khang thé khang
Hoéa chit kiém |, o . ) TSHR: khoang 4 TU/L; Khang thé khang TPO (ciru): Khoang 35 IU/mL; Khang
tra chit luong | 1108 chat kiém tra chat luong xét I8 khang Tg (ciru): khoang 100 TU/mL) .
27 |\étnghigm  |nghiém Anti-TSHR, twong thich v6i | . pc THYRO2: 2 chai, mbi chai 2.0 mL huyét thanh chimng (Khang thé khing Hop | 4x2ml 1
Anti-TSHR | MY cobas e601/e411 TSHR: khoang 16 IU/L; Khang thé khang TPO (ciru): khoang 100 IU/mL; Khang
thé khang Tg (ctru): khoang 200 TU/mL)
Bo thubc thir duge dén nhan FT4 V.
M Vi hat phi streptavidin (ndp trong), 1 chai, 12 mL:
, L, n A Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
Hoa chét xét iﬁ;ﬁ:;&fﬁ? CFO {)‘;Sthe hed gy Anti-T4-Ab~Ru(bpy) (ndp xém), 1 chai, 18 mL:
28 nghiém FT4 ¢601/e411. Sin pham dat tiéu chudn Khang thé don dong khang T4 (thd) danh dau phuc hop ) Hop | 200 Test 150
the h¢ 4 1SO 1348 5' j ruthenium 75 ng{mL; dém phosphate 100 mmol/L, pH 7.0; chat bao quan.
R2 T4~biotin (nap den), 1 chai, 18 mL:
T4 danh dau biotin 2.5 ng/mL; dém phosphate 100 mmol/L,
pH 7.0; chat bao quan.
Hoa chét Hoa chét chuin xét nghi¢m FT4 thé |« FT4 Call: 2 chai, mdi chai chira 1.0 mL mAu chudn 1 = FT4 Cal2: 2 chai, mdi
29 chuén xét hé 4, tuong thich \{Gi may cobas w chai chtra 1.0 mL mAiu chuén 2. L-thyroxine v6i hai khoang ndng do (k{loéng 10 Hop 4x1.0 3
nghiém FT4  |e601/e411. San pham dat ti€u chuan |pmol/L hodc 0.78 ng/dL va khoang 45 pmol/L hoac 3.5 ng/dL) trong hon hop ’ mL
thé h¢ 4 ISO 13485 dém/protein (albumin huyét thanh bo).
B thude thir (M, R1, R2) duge dan nhin T3:
M: Vi hat ph streptavidin (ndp trong), 1 chai, 12 mL:
Vi hat phu streptavidin 0.72 mg/mL; chat bao quan.
, I Hoa chét xét nghiém T3, tuong thich RI :, Anti—;l’3—At?~Ru(be) (néip )fém)’,l Cha;i’ 16 mL
Hoa chat xét e \ 2 Khang thé da dong khang T3 (ctru) danh dau phtc hop R
30 A v6i may cobas e601/e411. San pham g N Hop | 200 Test 150
nghi¢ém T3 dat tiéu chudn 1SO 13485 ruthenium 75 ng/mL; ANS 0.8 mg/mL; dém phosphate
j 100 mmol/L, pH 7.4; chat bao quan.
R2: T3~biotin (ndp den), 1 chai, 16 mL:
T3 d4nh déu biotin 3 ng/mL; ANS 0.8 mg/mL; dém phosphate
100 mmol/L, pH 7.4; chat bao quén.
Hoa chit Hoa chét chuép xét nghiém T3, = T3 Call: 2 chai, m5~i.chai' 1.0 mL mAu chuép 1
31 |ehudn xét tuong thich véi méy cobas' ‘, = T3 C'al2f 2 chai, m(j)l chai 1.0 mL mau chuén 2 Hop |4x 1.0ml 3
nghiém T3 e601/e411. San pham dat tiéu chuan | T3 véi hai khoang nong d6 (khoang 1.25 nmol/L hodc 0.8 ng/mL va ’

ISO 13485

khoang 8.5 nmol/L hodc 5.5 ng/mL) trong huyét thanh ngudi.
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
B¢ thudc thir dwge dan nhan TSH.
M: Vi hat phu streptavidin (nép trong), 1 chai, 12 mL: Vi hat phu streptavidin
0.72 mg/mL; chat bao quan. ‘
Hoa chit xet |92 chat xét nghiém TSH, tuong R1: Anti-TSH-Ab~biotin (nip xam), 1 chai, 14 mL: Khang thé don dong khang
32 i thich v6i may cobas e601/e411. San | TSH (chudt) danh d4u biotin 2.0 mg/L; dém phosphate 100 mmol/L, pH 7.2; chit Hop | 200 Test 150
nghiém TSH 2 o 2 . \
pham dat tiéu chuan ISO 13485 bao quan.
R2: Anti-TSH-Ab~Ru(bpy) (ndp den), 1 chai, 12 mL: Khang thé don dong khang
TSH (chudt/ngudi) danh déu phtc hop ruthenium 1.5 mg/L; dém phosphate 100
mmol/L, pH 7.2; chit bao quan.
Hoa chit Hoa chét chuan xét nghiém TSH, * TSH Call: 2 chai, mdi chai chita 1.3 mL mau chuan 1
33 |chudn xét twong thich v6i may cobas ‘ = TSH Cal2: 2 chai, mdi chai chira 1.3 mL mau chuan 2. Nong d6 cua TSH Call H6 Ax13ml 4
nehiem TSH e601/e411. San phiam dat tiéu chuén [trong huyét thanh ngua khoang 0 uIU/mL; TSH Cal2 chira khoang 1.5 uIU/mL P '
s ISO 13485 TSH (ngudi) trong huyét thanh nguoi.
E::i; ;:t altulzﬁm Hoa chét kiém tra chit luong nhiéu
34 |nhidu xet ME Iyt nghiém, twong thich véi may PC TMI1: 2 chai, mdi chai 3.0 mL huyét thanh ching (nguoi) H6 4x3.0 5
. |cobas e601/e411. San pham dat tiéu |* PC TM2: 2 chai, mdi chai 3.0 mL huyét thanh chimg (ngudi) P mL
nghi¢m dau an 2
chuan ISO 13485
ung thu
Hoa chat kiém |, £o1:2 z A
tra chat lugng XHéian;}ﬁ?éile:E;ag iﬁ?;;ii?%nr;};eu Thudc thir - dung dich tham gia xét nghiém %2 x
35 [nhiéu xét cobas 6601/641 1. San pham dat ticu = PC Ul: 2 chai d¢€ pha 2 x 3.0 mL mau chirng huy¢t thanh (nguoi) Hop 30 ml 8

nghiém mién
dich

chudn I1SO 13485

« PC U2: 2 chai dé pha 2 x 3.0 mL méu chimg huyét thanh (ngudi)
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36

Hoa chét xét
nghiém Anti-
HBc

Hoa chét xét nghiém Anti- HBc,
tuong thich véi may cobas
e601/e411. San pham dat tiéu chudn
ISO 13485

B thude thir (M, R1, R2) va thudc thir tién xir Iy (R0) dwoc dan nhin AHBC 2.
M - Vi hat phu streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chat bao quan.

RO - DTT (ndp tring), 1 chai, 5 mL: 1,4-dithiothreitol 110 mmol/L; dém citrate 50
mmol/L.

R1 - HBcAg (ndp xdm), 1 chai, 8 mL: HBcAg (E. coli, rDNA) > 25 ng/mL; dém
phosphate 100 mmol/L, pH 7.4; cht bao quan.

R2 - Anti-HBcAg-Ab~biotin; anti-HBcAg-Ab~Ru(bpy) (ndp den), 1 chai, 8 mL:
Khéng thé don dong khang HBc¢ dénh déu biotin (chudt) 700 ng/mL; khang thé
don dong khang HBc (chudt) ddnh déu phtrc hop ruthenium 200 ng/mL; dém
phosphate 100 mmol/L, pH 7.4; cht bao quan.

AHBC 2 Call - Mau chuén 4m tinh 1 (ndp tring), 2 chai mdi chai 1.0 mL: Huyét
thanh nguoi; chét bao quan.

AHBC 2 Cal2 - Mau chuén dwong tinh 2 (ndp den), 2 chai mdi chai pha 1.0 mL:
Anti-HBc (nguoi) > 8 WHO IU/mL) trong huyét thanh nguoi; chit bao quan.

100 Test

15

37

Hoa chét xét
nghiém Anti
HBs

Hoa chét xét nghiém Anti HBs,
tuong thich véi may cobas e601/e411

B thude thir (M, R1, R2) dugce dan nhan A-HBS 2.

. M - Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phii streptavidin
0.72 mg/mL; chat bao quan.

. R1 - HBsAg~biotin (nip xam), 1 chai, 10 mL: HBsAg (ad/ay) nguoi/tai t6 hop
danh déu biotin, > 0.5 mg/L; dém MES 85 mmol/L, pH 6.5; chit bao quan.

. R2 - HBsAg~Ru(bpy) (nip den), 1 chai, 8 mL: HBsAg (ad/ay) ngudi/tai to hop,
danh déu phtrc hgp ruthenium > 0.3 mg/L; d¢m MES 85 mmol/L, pH 6.5; chét
bao quan.

. A-HBSII Call - Mau chuan 1 (nip tréng), 2 chai, mdi chai pha 1.3 mL:
Anti-HBs (nguoi) trong huyét thanh nguoi; cht bao quan.

. A-HBSII Cal2 - Mau chuan 2 (ndp den), 2 chai mdi chai pha 1.3 mL: Anti-HBs
(ngudi) trong huyét thanh ngudi; chat bao quan.

100 Test

30
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STT | Tén hoa chie | MO t4 ddc tinh k¥ thudt, tinh ning Tiéu chuin k thuat Donvi | oh | Kb
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Bo thudc thir (M, R1, R2) dugc dan nhan HBEAG.
* M - Vi hat phu Streptavidin (np trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
0.72 mg/mL; chat bao quan.
* R1 - Anti-HBeAg-Ab~biotin (ndp xam), 1 chai, 12 mL: Khang thé don dong
khang HBeAg danh dAu biotin (chudt) > 0.8 mg/L; dém TRIS 50 mmol/L, pH 7.4;
. . chat bao quan.
Hoa chat xét  [Hoa chat xét nghiém HBeAg, twong | * R2 - Anti-HBeAg-Ab~Ru(bpy) (ndp den), 1 chai, 12 mL: Khang thé don dong
38  [nghiém thich voi may cobas e601/e411. San  |khang HBeAg (chudt) danh déu phitc hop ruthenium > 0.3 mg/L; dém TRIS 50 Hop | 100 Test 6
HBeAg pham dat tiéu chuan ISO 13485 mmol/L, pH 7.4; chit bao quan.
* HBEAG Call - Mau chuin 4m tinh 1 (ndp tring), 2 chai, mdi chai 1.0 mL:
Huyét thanh ngudi; chit bao quan.
* HBEAG Cal2 - Mau chuin duong tinh 2 (nip den), 2 chai, mdi chai 1.0 mL:
HBeAg (E. coli, rDNA) > 3.5 TU/mL trong dém HEPES, pH 7.4; chét bao quan.
B thude thir (M, RO, R1, R2) dwoc dan nhian HIVCOMPT.
. M - Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
0.72 mg/mL; chat bao quan.
. RO - MES dém 50 mmol/L, pH 5.5; 1.5 % Nonidet P40; chat bao quan (nip
trang), 1 chai, 4 mL.
.R1 - Anti-HIV p24-Ab~, khing nguyén tai to hop dac hiéu HIV-1/2 (E. coli)~,
Héa chit xét peptide dac hi¢u HIV—1/2~bi0tin (nip xam), 1 chai, 7 mL Khéng thé don dong
nghiém str ) khang 1?24 danh dau biotin (chudt), khang nguyén tai to hQ‘P dac hiéu HIV-1/2
dung cong Hoa chat xét nghiém st dung cong |danh dau biotin (E. coli), peptide C}éc hiéu HIV-1/2 danh dau biotin > 1.3 mg/L;
néhé dicn hoa nghé¢ dién h()a’phét quang dé phat dém TRIS 50 mmol/L, pH 7.5; chat bao quén.ﬂ
39 phét. quelng 4 h%én khang thé va khang nguyén .R2 - Anti—H?V p24-Ab~, khang nguyf%n tai to hop Qéc hi¢u HIV-1/2 (E coli)~, Hop | 100 Test 35
phat hién virus HIV, tuong thich V0:f1 may . peptide dac hi¢u HIV-1/2~Ru(bpy) (na“}p den), 1 chal, 7 mL: Khang .thé don QGng ’
khang t.h iva cobgs e601/e411. San pham dat tiéu |khang p24 (chth), khang nguyén tai to hop dac hiéu HIV-1/2, peptide déc hi¢u
, . |chuan ISO 13485 HIV-1/2 @anh dau phitc hgp ruthenium > 1.5 mg/L; dém TRIS 50 mmol/L, pH
khang nguyén i1z .
. 7.5; chat bao quan.
virus HIV

. HIVCOMPT Call - Méu chuan am tinh (nip tring; dong kho), 2 chai dé pha mdi
chai 1.0 mL: Huyét thanh ngudi, khong phan ng véi khang thé khang HIV-1 va
khéng thé khang HIV-2.

. HIVCOMPT Cal2 - Méu chuan duong tinh (ndp den; dong kho), 2 chai dé pha
mdi chai 1.0 mL: Huyét thanh nguoi duong tinh véi khang thé khang HIV-1 (bét
hoat) trong huyét thanh ngudi am tinh voi khang thé khang HIV-1 va khang thé
khang HIV-2.
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STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Dung dé kiém tra chat lugng cac xét nghiém mién dich HIV combi PT va HIV
Duo.
Thanh phan gém:
- PC HIV1: 2 chai, mdi chai 2.0 mL huyét thanh chimg
Bomuchimg | . . .. , Huyét thanh ngudi, am tinh voi HIV (khang nguyén va khang thé); chat bao quan.
. B mau ching st dung cho xét » PC HIV2: 2 chai, mdi chai 2.0 mL huyét thanh chim
st dung cho " > ) ] yet th: g . ) 6x2.0
40| étnghigm  |nghiém HIV, twong thich v6imdy  |Huyét thanh ngudi, duong tinh voi khang thé khing HIV; chét bao quén. Hop L 1
v cobas e601/e411 » PC HIV3: 2 chai, mdi chai 2.0 mL huyét thanh chimg
Khéng nguyén HIV p24 (E. coli, rDNA) trong huyét thanh ngudi; chit bao quan.
Héa chat xét B thude thir (M, R1, R2) dugce dan nhian HBSAG ILI.
A . M - Vi hat phu streptavidin (ndp trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
nghi¢m st Z1a .
dune con 0.72 mg/mL; chat bao quan.
n. he% diéngh()a Hoa chét xét nghiém st dung cong  |. R1 - Anti-HBsAg-Ab~biotin (ndp xdm), 1 chai, 8 mL: Hai khang thé don dong
Iglét. uétn 4 nghé dién héa phat quang dé phat dac hiéu khang HBsAg (chudt) > 0.5 mg/L; dém phosphate 100 mmol/L, pH 7.5;
phét gién & hién khang nguyén bé mit virus chit bao quan.
41 Ehém n uvén Viém gan B trong huyét twong/ huyét |. R2 - Anti-HBsAg-Ab~Ru(bpy) (nip den), 1 chai, 7 mL: Khang thé don dong Hop [ 100 Test 70
ba m§t ngi]s thanh nguoi, twong thich voi may khéang HBsAg (chudt), khang thé da dong khang HBsAg (ctru) danh dau phirc hop
Viﬂm' an B cobas e601/e411. San pham dat tiéu [ruthenium > 1.5 mg/L; dém phosphate 100 mmol/L, pH 8.0; chit bao quan.
om gan, chuédn ISO 13485 . HBSAG II Call - Mau chuan 4m tinh 1 (ndp tring), 2 chai mdi chai 1.3 mL:
trong huyét J e 1A 1a \
turong/ huyét Huyét thanh nguoi; c}1~at bao quan. ) N
thanh neudi . HBSAG II Cal2 - Mau chuan duong tinh 2 (nap den), 2 chai moi chai 1.3 mL:
g HBsAg khoang 0.5 IU/mL trong huyét thanh ngudi; chat bao quan.
« PC A-HBCII 1: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
Hoa chét kiém [Foa chét kiém tra chét hrong xét Huy?t thap%l. nguoﬂz am tinh Vﬂou;khan% theé khang HBc; chat bao quan.
tra chat luong |nghiém Anti Hbc, twong thich véi Khodng gi6i han dich cho C~h i 50 ngudng: 1.15-3.4 : 16x1.3
42 , A L ’ , 2 = PC A-HBCII 2: 8 chai, moi chai chira 1.3 mL huyét thanh chung Hop ' 1
xétnghiém  |mdy cobas c601/e411. San pham dat |\ o & ypano HBC (ngudi) khoang 1 U/mL trong huyét thanh nguoi; chit ba mL
Anti Hbe tidu chuan 1SO 13485 quin g tekhang HEc thgual) Khoang ong e SHOT Chat bao
Khoang gidi han dich cho chi s6 ngudng: 0.15-0.95
* PC HBSAGII!: 8 chai, mdi chai chira 1.3 mL huyét thanh ching
B6 mau ching |Bd mau chimg st dung cho xét Huyét thanh ngudi, am tinh voi HBsAg; chit bao quan.
43 sir dung cho  [nghiém HBsAg, twong thich véi may [Khoang gidi han dich cho chi sé ngudng: 0.0-0.80 H6 16x1.3 |
x¢ét nghiém cobas e601/e411. San pham dat tiéu [= PC HBSAGII2: § chai, mdi chai chira 1.3 mL huyét thanh chung op mL
HBsAg chuén ISO 13485 HBsAg (ngudi) khoang 0.2 TU/mL trong huyét thanh ngudi; chat bao quan.

Khoang gidi han dich cho chi sé ngudng: 2.6-5.0
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Quy

STT | Tén hoa chit | MO 4 ddc tinh ky thuat, tinh nang Tiéu chuén ky thuét Donvi | Cien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chét xét B thude thir (M, R1, R2) dugc dan nhin AHAV 2.
A, . M - Vi hat phu streptavidin (nép trong), 1 chai, 6.5 mL: Vi hat phu streptavidin
nghiém su A1 .
dune cén 0.72 mg/mL; chat bao quan.
j % A £ . |Hoa chat xét nghi¢ém st dung cong .R1-HAV Ag (ndp xam), 1 chai, 10 mL: HAV Ag (canh cy té bao) 28 U/mL
ngh¢ dién hoa . aen 1. , 1, . A oy .
hat quane dé ngh¢ dién hoa phat quang dé phat (don vi Roche); dém TRIS 20 mmol/L, pH 7.2; chat bao quan.
phét Eién £ lhien khang thé virus Viem gan A |. R2 - Anti-HAV Ab~biotin; anti-HAV Ab~Ru(bpy) (ndp den), I chai, 9 mL:
44  [PRETRIET trong huyét trong/ huyét thanh Khang thé don dong khang HAV d4nh d4u biotin (chudt) 0.25 pg/mL; khang thé | Hop | 100 Test 5
khang thé <. , RO . . N £ , . .
virus Viem nguoi, tuong thich Vo1 may cobas ‘ don dong khang HAV (chu¢t) danh dau phirc hop ruthenium 0.65 pg/mL; d¢m
a0 A tron ¢601/e411. San pham dat tiéu chudn |TRIS 20 mmol/L, pH 7.2; chit bao quan.
gan / £ 11S0 13485 . AHAV 2 Call - Mau chuén 4m tinh 1 (nip tréing), 2 chai mdi chai pha 1.0 mL:
huyét twong/ £ N . Lo 12 .
huvét thanh Huyét thanh nguoi am tinh khang HAV; chat bao quan.
N frdi . AHAV 2 Cal2 - Mau chuén dwong tinh 2 (nép den), 2 chai mdi chai pha 1.0 mL:
£ Anti-HAV (ngudi) khoang 60 TU/L trong huyét thanh ngudi; chit bao quan.
B6 miu chine |B6 mau chime sit dune cho xét « PC AHAVII 1: 8 chai, mdi chai chira 1.3 mL huyét thanh chimg
,Q I A | chung s ci grc © ”e , Huyét thanh ngudi, am tinh véi khang thé khang HAV; chit bao quan.
st dung cho  [nghiém HAV, tuong thich véi may . x. . ) ] R 16x1.3
45 , A ; 2 T = PC AHAVII 2: 8§ chai, moi chai chtra 1.3 mL huyét thanh chirng Hop 1
xétnghiem  Jcobas e601/ed11. San pham dattiéu | 0 114 khang HAV (ngudi) khodng 110 TU/L trong huyét thanh nguovi; chit mL
HAV chuin ISO 13485 ~ang the khang £ oang ong fuye guolL €
bao quan.
Hoa chit xét B6 thude thir (M, R1, R2) duoc dan nhidn A-HCV 11
A, . M - Vi hat phu Streptavidin (nip trong), 1 chai, 6.5 mL: Vi hat phu Streptavidin
nghiém su o .
dune cén 0.72 mg/mL; chat bao quan.
n.hg diénghéa Hoa chét xét nghiém st dung cong  |. R1 - HCV-specific antigens~biotin (nip xam), 1 chai, 18 mL: Khang nguyén dic
tglaf g dé|nghé dién héa phét quang dé phat  |hiéu HCV danh d4u biotin, d&m HEPES, pH 7.4; chét bao quan.
phét Eién & hién khang thé virus Viém gan C . R2 - HCV-specific antigens~Ru(bpy) (ndp den), 1 chai, 18 mL: Khang nguyén
46 Ehém My trong huyét twong/ huyét thanh ddc hiéu HCV danh dau phirc hop ruthenium > 0.3 mg/L, dém HEPES, pH 7.4; Hop | 100 Test 15
VirusgViém nguoi, twong thich véi may cobas chit bao quan. ‘
¢601/e411. San pham dat tiéu chudn |. A-HCV II Call - Mau chuin am tinh 1 (nép tring), 2 chai, mdi chai 1.3 mL:
gan C trong £ A s .
huvét tuone/ ISO 13485 Huyét thanh nguoi, chat baq quan.
huyét thanf . A-HCV II Cal2 - Méu chuan duong tinh 2 (nip den), 2 chai, mdi chai 1.3 mL:
ngﬁm Huyét thanh ngudi duong tinh vai khang thé khang HCV; chét bao quan. Khong

phén tng v6i HBsAg, khang thé khang HIV 1/2.
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
* PC A-HCV1: 8 chai, mdi chai chira 1.3 mL huyét thanh ching
A X , Huyét thanh nguoi, am tinh véi khang thé khang HCV; chét bao quan.
B0 mau chimg [, » , , . . . . A ~
sit dune cho B6 mau chirng st dung cho xét Khoang gidi han dich cho chi so ngudng: 0-0.3 16x 13
47 et n Ii’:iém nghiém HCV, tuong thich véi may [« PC A-HCV2: 8 chai, mdi chai chtra 1.3 mL huyét thanh chimg Hop mL. 1
u CVg i cobas e601/e411 Anti-HCV (ngudi) trong huyét thanh ngudi; chit bao quan.
Gia tri dich cho chi s6 ngudng:
Anti-HCV II: khoang 4
Dung dich h¢
théng dung dé
phattin hiGu | . hdt hé théng ProCell, twon
dién hoa cho , e, & l & 2 Bbém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chét téy <0.1 %, .
48 mav phan tich thich v6i may cobas e601. San pham chit bao quan: bH 6.8 Hop 2x2L 60
Y P dat tiéu chudn ISO 13485 quan; pt1 ©.
x¢ét nghiém
mién dich
cong suét 16n
Dung dich h¢
théng ding dé
I‘LFEI b(_)w phat' Hoa chit hé th s ng Clean Cell, tuong Dg;lg d'1ch h¢ thong dé lamq sach bo Kpha? phiit hie;n cA’ua ma}y Izhan tich xe£ p%hlem
hién cua may , e, X 2 mien dich cobas e. Pugc sir dung dé: Rua hé thong 6ng va coc do sau moi lan do .
49 ., , thich v6i may cobas e601. San pham |, . \ o . s X o e A e o , Hop 2x2L 60
phan tich xét o X va dieu chinh dién cuc. Dung dich con dung d€ rua kim hut thuoc thtr ctia may
n .x dat tiéu chuan ISO 13485 N L
nghi¢m mien phén tich sau khi hut.
dich cong suét
16n
Dung dich hé¢
thong dung dé
phAat t1r’1 hi¢u H<?a Ch{fl.t h¢, thong ProCell, t}rong . |Pém phosphate 300 mmol/L; tripropylamine 180 mmol/L; chit tay < 0.1 %; R 6 x 380
50 [diénhda cho [thich vdi may cobas e411. San pham chit bdo quin: pH 6.8 Hop ml 30
may phan tich [dat tiéu chuan ISO 13485 quat PO
xét nghiém
mién dich
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé tinh . .. | lwgng
dong goi
Dung dich hé¢
thong dung dé
rua b phat Hoa chit hé théng Clean Cell, twong 6 x 380
51 |hién ciia may [thich v&i may cobas e411. San pham |KOH 176 mmol/L (twong tng véi pH 13.2); chat tiy < 1%. Hop 30
Ar 4r 7 ‘A A ml
phan tich xét  |dat tiéu chuan ISO 13485
nghiém mién
dich
Dau con xét  |Dau con xét nghiém mién dich, 30 x 120
52 |nghiém mién |tuwong thich v&i may cobas e411. San |Tip nhya Hop PCs 20
dich pham dat tiéu chuan ISO 13485
Cong xét Céng xét nghiém mién dich, twong 60 x 60
53 |nghiém mién |thich v&i may cobas e411. San phdm |Cup nhya Hop PCs 10
dich dat tiéu chuan ISO 13485
Cong phan , ., L 5
, ©oad 48 khay x 84 cong phan ing va dau 48 x (84
ung va dau . , - x . ,
con trong xét con trong xét nghiém mién dich, 10 ) tip + 84
54 A .x hop dung rac. Tuong thich voi may |Cup, tip nhua; hop giay Hop | cip) +8 25
nghi¢ém mien \ 2 A 2 ISR
dich. ho cobas e601. San pham dat tiéu chuan hop giay
1eh, hoP 1190 13485 thai
dung rac
- ’ Dién cue méy mién dich, twong tich Ung dung cho huyét thanh va huyét tuong:
Piéncycmay | ,.7 , X 2 Na+ 80-180 mmol/L .
55 X g v6i may cobas e411/e601. San pham Hop 1PC 1
mien dich dat ticu chudn 1SO 13485 K+ 1.5-10.0 mmol/L
At et ehn Cl- 60-140 mmol/L
Dung dich rtra
dung dé loai
bo céc chat co
th;e. g%}./ n.hﬂleu Hoa chat’ he t}rlf)ng’Preclean M, . |Pém phosphate 10 mmol/L; natri chloride 20 mmol/L; chit tay < 0.1 %; chit bao R 5x 600
56 [doivoiviée  [twong thich véi may cobas e601. San quén; pH 7.0 Hop ml 40

phat hién cac
tin hi¢u dung
cho may mién
dich ty dong

pham dat tiéu chuan ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chitrira  [Hoa chit rira kim hit mau hé thong
kim hut mau  |mién dich, twong thich v&i may . £z . 12x 70
p . ; . . : <19
37" Ihe théng mién |cobas c601. San phim dat tiéu chuan |~ OF 176 mmolL (tuong tmg voi pH 13.2); chat ty < 1% L !
dich ISO 13485
Hoéa chatrira  |Hoa chit rira hé théng mién dich, Dung dich phu trg cho vao thung chira nuéc cét trén may phan tich cobas e 411,
58  |hé thong mién |twong thich véi may cobas e411. San |ting cudng hiéu qua rira giita cic budc va cin thiét cho tit ca cac xét nghiém mién | Hop 500 ml 15
dich phim dat tiéu chuén ISO 13485 dich
.. .. |Hoachit hoa loang mau, twong thich
Hoéa chat hoa e \ 2 x . L, 1a , A
59 lodne miu v6i may cobas e601/e411. San pham | Hon hop protein; chat bdo quan <0.1 % Hop [2x36ml 5
& dat tiéu chuin 1SO 13485
Cong phdn II |59 danh muc
Phén II1. Héa chit xét nghiém dong mau
Hoa chét xét nghiém Fibrinogen,
Hoa chit xét  [tuong thich v6i méay cobas t411.
1 |nghiém Dong goi hop 10 chai dé pha 10 x  [Thrombin bo, khoang 100 don vi NIH/mL véi chit on dinh va dém. Hop [10x5mL 1
Fibrinogen 5 mL . San pham dat tiéu chuan ISO
13485
Hoa chét xét nghiém PT, tuong thich
) Hoa chét xét  [v6i may cobas t411. Dong goi hop  [Thudc thir thromboplastin dong kho tinh khiét tir nhau thai ngudi véi H6 10x 10 |
nghiém PT 10 chai dé pha 10 x 10 mL.San |calcium chloride va chit bao quan P mL
phaim dat tiéu chuén ISO 13485
Hoa chét xét nghiém a PTTT, twong
Héa chit xét thich véi may cobas t411. Pong géi  [Thudc thir bao gom cac hat silicon dioxide 1& yéu t6 hoat hoa va mot hon
3 nohiem aPTT hop 20 chai, mdi chai co thé tich hop phosphatide dau nanh tinh khiét voi dém duoc thém vao, chat én dinh Hop |20 x5 mL 1
gt 5 mL. San pham dat tiéu chuan ISO |va chat bio quan
13485
. Hoa chét CaCl2 dung cho xét
Hoéa chat i . e
CaCl2 ding nghi¢m APTT, tuong thich v&i may 10x 15
4 cho xét cobas t411. Bong gbéi hop 10 chai, [Dung dich calcium chloride; 25 mmol/L Hop mL 1
nghiém APTT moi chai chua 15 mL . Sdn pham

dat tiéu chuén ISO 13485
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hoa chit pha H'oa.chat pha loang xyet ngﬁl@:n}
loAne xét Fibrinogen, tuong thich v6i may
5 % cobas t411. Bong géi hop 1 chai, co Hén dich kaolin Hop [1x50mL 1
nghiém X .z A
Fibrinosen thé tich 50 mL . San pham dat tiéu
& chuéin ISO 13485
Hoba chit dém xét nghiém
Hoa chit dém  |Fibrinogen, twong thich v6i may 10x 15
6  [xét nghiém cobas t411. Bong go6i hop 10 chai, |DPém Owren's Veronal chtra natri barbital (6 mg/mL) trong natri chloride. Hop mL 1
Fibrinogen ¢6 thé tich 15 mL. San pham dat
tiéu chuén ISO 13485
Chit chuin xét nghiém PT, twong
Chit chudn  |thich véi may cobas t411. Pong gbi . oz T . . .
7 xét nghiém PT |hop 5 chai dépha 5 x 1 mL. San Huyé¢t tuong ngudi chong dong bang citrate dong kho. Hop | 5x1mL 1
phaim dat tiéu chuén ISO 13485
Chat chuan xét nghiém Fibrinogen,
Chéat chuan tuong thich véi may cobas t411. Huyét twong nguoi chdng dong bang citrate dong kho.
8  [xét nghiém Dong goi hop 10 chai dé phal0x 1 |Giatri chuén dinh chinh xac duoc biéu thi trén t& mau chuin dinh kém (hodc co Hop [10x1mL 1
Fibrinogen mL. San pham dat tiéu chuan ISO san dang vin ban dién tir).
13485
Chit n6i kiém mirc 1, twong thich
Chit noi kiém [v6i may cobas t411. Pong goi hop  |Huyét twong nguoi chdng dong bang citrate dong kho. Vat liéu miu ching duge R
9 , Tk ; PO z N Hop [20x 1 mL 1
muc 1 20 chai dé pha 20 x 1 mL. San chuan bi tir mot hon hop huyét twong ngudi.
pham dat tiéu chuén ISO 13485
Chét ngi kiém C%l.at n,(‘)l kiém muc 2, tfrong :[I.HCP Huyét twong nguoi chéng dong bang citrate dong kho. Vat ligu miu chimg R
10 e 2 vol mdy cobas t411. Dong gO1hOP |50 chudn bi tr mot hdn hop huyét twong ngudi Hop 20 1 mL :
20 chai dé pha 20 x 1 mL : - : op £ nguot.
Chit n6i kiém mirc 4, twong thich Huyét twong nguoi chdng dong bang citrate dong kho. Vat liéu mau chimg
1 Chit noi kiém [v6i may cobas t411. Pong goi hop  |duoc chuidn bi tir mot hdn hop huyét twong ngudi. Gia tri dich va khoang H6 20x 1 mL |
murc 4 20 chai dé pha 20 x 1 mL. San giéi han chinh x4c dac hiéu cho tung 16 co san & dang ma vach dién tuva op
phim dat tiéu chuén ISO 13485 to gia tri dugc cung cip qua cobas link.
Chat ndi kiém mirc P, tuong thich
12 Chat noi kiém [v6i may cobas t411. Dong goi hop  [Huyét tuong nguoi chéng dong bing citrate dong kho. Vat lidu miu ching 20x 1 mL 1

murc P

20 chai dé pha 20 x 1 mL. San
pham dat tiéu chuan ISO 13485

dugc chudn bi tir mot hdn hop huyét tuong nguoi.
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Coéng phan Coéng phan tng , twong thich véi may
13 |ing may dong |cobas t411. San pham dat tiéu chudn |Thanh cu-vét chira mau thir ctia may phan tich déng mau ty dong Hop [2320 PCs 2
mau ty dong  [ISO 13485
Hoa chét rira thuong quy, trong
Hoa chtrira  |thich v6i may cobas t411. Péong goi . N . . . o 12x 11
14 thurdng quy hop 12 chai, m3i chai chita 11 mL. Dung dich v¢ sinh; dung dich natri hydroxide (NaOH), 1 mol/L. Hop mL 4
San pham dat tiéu chuin ISO 13485
Cong Phén III: |14 danh muc
Phén IV. Ho4 chit xét nghiém sinh hoc phén tir
]?unqu;ch Nude rira cho mé 96 mau xét
rira mé 96 n a
i xét nghiém dinh luong
p  |nehiem dinh ?i}j: t/IPIII}(l: \C]/T}/III\I\gdiilz’)};mygiI;gXtZ:t/ 10 éng WB 200ml; Hop | 960 Test 2
luong o L gAg B , thanh phan WB gdm: Natri citrate dihydrate; 0.05% N-Methylisothiazolone HCI °P
hop. Tuong thich véi h¢ thong may
HBV/HCV/HI ) 2 A
V/ dinh tugp Cobas 4800. San pham dat tiéu
HPV chuan ISO 13485
]v)ungﬂdlch Nuéc rira cho mé 24 mau xét
rua mé 24 n g
mau xét nghiém dinh luvgng
A e HBV/HCV/HIV/dinh tuyp HPV va £
nghiém dinh L, o . 10 6ng WB 55ml; .
2 luong dlAnh tinh CT/I\,IG’ df).n gﬂg01A240 t(?St/ thanh phan WB gdm: Natri citrate dihydrate; 0.05% N-Methylisothiazolone HCI Hop | 240 Test 28
hop. Tuong thich v6i h¢ thong may
HBV/HCV/HI ) P A
V/ dinh tuyp Cobas 4800. San pham dat tiéu
HPV. chuan ISO 13485
K}t dmh’ lu(,mfg. HIV trén h? thonfg Wl MMX R1 (Thubc thir Master Mix Reagent 1): Mangan acetate, kali hydroxide, <
dong, dong goi 120 test/hdp. Xét .
nghiém khukch dgi acid nucleicin |0 0 nafrl azide
Kit dinh luong ﬁr ¢ e dir‘:ﬁ"lwﬁ Cl ,tuz el - HIV-1 MMX R2 (Thuéc thir cobas® HIV-1 Master Mix Reagent 2): Dém
3 HIV-1 trén hé Viércr)l n?i:r; dich .(y ﬁ \;(;uﬁg 1y (sﬁilv_ tricine, kali acetate, 18% dimethyl sulfoxide, glycerol, < 0.1% Tween 20, EDTA, Hop 120 Test 30
théng tu dong |* e iel O NgHot UP <0.12% dATP, dCTP, dGTP, dUTP, < 0.01% c4c doan mdi HIV, < 0.01% Mdi

1). Tuong thich v6i hé thong méay
Cobas 4800. San pham dat tiéu
chuén ISO 13485

xudi va moi nguoc chuén dinh luong, < 0.01% cac doan do oligonucleotide danh
dau huynh quang dic hiéu cho HIV va Chuan dinh lugng
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Quy

STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
s~ .., |Tipxi ly miu cé6 mang loc 1ml,
A 32‘; zz“n’l‘;l " | d6ng g6 3840 cai/hop. Tuong thich Polvoronvicnc Hoo | 40%96 20
SN £ |voi hé théng may Cobas 4800. San ypropy P Cai
- pham dat tiéu chuén ISO 13485
Dia phan tmg  |Pia chira 6ng thudc thir 0.3ml. Dong |, R R .. .4 i n ., R
5 |Realtime PCR |g6i 50 c4i/hop. Tuong thich véi hé zli‘igﬂifﬁtfr e é‘;‘l)san pham tich chiét thyc hién phin tng RT -PCR (Vat | o | 50 i 7
96 giéng théng may Cobas 4800 £ me
Mine dun Ngin chira thude thir 200ml. Déng |
, & 2 & . |g06i 100 cai/hdp. Tuong thich véi hé¢ | Mang lam béng nhua PP, ¢ ma vach dé quét barcode, sir dung trén may tach .
6 |hoa chat loai p ) L e A A Hop 8
200ml thong may Cobas 4800. San pham chiét vat liéu di truyén tu dong
dat tiéu chuan ISO 13485
Mane dun Ngin chira thude thir 50ml . Pong
\ & 5 £ g06i 200 cai/hop. Twong thich véi hé  |Méng lam bang nhya PP, c6 ma vach dé quét barcode, st dung trén may tach R .
7  |hoa chat loai £ . . 2 A Al 1A 1f A n Hop | 200 Cai 4
50ml thong may Cobas 4800. San pham chiét vat liéu di truyén ty dong
dat tiéu chuén ISO 13485
D1~1ng dich pha Dung dich pha loang trong xét
loang trong | - +iém dinh luong trén hé théng ty
xétnghigm |15 e CHIUONS WEM AE TOME W 1gy 5 (cobas® 4800 System Specimen Diluent 2): Dém Tris, 0.1% methyl-4 )
8 ) dong, dong goi 240 test/hop. Tuong . Hop | 240 Test 1
dinh luong , LA 1A , hydroxybenzoate, <0.1% natri azide
trén hé thén thich v6i hé thong may Cobas 4800.
JOHONE 1 gan phim dat tidu chudn 1SO 13485
tu dong
Ching chuén ‘
choxét — —Chang chuan cho xét nghiém dinh |y 1wy | 1(4)C (Mau chiig duong thip HBV/HCV/HIV-1 Low
nghiém dinh  |luong HBV/HCV/HIV-1 trén hé .. X ,
K R , . A Positive Control), HBV/HCV/HIV-1 H(+)C (Mau chiing duong cao R
9 |wone thong tu dong, dong goi 10 bO/hOP. |y ey HTV-1 High Positive Control), (—) C (Mau chimg am Negative Hop | 10 Sets 32
HBV/HCV/H |Tuong thich vi my Cobas 4800. | O £ ’ £ &
V-1trénhé  |San phdm dat tiéu chudn ISO 13485
thong tw dong
Kit ly giai té
bao cho xét Kit ly giai cho xét nghiém R . . . .
. < V)
nghiém HBV/HCV/HIV/HCY GT mé 96 zcitgizbgtf/@(jjg;);ﬁziz e2). Bém Tris, < 0.05% EDTA, calci chloride, calci
X ’ ’ A s 0 A
10 [HBV/HCV/HI jmau, dong g6i 960 testhop. Tuong |, o' 10 @ 4800 Lysis Buffer 2): 43% (wiw) guanidine thiocyanate, 5% Hop | 960 Test 2
VHCEVGT thich v6i mdy Cobas 4800. Sanpham | (0, 0" 010 canol. 294 (wiv) dithiothreitol, dihydro natri citrate
mé chay 96 |dat tidu chuin ISO 13485 poly a7 » 1Y
mau
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STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé tinh déng g6i lwgng
Kit ly giai té
bao cho xét Kit ly giai cho xét nghiém A . o . . .
nghiém HBV/HCV/HIV/HCY GT mé 24 zcitgigbgf/@(jvfjs;);ﬁizizes e2). Bém Tris, < 0.05% EDTA, calci chloride, calci
~ 0
au, do 01 Op. ’ . o . 0 Test 2
I [HBV/HCV/HI jmdu, dong g6i 240 testhop. Tuong |, ¢ o1acm 4800 Lysis Buffer 2): 43% (wiw) guanidine thiocyanate, 5% Hop | 240 Tes >
V/HCEV GT jthich véi mdy Cobas 4800. San pham | 0.\ 0 canol. 29% (wiv) dithiothreitol, dihydro natri citrate
mé chay 24 |dat tiéu chudn ISO 13485 POty P70 > Y
mau
Kit tich chiét
cho xét Kit tach chiét cho xét nghiém
nghi¢ém HBV/HCV/HIV/HCV GT, mé 96 MGP 2 (cobas® 4800 MGP Reagent 2): Hat thuy tinh tr tinh, dém Tris, 0.1%
12 [HBV/HCV/HI |mau,déng g6i 960 test/hop. Twong  |methyl-4 hydroxybenzoate, < 0.1% natri azide Hop [ 960 Test 2
V/HCV GT  |thich véi may Cobas 4800. San pham |EB 2 (cobas® 4800 Elution Buffer 2): Dém Tris, 0.2% methyl-4 hydroxybenzoate
mé chay 96 |dat tiéu chuan ISO 13485
mau
Kit tich chiét
cho xét Kit tach chiét cho xét nghiém
nghiém HBV/HCV/HIV/HCV GT, mé 24 MGP 2 (cobas® 4800 MGP Reagent 2): Hat thuy tinh tir tinh, dém Tris, 0.1%
13 |[HBV/HCV/HI |mau, dong gbi 240 test/hop. Tuong  |methyl-4 hydroxybenzoate, < 0.1% natri azide Hop [ 240 Test 25
V/HCV GT  |thich véi may Cobas 4800. San pham |EB 2 (cobas® 4800 Elution Buffer 2): Dém Tris, 0.2% methyl-4 hydroxybenzoate
mé chay 24  |dat tiéu chuan ISO 13485
mau
Khay xu ly
mau 2,0mL  [Khay xir Iy mau 2.0 ml; dung cho xét
dung cho xét  [nghiém HBV/HCV/HIV/HCV ST .~ 2, . N
14  |nghiém GT/HPV. Dong gbi 40 cai/hop. g}clﬁ};}?fétgigﬁiléinil?zr;g ::fi (Ii)(fr’l ¢6 md vach d¢ quét barcode, si dung trén mdy Hop 40 Cai 9
HBV/HCV/HI |Tuong thich véi may Cobas 4800. atie yen ty cong
V/HCV San pham dat tiéu chuan ISO 13485
GT/HPV
Strip
polypropylene |Strip 8 giéng chay RT - PCR. Pong 120 strips
15 |tring, thanh 8 |goi 120 strip/hdp. Twong thich voi  [Strip 8 giéng, nép trong chay RT - PCR. Thé tich dung mau pham tmg 10- 50 pL Strip (day & np) 2
giéng chay RT [may Cobas 4800. Y ong
—PCR
gﬁ%rcllﬁtmﬁu Eotzgiaﬁig?u%nmiﬁiiﬁgfginé Hop thude thir gdm: - 10 dng 4.5 ml MGP (cobas® 4800 System Magnetic Glass
16 . S . g; n Y |Particles: 93% Isopropanol); - 10 éng 18 ml EB (cobas® 4800 System Elution Hop 240 test 3
240 xét Cobas 4800. San pham dat tiéu Buffer: Dém Tris 0.09% Natri azide)
nghiém HPV  |chuén ISO 13485 TR e
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STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuin k thuat Donvi | ien | Khoi
str dung, tiéu chuén cong nghé : tinh . .. | lwgng
dong goi
Hop thudc thir ¢6 thanh phan gém:
-10 x 0.5 mL HPV MMX-cobas 4800 HPV Master Mix (dém Tricine; Kali
Thube thit xét | Thude thit xét nghiém HPV 240T. acetate; {(.all‘ hydr0x1dez Glycerol;; .dATP, 'dCTIi,. dQTP, dUTI”; Cac do?m moi
R , Lo, HPYV xubi va nguoc; cac doan moi B-globin xudi va ngugc; cac doan do HPV .
17 |nghiém HPV  |Twong thich vi may Cobas 4800. , « . , . . e £ . Hop 240 test
240T San phim dat tieu chudn 1SO 13485 danh dau huynh quang; cac doan do B-globin danh dau huynh quang; EagleZ05
p : DNA polymerase; AmpErase (uracil-N-glycosylase) enzyme; Natri azide)
-10x 1.0 mL HPV Mg/Mn- cobas HPV Mg/Mn Solution (Magnesi acetate;
Mangan acetate; Acid acetic bang; Natri azide)
Hop thude thir ¢ thanh phan gom:
Bo chuén bi Bo chuén bi mau cho xét nghicm - 10 X 0.9 mL PK - (?obas 4800 Pro.telnase K (dém Tris-HCL; EDTA; Glycerol;
mau cho xét  |HPV - PCR 240T. Tuone thich véi Calci chloride; Calci acetate; Proteinase K)
18 i , - % .~ |-10x 3 mL SDS - cobas 4800 System SDS Reagent (d¢m Tris-HCl; SDS; Natri Hop 240 test
nghiém HPV - |may Cobas 4800. San pham dat tiéu azide)
PCR 240T chuan ISO 13485 -10x 10 mL LYS - cobas 4800 System Lysis Buffer (dém Tris-HCl; Guanidine
HCI; Polydocanol)
Vat ligu kiém
S04t xét Hop thude thir ¢6 thanh phan gom: - 10 x 0.5 mL HPV (+) C - cobas 4800 HPV
nghiém, B¢ chiing chuén cho xét nghi¢m Positive Control (gé)m dém Tris-HCl; EDTA; Natri azide; Poly rA RNA (téng
19 Chimg chuan [HPV trén hé thong tu dong. Twong  |hgp); DNA plasmid khong lay nhiém (vi khuan) chira trinh tu HPV 16, 18, 39; Hé 10 sets
cho xét thich véi may Cobas 4800. San pham [DNA plasmid khong 1ay nhiém (vi khuan) chira trinh ty human B-globin °P
nghiém HPV  |dat tiéu chuan ISO 13485 -10x 0.5 mL HPV (-) C - cobas 4800 System Negative Control (gom dém Tris-
trén hé thong HCI; EDTA, Natri azide; Poly rA RNA (téng hop).
tu dong
B0 bao quan va van chuyén mau té
. . |paoxétnghiém HPV. Pam bao chit
BObdoquan /o cho xét nghiém RT - PCR
20 |va van chuyén | - g A 1A fg T, Chura 20ml Methanol-based, preservative solution Hop 250 cai
mau t ba HPV trén hé thong may Cobas
UEEDA0 14800, San phim dat tiéu chudn ISO
13485
Hop gdm 100 chdi 1ay té bao cd tir
)1 Chéi ldy mau  [cung. Pam bao chit lvong miu cho | Chét lidu nhua, vo tring va sir dung mot lan. Thich hop v6i b may mau Roche Hop | 100 céi

té bao tir cung

xét nghiém HPV trén hé thong Cobas
4800

Cell Collection Medium Kit.
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. A 42 ~ s ~ A s ~ R . Kh;{ .
STT | Tén héa chge | MO t ddc tinh Ky thuat, tinh ning Tiéu chuén Kk thujt Donvi - ieh ol
str dung, tiéu chuén cong nghé tinh . .. | lwgng
dong goi
- MMX R1 (cobas® Master Mix Reagent 1): Mangan acetate, kali hydroxide, <
Kit dinh luon Thudc thir xét nghiém dinh lugng 0.1% natri azide
DN A. HBV. £ [DNa HBYV trén hé théng ty dong, - HBV MMX R2 (Thuéc thtr cobas® HBV Master Mix Reagent 2): cac doan moi
22 trén h thén dong goi 120 test. Tuong thich véi  [xudi va moi nguoc HBV, <0.01% moi xudi va moi nguoc Chuén dinh lugng, < Hop 120 Test 25
me dérf £ méy Cobas 4800. San pham dat tiéu |0.01% cac doan do oligonucleotide danh dau huynh quang dic hiéu cho HBV va
v aong chuédn ISO 13485 Chuén dinh lugng, <0.01% oligonucleotide aptamer
- DNA QS (Chuén dinh lwong cobas® HBV DNA Quantitation Standard)
o Thuée thir xét nghicm dinh Trong - MMX R1 .(co.bas® Master Mix Reagent 1): Mangan acetate, kali hydroxide,
Kitdinh luong ||}/ tran he théng tir dong, dong gbi | oL 0 hatri azide
DNA HCV - thons W dons, Cons 8011 gy MMX R2 (cobas® HCV Master Mix Reagent 2): cic doan mdi HCV, < )
23 A Ak 120 test. Tuong thich vdi may Cobas Ao A A Z .. , . Hop 120 test 6
trén h¢ thong 4300. San phim dat fidu chuan 1SO 0.01% Moi xudi va moi nguge chuan dinh lugng, < 0.01% cac doan do
tu dong ) P i oligonucleotide danh dau huynh quang déc hi¢u cho HCV va Chuan dinh lugng,

13485

- RNA QS (Chuén dinh lugng cobas® RNA Quantitation Standard)

Cong phén IV:

23 danh muc
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