©)

GeneProof’

Infections

Bloodborne

Bloodborne GPacks

\ T4/ cCenové zvyhodnéné bali¢ky
_ — :
—— GeneProof PCR testl

jeden vzorek
jedna extrakce
jeden run

vice
vysledkut

GPacks ‘

VICE VYSLEDKU V JEDNOM RUNU!

1. Hepatitis GPack 2. Bloodborne GPack
Detekce 2 patogenu: Hepatitis B Virus, Detekce 3 patogenu: Hepatitis B Virus,

Hepatitis C Virus

REF: HEP/GPACK/100

GeneProof Hepatitis B Virus (HBV) PCR Kit, 1x 100 rxn
GeneProof Hepatitis C Virus (HCV) Diagnostic PCR Kit, 1x 100 rxn
GeneProof Universal Internal Control, 1x 100 NAE
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Hepatitis C Virus, HIV type 1

REF: BB/GPACK/100

GeneProof Hepatitis B Virus (HBV) PCR Kit, 1x 100 rxn
GeneProof Hepatitis C Virus (HCV) Diagnostic PCR Kit, 1x 100 rxn
GeneProof HIV type 1 (HIV-1) Diagnostic PCR Kit, 1x 100 rxn
GeneProof Universal Internal Control, 1x 100 NAE
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Bloodborne GPacks

INDIKACE

Diagnosticky zdravotnicky prosttedek in vitro

Diagnosticky zdravotnicky prosttedek in vitro

Diagnosticky zdravotnicky prosttedek in vitro

REGULACNI STATUS

CE, .. IVD / Evropska smérnice 98/79/ES

1023

CE, .. IVD / Evropska smérnice 98/79/ES

1023

CE, .. IVD / Evropska smérnice 98/79/ES

1023

URCENY UZIVATEL

Pro profesionalni pouziti v laboratofich s vyskolenym persondlem

Pro profesionalni pouziti v laboratofich s vyskolenym persondlem

Pro profesionalni pouziti v laboratofich s vyskolenym persondlem

TECHNOLOGIE

Real-time PCR

Real-time PCR

Real-time PCR

TYP ANALYZY

Kvalitatini a kvantitativni

Kvalitatini a kvantitativni

Kvalitatini a kvantitativni

ANALYTICKA SPECIFICITA

HBV genotyp A-H, precore mutanti HBV (HBeAg negativni), 100 %

HCV genotypy 1-8, 100 %

HIV subtypy A - D, AE, F, G, AG-GH, BF, H, K, CRFO3_AB,
skupina N, skupina O, 100 %

ANALYTICKA SENZITIVITA

36,9792 1U/ml (na HBV NIBSC 05/148 s GeneProof

53,505 IU/ml (na HCV NIBSC 14/150 s GeneProof PathogenFree

(LoD s 95% pravdépodobnosti) PathogenFree DNA Isolation Kit) RNA Isolation Kit) Zpracovani vzorku Plazma Sérum
64,067 IU/ml (na HBV NIBSC 10/266 s croBEE 201A Nucleic 170,062 1U/ml (na HCV NIBSC 14/150 s croBEE 201A Nucleic GeneProof PathogenFree  129,6 IU/ml, tj. 2135 1U/ml, tj.
Acid Extraction Kit) Acid Extraction Kit) RNA Isolation Kit 713 cp/ml 117,4 cp/ml
13,9 1U/ml (na HBV NIBSC 10/266 se SpinStar Viral Nucleic Acid 33,473 IU/ml (na Acrometrix HCV-S Panel s MagCore Z';giitzrglﬁo'\;ugf'c 322455!;];::: U fzsgzgslgéﬂltj‘
Kit 1.0 s pouzitim SpinStar Pretreatment Solution) Automated NA Extractor) ’ ’
MagCore Automated NA 58,8 IU/ml, tj. 70,6 1U/ml, tj.
7,95 IU/ml (na Acrometrix HCV-S Panel se SpinStar Viral Extractor 32,4 cp/ml 38,84 cp/ml
Nucleic Acid Kit 1.0 s pouzitim SpinStar Pretreatment Solution)
DIAGNOSTICKA SPECIFICITA 100 % (Clyg ., 99,06 % - 100 %) 100 % (Clyg,: 99,07 % - 100 %) 100 % (Clg,: 99,05 % - 100 %)
DIAGNOSTICKA SENZITIVITA 100 % (Clyg ., 95,90 % - 100 %) 100 % (Cly,: 95,39 % - 100 %) 95,41 % (Cl,g,: 89,10 % - 98,30 %)
JEDNOTKY STANOVENI 1U/ml 1U/ml 1U/ml

METROLOGICKA SLEDOVATELNOST

4™ HBV International Standard NIBSC 10/266

5% HCV International Standard NIBSC 14/150

4™ HIV-1 International Standard NIBSC 16/194

VALIDOVANE TYPY VZORKU

Plazma, sérum

Plazma (EDTA, citrat), sérum

Plazma (EDTA, citrat), sérum
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Manufacturer and Global Distribution
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