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gb SARS-CoV-2 Variant SA/BR, UK

Purpose of use

gh SARS-CoV-2 Variant SA/BR, UK is a CE certified in vitro
diagnostic kit that enables multiplex detection of 5ARS-
CoV-2 virus RNA (Wuhan coronavirus 2019) in RARP gene and
simultaneously the detection of mutations A570D a E484K
in S gene. The A570D mutation occurs exclusively in lineage
B.1.1.7 (a.ka 201/501YV1) referred to as the British variant. The
F484K is an escape mutation that causes reduced binding of
neutratizing antibodies and occurs in lineage B.1.351 (aka
501YV2) referred to as the South African variant and lineage
P1 (a.ka S01YV3) referred to as the Brazilian variant. The
false negativity is checked by exogenous positive control
with artificial sequence.

Principle of detection

The test is based on multiplex one-step RT-gPCR method.
The analysis is performed using fluorescently labelled probes,
which allow the detection of viral gene S {mutation E484K
FAM channel, mutation AS70D HEX channel), viral gene RARP
{ROX channel) and excgenous positive control {Cy5 channel)
in one reaction. The Kit contains all the necessary components
to perform the test.

Available products

3239-100
3239-500

500

CE VYD one-step RT-qPCR kit contains reagents to provide 1007500 reactions (20 ul volure of each reaction).

Parameters of the diagnostic kit

« CE VD multiplex one-step RT-gPCR kit

« [SARS-CoV-2 - detection of viral genes S and RdRP|

« mutation E484K - South African variant B.1.351 {501V,
V2) and Brazilian variant P.4 (501Y.V3)

mutation AS70D - British variant B.1.1.7 (201/501YV1)
o fluorescence channels FAM {E484K), HEX (A570D}, ROX
{RARP}, Cv5 (EPC)

suitable for multi-channel PCR thermodyclers

high sensitivity detection

+ LOD is 3 coples of viral RNA per reaction (95% (l}

pasitive and negative control for analysis validity

confirmation

*» exogenous control (EPC Template RNA) is an artificial
RNA, which may be added either to the sample before
the isolation or to the RT-qPLR reaction

+ exogenous control serves for verification of extraction
process and reveals possible inhibition of RT-gPCR

*

Content of the diagnostic kit

1) tube lid colour corresponds to reagent type
2} number for kit size of 100 / 500 reactions
3} vokume equates to 100 PCR reactions of 20 ¢l velume

Validated for cyclers

® (FX96/96Touch (Bio-Rad)
I'e QuantStudio 5 {Applied Biosystems] |
» RG 3000 (Corbett Research)

generi biotech
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ech
EC DECLARATION OF CONFORMITY

in:compliance with
Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro
diagnostic medical devices including amendments

Manufacturer:  GENERI BIOTECH s.r.0.
Machkova 587/42, 500 11 Hradec Kralove 11 ~ Trebes, Czech Republic

hereby declares, that real-time PCR kits as /n vitro diagnostic medical devices (IVD} listed below.

gb Human B2M mRNA Cat. no. 3153-100 and 3153-500
gb Sarbeco E (primary test) Cat. no. 3227-100:and 3227-500
gb SARS-CoV-2 RARP {confirmation test) Cat. no. 3228-100 and 3228-500
gb Sarbeco N {primary test) Cat. no. 3729-10Q and 3229-500
* gb SARS-CoV-2 N (confirmation test) Cat. ho, 3230-100 and 3230-500
gb SARS-CoV-2 Multiplex Cat. no. 3231-50, 3231-200, and 3231-500
gb SARS-CoV-2 Combi _Cat. no, 3232-100 and 3232-500
gb SARS-CoV-2 Influenza A/B Cat. no. 3233-100 and 3233-500
gb SARS-CaV-2 Multiptex EndoC Cat. no. 3234-100, 3234-500 and 3234-M
gb SARS-CoV-2 Combi EndoC Cat. no. 3235-100, 3235-500 and 3235-M
gb SARS-CoV-2 Variant SA/BR, UK Cat. no. 3239-100 and 3239-500
gb ONCO BRAF {(V600E) Cat. no, 3241-024 and 3241-048
gb ONCO EGFR {T790M) Cat, no. 3245-024 and 3245-048
gb ONCO BCR-ABL DETECT Cat. no. 3246-048
gb ONCO BCR-ABL MAJOR / GUSB Cat. rio. 3249-048 and 3249-096
gb GENETIC HLA-B*27 Cat. no. 3257-025 and 3257-100
gb ONCO BRAF {V600) Cat, 'no. 3281-024 and 3281-048

comply with the essential requirements of Annex I -of the Directive 98/79 EC including amendments.
The conformity was established accerding to Annex 1 (class: other IVD products) of the Directive 98/79 EC.

Following harmonized technical standards were used to demonstrate the compliance:

EN IS0 13485:2016

ENISO 18113-2:2011 : . S

EN IS0 23640:2015 geﬂeﬁ‘i bm’cech

EN 13612:2002 GENER! BIOTECH siro.

ENISO 14971:2019 Machkova 587/42

EN ISO15223-1:2016 500 11 Hradec Kralové 11 - Trebes
Inr Hradec Kralove PharmDt. Radovan Haluza, Ph.D:

Date: 25. 3. 2021 CEO and Managing Director

GENERI BIOTECH s. 1. 0. | Machkova 587,500 11 Hradec Kralové 11, Czech Republic | t: 470 495056 314 | T-5430 495 056 316 | info@generi-bictethicony | wwwgeneri-biotech.com
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