Idylla™

PIné  automaticky systém pro
molekularni diagnostiku vyvinuty pro rychlé
ziskani klinickych diagnostickych informaci.

Systém Idylla™ pracuje na principu
RT-PCR. Jedna se o komplexni diagnostické
feSeni od izolace DNA aZ po uZivatelsky
modifikovatelny report. Cely proces trva od
40 do 150 minut.

Systém Idylla™ umozZnuje pripojeni

az 8 diagnostickych moduld. Zobrazeni
vysledk( v pfistroji, archivace vysledkd v
pfistroji ¢i na USB disku, vizualizace PCR

krivek.

% 3 2 i o o o o

Testy Idylla™ - min exspirace 6 mésicu

. Priprava za méné nez 2 minuty
Idylla™ BRAF Mutation test CE-IVD (7 mutaci, kodon 600)

Y LI o8 R
: / Zpracovani vzorku kdykoliv je potfeba,
bez nutnosti ¢ekani na davku 12,13,59,61,117,146)

Idylla™ KRAS Mutation test CE-IVD (21 mutaci, kodony

A Idylla™ NRAS Mutation test CE-IVD (18 mutaci, kodony 12, 13, 59, 61,

\// 3 3 :H“ :45 v‘. j:" %
“.“  0d vzorku do vysledku od 40 do 150 min 117, 146)
Idylla™ NRAS/BRAF Mutation test CE-IVD (NRAS kodony 12, 13, 59,

Lze detekovat aZz 30 molekularnich cill 61, 117 a 146, BRAF kodon 600)
ve standardnim rezimu

Idylla™ EGFR Mutation test CE-IVD (51 mutaci, Exon 18 (G719A/C/
S), Exon 21 (L858R, L861Q), Exon 20 (T790M, S768I), deleci v exonu 19 a
Rozmeéry inzerci v exonu 20 v EGFR onkogenu)

Konzole :
§: 254 mm /10 inch

v: 506 mm /19,92 inch

h: 254 mm / 10 inch . Lo Napajeni

Pracovni prostredi
Instrument . Konsole
%305 mm / 12,01 Inch Teplota: 15 ..30°C Napajeni: 100-240 V; 50/60 Hz
v: 190 mm / 7,48 Inch Vlhkost: 40 ... 60 % Primérny pfikon: 100 W
h: 505 mm / 19,88 Inch RH Tlak: 80 ... 106 kPa Hluénost: Max. 49 dB(A)
Hmotnost Certifikace CE-IVD Pristroj

Napdjeni: 100-240 V; 50/60 Hz
Pramérny pfikon: 200 W
Hluénost: Max. 54 dB(A)
bamed s.r.o., Litvinovice 32, 370 01 Litvinovice
+420 386 351 974 - info@bamed.cz - www.bamed.cz

Konsole: 5,2 kg
PFistroj: 20 kg
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Technical sheet Idylla™ NRAS
Mutation Test

The Idylla™ NRAS Mutation Test, performed on the
Biocartis Idylla™ system, is an /i viire diagnostic

Test for the qualitative detection of 18 mutationsin
codons 12,13, 59,61, 117, 146 of the NRAS gene

The ldylla™ NRAS Mutation Test, from sample-to-resuit,
starts with formalin-fixed paraffin-embedded (FFPE)
human tissue from metestatic colorectal cancers to
liberate DNA for subsecuent real-time PCR amplificatior
and detection.

Features

NRAS mutation detection

Codaon 12 (exon 2)

Coden 13 (exon 2)

G13V (c.38G>T)

C13R (€.37G>C)

Codon 59 (exon 3)
Codon 61 (exan 3)

Codon 117 (exon 4)
Codon 140 (exaon 4}

NRAS Total {acting as Sampie Pracessing Control)

BRAF Total (acting as Sample Processing Contral)

ASIT (C175G54)
061K (C.1810°A)
061L (c182A>7)
0GR (C182A>G)

Q61H (€ 183A>C; c.183A>]

KLI1I7N (€351G>C ¢ 3516>T)
ATABT (c43600A)

Al46V (c4370T)

NRAS JdH\]

ldglla

by BIOCARTIS

1



Specimen requirements

Sample Type FFPE tissue sections (5 to 10pm)

1

Neoplastic cells 210%, if less macrodisseclion is raguired

H3-500mm? (Spm}

Tissue area N T
25-300mm? (10um;}
Performance
Analytital Senéiﬁvity - _CC‘ <5% for most -Jlxt NRAS z‘nutatio:“as"
100% agreement for 10% NRAS G12D
Between Laboratory Reproducibility 100% agreement for 10% NRAS G12V
(480 results at 3 sites) 100% agreement for 10% NRAS Q61K
100% agreement for 10% NRAS Q61R
100% agreement for 10% NRAS G12D
Between Lot Reproducibility 100% agreement for 10% NRAS C12V
(240 results on 3 lots) 100% agreement for 10% NRAS Q61K

100% agreement for 10% NRAS Q61R
Time 120 minutes

Accuracy - Clinical Performance Evaluation

99.6% overall diagnostic agreement for the NRAS gene, was obtained during the clinical performance evaluation
comparing ldylla™ with a sequencing-based reference method.

99.6% overall concordance Reference Method
NRAS Gl2A Gl2v  Gl2C Gl2D G125 GL3D QblH Q61K OQ6lL O61R mui\'a‘;ion Total

Idylla™ Cl2AN 1 4 5

NRAS

Mutation Test Hlas 2 .
G120 8 1* 9
Gles 0 0
G13D 1 1
061H 1 1
061K 7 7
06lL 3 3
Q61R 6 6
No mutation 201 201
Total 1 4 2 8 0 1 1 7 3 6 202 235



Technical sheet Idylla™ NRAS-BRAF NRAS | CE IVD
Mutation Test

The Idylla™ NRAS-BRAF Mutation Test, performed cn
the Biocartis Idylla™ system, is an in vitro diagnostic

Test for the qualitative detection of 18 mutations in
codons 12,13, 59, 61, 117, 146 of the A¥RAS gene and
5 mutetions in codon 600 of the BRAF gene.

The Idylla™ NRAS-BRAF Mutation Test, from sample-to-
result, starts with formalin-fixed, paraffin-embecded
(FFPE) human tissue from metastatic colorectal cancers 10
liberate DNA for sunsequent real-time PCR amplificaticr:
and detection.

Features

NRAS mutation detection

Coden L2 {(exon 2)

Codon 13 (excn 2) G13V (€.386>T)
G13R (€.370G>0)

Coden 58 (exon 3)

Codon 61 {exon 3)

Codon 117 {exon 4)

Codon 146 (exon 4)

NRAS Total {acting ste Processing Control)

SRAF mutation detection

BRAF VBODE (179504 <
BRAF V600D (c.17 99_1800de|insAC)

%

Codon 600

\'-1"" VOEOOK 17681 798delinsAA)

BRAF V6OOR (c.1798_1799celinsAG)
BRAF Total (acting as Sample Processing Control)

d illa
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Technical sheet Idylla™ EGFR Mutation Test €GFR J{\D)

The Idylla™ EGFR Mutation Test, performed on the
Biocartis ldylla™ System, is an in vitro diagnostic test for the
qualitative detection of exon 18 (G719A/C/S), exon 21
(L858R, LB61Q), exon 20 (T790M, S768l) mutations,
exon 19 deletions and exon 20 insertions in the £GAR
oncogene. The ldylla™ EGFR Mutation Test, from sample-
to-result, starts with formalin-fixed, paraffin-embedded
(FFPE) human tissue from non-small cell lung cancer
(NSCLC) to liberate DNA for subsequent real-time PCR
amplification and detection.

Features

EGFR mutation detection

C719A 215665C

Exon 18 G719C €.21556>T; ¢.2154_2155delinsTT
G719S €.2155G>A

C2238_2248delinsCC
€.2239 2248delinsC

DelS
.2240_2248del
€2239_2247de|
Dell? €.2239_2251delinsC

c.2240_2251cel
€.2235_2249del
c.2236_2250del
c.2239_2253cel
c.2240_2254del

Exon 19 €.2238_2252¢el
2237 _2251del
€2235_2252delinsAAT

Dell5 2237 2252delinsT

c2234_2248del
€.2236_2253delinsCTA
€.2237 2253delinsTA
€.2237_2253delinsTC
€.2235_2251delinsAG
€.2236_2253delinsCAA
€.2230_2249delinsGTCAA

|d|i|||a

byBIOCARTIS 1



c.2240_2257del
€.2237_2255delinsT
€.2239_2256del
€.2236_2253del
€.22339_2258delinsCA
€.2237_2254del
Dell8 €.2238_2255del
c.2237_2257delinsTCT
Exon19 €.2236_2255delinsAT
€.2236_2256delinsATC
€.2237_2256delinsTT
c.2237_2256delinsTC
€.2235_2255delinsGCT

Del21 C 2238_2258de
€ 2236_2256del
Del24 € 2253 2276del
T790M €23690T
s7e8l © 2303G5T
insG €2310_2311insGGT
Exon 20 inSASVY € 2308_2309insCCCAGCGTG
insASV11 ¢ 2308_2311delinsCCAGCGTGGAT
insSVD € 2311_2312insGCGTGGACA
insH € 2319_2320insCAC
_____________________________ _ o SR
LB858R c2573_2574delinsGT
EHan Ll € 2573_2574delinsGA
L8610 C2582T>A

ECFR Total (acting as Sample Processing Control)

Specimen requirements

Sample Type 1 x Spm FFPE tissue section

Neoplastic cells 210%, if less macrodissection is required
Performance

Ah"aly.ti(:al Spr}sivtiv.itvy S LOD 5:‘3% for rﬁésl :;:rova!»;‘ff]”t EGFR fﬂrutat‘iahs -
Between Laboratory 100% agreement for 10% ECFR G/19S
Reproducibility 100% agreement for 10% ECFR Dell5

(600 results at 3 sites) 100% agreement for 10% ECFR T790M

100% agreement for 10% ECFR LB58R
100% agreement for 10% EGFR L8610




.

UVN

USTREDNI VOJENSKA NEMOCNICE

Vojenska fakultni nemacnice Praha

P¥iloha ¢. 2 - Cenik pro pozarucni servis

Pozarucni servis

Vyrobcem predepsané kontroly

Cena servisni hodiny
(v KE bez DPH)

Cena dopravy
(pausalni cena* v K&
bez DPH)

Perioda
(pocet mésicu)

Cena kontroly
(jedné kontroly v Ké
bez DPH)

580,00

4.046,00

12

7.400,00

Vyrobcem predepsané kontroly

Cena nahradnich dilti — pokud je vyrobcem
uréena periodicka vyména

Neni uréena periodicka vyména zadného dilu

Cena za periodicka Skoleni obsluhy zarizeni

4.626,00

*pausalni cena dopravy zahrnuje veSkeré naklady spojené s dopravou servisniho technika do mista
pInéni (véetné ztratového ¢asu technika na cesté). Cenu dopravy nelze zadat ve formatu cena / km

nebo cena/ hod.

Cenik nejcastéji ménénych nahradnich dila

Nazev*

Objednaci €islo

Neni definovan zadn

v nejcastéji ménény nahradni dil.

' Cena ks v K¢ bez DPH

Cena /ks v Ké s DPH

*dalsi dily doplni uéastnik

Neocenéné polozky ¢i polozky ,,0“ mohou vést k vyrazeni nabidky uc¢astnika ze zadavaciho

Fizeni.
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Kooperatlva > Centrum spravy pojistnych smluv

VIENNA INSURANCE GROUP Brnénska 634, 664 42 Modfice 2
s
o
Qo
&
TR O Lt TR L &
80440133504819 §
bamed s.r.o.

Litvinovice 32
370 01 Ceské Budéjovice 1

Pojistka k pojistné smlouvé ¢. 8603357696
Kooperativa pojiitovna, a.s., Vienna Insurance Group (pojistitel),
vydava tuto pojistku jako potvrzenti o uzavieni pojistné smlouvy.

Trend - standardni pojisténi podnikatelskych rizik

Pojistnik: bamed s.r.o.
Rodné ¢islo/1C: 62525638
Adresa: Litvinovice 32

370 01 Ceské Budéjovice 1

Pojistény: bamed s.r.o.
Rodné &islo/1C: 62525638
Adresa: Litvinovice 32

370 01 Ceské Budéjovice 1

Opravnéna osoba: osoba, které v diisledku pojistné udalosti vznikne pravo na pojistné plnéni

Pojistna doba:

Pocatek pojistént: 16. 3. 2017
Konec pojistént: 15. 3. 2027
Dohodnut3 pojistna obdobt: 12 mésicd

Pojistné za pojistné obdobi ¢ini: 46 779 K& (bézné pojistné)

Pojisténi se sjednava pro pripad pojistnych udalosti vzniklych v diasledku pojistnych nebezpeéi uvedenych
v pojistné smlouvé.

Dal3{ daje jsou uvedeny na druhé strané

Koaperativa pojistovna, as., > Pabiezni 665/21 > 2apsana u rejstiikového soudu v Praze > 1€0 47116617, DIC (DPH) CZ699000955 info@koop.cz Infolinka

Vienna Insurance Graup 186 00 Praha 8 spis. zn. B 1897, zakL kapital: 3 mld. K¢ DIC (ostatni) CZ47116617 www.koop.cz @ 957 105105

T
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Kooperativa

VIENNA INSURANCE GROUP

Pojistné za pojistné obdobi je splatné vzdy k prvnimu dni dohodnutého pojistného obdobi na Gcet pojistitele:
Cislo tetu: 2226222/0800
Variabilni symbol: 8603357696

Prosime Vas o kontrolu viech Gdaji tykajicich se Vaseho pojisténi a v pfipadé nesrovnalost{ nas kontaktujte na nasi
infolince 957 105 105.

Dojde-li ke $kodné udalosti, ktera by mohla byt divodem vzniku prava na pojistné plnéni, obratte se prosim bez
zbyteéného odkladu na nadi nejbliz3{ kanceld¥ nebo vy3e uvedené kontaktni pracoviité, resp. na makléfe, ktery

pojisténi zprostfedkoval. Ustni nebo telefonické oznament pak potvrdte pisemné.

Dékujeme Vam za divéru, kterou jste nam projevil(a) sjednanim tohoto pojidténi.

JUDr. Hana Machaéova
pfedseda predstavenstva a generalni Feditel ¢lenka predstavenstva

ng. Martin Jivis,

22.6.2018

Kooperativa pojistovna, ass., > Pabiezni 665/21 > Zapsani u rejstfikového soudu v Praze > 1€0 47116617, DIC (DPH) cze99000955> info@koop.cz Infolinka

Vienna Insurance Group 186 00 Praha 8 spis. zn. B 1897, zakl. kapital: 3 mld. K¢ DIE (ostatni) CZ47116617 www.koop.cz & 957105 105

ARTARIATR
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