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Test kit for the detection of an indicative amount of
monohydroxyphenolic metabolites (tyrosine) in urine

(Lay Semi-Quantitative Test for Self-Assessment)
(Chemical chromogenic method)

Author: Mag. Martin Muzikant, Ph.D.
Company: CNEU MEDICAL s.r.o.




The current situation in the
prevention of oncological diseases

SCREENING PROGRAMS OF HEALTH INSURANCE
COMPANIES - Czech Republic
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» Since 2014, addressed invitations for screening
» Over 8 million invitations in 4 years

» Aimed at breast, cervical and colon cancer
screening

» Nevertheless, low interest of citizens and high non-
participation




The current situation in the
prevention of oncological diseases

Cancer prevention: The impact of the covid epidemic
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» Half of people neglect colon and cervical cancer screenings
approx. 50% of people do not go regularly, of which 20-25% at all!!!

did not go thanks to covid, up to 30% in the short term and approx.

» During covid, around 14% of people postponed key prevention, som\e
15% in the long term did not participate in prevention

CITIZENS CAN'T BE RETURNED TO REGULAR PREVENTION!




Blood tests for the prevention of
oncological diseases
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Tumor markers from blood and their price in the laborator

» Currently, tumor markers are monitored either in blood or in
tissue samples taken (biopsies)

» The total price of all available blood tumor markers is more
than 400 USD, and this is only basic testing with variable
sensitivity (60-80%).

» For example, the PSA test has 68-80% sensitivity,
improved urine sediment test for PCA3 marker
(Progensa urine test) costs approx. 200 USD




Basic examination in the framework of the
prevention of oncological diseases |.

Procedure in the prevention of oncological disease

» Self-examination - any findings on your body or doubts must be
consulted with the treating general practitioner

» Patience when a malignant disease is suspected - unfortunately,
at present, it is not possible to carry out all the examinations at
once, it takes time.

» Basic oncological examination - blood and urine examination,
imaging methods (SONO, Mammogram, X-ray, possibly CT),
direct methods (gastroscopy, colonoscopy, bronchoscopy)
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Basic examination in the framework of the
prevention of oncological diseases Il.
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Basic examination prices for self-payers

» A basic examination for a possible oncological disease costs on
average about 400 USD (self-pay)

» But if we are dealing with complex oncological examinations,
then the prices are already over 1.200 USD (self-pay) \

» And subsequent treatment of late-caught cancer costs
hundreds of thousands USD




What is Tyrosine?

» Non-essential amino acid (formed from
essential phenylalanine)

» It plays a key role in resistance to stress!

» Tyrosine is excreted in the urine and its
limit amount in a healthy adult population is
max 200mg/per liter of urine

(child under 1 year - 1500mg/L,juveniles
under 18 years of age - 500mg/L)




Urinary tyrosine as a marker of malignant
tumor
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» High levels of tyrosine in the urine indicate a
serious problem in the body (adult max.
200mg/L)

» Tyrosine plays an important role in cancer
(current scientific studies)

» Urine is a medium that is ideal for non-invasive
and rapid diagnosis of possible cancer
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CarciReagent for self-testing

» CarciReagent - in vitro diagnostic medical device for self-
testing, intended for the detection of metabolites of
monohydroxyphenol (tyrosine) and its indicative amount in
the patient's urine

» The test uses a chemical chromogenic method. The idea is
that the presence of a substance of interest in a test sample is
detected by a chemical reaction that produces visible color
changes. The result can then be compared to a color scale.
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Detailed representation (video) of the workflow:




CarciReagent for self-testing

Rating (according to the color scale included in the package):

Result #4, 5: POSITIVE — The amount of tyrosine in the urine is increased. It is recommended
to consult the result with a doctor and take an interest in your health.

Table with approximate amount of tyrosine in urine in mg/L
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Negati Positiv Positiv Positiv

Result #: Negativ

Negativ

Approximate amount
tyrosine in urine (mg/L)




CarciReagent for self-testing '&

Carci Reagent
» Real negative test results




CarciReagent for self-testing S

Sensitivity (Malignant tumor 96.7%) and Carci Reagent
specificity (99.4%) of the CarciReagent tester

Disease Senzitivity

Malignant tumors 96,70%
Pigment disorders 22,10%
Diabetes 21,50%

Gastritis 15,10%

Gastric ulcers 14,10%
Tuberculosis 8,90%
Viral hepatitis 8,80%
Benign prostatic hyperplasia 7,10%
Inflammation of the gallbladder 7,00%
Pneumonia 6,90%
Esophagitis 5,40%
Inflammation of the small intestine 4,50%
Specificity in a healthy population 99,40%
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CarciReagent for self-testing

» THIS LAY TEST IS USED AS AN EARLY WARNING TO
PREVENT POSSIBLE SERIOUS ONCOLOGICAL
DISEASE!

» The results of the examination must be
consulted with a doctor. The test is intended for
single use. The test is intended for healthy
persons over 18 years of age.




EU CERTIFICATION No. 22 0196 CN/NB S

Carci Reagent

CarfiReagent IVD self-test in vitro diagnostic
too

meets the basic requirements defined in Annex I., Section A, Section B, in Annex lll. § 6.,
directive of the European Parliament and the Council 98/79 / EC which apply to it takmg
into account the intended purpose = === -~ T ommmm ot R e e

The following requirements are me

EN I1SO 13485:2016
EN 13532:2002

EN 13612:2002

EN I1SO 14971:2012
EN ISO 15223-1:2016
EN ISO 18113-1:2011
EN I1SO 18113-4:2011
EN I1SO 23640:2015
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EU CERTIFICATION No. 22 0196 CN/NB

& CNEY MEDICAL, 5.5.0.

Mot :
INSTITUTE FOR TESTING AND GERTIFKATION, lac.,
s Torndke Biali 269, Lauky, 763 02 Zlin, Grech Republic

EC Design-Examination Certificate
No. 22 0196 CN/NB

Issued for manufacturer

CNEU Medical, s.r.o.

Jerabkova 1459/8, 148 0D Prague 4, Czech Republic

in accardance wilh raguiremants of

Directive 98/T9/EC

on in vitre diagnostic madlcal devices, Annex Il (6)

for the fallowing praduct catagonyiss):

CarclReagant

The Notified Body No. 1023 has performed an examination of the deslgh dossler relating

b devicss { device categariss in accondancs with VDD Annex Il {6). The dssign of the
deviees confams to the requirements of this Directive.

Valid from:  2023-05-20
Valld untll:  2025-05-26
First szued: 2022.05-20
Revision: -

Tl

Mar. Jifi Hes

Date: 2022-05-20
Represcrtative: of the: Motilied Body . 1023

Page 1t

Data: 2022-06-20
Ravlsion: -

Nulifu Berty 1023
TUTE FOR TESTING AND CERTIFIGATION, .,
i Bat| 299, Louky, 763 02 Zlin. Gzch Appublis

» Design-Examination Certificate
No. 22 0196 CN/NB

Iseusd fer manufacturer;

CNEU Medical, 5.1.0.
459/8, 149 00 Prague 4, Czach Republic

o .

_. B1380009 | Centfication

Rl
.
Mgr, Jifi Hed
Representalve of the Notiied Body No. 1023
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Jerabkov: 1455/8, 149 G0 Praguc 4, Czech Regubliz

EC Declaration of Conformity

Nr of IVIE CRADL

Furznant to Art Hoo 22711097 Call, O fechnieal res
Dcree Mo, S0HILE Cull, Laying down technical

quircmans lor priducts, a5
i !

aled, Cover

For e

2 fior gL

ameniled amd in aceortance Wil the regquirements of the Directive Y879 ¢ EC of the Lampean
Farliament and uf the Comeil at 27 Ocluber 1995 e i vila dismeostic medicsl devices

Matubicturer: CNEU MEDICA
Hegivmered olfices  Fragnc 3, Jeidbl.
m: 48210 438

heseby ecluzes thiat the diagnastic devios

CarciReagenc

meers e st requircinents defins in ¢
Erirective 9874 7 EC ol the Eurapcan Mg
assount the infended pupase uf use, resp

Deseripfion of the medical device:

CarciRengent - in vien dipuostc devies
mnnnhgdsyplenol metaholies (yesin
(Lay somi-quantitative test for seirtzeia)

These requinements ure met durios pri
INTS0153185:2016

EN 135122002

EN 1361 2:200

TNTSO 14971:2012

FX IS0 225 1:2006

The uotifice: hady participated in the ec
Vitle: ¥ ITLTE FOE

By g Tiida lomite Ba
Nutificd body number: 1023
mn: AT 10181

1D: 082 99 454

Bank C2K: FIO Bank; I4AN; C£24 2010 00C

Bank USD. FIO Bank; 1BAN: C249 2010 Q1

£ank LUR: FIQ Bank; IRAN: £33 2010 090
Wi carcireagent.com

x CNEU MEDICAL, s.r.0.

X 1459/8, 14 o bl
Carcl Reagent Jecablova 145978, 149 0D Prague 4, Czech Repblic

EC Cg{tiﬁcate No.: 22 0196 CN/NB

1023

FC Certificale is<ucd for the disguostiv devies in vinen CanviReagent.

In Prague vu: Muy 27, 2022

\,ﬂ(f\-’lED!CA
Siguature, mmp..%‘, S

*

Respunsible porsan: Mag, Mactin Muzikant, Ph.13.

On behalf of compatoy: CANLU MEDICAL, s.c.o.. Jeubkova 14398, Trague 4. Crech Repuhlic

10: 082 50 452

Bank [ZK: HO Banl; 1BAN: C22d 2010 0000 0023 0174 9129; RIC: FIOBCZPPXEX

Bank USD: FIO Sank; IBAN: €243 2010 GOGA 8021 174 9132; BIC: FICBCZPRYNX

Bank EUR: T1Q Ltank; IBAN: €239 2010 0000 D28 0174 9133; BIC: FIOSCLPPAXX

L.corm info@carcireagant.com
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REGISTRATION WITH THE STATE OFFICE FOR

DRUG CONTROL, CZECH REPUBLIC, EU

sTAmN dsTav Eronrom 28 Telefon: #420 172 155 111 E-mail: posta@nkle
PRO KONTROLU LEEW 100 41 Praia 10 Fax: 732377
ADRESAT ADRESA
NEU MEDICAL 5.r.0. Jefibioum 14%3/8
Mg Martin Muzikant PnD. Frahe-Chodow
1500
izt jednac ‘Spisovd madis yfizuje [ e-mail Dmtum
Ing. Jarmila Bartovs 29.12. 2022
jarmits ertovsgsukic:
ROZHODNUTI

St tistav pro kontrolu E8iv, se sidlem v Praze 10, Srobdrova 48 (ddle jen , Ustav®), jako sprawni orgén pristusng
na zdkladé §5odst 1ve quull 5 §‘Modsl_alﬂmna{_3?5f2|]225h. o zdravotnickych prostiedcich

adi rickich h in vitro, we znéni pozdéjich predpish (dile
Jm.zahmnpruﬂ:edudr’}vmllachsd.lﬂmisl_!pmﬂmspnjmsdZSnamszvmpsh!mpilanulm
aRady (EU)2017/746 ze dne 5.dubna 2017 o di h ickych fedcich in vitro a o zrueni

smémice 98/73/ES a rozhodnuti Komise 2010/227/EU, nebo &.123 odst. 3 pism. d) ve spojeni s &l. 29 nafizeni
Evropského parlamentu a Rady (EU) 2017/745ze dne 5.dubna 2017 o zdravotnickjch prostiedcich, zménd
smémice 2001/83/ES, nafizeni (ES) &. 178/2002 a nafizeni (ES) & 1223/2009 a o zruleni smémic Rady 30/385/EHS
a 93/42/EHS, rozhod| ve sprévnim fizeni, sp.zn {2022, v souladu s §67 zakona & 500/2004 Sb.,

sprawni fad, ve znéni pozdéjSich predpist (dale jen ,spravni fd*),

takto:

Ustav timto vyhovuje 33dosti osoby registrani Zislo 081023, CNEU MEDICAL sr.o., se sidlem Jefdbkova 1459,
14900 Praha, IC: 08290458, o notifikaci prostiedku ve smyslu § 2 odst. 3 zdkona o prostiedcich.

L . . Registraini &islo .
crok Vyroboe
01119521 CarciReagent 081023 CNEU MEDICAL s.r.o.
ni kod varianty Doplinék ndzvu Tislo
po— CR/OOL
Platnost wySe tr Fi ych i &ini pét let ode dne nabyti pravni moci
tohoto rozhodnuti.
Odivodnéni
Podle § 68 odst. 4 spra Fadu neni odi Eni i tieba, jestlife spravni orgdn primiho stupné viem

Aigastnikim v plném rozsahu vyhovi.

& E-mail: postni®:
PRO KONTROLU LECV 10041 Praha 10 P +420271 732 377 Web: W skl
-
' ADRESET ADRESA
*) SUKL ... .
Mag. Martin Muzikant Ph.D. Praha-Chodov
1m0
je : Vyfize /e-mail Datum
e Ing. Lenks Voltrovd 13.11. 2002
lenknvoRrova@sukLez

POTVRZENI SPLNENi OHLASOVACi POVINNOSTI

Stétni iistav pro kontrolu 182y, se sidlem v Praze 10, smmm,pmwuugmmmm-ihdegs
pism.b) zdkona €. 268/2014 Sb., o di ickych h cich in vitro, ve znéni pozdéjSich
predpisii s ochledem na 1. 113 odst. 3 pism. f] nafizeni Evropského parlamentu a Rady (EU) 2017/746 ze dne
5. dubna 2017 ickych ickych i '--lnﬂmaomlmmmamm
Komise 2010/227/EU, nebo na zdkladé § 9 pism. b) zdkona & j2i 5b., o ickych ichao
zméné zakona . 634/2004 Sb., nswzmmmduvemlnmmﬂnz!xE 2021, s ohledem na
ustanoveni § 74 odst. 4 zdkona €. 89/2021 5b., o ickych ich a o zméné zdkona £. 378/2007 5b.,
0 létivech a o zménach nékteryich souvisejicich zdkonl (zdkon o léEivech), ve znéni pozdéjfich predpist, potvrzuje
timto spinéni ohlasovaci povinnosti nize uvedené osoby.

Registracni Zislo 081023
Ic 08290458
Maizev ‘CNEU MEDICAL s.r.o.
Sidlo Jefabkova 1459/8, 14900 Praha, Cesks republika
Kontaktni osoba Mag. Martin il Ph.D., martin. com, +420722 170 087
Seznam Einnosti
*  vjrobce ickich ickijch prostfedkd in vitro
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Certification I1SO 13485:2016

CoMS C0L 5 - Centifikace Msnazésskych Systémd
Prtfakinea 10, Mrmn B340, e

Can

v souladu

150

BT <A O QS-MI 00777
Zislo obaru: 13

P.atnost camfikatu: ea g8
Uatu vystaveni: 13

|

CERTIFICATE

CeMs-CO, 5.r.0,, the Certifying

Authority for Management Systems

has implemented and uses a
quality management system for

Production of an in vitro diagnostic medical device for
one-time self-testing,

Proof has been provided of compliance with the
requirements of

150 13485:2016

Cerlifiale Mo QMEME00222
Undon acklliess 11
Lertthcate valld: ok

IEsuE Late: 2022

atitended the LRQ/

1SO 13485:2016 - sezname

Certifikace
Manazerskych LRQA
Systém(
CER&IT'¥ AT
| FETNITEIYA Lm;mm Mty St Certiﬁcate of
Certifikat ks s e 554 0 o LRQA
manager: Certifikace Thisis o e
Manazerskych
na zakladé kladr .
posuzovéni | Systémi Mag Martin Mi

Certificate of Achievement

This is to certify that

Mag. Martin Muzikant, Ph.D.

CNEU| certifies that on
Jefal 12 Prosini successfully completed the LRQA training course:
14 &
e B pate is Interni auditor 1ISO 13485:2016
zavedla a pouzt Carci Reagent 12 prosin
kvality zdravotn
Vyroba in vitro diagr CNEUMEDICAL s.1. 0, en
jednora; Jefabkova 1459/8 13 Prosinec 2022 to 14 Prosinec 2022
145 00 Praha

Date Issuad

14 Prosinec 2022

Certificate ID: 41771385-41808656




EARLY WARNING OF SERIOUS DISEASE '&
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» Currently, we have offered a tester to
Czech health insurance companies for
preventive programs within their
projects.

» We are negotiating with representatives
of the Czech Medical Chamber and other
institutions that deal with health
protection and prevention of oncological
diseases
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EARLY WARNING OF SERIOUS DISEASE

» An examination is recommended at least once
a year, more often in case of doubts about the
state of health or other circumstances

» The recommended retail price is set at 79 USD

» You can find it on google - CarciReagent
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Thank you for your attention! |\ c..c resgent

Are you interested in providing a
tester to your customers?

Do not hesitate to contact us!
Mag. Martin Muzikant, Ph.D.
Email: muzikant@carcireagent.com

Mobile: +420722170087
www.carcireagent.com
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