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FEDERAL AGENCY

ON TECHNICAL REGULATION AND METROLOGY
VOLUNTARY CERTIFICATION SYSTEM GOST R «<EAC AUDIT»
REGISTRATION NUMBER POCC RU.31700.04EACO

BIORS LLC

AGENCY FOR CERTIFICATION LLC «GORTEST»
REGISTRATION NUMBER POCC RU.31700
ITN7 16798 PSRN 1087746489060

Legal address: 109028, Russia, Moscow, Serebryanicheskaya seafront, house 27, ATIDIT
floor 4, premise 1, room 17
hone: & (800) 100

) 0-730, e-mail: infof@eacaudit.ru

We develop, manufacture, sell and provide further support for medical intelligent

equipment allowing donosologic rapid diagnostics. The quality of our equipment
we produce is confirmed by the certificate ISO 13485.

=% CERTIFICATE OF CONFORMITY

Registration number Ne 04EAC1.CM.01346

Individual entrepreneur Yaroslavtsev Aleksey Yuryevich
(nzme of person)
117292, Russia, Moscow, Ivan Babushkina street, 3-455

(legal address)

117292, Russia, Moscow, Ivan Babushkina street, 3-455

((((((

ITN: 772806444506 PSRN: 308770000032141

THIS CERTIFICATE CERTIFIES THE CONFORMITY

Quality Management Systems for Medical Products of the Individual Entrepreneur Alexei Yaroslavisev according
to GOST ISO 13485-2017 (ISO 13485:2016) «Medical Products. Quality Management Systems. System
requirements for regulatory purposes» in relation to the production and mai of medical equip it

We work for clinics and private practitioners, spas and gyms, hotels and health
resorts, pharmaceutical companies and pharmacies.

Current and potential partners are our distributors in regions and abroad.

Date of registration: 12-02-2020

Validity period to: 11-02-2023

Head of certification agency: = =
¢ ’U 3202&

V.1. Pogodin

E.D. Kurbatova
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Hardware and software complex (HSC) Bioscanner Wellness is a complex for donosologic rapid diagnostics. It
combines classical methods of clinical examination and intelligent software developed by doctors and programmers of
our company.

The purpose of creating our device was to obtain a combination of the following advantages:

- reliability (all tests are established classical diagnostic techniques);
- light weight (4.85 kg);

- simplicity (working with Bioscanner does not require high skill level of operator; it can be operated by a nurse, gym
Instructor, trainee, or even an assistant who is not directly related to medical care);

- autonomy (the device does not require stable internet connection);

- mobility (dimensions are 40 x 30 cm);

- accuracy (clinical trials are performed; strong correlation is confirmed by the Russian Military Medical Academy);
- full-body pre -clinic classic diagnostics (equivalent to five standard methods of donosologic check-up);

- high technologies (data mining performed by the software and summarizing of integral analysis results);

- speed of examination (full-body health check-up takes 10 minutes on average).
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Medscanner performs the following tasks:

1. Rapid and reliable assessment of patient body condition; detection of disorders in different organs in the early stages, befo re signs of

disease appeatr.
2. Individualized selection of therapeutic or rehabilitative measures; health status monitoring during the treatment process.

3. ldentification of the causes of overweight, selection of weight loss program, diet efficacy assessment, calculation of individual physical
activity level.

How the device works

Conducting the examination is just the fixation of electrodes and sensors on a patient’s body according to program explanator y images

and pressing the Start button.
The device carries out all measurements automatically, software performs integral analysis of obtained data. Results are displayed as

diagrams, text reports and visual images. All reports can be printed directly by the printer or sent by e -mail.
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Advantages of the device

Bioscanner can substitute for all equipment for a basic health check-up. The device combines many full science based diagnostic technigues,
realized in individual devices such as electrosomatograph, electrocardiograph, pulse oximeter, photoplethysmograph , and bioimpedance
analyzer.

= Fullautomation and simplicity of examination make it possible to involve unskilled health workers. It allows a quick replacement of
operator of Bioscanner in case of unforeseen situations, without loss of diagnostic quality.

= Free software and updates throughout the lifetime of the device.

= System integral analysis not only of separate organs state, but also the body as a whole.

= Detection of disorders in different body organs and systems even in the early stages, before signs of disease appear.

= Internet connection is not required for device operations. Bioscanner is completely autonomous.

= Full-body screening takes 15 minutes.

= Allmethods of diagnostics with use of our device are established diagnostic technigues of evidence-based medicine.

Economy of

money

- For purchase of medical equipment. You pay for one device and get capabilities of four machines.

- You do not need to pay rent for several offices to place several devices. In order to organize a medical office, one room from 3 m2 is required.
- Investments in salaries of hired medical staff. Only one nurse is required for operation of one device, not several nurses and a doctor, usually
required to perform standard diagnostic procedures and give medical opinion on a patient’s health and treatment.

time

- Full-body preclinical diagnostics including a conclusion about the health condition takes from 15 minutes.

- A possibility to reduce time for starting a medical office up to 1-2 days.
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BIORS medical equipment is exported to a number
of foreign countries, such as China, Vietnam,
Romania, Israel, Belarus, Ukraine, Kazakhstan.

=* BIORS

simple rapid accurate
EC Declaration of conformity

This declaration of conformity is issued under the sole responsibility of the manufacturer

We give to all our distributors a substantial S

Hardware-software complex Big=~~——-- W/-1—~mmn
Type: 1 ,wm it *""" iy Ry ”"-*-w-“" "--x-- i

discounts, and possibility of instalment payments up
to 6 months, depending on number of purchased
devices.

- - - of 26 February 2014 on the har, "u"HCKOl%g 2301117%1;16;;[E
electromagnetic compatibility. “
S O ftW a re IS t ra n S Iate d to En g IIS h a n d C h In a . A 3aasurens, O6uecTBO ¢ OrpaHHYCHE Daed B“u:;:_:s: e £ Manufacturer: BIORS LLC “:E e
i 456-3 lvana Babushkina street
- . . Mecto naxoxaenus: Poccuiickas @e) EN 55014-1:2017, EN 55014-1: g 117292 M J M BHOPCy»
recent software version is available for download P s ey s | Evsiesimacin. o § o R deae e oy
. . 1om 31r, crpoenue 1, oduc 310, ocHo ; Product Hardware-software compiex Bioscanner Wellness ) mep BHOPC-02; Menckanep BHOPC-03;
f f h b b TOJ‘Ie(iJOH: +7 (499) 393-32-33, ajpec : Certificate of conformity No.211 2 3 o ep BHOPC-05
ree of charge on our website www .bioscaner.com. o 41 459) 3925 e | o A
I, the undersigned, representing the % < ICTOBEPEHUE BBIJIAHO
3asIBJISIET, YTO ANNApaTHO-TIPOTPAMA product specified above, to which th | & Specifications: the product specification is given on the other side of the certificate ' rerBennocthio "brosormaeckue :
HazHaueHHs, Toprosas mMapka BUOPC Directives and Standards. § rempr" (000 "BHOPC"), Pocens, 117292, Mocksa, -
nzrorosuTe b OOIECTBO ¢ OrpaHHy e | 455

We export our hardware and software complex to

- - nom 31r, crpoenue 1, oduc 310 ; z : 4515 : 236017
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In the countries of the European Union, our
equipment is supplied under the brand name

according to the received European certificate.

“p 7 ; _
i 1. The certificate applies to the product the ab C report. | YCTOBEPEHHE HMEET PUIIOXE!
Bioscanner Wellness”, and has a CE-mark Cranzaprsi B pesyabTare npuveHeri i £ T o ocacony s ot o v b et y :
o 3 = P [ 2 3. The certificate does not inppfmatthe ification body has perf or control of the production process. 4
‘I‘gLG(}BaHHH TeXHUYECKHX periaMeHT( {\ 1. The nianurashiter shall B ihe S i i oriod type. P -'-‘ masi 2017 roma Ne 4794
OBMECTHMOCTb TEXHHYECKHX Cpeac A 5.

As an originalequipment manufacturer, we can T Pl | ST
export our devices as OEM motherboards under |
other brand names.

Bioscanner Wellness ';

Manufacturer, address: i [
=&

BIORS LLC |
453-3 Ivana Babushkina street, {} :
117292 Moscow, Russia |

website: www.bioscaner.com

tel. +7(495) 665-24-42 :
The object of the declaration dest
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Date and place of issue:

Copyright © BIORS LLC
TEXHHYECKHX CPEJICTB, MPHMEHAECMBIX www.bioscaner.com
anepronorpednennem. TpeGOBaHHA M MeTUABI MULIBITAHAN § PASACH O L UL L T 21D | |
3-4-1998) CoBMecTHMOCTD TEXHUYECKUX CPEJICTB 3JIeKTpoMarHuTHad., Orpanudeny | *

FApMOHHYECKHX COCTABJIAIOUMX TOKA TEXHHYECKHUMH CPE/ICTBAMH C nmpeﬁnﬂex\abw ?

K MPOYKIIMH TOBAPOCONPOBOANTENBHOM H/HITH 3KCTIIYATALIMOHHOM J0KYMEHTALLHH
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TECHNICKY SKUSOBNY USTAV PIESTANY, §.p.
Product Certification Body
Krajinska cesta 2929/9

STSU

Reg. No. )09/P-018

92101 Piestany, Slovak Republic

CONFORMITY CERTIFICATE
No. 211299057

This conformity certificate confirms the conformity of the product with essential safety requirements
of the following EC/EU New Approach Directives as amended:

2014/30/EU  Electromagnetic compatibility

The certificate has been issued on the basis of the tests of the product type sample.
The results are recorded in the Conformity assessment report No. 210500045 dated 24.02.2021

c € mark can be used only In the case of

This certificate is issued under the following conditions:

ding to all relevant EC/EU Directives.

Changes that may have an impact on maintaining oonformdy with the certification requirements may require confirmation

of the validity of the certifi by 9 with the conditions under which the cerificate was issued

or an additional
6. The holder of this certificate must keep Ina conditions specified in the General Rules for Product Certification, which are freely
available at www.tsu.eu.
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Deputyr of Head of Product Certification Body
TSU Plestany, §.p. is Notified Body Mo. 1269
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We love our work a lot, and we greatly appreciate our potential customers who are interested in our developments.

Therefore, we are always open to close and flexible cooperation. For your first batch we offer to discuss special conditions to
establish long-term relations based on mutual trust.

We are ready to adapt our products to foreign markets.
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We hope for long -term cooperation!

Best regards, Team of BIORS LLC
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