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The Testing Laboratory Simera-TK LLC was established

in December 2021 and operates in compliance with GOST ISO/IEC 17025 2019
«General Requirements for the Competence of Testing and Calibration
Laboratories», accreditation criteria approved by Order of the Ministry

of Economic Development of the Russian Federation No. 707 of 26

October 2020 and internal quality management system documents.

The Testing Laboratory Simera-TK LLC specializes in toxicity testing of

medical devices in accordance with national and Eurasian Economic
Union (EAEU) regulations.




SERVICES &

The primary specialization of the Testing laboratory

STK LLC is laboratory toxicity testing of a wide range of medical

devices to confirm their safety for patient health.

Protocols of toxicological testing shall be annexed by the
applicants to the package of documents for the medical
device required for approval and market release in the
Russian Federation and the Eurasian Economic Union(EAEU)
or for the purpose of amending existing registration files.
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internal and surgical dental
external dressings supplies
prosthetic devices
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ophthalmic ~ medical medical
products Instruments equipment
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blood medical medical
contacting furniture wear
medical devices
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EQUIPMENT ¥¢

We use only certified test equipment and

verified measuring instruments

2 Analytical balance BJ1 224B

»/ Spectrophotometer Unico 2804

#/ Hardware-software complex based on the
Chromatec Crystal 5000 chromatograph, v.2

2/ Bench meter Ohaus AB33EC with electrode

» ELISA analyzer UNIPLAN AUOP 01

2 Image analyzer AT 05 (for toxicity tests)

» Atomic absorption spectrometer A2

» Liquid chromatograph Shimadzu LC 20 prominence

2 pH meter Mettler Toledo FiveEasy F20

¢ Laboratory centrifuge LMC 4200R

2 Air incubator with electric control TS 1/80 CITY
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The Testing Laboratory SimeraTK LLC is registered in:

o;ncrb AKKPEAWTALIAM EU|END
WCNBITATENBHARA NABOPATOPUA (FOCT ISO/IEC 17025-2019)
#/ Register of Accredited Entities of the Federal Accreditation |
. . . APUNOXKEHUE
Service of the Russian Federation. i s e TATY AKKPEOUTALIMM

/Reg . N O.: RA RU B il OTZ 3/ 2 R e O RA.RU.210T23 R o

- . - CBWECTBa ¢ OrPaHNYEHHON OTBETCTBEHHOCTLIO
HEHHON OTBETCTBEHHOCTHIO "CMMEPA-TK, MHH 6927009300

w List of institutions, organizations and enterprises _—— T —

Ao, r Myussio, yn Mpysosan, nom 27;

authorized to conduct studies (tests) for biological e e
evaluation of medical devices required for approval by the .
Federal Service for Surveillance in Healthcare of the -
Russian Federation Eemam e - ——
ey et
» Unified register of testing laboratories of the Eurasian RS - ‘ i ’ = |
Economic Commission I .
Aupexrop

info@simera.pro

Simera-TK LLC is a member of the Association of

Medical Device Distribution Chain Members (AUSOMI)
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strict compliance

with laboratory testing

deadlines

=

highly trained
personnel

timely
testing
performance
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strict compliance
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with Russian National

Standards (GOST

requirements
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sample
calculations in
accordance with
GOS

our specialists will always

answer all your questions
and update you on
current work status

all

tmely preparation and
issuance of test
reports and all related
documents
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WE ARE TRUSTED
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Health innovation that matters
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Procter&Gamble
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WE LOOK FORWARD
TO A SUCCESSFUL

PARTNERSHIP g

8/1 Gruzovaya str., Pushchino,
Moscow region, 142290, Russian Federation

+7 (495) 649 64 06

+7 (925) 001 87 80

simera.pro

zayavka@simera.pro

(@simera_pro
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