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CERTIFICATE
No. 20 0054 SJ

We confirm on the basis of a performed audit that company

SIGMA LAB LLC

42 Bolshoy Boulevard, building 1, office 785, Skolkovo Innovation Centre,
143026 Moscow, Russian Federation

Company VAT No.: 9731014478

has implemented and documented a functional quality management system
in compliance with the requirements of the standard

EN ISO 13485:2016

Covering the following activities:

Design, manufacture and sales of non-active implants based on biopolymer
solutions, reagents / kits for infectious agents analysis

The Certificate is issued on the basis of the results mentioned in Audit Report No. 233404874/2020.
The Certificate validity is conditioned by positive results of surveillance audits, which the certified
company committed to undergo.

During use of the Certificate the Certificate Holder undertakes to follow the Rules of Use of the Certificate. This
document is publicly available on www.itczlin.cz
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Date of Issue:  30. 09. 2020 Ing. Pavel Vanék
Valid until: 29. 09. 2023 Head of Certification Body
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OpraH no ceptTucpmkaumum cuCTeM MeHegKMeHTa
UHCcTUTYT TecTupoBaHusa u ceptucpukauum, a.s.
knacc Tomawa batbl 299, Louky, 763 02 3nuH, Yewckana Pecnybnuka
www.itczlin.cz

CEPTUPUKAT

No. 20 0054 SJ

MoaTeepxgaemM Ha OCHOBaHUM NPOBEAEHHOro ayauTa, YTo KoMMNaHus

000 «CUIMA JAB»,

Poccunckan ®epepaumnsn, 143026, MockBa, UHHOBALMOHHbLIN LIEHTP

«CkonkoBo», bonbwown 6ynbBap, Aa. 42, cTp. 1, nomeweHue 785
MHH: 9731014478

BHeApuWINa U 3af0KyMeHTUpoBana (pyHKLMOHANbHYI CUCTEMY MeHe4KMeHTa
KayecTBa B COOTBETCTBUM C TpeOGOBaHMAMM cTaHAapTa

EN ISO 13485:2016

OxBaTbiBaeT cnepgywouime suabl 4eATeNIbHOCTUL

PaspaboTka, npon3BoACTBO 1 NpoAaka HeakTUBHbBIX UMMNIIaHTaTOB Ha OCHOBE
pacTBOpOB bnononnmMmepos, peareHToB / HAbOPOB AN aHanNn3a MHMPEKLMOHHbIX
areHToB

CepTudukat BblgaeTcs No pesdynbTatam, ykazaHHbIM B ayAMTOPCKOM 3akntoyeHun Ne
233404874/2020.

Cpok gencteusa Ceptudukata o6ycnoBrneH NonoXuMTenbHbIMU pe3ynbTaTamMu KOHTPOSbHbIX
ayaunToB, KOTOpble cepTudmumpytoLLasca KomnaHus obsasaHa nponTu.

Mpu ncnonb3osaHuu Ceptudukarta depxatens CepTucukata obasyerca cobnoaats MNMpasuna
ucnonb3oBaHua CepTudumkarta. ATOT AOKYMEHT 00LeN0CTyNeH Ha www.itczlin.cz
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[JaTta Bblgauu: 30. 09. 2020 Whx. Masen BaHek
DencteuteneH go: 29. 09. 2023 PykoBoauTenb opraHa no

cepTudukaLmm



