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Declaration of Conformity

DECLARATION OF CONFORMITY

1)  Manufacturer (name, department): “Technology-Standard" Ltd
Address: 116/95, Kalinin Prospekt, Barnaul, 656037, Russia
and S

<

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;
(on product labels printed as:
CEpartner4lU , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS. www.cepartnerdu.eu)

3) Product(s) (name, type or modelbatch number, etc.).

- Kits and reagents for in vitro diagnostics of haemostasis system
see appendix

4) The product(s) described above is in conformity with:

Title Document No.
In vitro Diagnostic Medical Devices Directive 98/79/EC

5) Additional information (conformity procedure, Notified Body. CE certificate, Registration nr., etc.).
Conformity assessment brocedure for CE marking: /n vitro Diagnostic Medical Device Directive,
Annex I

Registration nr. : NL-CA002-2015-34420
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Barnaul, Russia; 2015-03-17 Andrey Momot, Director “Technology-Standard™ Ltd

{Place & date of issue (yyyy-mm-ddj) (name; function and signature of manufacturer)

i faration form: rd ISONIEC 17050-1:2010
Digitally signed by Monastirschii Viorica Il Elomilenain Jei: Sinan S8

vs. 2011-X Date: 2020.11.09 10:06:34 EET
Reason: MoldSign Signature
Location: Moldova




BUREAU VERITAS

Certification

‘ "

000 dupma «TexHonorusa-CrtaHgapT»

656037, Poccvsi, AnTaiickuii kpaid, r. BapHayn, np-T Kanununa, 4.116/85

Bureau Veritas Certification Holding SAS — UK Branch ydocmoeepsiem, 4mo
Cucmema MeHedxmeHma 8biLeyrnoMaHymoU opaaHusayuu nposepeHa u
npusHaHa coomeemcmeyowel mpeboeaHusM cmaHoapma, yKkasaHH020 HUXe

ISO 9001:2015

O6nacme cepmughukayuu

PA3PABOTKA, MPOU3BO/ICTBO U PEANN3ALMA ANATHOCTUYECKNX HABOPOB 1
PEATEHTOB AN$ IN VITRO AUATHOCTUKM CUCTEMbI FEMOCTA3A

HauanbHas gata ceptudukaumm: 30 siuBaps 2018
OKOHYaHue feiicTeuns npeabigyuiero ceptucgukara: N/A

Nara CeprucukaumoHHoro-ayanTa: 26 anBapn 2018
[ata Hauana CepTubukaLMOHHOro Lukna: 30 ssuBaps 2018

Mpy YCNoBUM MOCTOSIHHOTO YCMELHOrO hyHKLMOHMPOBaHUS CrCTeMb MeHegxmeHnTa
OpraHuaauun, OKOHYaHue AercTeus ceprudukara: 29 auBaps 2021

Cepruchukar Ne: RU229203Q-U  Bepcms: Ne1 [ara pesuauu: 30 aHBaps 2018
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M YGliceee; @
X o {/
TexHuyeckuti dupexmop AO «Bropo Bepumac Cepmudpukeiiuy Pycb»
Crxumuna B.B. JUKAS
id SYSTEMS
Adpec opzana no cepmucpukayuu: 66 Prescot Street, London, E18HG 0008

Ocgpuc esidauu: Bropo Bepumac Cepmudbpuxeliwn Pyce, 123458, Mocksa,
yn. Mapwana lpownsikosa, 30, «3eHum-linaza»

[lanbHeiiline pasbRCHEHWS OTHOCUTENbHO obnacTy T npuMerumMocT Tpebosanui

CUCTEMBI  MEHEeAXMeHTa MOryT GbiTb 3anpoleH yi@@gyﬂﬁ&gﬂﬁw\ praHusaLun.
[ins npoBepKu AeHCTBUTENEHOCTY AaHHOrO CEpTH a@fzyﬁbmanyﬁéra;jr_ro}ab&ymez +7 (495) 2287848
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