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Certificote No.: CE - 3237
Rev. :02.01

Council lnc.

OF COMPLIANCE
We hereby declore thol the technicol file of ihe produci confirms wilh the requirement of In Mtro Diagnostic
Medical Devices Direcfive Regula(ed by 9A/75/EC

Monufocturer: SELOI HEALTHCARE PVT. tTD.

Address : Unit 401 & 402,4th Floor, Shri SoiCoperole Pork, Loxmi Nogor, Otf New Link Rood,
Goregoon west, Mumboi - 400 I04, Mohoroshlro, lndio

Products: ln Vitro Diognoslic Ropid Test Kit"os per Appendix-l - from Poge 2 ol2

Certificolion body hcs performed on oudit of the obove product quolity system covering design, monufoclure
finol inspection of the certified product. The Quolity syslem hos been <rssessed, opproved ond is subject to

occording to the ln Viiro Diognostic Medicol Devices Directive Reguloted by 98/79/EC

This Certificole is issued under the following Condilions:

. lt opplies only to ihe quolity system moinlenonce in ihe monufocture of qbove referenced models ond it does
not substitute the design or lype exominotion procedures, if requested.
The certificote remoins volid until the monufocturing conditions or the quolity sysiems ore chonged
The certificote volidity is conditioned by positive results or Surveillonce oudits.

CE Mork os shown obove con be used, under the responsibility of the monufocturer, ofter completion of on
Declorotion of conformily ond complionce The Electromognetic Compotibility ore reguloted by ln ln Vitro

Medicol Devices Direciive Reguloted by 98/79 /EC The stotement is bosed on o single evoluotion of
somple of obove menlioned producl. lt does noi imply on ossessment of the whole production.

of initiol registroiion : Mor 18,2021

of this certificote : Jul 05, 2023

Certificote expiry : Mor 07,2024
Re-certificotion due : Mor 08, 2024

*The Certificate of registration remains the property of European Certification Council. And shall be returned immediately upon request*

IWrl
(Authorized Signatory)
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*The Cerlrficate of registration remains the propedy of European Certification Council. And shall be returned immediately upon request*

Certificote No.: CE - 3237
Rev. :02.01

Appendix : 1

Monufocturer: SELOI HEALTHCARE PVT. LTD.

Address : Unit 401 & 402,4th Floor, ShriSoi Coperote Pork, toxmi Nogor, Otf New Link Rood,
Goregoon west, Mumboi - 400 104, Mohoroshtro, lndio

of iniiiol registrotion : Mor 18,2021

of this ceriificote : Jul 06,2A23

Ceriificote expiry : Mor 07,2024

Re-certificotion due : Mor 08, 2A24

To check the status

I/Wrl
(Authorized Si gnatory)

of the certificate, visit: https ://www.eac-cou nci l. orgival id ity. php

Sickle Cell Rapid Test Kit

Urine Strips 2 Para (Glucose &

Urine Strips 2 Para (Glucose,

Urine Strips 3 Para (Glucose, Protein & Ketone)

lmmunoglobulin E(lgE) Rapid Test Kit


