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DECLARATION OF CONFORMITY — DECLARACION DE CONFORMIDAD
PRODUCT -PRODUCTO STD PANEL STRIP (Code/cédigo: 3.150.XXX.YY.ZZZ)

Test disefiado para la deteccién de Chlamydia frachomatis (distinguiendo las variantes L1, L2 y L3, que provocan
linfogranuloma venéreo, LGV), Neisseria gonorrhoeae, Mycoplasma genitalium, Trichomonas vaginalis, Ureaplasma

parvum, Ureaplasma urealyticum, Mycoplasma hominis, Herpes simplex 1, Herpes simplex 2 y Treponema pallidum
mediante dot-blot reverso.

Test for the detection of Chlamydia trachomatis (distinguishing variants L1, L2 and L3, that cause lymphogranuloma
venereum, LGV), Neisseria gonorrthoeae, Mycoplasma genitalium, Trichomonas vaginalis, Ureaplasma parvum,

Ureaplasma urealyticum, Mycoplasma hominis, Herpes simplex 1, Herpes simplex 2 and Treponema pallidum. by
means of reverse dot-blot

El fabricante es el Unico responsable de la emisién de esta declaracién / The manufacturer is the sole responsible for
the issue of this declaration

MANUFACTURER - FABRICANTE OPERON, S.A. - Camino del Plano, 19 — E-50410 Cuarte
de Huerva (Zaragoza) - Spain

MANUFACTURING HEALTH LICENCE - LICENCE NUMBER 5217-PS

LICENCIA SANITARIA DE FUNCIONAMIENTO NUMERO DE LICENCIA 5217-PS

ISO CERTIFICATES AWARDED BY THE COMPANY /

QUALITY MANAGEMENT SYSTEM - » Certification to ISO 13485:2016 Certificate Registration

No.: SX 1530337-1 — TUV Rheinland LGA Products
CERTIFICATOS ISO EMITIDOS PARA LA EMPRESA — | GmbH [TillystraBe 2-90431 Nirnberg]

SISTEMA DE GESTION DE CALIDAD

CONFORMITY ASSESMENT PROCEDURE EUROPEAN | ANEXO IV Excluyendo las secciones 4 y 6.
DIRECTIVE - EVALUACION CONFORMIDAD

DIRECTIVA EUROPEA ANNEX IV Excluding sections 4 and 6
IDENTIFICADOR DE PRODUCTO - PRODUCT

BASIC UDL-DI 84295773150WK

REFERENCIAS — REFERENCES VER ANEXO — SEE ANNEX

We, OPERON, S.A., hereby certify, that our above mentioned product for in vitro diagnostic and commercialised by OPERON, S.A,,
comply with the Essential Requirements (annex I) of the European Directive 98/79/EC related to in vitro diagnostic products and the RD
1662/2000 its Spanish transposition. Likewise, above product comply with the requests imposed in annex il (2 to 5) from the mentioned
Directive. This Declaration of Conformity is signed below, certifying these requirements have been met and documented.

Por el presente documento OPERON, S.A., declara, que el producto mencionado para diagnéstico in vitro y comercializado por
OPERON, S.A., cumple todos los Requisitos Esenciales (anexo |) de la Directiva Europea 98/79/EC sobre productos sanitarios para
diagnéstico in vitro y del RD 1662/2000, transposicién espafola de dicha Directiva. Asimismo, el producto mencionado cumple las
exigencias impuestas en el anexo lll (apartados 2 a 5) de la mencionada directiva. Esta Declaraciéon de Conformidad esté firmada
a continuacién, certificando que estos requerimientos son cumplidos y documentados.

STANDARDS & REGULATIONS - | All applicable harmonized standards according to Directive 98/79/EC on in-
NORMATIVA vitro diagnostic medical devices (OJ L 901 of 25/03/2020) — Toda la normativa
armonizada aplicable de acuerdo a la Directiva 98/79/EC sobre productos

sanitarios para diagnéstico in vitro (OJ L 901 de 25/03/2020)

WHEN APPLICABLE / CUANDO | Directive 98/79/EC Annex IV, Article 3
APLIQUE

Full Quality Assurance System / In vitro diagnostic medical devices
EC CERTIFICATE — Registration N® HL 1530337-1

CERTIFICALIC CE TUV Rheinland LGA Products GmbH [TillystraBe 2-90431 Nirnberg]
Notified under No. 0197 to the EC Commission
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PLACE & DATE (dd/mm/yy) - LUGARY FECHA | DO-0401100 Rev. 09 - 30/10/2025
(dd/mm/aq) ZARAGOZA

SIGNATURE MANAGING DIRECTOR  FIRMA
DIRECTOR GERENTE

MDRERANIN
OPEROI

SOATO-CunTe T e

There have been no significant changes ('significant changes") in the design and purpose of the medical
device ('in design and or intended purpose of a device") after 05/26/2022 ('after the date of application
of the IVDRY).

The update of this declaration is due to a change in the number of the ISO 13485 Certificate, certificate
that has been renewed after the date of application of the IVDR. That is the reason for issuing a
Certificate according to IVDD in a date exceeding May 2022.
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ANEXO Referencias comerciales cubiertas por esta declaracién

ANNEX Commercial references covered by this declaration

Name of the product
Nombre del producto

Reference of the product /
Referencia del producto

Product description / Descripcién del producto

STD Panel Strip

3.150.016.53.000

Test disefiado para la deteccién de Chlomydia trachomatis
(distinguiendo las variantes L1, L2 y L3, que provocan
linfogranuloma  venéreo, LGV), Neisseric  gonorrhoeae,
Mycoplasma  genitalium, Trichomonas vaginalis, Ureaplasma
parvum, Ureaplasma urealyticum, Mycoplasma hominis, Herpes
simplex 1, Herpes simplex 2 y Treponema pallidum mediante dot-
blot reverso, kit de 16 tests

Test for the defection of Chlamydia fiuchomatis (distinguishing
variants L1, L2 and L3, thal cause lymphogranuloma venereum,
LGVY), Neisseria  gonorrthoeae, Mycoplasma  genitalium,
Trichomonas  vaginalis, Ureaplasma  parvum,  Ureaplasma
urealyticum, Mycoplasma hominis, Herpes simplex 1, Herpes

simplex 2 and Treponema pallidum. by means of reverse doi-blot,
16 ts kit

3.150.048.53.000

Test disefiado para la deteccién de Chlomydia trachomatis
(distinguiendo las variantes L1, 12 y L3, que provocan
linfogranuloma  venéreo, LGV), Neisseria  gonorrhoeae,
Mycoplasma  genitalium, Trichomonas vaginalis, Ureaplasma
parvum, Ureaplasma urealyticum, Mycoplasma hominis, Herpes
simplex 1, Herpes simplex 2 y Treponema pallidum mediante dot-
blot reverso, kit de 48 tests

Test for the detection of Chlamydia frachomatis (distinguishing
variants L1, L2 and L3, that cause lymphogranuloma venereum,
LGV), Neisseria  gonorrthoeae, Mycoplasma  genitalium,
Trichomonas  vaginalis, Ureaplasma  parvum,  Ureaplasma
urealyticum, Mycoplasma hominis, Herpes simplex 1, Herpes

simplex 2 and Treponema pallidum. by means of reverse dot-blof,
48 ts kit
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