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Certificado de Registro
del Sistema de Gestion de la Calidad

para |l.S. EN ISO 13485:2012

La National Standards Authority of Ireland (Autoridad Mormativa Nacional de
Ifanda) certifica que:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
EE.UL.

ha sido evaluada y se considera gue cumple con los requisitos da 1a norma
ammba indicada con respecio al slcance de |as operaciones indicadas a
continuacicén.

Diseno, fabricacién y distribucién de dispositivos médicos de diagndstico
in vitro de inmunoensayos y productos reactivos y equipos afines.

Lot centros adicionales gue cubre esia certificacion multicentros sa enumeran an el
Anexo (M° de expedisnta MD19.4585)

Aprobada por: Aorabads por;
Garaldine Larkin Susan Murphy {firma llegible)
Direciora Ejecutiva ifirma ilegible) Gerente de Oparaciones

de Disposgitivos Madicos da

Eurcpa

Nimero de Registro: MO19.4585

Cerificacién otorgada: 18 de maya de 2010 (Logo)
Fecha de vigencia: 29 de cclubre de 2017

Fecha de vencimianto: 28 de oclubre de 2020

Blnfinnal Standards Autharity of Ireinnd, 1 2wl Squars, Nertweod, Santry, Disblin 8, Flande T +353 1 507 2800
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Anexo al certificado N® MD19.4585
Alcance del registro:

Disefio, fabricacion y distribucién de dispositivos médicos de diagnbstico
in vitro de inmunoensayos y productos reactivos y equipos afines

Actividad Ubicacion

Oficina principal, disefio, fabricacion Monobind Inc.
100 North Pointe Drive
Lake Forest, CA 925630
EE.UU
N® de expediente: MDO19.4585

Fabricacion, distribucin Monobind Inc.
103 North Pointa Drive
Lake Forest, CA 82630
EE.UU
N° da expediente: MD 19 4585/A

Verificado por:

Gerente de Operaciones
13885 3 -WaP-L2 {1 1)
Pégnal ds 2
A Hayw dela T oo 878 o (e | & Fetarca, [ slan o4

OR3P S APeaiie L FEIRTTRET
= gl..ml‘nu'_u.ﬂ_r_r-:al =i



|ie. Glora Calderan Kivera

CTT ooz4
.rm:!urh:m I:ulcéndn {:i:rl":l-]-.a.d.u

TrADUCCTHN CERTIFICADA N® 023T-2017

Lo Trasuckws Colegiacs Cerbiicade misabm dal Colgla de

Fraduciora dal Fani [CTPF gm susoie, dechm que-ls presnia

Irafuction Cadfficads. qoe todis 4o 03 pomelil w wna

iR ¢ & castulang dul dwanmmsd a J i alora
] que- 33 hirdaredo & b iria,

Ee oadife b fddicad de b Ieduccde mEA o B8 3EUG
N por |3 sekariadod o o contency dal docammin en

g prgen o B
rﬂﬂ_mw.cmﬂmmimmﬁ‘ﬂmﬂﬂ

.&lu.l—l..ﬂqh.‘hlp Tiarms ire = vk |6 arsssts (allais ot
PFHdA-240 F sstants | oooprouls
glonistae @il com

Pig 3



& Nsal

Certificate of Registration
of Quality Management System
to 1.S. EN ISO 13485:2012

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-
Vitro Diagnostic Medical Device Immunoassays,
and Related Reagent Products and Equipment

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: L Approved by: o ok
Geraldine Larkin A g _— Susan Murphy /O’(\ & ’ﬂ’"?/?/é
Chief Executive Officer ' European Medical Device

Operations Manager

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: Oct 29, 2017

Expiry Date: Oct 28, 2020

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

13485:2012-M SP-US (2.0)
Page 1 of 2
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Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays, and Related Reagent Products
and Equipment

Activity Location

Headquarters, Design, Monobind Inc.

Manufacture 100 North Pointe Drive
Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacture, Design Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager

13485:2012-M SP-US (1.0)
Page 2 of 2
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Certificado de Registro
del Sistema de Gestion de Calidad
para |.S. EN ISO 3001:2008

La Autoridad Normativa Macional de Irlanda certifica que:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
EE.UU.

ha sido evaluada y se considera que cumple con las disposicionss de |la norma
arriba indicada con respecto al alcance de las operaciones indicadas a
continuacion:

Disefio, fabricacion y distribucion de dispositivos médicos de
diagnostico in vitro de inmunoensayos y productos reactivos y
equipos afines.

Los sitios adiclonales cublertos bajo esta cerificacidn multisitios se enumeran
en el Anexo (Expediente No. 18-4585).

Aprabado par; &probado por (firma
toauim O Mullaney ifirma degible) Lisa Greenieal ilegide)
Direcior Ejecuiivo Garente de Operaciones

Mumerc de Registro; 19.4585

Cerfificacion otorgada: 18 de mayo de 2010
Fecha de vigencia: 29 de octubre de 2014
Fecha de wancimiento: 28 de octubre de 2017
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Anexo al Certificado nimero 19.4585

Alcance del Registro:

Disefio, fabricacion y distribucién de dispositivos médicos de
diagnostico in vitro de inmunoensayos y productos reactivos y
equipos afines.

Actividad Lugar

Oficina principal, disefio, Monohbind Inc.

fabricacién 100 North Pointe Drive
Lake Forasi, CA 82630
EE_LIL.

Expediente N* 10.4585

Fabricacion, distribucién Monobind Inc.
103 North Pointe Drive
Laka Forest, CA 92630
EE.UL.
Expedienta N* 19.4585/A
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Certificate of Registration
of Quality Management System
to I.S. EN ISO 9001:2008

The National Standards Authority of [reland certifies that:

Monobind Inc.

100 North Pointe Drive
Lake Forest, CA 92630
USA

has been assessed and deemed to comply with the requirements of
the above standard in respect of the scope of operations given
below:

The Design, Manufacture and Distribution of In-Vitro
Diagnostic Medical Device Immunoassays, and
Related Reagent Products and Equipment.

Additional sites covered under this multi-site certification are listed on the Annex
(File No. 19.4585)

Approved by: Apgroved by:
Kevim 0. Mullaney Lima Groendoal
Chicf Executive Officer Dparations Manager

Registration Number: 19.4585
Certification Granted: May 18, 2010

Effective Date: Oct 29, 2014
Expiry Date: Oct 28, 2017

S
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Annex to Certificate number 19.4585

Scope of Registration :

The Design, Manufacture and Distribution of In-Vitre Diagnostic
Medical Device Immunoassays, and Related Reagent Products
and Equipment.

Activity Location

Headguarters, Design, Monobind Inc.

Manufacture 100 North Pointe Drive
Lake Forest, CA 92630
Uusa

File Mo.: 19.4585

Manufacture, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
LIsA
File MNo.: 19.4585/A
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