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CERTIFICACION
N°  39/C-SGO055

PAY

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad - Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa / to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseio, desarrollo y producciéon de reactivos y productos reactivos, calibradores y materiales de
control para inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia
molecular.

Diseiio, desarrollo, produccion y servicio técnico de instrumentos y software para diagnéstico in
vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials
for immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software
for “in vitro” diagnostic.

Modificaciones de alcance: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89
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CERTIFICACION
N°  39/C-SG055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del &mbito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnolégico para incluir:
Inmunoquimica y microbiologia
Instrumentos y software para diagndstico “in vitro”.

Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUA
®EJEPAJIBHOE ATEHTCTBO IO TEXHUYECKOMY
PEI'YJIMPOBAHUIO H METPOJIOT'HH

CHCTEMA JIOBPOBOJIbHOU CEPTU®HUKAIIMHA
«MEX/JYHAPOJHBIN HIEHTP OLIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprupHKanum:
PEI' Ne GLOBAL QUALITY GROUP.RU.0001
OBIIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
«EJIMHBbIA CTAHJJIAPT KAYECTBA»
Axpec: 196158, ropon Cankr-TlerepGypr, ITysikoBckas ynuua, 10M 8 kopriyc 1, uT. a, nom. 1-H
Ten +7 (812) 603-76-55 info@gqg-cert.com
MOJUTHHHOCTB cepTH(HKATa NPOBePsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CBUAETEJILCTBO
O MPOXOXXJIEHUHU EXKET'OJHOI'O
UHCHEKIIMOHHOTI'O KOHTPOJISA

Ne GQ.RU.0003.G0000245
Bbiaano
OG6mecTBY ¢ OrpaHHYeHHOI 0TBETCTBEHHOCTbIO «AraT-Men»
Anpec: 105173, r. Mocksa, yn. ['nashas, 1. 6, kB. 12
MHH 7719187311 OI'PH 1037739078970
Jlata Bbiaaun: 15.09.2020 r. Cpok ae#cteus no: 17.09.2021 r.
JlanHoe CBHAETENLCTBO NMOATBepKAaeT: 1
H3zoenus meduyunckue. Cucmemvl MeHeOdCMeHmMa Kavecmsa.

Tpebosanus 015 yeneii pezy1uposaHUs NPUMERUMETbHO K pabomam

coznacno npuroxcenuto Nelk nacmosaujemy céudemenibcmey
(NPHIOKECHHE ABIACTCA HEOTHEM/IEMOM HaCThIO CBHICTE/ILCTBA)

COOTBETCTBYET TPEBOBAHMSIM I'OCT ISO 13485-2017 (EN ISO 13485:2016)

ienepTHOH KoMHCCHeH oprana no cepTHOHKALHH CHCTEMbI
JIRHO, YTO COCTOSIHHE BBINOJIHSEMbIX patoT HAXOAHTCH B

/
J

I'yunapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAILIUH
®EJEPAJIBHOE ATEHTCTBO 110 TEXHUYECKOMY
PEI'YJIMPOBAHHWIO U METPOJIOT'HHA

NMPUJIOKEHHE Nel
k ceuetenbeTBy Ne GQ.RU.0003.G0000245

Obaacrb ceprupukanmn:

Pa3pa6oTka, NPOM3BOACTBO M MPOA@KA MEAMLIMHCKHX W3JE/Mii JUIs in Vitro JHarHOCTHKM:
peareHTOB M HaGOpOB peareHTOB IS KIMHWYECKOH OHOXMMHMHM, a Takke KanuOpaTopoB H

KOHTPOJIbHBIX MaTE€PHAJIOB.

i

bapTAIL oprana Ixepepr

CoTHHKOB A. I'yapapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTHOUKAIIUHA
OEJEPAJIBHOE ATEHTCTBO IO TEXHUHYECKOMY
PEI'YJIMPOBAHHIO H METPOJIOI'HHA

CHUCTEMA JIOBPOBOJIbHOW CEPTHO®UKALIAHA
«MEXJIYHAPOJIHBIN IEHTP OLIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprudpukannn:
PEI" Ne GLOBAL QUALITY GROUP.RU.0001
OBLIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTBIO
«EJIMHBIM CTAHJIAPT KAYECTBA»
Anpec: 196158, ropon Caukr-IlerepOypr, [Tynkosckas ynuua, nom 8 kopryc 1, iuT. a, nom. 1-H
Ten +7 (812)603-76-55 info@gqg-cert.com
NMOUTMHHOCTL cepTH(HKaTa MpoBepsiiTe B peecTpe Ha caiite http:/gqg-cert.com

CEPTU®UKAT COOTBETCTBUS
Ne GQ.RU.0001.G0000245

Briian

O0mecTBY ¢ OrpaHHYeHHON 0TBETCTBEHHOCTHIO «AraT-Mem»
Anpec: 105173, r. Mocksa, yi. ['naBHas, 1. 6, k. 12
WHH 7719187311 OI'PH 1037739078970

Jlara Bbigaum: 17.09.2018 r. Cpok aeiicteus no: 17.09.2021 r.

Hacrossmuii ceprudukar yarocrosepsier:

H3oenun meouyurckue. Cucmemsl MeHeONCMEHMa Kayecmaa.
Cucmemnvie mpebosanus 0N yeneu pecynupoeanus npuMeHumensHo Kk pabomam
coenacko npunodxcenuio Nelxk nacmoswemy cepmugpuxamy
(MpHIOXKEHHE ABJIAETCA HEOThEMASMO}i 4aCTbIO cepTH(HKaTA)

COOTBETCTBYET TPEBOBAHI PRCTESO:{3%85-2017 (EN ISO 13485:2016)
}Ymo&n opraHa
- Ilopaii M. ®@. I'ynnapesa O. B.

HACTOANIIMA CEPTHOHKAT OBA3BIBAET OPI AHH3ALIMIO MOJUIEPXXHBATE COCTOSHHE BhITIO HAEMBIX PABOT B
COOTBETCTBHH C BBILIEYKAIAHHBIM CTAHIAPTOM, YTO BYJIET HAXOJIMTHCA MOJKOHTPOJIEM OPTAHA
110 CEPTHOMKALIMH CHCTEMBI JIOBPOBOJIBHOH CEPTHOHKALIMH « MEXIYHAPO/IHBIA LIEHTP DLIEHKH KAYECTBA» H IOATBEPKAATHCA
ITPH MPOXOXIEHHH EXEIOIHOIO HHCTTEKIIMOHHOI'O KOHTPOJIA
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GLOBAL QUALITY GROUP

CUCTEMA CEPTU®HUKALIUHU
PEAEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY
PEI'YJIMPOBAHHUIO U METPOJIOT'UH

INMPUJIOKEHHUE Nel
K ceprudukary coorBercTBus Ne GQ.RU.0001.G0000245
Ob6aacT cepTHHKANE CHCTEMBbI MEHEKMEHTA KA4ecTBa:

Pa3zpaGoTka, NpoM3BOACTBO M NMpojaka MEAMLMHCKHX M3JEMHi UIS in Vitro JMarHOCTHKM:
pearcHTOB M HalOpOB peareHTOB /IS KIWHWYECKOW GHOXMMHMM, a Takke KamubpaTopoB M

KOHTPOJIbHBIX MAaTE€pHaJIOB.
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8 ITALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di -
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and'i in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect. to body orifices (class I'sterile).

Marketing of medical and diagnostic devices in vitro. N
Al presente Certificato  soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirelments established in the Rules for the cr’mﬂmnan in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla I|ngua italiana
Incases of dnscrepnncy between the languages used in 'the trapslation of the conteit of this certificate, please refer to the ftalian language. |

LAMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusolitd

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |\

First lssue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29. "

<

ACCREDIA \

VENTE [TAUANO DI ACCREDITAMENTO

|

Tl SGQ N°® 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT S.r.l. | Viale Safca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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8 I TALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQ05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.
Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione ed immissione in commercio di tamponi sterili per il prelievo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi. Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in
relazione agli orifizi del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli
orlf izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici i in vitro.

_Commerecializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of blologlcal specimens!in natural orifice and in‘surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the:manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturmg of invasive medical devices with respect.to body orifices /(class /stenle)
' Marketing of medical and diagnostic devices in vitro. Marketing of laboratory articles.

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla ingua italiana
In cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian langtiage

[ AMMINISTRATORE DELEGATO

N

MANAG/NG DIRECTOR
iy, ‘ % Dr. Ing. Roberto Cusolitg .
Data di Prima Emissione Data di Prima Emissione ITALCERT - DatadiRinnovo Data di Scadenza
(Lt Fifst Issue Date- First Issue Date [TALCERT Renewal Date Expiration Date | |
] 1998 07-23 . 2011-10-30 2020-10-30 2023-10-29 /|

! gSettorelAF14 29 s ACCREDIA 7§

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Signatory of EA, IAF and ILAC Mutual Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcertit | italcertsri@legalmail it
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8 ITALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

APTACA S.p.A.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)

nella Sede Operativa di -
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponi sterili
per il prelievo di campioni biologici in orifizi naturali e in ambito chirurgico.
Progettazione e fabbricazione di dispositivi medico diagnostici per laboratori di analisi.
Gestione della fabbricazione ed immissione in commercio di dispositivi medici invasivi in relazione agli orifizi
del corpo in Classe | Sterile. Fabbricazione di dispositivi medici invasivi in relazione agli orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

Management of the manufacturing and placing on the market of sterile tampons for sampling of biological specimens in natural orifice and'i in surgical field.
Design and manufacturing of diagnostic medical devices for laboratories of analysis. Management of the manufacturing and placing on the market of
invasive medical devices with respect to body orifices (class | sterile). Manufacturing of invasive medical devices with respect. to body orifices (class I'sterile).

Marketing of medical and diagnostic devices in vitro. N
Al presente Certificato  soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.

This Certificate shall satisfy the requirelments established in the Rules for the cr’mﬂmnan in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla I|ngua italiana
Incases of dnscrepnncy between the languages used in 'the trapslation of the conteit of this certificate, please refer to the ftalian language. |

LAMMINISTRATORE DELEGATO
MANAGING DIRECTOR

Dr. Ing. Roberto Cusolitd

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |\

First lssue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29. "

<

ACCREDIA \

VENTE [TAUANO DI ACCREDITAMENTO

|

Tl SGQ N°® 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT S.r.l. | Viale Safca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



BUREAU VERITAS

Certification

Certificate

Awarded to

Avantor Performance Materials Poland S.A.

ul. Sowirskiego 11, 44-101 GLIWICE
POLAND

Bureau Veritas Certification certify that the Management System of the above organisation
has been audited and found to be in accordance with the requirements of the
management system standards detailed below

STANDARD

ISO 9001:2015

SCOEBE OF SUFPRLY:

SALES OF CHEMICAL SERVICES AND CHEMICAL PRODUCTS
INCLUDING FINE CHEMICALS, ENNOBLED CHEMICALS, HIGH
PURITY SOLVENTS, CHEMICAL SERVICES.

PRODUCTION AND TESTING OF CHEMICAL PRODUCTS INCLUDING
FINE CHEMICALS, ENNOBLED CHEMICALS AND HIGH PURITY SOLVENTS.

Centification Cycle Start Dare: 15 September 2018

Subject to the continued satisfactory operation of the organisation’s Management System,
this certificate is valid unti/: 14 September 2021

To check this certificate validity please call: +48 22 549 04 00
Further clarification regarding the scope of this certificate and the applicability of the management sysiem requirements
may be obtained by consulting the organisation. I [: A

PoLskie CENTRUM
AXREDYTACJI

Lssue Date: 29 June 2018

STHO

CERTYFIKACJA
SYSTEMOW
ZARZADZANIA

AC 081
QMS

Certificate Number: PLOO8BTS5/P

ogal Technical Manager

MANAGING OFFICE ADDRESS: Bureau Ventas Polska 3p. # 0.0, ul. Migdalows 4, 02-796 Warseawa, Poland,
ISSUING OFFICE ADDRESS: Bureau Ventas Polska Sp. 2 0.0, ul. Magdalowa 4, 02-79 Warszawa, Poland il



(83 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
GEES | Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



&

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

LORNE

LABORATORIES

Product name Catalogue number

TPHA Microtitre plate kit 043100A
MANUFACTURER

Name Lorne Laboratories

Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT

Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

= v
{r,.sn“ MANAGEMENT

~~~~~~~~

File No A12241;
1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

Tel: +44 (0) 118 921 2264
Fax: +44 (0) 118 986 4518
Email: info@lornelabs.com
www.lornelabs.com

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(83 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
GEES | Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



(83 LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

Lorne Laboratories Limited Tel: +44 (0) 118 921 2264

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
GEES | Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

1SO 13485:2003; ISO 9001:2008 Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



c € Declaration of Conformity

We: ELITechGroup B.V.
Van Rensselaerweg 4
6956 AV Spankeren
The Netherlands

Declare under sole responsibility that the product indicated below {including all spares and accessories) and to
which this declaration relates, conforms to the provisions of the EU Directive on In Vitro Diagnostic Medical
Devices (98/79/EC) of the European Parliament and the Council of 27 October 1998. It is certified that this
product is registered in accordance with the requirements of above mentioned EU Directive and carries the CE
marking.

Product : Clinical chemistry analyz r
Product No. : 6003400

Model : Selectra ProM

GMDN code 156678

Product classification

As per Article 9, saction 1 the products are categorized as other devices (“self declaration”).
Conformity assessment procedure

In accordance with Annex Iil of the IVDD

The product (including all spares and accessories) may be marketed without any restrictions within the following
countries and regions:

= The Netherlands (NL)
®  All other member states of the European Union (EU)
= All other states that are part of the European Economic Area (EEA), including Switzerland

Spankeren, March 2015

S

A. Altink

Managing Director

Code: 6003-400 Doc. No.: 510 Version: 06 | Page 1of2




C€

Declaration of Conformity

List of applied (harmonized) standards

Standard version

Description

Certification by

Safety

1EC 61010-1:2001

Safety requirements for electrical equipment for
measurement, control, and laboratory use. Part 1:
General requirements

IEC 61010-2-010:2003

Safety requirements for electrical equipment for
measurement, control, and laboratory use —

Part 2-010: Particular requirements for laboratory
equipment for the heating of material

IEC 61010-2-081:2001

Safety requirements for electrical equipment for
measurement, control, and laboratory use. Part 2
081: Particular requirements for automatic and
semi-automatic laboratory equipment for analysis
and other purposes

1EC 61010-2-101:2002

Safety requirements for electrical equipment for
measurement, control, and laboratory use -- Part 2-
101: Particular requirements for in vitro diagnostic
{IvD) medical equipment

DEKRA

EMC

1EC 61326-1:2005

Electrical equipment for measurement, control and
laboratory use - EMC requirements - Part 1:
General requirements

IEC 61326-2-6:2005

Electrical equipment for measurement, control and
labaratory use — EMC requirements — Part 2-6:
Particular requirements — In Vitro diagnostic {IVD)
medical equipment

DEKRA

Quality
systems

iSO 9001:2008

Quality systems - Model for quality assurance in
design, development, production, installation and
servicing.

EN 150 13485:2012

Medical devices—Quality management systems—
Requirements for regulatory purposes.

CAN/CSA 150 13485:2003

Medical devices—Quality management systems—
Requirements for regulatory purposes.

DEKRA

| Code: 6003-400

Doc. No.: 510 Version: 06

Page 2 of 2




Emesso il: 2017-11-18

Data Scadenza: 2022-11-17 IMQ

Questa Dichiarazione di approvazione € soggetta alle condizioni previste dall'lMQ nel "Regolamento per la
certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

CERTIFICATO CE

Certificato n. 1976/MDD

Dichiarazione di approvazione del sistema qualita
(Garanzia di qualita della produzione)

Visto l'esito delle verifiche condotte in conformita all'Allegato V, punto 3 e tenendo conto
dell’Allegato VII, punto 5 della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

CERACARTA SPA
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

mantiene negli stabilimenti di:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualita che assicura la conformita dei seguenti prodotti:

Carte per registrazione ad uso medico

Modd. come da documento allegato "ELENCO CARTE DIAGRAMMATE CLASSE |
F.M. REV.15 - 16/10/2017"; valido solo se provvisto di timbro IMQ.
Marca Ceracarta

ai requisiti metrologici ad essi applicabili della direttiva suddetta (in tutte le fasi della
fabbricazione) ed & sottoposta alla sorveglianza prevista dal punto 4 dell'Allegato V.
Riferimento pratiche IMQ:
DM17-0017248-01.

Questa Dichiarazione di approvazione é rilasciata dall'IMQ S.p.A. quale organismo
notificato per la direttiva 93/42/CEE e s.m.i.
Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

®@IMQ

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - [-20138 Milano

Via Quintiliano 43
tel. + 39 0250731
www.img.it




EC CERTIFICATE

Certificate No 1976/MDD

Production Quality Assurance System Approval Certificate

On the basis of our assessment carried out according to Annex V, section 3 and
considering the Annex VI, section 5 of the Directive 93/42/EEC and its revised version,
we hereby certify that:

CERACARTA SPA

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

manages in the factories of:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Electromedical recording chart paper

Type ref. as to annexed document "ELENCO CARTE DIAGRAMMATE CLASSE |
F.M. REV.15 - 16/10/2017"; valid only if provided with IMQ stamp.
Trade mark Ceracarta

with the relevant metrological requirements of the aforementioned directive (as far as all
the manufacturing stage is concerned) and it is subject to surveillance as specified in
section 4 of Annex V.
Reference to IMQ files Nos:
DM17-0017248-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive
93/42/EEC and its revised version.
Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18

Expiry Date: 2022-11-17 IMQ

IMQ&E

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - 1-20138 Milano
Via Quintiliano 43

tel. + 39 0250731
www.img.it

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC
Certification of Medical Devices on the basis of the Directive 93/42/EEC”.



C=®CEROCORTO®s.p.A_

Carte diagrammate per tutte le apparecchiature di elettrodiagnostica. Chart Papers for all electrodiagnostic equipment
Materiale di consumo ed accessori elettromedicali. Disposable and electromedical accessories.
Carte per apparecchi registratori industriali. Chart Papers industrial recording instruments.
Rotoli e pacchi speciali per sistemi esattoriali, di controllo, lotterie. Special rolls and fanfolds for tickets checking sy:
Etichette radiofrequenza e soluzioni integrate. lottery.

Rfid labels and chain solutions.

Sede (Head office and works) :

Via Secondo Casadei, 14 - 47122 FORLI' — ITALY
Tel : 0039 0543 780055 « Fax : 0039 0543 781404
http : // www.ceracarta.it » e-mail : info@ceracarta.it.

Capitale Sociale : € 1.000.000 int. vers.
Registro Imprese FORLI'-CESENA

P.l./ C.F./VAT.N. IT 00136740404

R.E.A. FORLI' N. 72646 — N. MECC. FO 006863

ELENCO CARTE DIAGRAMMATE CLASSE | F.M. REV.15 - 16/10/2017

Codice famiglia
identificativo

Descrizione
famiglia

22.01
21.01
32.01

Pacchi stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)
Rotoli stampati medicali (per ECG,EEG,CTG,e laboratorio analisi)
Schede e dischi stampati medicali

E 2017-11-18



CISQ is a member of

www.ignet-certification.com

IQNet, the association of the world's first class
certification bodies, is the largest provider of management
System Certification In the world.

IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

www.imag.it

CERTIFICATO N.
CERTIFICATE N,  0967.2019

S| CERTIFICA CHE IL SISTEMA DI GESTIONE AMBIENTALE DI
WE HEREBY CERTIFY THAT THE ENVIRONMENTAL MANAGEMENT SYSTEM OPERATED BY

CERACARTA SPA

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
SITI/ SITES

VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)
E' CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

ISO 14001:2015
PER LE SEGUENTI ATTIVITA'/ FOR THE FOLLOWING ACTIVITIES

Produzione e stampa di carte speciali e diagrammate per registrazione ad uso industriale, ferroviario, medicale
e biglietteria anche conto terzi tramite processo di stampaggio. Produzione e stampa di etichette e biglietti anche
a lettura/scrittura in radiofrequenza (RFID) tramite processo di stampaggio. Sviluppo e produzione di creme, gel

sterile e non sterile per applicazioni elettrodiagnostiche e ad ultrasuoni, anche canto terzi tramite processo di
miscelazione dei vari prodotti chimici ed imbottigliamento. Commercializzazione ed immissione in commercia di
accessori per applicazioni elettrodiagnostiche, ad ultrasuoni e per strumenti elettromedicali. Sviluppo e
produzione di elettrodi per ECG tramite processi di accoppiamenti delle materie prime e taglio a misura.
Gestione della produzione ed immissione in commercia di elettrodi per ECG. Immissione in commercio di
piastre per elettrobisturi e defibrillatori. Commercializzazione di video stampanti

Manufacture and print of special recording chart papers for industrial, railway, medical use and ticketing also on

behalf of third parties by molding process. Manufacture and print of labels and tickets also radio frequency
reading/writing (RFID) by molding process. Development and manufacture of creams, gels sterile and not sterile
for electromedical and ulfrasound procedures also on behalf of third parties by mixing various chemical products
and bottling. Trade and placing on the market of accessories for elecfromedical and ultrasound diagnostic
devices and for electromedical equipment. Development and manufacture of electrods for ECG through coupled
processes of raw materials and cut to size. Production management and placing on the market of electrods for
ECG. Placing on the market of electrosurgical plates and defibrillation pads. Trade of videoprinters

Certificazione rilasciata in conformita al Regolamento Tecnico ACCREDIA RT-09

IL PRESENTE CERTIFICATO E' SOGGETTO AL RISPETTO DEL
REGOLAMENTO PER LA CERTIFICAZIONE DEI SISTEMI DI GESTIONE

THE USE AND THE VALIDITY OF THE CERTIFICATE SHALL SATISFY THE
REQUIREMENTS OF THE RULES FOR CERTIFICATION OF MANAGEMENT SYSTEMS

DATE:  PRIMA CERTIFICAZIONE EMISSIONE CORRENTE SCADENZA
FIRST CERTIFICATION CURRENT ISSUE EXPIRY
2019-06-05 2019-06-05 2022-06-04

FEDERAZIONE

IMQ S.p.A. - VIA QUINTILIANO, 43 - 20138 MILANO ITALY

Management Systems Division - Flavio Omago ‘K IM Q C ’SQ

ACCREDIA { ‘
LENTE ITALAND O ALCHIDITAMINTG. [AF: 07. 09, 1 gl 1 2, 29 WWww.Clsg.com

| processl riconductill a seitari IAF soticlineati risullano non ancora coperti da accreditamenta : . o « % g 1 "
SGA N° 006 D Prucaszas redsivd to usidained LAF sactors i nof yat goversd by soorediaion Organismo di Certificazione Federato CISQ CISQ & la Federam.une IFaII_ana d_i Drgar.nsml di

www.imag.it Certificaziene del sistemi di gestione aziendale.

Membea degl Atcerd di Muluo La valid#a dol corlificata & suberdinata 8 sorveglianza anauale e fiesame complsta 1 €ISQ Is the ltallan Federation of management
Ricanpscimenta EA, IAF ¢ ILAC el Sistema & Geslione con periodkcitd trennale X system Certification Bodies.
Signatory of EA, 1AF and ILAG The vatidily of fhe certificate is submifted ta annusl aurdit and a reassessment

Mutual Recognifion Agreements of the entire Managemant System within e poars
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THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:
CERACARTA SPA

VIA SECONDO CASADEI 14 Z.1. VILLA SELVA - 47122 FORLI' (FC)

has implemented and maintains a

Environmental Management System

Jor the following scope:

Manufacture and print of special recording chart papers for industrial, railway, medical use and
ticketing also on behalf of third parties by molding process. Manufacture and print of labels and
tickets also radio frequency reading/writing (RFID) by molding process. Development and manufacture
of creams, gels sterile and not sterile for electromedical and ultrasound procedures also on behalf of
third parties by mixing various chemical products and bottling. Trade and placing on the market of
accessories for electromedical and ultrasound diagnostic devices and for electromedical equipment.
Development and manufacture of electrods for ECG through coupled processes of raw materials and
cut to size. Production management and placing on the market of electrods for ECG. Placing on the
market of electrosurgical plates and defibrillation pads. Trade of videoprinters

which fulfills the requirements of the following standard:
ISO 14001:2015

Issued on: 2019 - 06 - 05
Expires on: 2022 - 06 - 04

This attestation is directly linked to the IQNet Partner’s original certificate
and shall not be used as a stand-alone document

_ Registration Number: 1T - 9 .

Alex Stoichitoiu Ing. Claudio Provetti

President of IONET President of CISQ

IQNet Partners™:
AENOR Spain AFNOR Certification France APCER Portugal CCC Cyprus CISQ Italy

CQC China CQM China CQS Czech Republic Cro Cert Croatia DQS Holding GmbH Germany FCAV Brazil
FONDONORMA Fenezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

IRAM Argentina JQA Japan KFQ Korea MIRTEC Greece MSZT Hungary Nemko AS Norway NSAI freland

NYCE-SIGE México PCBC Poland Quality Austria Austria RR Russia SII Israel SIQ Slovenia
SIRIM QAS International Malaysia SQS Switzerland SRAC Romania TEST St Petersburg Russia TSE Turkey YUQS Serbia

IQNet is represented in the USA by: AFNOR Certification, CISQ, DQS Holding GmbH and NSAT Inc.

* The list of IQNet partners is valid at the time of issue of this certificate. Updated information is available under www.ignet-certification.com




MINISTERUL SANATATII AL REPUBLICH MOLDOVA
PECTIYBNWKA MONAOBA
MWHUCTEPCTBO 3APABOOXPAHEHWA

SERVICIUL DE SUPRAVEGHERE DE STAT
A SANATATII PUBLICE
CNYEA FOCYOAPCTBEHHOFO HAO3OPA
3A OBWECTBEHHEIM 310POBLEM

GCENTRUL NATIONAL DE SANATATE PUBLICA
HALMOHANBHLIA IEHTP
OBLIECTBEHHOIO 3A0POBLA
2028, KnwuHay, yn. TAcakn B7 a
Ten. +373 22 574501, dakc +373 22 729725
IDNO 1007601001123
e-mail: cnsp@cnsp.md; anticamera@cnsp.md

DOCUMANTATIE MEDICALA / Mennunrckas TokyMesTauus

~ FORMULAR / dopua Nr. 303-2/e

APROBAT DE MS AL RM / Vinaepardena M3 Py 31.10.11 Nr. 828
Centrul de incerciiri de laborator acreditat

in Sistemul National de Acreditare in Domeniul
Evaluiirii Conformitatii Produselor

HcneITarenbyplid TadopaTopHBIE HERTD
AKKPeIATORAHHEIA Hallonane Hum AKKPEANTAIMOHHbBIM
Llentpoem PM MOLDAC Certificat nr. LI-044 din
02.06.2014 valabil pana la 16.02.2018

Acreditat in Sistemul Ministerului Sanatitii RM
AKKpEAUTORAHHBIH B chcTenme MuAuTTEPCTBA
3apasooxpavenna PM Certificat nr. 2293 din
24,10.2014, valabil pana la24.10.2019

AVIZ SANITAR
PENTRU PRODUSELE ALIMENTARE $1 NEALIMENTARE Nr. _ {0 Y

Canumaproe 3araiodenue OIA Nyt egolX i Henuu egulx RpOdVKINos

dinfom 1010

201 8

Prin prezentul aviz sanitar se confirm ca producerea, importul, utilizarea si desfacerea produselor
HaCTOFILLIMM CaRVTACHBIM 32KNI0YeHNEM NOETBESPHAASTCA, UTD NPoWU3B0ACTEO, BBO3, MCNONLIOBAKWE W peannsaynA npoaveuum,

sacidin PE (polietilend) cu volume 10: 20: 30: 50; 100; 120 litri

Danhata
QA v B L e LSl

e AN Sy (ﬂm\mmrnn1

a|
U d\,uau,au LA KA tHH e

sunt conforme Regulamentului {lor) sanitar (g} / COOTBETCTBYIOT CRHUTAPHOMY (bIM) pernamenTy (am) (se va indica denumirea
completd a Regulamentului (lor) sanitar (e) / ykazats MONHOE HAWMEHOBAHWE CAHNTARHOTO (bIX) pernameHTa (oB)

- 308 din29.04.2011 _ Regulamentul sanitar privind materialele si obiectele destinate sa vind

LIS e
A dusele ali;l;l:]gﬂfmp G ar 278 din 24.04 2013

Organizatia-producatoare/importatoare, tara de orlglne 1 OpraHnaaua Nponss./MMNopTep, GTpaHa NPOUCXOKAEHNA

»BELNIS”SRI

L ¥

3 Lo §
v

Destinatarul avizului sanitar / Nonywatent CaHUTapHOIS 3aKnio4eHna

»BELNIS? SRL. Moldova, Chisindu, str Petricani, 19/1

AN ALY

Ca temei pentru recunoé‘sterea conformitatii produselor Regulamentului {lor) sanitar {e) mentionat (e) au servit/
OcHogaruemr Grif APUSHaHUS NPOOYKULU YKB3aHHOMY (bIM} CRHUMEPHOMY (biM) peziameHmon (am) A10CIyxuno

raport a tncercirilor de laborator nr.955 din 06.03.2018

— Demers—autorizatie sanitard de functionare,

{a enumera documentele de insotire, bulatinele de analizd/nepeyrcnuTs CONPOBOANTENEHEIE A0K., NPCTOKOSIE MCCNEA,.)
Caracteristica sanitar a produseloricanumapras xapakmeptomuka npodysuuu:

Parametrii (factoril) /. noxazamenu (hakmope)

Normativul sanitar / carumapHetl Hopramue

conform1 ﬁnnmﬂm sncercarilor de laborator nr.955 din 06.03.2018

Domeniu de utilizare / O6nacme npuMeHeHUR:

producere

Conditiile necesare de utilizare, depozitare, transportare, masurile de securitate / HeoGxo0umble ycroeus UcrnoNb30sanus,

XPaHeHUs, MPAHCIoPMUPOBKY, Mepal Be3cCRacHOGTIY:

AVIZUL SANITAR g ‘E

BJUNCTUL MEDICU UI SEF SANITAR DE STAT AL REPUBLICIT MOLDOVA
: g mﬂr;m FOCYIAPCTBEHHOTO CAHITAPHOIO BPAYA PECITYBIHKH MOJITOBA é’f / /

piata in conditiile respectérii legislatiei in vigoare n Republica Moldova
abil.pina la / CanumapHoe 3akriovenue delicmeumensHo 0o; 30 martie 2U21

(semnatura / nop,nmcs)

cp /CrHO3
0048367 03




o ¥ MINISTERIO \gencia espafiola de
'Q DE SANIDAD, CONSUMO s II‘ medicamentos y
Y BIENESTAR SOCIAL . productos sanitarios :
- - CERTIFICACION
Ne  39/C-SGO055

PAY

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado nimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485:2018
(EN ISO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad - Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa / to the company

Dia.Pro Diagnostic Bioprobes S.r.l.

Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseio, desarrollo y producciéon de reactivos y productos reactivos, calibradores y materiales de
control para inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia
molecular.

Diseiio, desarrollo, produccion y servicio técnico de instrumentos y software para diagnéstico in
vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials
for immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software
for “in vitro” diagnostic.

Modificaciones de alcance: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 8-03-2019 Hasta/To: 17-12-2021

Certificacion inicial/ /nitial certification date: 27-11-2013

Renovacion / Renewal of certification date: 8-03-2019

Mad[id, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 Jesls Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios
Fecha de la firma: 08/03/2019

Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es

Localizador: LPDTJL52DF

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89



ENAG

CERTIFICACION
N°  39/C-SG055

ANEXO | / ANNEX |
CERTIFICADO UNE-EN ISO 13485:2018/ UNE-EN ISO 13485:2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificaciéon/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del &mbito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnolégico para incluir:
Inmunoquimica y microbiologia
Instrumentos y software para diagndstico “in vitro”.

Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

MadNrid, 08 de marzo de 2019
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencia e

¢ Spanol
’ medlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: LPDTJL52DF
Fecha de la firma: 08/03/2019
Puede comprobar la autenticidad del documento en la sede de la AEMPS: https://sede.aemps.gob.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
A 28022 MADRID
on0318@aemps.es CERTIFICACION 13485 Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

Fax: (+34) 91.822.52.89
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NACNOPT-CEPTUPUKAT NPOUIBOAUTEAR

Hd tHabop peareHTOB AAf ONPEAEASHUA FPYIN KPOBU YEAOBEKO CHCTEM
ABO, Pesyc u Kelln» no TY-9398-101-51203590-2009
{ LOAUKAOHbBI

AHTHU-A, AHTH-B v AHTH-AB)

PermctpoumorHoe yaoctoseperme Ne PCP 2009/06042 or 05 Hoabpa 2009 r

HaumeHoranue: [JomioH AHTH-A Bo drakoHax 10 10 MI ¢ KpacHEIME
KPBIITKAMHE

Cepusi: 096111

_ WMarovosiien:_ 05.11.2019

Fonen mo: 05.11.2021

Enuunna: 100 mn
__KoaunuecTro eqnnny. 40_
Oonem cepun: 10000 M.

Hacnopt: A096111 o1 05112019
HaumeHosaH1e Hopma no TY PeayAsTaT:
NOKQIATENR WCBITaHKWIA
1. BHELLHMWH BKA
1.1 LoAMKAOQH QHTH=A MPO3LAYHAR KMAKOTTE KRACHOTO UBETA. CooteeTcTeyer
1.2 LoAMKAOH QHTH-B NPC3pAYHAR KMAKOCTE CHHETD LBETA.
1.3 LloAMKAOH OHTU-AB MNpo3payHas BECUBETHOR XMAKDCTS.
2. Cepoaormieckrie LIOAMKAOH GHTA-A  HE AOAXEH AQBGTb QITAICTHHOLLMM
CBOUCTEd C 3puTRoLmTamq rpynn B(Ill) » O{l) Coorsercieyer
2.1 CneumdovHHoCTs LLOAMKACH AHTKH-B  HE AOAKEH ATEOTL QIMAIOTMHOLLMKM C
spuTpoumtamud rpynn Aflll) n Ofl) CooTseTcrayet
LLOAMKACH QHTM-AB HE ACAKEH ACBATS ATFAKTAHGLMIA
C apuTpoumTami rpynne O(l) CoorseTcisyeT
2 T EMarTAIOTHHUD YIOTIGH ATTRICTHROLAY HO TTADCEDCTH 30WTDOOHMTOE AT W B
cnocofbHocTs (] CCOTBETCTBYIOLMMKM  LloavKaGHOMK  aonkHa | COOTEETCTRYET
NOABUTLCA HE No3AHSE 10 Cek, NOCAE CMELLIMBAHWA 10 CekyHa
TUTR LLOAMKAQHGQ QHTW-A B pEaXUMy CITAIOTMHOLLMK HA
NAGCKGCTH C DpuTpOLMTAMI IRYNNkI A(ll) 1:32 - 1:64 | Coomsertcrayer
2.3 Twip TUTR LOAMKACHT OHTM-B B DECKLIM CITAKTUHGLMM HA | 1:32- 1: 44
NAQCKOCTH © SpUTpouMTamMIM rpynnsl Bl
1:64 CooTsercreyeTr
TUTE LLOAMKAOHG GHTK-AB B pEaKLLMM GITAIDTMHG-WMM 1:64

HQ NAQCKOCTH C IDUTROLMTAMM

rpynn Afll) 1:32-1: 64
Bl 144

CoormeeTrcTayer
1:32-1: 64
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MEZIMK/IOH

000 ‘Megyxnon”

127276 Mocksa, BOTAHUIECKOA YA, 35, T\ch  +74%5 231-2272 +7499 502-1214

NACNOPT-CEPTUPUKAT MPOUIBOAUTEAR
Ha tHaGop pedreHTOB AAS ONpeAeAeH!a rpynin KPOBH YEAOBEKO CHCTEM

ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHBI  AnTu-A, AHTH-B 1 AHTH-AB )

PerMcTpaUMoHHOe yaccToseperne  Ne PCP 2009/06043 ot 05 HosEpa 2009 1

Haumenoranne: IlomixioH AHTH-B Bo duakosax no 10 mi ¢ CHEAMY KPhIIOKAMHA

Cepusi: 095810

HMsrorosanen: 21.10.2019

Eauaanma: 100 mu

Konmaecrso enamuy 40

NAOCKOCTH C SPMTPOLLMTaMM rpynnbl B{N)

~Fopen po: 21:10.2021 - —— - -Obfpem cepun: 10000 M.
Iacoopt: B095810 or21.10.2019
HammeHoBaHWE Hopsano TY Pe3yabTaTh!
NOKQ3aTEAR WMCABTAHWA |
T. BHELIHWA BMA
1.1 LloarkaoH anti-A MPo3pPAa4HAl KMAKOCTL KPACHOIO LBETA. CoorteeTcrayeT
1.2 LoankroH aHTi-B Npo3pa4Has XKMAKOCTE CHHERD LBETC.
1.3 LlOAMKAOH QHTH-AB [po3payHas GecuBeTHas JKMAKOCTb.
2. Cepororieckhe HOAMKAOH AHTH-A HE AQAXKEH ACQBATL QIMAKCTAHALMK
CROMCTEQ ¢ spuTpourTasmu rpynn Bl 1 Ofl) CooteeTcTayeT
2.1 CneumndcpruHocTs LIOAMKAOH QHIM-B  HE ADAXKEH ACEBOTE QITAICTMHALMK C
spuTpoumMTamy rpynn Al n Ofl) CooTBeTcIByeT
LLGAMKACH OHTH-AB HE ADANKEH ACBUTE AMMAICTUHALMA
C 3PUTROLLMTAMM rpynne Ofl] CoOTBETCTBYET
2.7 FErmar soTMHMPYIOLLaR AFFAOTMHOLMA - HO NADCKOCTA 3puTpoLdios Al 1 B
CNOCOOHOCTL c coomeicTRyowmMm  LoAMKADHGMW  AomkHa | CooreeTcreyet
NORBMTLCA HE No3aHES 10 cak. NOCAS CMELLIMBAHWS 10 cexyHA
Tip LLOAMKAGHO QHTM-A B PECKLMM AITAIOTUHALIMK HO
NAOGKOCTH C SpuTpOLMTaMi Ipynnel Afll) 1:32 - 1:64- | CootsercTayer
2.3 Tutp TP LOAMKAOHA QHTH-B B pEOKLMM QITAIOTMHOLAW HO | 1:32-1: 64

T o8 - o

TuTp LOAMKAOHO QHTH-AR B PETKLMM OrTAIOTIHO- Lk
HO NAQCKOCTM C 3pMTROKMTTNWM TRYMTT-AL) _”m;.m,,. 1164
W BNy 1: 64 £

OUIBEICIBy=T
1:64

CooTsercreyer
1:32-1: 64

LoAMKAOH COOTBETCTBYET Gmmoamxmé Y |.\

JaseAyioos

OTK O0O ¢tMEAMKADHY

3

398-101/51203590-2009

M.C. OpaoBd




- 000 ‘Megyxnon”
MELMKNIOH ;
— 12776 MOCKRA, BOTOHMHE KA YA 85 The—+7495-231 2272 +7499.502-1214

NACNOPTI-CEPTUPUKAT MPOUIBOAUTEAS
Ha «tHaGop pedreHTOB AAA ONPEeASACHUA TPYNMN KPOBH YEACBEKA CUCTEM
ABQ, Pezyc u Kelln no TY-9398-101-51203590-200¢

{ LOAMKAOHBI  AHTW-A, AHTU-B W AHTH-AB)
PerMcTpOUHCHHOE YAOCTOREpeHue Ne PCP 2009706043 ot 05 HoabGps 2009 ¢

Haumenosanme: IlonwknoH AHTH-AB

Cepusi: 098611

Envanna: 100 mn

Hsrorosnen: 05.11.2019 Koaugecrro eannny 10
Tomen pno: 05.11.2021 Obdrem cepun: 10000 mn.
Tlacmopt: AB098611 o1 05.11.2019
HAMMEHOBAHWE Hopma no TY Pe3yabTaThl
NOKGICTSAS UCNEITTHWA
1. BHELLHMH B1A
1.1 LOAMKACH QHTU-A MPO3PAYHAS KMAKOCTE KPACHOTO LBETA. CooteaTcisyer
1.2 UoankaoH AHT-B MPO3PAYHCA KMAKOCTs CUHEro LBETa.
1.3 UoAnKAOH aHTH-AB Npo3paiHas BECUBETHAN KMAKOCTE.
2. Cepoacrmyiecrie LUoAMKAOH QHTH-A  HE ADAKSH ACBATE QITACTHUHALMM
CBOHCTR ¢ aputpoLTamu roynn B{lil) n O(l) CooTeetcisyer
2.1 CreumdoHOCTE LLOAMKADH QHTM-B  HE ADANEH AQEBATE AITAIOTHHAUMK C
SPUTROLMTCMM moyn At} n O(l) CocTteercTayeT
LOAMKACH QHTU-AB HE ACAXKEH ACQBOTE CITAKOTHHCILAU
< PpUTPOUMTAMM rpynnel Ofl) CoorsetcreyaT
-2 FemarraioTHHMPYIoLLOn AT TAOTAHOLMA HO MADCKOCTH-IPHTROLMTOR -Ad-1B
cnocoBHOCTh C  COOTRETCTBYIOLLIMMM  LIOAMKACHOMM  AOAXHG | COOTBETCTBYET
nosBMTECS He nosakee 10 Cek. NOCAS CMELLMBAHKA 10 cekyHA
TP LLOAMKACHT QHTH-A B PEAKLMM QITAKTAHALMM HQ
NAOCKOCTH C SpMTpOLMTamMi rpynne A(l] 1732 = 1384 | CoomerctsyeT
23 Tuip TUTP LLOAMKAOHA QHTM-B B PEAKLMM AITAKTHHALMKM HA [ 1:32 - 1: 64
NAOCKOCTU ¢ SRMTRCUMTAMM roynns B(lll)
1164 . CoGrsercieyet
TuUTp LLOAMKAOHT OHTH-ABE PECKLYM TFAIOTUHT LU 1:64
HO MAGCKOCTH C SPUIPOWATCAA RYNITATE 1:32 - 1: 64
MBI T 64 . SN CooTBETCTRYET
) \ 1:32-1:64

LLOAMKAOH COOTBETCTBYET TPEBOBAH MM -

3aseayolngas  OTK OGO «tMeanKaOH)

-/9398:101-51203590-2009

M.C. Opaocsa
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MEAMRIOH

000 ‘Megsmrnor”

127274 Mockeq, botaHueckad yAa., 35, T\ (493) 231-2272 {499] 502-1214

MACHOPT-CEPTU®UKAT MPOU3BOAUTEAR

Ha tHabop pedreHToE AAR ONPEAEAEHUS rPYNN KPOBH HYEAOREKA CHCTEM
ABQO, Peszyc u Kelly no TY-9398-101-512035%0-2009

( WOAMKAOH  AHTU-D Cyuep )
PercTpaukoHHoe yaocTosepere  Ne PCP 2009/06043 o1 05 HosBpa 2009 1

Hansenosanne: Lommion Aury-D Cynep Bo dnakoHax 0o 10 M ¢ scneHbIMEA

KPHIIKAMA
Cepna: 292711
“Marorornen: 05:11.2019
Tomen po: 05.11.2021

Enmanna: 100 v
KommgecTso eqpann 40

OGnem cepun: 10000 M.

Hacnopt: Hec292711 or 05.11.2019

HauMenosanue XapaxrepracTHKA HOpME 00 TY Pesynbrarst
TIOKA3ATEII HCIBITaHHA
1. BHenmmii pug ITpospausas KHAKOCTE CEETIO-0exeBoro neera
CoDTBEICTRYET
2. Ceponormdeckne
CBOMCTRA i
2.1 CremudmanocTs Tomixnon Autu-D Cynep Be fonsen | CooTBeTCTRYeT
i ArTIOTHHUPOBATE D(—) 3pHTPOTMTEL
22 H_OEHHHHQE%EEQ Yerkas peakups arDIOTHHAIME JODKHA CooTRETCTRYET
CIIOcoOHOCTD HACTYNaTs B TedcHAe 30 cex. mocne cMenmpanud | 30 cek.
pearcrTrc-DE--oprTponTaNT
2.3 Turp Tarp Lommiiona: »mdmfﬁ. Cynep B peaKifid CooteercIByer
eITMOTHHAIA Ha ROCKOCTH e dT,w wﬁﬁ.
TpommTamy/ 1:327 1:32
Turp EgEomm Antu-D QSnm B no&ﬂ:u
npaMoii arrmoTusamEn ¢ D) uquﬂohwqu 1:256

mEcﬂhﬁdﬁnmﬂuﬁmem

Ay

Ijonuxnon coomeemcmeyem mpebosanusn TV — wmbmn.:: 51 \m 009

3apenyroman OTK 000 Megnrnom

M.C.Cpnosa




@ © o000 ‘Megurnron”

MEAMKAOH

127276 Mockeq, BoTaHMyeckan yA., 35, T\do {495) 231-2272  [499) 502-1214

MACNOPT~CEPTRPUKAT MNPOUIBOAMNTEAR
Ha «tHaGop peareHTOB AAA ONPEAEGAEHHMA IPYNN KPOBH HEAOBEKU CUCTEM
ABO, Pezyc 1 Kellp no TY-9398-101-51203590-2009

( WOAUKAOH  AHTH-D (IgG) )
Permcipcumontoe yaocTosepetmue Ne CP 2009/04043 o1 05 Hoabps 2009 r

HanmenoBanwne: Ilonuxron Anmu-D(IgG)

Cepun: 292110 Emauana: 100 M
Hirotosnen: 28.10.2019 KoauuecTro equuun 10
Tomen no: 28.10.2021 O6bem cepun: 10000 M.

Hacnopt: :x292110 or 28.10.201%

Haumenoramue XapakTcpHCTUKA HOPME PezyneTare:
TI0KA3aTeNs HCIBITAHHE
1. Buemswuii Bux [Ipospaunas KANKOCTE CRETNO-0EMEeBOTO MBET
CootrercTRVET
2. Ceponorsuecckue
cBoiicTEa
Honugnon AnTe-D He JOMReH armmoOTHEAPo- | COOTBETCTRYET
2.1 CoenpduyHocTs Bath D(-) SPHTPOLHATEL

2.2 TeMartmOTHEMPYIOW | ArToTHHAINS SpRTpouTos D+ ¢ lotaxno- | CooTEETCTBYeT
at  cnocobHoCTE HOM B NpOSHPOYHOM TECTE C JKENATHHOM
AOTKHA MOARIATLCA He nosanee 15 MuH.

2.3 Turp Tutp Lonnxona anry-D B :h&:ﬁo;:oz Cooraercreyer
TecTe ¢ JxenaruraoM 1:128; -

Turp Honuxnona s mﬁ.&g TENEATEN
mﬁﬁqooﬁxmowoa ,Rnﬂw 1:512 >

Honuknon coorrercTRyeT TpeGobanmam TY — muum.w 01-51 N@wmmFm%.u._ :

3aseayomas OTK 000 «Meauitony M.C.Opnopa




E 000 “‘Mesnxnorn”
MEZVIKNOH

127274 Mocxkeq, botannueckas ya., 35, T\db (495) 2312272 {499) 502-1214

MACNOPT-CEPTUPHUKAT MNPOUIBOAUTEAR
Ha «HaGop peareHToB AAA CNipeASAECHUA TPYIN KPOBM YHEAOREKA CHCTEM
ABQ, Pe3zyc u Kellh no TY-9398-101-51203590-2009

{ LOAMKAOH AHTHM-Kell Cynep)
PervctpaumorHoe <b.0.0._.0mmﬂ.|m_\=‘_m Ne ¢CP NO%%&DAN o105 IOm@Dm 2009 r

Haumenosanne: [lonmoion Anru-Kell Cynep

Cepua: 196410 Esunnna: 100 mn

Harotomiaen: 21.10.2019 Koauaecrso ¢apaun 10

Tonen go: 21.10.2021- -

O6bem cepun: 10000 m.
Macnopt: K1%6410 o1 21.10.2019

HammenoBanue XapaxTepHcTHKa HOPMH o TY PesynpTarsl
IIOKA3aTeNs HCIBITaHHH
1.Buemsnii Bug [Ipozpadnad xenTOBaTa% HIIH PO30OBATAS KHOKOCTE | CooTBETCTBYET
2. Ceponoruueckue
CBOHCTBA
RREEAE N A FS AR FATTE P AN § ¢ Y TPUL S URNTPETIR A5 LS Sy S Lo 2
AITAICTHHEPOBATE 3PHTPOIHTEL K(-)
2.2 TeMarrmoTeEApysoman | UeTkad peakuus arriiOTHHALIB Ha TLUT0CKOCTH OMKHA
A - L N
cnocobHocTE HACTYIIZTh B TeueHHS 30 ceK, mMociie cMemMBana " CooTBeTeTRYET
.n.m._ ’ d o
2.2 AXTHBHOCTB Turp Lonuknona Anri-Kell Cynep B peaxuu npsamoi | CootsercTayer
ATTMFTHHALIMH B MHKDOLE e 1106 K i:i6

IlomHENOH co0TReTCTBYET TpeGosarmuam TY — 9398-101-

3asenyomat OTK Q00 «Memguxnony M.C.Opnoea




Emesso il: 2017-11-18

Data Scadenza: 2022-11-17 IMQ

Questa Dichiarazione di approvazione € soggetta alle condizioni previste dall'lMQ nel "Regolamento per la
certificazione CE dei dispositivi medici in base alla direttiva 93/42/CEE".

CERTIFICATO CE

Certificato n. 1974/ MDD

Dichiarazione di approvazione del sistema qualita
(Sistema completo di garanzia qualita)

Visto l'esito delle verifiche condotte in conformita all'Allegato I, con l'esclusione del punto
4, della direttiva 93/42/CEE e s.m.i., si dichiara che la ditta:

CERACARTA SPA
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

mantiene negli stabilimenti di:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

un sistema qualita che assicura la conformita dei seguenti prodotti:

Gel per ultrasuoni e lubrificante sterile

Modd. Super Sterigel; Lubri Supergel sterile (classe lI1A)
Marca Ceracarta

ai requisiti essenziali della direttiva suddetta ad essi applicabili (in tutte le fasi dalla
progettazione al controllo finale) ed & sottoposta alla sorveglianza prevista dal punto 5
dell'Allegato Il. Per i dispositivi in classe Il questo certificato & valido solamente con il
relativo certificato di esame CE della progettazione di Allegato 11.4.

Riferimento pratiche IMQ:
DM17-0017248-01.
Questa Dichiarazione di approvazione é rilasciata dall'IMQ S.p.A. quale organismo

notificato per la direttiva 93/42/CEE e s.m.i.
Il numero identificativo dell'IMQ S.p.A. quale organismo notificato &: 0051.

®@IMQ

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - [-20138 Milano

Via Quintiliano 43
tel. + 39 0250731

www.img.it




EC CERTIFICATE

Certificate No 1974/MDD

Full Quality Assurance System Approval Certificate

On the basis of our examination carried out according to Annex Il, excluding section 4, of
the Directive 93/42/EEC and its revised version, we hereby certify that:

CERACARTA SPA
47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

manages in the factories of:

47122 FORLI' (FC) - VIA SECONDO CASADEI 14 Z.I. VILLA SELVA (ITA) - Italy

a quality assurance system ensuring the conformity of the following products:

Sterile utrasound transmission gel and sterile lubricating gel

Type ref. Super Sterigel; Lubri Supergel sterile (classe 11A)
Trade mark Ceracarta

with the relevant essential requirements of the aforementioned directive (from design to

final inspection and testing) and it is subject to surveillance as specified in section 5 of

Annex Il. For class Ill devices, this certificate is valid only with the relevant EC Design-
Examination Certificate of Annex 11.4.

Reference to IMQ files Nos:
DM17-0017248-01.

This Approval Certificate is issued by IMQ S.p.A. as Notified Body for the Directive
93/42/EEC and its revised version.
Notified Body notified to European Commission under number: 0051.

Date: 2017-11-18

Expiry Date: 2022-11-17 IMQ

IMQ&E

ISTITUTO ITALIANO DEL MARCHIO DI QUALITA’

IMQ S.p.A. - 1-20138 Milano
Via Quintiliano 43
tel. + 39 0250731

www.img.it

This Approval Certificate is subjected to the provisions laid down in the “Rules for managing the EC
Certification of Medical Devices on the basis of the Directive 93/42/EEC”.



ATVANTOR

PERFORMAMNCE MATERIALS

Declaration of CE conformity

Avantor Performance Materials B.V. reg. No. 38013066 who is an established manufacturer of

Hematology- Reagents, Stains, Controls and Calibrators and products for Histopathology located at:

Teugseweg 20
7418 AM Deventer
the Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T. Baker label and have the CE mark on the label
where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive 98/79/EC
and the conformity assessment procedure according to Annex lll.

The products are not part of List A and List B of Annex Il of the IVD Directive 98/79/EC but are subject to
self registration.

This declaration is valid for all the IVD medical devices described above and which are placed on the

market by ourselves on or after the date hereof and which bear the CE marking.

Deventer, the Netherlands.
22 November 2011

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 3



AJANTOR

PERFORMAMNCE MATERIALS

J.T.Baker product list for CE marked products

3863.1000 CyMet Micro CN free 1L micros
3440.0500PE CyMet Mindray CN Free 500 ml
3441.0500PE CyMet Mindray 500 ml
3480.5000PC CyMet SF Baso 5L
3481.5000PC CyMet SF Diff 1 5L
3482.0500PE CyMet SF Diff 2 500 ml
3775.1000 CyMet ST 1600/2000 1 liter
3759.1000 CyMet ST 1600/2000 CN free 1 liter
3759.5000 CyMet ST 1600/2000 CN free 5 liter
3788 CyMet STX/STL 1 liter
3919 CyMet STX/STL 5 liter
3484.1000PE CyMet NR IIT 1 liter
3486.1000PE CyMet NR III, CN Free 1 liter
3485.1000PE CyMet NR V 1 liter
3497.0500PE CyMet MH CN Free 500 ml
3489.1000PE CyMet MBA 1 liter
3487.1000PE CyMet MD(T) 1 liter
3488.0500PE CyMet MD(II) 500 ml
3077 LyzerGlobin™ 500 ml
3769 LyzerGlobin 6x15ml
3771 LyzerGlobin PCE 6x15ml
3770 LyzerGlobin 11 10 x 10 ml
3850 LyzetrGlobin CN free 6x15ml
Cleaners

3766.0500 DetectoTerge 500 ml
3763 DetectoTerge 5 liter
3766 DetectoTerge 1 liter
3900 ProClean™ 5 liter
3768.1000 ProClean 1L micros
3867.1000PE ProClean Extra 1L micros
3862.1000 ProClean Extra 1 liter
3862.5000 ProClean Extra 5 liter
3901 ProClean Plus 100 ml
3902.0100PE ProClean CD 100 ml
3432.5000 ProClean Abacus 5 liter
3946 Blanking Solution Hgb 20 liter
3947 Blanking Solution 1600/2000 20 liter
3917 Hypochlorite 0.5% 1liter
3917.5000 Hypochlorite 0.5% 5 liter
3936.1000 Hypochlorite 5% 1liter
3442.5000PE Rinse Mindray 5 liter
3915 Rinsing Solution Serono 9000 20 liter
3941.1000PE HypoChlorite NR 1 liter
3941.5000PC HypoChlorite NR 5 liter
3498.1000PE ProClean MX5 1 liter
Reagents for 5-part WBC diff. on STKS and MaxM.

3938 RBCLyse™ 1 liter
3938G.1000PE RBCLyse G 1 liter
3939 WBCStabilise™ 500 ml
3492.0090 RetiCount MH 6x15ml
3493.0500PE RetiClear MHG 500 ml
3493.1000PE RetiClear MHG 1 liter
3494.0200PE RetiCount G 200 ml
3774 Reticount™ 30 ml
3777 Reticount CD 15x3.5ml

Prod.no. [Product [Pack size
Reagents for diluting and lysing

3961 Diluid™ 100 Plus 20 liter
3954 Diluid 590 20 liter
3969 Diluid 610 20 liter
3430.9010 Diluid Abacus 10 liter
3430.9020 Diluid Abacus 20 liter
3996 Diluid AC 900 20 liter
3996.9010PC Diluid AC 900 10 liter
3476.9020PC Diluid APR 20 liter
3957 Diluid Azide free 20 liter
3958 Diluid Azide free 10 liter
3963.9010 Diluid ITI Diff 10 liter
3963 Diluid ITI Diff 20 liter
3974 Diluid I1I Diff Seaccontainer 20 liter
3459.9020 Diluid Erma 20 liter
3483.9020PC Diluid NR 20 liter
3439.9020PC Diluid Mindray 20 liter
3832.9020 Diluid Sheath 3200-4000 20 liter
3976 Diluid ST 1600/2000 20 liter
3496.9020PC Diluid M5 20 liter
3495.9010PC Sheath D 10 liter
3826 Sheath Fluid 3000/3500 20 liter
3826.5000 Sheath Fluid 3000/3500 5 liter
3827.5000PC LeucoLyse 5 liter
3998 CN-free Lyse Diff AC 900 5 liter
3744 CyMet™ 1000 CN free 5 liter
3773.5000PC CyMet 4500 CN free 5 liter
3824 CyMet 3000 10 liter
3823.1000 CyMet 3200 CN free 1 liter
3825 CyMet 3500 CN free 5 liter
3839.5000PC CyMet 3500 5 liter
3975 CyMet 530+ CN free 10 liter
3971 CyMet 590 CN free 5 liter
3970 CyMet 610 CN free 10 liter
3977 CyMet 610 CN free 5 liter
3918.5000 CyMet 9000 CN free 5 liter
3431.1000 CyMet Abacus CN free 1 liter
3444.1000PE CyMet Abacus EO 1 liter
3445.1000PE CyMet Abacus Baso 1 liter
3477.0500PE CyMet APR CN free 500 ml
3478.1000PE CyMet APR EO 1 liter
3479.1000PE CyMet APR Baso II 1 liter
3755 CyMet Automated 5 liter
3757 CyMet Automated 500 ml
3780 CyMet Automated CN Free 1 liter
3460.0500 CyMet Erma 500 ml
3841.1000PE CyMet H12 CN Free 1 liter
3842.1000 EO Reagent Autocounter 1 liter
3853.1000 CyMet H20 1 liter
3968 CyMet 111 Diff 1 liter
3964 CyMet ITI Diff 5 liter
3972.1000 CyMet I Diff CN free 1 liter
3972.5000 CyMet I1I Diff CN free 5 liter
3740.0500 CyMet KX CN Free 500 ml
3852.1000 CyMet Micro 1 liter
3852.0500 CyMet Micro 500 ml
3857.1000 CyMet Micro CN free 1 liter
3857.0500 CyMet Micro CN free 500 ml

Page 2 of 3




ATVANTOR

PERFORMAMNCE MATERIALS

Hematology Controls 3684/3685/3686 |ADV-Diff Control L./N/H 3.5 ml
3721/3722/3723 |8 PMC Low/Normal/High 8 ml 3690/3691/3692 |ADV Retic 1/2/3 4.0 ml
3724/3725/3726 |8 PMC Low/Normal/High 2.5 ml 3828/3829/3830 |CD-Diff Control 3.0 ml
3633/3634/3635 |8 PMC Low/Normal/High ext 2.5 ml 3838 CD-Diff Control 2x I, N,H 6x 3.0 ml
3701/3702/3703 |8 PMC Low/Normal/High 4.5 ml 3687/3688 CD 4K Retic 1/2 3.0 ml
3922/3923/3924 |8 PMC L./N/H Swelab 4.5 ml 3892/3893/3894 |AC-Diff Control 2.5 ml
3746 8PMC1xIL,1xN,1xH 3 x2.5ml 3896/3897/3898 |K-Diff Control 2.5 ml
3747 8 PMC 4 x Normal 4x25ml 3696/3697 WBC reduced Plt Control L./H 3.0 ml
3748 8 PMC 4 x Normal 4x8ml 3698/3699 WBC reduced RBC Control 3.0 ml
3749 8 PMC 4 x Low 4 x2.5ml L/H
3751 8PMC 1xL,4x N, 1x H 6x25ml Laser controls for Coulter MaxM, GenS and STKS
3734/3735/3736  |3-Diff Control L/N/H 2.5 ml 3681/3682/3683 |5D Control Low /N /H | 5.0 ml
3630/3631/3632 |3-Diff Control L./N/H ext 2.5 ml Calibration Set for Cell Analysers.
3820/3821/3822 |3-Diff Control L./N/H 4.5 ml 3940 Cal Set 1 2x 2.5 ml
3752 3-Diff Control 4 x Low 4x25ml 3720 Platelet Control Ext. value 5x3ml
3753 3-Diff Control 4 x Norm 4x25ml Phosphate Buffered Saline.
3754 3-Diff Control 4 x High 4x2.5ml 3059 PBS, diluting fluid for 20 liter
3782/3783/3784 |[CA-Diff Control L/N/H 4.5 ml bloodgrouping
3607/3608/3609  |CA-Diff Control I./N/H 2.5 ml 3059.9010PC PBS, diluting fluid for 10 liter
3610/3611/3612  |DIA Diff 5 Control L/N/H 4.5 ml bloodgrouping
3731/3732/3733 |XE-Diff Control I.,/N/H 4.5 ml
3693/3694/3695 |SF-Diff Control L./ N/H 4.5 ml
3613/3614/3615 |BC Diff 5 Control I./N/H 4.5 ml
Number Product Content 3864.1000 Papanicolaou 2A OG6 1 liter
Stains and Dyes 3864.2500 Papanicolaou 2A OG6 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter 3865.1000 Papanicolaou 2B Orange 11 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter 3865.2500 Papanicolaou 2B Orange 11 2,5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter 3866.1000 Papanicolaou 3B EA 50 1 liter
3555.1000PE Papanicolaou Solution 2B 1 liter 3866.2500 Papanicolaou 3B EA 50 2,5 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter 3876.1000 Shorr 1 liter
3556.1000PE Papanicolaou Solution 3B 1 liter 3878.1000 Wright 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter Clearing agent
3556.9200PE Papanicolaou Solution 3B 200 liter 3905.2500PE UltraClear 2.5 liter
3800.1000PE Eosine-Y Alcoholic 1 liter 3905.5000PE UltraClear 5 liter
3800.2500PE Eosine-Y Alcoholic 2.5liter 3905.9010PE UltraClear 10 liter
3801.1000PE Eosin Y 0.5% Aqueous 1 liter 3905.9200 UltraClear 200 liter
3801.2500PE Eosin Y 0.5% Aqueous 2.5liter Mounting media
3871.1000 Eosine Solution 0.2% ready to | 1 liter 3921.0500 UltraKitt 500 ml
use 3921.0600 UltraKitt 6x 100
3871.2500 Eosine Solution 0.2% ready to | 2.5 liter ml
use Fixatives
3856.0100 Giemsa 0.1 liter 3933.1000 10% v/v Buffered 1 liter
3856.0500 Giemsa 0.5 liter Formaldehyde
3856.1000 Giemsa 1 liter 3933.5000PC 10% v/v Buffered 5 liter
3856.2500 Giemsa 2.5 liter Formaldehyde
3870.1000 Hematoxyline er (Mayer) 1 liter 3933.9010 (PE) | 10% v/v Buffered 10 liter
3870.2500 Hematoxyline er (Mayer) 2.5 liter — Formaldehyde <PE>
3873.1000 Hematoxyline (Harris, Gll 1) | 1 liter 39339020 (PE) | 10% v/v Buffered 20 liter
3873. ) s Formaldehyde (PE)
3873.2500 Hematoxy]jne (Harris, Gill H) 2.5 liter 3869.1200 Cervix Fixative 12 x 125
3879.1000 Leishman 1 liter ml
3855.0500 May Griinwald 0.5 liter 3880.1000 Bouin’s Fixative 1 liter
3855.1000 May Griinwald 1 liter 3058.9010 Immuno PBS 20x 10 liter
3855.2500 May Grinwald 2.5 liter concentrated
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