Declaration of Conformity helena

Biosciences Europe

HL-7-0664DC DOI 2015/08 (1)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5267L Thromboplastin L 55983

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: %/CM /% Date: 06 Aug 2015

Tel +44 (0)191 482 8440 Helena Biosciences Europe

Fax +44 (0)191 482 8442 Queensvs

info@helena-biosciences.com , _
L Digitally signed by Ceaicovschi Tudor
www.helena-biosciences B9 2021 04.18 11:16:08 EEST  Unitef
Reason: MoldSign Signature
Location: Moldova
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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 HEHTP OIIEHKHA KAYECTBA»
Per. Ne POCC RU.31514.0417KA0

Opran no ceprupHKanHH:
PEI' Ne GLOBAL QUALITY GROUP.RU.0001
OBILIECTBO C OTPAHUYEHHOW OTBETCTBEHHOCTbIO
«EJIMHBbIA CTAHJJAPT KAYECTBA»
Axpec: 196158, ropon Cankr-TlerepGypr, ITysikockas 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 MPOXOXXJAEHUU EXXKET'OAHOTI'O
UHCHEKIITMOHHOI'O KOHTPOJISA

Ne GQ.RU.0003.G0000245
Beiaano
OG6mecTBY ¢ OrpaHHYeHHOI 0TBETCTBEHHOCTbIO «AraT-Men»
Anpec: 105173, r. Mocksa, yn. ['naBnas, a. 6, kB. 12
MHH 7719187311 OI'PH 1037739078970
Jlata Bbigaun: 15.09.2020 r. Cpok ae#cteus no: 17.09.2021 r.
JlanHoe CBHAETEALCTBO MOATBepKAaeT: 1
H3zoenus meduyunckue. Cucmemvl MeHeOICMeHmMa Kavecmsa.

Tpebosanus 0 yeneii pecyiuposanus NPUMeHUMenbHo K pabomam

coanacno npwioxcenuto Nelk nacmosujemy ceuoemeibcmsy
(NPHAOKECHHE ABIACTCA HEOTHEM/IEMO#1 HaCTBIO CBHICTEILCTBA)

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

ienepTHOH KoMHcCHeH oprana no cepTHOHKALHH CHCTEMbI

- 0. 4YTO COCTOSHHE BHIIOJIHICMH) plﬁOT HAXO/AHTCH B
(M ETAHIAPTOM

B Ne GQ.RU.0001.G0000245

/
J

I'yuaapesa O. B.
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GLOBAL QUALITY GROUP

CUCTEMA CEPTH®HUKAIIUH
®EJAEPAJIBHOE ATEHTCTBO 110 TEXHUYECKOMY
PEI'YJIMPOBAHHWIO U METPOJIOT'HHA

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

Obaacrb ceprupuKanun:

Pa3zpa6oTka, NPOM3BOACTBO M MPOAAKA MEAMLIMHCKHX W3JE/Hii JUIS in Vitro JHarHOCTHKM:
peareHToB M HabOpOB peareHTOB IS KIHHWYECKOH OHOXMMHMH, a Takke KanuOpaTtopoB H

KOHTPOJIbHBIX MaTE€pPHA10B.

1

PyKo‘ ARTEIL Oprasa IKkepepr

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

CUCTEMA CEPTHO®HUKAIIHHA
OEJEPAJIBHOE ATEHTCTBO ITIO TEXHUHYECKOMY
PEI'YJIMPOBAHHIO H METPOJIOI'HHA

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

Opran no ceprudpukanun:
PEI" Ne GLOBAL QUALITY GROUP.RU.0001
OBLIECTBO C OTPAHUYEHHOM OTBETCTBEHHOCTbIO
«EJIMHBIN CTAHJIAPT KAYECTBA»
Anpec: 196158, ropoa Cankr-IlerepOypr, INynkoBckas ynauua, oM 8 kopryc 1, uT. a, nom. 1-H
Ten +7 (812)603-76-55 info@gqg-cert.com
NOJUTMHHOCTL cepTH(HKaTa NpoBepsiiTe B peecTpe Ha caiite http:/gqg-cert.com

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

Brian

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

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

Hacrossmuii ceprudukar yaiocrosepsier:

H3oenun meouyunckue. Cucmembl MeHeONCMeHMa Kavecmaa.
Cucmemnvie mpebosanus Ons yeneu pezynuposanus npuMeHumensHo Kk pabomam
coenacko npunodxcenuio Nelxk nacmoswjemy cepmugpuxamy
(MpHIOXKEHHE ABJISETCA HEOThEMASMO}i 4aCTbIO cepTH(HKaTA)

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

HACTOANIIMA CEPTHOHKAT OBA3BIBAET OPI AHH3ALIMIO MOJUIEPXKHBATE COCTOSHHE BhITIO HAEMBIX PABOT B
COOTBETCTBHH C BBILIEYKA3AHHBIM CTAHJIAPTOM, YTO BYZIET HAXO/IMTHCA MOJJKOHTPOJIEM OPI'AHA
110 CEPTHOMKALIMH CHCTEMBI JIOBPOBOJIBHOH CEPTHOHKALIMH « MEXIYHAPO/IHBIA LIEHTP DLIEHKH KAYECTBA» H IOATBEPKIATHCA
TTPH MPOXOXIEHHH EXEIOIHOIO HHCTTEKILIMOHHOI'O KOHTPOJIA
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GLOBAL QUALITY GROUP

CUCTEMA CEPTU®HUKALIUHA
PEAEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY
PEI'YJIMPOBAHUIO U METPOJIOT'UH

INMPUJIOKEHHUE Nel
K ceprudukary coorBercTBus Ne GQ.RU.0001.G0000245
Ob6aacTb cepTHGHKALNE CHCTEMbI MEHEKMEHTA KAa4ecTBa:

Pa3paGoTka, NpoM3BOACTBO M NMpoAaka MEAMLMHCKHX M3JENHH UIS in Vitro JAMarHOCTHKM:
pearcHTOB M HabOpOB peareHTOB /IS KIWHWYECKOW GHOXMMHMM, a Takke KarubpaTopoB M

KOHTPOJIbHBIX MAaTEPHAJIOB.
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8 I TALCERT

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 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).
o Marketing of medical and diagnostic devices in vitro. N
il 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

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

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

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

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.

_Commercializzazione di articoli da laboratorio
Management of the manufacturing and placing on the market of sterile tampons for sampling of biological 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). Manufacturing 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.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

| /] 7 _ Dr. Ing. Roberto Cusolitg :
Data di Prima Emissione Data di Prima Emissione ITALCERT ~DatadiRinnovo Data di Scadenza,

{1f Fiist Issue Date-. First Issue Date [TALCERT Renewal Date Expiration Date
i 1998 07-23 . 2011-10-30 20/20-10—30 2023-10-29 ",

A Settore IAF14 29 = ACCREDIA ¢

Tl SGQ N° 023A
| — Membro degli Accordi di Mutuo Riconoscimento EA, IAF e ILAC
| Slgnatory 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.italcert.it | italcertsri@legalmail it
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8 I TALCERT

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 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).
o Marketing of medical and diagnostic devices in vitro. N
il 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

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

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

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



c E 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 analyzer
Product No. : 6003-400

Model : Selectra ProM

GMDN code : 56678

Product classification

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

In accordance with Annex Ili 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

4)

A. Altink

Managing Director

Code: 6003-400 Doc. No.: 510 Version: 06 Page 1o0f2
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Declaration of Conformity

List of applied (harmonized) standards

Standard version

Description

Certification by

Safety

IEC 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

IEC 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
laboratory use — EMC requirements — Part 2-6:
Particular requirements — In Vitro diagnostic (IVD)
medical equipment

DEKRA

Quality
systems

1SO 9001:2008

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

EN 1SO 13485:2012

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

CAN/CSA 1SO 13485:2003

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

DEKRA

| Code: 6003-400

Doc. No.: 510 Version: 06

l

Page 2 of2 j




CISQ is a member of

THE INTERNATIONAL GERTIFICATION NETWORK
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.
WWW-“""q-'t IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

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 ultrasound procedures also on behalf of third parties by mixing various chemical products
and bottling. Trade and placing on the market of accessoties 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

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 Orago . IMQ C’SQ

ACCREDIA ¢ :
UENTETALIANG DI ACCREDITAMENTO, IAF: 07, 09, 19, 12, 29 www.cisg.com
| processi riconducibili a settori IAF sottolineati risultano non ancora coperti da accreditamento . ; . 5 R . - 0 ol A
SGA N° 006 D Processes related ta undertined IAF sectors are not yet covered by accreditation Organismo i Certificazione Federato CISQ CISQ & la Federazione Italiana di Organismi di
www.imgq.it Certificazione dei sistemi di gestione aziendale.
Membro degli Accordi di Mutuo La validita de| certificato & subordinata a sorveglianza annuale e riesame completo CISQ is the Italian Fef:llerat'lon of rﬁanagement
Riconoscimento EA, |AF e ILAC del Sistema di Gestione con periodicita triennale g system Certification Bodies.

ngnafvg of EA, IAF and ILAC The validity of the certificate is submitted to annual audit and a reassessment
Mutual Recognition Agreements of the entire Management System within three years
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e : = DECRAT. ™ i J
THE INTERNATIONAL CERTIFICATION NETWORK

CERTIFICATE

CISQ/IMQ has issued an IQNet recognized certificate that the organization:
CERACARTA SPA
VIA SECONDO CASADEI 14 Z.I. VILLA SELVA - 47122 FORLI' (FC)

has implemented and maintains a

Environmental Management System

for 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

IR Registration Number: IT - 79
“TaNet— 7 4/
Alex Stoichitoiu

Ing. Claudio Provetti
President of IONET | President of CISQO

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 Venezuela ICONTEC Colombia Inspecta Sertifiointi Oy Finland INTECO Costa Rica

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

NYCE-SIGE Meéxico 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 NSAI 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




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.

=

cosign

®@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

cosign

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

: 2017-11-18



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 Il, 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'lMQ 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 Mm@ 58"

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”.



DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U,,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

Pol. Ind. La Llana
Plaza de la Verneda, 1
08191 Rubi, Barcelona

ha sido evaluado y certificado en cuanto al cumplimiento de los requisitos de

1SO 9001:2015

Para las siguientes actividades

Diseiio, fabricacion y comercializacion de material de laboratorio para la toma, transporte y
conservacién de muestras para analisis de microbiologia, biologia molecular, hematologia,
bioquimica, histologia, microscopia y coloracion, material general de laboratorio, envases y
productos para el cuidado personal. Fabricacion y comercializacion de consumibles de
laboratorio. Comercializacion y distribucion de equipos para el almacenamiento de muestras
preparadas, almacenamiento de muestras para criogenizacion, jeringas, material general de
laboratorio y envases industriales. Comercializacion y distribucion de equipos e instrumentacion
para laboratorio, reactivos para el diagnéstico, productos para el cuidado personal, productos

: cosméticos y productos dietéticos para uso médico especial.

Comercializacion, distribucion, instalacion y asistencia técnica de equipos e instrumentacion para
laboratorio.

Este certificado es valido desde

11 de octubre de 2019 hasta 11 de octubre de 2022.
Edicion 4. Organizacion certificada desde octubre de 2010.
Certificada con SGS desde 11 de octubre de 2016.

Este es un certificado multisede. Ver hoja(s) siguiente(s).

CERTIFICACION
N® 05/C-SC001

Autorizado por

Direccion de Certificacion

SGS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
ClTrespademe, 29 28042 Madrid Espafia
34913138115 f 3491313 8102 www.sgs.com

Pagina 1 de 2

Este documento se emite por 8GS bajo sus condiciones generales de servicio, a las que

se puede acceder en http:/iwww.sgs.com/terms_and_conditions.htm. La responsabilidad

de SGS queda limitada en los términos establecidos en las citadas condiciones generales
que resultan de aplicacion a la prestacion de sus servicios. La autenficidad de este
documento puede ser comprobada en hitp://www.sgs.com/en/certified-clients-and-
products/certified-client-directory. El presente documento no podré ser alterado ni

modificado, ni en su contenido ni en su apariencia. En caso de modificacion del mismo,
SGS se reserva las acciones legales que estime oportunas para la defensa de sus

legitimos intereses.



DELTALAB GROUP
DELTALAB, S.L., KEYLAB, S.L.U,,
NIRCO, S.L., ENVASES FARMACEUTICOS, S.A.

1SO 9001:2015

Edicion 4

Emplazamientos en los que se realizan total o parcialmente dichas actividades

DELTALAB, S.L.
Pol. Ind. La Llana, Plaza. de la Verneda, 1 - 08191 Rubi (Barcelona)

Diseio, fabricacion y comercializacién de material de laboratorio para la toma, transporte y
conservacion de muestras para analisis de microbiologia, biologia molecular, hematologia,
bioquimica, histologia, microscopia y coloracion. Comercializacion de equipos para el
almacenamiento de muestras preparadas, almacenamiento de muestras para criogenizacion, material
general de laboratorio y envases industriales. Comercializacion de Equipos e instrumentacion para
laboratorio, reactivos para el diagnéstico, productos para el cuidado personal, productos cosméticos
y productos dietéticos para uso medico especial.

st 56 KEYLAB, S.L.U.
“"Pol. Ind. La Llana, Avda. de la Llana, 115-117 - 08191 Rubi (Barcelona)

Disefio, fabricacion'y comercializacién de material de laboratorio para la toma, transporte y
conservacion de muestras para analisis de microbiologia, biologia molecular, hematologia,
hioquimica, histologia, microscopia y coloracién. Comercializacion de equipos para el
almacenamiento de muestras preparadas, almacenamiento de muestras para criogenizacion, material
general de laboratorio y envases industriales. Comercializacion de Equipos e instrumentacion para CERTIFICACION
laboratorio, reactivos para el diagnéstico, productos para el cuidado personal, productos cosméticos N°_ 05/C - SC001
y productos dietéticos para uso médico especial.

NIRCO, S.L.
Pol. Ind. Expansién, Puerto de Navafria, 12 - 28935 Méstoles (Madrid)
Pol. Ind. La Llana, Avda. de la Llana, 115-117 - 08191 Rubi (Barcelona)

Fabricacion y comercializacion de consumibles para laboratorio

Comercializacion y distribucion de reactivos para diagndstico

Comercializacion, distribucion, instalacién y asistencia técnica de equipos e instrumentacion para
laboratorio.

ENVASES FARMACEUTICOS, S.A.
Cl Paralela, 15 - 28860 Paracuellos de Jarama (Madrid)

Disefio, fabricacion y comercializacién de material de laboratorio para la toma, transporte y
conservacion de muestras para analisis, material general de laboratorio, envases y productos para el
cuidado personal.

Comercializacion y distribucién de material general de laboratorio, productos y equipos para el
cuidado personal, jeringas y productos cosméticos.

Pagina 2 de 2




DELTALAB, S.L.

Pol. Ind. La Llana
Plaza de la Verneda, 1
08191 Rubi, Barcelona

ha sido evaluado como parte del sistema de gestion de DELTALAB GROUP
organizacion certificada en cuanto al cumplimiento de los requisitos de

1ISO 9001:2015

Para las siguientes actividades

Disefio, fabricacion y comercializacion de material de laboratorio para la
toma, transporte y conservacion de muestras para analisis de microbiologia,
biologia molecular, hematologia, bioquimica, histologia, microscopia y
coloracion. Comercializacién de equipos para el almacenamiento de
muestras preparadas, almacenamiento de muestras para criogenizacion,
material general de laboratorio y envases industriales. Comercializacion de
Equipos e instrumentacion para laboratorio, reactivos para el diagnostico,
productos para el cuidado personal, productos cosméticos y productos
dietéticos para uso medico especial.

en/desde los siguientes emplazamientos
Pol. Ind. La Llana, Plaza de la Verneda, 1 - 08191 Rubi (Barcelona)

Valido desde
11 de octubre de 2019 hasta 11 de octubre de 2022.
Edicion 1.
CERTIFICACION
El presente documento es parte del certificado n® ES16/20725. N°  05/C-SC001
La vigencia de este documento queda supeditada a la de este certificado.

Autorizade por

Direccion de Certificacion

$GS INTERNATIONAL CERTIFICATION SERVICES IBERICA, S.A.U.
C[Trespaderne, 29. 28042 Madrid. Espaia.

t 34 91 313 81150f 34 91 3138102 owww.sgs.com

Pagina 1 de 1

Este documento se emite por SGS bajo sus condiciones generales de servicio, alas que
se puede acceder en hitp:/www.sgs.com/terms_and_conditions.htm. La responsabilidad
de SGS queda limitada en los términos establecidos en las citadas condiciones generales
que resultan de aplicacion 2 la prestacion de sus servicios. La autenticidad de este
documento puede ser comprobada en hitp:/iwww.sgs.comien/certified-clients-and-
products/certified-client-directory. El presente documento no padra ser alterado ni
modificado, ni en su contenido ni en su apariencia. En caso de modificacion del mismo,
SGS se reserva las acciones legales que estime oportunas para la defensa de sus
legitimos intereses.




Certificate ES10/81671

The management system of

DELTALAB, S.L.

Poligono Industrial La Llana, Plaza De La Verneda 1,
08191 Rubi, Barcelona. Spain

has been assessed and certified as meeting the requirements of

ISO 13485:2016
EN ISO 13485:2016

For the following activities

Design, manufacture and sale of sterile and nonsterile medical devices
for the collection, transport and conservation of biological samples for
clinical and IVD analysis.

Distribution of non-active medical devices and in vitro diagnostic
medical devices.

Disefio, fabricacion y comercializacion de productos sanitarios
estériles y no estériles para la toma, transporte y conservacion de
muestras biolégicas para anélisis clinicos y de IVD.

Distribucion de productos sanitarios no activos y productos sanitarios
para diagndstico in vitro.

This certificate is valid from 11 October 2019 until 11 October 2022
and remains valid subject to satisfactory surveillance audits.

Re certification audit due before 10 September 2022

Issue 9. Certified since 12 October 2010

Authorised by

SGS United Kingdom Ltd

Rossmore Business Park Ellesmere Port Cheshire CH65 3EN UK
t +44 (0)151 350-6666 f+44 (0)151 350-6600 www.sgs.com

HC SGS 13485 2016 0118

Page 1 of 1

This document is issued by the Company subject to its General Conditions of
Certification Services accessible at www.sgs.com/terms_and_conditions.htm.

Attention is drawn to the limitations of liability, indemnification and jurisdi
issues established therein. The authenticity of this d it may be verified at
http:/Awww.sgs. /en/certified-clients-and: tified-client-directory.

Any unauthorized alteration, forgery or falsiﬁca{iun of the content or appearance
of this document is unlawful and offenders may be prosecuted to the fullest
extent of the law.
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DocuSign Envelope ID: E8F445D9-0AEC-4A47-8EC1-8F9310154111

G M E D CERTIFICAT

GROUPE LNE CERTIFICATE OF REGISTRATION
N° 10462 rev. 7

GMED certifie que le systéme de management de la qualité développé par

GMED certifies that the quality management system developed by

ELITECH CLINICAL SYSTEMS SAS
Zone Industrielle
61500 SEES FRANCE

pour les activités
for the activities
Conception, production, contréle et commercialisation de produits de chimie cliniques

pour le diagnhostic in vitro. Validation de la combinaison réactifs et automates.
Distribution d'automates et de produits de chimie cliniques pour le diagnostic in vitro.

Design, production, control and sales of clinical chemistry products intended to be used
for in vitro diagnostics. Validation of the combination reagents and analyzers.
Distribution of clinical chemistry analyzers and products for in vitro diagnostics.

réalisées sur le(s) site(s) de
performed on the location(s) of

ELITech Clinical Systems SAS
Zone industrielle - 61500 SEES - FRA

est conforme aux exigences des normes internationales
complies with the requirements of the international standards

NF EN ISO 13485 : 2016

DocuSigned by:

Début de validité / Effective date : July 28th, 2020 (included)
Valable jusqu'au / Expiry date :  July 27th, 2023 (included)
Etabli le /lIssued on: July 17th, 2020

cofrac o B gl
o Lionel DREUX
2 Certification Director
I GUEGTON  GMEDN° 104627 \ o o . -
S DE SYSTEMES Ce certificat est délivré selon les régles de certification GMED  / This certificate is issued according to the rules of GMED certification
' DE MANAGEMENT

ugJ Accréditation n°4-0608
O Liste des sites accrédités

et portée disponible sur Renouvelle le certificat 10462-6

www.cofrac.fr

GMED e« Société par Actions Simplifiée au capital de 300 000 € » Organisme Notifié/Notified Body n°® 0459
Siége social : 1, rue Gaston Boissier - 75015 Paris » Tél. : 01 40 43 37 00 » gmed.fr





ELITech Clinical Systems :

Zone industrielle . EI_I Grou p
61500 Sées - France EMPOWERING 1VD
Tel : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 o
www.elitechgroup.com

DECLARATION DE CONFORMITE CE

Nous, ELITech Clinical Systems SAS, zone industrielle 61500 SEES France, déclarons sous notre seule responsabilité
que les réactifs référencés dans la liste ci-jointe (2 pages), sont conformes aux exigences essentielles des annexes I et III de
la Directive Européenne 98/79/CE relative aux dispositifs médicaux de diagnostic /7 vitro et au code de la santé publique.

Ces dispositifs sont classés dans la catégorie « autre dispositif » puisqu’ils n‘appartiennent ni a la liste A et liste B de
I'annexe II et ni a la classe des autotests.

Cette déclaration est basée sur le contenu de chaque dossier technique et s'appuie sur la certification de notre systéme
qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu’au 27 juillet 2023).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own responsibility,
that the reagents such as listed attached (2 pages), conform to the essential requirements of appendices I and III of European
Directive 98/79/EC, relating to in vitro diagnostic medical devices and to the public health code.

These devices are classified in the "other device” category since they do not belong neither to list A or list B of annex
IT nor to self-testing class.

This declaration is based on the contents of each technical file and is supported by the certification of our quality
system according to the standard NF EN ISO 13485 : 2016 (Certification valid until July 27 , 2023).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra unica
responsabilidad que los reactivos referenciados en la lista adjunta (2 paginas), son conformes con los requisitos esenciales de
los anexos I y III de la Directiva Europea 98/79/CE sobre dispositivos médicos para diagnostico in vitro y el codigo de salud
publica.

Estos dispositivos se clasifican en la categoria "otro dispositivo”, ya que no pertenecen a la lista A ni a la lista B del
anexo II, tampoco a la clase de autodiagndstico.

Esta declaracion se basa en el contenido de cada expediente técnico y estd respaldado por la certificacion de nuestro
sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2023).

Sées, le 29 juillet 2020

Valérie LAMBERT, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Affairs Manager Managing Director
Responsable de los Asuntos Reglementarios Directora General

Société par actions simplifiée au capital de 1.688.392,33 € — SIREN : 318 365 228 — RCS ALENCON

DCCE - ECSSAS- V7 — Juillet / July / Julio 2020



REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Metabolites divers / Miscellaneous metabolites

ALBUMIN ALBU-0600/0700/0250

53597
ALBUMIN ENVOY ALBU-0850
BILIRUBIN DIRECT 4+1 BIDI-0600/0250 53233
BILIRUBIN TOTAL 4+1 BITO-0600/0250 53229
BILIRUBIN TOTAL & DIRECT 4+1 BITD-0600 53229/53233
CREATININE ENVOY CRSL-0850 53250
CREATININE JAFFE CRCO-0600/0700 53251
CREATININE PAP SL CRSL-0630/0250 53250
DIRECT BILIRUBIN ENVOY BIDV-0850 53233
GLUCOSE ENVOY GPSL-0850
GLUCOSE HK SL GHSL-0600/0250 53301
GLUCOSE PAP SL GPSL-0507/0500/0707/0700/0250/0455/0497
LACTATE LACT-0100 53342
MICROPROTEIN PLUS PRTU-0600/0250 53481
PHOSPHORUS PHOS-0600/0230 59123
PHOSPHORUS ENVOY PHOS-0850
TOTAL BILIRUBIN ENVOY BITV-0850 53229
TOTAL PROTEIN ENVOY PROB-0850 53985
TOTAL PROTEIN PLUS PROB-0600/0700/0250
UREA ENVOY URSL-0850 53587
UREA UV SL URSL-0407/04270420/0500/0507/0250/0455
URIC ACID ENVOY AUVD-0850
URIC ACID MONO SL AUML-0497/0427/0420/0500/0507/0707/0250 53583
URIC ACID SL AUSL-0250

Enzymes / Enzymes

ALP (DEA) SL PASL-0400/0420/0230
ALP ENVOY PIVD-0850 52928
ALP IFCC ALPI-0230
ALT ENVOY ALSL-0850

52923
ALT/GPT 4+1 SL ALSL-0410/0430/0510/0250/0455
AMYLASE ENVOY AMSL-0850

52940
AMYLASE SL AMSL-0390/0400/0230
AST ENVOY ASVD-0850 52954
AST/GOT 4+1 SL ASSL-0410/0430/0510/0250/0455
CHOLINESTERASE CHES-0053 52971
CK ENVOY CKSL-0850 53003
CK-MB ENVOY CMSL-0850

52994
CK-MB SL CMSL-0410/0430/0230
CK NAC SL CKSL-0410/0430/0230 53003
GAMMA-GT PLUS SL GISL-0400/0420/0250 53027
GGT ENVOY GISL-0850
LDH ENVOY LLSL-0850

53072
LDH-L SL LLSL-0400/0420/0230
LIPASE ENVOY LPSL-0850

53108
LIPASE SL LPSL-0230

Electrolytes - Oligo-élements / Electrolytes - Trace-elements

CALCIUM ARSENAZO CALA-0600/0250

45789
CALCIUM ENVOY CALA-0850
CHLORIDE CHLO-0600/0250 60037
IRON ENVOY FEFE-0850

54758
IRON FERENE FEFE-0230/0600
MAGNESIUM ENVOY MAGX-0850
MAGNESIUM XB MGXB-0250/0600 46795
MAGNESIUM XYLIDYL MAGX-0230/0600

Lipides / Lipids

CHOLESTEROL ENVOY CHSL-0850 53359
CHOLESTEROL SL CHSL-0507/0500/0700/0707/0250/0455/0497
CHOLESTEROL HDL SL 2G HDLL-0230/0380/0390 53391
CHOLESTEROL LDL SL 2G LDLL-0230/0380/0390 53395
HDL CHOLESTEROL CHDL-0250/0600 53391
HDL CHOLESTEROL ENVOY HDLL-0850
LDL CHOLESTEROL CLDL-0250

53395
LDL CHOLESTEROL ENVOY LDLL-0850
TRIGLYCERIDES ENVOY TGML-0850
TRIGLYCERIDES MONO SL NEW TGML-0427/0425/0515/0700/0517/0707/0497 53460
TRIGLYCERIDES SL TGML-0250/0455

Controles-Calibrants-Standards / Controls-Calibrators-Standards

CHOLESTEROL HDL 2G CALIBRATOR HDLL-0011/0041 44696
CHOLESTEROL LDL 2G CALIBRATOR LDLL-0011/0041 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 44698
CK-MB CONTROL CKMB-0900 44693
ELICAL 2 CALI-0550 47868
ELITROL | CONT-0060

47869
ELITROL Il CONT-0160
GLUCOSE Standard 100 mg/dL GLUP-0055 41818
HDL LDL CALIBRATOR HLCA-0041 47868
ISE CONTROL | ISCT-0046

47869
ISE CONTROL II ISCT-0047
MICROPROTEIN PLUS Standard 100 mg/dL PRTU-0022 53482
TRIGLYCERIDES Standard 200 mg/dL TRIG-0055 44702
UREA Standard 50 mg/dL URUV-0055 53588
URIC ACID Standard 6 mg/dL ACUR-0055 44704
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REACTIFS - REAGENTS - REACTIVOS REFERENCES - REFERENCES - REFERENCIAS Code GMDN
Protéines spécifiques / Specific proteins

ANTI-STREPTOLYSIN O ASLO-0250 59055
CRP IP ICRP-0400 53705
CRP IP CALIBRATOR SET ICRP-0043 41838
CRP IP CONTROL | ICRP-0046 41839
CRP IP CONTROL Il ICRP-0047

CRP WR CRPW-0230 53705
CRP WR CALIBRATOR SET CRPW-0043 41838
CRP WR CONTROL CRPW-0045 41839
CRP WR ENVOY CRPW-0850 53705
FERRITIN IFRT-0230 53718
FERRITIN CALIBRATOR IFRT-0042 41927
HAPTOGLOBIN IP IHAP-0400 53737
HbA1c HBAC-0240 59090
HbA1c CALIBRATOR SET HBAC-0043 53315
HbA1c CONTROL L + H HBAC-0049 44435
IgA IP 1IGA-0400 53760
IgG IP 11GG-0400 53787
IgM IP 1IGM-0400 53795
UALBUMIN IP IMAL-0400 53475
WALBUMIN IP CALIBRATOR SET IMAL-0043 53477
UALBUMIN IP CONTROL | IMAL-0046 53478
UALBUMIN IP CONTROL I IMAL-0047

OROSOMUCOID IP IORO-0400 53606
PREALBUMIN IP IPAL-0400 53957
PROTEIN IP CALIBRATOR SET IPRO-0043 53593
RF CALIBRATOR IRFA-0042 42230
RHEUMATOID FACTOR IRFA-0230 55111
RHEUMATOLOGY CONTROL | IRCT-0046 47869
RHEUMATOLOGY CONTROL II IRCT-0047

TRANSFERRIN IP ITRF-0400 59041

Vitamines/Vitamins
VITAMIN D VITD-0250 54476
VITAMIN D CALIBRATOR SET VITD-0043 54474
VITAMIN D CONTROL SET VITD-0049 54475
ISE Solutions pour électrodes selectives d'ions /
ISE Solutions for ion-selective electrodes

ISE BASELINE SOLUTION ENVOY ISBA-0850 59238
ISE CALIBRATORS ISCA-0250 52867
ISE CALIBRATOR ENVOY ISCV-0850

ISE CLEANER/CONDITIONER ISCC-0280 59058
ISE DILUENT ISDI-0250 58237
ISE DILUENT ENVOY ISDV-0850

ISE REFERENCE SOLUTION ISRS-0800 59238
ISE REFERENCE SOLUTION ENVOY ISRS-0850

Solutions de lavage pour les équipements ELITech Clinical Systems /
Cleaning solutions for ELITech Clinical Systems Equipments
ACID SOLUTION for ELITech Clinical Systems Analyzers SLHC-5900 59058
SYSTEM CLEANING SOLUTION for ELITech Clinical Systems Analyzers SLNA-5900 59058
SYSTEM SOLUTION SLSY-5905 58236
SYSTEM SOLUTION for ELITech Clinical Systems Analyzers SLSY-5900
Tests d'agglutination / Agglutination tests
CRP LATEX [Lxcr-0112 53707
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

)

By Royal Charter

This is to certify that: Helena Laboratories (UK) Ltd
trading as Helena Biosciences Europe
Queensway South
Team Valley Trading Estate
Gateshead
Tyne and Wear
NE11 0SD
United Kingdom

Holds Certificate Number: MD 69326

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The design, manufacture, supply, servicing and repair of in-vitro diagnostic devices, molecular
biology products, immunochemistry products and medical laboratory equipment and
consumables.

S M Sra

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2018-04-14
Latest Revision Date: 2018-11-28 Expiry Date: 2021-04-13
@ Page: 1 of 2
UKAS . o
..making excellence a habit:

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2018-11-28

The design, manufacture, supply, servicing and repair of
in-vitro diagnostic devices, molecular biology products,
immunochemistry products and medical laboratory equipment
and consumables.

Effective Date: 2018-04-14
Expiry Date: 2021-04-13

Page: 2 of 2

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsigroup.com/ClientDirectory

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=28%2f11%2f2018&Template=uk

Declaration of Conformity helena

Biosciences Europe

HL-7-0135DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5183 Routine Control SA 30590

[, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z& M /% Date: 28 Jul 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



Declaration of Conformity helena

Biosciences Europe

HL-7-0137DC DOI 2015/07 (7)

In Application of the Council Directive 98/79/EC on the approximation of
the laws of the Member States relating to In Vitro Diagnostic Medical
Devices & CE marking.

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex Il (EC Declaration of Conformity) imposed by
sections 2 to 5. The below listed products are not classified under Annex Il Lists
A or B. Access to the appropriate technical files will be made available to the
appropriate body in the event this is required.

Product Description GMDN
Code Classification Code
5186 Routine Control N 30590

I, the undersigned declare that the devices registered against the above GMDN
Classification Code conforms to the said Directives.

Full Name:  M.J. Stephenson Title: Managing Director
Signed: Z{/, CM /% Date: 28 Jul 2015

{
Tel +44 (0)191 482 8440 Helena Biosciences Europe
Fax +44 (0)191 482 8442 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom
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