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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 ggnaniéni biologici in orifizi naturali e in ambito chirurgico.
Dlgltally Slg N A . . g0 w . . .. . . 8 .8
Dglally s Ofg?ggg@?@'gﬁﬁabbr el i dispositivi medico diagnostici per laboratori di analisi.
GsﬁmnMM ldianfabbmazmne ed ini Tpsige in commercio di dispositivi medici invasivi in relazione agli orifizi
t
def’'corpo i 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.

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 cmuﬂcanon 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 between the languages used ih the translation of the content of this certificate, please refer to the ftalian language. |

L'AMMINISTRATORE 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

1]
’
|

1l 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 Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail.it
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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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CUCTEMA CEPTU®HUKALIUHA
PEAEPAJIBHOE ATEHTCTBO 10 TEXHUYECKOMY
PEI'YJIMPOBAHUIO U METPOJIOT'UH

INMPUJIOKEHHUE Nel
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pearcHTOB M HabOpOB peareHTOB /IS KIWHWYECKOW GHOXMMHMM, a Takke KarubpaTopoB M
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96082648

DIPARTIMENTO DELLA PROGRAMMAZIONE E DELL'ORDINAMENTO DEL SERVIZIO
SANITARIO NAZIONALE
DIREZIONE GENERALE DEI DISPOSITIVI MEDICI, DEL SERVIZIO FARMACEUTICO
E DELLA SICUREZZA DELLE CURE
UFFICIO IV ex DGFDM — DIAGNOSTICI IN VITRO

1.5.1.e.2/1V/2011/37

VISTA la direttiva 98/79/CE relativa ai dispositivi medico-diagnostici in vitro;

VISTO il D.Igs. n .332/2000 recante attuazione della direttiva 98/79/CE;

VISTA Distanza del 29/09/2011 presentata dalla ditta Dia.Pro Diagnostic Bioprobes Srl
con sede in Via G.Carducci, 27 — 20099 Sesto San Giovanni (MI) — C.F./P.lva
11924660159,

CONSIDERATO che la ditta istante ha effettuato i versamenti richiesti dal D.M. 24 Maggio
2004;

VISTI gli atti d’ufficio;

HAVING REGARD t0 98/79/EC directive concerning the in vitro diagnostic medical-
devices,

HAVING REGARD (0 legislative Decree (D.lgs.)n. 332/2000 reporiing the accomplishment
of 98/79/EC Directive;

HAVING REGARD to the request dated 29/09/2011 submiited by the company Dia.Pro
Diagnostic Bioprobes Stl con with legal site in Via Columella, 31 — 20128 Milano — C.F.
and P.Iva 11924660159,

WHEREAS this company paid the fees required by Ministerial Decree (D.M.) May 24, 2004:
HAVING REGARD to the official deeds:

SI ATTESTA
IT IS ATTESTED

che la ditta, Dia.Pro Diagnostic Bioprobes Srl con sede in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M1) — C.F./P.Iva 11924660159, ha prodotto ¢ marcato CE, come
dispositivo medico- diagnostico in vitro, secondo le procedure previste dalla direttiva
98/79/CL, il prodotio:

that the Company Dia.Pro Diagnostic Bioprobes Srl located in Via G.Carducci, 27 — 20099
Sesto San Giovanni (M) — C.F./P.Iva 11924660159, manufactured and affived CE marking
as in vitro diagnostic medical device, according to the Directive 98/79/EC, the following
product.

DP-9 DIA.BLOOD INSTRUMENT

11 suddetto prodotto, in base all’art. 4 della direttiva 98/79/CE, ¢ di libera circolazione ¢
pud essere messo in commercio in Italia e in tutto il territorio dell’Unione Europea.



Sirilascia il presente attestato su richiesta dell’interessato per gli usi consentiti dalla legge e
per ’esportazione nei paesi extra UE.

The above mentioned product, according to the art. 4 of 98/79/EC directive, can freely
circulate and can be commercialized in lialy and in the whole of the European Union.
This certificate is issued on the interested company's requesi according to the lavw and (o
export to non-European countries

/AL DIRETTORE DELL’UFFICIO IV
[+ (Ddjt.ssa Giovanna Nisfico)
i\ Ova il }Iqﬂ/)‘]{( (,A)

IC/CM



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HBc Ab

CODE: BCAB.CE (96 tests)

CLASSIFICATION ANNEX 1T - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/E.C
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° (0318

¢ DESIGN CERTIFICATE N° 2003 12 0391 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE Sita Vi

Legal Representative DIAGNOSTIGAHOPROBES srl

Dr.ssa Fiorenza Scozzesi {\l

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 * htlp://www.diapro.it + E-mail: info@diapro.it
Capitale sociale €50.000,00 L.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 —~ REA 1509959



C83 LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

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

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518

= s “ Danehill, Lower Earley | Email: info@lornelabs.com
© «\Q‘ UKAS
{r,.sn“ MANAGENENT

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
4426
File No A12241;

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



DIA. | Dia.Pro
PRO | Diagnostic

" BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.
VIA G. CARDUCCI N° 27 — 20099 SESTO SAN
GIOVANNI (MILANO) — ITALY

PRODUCT HDV Ab

CODE: DAB.CE (96 tésts)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX 1V

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

e DESIGN CERTIFICATE N° 2003 12 0393 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE ENISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO - JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION

SIGNATURE DIA. PRO.

Legal Representative DIAGNOSTIC_BIOPRPBES srl

Dr.ssa Fiorenza Scozzesi

e
/ 4’2{&“{-\{:9‘.( —

/ ,/ y

L]

DIA.PRO Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Mi) — Italia
Tel. +39 02 27007161/6450 » Fax +39 02 26007726 + hitp:/www.diapro.it « E-mail: info@diapro. it
Capitale sociale €50.000,00 L.V. — P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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’ rs Monobind Inc. Declaration of Conformity

2011-09 DoC_MB_v05

Page: 1 of 4

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)
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Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29
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CE Notification Confirmation

This is to confirm that, according to the council directive 98/79/EC, SUNGO Europe B.V.
performed the nofification duties and responsibilities as the European authorized
representative of:

Shandong Chengwu Medical Products Factory
Southern End of Quancheng Road, Chengwu County,
274200 Heze City, Shandong Province, P.R.China.

The Manufacturer has provided SUNGO Europe B.V. with the EC Declaration of
Conformity confirming that the In Vitro Diagnostic Medical Device (IVDD), as stipulated
here below, is fulfilling the applicable requirements of the European Council Directive
98/79/EC.

According to 98/79/EC, the European Databank on Medical Devices (EUDAMED) is
established as of May 1 2011. The Netherlands Competent Authority is notified of the
manufacturer's In Vitro Diagnostic Medical Device and has allocated registration number.

Disposable Virus Specimen Collection Tube
Not in List A and List B according to Annex I of 98/79/EC
GMDN CODE : 63232
CIBG Number: NL-CA002-2020-50479

Where the manufacturer affix’s the CE marking to the product listed they must ensure that
all the requirements of the appropriate EU directive(s) have and continue to be met.

This document should be used together with the competence authority notification letter and the
Declaration of Conformity issued by the Manufacturer. This document will become to be invalid once the
notification status is changed or the EAR agreement is terminated. '

| For rm"orx 5.efa£j‘of s
SUNGOC Europe B.V.. !
DI;npsscr Stadion 24, 1076DE Amsterdam, Netherlands |

el s ke

Reference Number: EUCAN00195
Issue date: May, 06, 2020

SUNGO Europe B.V.
Olympisch Stadion 24,1076DE Authorized Signature
Amsterdam, Netherlands Only used for the EU Representative Signature

ec.rep@sungogroup.com : -



o ¥ MINISTERIO \gencia espafiola de
Q DE SANIDAD, CONSUMO I I l medicamentos y
Y BIENESTAR SOCIAL . productos sanitarios '
. = CERTIFICACION
N°  39/C-SGO055

A}

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 produccidon 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-SGO055

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



DIA. | Dia.Pro
PRO | Diagnostic

II BioProbes

EC DECLARATION OF CONFORMITY

MANUFACTURER DIA.PRO DIAGNOSTIC BIOPROBES S.R.L.

VIA G. CARDUCCI N° 27 — 20099 SESTO SAN

GIOVANNI (MILANQ) — ITALY

PRODUCT HCYV Ab

CODES: CVAB.CE (192 tests)
CVAB.CE.96 (96 tests)
CVAB.CE.480 (480 tests)
CVAB.CE.960 (960 tests)
CVAB.CE.DB (192 tests)

CLASSIFICATION ANNEXII - LIST A
CONFORMITY ASSESSMENT ROUTE |ANNEX IV

WE HEREBY DECLARE THAT THE ABOVE MENTIONED
PRODUCT MEETS THE PROVISIONS OF THE COUNCIL
DIRECTIVE 98/79/EC
FOR IN VITRO DIAGNOSTIC DEVICES.

NOTIFIED BODY AEMPS —n° 0318

(EC) CERTIFICATE(S) o FULL QUALITY ASSURANCE SYSTEM N°
2003 12 0388 CT (in accordance with Annex 1V —
except Section IV) of the Directive 98/79/EC),
RELEASED BY EC NOTIFIED BODY N° 0318

o DESIGN CERTIFICATE N° 2003 12 0392 ED
RELEASED BY EC NOTIFIED BODY N° 0318

e UNE EN ISO 13485 N° 2013 11 0039 EN,
RELEASED BY EC NOTIFIED BODY N° 0318

PLACE & DATE OF FIRST ISSUE MILANO — JANUARY 2004

PLACE & DATE OF CURRENT SESTO SAN GIOVANNI (MI) - DECEMBER 2013
EMISSION
SIGNATURE

Legal Representative
Dr.ssa Fiorenza Scozzesi

DIA.PRQ Diagnostic Bioprobes S.r.1.
Sede legale e lab.: Via G.Carducci, 27 — 20099 Sesto S.Giovanni (Ml) — Italia
Tel. +39 02 27007161/6450 « Fax +39 02 26007726 » http.//www.diapro.it * E-mail: info@diapro.it
Capitale sociale €50.000,00 1.V. - P.IVA: 11924660159 — Reg. Imp. 11924660159 — REA 1509959
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www.vacutestkima.it

DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

conforme all’Allegato III della Direttiva 98/79/CE “Dispositivi Medico-Diagnostici In Vitro” e s.m.i.
according to Annex III of the Directive 98/79/EC on "In Vitro Diagnostic Medical Devices” as amended

fabbricante VACUTEST KIMA S.r.l. - articoli per laboratori analisi
manufacturer disposable labware
indirizzo Via dell'Industria, 12
FrESs 35020 Arzergrande (PD) - Italia

posta elettronica

p info@vacutestkima.it
e-mail

telefono fax
phone +39-049-9720624 P +39-049-9720182

Sistema di prelievo di sangue e altri liquidi biologici
S , ~ mediante provette con vuoto predeterminato in plastica
identificazione dei prodotti “WACUTEST KIMA".

product identification

“WACUTEST KIMA” vacuum blood and biological liquids
collection tubes in plastic.

nome commerciale

brand name “"VACUTEST KIMA”

classificazione dei prodotti dispositivi diversi da quelli elencati nell’Allegato II della Direttiva 98/79/CE e s.m.i.
product classification devices other then those mentioned in Annex II of the Directive 98/79/EC as amended

Si dichiara
sotto la propria responsabilita che tutti i dispositivi sopraelencati rispettano le disposizioni applicabili della Direttiva
98/79/CE e s.m.i."Dispositivi Medico—-Diagnostici In Vitro”.
Tutta la documentazione tecnica richiesta dall’Allegato Il della succitata Direttiva e comprovante il rispetto dei Requisiti
Essenziali di cui all’Allegato | della Direttiva, & conservata a cura del Fabbricante

Hereby we declare
under our sole responsibility that the above mentioned devices meet the applicable provisions of the Directive 98/79/EC
as amended on 'In Vitro Diagnostic Medical Devices”.

All the supporting documents, as required by Annex III, in order to prove conformity to the Essential
Requirements as listed in Annex I, are retained under the premises of the Manufacturer

plllggoaﬁ ;Zgate Arzergrande, 01/01/2015
] Assicuratore Qualita / Quality Manager
irma _ Giovanni Chiarin

signature

| OV QLL«Q M

VACUTEST KIMA srl - Vacuum tubes - Via dell’Industria, 12 - 35020 ARZERGRANDE (PD) Italy - e-mail: info@vacutestkima.it
Tel. +39 049 9719511 / 9720624 - Fax +39 049 9719543 / 9720182 - Reg. Imp. Padova, Cod. Fisc. e P. IVA 03450130285 - REA PD 311870 - Cap. Soc.€15.300,00 i.v.



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.




REGISTRATION NO. 04720Q10000336

CERTIFICATE OF QUALITY MANAGEMENT
SYSTEM FOR MEDICAL DEVICES

This is to certify that the quality management system of

Shandong Chengwu Medical Products Factory
Registered Address: Southern End of Quancheng Road,Chengwu County,274200 Heze

City,Shandong Province,P.R.China
Manufacturing Address: Southern End of Quancheng Road,Chengwu County

Has been assessed and conformed to the following standard(s)
YY/T 0287-2017 idt ISO 13485:2016

The certificate is valid for the following scope:
The development,production and service of disposable virus specimen collection tube.

Date of issue: July 13,2020
Date of expiry: July 12,2023

v
General Manager: X

BEIJING HUA GUANG CERTIFICATION
OF MEDICAL DEVICES CO., LTD.

Note: This certificate will not be continuously valid until the organization has been approved in the annual surveillance audit. The certificate information are available on the
website of the certification and acereditation administration of the People’s Republic of China (http://www.cnca.gov.cn) or the website of CMD (http://www.cmdc.com.cn). Address:
§™ floor of Zhong Lian building, No.jia88, An Ding Men Wai street, Dongcheng district, Beijing,100011, P.R. China Telephone: 01062351993
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THE INTEANATIONAL CERTIFICATION 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.
IQNet is composed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n.
CERTIFICATE No.

SI CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

4265/4/C

E CONFORME ALLA NORMA / 1S IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per 'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application lo reference standard requirements.

Per informazioni puntuali e aggiornate circa eveniuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si praga di contattare il n* telefonico +39 02 725341 o indirizzo e-mail info@icim. it
For timely and updated information about any changes in the certification status referred to in this certificate,
please confact the number +39 02 725341 or email address info@icim.if.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022
y | @/\,
ICIM S.p.A.
Piazza Don Enrico Mapell,/75 — 20099 Sesto San Giovanni (MI)
www.icim.it

FEDERAZIONE

CisQ

WWW.Cisg.com

ACCREDIA X,

L'ENTE ITALIANO DI ACCREDITAMENTO -

o
SGQ N° 004 A CISQ & |a Federazione Italiana di Organismi di

Certiflcazione del sistemi di gestione aziendale.
Membro degli Accordi di Mutuo Riconoscimento EA, 1AF e ILAC CISQ is the Itaiian Federation of management

Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.

0860CM_02_IT
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THE INTERNATIONAL GEHTIF\G_ATION 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.

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

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

S| CERTIFICA CHE IL SISTEMA DI GESTIONE PER LA QUALITA DI
WE HEREBY CERTIFY THAT THE QUALITY MANAGEMENT SYSTEM OPERATED BY

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

Commercializzazione di prodotti del Gruppo: kit diagnostici,
terreni di coltura per microbiologia, articoli in plastica per laboratorio analisi,
provette con vuoto predeterminato e aghi sterili.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy the requirements of the ICIM document "Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente ceriificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it
For timely and updated information about any changes in the certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

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

100 North Pointe Drive

Lake Forest, CA 92630

USA

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

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

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

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

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

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

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

Verified by:
Operations Manager

GCT-25-07 Rev 2.0
Page 2 of 2



DEJIEPAIIEHOE ATEHTCTBO
~TI0 TEXHWYECKOMY PEI'VJIMPOBAHHIO U METPOJIOTHH
~ CUCTEMA JOBPOBOJ/IbHOM CEPTHOHKAIMM I'OCT P
«EAC AUDIT» =
PETHCTPAITMOHHBIN HOMEP POCC RU.32028.04EACI
OPIAH I10 CEPTHOHKAIIAN 000 «TOPTECT»
PECMCTPALIMOHHBI HOMEP POCC RU.32028
HH 7717616798 OTPH 1087746489060
HOpumnueckuii anpec: 109028, Poccus, . Mockea, Cepe6paunqccxaa HabepexHasd, 1. 27,

AUDIT atax 4, noM. 1, kom. 17
Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

241520, Poccusi, Bpsinckas o61acts, Bpsanckui paiion, c. Cynonero, yi. llocceiinasn, 1.17A
(fopuiueckuit anpec Txua)

241520, Poccusi, Bpauckas obiaacTh, bpsaHckHA#A paiion, ¢. Cynoneso, ya. Iﬂoécéﬁﬁan, a.17A

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MeEHEe[:KMeHTa KadecTBa HM3JeJHii MegHmHHCKHX OfliecTBa ¢ OrPpaHHYEHHOH OTBETCTBEHHOCTBHIO
«MunaMen» TpeGopammsm TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnenns memumunckHe. CHCTeMbI
MeHeKMeHTa KadecTsa, CHeTeMHbIe TpeGoBanus IR UeJieil peryIHpoBanus» npuMenuTeabao K Ilipon3soactso
JabopaTopHoil TOCYAbl, METHUHHCKHX W3XeJuil, MPHGOPOR M NPHHALIEKHOCTEH, KpacHTe/eil, pearcHToB H
Ha60pOB peareHToB AIs in-Vitro AHATHOCTHKH

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

HACTORLLMA CEPTUOUKAT 0BA3bIBAET OPTAHU3ALLMIO NOJJEPWUBATH COCTOSHME BLIMOTHAEMBIX PAGOT B.COOTBETCTBUM C
BbIWEYKA3AHHBIMW CTAHLAPTAMM, 4TO BYET HAXOIMTBCA MOJ KOHTPONIEM OPTAHATIO CEPTUOUKALIUA CUCTEMBI
[0BPOBOJIbHON CEPTUOKKALLMM "EAC AUDIT" U NOJATBEPXJATLCA NPU NPOX0X AEHWM EXXEr0AHOT0 UHCMEKLLMOHHOTO KOHTPOJIA
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®epepanbHoe areHTCTBO N0 TEXHUYECKOMY PErysiMpoBaHMIO U METPOJIOTMM

T

Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530

WWW.NOPSS.ru

CEPTUDOUKAT
COOTBETCTBMA
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >

SO0A800 B =
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G

HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N
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