Declaration of Conformity helena

Biosciences Europe

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

Digitally signed by Ceaicovschi Tudor
Date: 2020.11.09 12:25:11 EET
Reason: MoldSign Signature
Location: Moldova

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



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 Queensway South, Team Valley Trading Estate,
info@helena-biosciences.com Gateshead, Tyne and Wear, NE11 0SD,

www.helena-biosciences.com United Kingdom



ELITech Clinical Systems SAS
Zone industrielle

61500 Sées - France i e
Tél : +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51 FELITechGroup
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 appartenant au groupe 5 «<CONTROLES/ CALIBRANTS/ STANDARDS », référencés dans la
liste ci-jointe, 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.

Cette déclaration est basée sur le contenu de chaque dossier technique DOS-CE-XXXX et s‘appuie sur la
certification de notre systéme qualité selon la norme NF EN ISO 13485 : 2016 (Certification valable jusqu‘au 27 juillet
2020).

(Voir liste ci-jointe).

DECLARATION OF EC CONFORMITY

We, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, hereby certify, under our own
responsibility, that the reagents belonging to Group 5, "CONTROLS/ CALIBRATORS/ STANDARDS”, such as listed hereto,
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.

This declaration is based on the contents of each DOS-CE-XXXX 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 , 2020).
(See attached list).

DECLARACION CE DE CONFORMIDAD

Nosotros, ELITech Clinical Systems SAS, Zone Industrielle 61500 SEES France, declaramos bajo nuestra Unica
responsabilidad que los reactivos pertenecientes al grupo 5 “CONTROLES/ CALIBRADORES/ ESTANDARES®,
referenciados en la lista adjunta, son conformes con los requisitos esenciales de los anexos I y III de la Directiva
Europea 98/79/CE sobre dispositivos médicos para diagndstico in vitro y el codigo de salud publica.

Esta declaracion se basa en el contenido de cada DOS-CE-XXXX técnica y esta respaldado por la certificacion de
nuestro sistema de calidad segun la norma NF EN ISO 13485 : 2016 (Certificacion vélida hasta el 27 de Julio 2020).

(Ver lista adjunta)

Sées, le 28 Juillet 2017

Valérie GOURDON, Cécile GOUBAULT,
Responsable des Affaires Réglementaires Directeur Général Délégué
Regulatory Aftfairs Manager Managing Director

Responsable de los Asuntos Reglementarios Directora General

Société par actions simplifiée au capital de 1 219 592,14€ — SIREN : 318 365 228 — RCS ALENCON

DCCE-G5 — V23 — Juillet /July /Julio 2017 172



ELITech Clinical Systems SAS

Zone industrielle

61500 Sées - France

Tél: +33 (0)2 33 81 21 00 Fax : +33 (0)2 22 28 77 51
www.elitechgroup.com

GROUPE 5 — CONTROLES/CALIBRANTS/STANDARDS
GROUP 5 — CONTROLS/CALIBRATORS/S TANDARDS
GRUPO 5 — CONTROLES/CALIBRADORES/ESTANDARES

NOM DU DOSSIER
DESIGNATION DU REACTIF/ REFERENCES/ CE/ Code GMDN/
REAGENT DESIGNATION/ REFERENCIAS EC FILE NAME/ GMDN Code/
DESIGNACION DE REACTIVO NOMBRE DEL Codigo GMDN

ARCHIVO CE
CHOLESTEROL HDL 2G CALIBRATOR | HDLL-0011/0041 DOS-CE-HDLL-CAL 44696
CHOLESTEROL LDL 2G CALIBRATOR | LDLL-0011/0041 DOS-CE-LDLL-CAL 41728
CHOLESTEROL Standard 200 mg/dL CHOL-0055 DOS-CE-CHOL200 44698
CK-MB CONTROL CKMB-0900 DOS-CE-CKMB-CT 44693
CREATININE Standard 2 mg/dL CREN-0055 DOS-CE-CREN2 44700
ELICAL 2 CALI-0550 DOS-CE-CALI2 47868
ELITROL I CONT-0060 DOS-CE-ELIT 1 R—
ELITROL II CONT-0160 DOS-CE-ELIT II
GLUCOSE Standard 100 mg/dL GLUP-0055 DOS-CE-GLUP100 41818
ISE CONTROL I ISCT-0046

DOS-CE-ISCT 47869
ISE CONTROL I ISCT-0047
MICROPROTEIN PLUS
Standard 100 mg/dL PRTU-0022 DOS-CE-PRTU100 53482
TRIGLYCERIDES Standard 200 mg/dL | TRIG-0055 DOS-CE-TRIG200 44702
UREA Standard 50 mg/dL URUV-0055 DOS-CE-URUV50 53588
URIC ACID Standard 6 mg/dL ACUR-0055 DOS-CE-ACURG6 44704

Société par actions simplifiée au capital de 1 219 592,14€ — SIREN : 318 365 228 — RCS ALENCON

DCCE-G5 V23 — Juillet /July /Julio 2017 2/2
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Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530
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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
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
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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




i< 000 ‘Megnxron”
ME[MKTIOH

127276 Mockaa, BotaHuyeckas ya., 35, T\ (495) 231-2272  {499) 502-1214

NMACNOPT-CEPTUPUKAT NMPOUIBOAUTEASA
Ha «Ha6op peareHToB AAM OnpeaeAeHus TPpynn KPOBU YHEAOBEKA CUCTEM
ABO, Peszyc u Kelln no TY-9398-101 -51203590-2009

(LOAMKAOH ~ AHTU-D Cynep )
PerMctpaumonHoe yaoctoseperme Ne ¢CP 2009/06043 ot 05 Hos6ps 2009 r

Hanmenosanne: Ilomaxion Antu-D Cynep Bo ¢akoHax mo 10 MiI ¢ 3eeHBIMH

KphIIiKaMu
Cepusni: 294712 Enunnna: 100 mn
Hsroroenen: 23.12.2019 KonuyecTeo enqunnn 60
Tonen no: 23.12.2021 O6bem cepun: 10000 M.

acmopt: Jc294712 ot 23.12.2019

Hanmvenopanue XapaxreprcTrka HOpMEL o TY Pesynprare:
TTOKa3areis HCIBITaHTH
1. Bremmmii sug IIpospaumast sxmuaAKOCTE CRETO-GexeBOTO IIBCTa
Cootsercrayer
2. Ceponoruaeckue
CBOliCTRa
2.1 CrenuusocTs Iomuxron Axru-D Cynep e fomken Coorsercreyer
: armmoTHAMpoBats D(-) spurponyTeL
22 TeMarmmorraupyomas Uerkas peakius armmOTHRALMM AOIDKHA CootserctByeT
CIHoCoOHOCTE HacTynmathk B Tedenne 30 cex. mocie cMemmbanmi | 30 cek.
€ pearenta ¢ D(+) spurponmramu
2.3 Turp CoorsercTByer
1:32
m.___ g 1:256
mm MARpOILIATE mm i
: /UN

Hfonuxnon coomeemcmayem mpebo

e

M.C.Oprnoza



E @ 000 "Meankaon”

MEVKNOH

127276 Mockea, BoraHuyeckas ya. 35, '\ +7495 231-2272  +7499 502-1214

NMACNOPT-CEPTUDPUKAT MNMPOUIBOAUTEAS
Ha «<Habop peareHTOB AAS ONpeAeAeHUs rPpynn KPOBM 4EAOBEKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( UOAMKAOHbBI Antu-A, Aut-B m Antu-AB )
—PencipaumonHoe yaoctosepeHue Ne CP 2009/04043 or 05 Hogbps 2009 ©

Haumenosanne: lomuxnon Auti-B Bo dnakosax mo 10 My ¢ cHauME KPBILIKaMH
Cepusi: 097412 Eananna: 100 mn

MsroTomnen: 16.12.2019 Konnyectro equnnn 60

I'onen no: 16.12.2021 O6bem cepun: 10000 M.

IHacnopt: B097412 o1 16.12.2019

HanmeHosanne Hopwa o TY PesyabTaTbl
noKkasareAs WUCMBLITAHUA
1. BHewHui ua
1.1 UoavknoH aHTH-A MPo3pa4Has XMAKOCTL KPACHOTO LBeTa. CoortBercTByeT
1.2 UoankaoH anm-B MPo3pa4Han XMAKOCTL CUHEro uBeTa.
1.3 UoankaoH aHu-AB Mpo3payHas 6ecuBeTHAs XMAKOCTL.
2. Ceporormyeckue LIOAVKAOH GHTU-A  He ACAKEH AQBATL QITAICTUHALIMM Coortsetcrayet
CBOWCTBA ¢ sputpouvtamu rpynn B(II) n O()
2.1 CneuguyHOCTL LIOAVKAOH QHTU-B  He AOAKeH AGBATL QITAITUHALMM C CootBeTCTBYST
spuTpoumtamm rpynn A(ll) u O(f)
LioAvKAOH aHTU-AB He AOAKEH AGBATHL arrnoTMHaumm ¢ | Cooteetctayet
spuTpoumntamu rpymnsl O(f)
2.2 lemMarrAIOTMHMPYIOWAOA | AITAICTMHALMS HO NAOCKOCTM aputpoumtoB Al u B ¢ CootBeTcTBYST
cnocobHocTs COOTBETCTBYIOLMMMN LIOAMKAOHAMM AOAKHA ROSBUTLCS
He nosaHee 10 cek. NOCAe CMELMBAHVIS
2.3 Turp Tutp LlomkacHa aHT-A B peakummu aITAOTUHALMM Ha | CooTeeTcTayet
MAOCKOCTU € apuTpoumTaMu rpynnsl All) 1:32 - 1:64 1:32-1:64
Tutp _._O>=x>oxn mwaauwuv PeaKLyM OITAOTMHOUMK Ha Cootsercteyer
] ramnrpynnt Bl 1:64 1:64
pedii CoorsetcreyeT
k32~ 1:64- -

3aseayiowasi
OTK OO0 «MeankaoH»




MEAVKNOH

000 "Meankaon”

127276 Mockea, boraHmueckas YA- 35, N\ +7495231-2272  +7499 502-1214

NMACNOPT-CEPTUDUKAT NMPOU3BOAMUTEAG
Ha «HabGop pearenTos aAns OfnpeAeAeHMs rpynn KPOBHU YeAOBeKAQ
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009
( HOAMKAOHDBI AutH-A, AHTH-B 1 AHTH-AB )

|.mmﬁsnﬁn:sg:om|<§ommvm§mIZm Bnm.wcomagpmbubm.mommg 2009 r

HaumenoBanue: I{ommknon Anti-A BO (rakonax 1o 10 M ¢ KpacHBIMH
KpBIITKAM U

Cepusi: 097312 Envanua: 100 mn

Hsrorosnen: 16.12.2019 Kosndecrro emunun 60

Togen go: 16.12.2021

O6bem cepum: 10000 M.

IMacnopr: A097312 ot 16.12.2019

HaumeHosarve Pesyastars
nokasareAs Hopma rio TV UCTIBITOHMIA
1. BHewuHmit Bua
1.1 UoankaoH aHmm-A MNpospayHas xmakocts KPAcCHoro ugerta. Cooteetcrayer
1.2 UoavkaoH anmu-B INpospayHas xaakocts eurero usera.
1.3 UoAvknaoH aHtu-AB Npospauxas 6ecuBeTHOR ¥MAKOCTS.
2. Ceponoryeckue LoAnkaoH aHTu-A  He aomken AGBATL QrfAloTMHAUMM | CooTeeTcTayet
CBOMCTBQ € aputpoLmTamu rpynn Bl 1 OM
2.1 CneumduurocTs LoavkaoH aHTM-B  He aonkeH Adsatb arrAlOTMHauMK ¢ | CooteetcTayer
apuTpoumTamm rpynn Adl) u O()
LloAnkaoH aHTu-AB He AonxeH aasas ArrAOTMHAUMK ¢ | CooTBeTCTByeT
dpuUtpoumMTamm rpynne O(f)
2.2 FemarrmoTHUpyIOLIGS AITAIOTUHAUMS HA MIAOCKOCTH sputpoumtos Al M B ¢ Coomercteyer
cnocobHocTs CooTReTCTRYIoWMMM LloAMkaoHamMu AomkHA NosiBMTLCS
He nosaHes 10 cek. nocae cMewMBaHUg
2.3 Turp Tutp LloavkaoHa aH-A B PeakLmM armaoTUHAUMKM Ha | CooTeercrayer
NAocKkoCTM ¢ apuTpouMTaMK PYynNnL Al 1:32 - 1:64 1:32 - 1:64
Coormsetcrayer
1:64
Coorteetcrayer
1:32 - 1:64

3aseayiowas
OTK OO0 «MeaukaoH»




& »”
000 “‘Megnxaon
MEONKNOH
127276 Mocksa, BotaHuyeckas yA., 35 <T\D (495) 231-2272  (499) 502-1214

NACNOPT-CEPTUPUKAT NMPOU3BOAMUTEAA
Ha «Ha6op PE€AreHTOB AAR ONpeAeAeHUs IPYNN KPOBU YEAOBEKA CHETEM
ABO, Pesyc u Kelln» no TY-9398-101-51203590-2009

( LOAUKAOH AHTM-Kell Cynep)
) PernetpaumonHoe yaAocToBepeHne Ne PCP moo@\oaoam.oq 05 Hoa6p7 2009 1

Hanmenopauue: Llomuknon Autn-Kell Cynep

Cepusi: 197312 Emnauna: 100 v
HMsrorosnen: 23.12.2019 Konuuecrso equnun 10
Tomen no: 23.12.2021 O6nem cepuu: 10000 M.

Hacooepr: K197312 0123.12.2019

HaumeHopanne XapakrepucTika HopMeI o TY Pezymerars
noKajsarens HCIIBITAHHH
|.BHemunit sBupn TIpospagnas sxenToparas wiu pO30BaTas KUIKOCTE Coorsercrayer
2. Ceponoruueckue
CBOICTBa
2.1 Coennduynocrs Homnxnon Arta-Kell cymep He nomxen CootBercTByeT

arCIIOTHHUPOBATE 3pUTPOLMTEL K(-)
2.2 Temarrmoturupyiomas | UeTkas PeaknuA arrmOTHHALMM Ha IUIOCKOCTH HOJDKHA

CII0COBHOCTE HAaCTYIIATh B T€UCHUE OOOHonQHw%QH

2.2 AXTHBHOCTE Coorsetcryer
1:16

3aeenyromas OTK 000 «Menuxiony NG é = : M.C.Opnoga




000 "Meankaon”
MEJWKIOH

127276 Mockea, botaumyeckas YA- 35, N\ +7495231-2272 +7499 502-1214

NACNOPT-CEPTUDUKAT NPOU3BOAMUTEAS
Ha «<HabGop pearenTos ang OonpeaeAeHus rpynn Kposu YeaoBeKka
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( UOAMKAOHBI Antu-A, Antu-B u Anti-AB )
—_ Pemvictpauvontoe yaoctosepetine Ne ®CP 2009/06043 or 05 Hosbps 2009 £

Haumenonanue: Honuxinon ATH-AB

Cepus: 099812

Wsrorornen: 23.12.2019
Topen mo: 23.12.2021

Enuanua: 100 ma
Konuyectro eamann 10

Oobbem cepun: 10000 .

IMacnopr: AB09812 o1 23.12.2019

HovmeHosanue Pesyabtarsl
nokasareas Hopma nio TV WUCTILITaHMIA
1. BuewwHui ua,
1.1 Uommkaon anmu-A Mpospauxas »aakocTs KpacHoro usera, Coorsercrayer
1.2 Uoavknon anm-B MNpospasyHas »MaKocTs cutero usera.
1.3 UoankaoH autu-AB MNpospayxas GecUBETHS HUAKOCTS.
2. Ceponormyeckue LloakaoH aHTH-A  He AoAKeH AGBATS arAloTMHAWAM | CooTeeTcTayer
CBOWCTBQ C aputpoLMTamu rpyrn B(il) 1 Of)
2.1 Crneuudbhiunocty HONKAOH GHT-B  He AOAKeH AQBGTS QrravTHaUMK ¢ | CooteetcTayeT
aputpourami rpynn Afll) u Off)
Loankaon ann-AB He AOAKeH AGEGTL arraoTMHAUMM ¢ | CooTeeTcTeyeT
SpuTpoUmMTamMu rpynnkt Off)
2.2 Femarrso™Hvpyiowas AITAOTUHALMS HO NAOCKOCTH IputpoumToB Al B ¢ Coormsercreyer
CnocobHOCTL CooTBeTCTBYIOUIMU LioAMKACHaMM AOAXKHA NosBUTLCS
He nosaxee 10 cex. nocAe cMelumMsaHms
2.3 Turp Tutp LioavikaoHa aHTK-A B PeaKLMK arrAioTUHaLMK Ha Coortsetcrayer
NACCKOCTU C SPUTPOLMTAMM FPYNNb! Al 1:32 - 1:64 1:32-1:64
Tutp zgsﬁomw\%.m”ogg QITAIOTUHAUMK Ha| CooTeeTcTBYeT
SOLFTaMA-TRynne: Bll) 1:64 1:64
B QITAIOTUHOLMAM Ha CootBercteyer
VITAM) 1:32- 1:64w | 1:32- 1:64
= 4@.
Uoaukaon cootsercrayer 03590-2009
3aseayiowas

OTK 000 «Meaukaon»

K.B. IOwenko




CI3Q is a member of

THE INTERNATEDNALCERTtFICATIE;N NEFWD‘R?( )
www.ignet-certification.com

IQNet, the association of the worid’s first class
certification bodles, Is the fargest provider of management

System Certification in the world.
IQNet is composed of mare than 30 bodies and counts
over 150 subsidiaries afl over the globe.

CERTIFICATO n.
CERTIFICATE No.

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

GRUPPO VACUTEST KIMA

Sede ! Head Office
Via dellIndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative | Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
VACUTEST KIMA S.r.l. - Via dellIndustria,12 — 35020 Arzergrande (PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

4265/4

E CONFORME ALLA NORMA / IS iIN 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: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per microbiolegia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

Riferirs! alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilits del requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of appiication to reference standard requirements.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di conlattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For fimely and updated information aboul any changes in the certification status referred to in this certificate,
please contact the number +39 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
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THE \NTEHNATIUNAL CEF.TIFICA‘HUN NE’WUHK
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. 4264/4
CERTIFICATE No.

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

GRUPPO VACUTEST KIMA

Sede / Head Office
Via delllndustria,12 — 35020 Arzergrande (PD) - ltalia
Unita Operative / Operative Units
MEUS S.r.l. - Via Leonardo da Vinci, 24B — 26 — 28 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
MEUS S.r.l. - Via dell'Industria, 2 - 16 — 35020 Arzergrande (PD) - Italia
ROLL S.R.L. - Via Leonardo Da Vinci, 24A — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia
KIMA S.R.L. - Via Leonardo da Vinci, 22 — Zona Industriale Tognana — 35028 Piove di Sacco (PD) - Italia
VACUTEST KIMA S.r.l. - Via dell'Industria,12 — 35020 Arzergrande {(PD) — Italia
VACUTEST KIMA S.r.l. via L. Da vinci, 22 Zona Industriale Tognana — 35028 Piove di Sacco (PD) - ltalia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gesticne per la Qualita / Quality Management System
PER LE SEGUENTI ATTIVITA /| FOR THE FOLLOWING ACTIVITIES

EA: 14 - 29

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e produzione di
terreni di coltura per microbiologia. Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Commercializzazione di prodotti del Gruppe: kit diagnostici, terreni di coltura per microbiolegia, articoli in plastica per
laboratorio analisi, provette con vuoto predeterminato e aghi sterili. Progettazione e produzione di stampi per articoli in
plastica per laboratorio analisi. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of test tubes with predetermined vacuum for collection of haematological samples, biological liquids
and urine samples. Production of test tubes for micro-collection of haematological samples. Design and production of
Holders for vacuum sampling. Design and production of diagnostic kits for blood and biological liquids analysis. Design and
production of culture media for microbiology. Design and production of sterile needles and devices for collection of
haematological samples. Trading of the products of the Group: diagnostic kits, culture media for microbiology, plastic
disposable labware, test tubes with predetermined vacuum and sterile needles. Design and production of moulds for plastic
labware. Injection moulding of thermoplastic materials for medical devices.

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 to reference standard requirements.
Il presente certificato & soggetto al rispetto del documento CIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifica.
The use and the validity of this cerfificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and specific Scheme.
Per informazioni puntuall e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contatlare 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.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Explring date
18/01/2007 18/01/2019 17/01/2022
Un
IcIM S.p.A.
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Signatory of EA, IAF and ILAC Mutual Recognition Agreements system Certification Bodies.
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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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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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