qu:uuea:: 000 «Arar-Mea»
105173, r. Mockea, yn. I'nasnas, 6-12
Ten. (495) 777-41-92

Z agat@agat.a  www.agat.ru

ITACIIOPT

Habop pearenTor ansa onpeaeneHus
KOHUEHTpaUMH Gesrka B mote, 660 onp. X 3 M
«bejok B moue - ATAT».

Cepwa............ 66/800223 Hara pbitrycka... 02,2023 Uomewno... 02.2025
Konuvectso HaGopoe B cepuu... 500
HaumenoBanie noxazaresin TpeGosanua HTH PesyaeTarhl anamHza
nNpeanpUATHA

1 Buewmneii paa,

1.1 Kanu6posounsiit pactsop amebymuna | | JKnakocts Gecuperran | JKHAKooTs GeciperHas

MpoO3pauHas npospadHan

e OC3 TIOCTODOHHUX BRMIOYeHME |
1.2 Cynpthocanuumnonas kueioTa I'OCT 4478-78 Coorsercreyer

2, TexHAveCKHE XAPAKTEPUCTHKH

2.1 3uauenne pH KAIMOPOBOMHOrO
pactreopa ansOyMHHA, 1., B HHTEpBane 6,5-8.0 CoorsercrByer
3. HlokazaTe s NpaBRIBLHOCTH
oupeneNeAnsn

3.1 CooTsecTpie craﬂnap'momy oGpasury,
oTknoHeHue, %, He Gonee 2.0 Cooreercrayer

Jamouenne OKK OO0 «Arar-Meay»:
Habop cepnu 66/800223 tpeGosanuam HTJ NpeaAnpHATHS COOTBETCTBYET.

Hayaneuuk OKK OO0 «ATAT-ME/I» I'nanyx B.B.
«10» deppana 2023r.

Digitally signed by Ceaicovschi Tudor
Date: 2024.11.25 08:53:06 EET
Reason: MoldSign Signature
Location: Moldova

MOLDOVA EUROPEANA

nus AnA  3nektporopck Conosbea T.B. k AokymeHTy PacxogHasbH Ne 653621 ot 14.06.23 k ToBapy noz. 3
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OEAEPAABHAS CAVKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA30P)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULHUHCROE U3AEJIUE
~or 11 ssmBaps 2017 roaa Ne ®CP 2010/08997

- Ha mezununcKoe n3nenne
Habop KoHTpoILHBIX pacTBopoB OeikoB Moun ""BM-kouTpoas'
o TY 9398-269-52208224-2010

Hacrosiiee perucTpalHoHHOE YAOCTOBEPEHHUE BIAHO
- O6mecTBO ¢ OrpaHnYenHoii orsercrBeHHocTRIO "Mepnaxop C.-IL"
(000 "Menaakop C.-IL"), Poccus,
194100, Canxr Ilerepbypr, yn A. Marpocosa, . 4, kopn. 2, Jur. I, opuc 212

Ipoussomurens
1 OOmecTBO ¢ OrpaHHYEHHOMH ome*rcmennomm "Me,n.nalcop C.-IL"
(000 "Mepaakop C.-IL. "), Poccns, _
194100, Canxr IlerepOypr, yi. A. Marpocona, a. 4, kopm. 2, JIur. II, m]mc 212

Mecto npousBojcTBa Menmmncxom H3NIeNHS
000 "Meanaxop C.-IL" Poccm:, 194100 Caum‘-l'[e‘repﬁypr, yia. A. Matpocosa, A. 4,
Kopit. 2, JIHT.

Homep peructpanmonsoro nocke Ne P/I-14955/64156 ot 20.12.2016
\ :Bnn'Mezmui{Hclcoro usnemust 206630
Knace noTeHHanbHOro pucka mpHMeHeH s MeIHIHHCKOro u3aenus 1

Kox O6mtepoccuiickoro knaccudukaTopa NpOAYKINH Ul MEeUIMHECKOro u3enus 93 9816

Hacrosiiee perucTpanfioHHOE YAOCTOBEPEHUE UMEET npnnoxcenu-e-na 1 nucre

- 3amecTuTenn pyxoBoauTens DeepanbHoi
1o HaA30py B cdepe 3APaBOOXPAHEHHS




f.DEA.EPAABHAﬂ CAYKBA 110 HAABOPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP) : .

 MIPUJIOYKEHHUE

K PEFHCTPAI.[HOHHOMY YAOCTOBEPEHHIO
~ HAMEAUUHWHCROE M3JEJIME =

ot 11 smBapn 2017 rona ~ Ne ®CP 2010/08997

‘Ha memuuuHCcKOe H3/enme :
HaGop koHTpobHBIX pacTBopoB Geaxos moun "BM-kouTpos"
no TY 9398-269-52208224-2010:
- komiutekT 1 «BM-kouTpos-CCK»;
- kommekT 2 «BM-kouTposns-CCK + rimoxosa u pH»;
- - xomekT 3 «BM-korTpons-CCK ¢ kamubpaTopom»;
- kommiext 4 «BM-xonTpons-CCK + rmokosa u pH ¢ Kmﬁpa'ropom »
- komiuiexT 5 «BM-konTpons-TTTK»;
- komruiekt 6 «BM-konTpons-I1T'K + rmokosa u pH» .

z

3amecTuTeNL PYKOBOIHTEIS DeepanabHoii .} . A ] faies v
10 HAA30py B cepe 3ApaBooXpaHeHHs R as IO, TlaBmiokoB
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atighs a% Inspections

CERTIFICATE OF COMPLIANCE

It is confirmed that its management system

Mediclone LLC

127276, 35, Botanicheskaya, Moscow, Russian Federation

It has been evaluated and complies with the requirements of the standard

ISO 13485:2016

Medical Devices Quality Management System
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This certificate is valid for the following activities

Production and sale of medical devices: reagents and reagent kits for determining
human blood groups of the ABO Rhesus and Kell systems, as well as antigens and
antibodies of the Rhesus system

CERTIFICADO

O Certificate Number: SISTEMA-RUS/0223/RMM16244
la: Issue date: 04.02.2023
) Expiry date: 03.02.2024
-I...: Date of First Surveillance: 04.01.2024
— Date of second surveillance: 04.01.2025
o Recertification date: 04.01.2026
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Verify the certificate:- www.sistemacerts.com

The Organization's documentation and Implementation has been reviewed and found to comply with the relevant standard rules.
This certificate of Registration is based on the evaluation of the mentioned scope and also responsible for maintaining the
responsibilities of the relevant stendard rules. If any changes in the Activities of the Company, this certificate invalid.
#  The validity of certificate is subject to Successfully Completion of surveillance audit on before due dates and its only valid after
¥ successful surveillance with continuation letter issued by us. QUALITY SISTEMA Certifications and Inspections Put Ltd,,
Head-quarters: Ff, 55-1914, Sector =H , LDA Colony, Kanpur Road, Lucknow-226012.

CERTIFICATE




000 "MeankaoH”
MEJWK/IOH

127276 Mockea, BotaHuveckan ya. 35, Tip  +7495231-2272  +7499 602-1214

MACNROPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «HaGop peareHToB AAR ONpeAGAeHHA TPYNN KPOBH YOAOBOKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LIOAMKAGH GHTH — A — MOHOKAOHCOALHE aHTUTEAA (IgM) k aHmireny A
Loaukao st — B — MOMOKAOHOABHBS aHTHUTEAd (IgM) K aHmreny B
LloAnKAOH CiHTHM — AB — MOHOKAOHOABHEE aHIWTEAA (IgM) K GHTMreHaM A u B

PornctpaumonHoe vaocTosepeHine  Ne $CP 2009/06043 or 05 voabpa 2009 T,

Hanmenopanue: LlonuxicH AHTH-A o (uTakoHaX ne 10 MII ¢ KpacHBIMH

KPBIMIKAMH
Cepun: 239504 Eaunnua: 100 Mn
Harorosnen: 24.04.2023 KoanuecTso egnann 80
Topen go: 24.04.2025 Obbem cepun: 10000 ma.

Hacnopt: A239504 ot 24.04.2023

HaumeroeaHre Paayaprathi
NOKA3aTeAd Hoptia o TY HCNBITAHWIA
1. BHeWwHWA BHA
1.1 HioAmacH aHm-A NpoapaYHaN NMAKCCTL KPacHoro ueeTa. CoommercieyeT
1.2 LlommaoH cHmM-B MpospaUHOR XHAKOCTE CHHETD LBET.
1.3 LoaMxaoH gHmi-AB MpoapoMHa GOCLBETHAR MAW CASTKO OKPALLBHHAR
AHAKOCTL.
2. CeporaT4eCcKus
CROICTBA

2.1 CraumdimMHOCT: LioAaoH arHTH-A HB ADAKEH AQBOTL AITAIOTMHALMM ¢ | CooTReTCTBYET
sputpoLMTamm rpynn B w OF)
Lioamnon onmi-B me aonKeH acean arruoTmHawm ¢ | CooteeTcTBYST
spmpoudramk rpynn Al w Of)
Lioicaod gHTA-AB He s0nieH AGBATS OITAOTHHOLMM G | CoaTeeTcTByeT
BpUTROUATAMY rpyrnkl Of)
2.2 TeMOITAIGTUHHPYIOLLIAR | AITAICTMHALBAR Ha NaockocTY apuTpountos AlwBc | Cooteetcreyer
€NOCoBHOCTE cooraetcmwomnw LIAMK.'\OHCIMH AGAKHA NOABMTLCS 10cex.

CooTsertcieyar
1:32- 164
CooteeTcTByYeT
164
CooteercTBYST
1:32-1:64

2.3 Twip




MEJVK/IOH

000 "Meankaon

127276 Mocrea, Boranmueckan ya. 35, ip  +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT TPOUIBOAUTEAS
HQ «<Habop peareHToB AAS ONPeASACHHS rPYNN KPOBH YOAOBOKA
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LioAMKAGH QkTH —~ A — MOHOKAOHQAbHBIE aHTHTEAC (IGM) K CHTUreHY A
LioankaoH aHTW ~ B ~ MOHOKAOHQALHEIE aHTHTEA (IgM) K HTUreHY B

LioAnKkaoH aHTi — AB ~ MOHOKAOHGQALHBI® QHTATEAQ (IgM) K aHTMreHoM A u B
PervcrpauonHoe yaocTosepetme  Ne ®CP 2009/046043 or 05 HosGps 2009,

Hanmenopanne: Lomiwion AHTH-B Bo dnakoHax 1o 10 MJI ¢ CHHUMHA KPBIIKAMHE

Cepusi: 239604

Hzrotornen: 23.04.2023

Togen go: 23.04.2025

100 ma
Konugecreo eaunnn 80
Oonem cepun: 10000 m

Ennnuna:

IMacnopr: B23%604 o1 23.04.2023

F /4

Haumenoedare PaayauTams
MoKa3aTeAR Hopwa o T MCTIITAIHMIA
1, BHeluHR BUA
1.1 LonxaoH oHTI-A MpospayHOs NHAKOCTE KRACHOTO LBRTO. CooTBercieyer
1.2 Uoamiaon anm-B MPpo3paYHan XMAKOCTE CUNGTO LBeTa.
1.3 Uoankron anmu-AB Npoapaytas GecyseTHaN AN CABIKG OKPALLBHHAS
HMAKOCTh.
2, Ceporomuecie
CBOACTEQ
2.1 CneundimHoCTh LicAMKAOH QHTH-A HB AOAKEH ACBATE ITAIOTIHALMM C¢ | CooTReTeTsyeT
spuTpoUMTamm rpym Bl 1 Of)
LloavkaoH aHTH-B Ha AOAKEH ATBATE STAOTMHAWM ¢ | CooTeeTcTByeT
apuTpotwram rpynn AQl) n Of)
LioAasaoH HTH-AB He AONKEH ACBATE AITAICTHHALIMM ¢ | COOTRSTCTBYOT
pMTROLMTAMM TRYTIML Of)
2.2 FeMOTAOTMHHPYIOWLON | ATTAISTUHALMA Ha NAGCKOCTH apuTpolMTos Al M B¢ | Cooreercteyer
CNOCOBHOCTL cocmermynumw Llonmmauamn AR NOTBITLCH 10cex.
8% SMOLUMBIHWA
2,3 Tump M QITNOTHHOLMM HO | COOTBETCTRYET
bl A - 1:32- 1:64 | 1:32-1:64
A ITAITUHAUMY Ha | CooTeeTCTRYeT
Bl - 1:64 L:64
arrnoTMHauu wa | CooteercTsyet
-1:32-1:64| 1:32-1:64
Lonnon cooteetcteyet 1pebosaH -2009
3aseayioiias OTK OO0 «Meanknol gy o K.B. lOwenko




MEVK/IOH

Lloarkaoh GHTH — A — MOHOKACHOABHEIE OHTMTEAQ (IgM) K aHTMreny A
LioavkAOH GHTH — B — MOHOKAOHOABHEI® aHTUTEAd (IgM) K aHTWreHy B

000 "Meankaon”

127276 Mockea, boramueckan ya. 35, v +7495231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NMNPOUIBOAUTEAR

Ha «Habop peareHTOB AAS ONPOASASHMS rPYNN KPOBM YeAoBeKa
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

Hoaukaor aHTH — AB — MOHOKAOHGABHBIS aHTHTead (IgM) kK cHTMreHam An 8
Patuctpduonnoe yaoctoeeperme  Na GCP 2009/06043 or 05 nosbpa 2009,

Hanmenopaume: Lonmxnon Aatu-AB

Cepnn: 037805

HiroTomnen: 29.05.2023

Tomen go: 29.05.2025

100 mn
KoanuecTso eaquunn 10
O6vem cepun: 10000 M,

EAuHHIA:

IMacnopt: ABO037805 ot 29.05.2023

HaumeHosaHme PeayabTaTEI
fokazareAs Hopma no TV ucn:rranuﬁ
1. BHewHMit A,
1.1 UoamcoH cHTH-A MPoapaHos HMAKOCTE KRACHOTO LBeTa. CoomeTcTRyer
1.2 LoavkaoH au-B NpospaNHOA MAKOCTE CUHETO LIBSTA.
1.3 UoavkaoH anmw-A8 Mpospaukan GecuBeTHA MM CABIKQ OKPALLIEHHAS
HAAKOCTD,
2. CeporormMeckue
CBOWCTBO
2.1 CrewmcbudrocTs LICAMKATH GHTU-A He AOAKSH AQBQTL QIFAIOTHHALMKW ¢ | ConTReTCTBYeT
spuTpoLMTanK rpymn Bl v O)
Lomkaon oHTH-B He A0AKeH ACBOTE QITAOTHHALMM ¢ | CooTeeTCTRYST
spipoumtasm rpynn Afl) u Of)
Uommaon cHm-AB He A0AKeH ACBOTL OITMOTMHALMM C | CooTBeTCTRYST
SPHTOOUMTCMA rRYTINEl Of)
2.2 ToMOITACTUHMPYIOWOR | AITAIOTHHALIAS Ha TIAockocTH sputpoumoe Al nB ¢ | Cootsercteyer
CNOCOBHOCTL 1 o ARHEMM AONKHG ROTBUTLCR 10cex.
2.3 Twip CooTeerceyeT
1:32-1:64
Cooteercieyer
1:64
Cooeercieyst
1:32- 1:64
LoarkaoH cooteeTcTayeT Tpebopanmam
3apeayowas OTK OOC «Meankron» K.B. lOweHko
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2 000 “Meankaox"

MEAVIK/IOH

127276 Mocksa, Borammueckan ya. 35, " +7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NPOUIBOAUTEAN
Ha «Habop peareHTOB AAS ONPOACASHHUA FPYNIN KPOBU YSAODEKU
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

( UOAMKAOH AntwD Cyrep )

PefcTpauicHHDE VAGCTOBEpSHMS Ne SCP 2009/06043 o 05 Hosbpa 2009 T.

Hanmenoeaune: Lonrmuion Autu-D Cynep Bo daakerax no 10 M ¢ 3eeHBIMH
KPBIHIKAMH

Cepnsi: 236105

Harotosnen: 13.052023

Tomen no: 15.05.2025

Envanna: 100 mn
KonnvyecTBo edHHHN 50
O6vem cepun: 10000 M.

Macnopr: 236105 ot 15.05.2023

HavmeroeaHme H PasyabTaThi
NOKQ3TaAT ro TY WCTTEITaHWA
1. BHeLHWi BHA MpospauHasn BSCUBETHAN MAM CABIKA OKPCLLIBHHAR
AT Cootzercteyer
2. Ceporomeckie
CBOMCTBA
2.1 CneurcbuumocTs LioakacH ART-D Cynep He AOAKeH aifAOTHHWDOBATS | CooTReTCTBYST
D) SpUTPOUMTLL.
2.2 TemamaoTHHHpYIOLWaR | YoTKas peaKLia OITACTHHALMKM AOAKHA HOCTYTIaTL B | CooTeeTcTayer
cnocobHOCTE TeusHWe 30 coK. NOcAS CMeWMBaHUS pacreHTa ¢ D(+) 30cek.
2.3 Tump -2 Cyep B peakuim CooTBeTCTBYOT
f PrCER -;'-*:*w-. apmpoumm 1:32
nep B pé q‘{‘ 1 THRAMOM Cootsercmyet
g B uKponAaTe 1:256




| 000 “"Meankaon”
MEAWKIIOH

127276 Mockea, Botanmyeckas ya. 35, i  +7495 231-2272  +7499 502-1214

AACMNOPT-CEPTUDGUKAT NPOUIBOAUTEAS
Ha «<Habop peareHToB AAS ONPOASAGHHS FPYNN KPOBH YEAOBEKQ
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009
{ UOAUKAOH  Autn-Kell Cynep )

- PeructpaumuotHoe yapctoseperne Ne $CP 2009/06043 ot 05 HoabBpa 2009 r.

HanmenoBanue: Illomouion Anmu-Kell Cymep

Cepun: 133204 Enaumua; 100 mn
HaroTopmen: 17.04.2023 KonHuecTRO eAHHHL 5
Togen mo: 17.04.2025 Oowem cepnn: 10000 m

Hacmopr: K133204 or 17.04.2023

HoweHoBaHue PeayAbTa
NOKAZOTEAR Hopwa o TV MCNETaHWA
1. Breturmii Bua Mpoaportad BeCUBETHAR MAM CASIKO OKPALLEHHN CoomeeTcTBYRT
KUAKOCTD
2. Caporormyeckue
CBOMCTEO
2.1 CneunchumocTs LomuacH AH-Kell cymep He acnkeH CoorBercrayer
CITARTUHIPOBATL SPUTPOLNTH K(-)
2.2 FaMAITAOTUHHPVIOLIGR | YaTKOR PEKUMA CITAIGTUHALIMN HA TIACCKOCTH ACAMG Coometceyer
enocobHoCTE HUCTVIOT B TeusHUE 30 cek. NOCAS CMELIMBAHMY
2.3 Tump Tutp Lomkrona Axm-Kell Cyriep B peakumk npamoit | CooTteercayer
1 1:16

ArrNOTMHAUMI B MidEeRAaTa e Hke 1:16

3aeeayollcn
OTK OO0 «MearkaoH>




EDAN EDAN INSTRUMENTS. INC.

DECLARATION OF CONFORMITY
TO CouNciL DIRECTIVE 98/79/EC

MANUFACTURER: Edan Instruments, Inc.
#15 Jinhui Road, Jinsha Community, Kengzi Sub-District,
Pingshan District, 518122 Shenzhen, P.R.China

EUROPEAN REPRESENTATIVE:  Shanghai International Holding Corp. GmbH
Eiffestrasse 80, 20537 Hamburg Germany

ProbucT/ MODEL: Hematology Analyzer/ H30 Pro, H31 Pro, iH30 Pro
Reagents for Hematology Analyzer/ HD310 Diluent,
HL310Lyse, HC310 Cleaner,
ED-30D Hematology Controls,
ED-CAL PLUS Hematology Calibrator.
The accessories are used together with the product
EDMA[Name/Code]: CC Hardware + accessories + consumables + software/23.01.10.01.00
CBC-Reagents(Cleaning-/Diluting-/Lysing-/Sheat-fluids)/13.01.01.01.00
Blood Multilevel Controls/ 13.01.50.03.00
Whole Blood Calibrators/ 13.01.50.07.00
CLASSIFICATION: General/other device, devices other than those covered by Annex Il and devices for
performance evaluation, non-self-testing, according to article 9 of IVDD.
CONFORMITY ASSESSMENT ROUTE:  Annex |l

WE, EDAN INSTRUMENTS, INC., HEREWITH DECLARE THAT THE ABOVE MENTIONED PRODUCT(S)
MEET THE TRANSPOSITION INTO NATIONAL LAW, THE PROVISIONS OF COUNCIL DIRECTIVE
98/79/EC OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL oF 27 OCTOBER
1998 ON IN VITRO DIAGNOSTIC MEDICAL DEVICES

ALL SUPPORTING DOCUMENTATION IS RETAINED AT THE PREMISES OF THE MANUFACTURER.

STANDARDS APPLIED: EN 1SO 14971: 2012, IEC 61010-1:2017, IEC 61010-2-101:2018,
EN 61326-1:2013, EN 61326-2-6:2013, EN 62304:2006 +A1: 2015, EN 62366-1:2015,
EN 1041: 2008+A1:2013, EN ISO 15223-1:2016, EN ISO 18113-1:2011, EN ISO 18113-
2:2011, EN I1SO 18113-3:2011, EN 13612:2002, EN 13641:2002, EN ISO

17511:2003 ,EN ISO 23640: 2015

CE MaARK c €

START OF CE-MARKING: 2020-12-18
PLACE, DATE OF ISSUE: SHENZHEN, Jow. 1 &
SIGNATURE: hiv \MW

NAME LIU YONGYING
MANAGEMENT REPRESENTATIVE

QP36-1VD023-1.0 Page 1 of 1



9 CERTIFICAT

EWI?AN OF TRAINING

Sergiu Sorocovici,
From "GBG-MLD" SRL, has successfully completed H30 pro, H60 series training courses including

operation and maintenance, and is qualified to offer technical support for above mentioned products.

v—;{t

A T "T.'I\L«]

i .
E,A}g%\%-:?r' ..run NG,

International Customer Service Manager Date Nov 1!, 2023




aAbbott

Declaration of Conformity

Certificate Identification: SC-09H46
Abbott Laboratories
Legal Manufacturer’s Name: Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, 1L 60064 USA
List Numbers
and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared
Authorized European ABBOTT
Representative Max-Planck-Ring-2
(Name and Address) 65205 Wiesbaden, Germany
Storage site of technical Abbott Laboratories
documentation 4551 Great America Parkway
(Name and Address) Santa Clara, CA 95054
Harmonized Standards Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole
responsibility of the manufacturer.

Signature: N> o= Signature: :(%L"_——‘*ﬁ

3 B L e
Full Name: Barry Simpson Full Name;: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval: Q2. Doe . 0 15 Date of Approval: O 4£c 2078

Date Issued: DEC 03 2015 Place Issued:; Abbott Santa Clara
IRIS V6 Effective (Date or
Supersedes: July 6, 2015 Lot Number): DEC 0 3 2015
CELL-DYN Emerald Reagents Declaration of Conformity
December 2015 (IRISV7)

Page | of |



EI Abbott

Declaration of Conformity

Certificate Identification:

Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-09H69

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H69-01 55866 CELL-DYN 18 Plus Control, Full Pack Self-declared
09H69-02 55866 CELL-DYN 18 Plus Control, Half Pack Self-declared

Representative

(Name and Address)

Authorized European

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

documentation

(Name and Address)

Storage site of technical

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex HI of the IVD Directive and is issued under the sole

responsibility of the manufacturer.

Signature:

Full Name:
Position:

Date of Approval:

Date Issued:

Supersedes:

%Q\,WW&;, i Signature:
Y | A

fs

Director, Regulatory Affairs

Qc%h}kﬂp_, SRS

February 26, 2015

Barry Simpson Full Name: Marcy Jaqua
Site Quality Manager Position:

IS Nove . 2045 Date of Approval:

JUN 3 0 20!5 Place Issued: Abbott Santa Clara
IRIS V5 Effective (Date or

Lot Number):

JUL 06 2015

CELL-DYN 18 Plus Control

June 2015

Declaration of C

onformity
(IRIS V6)

Page | of |



LITANTOR

PERFORMANCE MATERIALS

Declaration of CE conformity

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

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

Teugseweg 20
7418 AM Deventer
The Netherlands

herewith declares the following:

The reagents (see attached list) are labeled with the J.T.Baker® label and have the CE mark on the
label where applicable. The devices comply with the In Vitro Diagnostic Medical Devices Directive
98/79/EC and the conformity assessment procedure according to Annex lll. The BeneSphera™ 3 Part
Diff Analyzer H32 is in compliance with IEC 61010, Safety Requirements for Electrical Equipment for
Measurement, Control and Laboratory Use.

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

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

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

Deventer, the Netherlands.

January 6, 2015

Dr. J. Mittendorf
QA & RA Manager

Page 1 of 4



LITANTOR

PERFORMANCE MATERIALS

J.T.Baker® product list for CE marked products

Page 2 of 4

Product no. |Pr0duct |Pack size 3416.0500 CyMet Erma 5 OQ ml
3841.1000PE  |CyMet H12 CN Free 1 liter
Hematology Analyzer 3853.1000 CyMet H20 1 liter
2983 BeneSphera™ 3-part Diff 1 unit 3425.0500 CyMet KX CN Free 500 ml
Hematology Analyzer H32 2985.1000PE__|CyMet LH 53 1 liter
Clinical Chemistry Analyzer 3489.1000PE__ |CyMet MBA 1 liter
2946 BeneSphera™ Clinical Chemistry 1 unit 3418.1000PE  |CyMet MD(T) 1 liter
Analyzer C72 2984.1000PE__ |CyMet MD(I) 53 1 liter
Diluents 3488.0500PE  |CyMet MD(II) 500 ml
3961 Diluid 100 Plus 20 liter 3497.0500PE  |CyMet MH CN Free 500 ml
2990.9010PC  |Diluid™ 22 10 liter 3852.1000 CyMet Micro 1 liter
3954 Diluid 590 20 liter 3863.1000 CyMet Micro CN free 1L micros
3969 Diluid 610 20 liter 3441.0500PE  |CyMet Mindray 500 ml
3430.9020 Diluid Abacus 20 liter 3440.0500PE CyMet Mindray CN Free 500 ml
3430.9010 Diluid Abacus 10 liter 3484.1000PE__ |CyMet NR 111 1 liter
3996 Diluid AC 900 20 liter 3486.1000PE  |CyMet NR III CN Free 1 liter
3476.9020PC  |Diluid APR 20 liter 3485.1000PE  |CyMet NR V 1 liter
3957 Diluid Azide free 20 liter 2988.5000PC  |CyMet Ruby CN Free 5 liter
2901.9010PC  |Diluid BS34 10 liter 3480.5000PC  |CyMet SF Baso 5L
3963 Diluid I11 Diff 20 liter 3481.5000PC  |CyMet SF Diff 1 51,
3963.9010 Diluid 111 Diff 10 liter 3482.0500PE  |CyMet SF Diff 2 500 ml
3459.9020 Diluid Erma 20 liter 3775.1000 CyMet ST 1600/2000 1 liter
3419.9020PC  |Diluid M5 20 liter 3759.5000 CyMet ST 1600/2000 CN free 5 liter
3439.9020PC | Diluid Mindray 20 liter 3759.1000 CyMet ST 1600/2000 CN free 1 liter
3483.9020PC  |Diluid NR 20 liter 3788 CyMet STX/STL 1 liter
2987.9020PC Diluid Ruby 20 liter 3475.5000PC LeucoLyse 5 liter
3832.9020 Diluid/Sheath 3200-4000 20 liter 2989.5000PC _ |LeucoLyse Ruby 5 liter
3976 Diluid ST 1600/2000 20 liter 3077 LyzerGlobin™ 500 ml
34959010PC  |Sheath D 10 liter 3769 LyzerGlobin 6x15ml
3471.9020PC  |Sheath Fluid 3000/3500 20 liter 3771 LyzerGlobin PCE 6x 15 ml
Lyses 3513.1000PE  |RBCLyse™ 1 liter
3998 CN-free Lyse Diff AC 900 5 liter 3518G.1000PE |[RBCLyse G 1 liter
3744 CyMet 1000 CN free 5 liter 3514.0500PE | WBCStabilise™ 500 ml
2986.0500PE  |CyMet™ 22 500 ml Reticulocyte Reagents
3469.9010PC  |CyMet 3000 10 liter 3493.1000PE  |RetiClear™ MHG 1 liter
3823.1000 CyMet 3200 CN free 1 liter 3774 RetiCount™ 30 ml
3839.5000PC  |CyMet 3500 5 liter 2953.0210PE  |RetiCount AS 210 ml
3825 CyMet 3500 CN free 5 liter 3777 RetiCount CD 15x3.5ml
3773.5000PC  |CyMet 4500 CN free 5 liter 3494.0200PE  |RetiCount G 200 ml
3975 CyMet 530+ CN free 10 liter Cleaners
3971 CyMet 590 CN free 5 liter 3507.9020 Blanking Solution Hgb 20 liter
3970 CyMet 610 CN free 10 liter 3947 Blanking Solution 1600/2000 20 liter
3977 CyMet 610 CN free 5 liter 3763 DetectoTerge™ 5 liter
3445.1000PE CyMet Abacus Baso 1 liter 3766 DetectoTerge 1 liter
3431.1000 CyMet Abacus CN free 1 liter 2970.0900PE, DetectoTerge BS 900 ml
3444.1000PE CyMet Abacus EO 1 liter 3917 HypoChlorite 5 liter
3479.1000PE  |CyMet APR Baso 11 1 liter 3900 ProCloan™ 5 liter
3417.0500PE CyMet APR CN free 500 ml 3768.1000 ProClean 1L micros
3478.1000PE __ [CyMet APR EO 1 liter 3432.1000PE  |ProClean Abacus 1 liter
2950.2500PE CyMet ASA 2.5 liter 3432.5000 ProClean Abacus 5 liter
2951.0500PE _ |CyMet ASB 500 ml 3902.0100PE  |ProClean CD 100 ml
2952.9010PC__ [CyMet AS CN Free 10 liter 3862.9020PC  [ProClean Extra 20 liter
3755 CyMet Automated 5 liter 3862.5000 ProClean Extra 5 liter
2982.0500PE CyMet BS3 CN free 500 ml 3862.1000 ProClean Extra 1 liter
2902.1000PE ___ |CyMet BS34 CN Free 1 liter 3867.1000PE  |ProClean Extra 1L micros
3968.0500 CyMet 111 Diff 500 ml 3498.1000PE  |ProClean MX5 1 liter
3968 CyMet 111 Diff 1 liter 3901 ProClean Plus 100 ml
3964 CyMet 111 Diff 5 liter 3442.5000PE  |Rinse Mindray 5 liter
3511.1000 CyMet 11 Diff CN free 1 liter
3511.5000 CyMet 111 Diff CN free 5 liter




LITANTOR

PERFORMANCE MATERIALS

Product no. |Product |Pack size
Reagent Packs

2910 |Reagent Pack BS34 |1 pack
Hematology Controls and Calibrators

3427/3428/3429 8-Parameter Control L./ N/H 2.5 ml
3463/3464/3465 8-Parameter Control L./ N/H 2.5 ml
3701/3702/3703 8-Parameter Control L/N/H 4.5 ml
3746 8-Parameter Control L+N+H 3x25ml
3747 8-Parameter Control 4xN 4x25ml
3751 8-Parameter Control 1xL+4xN+1xH 6x2.5ml
3633/3634/3635 8-Parameter Control ext L/N/H 2.5 ml
3433/3434/3435 3-Diff Control L./N/H 2.5 ml
3502/3503/3504 3-Diff Control L./N/H 4.5 ml
3466 3-Diff Control 4xL. 4x2.5ml
3467 3-Diff Control 4xN 4x25ml
3468 3-Diff Control 4xH 4x25ml
3421/3422/3423 3-Diff Control ext L./N/H 2.5 ml
3681/3682/3683 5D Control L/N/H 5.0 ml
3684/3685/3686 ADV-Diff Control L./N/H 3.5 ml
3613/3614/3615 BC-Diff 5 Control L./ N/H 4.5 ml
3940 Cal Set 1 2x25ml
3452/3453/3454 CD-Diff Control L/N/H 3.0 ml
3838 CD-Diff Control 2xL+2xN+2xH 6 x 3.0 ml
3455/3456/3457 K-Diff Control LL/N/H 2.5 ml
3424 Platelet Control Ext. value 5x3ml
3693/3694/3695 SF-Diff Control L/N/H 4.5 ml
3698/3699 WBC reduced RBC Control L/H 3.0 ml
3731/3732/3733 XE-Diff Control LL/N/H 4.5 ml
3652/3653/3654 XE-RET Control L./ N/H 3.0 ml
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ALUTANTOR

PERFORMANCE MATERIALS

Product no. |Pr0duct Pack size
Stains and Dyes

3800.1000PE Eosin-Y Alcoholic 1 liter
3800.2500PE Eosin-Y Alcoholic 2.5 liter
3800.9200 Eosin-Y Alcoholic 200 liter
3446.1000PE Eosin Y 0.5% Aqueous 1 liter
3446.9200 Eosin Y 0.5% Aqueous 200 liter
3856.0100 Giemsa 0.1 liter
3856.0500 Giemsa 0.5 liter
3856.1000 Giemsa 1 liter
3856.2500 Giemsa 2.5 liter
3856.9180ST Giemsa 180 liter
3870.1000 Hematoxyline (Mayer) 1 liter
3870.2500 Hematoxyline (Mayer) 2.5 liter
3873.1000 Hematoxyline (Harris, Gill II) 1 liter
3873.2500 Hematoxyline (Harris, Gill II) 2.5 liter
3873.9200 Hematoxyline (Harris, Gill II) 200 liter
3879.1000 Leishman 1 liter
3855.0500 May Grinwald 500 ml
3855.1000 May Grunwald 1 liter
3855.2500 May Grunwald 2.5 liter
3554.1000PE Papanicolaou Solution 2A 1 liter
3554.2500PE Papanicolaou Solution 2A 2.5 liter
3554.9200PE Papanicolaou Solution 2A 200 liter
3555.1000PE Papanicolaou Solution 2B 1 liter
3555.2500PE Papanicolaou Solution 2B 2.5 liter
3556.1000PE Papanicolaou Solution 3B 1 liter
3556.2500PE Papanicolaou Solution 3B 2.5 liter
3556.9200PE Papanicolaou Solution 3B 200 liter
3876.1000 Shorr 1 liter
3878.1000 Wright 1 liter
Clearing agent

3905.2500PE UltraClear™ 2.5 liter
3905.5000PE UltraClear 5 liter
3905.9010PE UltraClear 10 liter
3905.9200 UltraClear 200 liter
Mounting media

3921.0500 UltraKitt™ 500 ml
3921.0600 UltraKitt 6x 100 ml
3921.9025ST UltraKit 25 liter
3882.0500 Mounting Medium High 500 ml
3883.0500 Mounting Medium Low 500 ml
Fixatives

3933.1000 10% v/v Buffered Formaldehyde 1 liter
3933.5000PC 10% v/v Buffered Formaldehyde 5 liter
3933.9010PE 10% v/v Buffered Formaldehyde 10 liter
3933.9020 10% v/v Buffered Formaldehyde 20 liter
3933.9200 10% v/v Buffered Formaldehyde 200 liter
3880.1000 Bouin’s Fixative 1 liter
3869.1200 Cervix Fixative 12 x 125 ml
3884.9010PC Cytology Fixative LBCM 10 liter
3409.9010 Immuno PBS 20x concentrated 10 liter
3059 PBS, diluting fluid for bloodgrouping |20 liter
3059.9010PC PBS, diluting fluid for bloodgrouping |10 liter

Page 4 of 4




\J avantor-

Avantor Performance Materials Poland Spétka Akcyjna
Sowinskiego 11

44-101 Gliwice

Tel. 48 32 2392 000

Declaration of conformity

Avantor Performance Materials Poland S.A. who is an established manufacturer of reagents and
products for diagnostic in vitro located at:

Sowinskiego 11 Street
44-101, Gliwice
Poland

Herewith declares the following:

Reagents mentioned in attached list are labeled with J.T.Baker label, comply with the In Vitro
Diagnostic Medical Devices Directive 98/79/EC and the requirements of ISO 13485 Standard.
This declaration is the basic for CE marking of the In Vitro Diagnostic Medical Devices.

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

This declaration is valid for all the IVD medical devices described above and which are placed
on the market by ourselves on or after the date hereof and which bear the CE marking

Gliwice, Poland

January 25, 2019

LQN’EQ- 6/7\//{*14@1

Anna Szuba
Quality Director

NIP £31-010-13-07

Numer w KRS: 0000010108

Sqd rejestrowy: Sgd Rejonowy w Gllwicoch
X Wydzial Gospodarczy KRS

Kopitot zoktadowy 2 360 793,00 z}

Regon: 271563380



J.T.Baker product list for CE marked products

Product Product number Pack size
Diluid™ 100 Plus 3961 20 L
Diluid™ 22 2990.9010PC 10 L
Y 3969 20 L
Diluid™ 810
= 3969-00 200
3430.9020 20 L
Diluid™ Abacus 3430.9010 10 L
3430-00 20 L
Diluid™ AC 900 3996 20 L
Diluid™ APR 3476.9020PC 20 L
Diluid™ Azide free 3957 20L
3963 20L
Diluid™ [[I Diff 3963.9010 10 L
3963-00 20 L
Ty T™ 3459,9020 20 L
Diluid™ Erma 345000 0L
S LTM ARG 3439.9020PC 20L
Diluid™ Mindray 3439.00 0L
T 3483.9020PC 20 L
AR 3483-00 20 L
Diluid™ Ruby 2987.9020PC 20L
Diluid™/Sheath 3200-4000 3832,9020 20L
Diluid™ ST1600/2000 3976 20 L
Sheath D 3495.9010PC 10L
Sheath Fluid 3000/3500 3471.9020PC 20L
CN-free Lyse Diff AC 900 3998 5L
CyMet™ 22 CN Free 2986.0500PE 500 ml
CyMet™ 3000 3469.9010PC 10 L
CyMet™ 3200 CN free 3823,1000 1L
CyMet™ 3500 3839.5000PC 5L
CyMet™ 3500 CN free 3825 Bl
3970 10 L
CyMet™ 610 CN free 3970-00 10L
3977 5L
™ 3431.1000 1L
CyMet™ Abacus CN free 3431.00 L
CyMet™ APR Baso | 3479.1000PE ]
CyMet™ APR CN free 3417.0500PE 500 ml
CyMet™ APR EO 3478.1000PE 1L
CyMet™ ASA 2950.2500PE 251
CyMet™ ASB 2951.0500PE 500 ml
CyMet™ AS CN free 2952.9010PC 10 L
CyMet™ BS3 CN free 2982.0500PE 500 m!
: 3968 1L
™ ff
ST WL 3968-00 500 mi
: 3511,1000 sl
™ L
CyMet™ |[II Diff CN free 351100 5L
3416-00 500 ml
M E
R B 3416,0500 500 m|
CyMet™ H20 3853,1000 [ =
3425-00 500 ml
CIMPA OGN Fros 34250500 500 mi
CyMet™ Micro 3852.1000 1L
™ N 3863.1000 1 L micros
CyMet™ Micro CN free 3863-00 TL niicios
CyMet™ Mindray 3441-00 500 ml
CyMet™ Mindray CN Free 3440.0500PE 500 ml




J.T.Baker product list for CE marked products

Product Product number Pack size
CyMet™ NR I 3484.1000PE 1L
CyMet™ NR il CN Free 3486-00 1L
3486.1000PE 1l
CyMet™ NR V 3485.1000PE 1L
CyMet™ Ruby CN Free 2988.5000PC 5L
CyMet™ ST 1600/2000 CN free 3759.5000 5L
LeucolLyse 3475.5000PC 5L
Leucolyse Ruby 2989.5000PC 5L
Blanking Solution 1600/2000 3947 20 L
v 3763 5L
DetectoTerge 3766 L
[DetectoTerge™ BS 2970.0900PE 900 ml
3900 51
ProClean™ 3900-00 5L
3768,1000 1 L micros
™ 3432,5000 5L
ProClean™ Abacus 3432 1000PE 1L
ProClean™ CD 3902.0100PE 100 ml
3862,5000 5L
3862.9020PC 20 L
ProClean™ Extra 3862-00 5L
3867-00 1 L micros
3867.1000PE 1 L micros
ProClean™ Plus 3901 100 ml
Rinse Mindray 3442.5000PE 5L
3427/3428/3429 2.5 ml
8-Parameter Control L/N/H 3463/3464/3465 2.5 ml
8-Parameter Control 4xN 3747 4x25ml
8-Parameter Control 1xL+4xN+1xH 3751 6x25ml
8-Parameter Control extended L/N/H 3633/3634/3635 25 ml
i 3433/3434/3435 25 ml
el el 3502/3503/3504 4.5 mi
3-Diff Control extented L/N/H 3421/3422/3423 2.5 ml
CD-Diff Control L/N/H 3452/3453/3454 3.0 ml
CD-Diff Control 2xL+2xN+2xH 3838 6 x3.0 ml
K-Diff Control L/N/H 3455/3456/3457 2.5mi
Platelet Control- Extended value 3424 5x3.0ml
WBC Reduced RBC L/H 3698/3699 3.0 ml
XE-Diff Control L/N/H 3731/3732/3733 4.5ml
Cervix Spray Fixative 3869,1200 12 x 125 m|
3933,1000 1L
3933.5000PC 5L
3933,9010 10 L
2 i 3933,9020 20 L
10% v/v Buffered Formaldehyde (4% wiv 3933.1000MB 7000 L
3933.9020PE 20 L
3933.9010JL 10 L
3933.9020JL 20 L
3905.2500PE 2.5L
UltraClear™ 3905.5000PE 5L
3905.9010PE 10L

Loy
ui




J.T.Baker product list for CE marked products

Product Product number Pack size
! - 3800.1000PE A
Eosin-Y Alcoholic 3800.2500PE 5L
3856,1000 1L
Giemsa 3856,2500 251
3856.9180ST 180 L
. 3870,1000 1L
Hematoxylin er (Mayer) 3870.2500 250
. o . . 3873,1000 1L
Hematoxylin Modified (Harris, Gill I1) 3873.2500 55 L
. 3855,1000 Tl
Ny Gl 3855,2500 250
: 3554.1000PE 1L
P
SHiitoion 24, 3554.2500PE 251
b 3555.1000PE 1L
Papanicolaou 2B 3555, 2500PE 5L
: 3556,1000PE iL
PRpaneoiAou a8 3556.2500PF 251
3921,0500 500 ml
UltraKitt™ 3921,0600 6 x 100 ml
3921,90255T 25L
Mounting medium High 3882,0500 500 ml
Mounting medium Low 3883,0500 500 ml
3059 20 L
FEs 3059.9010PC 0L

3
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bsi.
Certificate of Registration

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

W S

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.

For and on behalf of BSI: qt"“m' \ %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2002-10-25 Effective Date: 2024-04-14
Latest Revision Date: 2024-03-26 Expiry Date: 2027-04-13
b Page: 1 of 2
S ..making excellence a habit”

0003

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, Knowilhill, 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.



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: 2024-03-26

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: 2024-04-14
Expiry Date: 2027-04-13

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.



Declaration of Conformity

HL-7-0229DC DOI 2015/08 (6)

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
5392 Thrombin Time 55987

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: % M /% 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


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

Declaration of Conformity

HL-7-0512DC DOI 2015/08 (5)

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
5556 Clauss Fibrinogen 50 55997

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: % M /% Date: 12 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


mailto:info@helena-biosciences.com
http://www.helena-biosciences.com

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: % M /% 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



Declaration of Conformity helena

Biosciences Europe

HL-7-DC-0814 Rev. 1

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

Declaration of conformance to applicable sections of Annex | - Essential
Requirements and Annex |l (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
5560 APTT Si L Minus 55981

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

Full Name:  C.J. Sandercock Title: QA and Regulatory Affairs Officer

7 P 7
Signed: ‘,./Z/)JMVW/& Date: 24 Nov 2020

M EC |REP

Helena Biosciences Europe, Prince Technologies B.V.
Gateshead, Tyne and Wear, Waanderweg 62,

NE11 0SD, United Kingdom 7812 HZ Emmen,

Tel +44 (0)191 482 8440 The Netherlands

info@helena-biosciences.com
www.helena-biosciences.com




Declaration of Conformity helena

Biosciences Europe

HL-7- 0135 DC DOI 2013/10 (6)

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

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: %{M /% Date: 31° October 2013

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- 0137 DC DOI 2013/10 (6)

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: %{M /% Date: 31° October 2013

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- 0138 DC DOI 2013/10 (6)

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
5187 Routine Control A 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: %{M /% Date: 31° October 2013

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



Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH

Jagerhofstr. 17
51588 Numbrecht
Germany

Scope: Design and development, production and distribution of in vitro
diagnostic devices and consumption materials for sample
withdrawal, preparation and storage as well as single-use

medical devices:

- cannulas for blood collection,
- winged cannulas for blood collection and
- capillaries for micro blood collection (KABE MBU capillaries).

The Certification Bodyof TUV Rheinland LGA Products GmbH certifies that the organization has established and applies

a quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.: 1160508-40
Effective date: 2024-10-16
Expiry date: 2027-10-15
Issue date: 2024-09-24

Replaces certificate SX 1614112-1 issued 2021-10-25.

This certificate can be validated on https://www.certipedia.com

(( DAKKS

Deutsche
1/2 Akkreditierungsstelle
D-ZM-14169-01-02

Donviede  btcds o it

_Dipl.-Ing. (FH) Daniele Wiedemuth
TUV Rheinland LGA Products GmbH
TillystrafRe 2 - 90431 Nirnberg - Germany

TUVRheinland®
Precisely Right.

® TUV, TUEV and TUV are registred trademarks. Utilisation and application requires prior approval.


https://www.certipedia.com/

Certificate

Quality Management System
EN ISO 13485:2016

EN ISO 13485:2016/AC:2018
EN ISO 13485:2016/A11:2021

Registration No.: SX 1614112-1

Certificate Holder: KABE-Labortechnik GmbH
Jagerhofstr. 17
51588 Numbrecht
Germany

The scope of certification also covers the following sites:

No. Facility Scope

/01 c/o KABE-Labortechnik GmbH  Design and development, production and distribution of in vitro diagnostic
Jagerhofstr. 17 devices and consumption materials for sample withdrawal, preparation and
51588 Nimbrecht storage as well as single-use medical devices
Germany

/02 c/o KABE-Labortechnik GmbH  Warehouse and shipping
Werner-von-Siemens-Str. 1
51674 Wiehl
Germany

This certificate can be validated on https:/www.certipedia.com

(( DAKKS A TUVRheinland®

2/2 zslf:esérﬁeerungsstelle PreC|Se|y R'ght.

D-ZM-14169-01-02


https://www.certipedia.com/
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 020747 0242 Rev. 02

Product Service

Holder of Certificate: Nova Biomedical Corporation
200 Prospect Street
Waltham MA 02454
USA

Certification Mark:

tuvsud.com/ps-cert

Scope of Certificate: Design and Development, Production, Distribution,
Installation, Servicing and Technical Support of In-Vitro
Diagnostic Reagents (Calibrators, Controls, Reagents,
Sensors and Test Cartridges) and Instruments for Clinical
Chemistry, Blood Gas and Hematology, including Near
Patient / Point of Care and Self-Testing devices; The
provision of manufacturing services of In-Vitro Diagnostic
Reagents (Calibrators, Controls) for Clinical Chemistry, Blood
Gas and Hematology, In-Vitro Diagnostic General Use
Consumables; and Distribution of Lancets.

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the Testing, Certification,
Validation and Verification Regulations TUV SUD Group have to be complied with. For details
and certificate validity see: www.tuvsud.com/ps-cert?q=cert:Q5 020747 0242 Rev. 02

Report No.: 72198686
Valid from: 2024-10-25
Valid until: 2027-10-24

c@s'(—\/

Date, 2024-10-04 Christoph Dicks
Head of Certification/Notified Body

un s ®
Page 1 of 2 Tav

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany


http://www.tuvsud.com/ps-cert?q=cert:Q5%20020747%200242%20Rev.%2002
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ZERTIFIKAT & CERTIFICATE

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

&1

Product Service

No. Q5 020747 0242 Rev. 02

Applied Standard(s):

Facility(ies):

Page 2 of 2

ISO 13485:2016

(EN ISO 13485:2016/AC:2018, EN I1SO 13485:2016/A11:2021)
Medical devices - Quality management systems -
Requirements for regulatory purposes

Nova Biomedical Corporation
200 Prospect Street, Waltham MA 02454, USA

Design and Development, Production, Distribution, Installation,
Servicing and Technical Support of In-Vitro Diagnostic Reagents
(Calibrators, Controls, Reagents, Sensors and Test Cartridges)
and Instruments for Clinical Chemistry, Blood Gas and
Hematology, including Near Patient / Point of Care and Self-
Testing devices; the provision of manufacturing services of In-Vitro
Diagnostic Reagents (Calibrators, Controls) for Clinical Chemistry,
Blood Gas and Hematology and In-Vitro Diagnostic General Use
Consumables.

Nova Biomedical Corporation
39 Manning Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care test
strips.

Nova Biomedical Corporation
165 Lexington Road, Billerica MA 01821, USA

Production of Self-Testing and Near Patient / Point of Care
Instruments

Nova Biomedical Corporation
4 Enterprise Road, Billerica MA 01821, USA

Production of In-Vitro Diagnostic Instruments including Near
Patient / Point of Care; Distribution of Finished Goods; Distribution
of Lancets.

TUV SUD Product Service GmbH « Certification Body ¢ Ridlerstrale 65 + 80339 Munich + Germany



nouvda

biomedical

Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC

In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council Directive

Nova Stat Profile Prime Plus Analyzer System including Reagents, Calibrators

and Controls

List Attached (Two Pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex I

98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of Annex | for legal
application of the CE Mark. All supporting documentation is retained under the premises of the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the Council
Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and electronic

equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices - Quality management systems - Requirements for regulatory purposes

Technical Documentation for the Assessment of Electrical and Electronic Products with

EN 50581:2012
EN 61010-1:2010

EN 61010-2:101:2015

Signature:

Respect to the Restriction of Hazardous Substances

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

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

William Jacques, Director of Regulatory and Quality

Date: Jv/ ?—"f/l-u'h

g

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 1 of 3



List of Catalog Items Covered:

Catalog Product Name Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS
Number Name Number Code
57400 |Stat Profile Prime Plus® Analyzer g:;'?;:;ﬁ%rg single channel.chnigal cramishy 56681 21-02
59508 (Séitnf;gmgci?{ligg)ll‘lus@ Analyzer z::ll;o;ﬁ%rg single channel clinical chemistry 56681 21-02
57820 if?; Eggi Prime Plus MicroSensor Card™ zr?;rll;-zo;ﬁ%rg single channel clinical chemistry 56681 21-02
57821 gﬁrtsl?(rjortg:tii{r;e Plus MicroSensor Card™ ::;r;}tl—zo;cl%rg single channel clinical chemistry 56681 21-02
57822 VS\E: Egg; E’i_rll:"gr? \lj(leljjn[\ln;;:roSensor Card™ zr?;r:;-zo;c:%r[e) single channel clinical chemistry 56681 21-02
57823 |Stat Profile Prime Plus Reference Cartridge zr?;r:;-zoef;t‘i?/r[e) Single channiel Chnical cEmisiry 56681 21-02
57825 1Sg)aot g;?]:"l::ePrime Plus Calibrator Cartridge R’I{l.lgtligzitég?:rgaslhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57826 gg;t g’;r;:‘:‘l}e])ePﬁme Plus Calibrator Cartridge mlgfizgigig?:rgas!haemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57827 ?E}%t g;?‘:i‘l)?ePrime Plus Calibrator Cartridge mlgtigziglrg?odrgasfhaemoximetry!eEectroiyte analyte 52859 11-04-04-03-00
57828 féacl)t SP;?I:TII;I:EPrime Plus Calibrator Cartridge |I\{l}lgtrl|;J:Ir:1r-,~lil;lrc‘;?mcirgas;'haemo:ncimetrynfe[ectrolyte analyte 59859 11-04-04-03-00
57829 t_S)é%t SP;(;?FIJ?BPrime Plus Calibrator Cartridge lrﬂLIJDIt'i(p;laenElrc’:t);irgasfhaemoximetry!eJectronte analyte 52859 11-04-04-03-00
57831 ;S(t}ag SP;?;i;TercﬁecF;Ieuast?gtbr:ator Cartridge mtgt‘i;(J:I:[iElrc;?;gas!haemoximetry!eiectrolyte analyte 52859 11-04-04-03-00
57832 g{t}ag SP;?;i;TeP\ﬂirtr;\eCF;leLl:t ?Sllinr:ator Cartridge I&\f({i.[gfiEI;.&]igIrz?grgasihaemoximetryielectrolyte analyte 52859 11-04-04-03-00
57833 ?éaot SP;:;;]:J?GPVTQ?}‘?;:I; ?Sllinéator Cartridge Jl\iﬂflé;t‘iréziglrz?grgasfhaemoximetryfelectrolyte analyte 52859 11-04-04-03-00
57834 i;ct)%t g;ﬂLTeP‘:j;;;‘ecljgxas; [CSILinhriator Cartridge Il\clgt‘igziglrg?:rgas!haemoxImetryfeIectrolyte analyte 52859 11-04-04-03-00
57835 g(t)a{!}t g;?:;)?ep\:%e;g; ?glLinb:ator Cartridge N}gfizﬁiglrc;?grgasfhaemoximetry!electrolyte analyte 52859 11-04-04-03-00
57838 g;a:qslr;)ﬁle Prime Plus Auto QC Cartridge 160 I{'\(!/Llljlfi;;lgn?rfglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57839 gtaarfﬂl;g)ﬁle Prime Plus Auto QC Cartridge 320 :\\r‘ligt’ip;fnl;igfd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57840 gtaar}-l;;oﬁle Prime Plus Auto QC Cartridge 480 ru\ﬂ/?)“,igfnlt)rlgﬁd gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57841 g;ar:]z;oz:ﬁth?;;F;lgsLmuto QC Cartridge 105 mt[‘)lt,igfn?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57842 g;a;glzaﬁﬁthgzﬁlgiﬁuto QC Cartridge 210 :\{‘I;LE)Ifi?:I;enltJrlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57843 g;a;;?ﬁﬁth:gzﬁhésuﬁuto QC Cartridge 315 P{E{Lgfigléan?rlglod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57844 gt;%l;’(r?_fg‘?el;ri?e;’éus Ampuled Controls BG, ll'\{ﬂ/tgfipcfn?rlg;ad gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
57845 gt:\;rlsirsota::’eLF;ﬂQ: :lﬁus Ampuled Controls I;\égfi;éléen?:glod gas/haemoximetry/electrolyte analyte 52860 11-50-90-01-00
58379 gr::lfrsogzgrigﬁdmus BUN, Creatinine - Zs;:?;-zoef;clirg single channel clinical chemistry 56681 21.02
58642 |Stat Profile Prime Plus MicroSensor Card™ zsgl‘;'z";ﬁﬁ‘jg single.cnennsl einical chermisiry 56681 21-02
58643 Stat Profile Prime Plus MicroSensor Card™  |Point-of-care single channel clinical chemistry 56681 21-02

(High Volume)

analyzer VD

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 2 of 3




Catalog Global Medical Device Nomenclature (GMDN) GMDN DIMDI EDMS

Number Froduct Name Name Number Code
55229 |Nova Linearity Level 1,2,3,4 Multicle blod gashasmadmeiy/elbeimivio analin|  s2800 | 14-50490:01-00
56198 |Linearity Standard Set G Multipack ?3‘3“@'&?:3?" gashaemodmelry/electiolyle analyte|  z5ge0 11-50-90-90-00
61656 Nova Linearity Creatinine/BUN/Hct Levels Multiple blood gas/haemoximetry/electrolyte analyte 52860 11-50-90-90-00

1234

IVD, control

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 24 July 2020

www.novabiomedical.com

Page 3of 3




novd

biomedical

Self-Declaration of Conformity To European Parliament and Council Directive 98/79/EC
In Vitro Diagnostic Medical Device Directive (IVDD)

Product name:

Catalog Numbers:
Classification:

Near Manufacturer:

Representative:

Authorized Representative:

Conformity Assessment Route:

Nova Stat Profile Prime Analyzer System Family including
Reagents, Calibrators and Controls

List Attached (two pages)
Other/General

Nova Biomedical Corporation
200 Prospect Street
Waltham, MA 02454 USA
William Jacques, Director of Regulatory and Quality
Nova Biomedical GmbH
Hessenring 13 A, Geb. G
64546 Morfelden-Walldorf
Germany

Tel: +49 6105 4505-0

Annex llI

Nova Biomedical, Inc. declares that the products listed are in conformity with the provisions of the Council
Directive 98/79/EC for in vitro diagnostic medical devices, including applicable essential requirements of
Annex | for legal application of the CE Mark. All supporting documentation is retained under the premises of

the manufacturer.

Nova Biomedical, Inc. declares that the electronic products listed are in conformity with the provisions of the
Council Directive 2011/65/EC on the restriction of the use of certain hazardous substances in electrical and

electronic equipment (RoHS).

Standards Applied:

EN ISO 13485:2016 Medical devices. Quality management systems. Requirements for regulatory purposes

EN ISO 14971:2012 Medical devices — Application of risk management to medical devices

EN 61010-1:2010

EN 61010-2:101:2015

Signature:

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

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

William Jacques, Director fof Regulatory and Quality c €

Date: j—v( /&?.L'/zg Zu

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800

Rev. 22 July 2020

www.novabiomedical.com
Page 1 of 3



List of Catalog items covered:

gzt:‘ll:;egr Product Name Srn?t?er SLor:‘::I Medical Device Nomenclature (GMDN) g:}l’\gzl EDMS
14631 Power Cord Int 230V 56672 |Point-of-Care blood gasfhaemoximetry analyser IVD 21-02-02
38846 Nova Biomedical Capillary Tube Clot Catcher 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
38883 gt:ttciéfﬁle Critical Care Xpress Syringe Clot 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
42032 Prime Sensor Card CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42033 Prime Sensor Card CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42043 Prime Reference Cartridge 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52484 Prime Pump Harness 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52582 Prime Probe S Line 100 ul 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52616 Prime Tubing L1 L2 L3 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52617 Prime Tubing Harness ABG/CCS 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
52669 Prime Safety Sample Port 5 Pk 56672 Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52703 Prime Acc Pack 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52856 Prime CCS 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
52857 Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53418 Remanufactured Prime CCS 56672 |Point-of-Care blood gas/fhaemoximetry analyser IVD 21-02-02
53420 Remanufactured Prime CCS Comp 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53656 Prime CCS w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53657 Prime CCS Comp w/Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser VD 21-02-02
53666 Remanufactured Prime CCS w/ Scanner 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
53667 Remanufactured Prime CCS Comp w/ Scanner |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55263 Prime Sensor Card CCS (High Volume) 56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
55264 Prime Sensor Card CCS Comp (High Volume) |56672 |Point-of-Care blood gas/haemoximetry analyser IVD 21-02-02
42031 Prime Sensor Card ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
52855 Prime ABG 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53421 Remanufactured Prime ABG 56671 Point-of-Care blood gas analyzer IVD 21-02-02
53655 Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
53665 Remanufactured Prime ABG w/ Scanner 56671 |Point-of-Care blood gas analyzer IVD 21-02-02
55262 Prime Sensor Card ABG (High Volume) 56671 Point-of-Care blood gas analyzer IVD 21-02-02
25217 szﬁ)rggksmndard Set A Levels 1,2,3,4 52860 :\{’I,Lgtliglsn?rlg!od gas/haemoximetry/electrolyte analyte 11-50-90-01-00
55229  |Nova Linearity Level 1,2,3,4 52860 m‘gfiﬂ'jn?r'gfd gas/hasmoximetry/electrolyte analyte | 1454 90:61-00
56198  |Linearity Standard Set G Multipack 52860 m‘gfiz'jn?r'gf’d gashaemoximetry/electrolyte analyte | 14 44 95.96.00

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020

Page 2 of 3




Catalog GMDN |Global Medical Device Nomenclature (GMDN) DIMDI EDMS
Number Product Name Number |Name Code
45150 |Prime Auto QC Cartridge CCS 200 Sample  |52860 |\ P1e blood gasihaemoximetry/electrolyte analyte | 44.50.90.01-00
52714  |Prime Ampuled Control ABG/CCS 52860 [\ Ple blood gashaemoximetrylelectrolyte analyte | 11.50.90-01-00
52864  |Prime Auto QC Cartridge CCS 300 Sample 52860 | vt IP\® Plood gashaemoximetrylelectrolyte analyte | 11_50.90.01.00
53107 |Prime Auto QC Cartridge ABG 200 Sample 52860 | \1Pie blood gasfhaemoximetry/electrolyte analyte | 11_5.99.91.00
53108  |Prime Auto QC Cartridge ABG 300 Sample 52860 mgﬁ‘;'(fn?r'gfd gashasmoximetry/clockiolfto analyte: | 44 5 55465460
53455 | Prime Auto QC Cartridge CCS 100 Sample (52860 | MaPle blood gasihaemoximetry/electrolyte analyte | 41_50.99.91.00
53456 | Prime Auto QC Cartridge ABG 100 Sample (52860 | MuPle blood gashaemoximetry/electrolyte analyte | 41_50.99.91.00
Prime Calibrator Cartridge CCS Comp 300 Multiple blood gas/haemoximetry/electrolyte analyte A :
52427 |gomS s 52859 | P 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 100 Multiple blood gas/haemoximetry/electrolyte analyte
52861  |ooriic 2 e 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
52862 Prime Calibrator Cartridge CCS 100 Sample 52859 IVD. calibrator 11-04-04-03-00
52863  |Prime Calibrator Cartridge CCS 300 Sample 52859 | \liple blood gasihaemoximetry/electrolyte analyte | 11_44.94.03.00
53104 |Prime Calibrator Cartridge ABG 100 Sample  |52859 | \11Ple blood gasihasmoximetry/electrolyte analyte | 11.04.04.03.00
Prime Calibrator Cartridge CCS Comp 400 Multiple blood gas/haemoximetry/electrolyte analyte
53105 |ooriie BOREE |t 11-04-04-03-00
53359 |Prime Calibrator Cartridge ABG 300 Sample (52859 | Mple blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53360 | Prime Calibrator Cartridge ABG 200 Sample (52859 | M ple blood gashaemoximetry/electrolyte analyte. | 1154 04.93.00
53364  |Prime Calibrator Cartridge CCS 200 Sample (52859 | \aitPle blood gas/haemoximetry/electrolyte analyte | 414 44.03.00
Prime Calibrator Cartridge CCS Comp 200 Multiple blood gas/haemoximetry/electrolyte analyte
53365 | 52858 | e oy 11-04-04-03-00
. . . Multiple blood gas/haemoximetry/electrolyte analyte
53463 Prime Calibrator Cartridge ABG 400 Sample 52859 IVD. calibrator 11-04-04-03-00
53464  |Prime Calibrator Cartridge ABG 500 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 14 4 04 0300
IVD, calibrator
53465 | Prime Calibrator Cartridge ABG 600 Sample  |52859 | Multiple blood gas/haemoximetry/electrolyte analyte | 44 4 04 03.00
VD, calibrator
53466  |Prime Calibrator Cartridge CCS 400 Sample (52859 | \IiPle blood gasihaemoximetry/electrolyte analyte | 1.4 04.03.00
53467 | Prime Calibrator Cartridge CCS 500 Sample  |52859  |Multiple blood gas/haemoximetry/electrolyte analyte | 44 44 54 63 00
IVD, calibrator
53468 |Prime Calibrator Cartridge CCS 600 Sample | 52859 ?{“{‘Ejt'gzigg‘;‘ggas’ haemoximetry/electrolyte analyte | 1 14 14 93 09
Prime Calibrator Cartridge CCS Comp 500 Multiple blood gas/haemoximetry/electrolyte analyte B i
53460 | 52860 |\ s 11-04-04-03-00
Prime Calibrator Cartridge CCS Comp 600 Multiple blood gas/haemoximetry/electrolyte analyte
53470 | (ime 62850 |V b oter 11-04-04-03-00
52865 Stat Profile Prime Calibrator Flush Fixture 56672 |Point-of-Care blood gas/haemoximetry analyzer IVD 21-02-02

Nova Biomedical, 200 Prospect Street, Waltham, MA 02454-9141 U.S.A. Tel: 781-894-0800
www.novabiomedical.com

Rev. 22 July 2020
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®EAEPAABHAS CAV;KBA TTO HAA3OPY B COEPE 3APABOOXPAHEHMSA
(POC3APABHAA3OP)

PETMCTPALIOHHOE Y/IOCTOBEPEHHE

HA MEAULIMHCROE U3AEJIUE
ot 07 nexaGps 2015 rona Ne ®@CP 2011/11306
Ha mMequnmHCKOEe u3enue

Kpacureas Asyp-Josun no Pomanoscxomy (ManuMen-P)
no TY 9398-003-29508133-2011

HacTosiimee peruCTpaiioHHOE Y0CTOBEPEHHE BbIIAHO

OB6mIecTBO ¢ OrpaHAYeHnol 0TBeTCTBeHHOCThIO ""MunnMen"

(000 "MuuuMen"), Poccns,

241520, Bpsinckas obaacTb, Bpsinckuii paiion, ¢. Cynoneso, yJ. Ilocceiinas, a. 17A

[IpousBoauTens

OO6mecTBO ¢ OrpaHAYCHHOI 0TBETCTBEHHOCTHIO "MuuanMen"

(000 "MunuMen"), Poccus,

241520, Bpsinckas 06aacts, Bpsincknii paiion, ¢. Cynoneso, yJ1. Ilocceiinas, a. 17A

MecTo NpoU3BOACTBA MEIHIIMHCKOTO U3JICTH
241520, Bpsinckas o6aacts. Bpanckuii paiion, ¢. Cynoneso, nep. Komcomo.ibcKmid,
a. 7, kopn. 2-a

Howmep perucrpannonnoro gocse Ne P/1-9275/51846 ot 18.11.2015
Buz MeaunuHCKoro usaenus 232730
KJtace MOTEHIHATBHOTO PHCKa IIPHMEHEHNHS MEHIIMHCKOTO U3/enus 3

Koz Obmepoccuiickoro KiacCHpuKaropa mpoayKIHH A MEAHLHHCKOTO H3/CTHA 93 9816

npukazom Poc3npaBrasszopa ot 07 nex p§2015 {Qi{{l N29 I‘Isl
JOTyIIeHo K 06palieHnio Ha Tepputophn Poccuiickoii e
Pyiosomntens Meepanbuoii caykésr /. |
110 HAX30PY B cdepe 3APaBOOXPAHEHUS
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Hﬂﬂ_ﬁmlmu Yaocroeepseres , aro TOBAP, HACHTHGHURPOBANNEIN Kax Cyy e KOMIOHeHTHI
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nuA ana 3nextporopck ConoeweBa T.B. UM k gokymenty PacxonHasBH Ne 6814151 ot 21.08.24 k Topapy nos. 1



000 “MuHuMen”, 241520, Poccuickan Penepauns, bpaHckas obnacTb,
EpsHckuit paioH, c. CynoHero, yn. loccennas, 17 A

Ten. (4832) 92-97-97, 92-24-52, -53, -55, -56, -57, -58, -60, -61, -62

® MHorokaHansHbii Homep - 8-800-100-48-32
®akc (4832) 92-24-54, 92-24-59, 92-24-61

necmaswuxKk nabopamopul WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunonnoce yaoctoseperue Ne CP 2009/05559 ot 04.12.2015 r.
[HacnmopT

Habop pearentoB «Mac/j10 UMMEPCHOHHOE»
mo TY 9398-011-29508133-2009

Cepus 179 Jara n3roroBjecnus 12.09.2024

1. Haznavenne
Ucnonb3yercest As1 anOXPOMATHUYCCKHX M AXPOMATHHMCCKHX OOBCKTMBOB MHKPOCKOMOB BCCX BMAOB, KPOMC
JIFOMHHCCLCHTHBIX, MPEIHA3HAMCHHBIX 11 Pab0ThI B BHAMMOI 001ACTH CHICKTPA.

2. Texuuueckue TpeboBanus

XaApakTepPHCTHKA H

HHHMBH()BH HHE MOKa3aTe/Iis
nopma no TV

PC3_\'J[H['3'I'LI AHAIH3A

[pozpaunas GecuBCTHAS KHAKOCTL CO

Brewnuii BH
A ¢1a0BIM JKCITOBATBIM OTTCHKOM

coomeemcmaeyem

Bsi3KoCTh KHHEMATHYCCKAN NpH TEMNCPATYPC

0 76
20°C, mm*/c Or22 1376
gl(;lfgl'iamnb NPEIOMICHHA MPH TCMIEPATYPE O71.5150 110 1.5180 1.5156
1 — 9
Koaypuument nponyckanms macna, Yo He menee 70 s

540 nv — 100,0

HMMMepcHOHHOE MACHO JIErKO yAAAsSeTCsi C MOBEPXHOCTH Mpenapata, (PPOHTAIbHOH JTHH3bI M ONpPaBbl OOBEKTHBA:
MHCPTHO K OKPALICHHBIM H HCOKPALLICHHBIM NPCHapaTaM.

Ynaxoeka — (prakoH-kancabHULA BMECTUMOCTRIO 100,0 M1 00CCnCUHBACT AKKYPATHOC M IKOHOMHYHOC HAHCCCHHC
MACTIA HA MpPEmapar.

Cpox roanocts — 1,5 roja ¢ 1aThl H3TOTOBICHHSL.

3. TpancnoprupoBanue U xpancnume

TpaHcnopTHPOBAHHE JOJKHO MPOBOIMTHLCH BCCMH BHMIAMH KPBITOrO TPAHCIOPTA B COOTBETCTBHH C MPABHIAMH
MNEPCBO3KH IPY30B, ICHCTBYIOLUIMMH HA JAHHOM BHIC TPAHCNOPTA. XPAHCHUC - B YNIAKOBKC NPCANPUATHA-UITOTOBUTCNA B
MPOXJIAHOM MCCTC TIPH OTHOCHTCIBHOH BIAKHOCTH BO3AyXa HC Oonmee 80% B MCCTAX, 3ALIMIICHHBIX OT BO3ACHCTBMS
MPAMBIX COJTHCHHBIX JTYHCii, aTMOC(ICPHBIX 0CAKOB M ArPECCHBHBIX CPEA B TCUCHHE BCETO CPOKA FOAHOCTH.

4. Tapamruu u31r0T0BHTEIS

HsrotoBuTteab rapaHTHPYCT COOTBCTCTBUC KauccTea Habopa pearcHTOB «Macmo ummepcuonHoe» tpebosanusam TY
9398-011-29508133-2009 npu coONOACHHUH MOTPEOMTENICM YCIOBHI TPAHCTIOPTHPOBAHM, XPAHCHHI W NMPHMCHCHHA B
TCHCHHC BCCTO CPOKA rOAHOCTH.

Havanpuuk [ITO bBaouu B.A.
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8 ITALCERT

CERTIFICATO N° 5055GQ06

CERTIFICATE N° 5055GQ06

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System —~

messo inatto da
implemented by

APTACASpA.

Via Monte Bianco, 4 — IT 20900 MONZA (MB)
nella Sede Operativadi ~— -

Operative Unit

2 Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma —
is-in-compliance with thestandard————— = 8

_UNI EN ISO 9001-2015 (ISO 9001-2015)

per i seguenti Processi 7
concerning the (’oi.fowz’ng kinds of Processes —— ———

Gestione della fabbricazione e immissione in commercio di taﬁ'xpgjni 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 e dispositivi medici di classe | non sterile. Commercializzazione di dispositivi medici invasivi

e non di classe lla, Is, | e diagnostici in vitro. Commercializzazione di articoli da laboratorio.
Management of the manufacturing and piacing o the market of sterile tampans for sampling of biological specimens in natural orifice and in surgicat field.
Design and manufacturing of diagnostic medical devices for laboratories of aralysis and.non-sterile class | medical devices.

Marketing of invasive and nor-invasive medical devices of tlass lia, Is, | and in vitro diagnostics. Marketing of laboratory items.

Il presente Certificato é soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements-estobilished in the Rules for the certification in force-applicanie.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discreparicy between the languages used tn the transtation of the content of this certificate, please rafer to the ltalian language

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

LR ICLHS

Dr. Ing.‘R;oberto Cusolito

Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza

First Issue Date First Issue Date [TALCERT 5 Renewal Date Expiration Date
1988-07-23 2011-10-30 2023-10-24 2026-10-29

Settore IAF 14 - 29

ACCRED

L'ENTE ITALIANO DI ACCREDITA

oS

SGQ N*022A
Membro degll Accordl i Mutuo Riconoscimento EA, 1AF e ILAC
Signatory of EA, JAF and JLAC Mutua) Recognition Agreements

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +3S 0266104876 | fax. +39 0266101479 | www.italcertit | italcertsri@legalmail.it
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8 ITALCERT

CERTIFICATO N° 505DM0Q9

CERTIFICATE N° 505DM09

Si certifica che |l
this is to certify that

Sistema di Gestione per la Quallta

Quality Management Systerm —

messo in atto da
implemented by

APTACASPA.

Via Monte-Bianco, 4 = IT 20900 MONZA | (MB) =

nella Sede Operativa d1 =
e~ Operative Unif

=~ Regione Monforte, 30— IT 14053 CANELL] (AT)

& conforme alla norma —
is in.compliance with the-standard —

UNI CEILEN 1SO 13485-2021 (ISO 13485- 2016)

per i seguenti Processi
concerning the following kinds of Processes

Gestione della fabbricazione e immissione in commercio di tamponl sterili per il prellevo di campioni biologici
in orifizi naturali e in ambito chirurgico. Progettazione e fabbricazione di dispositivi medico diagnostici per
laboratori di analisi e dispositivi medici di classe | non sterile.

Commercializzazione di dispositivi medici invasivi e non di classe Ila, Is, I e diagnostici in vitro.
Management of the manufacturing and placing on the market of sterite tamponsfor sampling of f biclogicat specimens in natural orifice and in surgical field.

Design and manufacturing of diagnostic-medical devices for laboratories of ana alysis and non-sterile class | medical devices.
Marketing of invasive and non-invasive medical devices of class fla, Is, | and in vitro diagnostics.

Il presente Certificato é 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 certification in force-applicabls.
In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of discrepancy between the languages used in the translation of the content of this certificate. please refer to the ltalian language

L’AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

(L9

Dr. Ing. Roberto Cusolito

Data di Prima Emissione Data di Prima Emissione [TALCERT Data di Rinnovo Data di Scadenza
First lssue Date First lssue Date ITALCERT — Renewal Date Expiration Date
2007-10-30 2011-10-30 2023-10-24 2026-10-29

ACCREDIA N

ENTE ITALA

SGQ N® 0234
= Membro degll Accordl i Mutu Riconoseimento EA, JAF ¢ ILAC
Signatary of £4, TAF and JLAC Mutual Recognition Agresments

ITALCERT S.r.l. | Viale Sarca, 336 — 20125 Milanc (MI) | tel. +39 0266104876 | fax. +39 0266101479 | wwwiitalcert.it | italcertsrl@legalmail.it




B nuova APTACA s.r.l.
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'1;\\v ‘ =N Regione Monforte, 30 -14053 Canelli (Asti) ITALY

<t - | ~O\ A ~ 7 - ~O\ AT 471 O o Nole

< B Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
o}

a5 K i
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CERTIFIED COMPANY UNI EN 1SO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

CONTENITORI PER CAMPIONI BIOLOGICI
SPECIMEN CONTAINERS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.

The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
CanEI l ) 26.07.2015 Responsabile

Contenitori per campioni biologici — Prodotti non Sterili
Mod DC-048/01.06/3 Specimen Containers — Not Sterile products Pag.1 of 8
26.07.2015



ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION

1011 Contenitori per feci 18ml, PS, con tappo a pressione con paletta Faeces containers 18ml, PS, with pressure cap and spoon

1011/E eCt(i)Cngg?tgori B SRR pressione con paletta, con Faeces containers 18ml, PS, with pressure cap and spoon, with label

1011/E/50 antenito_ri per fe(;i 18m|, PS, con tappo a pressione con paletta, con | Faeces contginers 18ml, PS, with pressure cap and spoon, with label, in
etichetta, in confezioni da 50 pezzi bags of 50 pieces

1011/E/AST eCt(i) Cn;g?ti;ori B L R0 a prossione con paletta, oon Faeces containers 18ml, PS, with pressure cap and spoon, with label

1012 Contenitori per campioni biologici 18ml, PS, con tappo a pressione Specimen containers 18ml, PS, with pressure cap

1013 Contenitori da 18ml, PS, senza tappo Containers 18ml, PS, without cap

1030 Contenitori per urine 130ml, PS, graduati, tappo a pressione Graduated urine containers 130ml, PS, pressure cap

1030/E Contenitori per urine 130ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 130ml, PS, pressure cap, with label

1030/E/CS Conten_itori per urine 130ml, PS, graduati, tappo a pressione, con etichetta, | Graduated urine containers 130ml, PS, pressure cap, with label, individually
confezione singola wrapped

1030/MO Contenitori per urine 130ml, PP, graduati, tappo a pressione Graduated urine containers 130ml, PP, pressure cap

1030/MO/E Contenitori urina 130ml, in PP tappo a pressione, graduati, etichetta Graduated urine containers 130ml, PP, pressure cap, label

1030/MO/T Contenitori urina 130ml, in PP tappo a pressione inserito, graduati Graduated urine containers 130ml, PP, pressure cap

1030/R Contenitori per urine 130ml, PS, graduati, tappo a pressione rosso Graduated urine containers 130ml, PS, red pressure cap

1030/S Contenitori per urine 130ml, PS, graduati, senza tappo Graduated urine containers 130ml, PS, without cap

1030/T Contenitori per urine 130ml, PS, graduati, tappo a pressione inserito Graduated urine containers 130ml, PS, with inserted pressure cap

1040 Contenitori per urina 120ml, PP, con coperchio autoadesivo Graduated urine containers 120ml, PP, with self-adhesive cap

1040/P Contenitori per urina 120ml, PS, con coperchio autoadesivo Graduated urine containers 120ml, PS, with self-adhesive cap

1040/P/S Contenitori per urina 120ml, PS, senza coperchio autoadesivo Graduated urine containers 120ml, PS, without self-adhesive cap

1040/S Contenitori per urina 120ml, PP, senza coperchio autoadesivo Graduated urine containers 120ml, PP, without self-adhesive cap

1041 Contenitori per campioni biologici 30ml, PS, con tappo a pressione Specimen containers 30ml, PS, with pressure cap

1041/E gﬁgﬁgﬂgori 220 el A E ) el (5 €8 110 6 BRsglelich G2l Specimen containers 30ml, PS, with pressure cap, with label

1041/s Contenitori per campioni biologici 30ml, PS, senza tappo Specimen containers 30ml, PS, without cap

1041/T Contenitori per campioni biologici 30ml, PS, con tappo a pressione inserito Specimen containers 30ml, PS, with inserted pressure cap

1050 Contenitori per urine 150ml, PS, graduati, tappo a pressione Graduated urine containers 150ml, PS, pressure cap

1050/E Contenitori per urine 150ml, PS, graduati, tappo a pressione, con etichetta Graduated urine containers 150ml, PS, pressure cap, with label

1050/Ss Contenitori per urine 150ml, PS, graduati, senza tappo Graduated urine containers 150ml, PS, without cap

1050/T Contenitori per urine 150ml, PS, graduati, tappo a pressione inserito Graduated urine containers 150ml, PS, with inserted pressure cap

1051 Contenitori per espettorato 60ml, PS, con tappo a pressione Sputum containers 60ml, PS, with pressure cap

1051/E Contenitori per espettorato 60ml, PS, con tappo a pressione, con etichetta Sputum containers 60ml, PS, with pressure cap, with label

1051/s Contenitori per espettorato 60ml, PS, senza tappo a pressione Sputum containers 60ml, PS, without pressure cap

1051/s/Cs ggr?ftg;gﬁg Si;r)goéspettorato SUNTRES J==nzaRiapropappiess ore i Sputum containers 60ml, PS, without pressure cap, individually wrapped

1051/T Contenitori per espettorato 60ml, PS, con tappo a pressione inserito Sputum containers 60ml, PS, with inserted pressure cap

1061 Contenitori per campioni biologici 35ml, PS, con tappo a pressione Specimen containers 35ml, PS, with pressure cap
Contenitori rotondi "SECURBOX" da 2.000ml, in PP, con coperchio a | Disposable container’SECURBOX"2,000 ml in PP, with lid in PP with

10621 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 10 holes. With
assorbente a 10 fori. Con manico handle
Contenitori rettangolari "SECURBOX" da 5.000ml, in PP, con coperchio a | Disposable container’SECURBOX"5,000 ml in PP, with lid in PP with

10622 pressione in PP e sigillo di sicurezza a strappo. Con supporto di materiale | security tear seal. It contains inside absorbent material with 99 holes. With
assorbente a 99 fori. Con manico handle

10631 Contenitori da 5ml, PE, tappo a vite Containers 5ml, PE, screw cap

10632 Contenitori da 30ml, PE, tappo a vite Containers 30ml, PE, screw cap

10633 Contenitori da 90ml, PE, tappo a vite Containers 90ml, PE, screw cap

Mod DC-048/01.06/3

Contenitori per campioni biologici — Prodotti non Sterili

Specimen Containers — Not Sterile products
26.07.2015
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CoD DESCRIZIONE DESCRIPTION

1070 Contenitori modello “Bijou” da 7ml, in PS, @20x50mm, con tappo a vite Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap

1070/E gt?gggggori L ™. COn (3P0 4 vite, con Containers “Bijou” type in PS, 7ml, @20x50 mm, with screw cap, with label

1081 Contenitori per urine 150ml, PS, graduati, tappo a vite Graduated urine containers 150ml, PS, screw cap

1081/Cs ggg:ﬁ;itori EERALIERRE IR IEEREL tappo 2 vite, in confezione Graduated urine containers 150ml, PS, screw cap, individually wrapped

1081/E Contenitori per urine 150ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PS, screw cap, with label

1081/T Contenitori urina 150ml, in PS con tappo a vite inserito, Graduated urine containers 150ml, PS, screw cap

1211 Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1211/CS Contenitori per feci 60ml, PS, con tappo a pressione con paletta Faeces containers 60ml, PS, with pressure cap and spoon

1212 Contenitori per campioni biologici 60ml, PS, con tappo a pressione Specimen containers 60ml, PS, with pressure cap

1212/CS gg:ff;ggg Sﬁ?gr Ol:ampioni el GO, L Ee) (20 ) [IEEsias Specimen containers 60ml, PS, with pressure cap, individually wrapped

1213 Contenitori da 60ml, PS, senza tappo Containers 60ml, PS, without cap

1230 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/10 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/100 Contenitori per urine 200ml, PS, graduati, tappo a vite Graduated urine containers 200ml, PS, screw cap

1230/CS Contenitori per urine 200ml, PS, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PS, screw cap, ind. wrapped

1230/E Contenitori per urine 200ml, PS, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PS, screw cap, with label

1230/S/E Contenitori urina 200ml, in PS senza tappo, graduati, Graduated urine containers 200ml, PS, with label

1230/T Contenitori urina 200ml, in PS tappo a vite inserito, Graduated urine containers 200ml, PS, with inserted screw cap

1230/TE Contenitori per urine 200ml, PS, graduati, tappo a vite inserito, con etichetta | Graduated urine containers 200ml, PS, with inserted screw cap, with label

12731 ;fangﬁztger (2 (el 2 (21 U D 28 CI, 3l A5, (D B ) Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

12731/E Tanica per I.a raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, Tgnks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated,

graduata, etichetta with label

12731/SAC Taniche in PE da 2.500ml per la raccolta urine 24ore, ;,375,-3;2;@2;;:;5 B A

12731K g?andilc;tger ) [EEER ) GBI D (D 25 €12, ALl ASAET 00 B ) Tanks for 24 hours urine collection, 2.500ml, PE, screw cap, graduated

14120 Contenitori per istologia da 20ml, in PP, tappo a vite verde 20 ml Surgical specimen containers in PP, with yellow screw cap

14120/B bCigrr:;eZnai‘trc()jri per istologia da 20ml, in PP, tappo a vite giallo, etichetta I2a(;) 27/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14121 Contenitori per istologia da 40ml, in PP, tappo a vite giallo 40 ml Surgical specimen containers in PP, with yellow screw cap

14121/B bCigrr:;eZnai‘trzri per istologia da 40ml, in PP, tappo a vite giallo, etichetta 7;% ;7/ Surgical specimen containers in PP, with yellow screw cap, biohazard

14122 Contenitori per istologia da 60ml, in PP, tappo a vite giallo 60 ml Surgical specimen containers in PP, with yellow screw cap

14122/B t(jontenitori per istologia da 60ml, in PP, tappo a vite giallo, etichetta | 60 ml Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazard label

14123 Contenitori per istologia da 90ml, in PP, tappo a vite giallo 90 ml Surgical specimen containers in PP, with yellow screw cap

14123/B bClorr:tenit(()jri per istologia da 90ml, in PP, tappo a vite giallo, etichetta ;)% n}l Surgical specimen containers in PP, with yellow screw cap, biohazard
iohazar labe

14124 Contenitori per istologia da 120ml, in PP, tappo a vite giallo 120 ml Surgical specimen containers in PP, with yellow screw cap

14124/B bClorr:tenitc()jri per istologia da 120ml, in PP, tappo a vite giallo, etichetta Z) 2(;1 ml cf/uzgi?al specimen containers in PP, with yellow screw cap,
iohazart iohazard labe

14131 Contenitori per biopsie in PS, con tappo a pressione in PE, da 30ml Biopsy specimen containers in PS with pressure cap in PE, 30 m/

14132 Contenitori per biopsie in PS, con tappo a pressione in PE, da 50ml Biopsy specimen containers in PS with pressure cap in PE, 50 m/

14134 Contenitori per biopsie in PS, con tappo a pressione in PE, da 100ml Biopsy specimen containers in PS with pressure cap in PE, 100 ml

14136 Contenitori per biopsie in PS, con tappo a pressione in PE, da 150ml Biopsy specimen containers in PS with pressure cap in PE, 150 ml

14138 Contenitori per biopsie in PS, con tappo a pressione in PE, da 200ml Biopsy specimen containers in PS with pressure cap in PE, 200 m/

14140 Contenitori per biopsie in PS, con tappo a pressione in PE, da 250ml Biopsy specimen containers in PS with pressure cap in PE, 250 ml

14142 Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione Surgical specimens containers 500ml, PE, wide opening, with pressure cap
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14142/B Contenitori per pezzi chirurgici 500ml, PE, bocca larga, tappo a pressione, | Surgical specimens containers 500ml, PE, wide opening, with pressure cap,
etichetta Biohazard Biohazard label

14143 Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a pressione ?:;g/cal GPEEIEE CAHIENID HEtlh (A5, Uika Granlis, ) [EEE

14143/B Contenitori per pezzi chirurgici 1.000ml, PE, bocca larga, tappo a | Surgical specimens containers 1.000ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14144 Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a pressione ?:;g/cal RIS CUUEIETS UoSbt) (5, U3 CRenllich Lt (2i2EE)

14144/B Contenitori per pezzi chirurgici 1.500ml, PE, bocca larga, tappo a | Surgical specimens containers 1.500ml, PE, wide opening, with pressure
pressione, etichetta Biohazard cap, Biohazard label

14150 Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione Surgical specimens transparent containers 150ml, PP, with pressure cap

14150/B Contenitori trasparenti per pezzi chirurgici 150ml, PP, tappo a pressione, | Surgical specimens transparent containers 150ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14151 Contenitori per istologia da 250ml, in PP, tappo a vite giallo 250 ml Surgical specimen containers in PP, with yellow screw cap

14151/B Contenitori per istologia da 250ml, in PP, tappo a vite giallo, etichetta | 250 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14152 Contenitori per istologia da 500ml, in PP, tappo a vite giallo 500 ml Surgical specimen containers in PP, with yellow screw cap

14152/B Contenitori per istologia da 500ml, in PP, tappo a vite giallo, etichetta | 500 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14153 Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo 1000 ml Surgical specimen containers in PP, with yellow screw cap

14153/B Contenitori per istologia da 1000 ml, in PP, tappo a vite giallo, etichetta | 1000 ml Surgical specimen containers in PP, with yellow screw cap,
biohazard biohazard label

14155 Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione Surgical specimens transparent containers 250ml, PP, with pressure cap

14155/B Contenitori trasparenti per pezzi chirurgici 250ml, PP, tappo a pressione, | Surgical specimens transparent containers 250ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14160 Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione Surgical specimens transparent containers 500ml, PP, with pressure cap

14160/S Contenitori trasparenti per pezzi chirurgici 500ml, PP, tappo a pressione, | Surgical specimens transparent containers 500ml, PP, with pressure cap,
serigrafati serigraphed

14170 Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione Surgical specimens transparent containers 1.000ml, PP, with pressure cap

14170/S Contenitori trasparenti per pezzi chirurgici 1.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 1.000ml, PP, with pressure cap,
serigrafati serigraphed

14175 Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione Surgical specimens transparent containers 2.000ml, PP, with pressure cap

14175/B Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 2.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14175/T Contenitori trasparenti per pezzi chirurgici 2.000ml, PP, tappo a pressione | Surgical specimens transparent containers 2.000ml, PP, with inserted
inserito pressure cap

14180 Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione Surgical specimens transparent containers 3.000ml, PP, with pressure cap

14180/B Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14180/S Contenitori trasparenti per pezzi chirurgici 3.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 3.000ml, PP, with pressure cap,
serigrafati serigraphed

14185 Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione Surgical specimens transparent containers 5.000ml, PP, with pressure cap

14185/B Contenitori trasparenti per pezzi chirurgici 5.000ml, PP, tappo a pressione, | Surgical specimens transparent containers 5.000ml, PP, with pressure cap,
etichetta Biohazard Biohazard label

14190 Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione Big surgical specimens containers 5.600ml, PP, with pressure cap
Contenitori per grossi pezzi chirurgici 5.600ml, PP, tappo a pressione, | Big surgical specimens containers 5.600ml, PP, with pressure cap,

14190/B 3 . g
etichetta biohazard biohazard label

14192 Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione Big surgical specimens containers 2,500ml, PP, with pressure cap

14192/B Contenitori per grossi pezzi chirurgici 2,500ml, PP, tappo a pressione, | Big surgical specimens containers 2,500ml, PP, with pressure cap,
etichetta biohazard biohazard label

14195 Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione Big surgical specimens containers 11.000ml, PP, with pressure cap

14195/B Contenitori per grossi pezzi chirurgici 11.000ml, PP, tappo a pressione, | Big surgical specimens containers 11.000ml, PP, with pressure cap,
etichetta biohazard biohazard label

1560 Contenitori per saliva 30 ml, in PP, tappo a vite, Autoclavable sputum collection container 30 ml, in PP, screw cap

1630 Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con_guamizione, @39 x 60 mm @39 x 60 mm

1630/E Contenitori da 250 ml per campioni biologici in PS. Con tappo a vite in | 250 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con _guamizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

19550 Contenitore per la raccolta delle urine per test antidoping Urine containers for testing drugs abuse
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2030 Contenitori per campioni biologici 30ml, PP, tappo a vite Specimen containers 30ml, PP, with screw cap

2030/E Contenitori per campioni biologici 30ml, PP, tappo a vite, etichetta Specimen containers 30ml, PP, with screw cap, label

2030/P Contenitori per campioni biologici 30ml, PP, tappo a vite rosso non inserito Specimen containers 30ml, PP, with red screw cap not inserted

2030/S Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte Specimen containers 30ml, PP, with screw cap in separate bag

2030/S/R Contenitori per campioni biologici 30ml, PP, con tappo a vite a parte rosso Specimen containers 30ml, PP, with red screw cap in separate bag

2040 Contenitori per campioni biologici 60ml, PS, tappo a vite Specimen containers 60ml, PS, with screw cap

2040/B Contenitori per campioni biologici 60ml, PS, tappo a vite bianco Specimen containers 60ml, PS, with white screw cap

2040/E Contenitori per campioni biologici 60ml, PS, tappo a vite, con etichetta Specimen containers 60ml, PS, with screw cap, with label

2040/E/R Contenitori campioni biologici 60ml, PS, tappo inserito rosso Specimen containers 60ml, PS, with screw cap, with label

2040/P Contenitori campioni biologici 60ml, in PS, @35 x 70 mm, Specimen containers 60ml, PS, with screw cap

2040/P/E Contenitori campioni biologici 60ml, PS, @35x70mm, etichetta, Specimen containers 60ml, PS, with screw cap, with label

2040/R Contenitori per campioni biologici 60ml, PS, tappo a vite rosso Specimen containers 60ml, PS, with red screw cap

2042 Contenitori per campioni biologici 60ml, PS, tappo a vite e paletta Specimen containers 60ml, PS, with screw cap and spoon

2042/E gt(i):;gggori RRRLYOni biologici 60mi, PS, tappo a vite e paletta, con Specimen containers 60ml, PS, with screw cap and spoon, with label

2050 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/100 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2050/B Contenitori di colore blu per campioni biologici 60ml, PP, tappo a vite Specimen containers blue colour 60ml, PP, with screw cap

2050/C Tappi a vite colore giallo per contenitori cod. 2050 Yellow screw cap for containers cod 2050

2050/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2050/DDK Contenitori per campioni biologici 60ml, PP, tappo a vite inserito rosso Specimen containers 60ml, PP, with red inserted screw cap

2050/E gt?g;:?tgori 217 ey ol opel (Sl (A7, 21220 6 ) (eeii), Cen Specimen containers 60ml, PP, with inserted screw cap, with label

2050/E/S gt?ggz?tgori 27 G Gl (Gt i D & U3 e 2125 G2l Specimen containers 60ml, PP, with screw cap not inserted, with label

2050/P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2050/P/E Contenitori campioni biologici 60ml, PP, @35x70mm, graduati, Specimen containers 60ml, PP, with screw cap not inserted

2050/PR E())(;r;ganitori s Gl ke el (i, (D 8 U B0 [ D e Specimen containers 60ml, PP, with screw cap not inserted red colour

2050/R S)c;r;t)enitori 27 G L e, 7, T BT S Gl Specimen containers 60ml, PP, with screw cap inserted red colour

2050/S Contenitori per campioni biologici 60ml, PP, senza tappo Specimen containers 60ml, PP, without cap

2050/T Contenitori per campioni biologici 60ml, PP, tappo a vite inserito Specimen containers 60ml, PP, with inserted screw cap

2050/TAPPQ/B | Tappia vite colore blu per contenitori cod. 2050 Blue screw cap for containers cod 2050

2050P Contenitori per campioni biologici 60ml, PP, tappo a vite non inserito Specimen containers 60ml, PP, with screw cap not inserted

2052 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/10 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/100 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2052/CS Qontenitori per feci 60ml, PP, con tappo a vite con paletta, confezione | Faeces containers 60ml, PP, with screw cap and spoon, individually
singola wrapped

2052/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2052/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eagcgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2052/R Contenitori per feci 60ml, PP, con tappo a vite rosso con paletta Faeces containers 60ml, PP, with red screw cap and spoon

2052/T5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2062 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/10 Contenitori per feci da 60 ml, in PP, tappo a vite Faeces containers in PP 60ml, screw cap

2062/E Contenitori per feci da 60ml, in PP, tappo vite con paletta, etichetta Faeces containers in PP 60ml, screw cap, with label

2062/P Contenitori per feci da 60 ml, in PP, tappo a vite a parte Faeces containers in PP 60ml, not assembled screw cap
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2072 Contenitori per feci da 60 ml, in PS, tappo a vite Faeces containers in PS 60ml, screw cap

2072/E Contenitori per feci da 60ml, in PS, tappo vite con paletta, etichetta Faeces containers in PS 60ml, screw cap, with label

2072/P Contenitori per feci da 60 ml, in PS, tappo a vite a parte Faeces containers in PS 60ml, not assembled screw cap

2120 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/100 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/50 Contenitori per urine 150ml, PP, graduati, tappo a vite Graduated urine containers 150ml, PP, screw cap

2120/B Contenitori per urine 150ml, PP, graduati, tappo a vite bianco Graduated urine containers 150ml, PP, white screw cap

2120/CSs aC:;tt?-}crilitori per urine 150ml, PP, graduat, tappo a vite, confezione singola, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/IM gg;ﬁ?itori SR oraduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/MI aC:g&ciacr;itori BRI, graduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/E Contenitori per urine 150ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 150ml, PP, screw cap, with label

2120/E/CS Contgr]itori per urine 150ml, PP, graduati, tappo a vite, confezione singola, G(aduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic,
asettici, con etichetta with label

2120/ES Cont_enitori per urine 150ml, PP, graduati, tappo a vite, con etichetta non | Graduated urine containers 150mi, PP, screw cap, with label in separate
applicata bag

2120/N Contenitori per urine 150ml, PP, graduati, tappo a vite neutro Graduated urine containers 150ml, PP, neutral screw cap

2120/R Contenitori per urine 150ml, PP, graduati, tappo a vite rosso Graduated urine containers 150ml, PP, red screw cap

2120/S Contenitori per urine 150ml, PP, graduati, senza tappo Graduated urine containers 150ml, PP, without cap

2120/T Contenitori per urine 150ml, PP, graduati, tappo a vite inserito Graduated urine containers 150ml, PP, with inserted screw cap

2120/T/100 g:qtggitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni %gduated urine containers 150ml, PP, with inserted screw cap, bags of

pcs pcs

2120/T/N Contenitore urina 150ml, in PP tappo a vite neutro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/T5 ((’Jgr;t;r;istori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni F(;v‘cr:duated urine containers 150ml, PP, with inserted screw cap, bags of 5

2120/T50 ((’);)rétgnitori per urine 150ml, PP, graduati, tappo a vite inserito, confezioni | Graduated urine containers 150ml, PP, with inserted screw cap, bags of 50

pcs pcs

2120/TB Contenitori per urine 150ml, PP, graduati, tappo a vite inserito bianco Graduated urine containers 150ml, PP, with inserted white screw cap

2120/TB Contenitori urina 150ml, in PP con tappo a vite bianco Graduated urine containers 150ml, PP, with inserted screw cap

2120/TE Contenitori urina 150ml, in PP tappo vite azzurro inserito, Graduated urine containers 150ml, PP, with inserted screw cap

2120/TN Contenitori per urine 150ml, PP, graduati, tappo a vite inserito di colore | Graduated urine containers 150ml, PP, with inserted screw cap neutral
neutro colour

2120/TR Contenitori per urine 150ml, PP, graduati, tappo a vite inserito colore rosso Graduated urine containers 150ml, PP, with red inserted screw cap

2120/V/500 Contenitori per urine 150ml, PP, graduati, tappo a vite verde Graduated urine containers 150ml, PP, screw cap green colour

2220 Contenitori per urine 200ml, PP, graduati, tappo a vite Graduated urine containers 200ml, PP, screw cap

2220/250 Contenitori urina 200ml, in PP tappo a vite, graduati, Graduated urine containers 200ml, PP, screw cap

2220/CS Contenitori per urine 200ml, PP, graduati, tappo a vite, confezione singola Graduated urine containers 200ml, PP, screw cap, ind. wrapped

2220/E Contenitori per urine 200ml, PP, graduati, tappo a vite, con etichetta Graduated urine containers 200ml, PP, screw cap, with label

2220/E/CS Conteqitori per urine 200ml, PP, graduati, tappo a vite, con etichetta, | Graduated urine containers 200ml, PP, screw cap, with label, individually
confezione singola wrapped

2220/R Contenitori per urine 200ml, PP, graduati, tappo a vite rosso Graduated urine containers 200ml, PP, red screw cap

2220/S Contenitori per urine 200ml, PP, graduati, senza tappo a vite Graduated urine containers 200ml, PP, without screw cap

2220/T Contenitori per urine 200ml, PP, graduati, tappo a vite inserito Graduated urine containers 200ml, PP, with inserted screw cap

2250 Contenitori campioni biologici da 40 ml, in PP Specimen containers 40 mi, in PP

2420 '(D)rc;rllige\;gtcc)gm%?gn?rine (SUURRE Rorectal piappoRa R icRep aRp HORESY Graduated urine containers 150ml, PP, screw cap and plug

2420/R g;“fygtzgrgsi;ﬁiﬁne Lt Gt e T e ERUL g T Graduated urine containers 150ml, PP, with screw cap and plug red colour

2420/TR Contgnitgri urine 150ml, PP, graduati, tappo a vite rosso e tappino prelievo | Graduated urine containers 150ml, PP, with inserted screw cap and plug
campioni inserito red colour

2440 gg r;tgr;it;rrini.n PS per campioni biologici con tappa a vite inserito, GRRLE Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm
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2440/CS Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, & Spgcjmen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, conf. singola individually wrapped

2440/E Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, @ Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta with label

2440/E/CS Contenitori in PS per campioni bi_ologici con tappo a vite inserito, 60 ml, @ S;_)ecimen gon_tqiners in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, con etichetta, conf. singola with label, individually wrapped

2440/P Contenitori campioni biologici 60ml, PS, con tappo a parte, Specimen containers in PS with screw cap, 60 ml, @ 38 x 65 mm

2442 g](r):tenitori R Bl © con paletta, 60 mi, B 38 x 65 Faeces containers in PS with screw cap and spoon, 60 ml, @ 38 x 65 mm

2442/E Contenitorilper feci in PS con tappo a vite e con paletta, 60 ml, @ 38 x 65 Fgeces containers in PS with screw cap and spoon, 60 mi, @ 38 x 65 mm,
mm, con etichetta. with label

2442/R Contenitori per feci in PS con tappo a vite rosso e con paletta, 60 ml, @ 38 x | Faeces containers in PS with red screw cap and spoon, 60 ml, @ 38 x 65
65 mm mm

2450 Contenitori per campioni biologici 60ml, PP, tappo a vite Specimen containers 60ml, PP, with screw cap

2450/B Contenitori per campioni biologici 60ml, PP, tappo a vite bianco Specimen containers 60ml, PP, with white screw cap

2450/CS Contenitori per campioni biologici 60ml, PP, tappo a vite, confezione singola | Specimen containers 60ml, PP, with screw cap, ind. wrapped

2450/E Contenitori per campioni biologici 60ml, PP, tappo a vite, con etichetta Specimen containers 60ml, PP, with screw cap, with label

2450/P Contenitori campioni biologici 60ml, in PP, @38 x 65 mm, Specimen containers 60ml, PP, with screw cap, with label

2450/R Contenitori per campioni biologici 60ml, PP, tappo a vite colore rosso Specimen containers 60ml, PP, with red screw cap

2452 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2452/E Contenitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 60ml, PP, with screw cap and spoon, with label

2452/E/CS Conteqitori per feci 60ml, PP, con tappo a vite con paletta, con etichetta, Eaepgs containers 60ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

2452/R Contenitori per feci 60ml, PP, con tappo a vite rosso e con paletta Faeces containers 60ml, PP, with red screw cap and with spoon

2452/T/5 Contenitori per feci 60ml, PP, con tappo a vite con paletta Faeces containers 60ml, PP, with screw cap and spoon

2580 Contenitori per campioni biologici 25ml, PS, tappo a vite Specimen containers 25ml, PS, with screw cap

2580/B Contenitori per campioni biologici 25ml, PS, tappo a vite bianco Specimen containers 25ml, PS, with white screw cap

2580/E Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/E/CS Conteqitori per campioni biologici 25ml, PS, tappo a vite, con etichetta, | Specimen containers 25ml, PS, with screw cap, with label, individually
confezione singola wrapped

2580/E/P gt?gr::?tgori 217 TNl e gt s (55 (E0) D (S (E il G Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/P/W gt?:;:?tgori 220 0l 1 sl Bl AT (55 20 B WU BT (RSN G Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/W Contenitori per campioni biologici 25ml, PS, tappo a vite, con etichetta Specimen containers 25ml, PS, with screw cap, with label

2580/EB t()Iic;rr:t;nitori PEIcaipenibiciesResi s NicppoRaic esnite ot Specimen containers 25ml, PS, with screw cap, with white label

2580/ER gt?gr::?tgori perceppbniviclogiciaa s tappoli S lentst o deel Specimen containers 25ml, PS, with not inserted screw cap, with label

2580/P Contenitori per campioni biologici 25ml, PS, tappo a vite non inserito Specimen containers 25ml, PS, with not inserted screw cap

2580/PB Contenitori campioni biologici 25ml, in PS, @25 x 90 mm, Specimen containers 25ml, PS, with not inserted screw cap

2580/S Contenitori per campioni biologici 25ml, PS, senza tappo Specimen containers 25ml, PS, without cap

2580/TAPPO/A Tappo a vite colore azzurro per contenitori cod. 2580/2680 Light blue screw cap for containers cod. 2580/2680

2580/TBIANCO Tappo a vite colore bianco per contenitori cod. 2580/2680 White screw cap for containers cod. 2580/2680

2580/W Contenitori per campioni biologici 25ml, PS, tappo a vite bianco non inserito | Specimen containers 25ml, PS, with white not inserted screw cap

2580P Contenitori campioni biologici 25ml, PS, con tappo a vite Specimen containers 25ml, PS, with white not inserted screw cap

2588 Contenitori per feci 25ml, PS, con tappo a vite con paletta Faeces containers 25ml, PS, with screw cap and spoon

2588/E Contenitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PS, with screw cap and spoon, with label

2588/E/CS Conteqitori per feci 25ml, PS, con tappo a vite con paletta, con etichetta, Ifaepgs containers 25ml, PS, with screw cap and spoon, with label,
confezione singola individually wrapped

2588/EB t())ic;rr]]tce;nitori per fed 25m|, PS, con tappo a vite con paletta, con etfichef Faeces containers 25ml, PS, with screw cap and spoon, with white label

2588/P Contenitori per feci 25ml, PS, con tappo a vite con paletta a parte Faeces containers 25ml, PS, with screw cap and spoon in separate bag

2588P Paletta in polipropilene bianco Spoon in white polypropylene
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CoD DESCRIZIONE DESCRIPTION

2640 Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamizione, @39 x 60 mm @39 x 60 mm

2640/E Contenitori da 60 ml per campioni biologici in PS. Con tappo a vite in | 60 ml specimen containers in PS. With alluminium screw cap with gasket,
alluminio con guamizione, @39 x 60 mm, con etichetta @39 x 60 mm, with label

2680 Contenitori per campioni biologici 25ml, PP, tappo a vite Specimen containers 25ml, PP, with screw cap

2680/E gt?ggzagon B R P, tappo a vite inserito, con Specimen containers 25ml, PP, with inserted screw cap, with label

2680/P Contenitori per campioni biologici 25ml, PP, tappo a vite non inserito Specimen containers 25ml, PP, with not inserted screw cap

2680/S Contenitori per campioni biologici 25ml, PP, senza tappo a vite Specimen containers 25ml, PP, without screw cap

2688 Contenitori per feci 25ml, PP, con tappo a vite con paletta Faeces containers 25ml, PP, with screw cap and spoon

2688/E Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta Faeces containers 25ml, PP, with screw cap and spoon, with label

2688/E/CS Contenitori per feci 25ml, PP, con tappo a vite con paletta, con etichetta, in | Faeces containers 25ml, PP, with screw cap and spoon, with label,
confezione singola individually wrapped

5024 Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5024/E Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata, etichetta graduated, with label

5024/F "24 ore" da 2.500 ml tipo bottiglia in pe Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap

5024K Bottiglie per la raccolta delle urine nelle 24 ore, 2.500ml, PE, tappo a vite, | Sampling bottles for 24 hours urine collection, 2.500ml, PE, screw cap,
graduata graduated

5050/S Contenitori per feci da 60ml, in PP, senza tappo Faeces containers in PP 60ml, without cap

5120 g;?észgge IS ) (12 6 WA, 1 o) el Ol IRl 120 ml urine containers in PP, with screw cap with device for vacuum tube

5120/CS Contenitore per urine in PP da 120ml, tappo con sistema di prelievo | 120 ml urine containers in PP, with screw cap with device for vacuum tube,
softovuoto, confezione singola individually wrapped

5434 Contenitori per la raccolta delle urine nelle 24 ore, 2.000ml, PE, tappo a | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
vite, graduata screw cap

5434/M Contenitori per la raccolta delle urine nelle 24 ore, 2000ml, PE, tappo vite, | Square containers for 24 hours urine collection, 2.500ml, PE, graduated,
graduata, marrone screw cap, brown

- . . 2000 ml Square graduated containers for 24 hours urine collection with

Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da ] ) :

5471 - ) ergonomic handle. Screw cap complete of sampling device for vacuum test
2000ml, con tappo per il prelievo con provetta tipo sottovuoto -
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5472 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes.
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000ml Square graduated containers for 24 hours urine collection with

5671 2000ml, con tappo per il prelievo con provetta tipo sottovuoto e sonda | ergonomic handle. Screw cap complete of sampling device for vacuum test
prelievo tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 2000 ml Square graduated containers for 24 hours urine collection with

5672 2000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5731 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto for vacuum test tubes
Bottiglie graduate ergonomiche per la raccolta delle urine nelle 24 ore, da | 3.000 ml Square graduated containers for 24 hours urine collection with

5732 3000ml, colore ambrato, con tappo per il prelievo con provetta tipo | ergonomic handle, brown colour. Screw cap complete of sampling device
sottovuoto e sonda prelievo for vacuum test tubes and sampling probe

6840 Contenitore per trasporto campioni con coperchio ermetico Test tubes securbox with hermetic lid
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CERTIFIED COMPANY UNI ISO 9001:2008 & UNI CEI EN I1SO 13485:2012

DICHIARAZIONE DI CONFORMITA’ C€
C€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 1302808000 Coated tubes (Citrate, Heparin etc.)
EDMA code: 1302808000 Coated tubes (Citrate, Heparin etc.)

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015

Qualita

Provette con anticoagulante e separatori di siero
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NUOVA APTACA s.r.l.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+32) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
= e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/16 " d
RATE”. RATE” system.
Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per “SEDI- PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for “SEDI-
10110/PR - =
RATE”. RATE” system.
2000 Provette fondo piatto PP @12x56 mm., con K2EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K2EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2000/1 Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.
2000/1/V Provette PP @12x56 mm., con K2EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K2EDTA for 1 ml of blood, light with cap, for
uso pediatrico. paediatric use.
2001 Provette fondo piatto PP @16x60 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KzEDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.
2002 Provette fondo piatto PP @16x60 mm., con K.EDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with K2EDTA for 5 ml of blood, light
verde chiaro. green cap.
2003 Eﬁ%";‘te PP £/12x86 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 519486 mm., with KLEDTA for 2,5 mi of blood, ight green cap.
2004 Eﬁg’;ﬁe B, con KEDTA per 5 mi di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 ml of blood, light green cap.
2005 Eﬁg’;‘te PP @13x75 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp o 1o 313475 mm., with KLEDTA for 2,5 mi of blood, light green cap.
2007 CP':‘;V;“‘* PP 2/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp ot 1o @116x100 mm., with K-EDTA for 10 ml of blood, light green cap.
2008 Eﬁg’;‘te - DT G A DA bl SN, E DT PP tost tubes @13x75 mm., with K.EDTA for 4 ml of blood, light green cap.
2100 Provette fondo piatto PP @12x56 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with KsEDTA for 2,5 ml of blood, dark
tappo verde scuro. green cap.
2100/1 Provette PP @12x56 mm., con KsEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark green cap, for
scuro, per uso pediatrico. paediatric use.
2100/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, tappo viola, per | PP test tubes @12x56 mm., with KsEDTA for 1 ml of blood, dark violet cap, for
uso pediatrico. paediatric use.
2100/TM t:r;ggtte fondo piatto PP £12x56 mm., con KsEDTA per 2,5 ml di sangue, con | pp g+ potiom tast tubes @12x56 mm., with KsEDTA for 2,5 m of blood, with cap
2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 mi of blood, dark
tappo verde scuro. green cap.
2102 Provette fondo piatto PP @16x60 mm., con KsEDTA per 5 ml di sangue, tappo | PP flat bottom test tubes @16x60 mm., with KsEDTA for 5 ml of blood, dark
verde scuro. green cap.
2103 sPchfte PP /12x86 mm., con K:EDTA per 2,5 mi di sangue, tappoverde | pp ot s 312x86 mm., with KEDTA for 2,5 ml of blood, dark green cap.
2104 Scrﬁ\r/:tte FR e R Gl e SO AR 2, OV PP test tubes @12x86 mm., with KsEDTA for 5 ml of blood, dark green cap.
2105 Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo verde PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, dark green cap.
SCUro. Quantity for box 1,000 pieces
2105/TM Provetta PP @13x75 mm, con KsEDTA per 2,5ml di sangue, tappo viola. PP test tubes @13x75 mm, with KsEDTA for 2,5ml of blood, violet cap.
2105/VIOLA Provette PP @13x75 mm., con KsEDTA per 2,5 ml di sangue, tappo viola PP test tubes @13x75 mm., with KsEDTA for 2,5 ml of blood, violet cap.
2107 Provelte PP @16x100 mm., con K.EDTA per 10 ml di sangue, tappo verde | pp ot 4y as 16100 mm., with KsEDTA for 10 mi of blood, dark green cap.
2108 Spcrﬁrfﬁe PP @13x75 mm., con K&EDTA per 4 mi di sangue, tappo verds PP tost tubes @13x75 mm., with K:EDTA for 4 mi of blood, dark green cap.
2108/5 Ecrﬁftte PP @13x75 mm., con KsEDTA per 5 ml d sangus, tappo verde PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.
2108/TM Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2108/VIOLA Provette PP @13x75 mm., con K3EDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood
2200 Provette fondo piatto PP @12x56 mm., con KF+Na2 EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2200/G Provette fondo piatto PP @12x56 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2201 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 2,5 ml of blood,
sangue, tappo arancione. orange cap.
2201/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 2,5 ml di PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.
2202 Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Naz EDTA for 5 ml of blood,
tappo arancione. orange cap.
2202/G Provette fondo piatto PP @16x60 mm., con KF+Naz EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE
Cop. DESCRIZIONE DESCRIPTION
tappo giallo. yellow cap.
2203 :rr;’r‘]’g‘;igp @12x86 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo. | pp o ot yhes 0512486 mm., with KF-Naz EDTA for 2,5 mi of blood, orange cap.
2204 zrrgr\llsitéi:P L L D TA per 5 mi di sangue, tappo PP test tubes @12x86 mm., with KF-Na2 EDTA for 5 ml of blood, orange cap.
2205 Provette PP @13x75 mm., con KF+Naz EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
2205/TG ;rriz\i/gtta PP @13x75 mm, con KF+NA, EDTA per 2,5ml di sangue, tappo PP test tubes @13x75 mm, with KF+NA2 EDTA for 2,5ml of blood, grey cap.
2207 s:;’:g‘éi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, tappo. | pp o tpes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.
2208 s:;’r‘]’;‘;i:': R RPN KF+Na; EDTA per 4 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Naz EDTA for 4 ml of blood, orange cap.
2300 Provette fondo piatto PP @12x56 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @12x56 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2301 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2302 Provette fondo piatto PP @16x60 mm., con Sodio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Sodium Heparin for 5 ml of blood,
tappo viola. violet cap.
2303 Provette PP 012186 mm. con Sodio Epatina per 2,5 m!di sangue, 4pPO. | pp test tubes 12486 mm., with Sodium Heparin for 2,5 mi of blood, vioet cap.
2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.
2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.
2307 S’ig?;/ette PRI [t G S D B a0 (i G (8 PP test tubes @16x100 mm., with Sodium Heparin for 10 ml of blood, violet cap.
2308 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 4 ml di sangue, | PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 4 ml of blood,
tappo viola. violet cap.
2400 Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2400/1 Provette PP @12x56 mm., con Litio Eparina per 1 ml di sangue, tappo blu, per | PP test tubes @12x56 mm., with Lithium Heparin for 1 ml of blood, blue cap, for
uso pediatrico. paediatric use.
2400/ TV Provette fondo piatto PP @12x56 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @12x56 mm., with Lithium Heparin for 2,5 ml of blood,
tappo verde. green cap.
2401 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 2,5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 2,5 ml of blood,
tappo blu. blue cap.
2402 Provette fondo piatto PP @16x60 mm., con Litio Eparina per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with Lithium Heparin for 5 ml of blood,
tappo blu. blue cap.
2403 Provette PP @12x86 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @12x86 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2404 Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo blu. PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, blue cap.
2404/TV Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.
2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.
2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCUro. cap.
2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. A tesf hibas 313x75 mim., wiimilriepani g ciblood Joitieican:
Quantity for box 1,000 pieces
2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. iy tesf tubes B13x75 iy with Lithium Heparin for 4 mi of blood, blue cap.
Quantity for box 1,000 pieces
2500 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500+ Provette PP @13x75 mm, con KsEDTA, con tappo perforabile verde, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable green cap, for 3 ml of
di sangue. blood.
2500/N Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/N* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile neutro, per 3 ml | PP test tubes @13x75 mm., with KsEDTA, with pierceable neutral cap, for 3 ml of
di sangue. blood.
2500/SE Provette in PP con K3 EDTA tappo perforabile verde, senza tappo PP test tubes @13x75 mm., with KsEDTA, without cap, for 3 ml of blood.
Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
2500/SE/V A -
sangue, senza etichetta. blood, without label
2500/V Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of

sangue.

blood.
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2500/\/* Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 3 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 3 ml of
sangue. blood.
2500/V/2 Provette PP @13x75 mm, con KsEDTA, con tappo perforabile viola, per 2 ml di | PP test tubes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
sangue. blood.
2500/V/SG Provette in PP con K3 EDTA sterili tappo perfviola Z’II;’ Otssts fggfes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
2501 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, yellow cap for
per coagulazione. coagulation.
2502 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2503 Provette in PP @16x100 mm, con Sodio Citrato 0,4ml, tappo giallo PP test tubes @16x100 mm., with Sodium Citrate 0,4 ml, yellow cap
2505 Provette PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo. PP test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap
2505/1 Provette PP @12x56 mm, con Sodio Citrato 0,1ml, tappo giallo per PP test tubes @12x56 mm., with Sodium Citrate 0,1 ml, yellow cap for
coagulazione uso pediatrico. coagulation, for paediatric use.
2508 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, yellow cap for
coagulazione. coagulation
2508/BLU CP(;(;\éitltanEEeme?S L CEDER DO T E D035 PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, blue cap for coagulation
2511 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo giallo PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 ml, yellow cap for
per coagulazione. coagulation.
2512 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2512/TB Provette PP @12x86 mm, con Sodio Citrato 0,5ml per coagulazione. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml for coagulation.
2513 Provette PP @16x100 mm, con Sodio Citrato 0,5ml, tappo giallo per PP test tubes @16x100 mm., with Sodium Citrate 0,5 ml, yellow cap for
coagulazione. coagulation.
2515/BLU Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2515/TB/F Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap
2590 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2520/TB Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo blu per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 mi, blue cap for
coagulazione. coagulation.
2520/TR Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml per PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml for
coagulazione. coagulation.
2591 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo giallo | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, yellow cap
per coagulazione. for coagulation.
2592 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2592/R Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for
coagulazione. coagulation.
2595 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo giallo per PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, yellow cap for
coagulazione. coagulation.
2595/2 Provetta PP @13x75 mm, con 0,20 ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm, with 0,20ml of Sodium Citrate for coagulation, yellow
tappo giallo cap.
2525/32/BLU Provette in PP tappo blu con 0,25ml di Sodio Citrato 3,2%, fa’;te“ Leesioioimmtil 2anioiscainiCz e R aionib s
2600 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,1ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,1 ml, pink cap for
2600/1 VES ESR
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,25ml, tappo nero PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,25 ml, black cap
AU per VES for ESR.
2601 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,25ml, tappo rosa PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,25 ml, pink cap for
per VES. ESR.
2602 Provette PP @12x86 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2603 Provette PP @16x100 mm, con Sodio Citrato 0,25ml, tappo rosa PP test tubes @16x100 mm., with Sodium Citrate 0,25 ml, pink cap
2605 Provette PP @13x75 mm, con Sodio Citrato 0,25ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,25 ml, pink cap for ESR.
2610 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,4ml, tappo giallo PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,4 ml, yellow cap for
e per VES ESR
2611 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,4ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,4 ml, pink cap for
VES. ESR.
2612 Provette PP @12x86 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
Provette con anticoagulante e separatori di siero
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2615 Provette PP @13x75 mm, con Sodio Citrato 0,4ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,4 ml, pink cap for ESR.
2615/TN Provetta PP @13x75 mm, con 0,4ml di Sodio Citrato per VES, tappo nero. PP test tubes @13x75 mm, with 0,4ml of Sodium Citrate for ESR, black cap.
2620 Provette fondo piatto PP @12x56 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @12x56 mm., with Sodium Citrate 0,5 ml, pink cap for
VES. ESR.
2621 Provette fondo piatto PP @16x60 mm, con Sodio Citrato 0,5ml, tappo rosa per | PP flat bottom test tubes @16x60 mm., with Sodium Citrate 0,5 mi, pink cap for
VES. ESR.
2622 Provette PP @12x86 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @12x86 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2625 Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo rosa per VES. PP test tubes @13x75 mm., with Sodium Citrate 0,5 ml, pink cap for ESR.
2632 Provette @12x56 mm in PP, con 0,25ml di Sodio Citrato x 1 ml di sangue CP;t?:: ’t:_usb;s G12x56 mm., with Sodlum Citrate 0,25 mi, plercealieiieagbten
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue CP ;tff:rt gjsbss @13x75 mm., with Sodium Cirate 0,4 mi, piercaakiaE i RERr
2661/E/TB Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm
2662/E Provette @16 x 100 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @16 x 100 mm
2662/E/TB E;(;\;itte SRR in PMMA, con gel saparatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2662/TB ! .
basso, senza etichetta without label
2662/TM in prov.16x100 in metacr. x 10 ml di sangue Ymarrone S%Agﬁttlzzte tlubes with separating gel + clot accelerator, @16 x 100 mm, low cap,
2663/E/TB E;‘;‘;g“e @13x75 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB E;c;\égtte AR, GO S DR REI 11 PP test tubes with separating granules + clot accelerator, @12x86 mm, low cap
2665/E Provette @13 x 75 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @13 x 75 mm
2665/E/TB E;Z\éztte ORI B DAL, COMRIRREIEIN DEREe Rl e, (0 PP test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
2665/TB gel separ.+acc. in prov.13x75 pmma per 5 ml sangue PMMA test tubes with separating gel + clot accelerator, @13 x 75 mm, low cap
Provette @16 x 100 mm, in PP, con gel separatore + acceleratore, con PP test tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2666/E/TB :
etichetta, tappo basso low cap.
2666/TB gel separ.+acc.in prov.16x100 pp x 10 ml di sangue ZlFA’/ tg;lt) tubes with separatine gel + clot accelerator, @16 x 100 mm., with label,
2668/E Provette @12 x 86 mm. in PP, con gel separatore + acceleratore PP test tubes with separating gel + clot accelerator, @12 x 86 mm
2668/E/TB E;‘;‘;gtte 912 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo. | pyia ot tubes with separating gel + clot accelerator, @12 x 86 mm, low cap
Provette @12 x 86 mm. in PMMA, con gel separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @12 x 86 mm, low cap,
2668/TB " .
basso, senza etichetta without label
2678/E/TB Provette con gel+acceleratore per 5ml di sangue, in PP, #N/D
2700 Provette @13x75 mm in PP con 0,3ml di Sodio Citrato per coagulazione, PP test tubes @13x75 mm with 0.3ml of Sodium Citrate for coagulation, with light
tappo azzurro in gomma perforabile blue cap in pierceable cap.
2700/2 Provette in PP tappo azzurro perforabile con 0,2 ml di PP test tqbeg @13x75 mm with 0.2ml of Sodium Citrate for coagulation, with light
blue cap in pierceable cap.
2705 Provette in PP tappo blu con 0,35 ml di Sodio Citrato ZZ etecsat ptubes @13x75 mm with 0.35 ml of Sodium Citrate for coagulation, with
Provette @12x56 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x56 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2710 Do ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @16x60 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @16x60 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2711 S ; ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @12x86 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @12x86 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2712 e h ;
freccia di riempimento per VES e coagulazione level for ESR and coagulation
Provette @13x75 mm in PP con 0,25 ml di Sodio Citrato, tappo rosa, doppia | PP test tubes @13x75 mm with 0.25ml of Sodium Citrate, pink cap, two blood
2715 o ; .
freccia di riempimento per VES e coagulazione level for ESR and coagulation
3553/E Provette @16 x 100 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @16x100 mm
3555/E Provette @13 x 75 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @13 x 75 mm
3556/E Provette @16 x 100 mm in PP, con acceleratore PP test tubes with clot accelerator, @16 x 100 mm
3558/E Provette @12 x 86 mm in PMMA, con acceleratore PMMA test tubes with clot accelerator, @12 x 86 mm
3771/E/TB Provette @16 x 100 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @16 x 100 mm, with low red cap
3772/E/TB Provette @13x75 mm. in PP, con gel separatore, tappo rosso basso PP test tubes with separating gel, @13x75 mm, red low cap
3773/E Provette @16 x 100 mm. in PP, con gel separatore PP test tubes with separating gel, @16 x 100 mm
3773/E/TB Provette @16 x 100 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @16 x 100 mm, low cap
3773/TB gel separatore in prov. 16x100 pmma per 10 ml di sangue PMMA test tubes with separating gel, @16 x 100 mm, low cap
3774/E/TB Provette @12x86 mm. in PP, con gel separatore, tappo basso PP test tubes with separating gel, @12x86 mm, low cap
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3775/E Provette @13 x 75 mm. in PP, con gel separatore PP test tubes with separating gel, @13 x 75 mm

3775/E/TB Provetta @13 x 75 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separatine gel, @13 x 75 mm, low cap

3776/E/TB Provetta @16 x 100 mm. in PP, con gel separatore, tappo basso marrone PP test tubes with separatine gel @ 16 x 100 mm, brown low cap.

3776/TB gel separatore in prov. 16x100 pp+etichetta x 10 ml di sangue PP test tubes with separatine gel @ 16 x 100 mm, low cap.

3778/E Provette @12 x 86 mm. in PP, con gel separatore PP test tubes with separating gel, @12 x 86 mm

3778/E/TB Provette @12 x 86 mm. in PMMA, con gel separatore, tappo basso PMMA test tubes with separating gel, @12 x 86 mm, low cap

4875/E Provette @13 x 75 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/E/TB Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/ETB Provette con granuli + acc. per 5ml di sangue, in PP, PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4876/TR/E Provette @13 x 75 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 75 mm

4878/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light
azzurro blue cap

4878/TR/E Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

4883/E Provette @13 x 100 mm in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @13 x 100 mm

4883/E/TN Provette @13 x 100 mm in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @13 x 100 mm, black
nero cap

4884/E Provette @16 x 100 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @16 x 100 mm

4885 Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/E Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore PS test tubes with separating granules + clot accelerator, @16 x 100 mm

4885/R Provette @16 x 100 mm. in PS, con granuli separatori + acceleratore, tappo PS test tubes with separating granules + clot accelerator, @16 x 100 mm, red
rosso cap

4886/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4886/TR/E Provette @16 x 100 mm. in PP, con granuli separatori + acceleratore PP test tubes with separating granules + clot accelerator, @16 x 100 mm

4888/E Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm

4888/EB Provette @12 x 86 mm. in PMMA, con granuli separatori + acceleratore, tappo PMMA test tubes with separating granules + clot accelerator, @12 x 86 mm,
bianco white cap

5975/E Provette @13 x 75 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @13 x 75 mm

5976/E Provette @13 x 75 mm. in PP, con granuli separatori PP test tubes with separating granules, @13 x 75 mm

5978/E Provette @12 x 86 mm. in PP, con granuli separatori PP test tubes with separating granules, @12 x 86 mm

5990 Granuli separatori in PS confezione da 1 Kg Separating granules in PS

5993/E Provette @13 x 100 mm in PP, con granuli separatori PP test tubes with separating granules, @13 x 100 mm

5995/E Provette @16 x 100 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @16 x 100 mm

5995/ER Provette con granuli per 10ml di sangue, in PMMA, PMMA test tubes with separating granules, @16 x 100 mm

5996/E Provette @16 x 100 mm. in PP, con granuli separatori PP test tubes with separating granules, @16 x 100 mm

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm
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DICHIARAZIONE DI CONFORMITA’ C€
(€ DECLARATION OF CONFORMITY

La sottoscritta Nuova Aptaca s.r.l.
The undersigned Nuova Aptaca s.r.l.

DICHIARA
DECLARES

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:

PROVETTE E TAPPI
TEST TUBES AND CAPS

PRODOTTI NON STERILI — NOT STERILE PRODUCTS

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)

> Sono conformi ai requisiti essenziali di cui all’allegato | della direttiva 98/79/CE
del 27 ottobre 1998 recepita con il D.Lgs 332 del 08/09/2000.
Are manufactured in compliance with essential requirements of Annex 1 of the
98/79/CE Directive dated 27™ October 1998 put into force by D.Lgs. 332 dated
08/09/2000.

> | Dispositivi di cui all’Allegato 1 non rientrano nell’elenco A o B di cui
all’Allegato Il della Direttiva 98/79/CE.
The devices as per Annex 1 do not do not fall under list A or B of annex Il of the
Directive 98/79/EC.

> Classificazione EDMA: 51091001 - Other containers for samples of human origin
EDMA code: 51091001 - Other containers for samples of human origin

> La presente dichiarazione é stata redatta in conformita all’Allegato Il (escluso
punto 6) della Direttiva 98/79/CE.
The present Declaration was drafted in accordance with annex Il to Directive
98/79/EC.

Rilasciato / Released
Canelli, 26.07.2015 Du

Responsabild 4%
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cop. DESCRIZIONE DESCRIPTION
1005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
1006 Provetta cilindrica 3ml, PS Cylindrical test tubes 3ml, PS
1006/MO Provetta cilindrica 3ml, PP Cylindrical test tubes 3ml, PP
10061 Provetta cilindrica in TPX 7ml TPX cylindrical test tubes 7ml
10062 Provetta cilindrica in TPX 10ml TPX cylindrical test tubes 10ml
10063 Provetta cilindrica in TPX 16ml TPX cylindrical test tubes 16ml
10064 Provetta cilindrica in TPX 26ml TPX cylindrical test tubes 26ml
10065 Provetta cilindrica in TPX 30ml TPX cylindrical test tubes 30ml
10066 Provetta cilindrica in TPX 31ml TPX cylindrical test tubes 31ml
10067 Provetta cilindrica in TPX 48ml TPX cylindrical test tubes 48ml
10068 Provetta cilindrica in TPX 75ml TPX cylindrical test tubes 75ml
10069 Provetta cilindrica in TPX 110ml TPX cylindrical test tubes 110ml
10070 Provetta cilindrica in TPX 160ml TPX cylindrical test tubes 160ml
10071 Provetta cilindrica in TPX 200ml TPX cylindrical test tubes 200ml
1008/C Tappo per art. 1014/C Cap for art. 1014/C
1009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
1009/C/IT Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
1009/C/TBEI/CS Provetta conica 10ml, PS, tappo bianco, etichetta, confezione singola Conical test tubes 10ml, PS, white cap, label, individually wrapped
1009/C/TICS Provette coniche 10ml, PS, con bordo, graduate, @16x100 mm, Conical test tubes 10ml, PS, cap
1009/C/TB Provetta conica 10ml, PS, tappo bianco Conical test tubes 10ml, PS, white cap
1009/C/TB/E Provetta conica 10ml, PS, tappo bianco, etichetta Conical test tubes 10ml, PS, white cap, label
1009/C/TE Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label
1009/C/TE/CS Provette coniche 10ml in PS con bordo, graduate,@16x100 mm Conical test tubes 10ml, PS, cap, label
1009/C/TG Provetta conica 10ml, PS, tappo giallo Conical test tubes 10ml, PS, yellow cap
1009/C/TR Provetta conica 10ml, PS, tappo rosso Conical test tubes 10ml, PS, red cap
1009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
1009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10ml, PP, label
1009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/100 Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap
1009/MO/T/AL Provetta cilindrica 10ml, PP, tappo alettato Cylindrical test tubes 10ml, PP, cap with tongue
1009/MOITICS Provetta cilindrica 10ml, PP, tappo, confezione singola Cylindrical test tubes 10ml, PP, cap, individually wrapped
1009/MO/TB Provetta cilindrica 10ml, PP, tappo bianco Cylindrical test tubes 10ml, PP, white cap
1009/MO/TB/E Provetta cilindrica 10ml, PP, tappo bianco, con etichetta Cylindrical test tubes 10ml, PP, white cap, with label
1009/MOITE Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label
1009/MO/TG Provetta cilindrica 10ml, PP, tappo giallo Cylindrical test tubes 10ml, PP, yellow cap
1009/MO/TR Provetta cilindrica 10ml, PP, tappo rosso Cylindrical test tubes 10ml, PP, red cap
1009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
1009/MOCIT Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOC/TB Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap
1009/MOCITE Provetta conica 10ml, PP, tappo, etichetta Conical test tubes 10ml, PP, cap, label
1009/MOC/TR Provetta conica 10ml, PP, tappo rosso Conical test tubes 10ml, PP, red cap
1009/MOC/TR/E Provetta conica 10ml, PP, tappo rosso ed etichetta Conical test tubes 10ml, PP, red cap and label
1009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
1009/TB Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TBE/CS Provette cilindriche da 10ml, PS, bordo, graduate, @16x100mm Cylindrical test tubes 10ml, PS, cap
1009/TB/E Provetta cilindrica 10ml, PS, tappo bianco, efichetta Cylindrical test tubes 10ml, PS, white cap, label
1009/TB/E/RACK Provetta cilindrica 10ml, PS, tappo bianco, etichetta, in rack da 100 pcs Cylindrical test tubes 10ml, PS, white cap, label, in rack of 100 pieces
1009/TE Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label
1009/TE/CS Provette cilindriche 10ml, PS, @16x100mm, con bordo e tappo, Cylindrical test tubes 10ml, PS, cap, label
1009/TR Provetta cilindrica 10ml, PS, tappo rosso Cylindrical test tubes 10ml, PS, red cap
1009/TR/E Provette cilindr.da 10ml in PS graduate con bordo e etichetta Cylindrical test tubes 10ml, PS, red cap
1010/E Provetta cilindrica 3ml, PS, etichetta Cylindrical test tubes 3ml, PS, label
1010/MO/E Provetta cilindrica 3ml, PP, etichetta Cylindrical test tubes 3ml, PP, label
1010/MO/T Provetta cilindrica 3ml, PP, tappo Cylindrical test tubes 3ml, PP, cap
1010/MOITE Provetta cilindrica 3ml, PP, tappo, etichetta Cylindrical test tubes 3ml, PP, cap, label
1010/T Provetta cilindrica 3ml, PS, tappo Cylindrical test tubes 3ml, PS, cap
1010/TE Provetta cilindrica 3ml, PS, tappo, etichetta Cylindrical test tubes 3ml, PS, cap, label
10121 Provetta cilindrica in polipropilene 7ml Polypropylene cylindrical test tubes 7ml
10122 Provetta cilindrica in polipropilene 10ml Polypropylene cylindrical test tubes 10m/
10123 Provetta cilindrica in polipropilene 16ml Polypropylene cylindrical test tubes 16ml
10124 Provetta cilindrica in polipropilene 26ml Polypropylene cylindrical test tubes 26m/
10125 Provetta cilindrica in polipropilene 30ml Polypropylene cylindrical test tubes 30ml
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
10126 Provetta cilindrica in polipropilene 31ml Polypropylene cylindrical test tubes 31ml
10127 Provetta cilindrica in polipropilene 48ml Polypropylene cylindrical test tubes 48ml
10128 Provetta cilindrica in polipropilene 75ml Polypropylene cylindrical test tubes 75ml
10129 Provetta cilindrica in polipropilene 110ml Polypropylene cylindrical test tubes 110ml
10130 Provetta cilindrica in polipropilene 160ml Polypropylene cylindrical test tubes 160ml
10131 Provetta cilindrica in polipropilene 200ml Polypropylene cylindrical test tubes 200ml
1014 Provetta cilindrica per RIA 4ml, PS Cylindrical test tubes for RIA 4ml, PS
1014/C Provetta cilindrica per RIA 3ml, PS Cylindrical test tubes for RIA 3ml, PS
1014/C/T Provetta cilindrica per RIA 3ml, PS, tappo Cylindrical test tubes for RIA 3ml, PS, cap
1014/C+1008/C Provetta cilindrica per RIA 3ml, PS + tappo cod. 1008/C non inserito Cylindrical test tubes for RIA 3ml, PS + cap cod. 1008/C not inserted
1014+1128 Provetta cilindrica per RIA 4ml, PS + tappo cod. 1128 non inserito Cylindrical test tubes for RIA 4ml, PS + cap cod. 1128 not inserted
10150 Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100 ;jsstx%%es with screw cap and selfstanding base 10mi, ingiEReHERREC:
10150/E Provetta con tappo a vite e base appoggio 10ml, in PP, graduata, @16x100, | Test tubes with screw cap and selfstanding base 10ml, in PP, graduated,

con etichetta @16x100, with label

10160 Provetta con tappo a vite e base appoggio 5ml, in PP, graduata, @16x50 ;jsgxé%bes with screw cap and selfstanding base SEEEENESEEERNEE
10160/E Provetta tappo a vite e base appoggio 5ml, in PP, graduata, @16x50, etichetta | Test tubes crew cap, selfstanding base 5ml, in PP, graduated, @16x50, label
1018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
1018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
10181 Provetta cilindrica in polistirolo cristallo 7ml Polystyrene crystal cylindrical test tubes 7ml
10182 Provetta cilindrica in polistirolo cristallo 10ml Polystyrene crystal cylindrical test tubes 10m/
10183 Provetta cilindrica in polistirolo cristallo 16ml Polystyrene crystal cylindrical test tubes 16ml
10184 Provetta cilindrica in polistirolo cristallo 26ml Polystyrene crystal cylindrical test tubes 26ml
10185 Provetta cilindrica in polistirolo cristallo 30ml Polystyrene crystal cylindrical test tubes 30ml
10186 Provetta cilindrica in polistirolo cristallo 31ml Polystyrene crystal cylindrical test tubes 31ml
10187 Provetta cilindrica in polistirolo cristallo 48ml Polystyrene crystal cylindrical test tubes 48m/
10188 Provetta cilindrica in polistirolo cristallo 75ml Polystyrene crystal cylindrical test tubes 75ml
10189 Provetta cilindrica in polistirolo cristallo 110ml Polystyrene crystal cylindrical test tubes 110m/
10190 Provetta cilindrica in polistirolo cristallo 160ml Polystyrene crystal cylindrical test tubes 160ml
10191 Provetta cilindrica in polistirolo cristallo 200ml Polystyrene crystal cylindrical test tubes 200ml
10205 Provette cilindriche da 5ml, in PP, con tappo attaccato, Cylindrical test tubes 5ml, in PP, with hinged lid
10206 Provette cilindriche da 10ml, in PP, con tappo attaccato, Cylindrical test tubes 10ml, in PP, with hinged lid
10241 Provetta conica in TPX 10ml TPX conical test tubes 10ml
10242 Provetta conica in TPX 16ml TPX conical test tubes 16ml
1025 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1025/B Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5mi, PS
1025/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
1025/MO/B Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5mi, PP
10251 Provette in polietilene da 3 ml 3 ml test tubes in polyethylene
10252 Provette in polietilene da 5 ml 5 ml test tubes in polyethylene
1027 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
10271 Provetta conica in polipropilene 10ml Polypropylene conical test tubes 10ml
10272 Provetta conica in polipropilene 16ml Polypropylene conical test tubes 16ml
1028 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
1029 Tappo chiuso sul fondo per provetta @13, PE Stoppers closed at the bottom for test tubes @13, PE
1031 Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/500+1017 Provetta per urina 12ml, PS, tappo + etichette cod. 1017 Urine test tubes 12ml, PS, cap + labels cod. 1017
1031/CS Provetta per urina 12ml, PS, tappo, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/CS/PI Provetta per urina 12ml, PS, tappo presa igienica, confezione singola Urine test tubes 12ml, PS, cap, individually wrapped
1031/E Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/500 Provetta per urina 12ml, PS, tappo, etichetta Urine test tubes 12ml, PS, cap, label
1031/E/CS Provette per urina da 12ml, in PS, graduate, @17x105 mm, Urine test tubes 12ml, PS, cap, label
1031/E/S Provetta per urina 12ml, PS, etichetta Urine test tubes 12ml, PS, label
1031/G Provetta per urina 12ml, PS, tappo giallo non inserito Urine test tubes 12ml, PS, yellow cap not inserted
1031/S Provetta per urina 12ml, PS Urine test tubes 12ml, PS
1031/S/1500 Provetta per urina 12ml, in PS, confezioni da 1500pcs Urine test tubes 12ml, in PS, pack of 1500 pcs
1031/T Provetta per urina 12ml, PS, tappo Urine test tubes 12ml, PS, cap
1031/TE Provetta per urina 12ml, PS, tappo ed etichetta Urine test tubes 12ml, PS, cap and label
1034 Tappo per art. 1031/S, PE Caps for art. 1031/S, PE
1034.01 Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, red colour
1034.02 Tappo per art. 1031/S, PE, colore giallo Caps for art. 1031/S, PE, yellow colour
1034/R Tappo per art. 1031/S, PE, colore rosso Caps for art. 1031/S, PE, colour red
1035/E Provetta cilindrica fondo piatto 5ml, PS, etichetta Flat bottom cylindrical test tubes 5ml, PS, label
1035/MO/E Provetta cilindrica fondo piatto 5ml, PP, etichetta Flat bottom cylindrical test tubes 5ml, PP, etichetta
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
1035/MO/T Provetta cilindrica fondo piatto 5ml, PP, tappo Flat bottom cylindrical test tubes 5ml, PP, cap
1035/MOITE Provetta cilindrica fondo piatto 5ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PP, cap, label
1035/T Provetta cilindrica fondo piatto 5ml, PS, tappo Flat bottom cylindrical test tubes 5ml, PS, cap
1035/TE Provetta cilindrica fondo piatto 5ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PS, cap, label
10351 Provette coniche 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap
10351/E Provette coniche 50ml, PP, tappo a vite, etichetta Conical test tubes 50ml, PP, screw cap, label
10351/R Provette coniche 50ml, PP, tappo a vite rosso Conical test tubes 50ml, PP, red screw cap
10351/S Provette coniche 50ml, PP, tappo a vite azzurro non inserito Conical test tubes 50ml, PP, light blue cap not inserted
10352 Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap
10352/E Provetta conica 15ml, PP, tappo a vite, etichetta Conical test tubes 15ml, PP, screw cap, label
10352/R Provetta conica 15ml, PP, tappo a vite rosso Conical test tubes 15ml, PP, red screw cap
10361 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/B Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap
10361/E Provetta cilindrica 10ml, PS, tappo a vite, etichetta Cylindrical test tubes 10ml, PS, screw cap, label
10361/MO Provetta cilindrica 10ml, PP, tappo a vite Cylindrical test tubes 10mi, PP, screw cap
10361/MO/S Provetta cilindrica 10ml, PP, senza tappo a vite Cylindrical test tubes 10ml, PP, without screw cap
10361/R Provetta cilindrica 10ml, PS, tappo a vite rosso Cylindrical test tubes 10ml, PS, red screw cap
10361/S Provette cilindriche 10ml, PS tappo a vite a parte Cylindrical test tubes 10ml, PS, red screw cap not assembled
10362 Provetta cilindrica 15ml, PS, tappo a vite Cylindrical test tubes 15mi, PS, screw cap
10363 Provetta cilindrica 20ml, PS, tappo a vite Cylindrical test tubes 20mi, PS, screw cap
10363/R Provetta cilindrica 20ml, PS, tappo a vite rosso Cylindrical test tubes 20ml, PS, red screw cap
1038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
1038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
1038/MO/T Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/MO/T/100 Provetta cilindrica 5ml, PP, tappo, confezioni da 100 pcs Cylindrical test tubes 5ml, PP, cap, bags of 100 pcs
1038/MOITE Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label
1038/MO/TN Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap
1038/T Provetta cilindrica 5ml, PS, tappo Cylindrical test tubes 5ml, PS, cap
1038/TE Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
1038/TR/E Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label
10401 Tappo per provetta @12, PE Caps for test tubes @12, PE
10402 Tappo per provetta @16, PE Caps for test tubes @16, PE
10403 Tappo per provetta @14,5, PE Caps for test tubes @14.5 PE
10404 Tappo per provetta @18, PE Caps for test tubes @18, PE
10405 Tappo per provetta @24, PE Caps for test tubes @24, PE
10406 Tappo per provetta @30, PE Caps for test tubes @30, PE
10407 Tappo per provetta @35, PE Caps for test tubes @35, PE
10408 Tappo per provetta @40, PE Caps for test tubes @40, PE
10409 Tappo per provetta @45, PE Caps for test tubes @45, PE
10410 Tappo per provetta @50, PE Caps for test tubes @350, PE
10411 Tappo per provetta @20, PE Caps for test tubes 920, PE
1075 Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/250 Provetta cilindrica 5ml tipo SORVALL CW1, PS, confezioni da 250 pezzi Cylindrical test tubes 5ml SORVALL CW1 type, PS, bags of 250 pieces
1075/C Provetta conica da 4,5 mlin PS, @12 x 75 mm 4.5 ml conical test tubes in PS, @12 x 75 mm
1075/C/IT Provetta conica da 4,5 mlin PS, @12 x 75 mm, con tappo 4.5 ml conical test tubes in PS, @12 x 75 mm, with cap
1075/E Provetta cilindrica 5ml tipo SORVALL CW1, PS, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, label
1075/MO Provetta cilindrica 5ml tipo SORVALL CW1, PP Cylindrical test tubes 5ml SORVALL CW1 type, PP
1075/MOIT Provetta cilindrica 5ml tipo SORVALL CW1, PP, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PP, label
1075/MOC Provetta conica 5ml tipo SORVALL CW1, PP Conical test tubes 5ml SORVALL CW1 type, PP
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/S Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS
1075/T Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap
1075/TE Provetta cilindrica 5ml tipo SORVALL CW1, PS, tappo, etichetta Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap, label
1075+1128 Provetta cilindrica 5ml tipo SORVALL CW1, PS + tappo cod. 1128 Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128

1075+1128.02

Provette cilindriche 5ml PS tipo Sorvall, @12x75 mm con

Cylindrical test tubes 5ml SORVALL CW1 type, PS + cap cod. 1128.02

1124

Tappo antievaporazione, PE

Anti-Evaporation caps, PE

1127 Tappo alettato per provetta @16, PE Stoppers with tongues for test tubes @16, PE
1128 Tappo alettato per provetta @12, PE Stoppers with tongues for test tubes @12, PE
1130 Tappo alettato per provetta @13, PE Stoppers with tongues for test tubes @13, PE
1131 Provetta speciale per urina 12ml, PS, tappo Special urine test tubes 12ml, PS, cap

1131/E Provetta speciale per urina 12ml, PS, tappo, etichetta Special urine test tubes 12mi, PS, cap, label
1131/E/S Provetta speciale per urina 12ml, PS, etichetta Special urine test tubes 12ml, PS, etichetta
1131/G Provetta speciale per urina 12ml, PS, tappo giallo Special urine test tubes 12mi, PS, yellow cap
1131/S Provetta speciale per urina 12ml, PS Special urine test tubes 12ml, PS

1131/S/1500 Provetta speciale per urina 12ml, PS, confezioni da 1500 pcs Special urine test tubes 12ml, PS, pack of 1500 pcs
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ALLEGATO 1 alla Dichiarazione di Conformita 98/79/CE
Annex 1 to Declaration of Conformity 98/79/CE

Cob. DESCRIZIONE DESCRIPTION
1131/T Provetta speciale per urina 12ml, PS, tappo inserito Special urine test tubes 12ml, PS, with inserted cap
1134 Tappo presa igienica per art. 1131/S, PE, colore azzurro Caps with sanitari grip for art. 1131/S, PE, light blue colour
1134.01 Tappo presa igienica per art. 1131/S, PE, colore rosso Caps with sanitari grip for art. 1131/S, PE, red colour
1134.02 Tappo presa igienica per art. 1131/S, PE, colore giallo Caps with sanitari grip for art. 1131/S, PE, yellow colour
11452 Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
11452/E Provetta conica 15ml, PS, tappo a vite giallo, etichetta Conical test tubes 15ml, PS, yellow screw cap, label
11452/S Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap
1147 Tappo chiuso sul fondo per provetta @16, PE Stoppers closed at the bottom for test tubes @16, PE
1148 Tappo chiuso sul fondo per provetta @12, PE Stoppers closed at the bottom for test tubes @12, PE
11581 Provette coniche per centrifuga da 13,5ml in PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
1164 Provetta cilindrica 11x64, PS Cylindrical test tubes 11x64, PS
1168 Provette cilindriche da 1 mlin PS Cylindrical test tubes 1 mlin PS
11681 Provette coniche per centrifuga da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5m/ centrifuge conical test tubes in PP, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap
11681/E Provette coniche per gentrifuga _da 13,5ml in PP, graduate a 5ml e 10ml, | 13,5ml centrifuge conical _test tubes in PP, graduated at 5ml and 10mi,
@16x110mm, tappo a vite, con etichetta @16x110mm, screw cap, with label
1375 Provetta cilindrica 13x75, PS Cylindrical test tubes 13x75, PS
1375/E Provetta cilindrica 13x75, PS, etichetta Cylindrical test tubes 13x75, PS, label
1375/MO Provetta cilindrica 13x75, PP Cylindrical test tubes 13x75, PP
1375/MOIT Provetta cilindrica 13x75, PP, tappo Cylindrical test tubes 13x75, PS, cap
1375/MOITE Provetta cilindrica 13x75, PP, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
1375/S PROVETTE CILINDRICHE 13X75 PS SENZA BORDO Cylindrical test tubes 13x75, PS
1375/T Provetta cilindrica 13x75, PS, tappo Cylindrical test tubes 13x75, PS, tappo
1375/T/E Provetta cilindrica 13x75, PS, tappo, etichetta Cylindrical test tubes 13x75, PS, cap, label
15331/TE/R Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta, in rack | Urine test tubes for instruments 10ml, PS, cap, label, in rack
15361 Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura | 10 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x100mm, tappo a vite @16x100 mm, screw cap
— ) . 10 ml cylindrical test tubes in PP, writing surface and scree-printed graduation,
15361/MO Provette cilindriche 10ml in PP, graduate serigrafate, con @16x100 mm, screw cap
15362 Provette cilindriche da 15ml in PS, scala graduate e banda di scrittura | 15 ml cylindrical test tubes in PS, writing surface and scree-printed graduation,
serigrafata, @16x120mm, tappo a vite @16x120 mm, screw cap
1625 Provetta cilindrica fondo piatto 5ml, PS Flat bottom cylindrical test tubes 5ml, PS
1625/MO Provetta cilindrica fondo piatto 5ml, PP Flat bottom cylindrical test tubes 5ml, PP
1650.01 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
' bordo, colore BLU BLUE colour
1650.02 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
X bordo, colore ROSSO RED colour
1650.03 Provette cilindriche in PS da 20 ml, @16 x 150 mm, non graduate, senza | 20 ml cylindrycal test tubes in PS, @16 x 150 mm, non graduated, without rim,
) bordo, colore VERDE GREEN colour
1675 Provetta cilindrica 16x75, PS Cylindrical test tubes 16x75, PS
1675/MO Provetta cilindrica 16x75, PP Cylindrical test tubes 16x75, PP
1675MO+1147+CUP | Kit di provetta in PP @16x75 + tappo presa igienica bianco + Cylindrical test tubes 16x75, PP
20351 Provetta conica 50ml, PP, tappo a vite, base di appoggio Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/P Provette coniche PP 50ml, con base d'appoggio, tappo a vite Conical test tubes 50ml, PP, with screw cap, selfstanding base
20351/S Provette coniche PP 50ml, base d'appoggio, senza tappo, Conical test tubes 50ml, PP, without screw cap, selfstanding base
5005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/C/S Provetta conica 10ml, PS Conical test tubes 10ml, PS
5005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/S Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
5005/MO/T Provette cilindriche da 10ml, in PP, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PP
5005/MOC Provette coniche da 10ml in PP non graduate, senza bordo, Conical test tubes 10ml, PP
5005/MOC/S Provetta conica 10ml, PP Conical test tubes 10ml, PP
5005/MOC/T Provetta conica 10ml, PP, con tappo Conical test tubes 10ml, PP, with cap
5005/S Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
5005/S/K Provette cilindriche da 10ml, in PS, senza bordo, @16x100 mm Cylindrical test tubes 10ml, PS
5005/S/K/100 Provette cilindriche da 10ml, PS, senza bordo, @ 16x100 mm, Cylindrical test tubes 10ml, PS
5005/S/TE Provetta cilindrica 10ml, PS, con tappo ed etichetta Cylindrical test tubes 10ml, PS, with cap and label
5006 Provetta cilindrica 11,5x55, PS Cylindrical test tubes 11,5x55, PS
5006/C/T Provetta cilindrica 11,5x55, PS, con tappo Cylindrical test tubes 11,5x55, PS, con tappo
5006/MO Provetta cilindrica 11,5x55, PP Cylindrical test tubes 11,5x55, PP
5006/T Provetta cilindrica 11,5x55, PS, tappo Cylindrical test tubes 11,5x55, PS, cap
5006T Provette cilindriche da 3ml, in PS non graduate, con tappo, Cylindrical test tubes 11,5x55, PS, cap
5018 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
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Cob. DESCRIZIONE DESCRIPTION
5018/1000 Provetta cilindrica 5ml, PS Cylindrical test tubes 5ml, PS
5018/MO Provetta cilindrica 5ml, PP Cylindrical test tubes 5ml, PP
50351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50ml conical _tgst tubes in PP, screw cap, @30x115 mm, serigraphed graduated

graduata ed area di scrittura serigrafata scale and writing surface
50352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated
graduata ed area di scrittura serigrafata scale and writing surface

5038/E Provetta cilindrica 5ml, PS, etichetta Cylindrical test tubes 5ml, PS, label
5038/MO/E Provetta cilindrica 5ml, PP, etichetta Cylindrical test tubes 5ml, PP, label
5112 Provetta cilindrica fondo piatto 3ml, PS Flat bottom cylindrical test tubes 3ml, PS
5112/E Provetta cilindrica fondo piatto 3ml, PS, etichetta Flat bottom cylindrical test tubes 3ml, PS, label
5112/MO Provetta cilindrica fondo piatto 3ml, PP Flat bottom cylindrical test tubes 3ml, PP
5112/MO/E Provetta cilindrica fondo piatto 3ml, PP, etichetta Flat bottom cylindrical test tubes 3ml, PP, label
5112/MO/T Provetta cilindrica fondo piatto 3ml, PP, tappo Flat bottom cylindrical test tubes 3ml, PP, cap
5112/MO/TAL Provetta cilindrica fondo piatto 3ml, PP, tappo alettato Flat bottom cylindrical test tubes 3ml, PP, cap with tongues
5112/MOITE Provetta cilindrica fondo piatto 3ml, PP, tappo, efichetta Flat bottom cylindrical test tubes 3ml, PP, cap, label
5112/MOR Provette cilindriche 3ml in PP Random, fondo piatto, graduate Flat bottom cylindrical test tubes 3mi, PP, cap, label
5112/T Provetta cilindrica fondo piatto 3ml, PS, tappo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/T/100 Provette cilindriche 3ml in PS fondo piatto,graduate,bordo Flat bottom cylindrical test tubes 3ml, PS, cap
5112/TE Provetta cilindrica fondo piatto 3ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 3ml, PS, cap, label
5122 Tappi esterni per provette sottovuoto @12-13, PE External caps for vacuum test tubes @12-13, PE
5126 Tappi esterni per provette sottovuoto @15-16, PE External caps for vacuum test tubes @15-16, PE
5127 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @16 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @16 mm
5129 Re-Cap - Tappi per richiusura provette sottovuoto, rosso, x provette @13 mm | Re-Cap - Reclosing caps for vacuum test tubes, red, for test tubes @13 mm
5140 Provetta cilindrica 20ml, PS Cylindrical test tubes 20ml, PS
5140/E Provetta cilindrica 20ml, PS, etichetta Cylindrical test tubes 20ml, PS, label
5140/MO Provetta cilindrica 20ml, PP Cylindrical test tubes 20ml, PP
5140/MO/E Provette cilindriche da 20ml, in PP, senza bordo, @16x150 mm Cylindrical test tubes 20ml, PP, label
5140/MOIT Provetta cilindrica 20ml, PP, tappo Cylindrical test tubes 20mi, PP, cap
5140/MO/TE Provetta cilindrica 20ml, PP, etichetta, tappo Cylindrical test tubes 20ml, PP, label, cap
5140/T Provetta cilindrica 20ml, PS, tappo Cylindrical test tubes 20ml, PS, cap
5140/TE Provetta cilindrica 20ml, PS, etichetta, tappo Cylindrical test tubes 20ml, PS, label, cap
5140MO/E Provetta cilindrica 20ml, PP, etichetta Cylindrical test tubes 20ml, PP, label
5250 Provetta cilindrica 25ml, PP Cylindrical test tubes 25ml, PP
5250/MO Provetta cilindrica 25ml, PS Cylindrical test tubes 25ml, PS
5331 Provetta per urina per strumenti automatici 10ml, PS, tappo Urine test tubes for instruments 10ml, PS, cap
5331/S Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/ST Provetta per urina per strumenti automatici 10ml, PS Urine test tubes for instruments 10ml, PS
5331/TE Provetta per urina per strumenti automatici 10ml, PS, tappo, etichetta Urine test tubes for instruments 10ml, PS, cap, label
5555 Provetta cilindrica 10ml, PMMA Cylindrical test tubes 10ml, PMMA
5555/E Provetta cilindrica 10ml, PMMA, etichetta Cylindrical test tubes 10ml, PMMA, label
5555/T Provetta cilindrica 10ml, PMMA, tappo Cylindrical test tubes 10ml, PMMA, cap
5555/TE Provetta cilindrica 10ml, PMMA, tappo, etichetta Cylindrical test tubes 10ml, PMMA, cap, label
5558 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5558/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
5558/T Provetta cilindrica 5ml, PMMA, tappo Cylindrical test tubes 5ml, PMMA, cap
5558/TE Provetta cilindrica 5ml, PMMA, tappo, etichetta Cylindrical test tubes 5ml, PMMA, cap, label
5575 Provetta cilindrica 5ml, PMMA Cylindrical test tubes 5ml, PMMA
5575/E Provetta cilindrica 5ml, PMMA, etichetta Cylindrical test tubes 5ml, PMMA, label
6005 Provetta cilindrica 10ml, PS Cylindrical test tubes 10ml, PS
6005/250 Provette cilindriche da 10ml, in PS, con bordo, graduate, Cylindrical test tubes 10ml, PS
6005/C Provetta conica 10ml, PS Conical test tubes 10ml, PS
6005/C/50 Provetta conica 10ml, PS, confezioni da 50 pezzi Conical test tubes 10ml, PS, bags of 50 pieces
6005/C/500 Provetta conica 10ml, PS, confezioni da 500 pezzi Conical test tubes 10ml, PS, bags of 500 pieces
6005/C/T Provetta conica 10ml, PS, con tappo Conical test tubes 10ml, PS, with cap
6005/MO Provetta cilindrica 10ml, PP Cylindrical test tubes 10ml, PP
6005/MO/250 Provette cilindriche da 10ml, in PP, con bordo, graduate, Cylindrical test tubes 10ml, PP
6005/MOC Provetta conica 10ml, PP Conical test tubes 10ml, PP
6009/C/E Provetta conica 10ml, PS, etichetta Conical test tubes 10ml, PS, label
6009/C/T Provetta conica 10ml, PS, tappo Conical test tubes 10ml, PS, cap
6009/C/TR/E Provetta conica 10ml, PS, etichetta, tappo rosso Conical test tubes 10ml, PS, label, red cap
6009/E Provetta cilindrica 10ml, PS, etichetta Cylindrical test tubes 10ml, PS, label
6009/MO/E Provetta cilindrica 10ml, PP, etichetta Cylindrical test tubes 10mi, PP, label
6009/MO/T Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10ml, PP, cap
6009/MO/TB/E Provetta cilindrica 10ml, PP, etichetta, tappo bianco Cylindrical test tubes 10ml, PP, label, white cap
6009/MOITE Provetta cilindrica 10ml, PP, etichetta, tappo Cylindrical test tubes 10ml, PP, label, cap
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graduata ed area di scrittura serigrafata, in rack

Cob. DESCRIZIONE DESCRIPTION
6009/MOC/E Provetta conica 10ml, PP, etichetta Conical test tubes 10ml, PP, label
6009/T Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10ml, PS, cap
6013 Provetta cilindrica 7ml, PS Cylindrical test tubes 7ml, PS
6013/MO Provetta cilindrica 7ml, in PP Cylindrical test tubes 7ml, in PP
65351 Provette coniche 50ml in PP, con tappo a vite, @30x115 mm, con scala | 50ml conical test tubes in PP, screw cap, @30x115 mm, serigraphed graduated
raduata ed area di scrittura serigrafata, in rack scale and writing surface, in rack
65352 Provette coniche 15ml in PP, con tappo a vite, @17x120 mm, con scala | 15ml conical test tubes in PP, screw cap, @17x120 mm, serigraphed graduated

scale and writing surface, in rack
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EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Name und Adresse des Herstellers: / BOEN HEALTHCARE CO.,LTD
Name and address of the manufacturer: / Unit 602, International Center, No.535, Shenxu Road,
Nom et adresse du fabricant: / Suzhou, 215021, Jiangsu, China

Nome e indirizzo del fabbricante:

Wir erklaren in alleiniger Verantwortung, dass / We declare under our sole responsibility that /
Nous déclarons sous notre propre responsabilité que / Dichiariamo sotto la sola responsabilita che

das Medizinprodukt: / Stool Container
the medical device: /
le dispositif médical: /
il dispositivo medico:

der Klasse: / Common/Others IVD

of class: / (Devices of NOT Annex Il and NOT self-test)
de la classe: /

di classe:

(IVDD, Artikel 9 Absatz 1) nicht Teil der Liste A und B von Anhang Il sein / (IVDD, Article9(1)) not be part of list A & B of annex Il
(IVDD, article 9, paragraphe 1) ne fait pas partie de la liste A et B de I'annexe Il / (IVDD, articolo 9, paragrafo 1) non fanno parte dell'elenco A e B
dell'allegato I

den einschlagigen Bestimmungen der Medizinprodukte-Richtlinie 98/79/EG und deren Umsetzungen in nationale
Gesetze entspricht. Die Erklarung gilt in Verbindung mit dem zum Produkt gehérigen ,,Endpriifprotokoll. /

meets the provisions of the directive 98/79/EC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the “final inspection report” of the device. /

remplit toutes les exigences de la directive sur les dispositifs médicaux 98/79/EC et de ses transpositions en droit
national qui le concernent. La déclaration est valable si elle est associée au «rapport de 'inspection finale» du produit. /

soddisfa tutte le disposizioni della direttiva 98/79/EC e della loro trasposizione nel diritto nazionale che lo riguardano.
Questa dichiarazione & valida in congiunzione con il “rapporto di ispezione finale” del prodotto.

Konformitatsbewertungsverfahren: / Anhang lll (voraussichtlicher Punkt 6) der IVDD 98/79 /
Conformity assessment procedure: / EG Annex lll (expect point 6) of IVDD 98/79/EC
Procédure d’évaluation de la conformité: / Annexe lll (sauf le point 6) de I'lVDD 98/79 / CE
Procedura di valutazione della conformita: Allegato lll (aspettarsi il punto 6) dell'lVDD 98/79 / CE

Registrier-Nr.: /
Registration No.: /
N°d’enregistrement: /
Numero di registrazione:

Benannte Stelle: /
Notified Body: /
Organisme notifié: /
Organismo notificato:

CE

\' .'-"- -- P
Suzhou, 201.05.26 Generiﬁaﬁagqf }
~\
AN

AN = =
Ort, Datum / Place, date / Name und Fi ion f‘Nagje a#’nd functio
Lieu, date / Luogo, data Nom et fonction mégguﬁ_lecEﬁ? np s



Vo APTACA

Aptaca S.p.A. Regione Monforte, 30 - 14053 Canelli (Asti) Italy
Tel. (+39) 0141/83.50.75 — Fax (+39) 0141/83.52.92
E-Mail: info@aptaca.com — Website: www.aptaca.com

CERTIFIED COMPANY UNI EN ISO 9001 & UNI CEI EN ISO 13485

SCHEDA TECNICA PRODOTTO
TECHNICAL DATA SHEET

DATA EMISSIONE / DATE OF ISSUE f
21.01.2021 j

CODICE ARTICOLO:
ITEM CODE: 1009/C/TE

DESCRIZIONE / DESCRIPTION

PROVETTA CONICA DA 10ML

Provette coniche @16x100 mm da 10 ml, graduata, con bordo.
Prodotte in polistirolo cristallo (PS) ad alta trasparenza. Provette
fornite con tappo in polietilene (PE) di colore azzurro con bordo
zigrinato che garantisce una apertura ed una chiusura facile e
sicura. Con etichetta autoadesiva applicata. Non sterili in
sacchetti da 250 pezzi. Dispositivo Latex free

10ML CONICAL TEST TUBE

Conical test tubes @16x100 mm, graduated, with rim.
Manufactured in crystal polystyrene (PS), high transparency.
Test tubes supplied with inserted light blue polyethylene (PE) cap
with milled rim allowing a safe and easy opening/closing. With
applied self-adhesive label. Not sterile in bags of 250 pieces.
Latex free device

Prodotto con marchio CE - conforme alla Direttiva 98/79/CE e al D.Igs 332 del 08/09/2000
CE Marked product - manufactured in compliance with 98/79/CE Directive and D.lgs 332 dtd 08/09/2000

CARATTERISTICHE PRINCIPALI ‘ TECHNICAL FEATURES
Stato microbiologico NON STERILE /NOT STERILE Microbilogical status
Materiale impiegato provetta POLISTIROLO / POLYSTYRENE Raw material — Test tube
Materiale impiegato tappo POLIETILENE / POLYETHYLENE Raw material - cap
Temperature tollerate provetta MIN -10°C MAX +70°C Temperature range - test tube
Temperature tollerate tappo MIN -50°C MAX +80°C Temperature range - cap
Dimensioni provetta (mm) @16 x 100 Dimensions - test tube (mm)
Dimensione tappo (mm) @17 x20 Dimensions — cap (mm)
Volume (ml) 10,0 Volume (ml)
Volume nominale (ml) 12,5 Nominal volume (ml)
Scala graduata 0,5-1,0-2,5-5,0-10,0 Graduated scale
Spessore (mm) 1,0 Thickness (mm)
Peso provetta (gr.) 4,05 Weight - test tube (gr.)
Peso tappo (gr.) 1,0 Weight — cap (gr.)
Validita del prodotto 5 ANNI/ YEARS Shelf life
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DESTINAZIONE D’USO / INTENDED PURPOSE

La destinazione e quella di “DISPOSITIVO MEDICO DIAGNOSTICO IN VITRO” atto a contenere un campione biologico umano
(per esempio urina, sangue, sperma, saliva, espettorato, pus, etc) al fine di effettuare analisi diagnostiche di laboratorio.
Il dispositivo in oggetto é destinato esclusivamente ad uso professionale.

Classificazione Nazionale Dispositivi Medici (CND) > W050301020102 (Provette senza additivi in materiale plastico
per analisi)

Repertorio Nazionale dei Dispositivi Medici (RDM) > 1896379/R

Classificazione EDMA > 51091001 - Other containers for samples of human origin

Intended purpose is “IN VITRO MEDICAL DEVICE” adapted to contain a human biological sample (for example urine, blood,
semen, saliva, sputum, pus, etc) in order to perform diagnostic analysis laboratory. For professional use only.
National classification of medical devices (CND - For Italian law) > W050301020102 (Samples analyses, plastic
tubes without additives).

EDMA code > 51091001 - Other containers for samples of human origin

AVVERTENZE PER L’USO / OPERATING INSTRUCTIONS

Non avvicinare il dispositivo alla famma o a fonti di calore che lo potrebbero danneggiare.
Keep out of flame or heat sources which might damage the product

Non utilizzare il prodotto scaduto o con la confezione aperta
Do not use after expiry date or if packing is opened

Non riutilizzare: Dispositivo monouso
Do not re-use: Disposable device

Non variare la destinazione d’'uso
Do not vary the intended purpose of the product

Prodotto non adatto ai bambini
Keep out of reach of children

Conservare in luogo asciutto, Temperatura min -10°C max +50°C
Store in dry place, Temperature range: min -10°C max +50°C

Smaltimento: utilizzare gli appositi D.P.I e smaltire secondo le normative vigenti
Disposal: use appropriate personal protective equipment and act according to applicable regulations

Prima dell’'utilizzo con sostanze particolari consultare sul catalogo le tabelle di resistenza/compatibilita dei materiali.
Before use with particular substance check the resistance / compatibility chart on our catalogue

L’'uso in centrifuga non deve superare la velocita massima di 3.000 r.p.m. per un massimo di 20 min.
For a maximum centrifuge speed of 3,000 r.p.m to be kept for 20” max

IMBALLO / PACKING

Quantita (pz): Confezione interna (pz): QUANTITA MINIMA VENDIBILE

Quantity (pcs): 3.000 Internal packing (pcs): 250 MINIMUM SALEABLE QUANTITY
Misura esterna scatola (cm): Peso (Kg): Volume (m3):
External box dimensions (cm): 60,5x43x54,5 Weight (Kg): 18,2 Volume (m3): 0,142

SIMBOLI UTILIZZATI SULL’IMBALLO / PACKING SYMBOLS
Data di fabbricazione g Data di scadenza i: Consultare i documenti accompagnatori

(£

Manufacturing date Expiry date Please consult accompanying documents
o Numero di lotto ® Monouso
Lot number Disposable
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LORNE LABORATORIES LTD c €
Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley, Berkshire, RG6 4UT

United Kingdom

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

CERTIFICATE OF ANALYSIS

DESCRIPTION LOT NO. EXPIRY PRODUCT CODE
LE Latex Kit 315040 2022-06 840050
STORAGE: Refrigerated at 2 — 8°C. Protect from light. Do not freeze.
SHIPPING: This product has data supporting stability tolerance during fluctuations in

ambient shipping temperature.

This product is in compliance with MEDICAL DEVICES REGULATIONS 2002 for Annex 3 and Self-
Certification. This product was manufactured, packaged and tested in accordance with LORNE
QUALITY SYSTEMS and meets all product specifications.

We certify that this product has been released as meeting all our acceptance criteria

If applicable:

e  Components from human origin have been tested and found negative for the presence of antibody to HIV as well as
HBsAg and HCV. However handle cautiously as potentially infectious.

e  This product was tested by methods described in the manufacturers package insert.

e  This product is intended for In Vitro Diagnostic use only.

e  This product contains <0.1% sodium azide.

APPROVED BY: f DATE: 19 January 2021

Eddy Velthuis
Technical Director
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CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM
Facility ID: FO01410

UL Medical Regulatory Services of UL LLC® (UL Solutions) issues this certificate to the Firm named above,
after auditing the Firm’s quality management system and finding it in conformance per the defined scope with
respect to:

ISO 13485:2016
EN ISO 13485:2016

with additional regulatory requirements listed on final page of this certificate.

The design and manufacture of in vitro diagnostic reagents for the detection of the blood groups.

‘Hﬂmﬂmn!“ﬂ!ﬂﬂmﬁAHHIHEEIAM

Authorized by
MMQ
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Check Certificate Status:

Paul Hilgeman here
Senior Business Manager - Medical —

CMIT — Medical Regulatory
File Number A12241 Cycle Start Date May 23, 2023
Certificate Number 1459.230523 Effective Date May 23, 2023
Initial Issue Date June 26, 2018 Expiry Date May 22, 2026

This quality system registration is included in UL’s Directory of Registered Firms and applies to the provision of goods
and/or services as specified in the scope of registration from the address(es) shown above. By issuance of this certificate
the firm represents that it will maintain its registration in accordance with the applicable requirements. This certificate is
not transferable and remains the property of UL Medical and Regulatory Services of UL LLC® (UL Solutions).
Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized fUL Solutions
.y . . 333 Pfingsten Road
Auditing Organization Northbrook, IL 60062-2096 USA
MDSAP
Form-ULID-000725 Issue 5.0 UL and the UL logo are trademarks of UL LLC © 2023
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U|_ Solutions

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd
Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berkshire RG6 4UT UNITED KINGDOM
Facility ID: F001410

Additional Regulatory Requirements

Brazil:

- RDC ANVISA n. 665/2022
- RDC ANVISA n. 551/2021
- RDC ANVISA n. 67/2009

Canada:
- Medical Devices Regulations — Part 1- SOR 98/282
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MACHOPT

Hafiop pearenToB ans 0KpACKH MHKDOOPTAHH3MOE 10O merony I'pam 100 onp. x 1 mn
«Oxpacka no I'pamy-100 {(byrcun)»

Cepun  19806/640824  Jata emimycka  08.2024 Tonenno.. . 08.2025

Komiuectso HaGopos B cepuu, 1000’
Hanmenosanne noxazarens Tpebopanna HT] PesynnTatel ananusa
npeanpHATHA

1. Brewnnii sug

1.1 PacTBOp reHnpmana HKHaKocTs HACEILOEHHOTO CooreercTByer

dHOIETOBOTO TeMHO-(HOIETOBOIC OBETa

1.2 Pacteop Jhoroma KnaxocTk TEMHO-XeNTOro CooTBeTCTBYET
nBeTa

1.3 Pacteop dykcitna Hunx HKuaKoCTe TEMHO-BHIIHEBOTO CooTBéTCTBYET
OoBeTa

2. HoxasaTens NPABHILHOCTH ONPEACICHHA N0 PE3YILTATAM MHKPOCKOIHH _
OKPALIEHABIX NPENAPATOB.

2.1 «Staphylococcus KoxkkxopHIHbIE KNeTEH

epidermidis» (HONETOBOrO HIIH CHHErO LIBETa, Coorpercryer
Tect mramm Ne 9198

2.2 «Escherichia coli» KpymHEIe nanoyxn pososoro CooTBeTCTBYET
Tect mrramm Ne K109 MINH KPACHOrO LUBETa

Saxmouenne OKK Q00 «Arar-Meny:
Cepus 19806/640824 tpeSonanmsiv HT]] npeanpusTisa cOOTBETCTBYET.
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CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex IV, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de /In favour of:

Fabricante/Manufacturer:

Nombre/Name: DIA. Pro Diagnostic Bioprobes S.r.l.
Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccién/Address: Idem

Para el producto/For the product:

Categoria/Category: Productos Sanitarios para Diagnéstico “In Vitre” / In Vitro Diagnostic Medical Devices
Grupo genérico/Generic group: Diagndstico de enfermedades infecciosas / Diagnostic of infectious diseases
Tipo/Type: Especificados en Anexos de este Certificado/Specified in Annexes to this Certificate.

Elaborado en/In the facilities:

Dia. Pro Diagnostic Bioprobes S.r.l.
Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).

Este certificado debe ir acompariado por el certificado CE de Sistema de Garantia de Calidad Total N°
2003 12 0388 CT/ This certificate must be accompanied by the EC Full Quality Assurance System
Certificate N° 2003 12 0388 CT.

Este certificado es consecuencia de la evaluacion de la documentacion técnica del disefio contenida en el
expediente N° 2003 05 0240, y garantiza que el disefio de los productos descritos cumple los requisitos de
la Directiva/ This certificate is issued on the assessment of the design documentation contained in dossier
N° 2003 05 0240, and guarantees that the design of the described products fulfil the requirements of the
Directive.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTIOS Y PRODUCTOS SANITARIOS

ageﬂcia es ~
' ' ' . Panola
' med.CameMos de
Productog y

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 1 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89



CERTIFICADO DE EXAMEN CE DE DISENO
de acuerdo con el Anexo 1V, punto 4, de la Directiva 98/79/CE

EC DESIGN-EXAMINATION CERTIFICATE
in accordance with Annex 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 11/12/2003
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2003 12 0393 ED Desde/From 19/11/2018 Hasta/To 18/11/2023 0318

A favor de/In favour of:

Fabricante/Manufacturer:

Nombre/Name: Dia. Pro Diagnostic Bioprobes S.r.l.

Direccion/Address: Via G. Carducci, 27 -20099- Sesto San Giovanni — Milano (Italy).
Representante autorizado ante la UE/Authorized EU representative:

Nombre/Name: Idem Direccion/Address: ldem

Tipo de producto / Device type: Reactivos y productos reactivos, calibradores y materiales de control
para el diagndstico de enfermedades infecciosas / Reagents, and reagent products, calibrators and control
materials for diagnostic of human infectious diseases.

Clasificacion/Classification: Lista A, Anexo Il / List A, Annex Il

Reactivos y productos reactivos para la determinacion, confirmacion y cuantificacion en muestras
humanas de marcadores de infeccion por Hepatitis D, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis D infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HDV Ab ELISA cualitativo / ELISA qualitative
- DAB.CE (96 tests)

Este certificado ampara todas las marcas de estos productos incluidas por el fabricante en su
declaracion de conformidad. / This certificate covers all trademarks of these products included by the
manufacturer in his declaration of conformity.

Madriq, 19 de noviembre de 2018
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: GJEC8290C8
Fecha de la firma: 19/11/2018

Puede comprobar la autenticidad del documento en la aplicacion Localizador de la Web de la AEMPS

[ CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
0n0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

ORGANISMO NOTIFICADO 0318 Fax: (+34) 91.822.52.89
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Certificate of Registration

AO Vector-Best

3, Pasechnaya str., Novosibirsk, 630117, Russian Federation

in recognition of the organization's Quality Management System which complies with

ISO 13485:2016

The scope of activities covered by this certificate is defined below

Design, Development, and Production of In Vitro Diagnostic Medical Devices

(ELISA, PCR)
~ certificate Number 209535/A/0003/UK/En 33,
H“mﬁmm the: mm\%@n hmﬁm\ﬁi"" R e T s s Enj refers to g chent

Date of Issue of Certification Issue

Cycle Nurnber Certificate Expiry Date Certification Cycle
| 050ctober2022 1 040ctober2025 1
Revision Date Rtsiom Original Certificate Issue Date Scheme Number
Number
~ 060ctober2022 1 050ctober2022 n/a

For detailed explanation for the data fields above, refer to http://www.urs-holdings.com/ logos-and-regulations

«

Issued by é_}; On behalf of the Schemes Manager

UKAS
MANAGEMENT
SYSTEMS

0043

1 theea is any doubl a8 1o the suthentichy of this certilicate, plesse do not hesitate o cantact the Head Office of the Group an InfofDurs-cesilication com.

RS Is @ memiber of United Registrar of Systems (Heldings) Lid, United House, 4 Hintan Road, Boumemouth, BHL 2EE, UK Company Registration no, 5258466 1



		2024-11-25T08:53:06+0200
	Moldova
	MoldSign Signature




