OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pummaecknii anpec: 109028, Pocens, . Mockea, CepedpsHuteckas nabepexras, 1. 27,

sraxk 4, moM. 1, koM. 17
Tenedon: 8 (800) 1000-730, c-mail: info@eacaudit.ru

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(HAMMEHOBAHHE TTALA)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k. 12

(tTopuardeckHit aapec i)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A

(axTHICCKME wpec L)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTHO®HKAILIHHM OO0 «'OPTECT»

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0punugeckuit agpec: 109028, Poceus, . Mockea, CepeGpanudcckan nabepexnas, 1. 27,

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

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

«EAC AUDIT»
Perucrpauuonnbiii Homep Ne 04EAC1.CM.03842

BEIJTAHO HA OCHOBAHHWH PEIUEHMS O BBIJAYE CEPTU®HKATA COOTBETCTBHA
CUCTEMBI MEHE/[KMEHTA KAYECTBA U3JIEJUNA MEAMUMHCKHAX

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

105173, Poceus, r. Mockea, yiu. I'nasHas, 1. 6, kB. 12

(HOPHITHYECRIT aTipec THIT)

143906, Poccus, Mocxosekas obaacts, r. Banammxa, kaprai Ilurauncoso, 1. 88A

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

OPT'AH ITO CEPTU®PHKAIIMH 000 «I'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpuaHueckuii agpec: 109028, Poceus, ©. Mockea, Cepelpanudeckas Habepexnas, u. 27,

arak 4, noM. 1, ko, 17
Teaedou: 8 (800) 1000-730, e-mail: info@cacaudit.ru

CEPTUPUKAT COOTBETCTBUA AYAUTOPA
Perncrpanuonnsiii nomep Ne 04EAC1.CM.03842-02

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

cooTBeTCTBYeT  TpeGoBaHMsM  cucreMmbl  JjoOpoBonpHON  ceprudukanmmu  «EAC  AUDIT»,
NpeassSBASEMBEIM K ayIUTOpaM BHYTPEHHUX MPOBEPOK CUCTEMBI MEHE/KMEHTA KauecTBa H3JIEeNui
Menunurckux Ha coorBercrsue craHmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «Usnemms
MeguupHckue.  CHcTeMBl  MeHemKMeHTa  kadecTsa, CucremHele TpeGoBaHMs  Jna  Lenei
PETYTHPOBAHUA»

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

IO TEXHUMUECKOMY PEIYJIMPOBAHWIO W METPOJIOIMH
CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P
«EAC AUDIT»

PEI'MCTPALIMOHHBIN IIOMEP POCC RU.32028.04EACI
OPI'AH I1O CEPTHOHUKALIMH OO0 «'"OPTECT»
PEFHCTPATIHOI‘IHLIH HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, . Mockera, Cepebpannueckas nadepexkHan, 1. 27,
oTax 4, nom. 1, kom. 17

Tenedon: 8 (800) 1000-730, e-mail: info@eacaudit.ru

CEPTU®UKAT COOTBETCTBUSA AYAUTOPA
Perncrpauuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGOBaHMAM  CHCTEMbI  106poBonbHOM  ceprudukammu  «EAC  AUDIT»,
NpeaBABIAEeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa M3Je/i
MEIMOWHCKHX Ha coorsercrsue cranmapry T'OCT ISO 13485-2017 (ISO 13485:2016) «Msnenus

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

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

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

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

per i seguenti Processi
concerning the following kinds of Processes

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

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

i presente Certificato & soggetto al rispetto delle condizioni stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requirements established in the Rules for the ceftification in force applicable.
/I caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certificato, fare riferimento alla lingua italiana
I cases of d;scre/)011C)/ between the languages used in\the translation of the content of this certificate, please refer to the Italian language

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

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

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

A Settore IAF14 29 = ACCREDIA ¢

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

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

Name
Address

Country
Representative:

Name
Address

Country
Telephone
Fax Number

Place and date:

Signature:
Name:
Title:

Declaration of Conformity

Product Identification

Product name Model/Type
Microstrip Reader Stat Fax 300 serigs
Stat Fax 4700 series
Stat Fax1900 series

Chemistry Analyzer |

ChemWell 2900 series

Stat Fax 3300 series

Stat Fax 4500 series
ChemWell-T 4600 series
ChemWell Fusion 4800 series

Microplate Reader

Stat Fax 2100 series
Stat Fax 3200 series
Stat Fax 4200 series

Incubator / Shaker

Stat Fax 2200 series

Microplate Washer

Stat Fax 2600 series

Electrolyte Analyzer ISE 3900 series
LumiStat 4100 series

Luminometer LuMate 4400 series
LumiStat 4900 series

Microplate Reader

ChroMate 4300 series

Manufacturer

: Awareness Technology, Inc.
: 1935 SW Martin Hwy

Palm City, Florida 34991

:USA

Authorized Representative
in Europe

: Emergo Europe
: Molenstraat 15

2513 BH The Hague

. The Netherlands
: +31 70 345 8570
: +3170 346 7299

Means of Conformity
Awareness Technology, Inc. declares that the product
listed is in conformity with the Annex Ill, essential
requirements and provisions of Council Directive:
98/79/EC and is in conformance with the following
standards: EN 61326-1 EMC/ EN 61010-1 Safety

Self-certified under the principles of ISO 13485:2003
Registered Medical Device Quality System under ISO
13485:2003

Awareness Technology, Inc. October 26, 2016

7

Steve Andrus

Quality Manager
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OEAEPAABHAS CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POCSAPABHAASOP)

PEFHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAULUHWHCKOE U3AEJIUE
or 11 ssuBaps 2017 ronpa Ne ®CP 2010/08997

Ha menununckoe usnenne
‘HaGop KOHTPOJIBLHBIX pacTBOPOB OeikoB MouH ""BM-KkoHTpos"
o TV 9398-269-52208224-2010

Hacrosimee peructpallioOHHOE YAOCTOBEPEHUE BHIJIAHO
- O6mecTBO ¢ OrpaHAYEHHOI 0TBeTCTBeHHOCTHIO '"Memaaxop C.-IL."
(000 "Mepmaaxop C.-IL"), Pocens,
194100, Canxt Ilerep0Oypr, ya. A. Manocosa, 1. 4, xop. 2, JInr. I1, odpuc 212

)G Hpon3nomn'en5
O01ecTBO ¢ OTPAHHYEHHOM omewrnennocnm "Mezmalcop C.-IL."
(000 "Mepaakop C.-IL"), Poccns,
194100, Canxr Ietep0ypr, yi1. A. MaTpdecosa, a. 4, Kopi. 2, Jlur. 11, oclmc 212

~ Mecrto npou3BoacTBa Mczmunucxoro U3eIUs
000 "Meaaakop C.-I1.", Poccml, 194100 Camc'r-ﬂe'repﬁypr, ya. A. MarpocoBa, 1. 4,
kopit. 2, JIur. IT

: HOMep perucrpaionHoro nocke Ne PJI-14955/64156 ot 20.12.2016
‘ : Bnn MepuiHeKoro u3aenus 206630
- Kiacc noTeHIManbHOro pucKa IpHMEHEH S MEAHIMHCKOro u3zenns 1
- Ko O6miepoccuiickoro kinaccudukaTopa DPOAYKIMH AN MeUIMHCKOro u3aenus 93 9816

~Hacrosmiee PErucTpaMOHHOE YIOCTOBEPECHUE UMEET IIPHAJIOKEHHE Ha 1 nucre

'npmcasom Pocsnpasnayzopa ot 11 suBapsa 2017

JIOIyIIeHo K oOpatneHuio Ha Teppuropun Poccuiick jn

- 3amecTuTesb pyKoBoauTe st DegepanabHOi CoryKGHIS
10 Haj30py B cepe 3ApaBoOXPaAHEHHS




DEAEPAABHAS CAVIKBA T10 HAA3OPY B COEPE SAPABOOXPAHEHMH
(POC3APABHAA3OP) :

MPUIOKEHUE e =
R PETUCTPALHUOHHOMY Y,ZIOCTOBEPEHH!O
-~ HAMEAWUHUHCROE M3AEJIME =

or 11 suBaps 2017 roga Ne ®@CP 2010/08997 :

Ha Me;munncxoe u3zenue
~ Ha0op KOHTPOJIBHBIX PACTBOPOB (eJIKOB MOYH "BM-KOHTPOJIL"
no TY 9398-269-52208224-2010:
- komiuiekT 1 «BM-kxouTponE-CCKy;
- kommnext 2 «<BM-konTpons-CCK + rimokosa i pH»;
- kommekT 3 «BM-konTpos-CCK ¢ kanubpatopom»;
- xoMIuiekT 4 «BM-xorTpons-CCK + rimokosa u pH ¢ KauGpaTopom»;
- kommurexT 5 «BM-konTpos-TIIN'K»;
- komiuiekT 6 «BM-korTpons-I1T'K + rmoko3a u pH» .

-

3amectuTens pyxosourens Degepansuoi iy o
10 HaA30py B cdepe 34paBoOOXPAHEHHS




nuova APTACA ..

CERTIFIED COMPANY UNI ISO 9001 & UNI CEI EN ISO 13485

DICHIARAZIONE DI CONFORMITA’ C€
CEDECLARATION OF CONFORMITY
DECLARACAO C&€ CONFORMIDADE

Nuova Aptaca s.r.l.
DICHIARA | DECLARES / DECLARA

Che il dispositivo medico diagnostico in vitro di seguito descritto:
That in vitro diagnostic medical devices described as follows:
Que os dispositivos medicos de diagndstico in vitro a seguir descriminados como:

PROVETTE CON ANTICOAGULANTE, SEPARATORI DI SIERO
BLOOD COLLECTIONS TUBES AND SERUM SEPARATORS
TUBOS PARA COLHEITA DE SANGUE COM ADITIVO

(i cui codici di dettaglio sono riportati nell’allegato 1)
(which detailed codes are reported in Annex 1)
(cujas referencias estéo descritos no anexo 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 e s.m.i.
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.
Sao fabricados de acordo com os requesitos essenciais da Directiva 98/79/CE anexo I, datada de 27 Outubro 1998
posta em vigor pelo Decreto 332 datado de 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.
Os dispositivos mencionados no anexo | ndo se enquadram na lista A e/ ou B da Directiva 98/79/CE

> La presente dichiarazione é stata redatta in conformita all’Allegato Ill (escluso punto 6) della Direttiva
98/79/CE.
The present Declaration was drafted in accordance with annex Il (with the exception of point 6) to Directive 98/79/EC.
A presente Declaragdo esta redigida de acordo com o anexo Ill (com excegdo do ponto 6) da Directiva 98/79/CE

Rilasciato / Released

Canelli, 13.12.2017 Duilio BUONO

QNality As urancg/anager
WL 9440

Provette con anticoagulante e separatori di siero
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 1 of 6
13.12.2017
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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 " ”
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 h "
RATE”. RATE” system.

2000 Provette fondo piatto PP @12x56 mm., con K.EDTA per 2,5 ml di sangue, PP flat bottom test tubes @12x56 mm., with K.EDTA for 2,5 ml of blood, light
tappo verde chiaro. green cap.

2000/1 Provette PP @12x56 mm., con KzEDTA per 1 ml di sangue, tappo verde PP test tubes @12x56 mm., with K:.EDTA for 1 ml of blood, light green cap, for
chiaro, per uso pediatrico. paediatric use.

2000/1/V Provette PP @12x56 mm., con K:EDTA per 1 ml di sangue, con tappo, per PP test tubes @12x56 mm., with K.EDTA 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 K.EDTA 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 cPr:fa"ri“e PP 0/12x86 mm., con K:EDTA per 2,5 i di sangue, tappo verde | pp ot 4o 112486 mm., with KLEDTA for 2,5 mi of blood, light green cap.

2004 (I;:ioavritte BRI« con KEDTA per 3 mi di sangue, tappo verde PP test tubes @12x86 mm., with K.EDTA for 5 ml of blood, light green cap.

2005 cPr:fa";“e PP @13x75 mm., con K:EDTA per 2,5 ml di sangue, tappo verde | pp ot 4o g513475 mm., with K.EDTA for 2,5 mi of blood, light green cap.

2007 cPr:fa"ri“e PP ©/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp o 4o gi16x100 mm., with K.EDTA for 10 mi of blood, light green cap.

2008 cPr:fa"ri“e " LGOI AL IR T TR PP test 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/ 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 KsEDTA 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 ggg’gt‘e fondo piatio PP @112x56 mm., con KEDTA per 2,5 mi di sangue, €on | pp gt bottom test tubes @12x56 mm., with KsEDTA for 2,5 mi 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 ml 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 SPcrﬂ‘r’s“e PP 212x86 mm., con KEDTA per 2,5 mi di sangue, tappoverde | pp ot 1o 12586 mm., with KEDTA for 2,5 mi of blood, dark green cap.

2104 SPcrE\rlstte e I S O S0 TANTICIE L T TR 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 SPcrﬁ‘r’s“e PP 216x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp ot 1o @116x100 mm., with KsEDTA for 10 m of blood, dark green cap.

2108 SPcrﬂ‘r’s“e ARG G PP test tubes @13x75 mm., with KsEDTA for 4 mi of blood, dark green cap.

2108/5 SPcrE\r/stte RGO oL AL IO T TN S PP test tubes @13x75 mm., with KsEDTA for 5 ml of blood, dark green cap.

2108/TM Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

2108/VIOLA Provette PP @13x75 mm., con KsEDTA 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+Naz EDTA per 2,5 ml di PP flat bottom test tubes @12x56 mm., with KF-Na, 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-Na, 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-Na, 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-Na, EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2202 Provette fondo piatto PP @16x60 mm., con KF+Na; EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na2 EDTA for 5 ml of blood,
tappo arancione. orange cap.

2202/G Provette fondo piatto PP @16x60 mm., con KF+Na. EDTA per 5 ml di sangue, | PP flat bottom test tubes @16x60 mm., with KF-Na; EDTA for 5 ml of blood,

tappo giallo.

yellow cap.

Mod DC-048/01.06/3

Provette con anticoagulante e separatori di siero

13.12.2017

Blood collecting tubes and serum separators

Pag. 2 of 6




nuova APT, /\(/\ s [

N 74 YOl N
) y Frasy: [4.3C
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Annex 1 to Declaration of Conformity 98/79/CE

Copb. DESCRIZIONE DESCRIPTION
2203 :rr;’r‘]’celt;igp 12x86 mm., con KF+Na EDTA per 2,5 ml di sangue, tappo. | pp o 4pes 0512486 mm., with KF-Naz EDTA for 2,5 mi of blood, orange cap.
2204 er;’r‘]’celt;igp f i D TA por 5 mi di sangue, tappo PP test tubes ©12x86 mm., with KF-Naz EDTA for 5 mi of blood, orange cap.
2205 Provette PP @13x75 mm., con KF+Naz2 EDTA per 2,5 ml di sangue, tappo PP test tubes @13x75 mm., with KF-Na, EDTA for 2,5 ml of blood, orange cap.
arancione. Quantity for box 1,000 pieces
2205/TG grri‘;‘i’s“a PP @13x75 mm, con KF+NA; EDTA per 2,5ml di sangue, tappo. | pp ot typas 113475 mm, with KF+NA; EDTA for 2,5mi of blood, grey cap.
2207 :rr;’r‘]’celtéi:*’ @16x100 mm., con KF+Naz EDTA per 10 mi di sangue, tappo. | pp o 4pes g116x100 mm., with KF-Na EDTA for 10 mi of blood, orange cap.
2208 B R e 1o EDTA por 4 ml df cangu, Gappo PP test tubes @13x75 mm., with KF-Naz EDTA for 4 mi 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 \I:i;olzette s © M con Sadio Eparinalpen 2 Simildilsanguentappo PP test tubes @12x86 mm., with Sodium Heparin for 2,5 ml of blood, violet 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 \Iji;ol;/ette RIS I AL T 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 mi 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.
- . . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. Quantity for box 1,000 pieces
2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. . tesf ) e LU A e S
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 } :
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.
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/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 steriliappo perfviola ZIZ Otzsf9 igg;aes @13x75 mm., with KsEDTA, with pierceable violet cap, for 2 ml of
Provette con K3 EDTA per 1,5 ml di sangue, per ematologia, tappo in gomma | PP test tubes with K3 EDTA for 1.5ml of blood, with pierceable violet cap, @13 x

2500/1 i ;
viola perforabile, & 13 x 75 mm 75 mm

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 mi, 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 zg\éiﬁ;ez:zzegmﬂs LbGeE e el b S 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/IF Provette PP @13x75 mm, con Sodio Citrato 0,5ml, tappo blu PP test tubes @113x75 mm., with Sodium Citrate 0,5 ml, yellow cap

2520 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 ml, 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.

2521 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 mi, yellow cap
per coagulazione. for coagulation.

2522 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.

2522/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.

2525 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.

252512 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%, .‘;; test tubes @13x75 mm, with 0,25ml of Sodium Citrate for coagulation, blue

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

el 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 mi, 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 mi, 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 mi, 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.
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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 ml, 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 .‘;;t?osrt éusb;s @12x56 mm., with Sodlum Citrate 0,25 mi, pierceable black rubber
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue .‘;;t?osrt éusb;s @13x75 mm., with Sodium Citrate 0,4 mi, pierceable black rubber
Provette con sodio citrato 0,4 ml per 1,6 ml di sangue, per VES, tappo nero, | PP test tubes with sodium citrate 0.4 ml, for 1.6 ml of blood, for ESR, black cap,
2642
@13 x 75 mm @13x75 mm
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 bP;z\éitte Sl m. in PMMA, con gl separatore + acceleratore, tappo PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, low cap
2662/E/TBR Provette @16 x 100 mm. in PMMA, con gel separatore + acceleratore, tappo | PMMA test tubes with separating gel + clot accelerator, @16 x 100 mm, red low
basso rosso 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 t/marrone Z%gﬁttlzztet/wes with separating gel + clot accelerator, 016 x 100 mm, fow cap,
2663/E/TB bP;z\éitte AL B O TR el A i) PP test tubes with separating granules + clot accelerator, @13x75 mm, low cap
2664/E/TB bP;z\éitte Az B O LR R el U A il 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 bPErlz\:;tte 2 ST Gl s s DR e L 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 Z;:/ tf::) 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 bPErlz\:;tte 22 e AT GRS P el R L PMMA test 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 tulbesl @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’ etecs; Ifubes @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 S — : ;
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 R ; ;
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 — ; ;
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
3554/E Provette @12 x 86 mm in PP, con acceleratore PP test tubes with clot accelerator, @12 x 86 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

Provette con anticoagulante e separatori di siero
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Copb. DESCRIZIONE DESCRIPTION

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

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/TRIE 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 Plrovette @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

Mod DC-048/01.06/3
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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:

PROVETTE E TAPPI
TEST TUBES AND CAPS

PRODOTTI STERILI — 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 Ill (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 il
S Duflig( B ONO
Cane”', 26.07.2015 Responsabild icura:ion Qualita
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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

1009/C/TISG Provetta conica 10ml, PS, con tappo Conical test tubes 10ml, PS, with cap

1009/C/T/SGICS Provetta conica 10ml, PS, tappo, conf. singola Conical test tubes 10ml, PS, cap, ind. wrapped

1009/C/TISGCS provette coniche 10 ml 16x100 ps grad. tappo ster. sing. Conical test tubes 10ml, PS, cap, ind. wrapped

1009/C/TB/E/ISG Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label

1009/C/TE/SG Provetta conica 10ml, PS, tappo, etichetta Conical test tubes 10ml, PS, cap, label

1009/C/TE/SGICS Provetta conica 10ml, PS, tappo, etichetta, conf. singola Conical test tubes 10ml, PS, cap, label, ind. wrapped

1009/CTBESGCS Provetta conica 10ml, PS, tappo, etichetta, conf. singola Conical test tubes 10ml, PS, cap, label, ind. wrapped

1009/E/SG Provetta conica 10ml, PS, con etichetta, senza tappo Conical test tubes 10ml, PS, with label, without cap

1009/MOIT/SG Provetta cilindrica 10ml, PP, tappo Cylindrical test tubes 10mi, PP, cap

1009/MO/TB/E/ISG Provetta cilindrica 10ml, PP, tappo bianco, etichetta Cylindrical test tubes 10ml, PP, white cap, label

1009/MO/TBL/E/ISG Provetta cilindrica 10ml, PP, tappo blu ed etichetta Cylindrical test tubes 10ml, PP, light blue cap and label

1009/MO/TE/SG Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label

1009/MOITE/SG/C provette 10ml in pp, con bordo graduate, 816x100, etichetta e Cylindrical test tubes 10ml, PP, cap, label

1009/MOITE/SGI/CS Provetta cilindrica 10ml, PP, tappo, etichetta, conf. singola Cylindrical test tubes 10ml, PP, cap, label, ind. wrapped

1009/MO/TG/E/SG Provetta cilindrica 10ml, PP, tappo giallo, etichetta Cylindrical test tubes 10mi, PP, yellow cap, label

1009/MO/TVIEISG Provetta cilindrica 10ml, PP, tappo verde, etichetta Cylindrical test tubes 10ml, PP, green cap, label

1009/MOC/T/ISG Provetta conica 10ml, PP, tappo Conical test tubes 10ml, PP, cap

1009/MOCITE/SG Provetta conica 10ml, PP, tappo, etichetta Conical test tubes 10ml, PP, cap, label

1009/MOC/TE/SG/CS Provetta conica 10ml, PP, tappo, etichetta, conf. singola Conical test tubes 10ml, PP, cap, label, ind. wrapped

1009/MOCTESG provette coniche 10 ml 16x100 pp grad.c/bordo tappo-et.ster. Conical test tubes 10ml, PP, cap, label, ind. wrapped

1009/MOCTESGCS Provette 10ml in PP, con bordo graduate, @16x100, etichetta e Conical test tubes 10ml, PP, cap, label, ind. wrapped

1009/MOCTSG Provette coniche da 10ml in PP graduate, @16x100, tappo rosso Conical test tubes 10ml, PP, cap, label

1009/MOTBESGCS Provetta cilindrica 10ml, PP, tappo bianco, etichetta, conf. singola Cylindrical test tubes 10ml, PP, white cap, label, ind. wrapped

1009/MOTBL/E/SG Provette cilindriche 10ml, PP con bordo, graduate, @16x100mm Cylindrical test tubes 10mi, PP, white cap, label, ind. wrapped

1009/MOTESG100 Provetta cilindrica 10ml, PP, tappo, etichetta Cylindrical test tubes 10ml, PP, cap, label

1009/MOTESGCS Provette 10ml in PP, con bordo graduate, @16x100, etichetta e Cylindrical test tubes 10ml, PP, cap, label

1009/T/SG Provetta cilindrica 10ml, PS, tappo Cylindrical test tubes 10mi, PS, cap

1009/T/SG/CS P_rovetta cilindrica 10ml, PS, con tappo, senza etichetta, confezione | Cylindrical test tubes 10ml, PS, with cap, without label, individually
singola wrapped

1009/TA/E/SGICS Provetta cilindrica 10ml, PS, tappo azzurro, etichetta, confezione singola %ggg;a/ (SRl e O L (ES LS I, G, (e eIl

1009/TB/E/SGICS Provetta cilindrica 10ml, PS, tappo bianco, etichetta, confezione singola | Cylindrical test tubes 10mi, PS, white cap, label, individually wrapped

1009/TE/SG Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label

1009/TE/SG/20 Provetta cilindrica 10ml, PS, tappo, etichetta Cylindrical test tubes 10ml, PS, cap, label

1009/TE/SG/AL Provetta cilindrica 10ml, PS, tappo alettato, etichetta Cylindrical test tubes 10ml, PS, cap with tongues, label

1009/TE/SGICS Provetta cilindrica 10ml, PS, tappo, etichetta, conf. singola Cylindrical test tubes 10ml, PS, cap, label, ind. wrapped

1009/TE/SG/EST Provette cil 10ml in PS, bordo graduate, @16x100mm, tappo Cylindrical test tubes 10ml, PS, cap, label, ind. wrapped

1009/ TG/E/SG/CS Provet?a ciI[ndrica 10ml, PS, con tappo giallo, senza etichetta, le{ndﬁcal test tubes 10ml, PS, with yellow cap, without label,
confezione singola individually wrapped

1009MO/TR/ESGCS Provetta cilindrica 10ml, PP, tappo, etichetta, confezione singola Cylindrical test tubes 10ml, PP, cap, label, individually wrapped

1009MOCTESGCS Provetta conica 10ml, PP, tappo, etichetta, confezione singola Conical test tubes 10ml, PP, cap, label, individually wrapped

1009MOTESG100 Provette cilindriche 10ml, PP, @16x100 graduate, bordo, tappo Conical test tubes 10ml, PP, cap, label

1010/MOITE/SG Provetta cilindrica 3ml, PP, tappo, etichetta Cylindrical test tubes 3ml, PP, label

1010/TE/SG Provetta cilindrica 3ml, PS, tappo, etichetta Cylindrical test tubes 3ml, PS, label

10150/SG Provette da 10ml con tappo a vite e base d’appoggio, graduate. 10ml Test tubes with screw cap and self-standing base, graduated.

10150/SGI/CS Provette graduate da 10ml, con tappo a vite e base appoggio, 10ml Test tubes with screw cap and self-standing base, graduated.

10160/SG Provette da 5ml con tappo a vite e base d’appoggio, graduate. 5ml Test tubes with screw cap and self-standing base, graduated.

10160/SGI/CS Provette da 5 ml in PP, con tappo vite e base d'appoggio, 5ml Test tubes with screw cap and self-standing base, graduated.

1031/E/SGICS Provetta per urina 12ml, PS, etichetta, conf. singola Urine test tubes 12ml, PS, label, ind. wrapped

1031/E/SGICS/PI Provette urine 12ml, graduate, PS,@17x105,etich. tappo Urine test tubes 12ml, PS, label, ind. wrapped

1031/SG/CS Provetta per urina 12ml, PS, conf. singola Urine test tubes 12ml, PS, ind. wrapped

1031/SG/CS/PI Provetta per urina 12ml, PS, conf. singola, tappo presa igienica Urine test tubes 12ml, PS, ind. wrapped

1031/TE/SG Provette per urina da 12ml con imboccatura larga, PS,tappo Urine test tubes 12ml, PS, ind. wrapped

1035/MO/TE/SG Provetta cilindrica fondo piatto 5ml, PP, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PP, cap, label

1035/TE/SG Provetta cilindrica fondo piatto 5ml, PS, tappo, etichetta Flat bottom cylindrical test tubes 5ml, PS, cap, label

10351/E/SG Provetta conica 50ml, PP, tappo a vite, con etichetta. Conical test tubes 50ml, PP, screw cap, with label.

10351/SG Provetta conica 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap

10351/SG/25 Provetta conica 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap

10351/SG/50/B Provetta conica 50ml, PP, tappo a vite Conical test tubes 50ml, PP, screw cap

10351/SGICS Provetta conica 50ml, PP, tappo a vite, conf. singola Conical test tubes 50ml, PP, screw cap, ind. wrapped

10351/TA/SG Provetta conica 50ml, PP, tappo a vite azzurro Conical test tubes 50ml, PP, light blue screw cap

10352/E/SG Provetta conica 15ml, PP, tappo a vite, etichetta Conical test tubes 15ml, PP, screw cap, label

10352/SG Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap

10352/SG/100 Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap

Mod DC-048/01.06/3
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Cop. DESCRIZIONE DESCRIPTION

10352/SG/50/B Provetta conica 15ml, PP, tappo a vite Conical test tubes 15ml, PP, screw cap

10352/SG/CS Provetta conica 15ml, PP, tappo a vite, conf. singola Conical test tubes 15ml, PP, screw cap, ind. wrapped

10361/E/SG Provetta cilindrica 10ml, PS, tappo a vite, etichetta Cylindrical test tubes 10ml, PS, screw cap, label

10361/MO/SG Provetta cilindrica 10ml, PP, tappo a vite Cylindrical test tubes 10mi, PP, screw cap

10361/MO/SG/CS Provetta cilindrica 10ml, PP, tappo a vite, conf. singola Cylindrical test tubes 10ml, PP, screw cap, ind. wrapped

10361/SG Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap

10361/SG/150 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap

10361/SG/20 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap

10361/SG/25 Provetta cilindrica 10ml, PS, tappo a vite Cylindrical test tubes 10mi, PS, screw cap

10361/SG/CS Provetta cilindrica 10ml, PS, tappo a vite, conf. singola Cylindrical test tubes 10ml, PS, screw cap, ind. wrapped

10362/SG Provetta cilindrica 15ml, PS, tappo a vite Cylindrical test tubes 15ml, PS, screw cap

10362/SG/CS Provetta cilindrica 15ml, PS, tappo a vite, conf. singola Cylindrical test tubes 15ml, PS, screw cap, ind. wrapped

10363/SG Provetta cilindrica 20ml, PS, tappo a vite Cylindrical test tubes 20ml, PS, screw cap

10363/SG/CS Provetta cilindrica 20ml, PS, tappo a vite, conf. singola Cylindrical test tubes 20ml, PS, screw cap, ind. wrapped

1038/MO/T/SG Provetta cilindrica 5ml, PP, tappo Cylindrical test tubes 5ml, PP, cap

1038/MO/TE/SG Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label

1038/MO/TG/E/ISG Provetta cilindrica 5ml, PP, tappo, etichetta Cylindrical test tubes 5ml, PP, cap, label

1038/TE/SG Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label

1038/TG/E/ISG Provetta cilindrica 5ml, PS, tappo, etichetta Cylindrical test tubes 5ml, PS, cap, label

10450/SG Provette con tappo a doppia chiusura, PS, 14ml Test tube with 2 positions closure cap, PS, 14ml

10450/SG/CS Provette con tappo a doppia chiusura, PS, 14ml, confezione singola Test tube with 2 positions closure cap, PS, 14ml, individually wrapped

10470/SG Provette con tappo a doppia chiusura, PS, 5ml Test tube with 2 positions closure cap, PS, 5ml

10470/SG/25 Provette con tappo a doppia chiusura, PS, 5ml Test tube with 2 positions closure cap, PS, 5ml

10470/SG/CS Provette con tappo a doppia chiusura, PS, 5ml, confezione singola Test tube with 2 positions closure cap, PS, 5ml, individually wrapped.

1075/CITISG Provette conica da 4,5 ml, in PS, tipo Sorvall, @12x75 mm Conical test tubes 4.5 ml SORVALL CW1 type, PS

1075/MOITISG Provette cilindriche da 5ml, in PP, tipo Sorvall, @12x75 mm Cylindrical test tubes 5ml SORVALL CW1 type, PP

1075/MOISG Provette cilindriche da 5ml, in PP, tipo Sorvall, @12x75 mm Cylindrical test tubes 5ml SORVALL CW1 type, PP

1075/SG Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS

1075/SG/CS Provetta cilindrica 5ml tipo SORVALL CW1, PS Cylindrical test tubes 5ml SORVALL CW1 type, PS

1075/T/ISG Provetta cilindrica 5ml tipo SORVALL CW1, PS tappo Cylindrical test tubes 5ml SORVALL CW1 type, PS, cap

11452/SG Provetta conica 15ml, PS, tappo a vite giallo Conical test tubes 15ml, PS, yellow screw cap

11452/SGICS Provetta conica 15ml, PS, tappo a vite giallo, confezione singola Conical test tubes 15ml, PS, yellow screw cap, individually wrapped

11581/E/SG Provette coniche x centrifuga in PS da 13,5ml, @ 16x110 mm, g%f;’;’ Ocmenmt,r ’g‘ggm‘;‘;’;’l‘)’a’ test tubes in PS, graduated at 5mi and 10mi,

11581/SG Provette coniche per cgntrifuga da 13,5mlin PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10mi,
@16x110mm, tappo a vite @16x110mm, screw cap

11581/SG/450 Provette coniche per centrifuga da 13,5mlin PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite bianco @16x110mm, white screw cap
Provette coniche per centrifuga da 13,5mlin PS, graduate a 5Sml e 10ml, | 13,56m/ centrifuge conical test tubes in PS, graduated at 5ml and 10ml,

11581/SGICS A i . Nio)
@16x110mm, tappo a vite, confezione singola @16x110mm, screw cap, individually wrapped

11581/SG/TR Provette coniche per centrifuga da 13,5mlin PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite rosso @16x110mm, red screw cap

11581/SG/TR/450 Provette coniche x centrifuga in PS, 13,5ml, @16x110, tappo 1@3'12)71/1009;22””%3 Zgg?i?f: il i e i

11581/SGCSTR250 Provette coniche per cgntrifuga dg 13,5m| in PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical Ites't ?ubes in PS, graduated at 5ml and 10ml,
@16x110mm, tappo a vite, confezione singola @16x110mm, screw cap, individually wrapped
Provette coniche per centrifuga da 13,5mlin PS, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PS, graduated at 5ml and 10ml,

B eSO @16x110mm, tappo a vite rosso @16x110mm, red screw cap

11681/SG Provette coniche per centrifuga da 13,5ml in PP, graduate a 5mle 10ml, | 13,5ml centrifuge conical test tubes in PP, graduated at 5ml and 10ml,
@16x110mm, tappo a vite @16x110mm, screw cap

11681/SG/CS Provette coniche per centrifuga da 13,5mlin PP, graduate a 5ml e 10ml, | 13,5ml centrifuge conical test tubes in PP, graduated at 5ml and 10ml,
@16x110mm, tappo a vite, confezione singola @16x110mm, screw cap, individually wrapped

1375/TISG Provetta cilindrica da 5 ml in PS, con tappo 5 ml cylindrycal test tubes in PS, with cap

15361/SG Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura | 10 ml cylindrical test tubes in PS, writing surface and scree-printed
serigrafata, @16x100mm, tappo a vite graduation, @16x100 mm, screw cap

15361/SG/CS Provette cilindriche da 10ml in PS, scala graduate e banda di scrittura | 10 ml cylindrical test tubes in PS, writing surface and scree-printed
serigrafata, @16x100mm, tappo a vite, confezione singola graduation, @16x100 mm, screw cap, individually wrapped
Provette cilindriche da 15ml in PS, scala graduate e banda di scrittura | 15 ml cylindrical test tubes in PS, writing surface and scree-printed

15362/SG . ; ¢
serigrafata, @16x120mm, tappo a vite graduation, @16x120 mm, screw cap

15362/SG/CS Pro_vette cilindriche da 15ml in PS_, scala grgduatg e banda di scrittura | 15 m/ qylindrical test tubes in PS, wrilfir?g surface and scree-printed
serigrafata, @16x120mm, tappo a vite, confezione singola graduation, @16x120 mm, screw cap, individually wrapped

20351/E/SG Provetta conica 50ml, PP, tappo a vite, con base di appoggio, etichetta Conical test tubes 50ml, PP, screw cap, with selfstanding base, label

20351/SG Provetta conica 50ml, PP, tappo a vite, con base di appoggio Conical test tubes 50ml, PP, screw cap, with selfstanding base

20351/SG/50/B Provetta conica 50ml, PP, tappo a vite, con base di appoggio Conical test tubes 50ml, PP, screw cap, with selfstanding base

20351/SG/CS Provetta conica 50ml, PP, tappo a vite, con base di appoggio, conf. | Conical test tubes 50ml, PP, screw cap, with selfstanding base, ind.

Mod DC-048/01.06/3
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APTACA

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

nuova APTACA s.r.1.
Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

P.IVA: 00862050960 - Cod.Fisc.: 07520900155 -R.E.A. MB 1167248

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

Cop. DESCRIZIONE DESCRIPTION
singola wrapped
Provette coniche 50ml in PP, con tappo a vite, @30x114mm, con scala | 50ml conical test tubes in PP, screw cap, @30x114mm, serigraphed
50351/SG St : >
graduata ed area di scrittura serigrafata graduated scale and writing surface
Provette coniche 50ml in PP, con tappo a vite, @30x114mm, con scala | 50m/ conical test tubes in PP, screw cap, @30x114mm, serigraphed
50351/SGI/CS s : - . . ” o e
graduata ed area di scrittura serigrafata, sterili confezione singola graduated scale and writing surface, sterile individually wrapped
Provette coniche 15ml in PP, con tappo a vite, @18x118mm, con scala | 15ml conical test tubes in PP, screw cap, @18x118mm, serigraphed
50352/SG s ; ”
graduata ed area di scrittura serigrafata graduated scale and writing surface
Provette coniche 15ml in PP, con tappo a vite, @18x118mm, con scala | 15m/ conical test tubes in PP, screw cap, @18x118mm, serigraphed
50352/SG/CS il : A . ) o) o g
graduata ed area di scrittura serigrafata, sterili confezione singola graduated scale and writing surface, sterile individually wrapped
5140/MOIT/SG Provetta cilindrica 20ml, PP, tappo Cylindrical test tubes 20mi, PP, cap
5140/MOITE/SG Provetta cilindrica 20ml, PP, tappo, etichetta Cylindrical test tubes 20ml, PP, cap, label
5140/SG Provetta cilindrica 20ml, PS Cylindrical test tubes 20ml, PS
5140/T/SG Provetta cilindrica 20ml, PS, tappo Cylindrical test tubes 20mi, PS, cap
5140/T/SGI/CS Provetta cilindrica 20ml, PS, tappo, conf. singola Cylindrical test tubes 20ml, PS, cap, ind. wrapped
5140/TE/ISG Provetta cilindrica 20ml, PS, tappo, etichetta Cylindrical test tubes 20ml, PS, cap, label
5140/TE/SGICS Provetta cilindrica 20ml, PS, tappo, etichetta, confezione singola Cylindrical test tubes 20ml, PS, cap,label, individually wrapped
5331/TE/SG Provette urina 10ml per strumenti automatici, con tappo ed etichetta 10 ml urine test tubes for automatic instruments, with cap and label
6009/T/SG/CS Provette cilindr. 10 ml 16x100 ps grad.bordo c/tappo st.sing. 10 ml test tubes, with cap, @16x100mm, sterile individually wrapped
6013/SG Provette cilindriche 7ml . PS non grad, senza bordo, sterili 7 ml cylindrycal test tubes in PS, @13 x 100 mm
6013/SG/CS Provette cilindriche da 7 mlin PS, @13 x 100 mm, confezione singola 7 ml cylindrycal test tubes in PS, @13 x 100 mm, individually wrapped
6013/T/SG Provette cilindriche da 7 mlin PS, @13 x 100 mm 7 ml cylindrycal test tubes in PS, @13 x 100 mm
Provette coniche 50ml in PP, con tappo a vite, @30x114mm, con scala | 50m/ conical test tubes in PP, screw cap, @30x114mm, serigraphed
65351/SG - . . 4 » iy
graduata ed area di scrittura serigrafata, in rack sterili graduated scale and writing surface, sterile in rack
Provette coniche 15ml in PP, con tappo a vite, @18x118mm, con scala | 15ml conical test tubes in PP, screw cap, @18x118mm, serigraphed
65352/SG -t ; . o ” X4
graduata ed area di scrittura serigrafata, in rack sterili graduated scale and writing surface, sterile in rack
70461/SG Provette coniche da 50ml in PP bianco per campioni fotosensibili, | 50ml conical test tubes in white PP for light-sensitive materials,
@30x115 mm, tappo a vite verde, graduate serigrafate @30x115 mm, green screw cap, graduated serigraphed
Provette coniche da 50ml in PP bianco per campioni fotosensibili, | 50ml conical test tubes in white PP for light-sensitive materials,
70461/SG/CS @30x115 mm, tappo a vite verde, graduate serigrafate, confezione | @30x115 mm, green screw cap, graduated serigraphed, individually
singola wrapped
70462/SG Provette coniche da 15ml in PP bianco per campioni fotosensibili, | 15ml conical test tubes in white PP for light-sensitive materials,
@17x120 mm, tappo a vite verde, graduate serigrafate @17x120 mm, green screw cap, graduated serigraphed
Provette coniche da 15ml in PP bianco per campioni fotosensibili, | 75ml conical test tubes in white PP for light-sensitive materials,
70462/SG/CS @17x120 mm, tappo a vite verde, graduate serigrafate, confezione | @17x120 mm, green screw cap, graduated serigraphed, individually
singola wrapped
Provette coniche con base da 50ml in PP bianco per campioni 50ml conical test tubes with self-standing base, in white PP for light-
IS fotosensibili, @30x115 mm, tappo a vite verde, graduate serigrafate ::ZZI;;\;ehe;natena/s, LD ) S Sl o
Provette coniche da 50ml con base, in PP bianco per campioni | 50ml conical test tubes with self-standing base, in white PP for light-
80461/SG/CS fotosensibili, @30x115 mm, tappo a vite verde, graduate serigrafate, | sensitive materials, @30x115 mm, green screw cap, graduated

confezione singola

serigraphed, individually wrapped

Mod DC-048/01.06/3
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TOKYO:

Since 1908

(@=e) ERMA INC.

2.31-6 Yushima, Bunkyo-ku, Tokyo 113-0034;Japan
Phone:81-3-3818-6281 Fax:81-3-3813-7301
E-mail address:trade@erma.co.jp

Declaration of Conformity

,,,,,,, Mo
Full Automatic Blood Cell Counter PCE-210N 01-210-0
Full Automatic Blood Cell Counter PCE-210 01-210-2
PARTICLE COUNTER PCE-210N 01-210-3
PARTICLE COUNTER PCE-210 01-210-4
HEMATOLOGY ANALYZER PCE-210N 01-210-5
HEMATOLOGY ANALYZER PCE-210 01-210-6
Fully Automatic Blood Cell Counter PCE-210 01-210-7

MANUFACTURE

b o

Yutaka Namiki

Technical Manager, International Div.

Emergo Europe

Molenstraat 15
2513 BH, The Hague
The Netherlands

ephor i
+31-70-345-8570 Phone
+31-70-346-7229 Fax

service@emergogroup.com

Al

Council Directive

TR

B ;Statnﬂéﬁsdﬁéﬁa plied A

Optional

ERMA INC. declares that the above mentioned products meet the provision of the Council Directive 98/79/EC

for In Vitro Diagnostic Medical Devices.

COMPANY REPRESENTATIVE: Hiroshi Shimosaka
TITLE: President
DATE: 08/24/2007

SIGNATURE: Oﬁ 5%%&#@———- ‘




= EMERGOEUROPE

J Quality Assurance & Regulé\'to'ry Affairs

(€ Registration Certificate

This is to certify that, in accordance with the In Vitro Diagnostic Medical Device
Directive 98/79/EC, Emergo Europe agrees to perform all duties and
responsibilities as the Authorized Representative for

ERMA Inc.
2-31-6 Yushima, Bunkyo-ku
Tokyo, 113-0034
Japan

as stipulated and demanded by the aforementioned Directive. The Dutch
Competent Authorities have received the In Vitro Diagnostic Medical Device
Registrations on the following dates:

21 September 2007
See attached product listing

Emergo Europe Registration Number: NL/CA01/601529

The Manufacturer has provided Emergo Europe with the appropriate
Declaration(s) of Conformity confirming that the In Vitro Diagnostic Medical
Devices fulfill the applicable requirements of Directive 98/79/EC.

25 September 2007

o

Rene van de Zande
President & CEO
Emergo Europe

Emergo Europe: Molenstraat 15, 2513 BH, The Hague, The Netherlands 5
Telephone: +31.70.345.8570 > Fax: +31.70.346.7299 > Online: EmergoEurope.com S 0et0



=# EMERGO EUROPE

Quality Assurance & Regulatary Affairs

W

Annex A to the Emergo Europe CE Registration Certificate

dated 25 September 2007

IVD Medical Device EDMS Code

Class Per IVDD Registration Date
97/79/EC

PCE-210 23 01 10 01 Other (Self-Certify) | 21 September 2007

PCE-210N 230110 01 Other (Self-Certify) | 21 September 2007




CERTIFICATE

This is to certify that the management system of:

Awareness Technology, Inc.

Main Site: 1935 SW Martin Highway
Palm City, Florida 34990 USA
Additional site: 2325 SW Martin Highway, Palm City, Florida 34990 USA

has been assessed by Intertek as conforming to the requirements of:

1ISO 13485:2016

The quality management system is applicable to:

The design, development, manufacture, distribution, installation and
service of IVDD General Laboratory Instruments.

Additional site: Manufacturing, Quality Control, Distribution, Shipping,
Installation and Service.

intertek

Total Quality. Assured.

Certificate Number:
9362-8

Initial Certification Date:
March 28, 2012

Date of Certification Decision:

March 24, 2021

Issuing Date:
March 27, 2021

Valid Until:
March 27, 2024

20 13485:2 (" SCC Accredited

iy
M\ A&

Rrpcs® oy

7 \K
AN

Accrédité CCN ),

CB-MS

6

ocsm

Intertek *

President

Intertek Testing Services NA Ltd.,

1829, 32nd avenue, Lachine, QC, H8T 3J1,

Canada

In the issuance of this certificate, Intertek assumes no liability to any party other than to the Client, and then only in accordance with the agreed upon Certification Agreement. This
certificate’s validity is subject to the organization maintaining their system in accordance with Intertek’s requirements for systems certification. Validity may be confirmed via email at

certificate.validation@intertek.com or by scanning the code to the right with a smartphone. The certificate remains the property of Intertek, to whom it must be returned upon

request.

CT-ISO 13485_2016-SCC-EN-LT-P-12.dec.17



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

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

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

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

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

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

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

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

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