OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO K METPOJIOIMH

CHUCTEMA JIOGPOBOJILHOU CEPTHOUKALIUW I'OCT P

«EAC AUDIT»

PECUCTPAIIMOHHAII HOMEP POCC RU.32028.04EAC1

OPT'AH 10 CEPTU®MHKATIIAN 000 «I'OPTECT»

PEMACTPAITMOHHDBII HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0pumiaecknii anpee: 109028, Pocens, . Mocksa, CepeGpsHuteckas nabepexcrad, 1. 27,

AUDIT|

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

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnniii Homep Ne 04EAC1.CM.03842

O011ecTBO € OTPAHMYEHHOI 0TBETCTBEHHOCTHID «Arar-Mea»

(HaMMEHORAHHE TTHIAL)

105173, Poccust, r. Mockga, yir. Imasuas, 1. 6, k8. 12

(TopuaHyeckHit (apec )

143906, Poccus, MockoBckan 00aacTth, . Bamanmxa, ksaprana Ilutauxoso, 1. 88A

(arTHICCKME 1IpeC THLL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSIIUI CEPTHOUKAT YIOCTOBEPSET COOTBETCTBHE

CHCTEMBI MElEKMEHTA KauecTBa winexmii Meauunnckux OfiecTa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Mei» Tpebosannav TOCT 18O 13485-2017 (ISO 13485:2016) «M3nemis Meanuunckne. CHeTeMbl MCHEUKMEHTA
kadecTBa. CHeremibie TpeGopanus NaH ueell peryJnpoBanusy MPHMEHHTEILHO K pa3zpadoTKe, DPOM3BOICTBY H
npoaKe MENUONHCKAX W3ACTUi 105 in vifro AMArHOCTHKA: PEArcHTOB W HaBOPOB PCATEHTOB JUIR KIWHIHECKOH
ﬁilﬂxl.{l\i!‘ill, A TaraKe lcamiﬁparopus H KOHTPOJIBHBIX MATEPH alos

Digitally signed by Ceaicovschi Tudor
Date: 2022.11.03 12:04:52 EET
Reason: MoldSign Signature
Location: Moldova

Jara perucrpaumu: 08-09-2021

Cpox pesicreus qo: 07-09-2024

Pykosoaureab oprana
1O CePTRRHHKALNM:

B. H. Iorogun
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HACTOSLLMIA CEPTMOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATE COCTOSAHME BLINO/IHAEMbIX PABOT B COOTBETCTBHKM C
BLIEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOHKALIWA CUCTEMBI
HAOGPOBOJIbHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOMAEHWMA EXXEr0AHOT 0 MHCNEKLIMOHHOT O KOHTPONA




DEAEPAJILHOE ATEHTCTBO

1O TEXHHUYECKOMY PEIYJIMPOBAHHWIO H METPOJIOTHUH

CHUCTEMA JIOBPOBOJILHOW CEPTUGUKALIAKA TOCT P

«EAC AUDIT»

PETHMCTPAITMOHHBIFA HOMEP POCC RU,32028.04EAC1

OPI'AH 110 CEPTH®MKAILIHHA OO0 «'OPTECT»

PEI'UCTPALIMOHHBINA HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

I0puangeckuit agpec: 109028, Poceus, 1. Mocksa, CepeGpanndcckan nabepexnas, 1. 27,

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

PAZPELHNEHHE
Ha NpUMeHeHne 3HaKa COOTBETCTBHSI

cucreMsl JoOpososiLnoi ceprudpuxanuu 'OCT P

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

BEIJJTAHO HA OCHOBAHHH PEINEHMS O BHIJAYE CEPTUO®HKATA COOTBETCTBHA
CUCTEMBI MEHE/DKMEHTA KAYECTBA U3JIEJUNA MEAMUIMHCKAX

O61ecTRO € OrPAHMYEHHON OTBETCTBCHHOCTHIO «AraT-Mem»

(HAMMEHORAIIE THILA)

105173, Poceus, r. Mockea, yiu. InasHas, 1. 6, kB, 12

(HopHITHMECKIT aTipec THIT)

143906, Poccus, Mocxkosekas o6aacts, r. Banammnxa, kapran Ilurauncoso, 1. 88A

(thawrruccrmi aipec i)

WHH: 7719187311 OTPH: 1037739078970
PASPEINAET

TIpHMEHATE 3HAK COOTBETCTBUS cucTeMbl moGposonsuoit ceprudmkaunn «<EAC AUDIT» na nepron aciersus ceprudurara
coorercTera No 04EACL.CM.03842 B mro6oit dopme, HCKINOYAIOMIESH BOSMOMKHOCTE TOIKOBAHHA €I0 KAK 3HAKA COOTBETCTBHA
KavecTBa TpoyKIMy, JlomyckaeTcq MCTIONLIOBATL 3HAK COOTBETCTBUS B peKmamHEIX OykneraX, mpocmekTax, Gponnopax,
[aKarax, G1aHkax opraHr3aHoBHO-PACTIOPAIHTCABHON TOKYMEHTALNH OPraHi3allHi — ASPIKATEN cCpTuduKara.
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HACTORLMMA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPMUBATD COCTOSHUE BbINONHAEMBIX PAGOT B COOTBETCTBHY C
BBILIEYKA3AHHBIMK CTAHOAPTAMM, YTO BYAET HAXOAWTLCA NOA KOHTPOJTEM OPTAHA NO CEPTHOMKALIMM CUCTEMB!
AOBPOBONbHOM CEPTUOUKALLMW "EAC AUDIT" U NOATBEPX AATHCA NPH NPOXOM AEHWM EXXEr0ZHOr0 MHCNEKLUMOHHOT O KOHTPONA




GOENEPAJILIOE ATEHTCTBO

IO TEXHUIECKOMY PEI'VIIMPOBAHUIO U METFOJIOTI'MH

CUCTEMA 1OBPOBOIILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHNLIN ITOMEP POCC RU.32028.04EACI

OPTAH TIO CEPTU®HKAITUN 000 «'OPTECT»

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

IOpunnueckuii agpec: 109028, Poceus, n. Mockea, CepeOpanugcckas nabepensas, u. 27,

oram 4, moM. 1, kom. 17
Teaedou: § (800) 1000-730, e-mail: info@cacaudit.ru

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

HACTOSIIIMI CEPTU®UKAT VIOCTOBEPSIET, UYTO

Inagyn Buranaii BuxropoBuv

cooTBeTcTByeT  TpeboBaHMsIM  cucTeMbl  JoOpoBoibHoi  ceprudurammn  «EAC  AUDIT»,

NpeassSBAsSeMBEIM K ayIquTopaM BHYTPEHHHX IPOBEPOK CUCTEMBI MEHEIKMEHTA KauecTBa H3JIEeNuii
MeqUIIHCKUX Ha coorsercrsie cranmapty I'OCT ISO 13485-2017 (ISO 13485:2016) «M3nenus
MeguupHckue.  CucTeMBl  MeHemKMeHTa  KkadecTsa, CucremHele TpeGoBaHMs A Lenel

PErYTAPOBAHKA

Jara perucrpanun: 08-09-2021

Cpox peiicreusa go: 7-09-2024
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HACTOSALLUA CEPTUGUKAT OBA3bIBAET OPTAHU3ALIMIO NOJAEPHUBATE COCTOAHME BHINONHAEMBIX PAEOT B COOTBETCTBUM C
BBILEYKAIAHHBIMH CTAHZIAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBI
JAOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M MOATBEPK AATLCA MPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMOBHOT 0 KOHTPONA




OEOEPAIILHOE ATEHTCTBO

1O TEXHHUYECKOMY PEIMYJIMPOBAHWIO W METPOJIOTIMH

CHCTEMA JOLPOBOJ IbHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PEI'MCTPALIMOHHBIA IIOMEP POCC RU.32028.04EACI

OPI'AH I1O CEPTHOUKALIMH OO0 «"OPTECT»

PEFHCTPAIIHOI-IHI;Iﬁ HOMEP POCC RU.32028

WHH 7717616798 OTPH 1087746489060

FOpuanueckuit anpec: 109028, Poceus, n. Mockera, Cepebpannueckas nadepexkHag, 1. 27,

oTax 4, nom. 1, kom. 17

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

CEPTUDUKAT COOTBETCTBUSA AYIUTOPA
Perncrpanuonnsiii Homep Ne 04EAC1.CM.03842-03

HACTOSIIUAN CEPTUPUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

COOTBCTCTBYCT  TpeGoBammsM  CuHCTeMbl  H0GpoBonbHOM  ceprudukanun  «EAC  AUDIT»,
NpeasABIAeMEIM K ayquTOpaM BHYTPEHHHMX IIPOBEPOK CHCTEMBI MEHEIKMEHTA KauecTBa W3Je/ui
MEIMOUICKHX Ha coorsercrsue cranmapry TOCT ISO 13485-2017 (ISO 13485:2016) «Hsnemus
memitickue.  CHCTEMBI  MCHCIKMCHTA  KagecTBa, Cucremuble  TpeboBanms Ay UeneH
PErynupOBaHUIN

Jara pernecrpannu: 08-09-2021

Cpox aeitcrsust go: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO MOJEPHUBATL COCTOSHME BLINDHAEMbIX PAGOT B COOTBETCTBHHU C
BBIEYKA3SAHHBIMW CTAHAAPTAMM, 4TO BYJET HAXOAUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHLCA NPU NPOXOMAEHWH EXXET0QHOM0 NHCNEKLMOHHOTO KOHTPONA




Knuwuueckan 000 «Arar-Men»

bu " 105173, r. Mocksa, yna. I'napHad, 6-12

Ten, (495) 777-41-92

Z agat@agatru  www.agat.ru

DACIIOPT

Halop peareHTOB [T ONPEAENEHAA
KOHIIGHTpaIuy Gesika B Mode, 660 omp. x 3 M
«benok B moue - ATAT».

Cepua............ 66/770421 Mata sommycka.., 04.2021 Topenno... 05,2023
Komugecrso HaGopoe B cepud,.. 500
HauMeHOBAHHE NOKA3ATENN TpeGopanua HT/I Pe3ynbTATHI AHAJH3A
npeAnpHATHA
1. Buewnuii By
1T Kannbponounuit pactaop ansbymima | KuakocTs Gecisetnas | JKMAKOCTH GecnperHas
po3pavHas npospavHas
.| Ge3 mOCTOpOHHMX BRIIONEHHH | ...
1.2 Cynpocanuuunopas KHCAOTA rOCT 44738-78 CoOTBETCTBYET

2. TexHH9eCKHE XAPAKTEPHCTHKH

2.1 3uauenne pH kanuGposoaHOro
pacTBopa aJibOyMuHa, el1., B WHTEpBaJie 6,5-8,0 CoOTBeTCTBYET
3. IToxkazaTens NPABHALHOCTH
onpejeeHns

3.1 CooTpecTRMe CTaHIAPTHOMY 06GpasLy,
otknoHenue, %, He bonee 2,0 CoOTBETCTBYET

3axmogerne OKK OO0 «Arar-Meny»:
HaGop cepun 66/770421 tpebosanuam HT /I npeaAnpuATHA COOTBETCTBYCT.

Hawansruk OKK OO0 «ATAT-ME]» Tnaxys B.B. /ZQ

«19» anpens 2021r.

Konua ana Snextporopck Conosbeea T.B. K AOKyMEHTY PacxopHanBH Ne 608923 o7 21.05.21 k ToBapy noa. 4



000 «<MEANAKOP C.-M.»
194100,r.C-NeTepbypr, yn. A.MaTpocosa, a.4, kopn. 2, Nut.MN
Ten./dakc (812) 295-87-55, 646-72-23

AHAJIMTUYECKUH [TACIIOPT

Habop KOHTpONBHEIX pacTBOPOB GEIIKOB MOYH
«bM-kontpoas-CCK + rmokosza u pH»

Koa OKII 93 9816
Pezucmpayuonnoe yoocmosepenue Ne OCP 2010/08997
TY 9398-269-52208224-2010

Kar Ne 04.01.04
Homep cepuu TIB 01 -22
Cpok roguocern go: 11.01.2023 r.
HA3ZHAYEHHE
Ha6op «bM-kontpons-CCK + rimokosa u pH» npeanasnagen oj11 KOHTPOS PABANBHOCTH U
BOCIIPOM3BOUMOCTH PE3YJILTATOB ONPENEIeHHS B MOYe

OeqikoB - IO MX peaKumMHE ¢ CyNbQOCATHIKIORON KHCIOTON
- C MOMOINBIO ANATHOCTHUESCKHX IIOIOCOK
[I0KO3LI —  (EePMEHTATHBHBEIM METOJIOM {TMIOKO300KCHAAIHEIM)

- Ka4ecTBCHHAIM IO peakinu beHemHMKTa
- ¢ NOMOIIBIO AUATHOCTUYECKHX TONOCOK
pH - ¢ IOMOMIBIO JHATHOCTHYECKHX HOJOCOK

COCTAB HABOQPA
Ha6op «bM-konTpons-CCK + rimoxosa u pH» couepxut 8 ¢prrakoHOB KOHTPOIBHBIX
PacTBOpPOB:
- 4 dnaxoHa yposens Nel mo 10 mn
- 4 pnakona yposeHb No2 mno 10 mn
B macnopre HaGopa yKa3bIBacTCS CpelHee 3HAYCHHE KOHIEHTPALAH GelKa MOH M TTIOKO3BI
€ KOHTPOIBLHEIME IpeaenaMu (X+28).

Texuuyeckne XapaKkTepHCTAKH Halopa:
- xK03pdUOHEHT BapHAaliH Pe3yNETATOB H3MEPEHHS KOHIICHTPAITHH

6enkos, %, He Gosee 10 CoorsercTByeT
- X03)PHOHEAT BApHALIMA PE3YIETATOR H3MEPEHHS KOHIEHTPALMK

TIIIOKO3E]L, %, He Oonee 5 CooTBeTCTBYET
- MexdrakonHas Bapmanus, %, He Gomnee 5 CooteercTByeT
- NOTyCTHMBIH pa3dpoc pe3yIbTaToB ONpeNeeHAd KOHIEHTPAIIMH

GenkoB B pasHEIX HaGopax omHol cepun, %, He Gonee 10 CooteetcTBYeET

TIFOKO3HI B pasHBIX Habopax oxHoif cepun, %, He Gonee 5 CoorpercTByeT
- CpoK XpaHeHHs Habopa, Mec 12
- TeMmepaTypa xpaueHus, 'C 2-8%

- NOCIIE BCKPBITHA (UIaKoHA PacTBOP MOJKHO XPaHHTSh, AHel, He Gonee 14

Haganeauk otnena ‘f _
TeXHUYECKOTO KOHTPOIIA fL / il rf7 Kpacrononeckasa E.B. .

« 11» aupaps  2022r A
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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




- SYSTEM OF
SsS1C INTERNATIONAL
CERTIFICATION

CEPTVIOV/IKAT

Ha CUCTeMy MeHeOXMeHTa Ka4yecTBa

SIC.MS.094.1S013485.1332 o1 11.03.2020 go 10.03.2023
OpraH ceptTudukaumu “MexayHapoaHoe AreHTcTeo Ceptudmkaummn”
HACTOSILLIMM CEPTUMDUKATOM MNOATBEPXKAAET, UTO CUCTEMA MEHEDKMEHTA

Ka4yecTBad

«MeaAnNKNOH»

O6uecTBo C orpaHM4YeHHON OTBETCTBEHHOCTbIO

127276 Poccuiickas Pegepauuna, MockBa, yn. botaHuyeckas, gom 35

NMpuMmeHnTenbHO K

NPOW3BOACTBY U34E/UA MEAULMHCKOro HasHa4YeHUs, a
MMEHHO: «PeareHTOB 1 HabopoB peareHToB AN4
onpeaeneHua rpynn Kkposu 4yenoseka cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHOB U aHTUTEN cucTtembl Pesyc»

COOTBETCTBYET TpeboBaHuaAM MeXxayHapoAHOro craHaapTa

EN ISO 13485:2016

“Uspenna meguumnHcKkue. Cuctembl MeHeaAXMeHTa KayecTBa.

CucremHbie TpeboBaHuA gns uenei perynmposaHma”
[ata ceptuduraumm: 11.03.2020rr.
[eicTButeneH go: 10.03.2023 .

npy yCAOBHU EXXETOAHOTO NOATBEPXXAEHHA
2021r. - a0 11.02.2021
2022r. - apo 11.02.2022

PykoBoauTenb opraHa

oy o

T.P. NorpebHas
'—;:Z:_;} ISO 13485

. " CERTIFIED

SIC.MS.094.15013485.1332

OC «MexayHapoaHoe AreHTcTBo Ceptudukaumm», cengetenscrso Hotudurrkauuu:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepauma, r. Mocksa, 6-p Camapkanackmi, 4.10,
kopnyc 1, k8. 62, Tea./®akc: +7(903) 223-25-69, ebigatHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua
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PEAEPAARHAR CAYKEA MO HAAIOFPY B COEPE SAPABOOXPAHEHWMA - l D‘. N ©CP 2009/06043 } !
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MEJVK/IOH

000 "Meankaon”

127276 Mockea, Bovarmieckaa ya. 35, Txp  +7495 231-2272 47499 502-1214

NMACNOPT-CEPTUDPUKAT MMPON3BOAUTEAY
Ha «Habop pearentos AAf onpeaeAeHUs TPYNN KPOBM YeAOBeKa
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LIOAMKAGH QHTH — A — MOHOKAOHQABHBIE AHTUTEAT (IgM) k aHTUrery A
LioAKkaOH aHTH ~ B — MOHOKAOHAABHBIE aHTUTEAG (IgM) K aHTHreHy B
LloatkaoH aHtW — AB — MoHoKAOHOAbHBIE aHTUTeAd (IgM) K aHTUreHam A 1 B

. Petnctpaimonioe yaccrosepere Ne $CP 2009/06043 or 05 Hosbpa 2009 1.

Haumenoanne: Ilomuion ARTE-A Bo duaxomax mo 10 MJT ¢ KpacHEMH
KpPEIITKaMHA

Cepna: 211912

Harorornen: 06.12.2021
Tomen mo: 06.12,2023

Eammnoa: 100 ma
KomvyecTro egnnny 22
O6nem cepun: 10000 M.

Hacmopr: A211912 0106.12.2021

HamveHosarme Peayrstonu
NOKO3aTeAs Hopma no T MCNETaHUA
1. BHeLuHwi1 gua
1.1 lUoamiaon aH-A Tipo3pauHTs HUAKOCTL KPOCHOIS UBSTA. Coomercmsyer
1.2 Uoamnon anmaB (POAPOMHaR HMAKOCTE CHHEND LESTA.
1.3 UonuwoH aWms-AB MNPosPAayHan B8CUBETHOR MM CASIKO OKPALUSHHIS
KMAKOCTS,
2. Ceposorveckue
CcBOWCTBA
2.1 CnetmdppiuHocTs LioankaoH QHTH-A He AOMKEH ATBATL ATTAOTHHAUMK ¢ | CooTeatcTRyer
spuTROUMTaMi rpynn B{ill) n O
LoAMKAOH aHT-B He AOAKEH ACBOTL AITATUHOLMM C CooteercTeyer
sputpouTami rpynn Afll) n Cf)
LloamkaoH aHT-AB He AOAKEH ACBATL CRTAIOTUHOUMN C CooteetciayeT
SPHTPOLMTAMM rPyHne O()
2.2 TeMamACTMHUDYIOWSS | AITAIOTMHALMA HO NAOCKOCTH spumpourtos AL B ¢ Coomeerciayer
cnocobHocTs COOTBETCTBYIOLMMI LICMMKAGHCIMI AOAKHO NORBMTLCS 10cex,
He No3aHee 10 Gekacie CMelliBaHHS
2.3 Turp Tutp Llomkagreraniv-A e pedkiui GrrpoTvHaLMK HA| COOTBRTCTRYST
MACCKOCTH g?g;moumcmu rpynrikﬂll}r 1:32-1:64| 1:32-1:64
Turp IJ.omJ_:_ HG AHTH-B B peaKUMid AFFAIBTUHGLMM MO CooTmeetcraysr
NACCKOCTUC, SpuTpOUMTaMI rpyimbl BT 1:64 1:64
TvTp LioAvKkAckc' GHTi-AB, 8' peaKuMv GITABTUHALMM Ha | CooTReTCTRYST
naockocTM '€ puTpoLutami rpynn Al 1:32 - 1:64|  1:32- 1:64
# B - 1:6800 % B Y
Liowiacn cootaetemeyer Tpebosatmam TV =9398-1@14 r%gg;s‘ﬁgd»zon‘?
3oseayowan OTK 000 «Meankaon» g K.B. IOweHKko




MEIMKIOH

LICAMKACH OHTM — A — MOHOKAOHQALHEIE GHTUTEAQ (IlgM) k aHTUreny A

000 "Meankaon”

127276 Mockea, botanmyecxan ya. 35, i +7495 2312272  +7499 502-1214

NACNOPT~-CEPTUPUKAT NPOU3BOAUTEAY
#a «Habop pearenTos Arg onpeaeAeHs rpynn KPOBK YeAOBeKa
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LIoAMKAOH OHTH — B — MOHOKAOHGABHBIE GHTUTEAT (IlgM) k axturery B
LloamKaoH akria — AB — MOHOKAGHGALHBIE GHTUTEA (IgM) & aHTUFeHaM A 1 B

qu_crpmuouﬁoe yaocrosepeme Ne $CP 2009/06043 ot 05 wosBps 2009 .

Hanmenoranne: IomikicH AHTH-AB -

Cepusi: 025901

Hsrotopxen: 10.01.2022
. T'open po: 10.01.2024

Eaunmma: 100 mn
- KonnuectBo eaunnn 5
Obnem cepun: 10000 M.

Macnopr: AB025901 ot 10.01.2022

HowmseHoncume . Pegyautar
noxazarean Hopua o TY WCTILTAHMG
1. Buewnwit eua y
1.1 Uoakron aumn-A TospauHan MMAKOCTL KPOCHOMO LIBSTA. Cootsetcteyer
1.2 LoakaoH aHe-B MPOSPENHaA MMAKOTTE CHHEro LBeTa.
1.3 UomKaoH aHm-AB NPoapayHs BOCLBETHAN MMM CASIKA QIRCLLIGHHAS
HUAKQCTD.
2. Caposormieckue
CBOHCTRO
2.1 CneuimyHOCTL LioAaOH CHTH-A He AOAKEH ATBATE CITMOTUHALMK ¢ Coorpercreyer
IpuUTpOLMTaM4 mpynn B(Il) w Of)
LoAMKAOH QHTH-B He AOAKSH ACBATL GRTACTUHALMM ¢ | CaoTeeTcTeyeT
apHTpouMrama rpynn Al v Ol
LloakaoH HTU-AB He A0AKEH ACBATL CRTAOTHHAUMK ¢ | CooTsetcreyeT
IpUTROLMTaMM MPYNNE Of)
2,2 MemarmAOTMHHPYIOWOS | AFTAOTUHOLMS HG MAQCKOCTH SpUTpoLsmop AL n B o CooTerctayer
CnECObHOCTL COOTBETCTRYIOLUMMN LIOAMKAGHOIMIY ACANHC NOABUTLCA 10cex.
He nosaHes 10 cek. necae-EMeLIMBHMS
2.3 Twp TuTp LioAvknoHGAEHTI-A. B“REGKLIM ITAOTUHALMK HO | CooTeeTCTBYET
NAGCKOCTH CSPMTpouMTaNM rpYNNEIALl) - 1:32 - 1:64 | 1:32 - 1:64
TuTp LoavkioHa ‘aHT-B B peakLidY afthoTMHaLMM Ha| CooreeTcTByaT
MACCKOCTH & SpuTpoLTamy rpyrinih Bl ) 1:64 1:64
Tvrp uo;wfmom aHTU-AB 8 peakUim 'm-r_]omﬁauun Ha| CooTeeTctBYST
MAOCKOCTI G BpHTRRUUTAN FRyN /A(ldr—i ;32 - 1:64] 1:32-1:64
MBI -1:64°) ;} SNE]
HomkacH cooteetcTayet 1pebosamsm Ty 93984015 590-2009
3aseaytoulan OTK OO0 «Meankaow» ™ = K.B. IOwerko




MEJVK/IOH

Lioamraot aHTt — A = MOHOKAOHAARHEIS aHTUTEAA (IgM) K aHTHreHY A

000 "Meankaon”

127276 Mockea, botammueckan ya. 35, \dy  +7495 231-2272  +7499 502-1214

NRACNOPT-CEPTUSPUKAT NPOU3BOAMUTEAY
Ha «<Habop pedrenTos AAd onpeaeAeHns rPYNN KPOBH YOAOBEKA
cuctem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

LioaaoH aHT — B — MOKOKAOHGALHBIS aHTUTeAd (IgM} K arTureny B
HoankaoH aHTH — AB — MOHOKAOHAABHBIE aHTUTEAA (IgM) K aHTMreHats A v B

. Perwetpaisonioe yaoctoseperme Ne $CP 2009/06043 or 05 Hosbps 2009 T.

Haumenonanne: IfonmxknoR ARTH-B o dnakonax mo 10 Ma ¢ CHEEEME xpum]caml

© Cepus: 212012

Harotommen: 06.12.2021
Togen po: 06.122023

Enunana: 100 mn
KoauuectrBo ennnuy 20
Obtnem cepun: 10000 Mo

Ilacnopr: B212012 o1 06.12.2021

HommaHOBOHWS

PasyasTome
MOKAZATOAR Hopma no Tv WCTILITAHUA
‘| 1. BHowHMWi BYA,
1.1 Uonknon aHm-A TiPO3PaUHAN HMMAKOCTD KPACHOTO LBETA. CooTtBeTCTRYST
1.2 Uoamaon anm-B MPOIRAMHAT HMAKOCTE CHHETO LIBSTA.
1.3 Loakaon aHm-AB MNpospauHas BecLBSTHA MAM CABTKA OKPUWEHHAa
RHAKOCTE,
2. CepoaorHeckue
CBOMCTBA
2.1 CneundpmuHoc Lioamcaon aHT-A He A0/0KGH ACBATE CITMATMHALMW ¢ | CoOTBEYCTRYET
sputpotmrami rpynn Bl v O}
LicAUKAOH QHTH-B Ho 40MKeH ACBOTL STAIOTHHAWM ¢ | CooTBETCTRYST
apuTpoLMTamui rpynr All) n Off)
Lioakach cHTH-AB He AonKkeH ACBATL QITARTHHAOLEM C | COGTRETCTRYST
SPHTPOLMTAMI IPYNAL Of)
2.2 leMarrsoTaHpyIowas | ATTAOTUHCMA HO MAOCKOCTH SpiTpoUMics Al m B ¢ Coomercmeyer
cnocobHoCTE COOTBETCTBYIOLUMMY LIOAMKAOHTMM AOAKHC NOSBUTLEA 10cex.
He NosaHoe 10 cex.,namb-ﬁmféumaonm
2.3 Tvip Tutp LloAmKAOHOPGHTH-A-8-PeaKLA QITAOTUHALMK Ha| COOTBETCTBYeT
naockoc™ caputpoumntamy rpyrisi Al - 1:32 - 1:64 | 1:32- 1:64
Tip Llommaﬂc aHT-B B peakumt artiloTUHaLMM Ha| CootBatcTRYeT
MACCKOCTH/E/3pUTPOLUTAMA TRy B{JII') - 1:64 1:64
Twp Llommcan aHt-AB'B peakum ar@dmuuunn Ha | Cooteetcreyer
MAOCKOCTULS, apmpoumamn i 1:32-1:64
w Bl - 1: 6. ¢
Lioamiaom cooteeTCTBYST THEBOBAHUIM W\_ ,?_59_5;1 590-
3aeeayiowes OTK OO0 «MeAUKAOH» : =g K.B. IQweHko




= 000 "Meankaon"

MEIMKNOH

127276 Mockea, GotaHuyeckad ya 35, Tp  + 7495 231-2272  +7499 502-1214

NACNOPT-CEPTUPUKAT NPOUIBOAUTEAS
Ha «Habop pearenTos AAS ONpeAeAeHUS TPYNN KPOBH YOAOBEKA
cucrem ABO, Pesyc u Kell» no TY-9338-101-51203590-2009

( UIOAMKAOH Antu-D Cynep )
PervcTpaumeHHoe yaocToseperna  Ne PCP 2009/06043 o1 05 HosBps 2099 r

Hanmenoranne: Llomwxnon Axru-D Cynep Bo Q)mouax o 10 Mu ¢ seneREIMA

KpLIIKAMMA - ;
Cepua: 217012 Epunsna: 100 mn
;% MsroTomnen: 13.122021 Konnueerro eannnn 10
© Topmen po: 13.12.2023 | O6nem cepmm: 10000 M.

Macoopr: Jc217112 ot 13.12.2021

HaumenosaHne Pesyastart
MOKQaareAs Hopualge. WEDHTOHMIA
1. BHewWwHWA Bua Npoap@iHan XMAKOCTL cBeTAC-Bowenoro UpeTa CooteetcTayer
2. Cepoaorvyaciie
CBOMCTBQ
2.1 CnewxbiMHOCTE Uoanknor AHTU-D Cynep He AOKSH SITAGTHHMPOBATL | CooTaeTcTayeT
D{-) spimpoupmt
2.2 TeMarrAOTHHUDYIRLAR | HeTkan Peaiiss arrAcTHHALIM AGAKHA HOCTYNATE 8 CooTeercTeyer
enocobHocTs TeveHue 30 coK NocAe CMeLMBaHKA pedarenta c Bl+}) 30cex
IPATROUMTAMM
2.3 Tump Tp  Loamkrona  AwW-D  Cynep B peakum| Cootestcieyer
CHTAIOTHHALMM HA MAOCKOCTH & D[+]| SPUTPOLITCIMM 1:32
CooTsercTyer
1:256

Jasesyoulan 7 ~ I
OTK QOO «MeaKAroH» ! / K.B. IOWweHKo




CERTIFICATE

This is to certify that

VWR®Y’

Part of Avantor

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

with the organizational units/sites as listed in the annex
has implemented and maintains a Quality Management System.

Scope:

Sales and supply of branded and private label chemicals, consumables, laboratory equipment,
furniture, and medical devices from global leading developers and manufacturers of those
products to customers in biopharma, healthcare, advanced technology and applied materials,
education and government; manufacture of private label products, primarily laboratory and
production chemicals including custom manufacturing solutions used in biopharmaceutical and
industrial applications and production processes; provide value-added service offerings such as
client outsourced activities: including sourcing and procurement, logistics, chemical and
equipment tracking, lab and production services, scientific services and sample management;
technical services in-house and at customer sites including installation, maintenance,
qualification, calibration and repair of laboratory equipment

Through an audit, documented in a report, it was verified that the management system
fulfills the requirements of the following standard:

ISO 9001 : 2015

Certificate registration no. 530840 QM15

Valid from 2021-08-04

Valid until 2024-06-28

Date of certification 2021-08-04 (( DAk%EEme
Akkreditierungsstelle
D-ZM-16074-01-00

DQS GmbH

Markus Bleher
Managing Director

Accredited Body: DQS GmbH, August-Schanz-StraRe 21, 60433 Frankfurt am Main, Germany 1/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530842

VWR International GmbH
Graumanngasse 7

1150 Wien

Austria

530843

VWR International GmbH
Zimbagasse 5

1210 Wien

Austria

530841

VWR International bv
Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

531223

VWR International GmbH
Rue de Rive 18

1260 Nyon

Switzerland

531224

VWR International GmbH
Grabenstrale 1

8952 Schlieren
Switzerland

531221

VWR International GmbH
LerzenstraRe 16/ 18
8953 Dietikon
Switzerland

Scope

Sales and supply; Lab and Production
Services

Distribution; Technical Services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

2/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530844

VWR International s.r.o. Sales and supply;
Praska 442 Distribution;

281 67 Stribrna Skalice Kitting Services;
Czech Republic Technical services
530847

VWR International s.r.o. Sales and supply

Pivovarska 30
75661 Roznov prod Radhostém
Czech Republic

530868

VWR International GmbH Sales and supply
GroRenhainer StraBe 99

01127 Dresden

Germany

530869

VWR International GmbH Sales and supply
WohlerstraRe 42

30163 Hannover

Germany

530867

VWR International GmbH Sales and supply;
HilpertstraBe 20A Lab and Production Services;
64295 Darmstadt Technical services

Germany

539946

VWR International GmbH Distribution

Heinrich-Blanc-Strafle 40
76646 Bruchsal
Germany

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 3/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

530865

VWR International GmbH
John-Deere-Strale 5
76646 Bruchsal
Germany

530866

VWR International GmbH
VichystraBe 2

76646 Bruchsal
Germany

530870

VWR International GmbH
Fraunhoferstr.11

85737 Ismaning
Germany

530871

VWR International GmbH
James-Franck-Ring 9
89081 Ulm

Germany

530859

VWR International A/S
Tobaksvejen 21

2860 Soborg
Denmark

531213

VWR International Eurolab, S.L.

C/ De la Technologia, 5-17A7 - Llinars Park
08450 Llinars Del Vallés Barcelona

Spain

Scope

Sales and supply;
Distribution

Distribution

Sales and supply

Sales and supply

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

4/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464
3001 Leuven

Belgium

Location Scope

530860

VWR International Oy Sales and supply;

Valimotie 9 Distribution;

00380 Helsinki Lab and Production Services;
Finland Technical services

530863

VWR International S.A.S. Sales and supply

Europarc

26 Avenue Leonard de Vinci
33608 Pessac Cedex
France

530861

VWR International S.A.S Distribution; Manufacture
Chemin de la Croix Saint-Marc

Z.l. de Vaugereeau

45250 Briare-le-Canal

France

530862

VWR International S.A.S Sales and supply;

Immeuble Estréo, Lab and Production Services;
1-3 Rue d'Aurion Technical services

93110 Rosny-sous-Bois

France

531226

VWR International Ltd Sales and supply
VWR House

Warren Court

Feldspar Close

Enderby

LE19 4SD

Leicester

United Kingdom

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate.




Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531228

LAB3 Service

1 Dragon Court
Crofts End Road
St George
Bristol

BS5 7XX

United Kingdom

531225

VWR International Ltd.
Customer Service Centre
Hunter Boulevard

Magna Park

Lutterworth, Leicestershire
LE17 4 XN

United Kingdom

531227

VWR International Ltd.
14 Media Village
Liscombe Park
Soulbury

Leighton Buzzard

LU7 0GA

United Kingdom

540366
VWR International

Medical Equipment Supplies and

Management

The Solutions Buckshaw Village, Chorley

Chorley
PR7 7EL
United Kingdom

Scope

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Manufacture;

Lab and Production Services;
Technical services

Sales and supply

Sales and supply;
Distribution;
Technical Services

This annex (edition: 2021-08-04) is only valid in connection
with the above-mentioned certificate. 6/9



Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531229

Basan - the cleanroom division of VWR
Units 2 & 3 Newton Court

Basingstoke

RG24 8GF

United Kingdom

546015

Hichrom Ltd

1-3 The Markham Centre, Station Road,
Theale,

Reading, Berkshire

RG7 4AB

United Kingdom

531198

VWR International Kft.
Simon Laszlo utca 4
4034 Debrecen
Hungary

531199

VWR International Ltd

Orion Business Campus
Northwest Business Park
Ballycoolin, Blanchardstown
Dublin 15

Ireland

531200

VWR International (Northern Ireland) Ltd
19 Clarendon Street

Derry BT4 87EP

Ireland

Scope

Sales and supply;
Distribution;
Manufacture

Manufacture of UHPLC and HPLC columns
with lot traceability. Procurement and
distributor for UHPLC and HPLC columns
and associated solvents, packing materials
and accessories with lot traceability

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

719



Annex to certificate

Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020

Geldenaaksebaan 464
3001 Leuven
Belgium

Location

531201

VWR International s.r.l.

Via San Giusto 85
20153 Milano
Italy

531203

VWR International B.V.

Orlyplein 85
1043 AP Amsterdam
Netherlands

531205

VWR International AS
Brynsalleen 4

0667 Oslo

Norway

531206

VWR International AS
Kokstadtflaten 35
5152 Banes (Bergen)
Norway

531207

VWR International AS
Leirfossvegen 27
7038 Trondheim
Norway

531211

VWR International Sp.
Limbowa 5

80-175 Gdansk
Poland

Z.

0.0.

Scope

Sales and supply;

Lab and Production Services;
Technical Services;
Manufacture

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Sales and supply;
Lab and Production Services;
Technical services

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

8/9



Annex to certificate
Registration No. 530840 QM15

VWR International Europe bv

Researchpark Haasrode 2020
Geldenaaksebaan 464

3001 Leuven

Belgium

Location

531212

VWR International Sp. z. o.0.
Aleja Niepodlegtosci 606/610
81-879 Sopot

Poland

531208

VWR International

Material De Laboratorio, LDA
Centro Empresarial de Alfragide
Rua da Industria, n° 6

2610-088 Alfragide

Portugal

531217

VWR International AB
Fagerstagatan 18A
163 94 Stockholm
Sweden

531220

VWR International AB
Skiffervagen 12

224 78 Lund

Sweden

531218

VWR International AB
Varbergsgatan 2

412 65 Goteborg
Sweden

531219

VWR International AB

Nordiskt Centrallager

Gjuterigatan 3 (Bofors Industriomrade)
691 50 Karlskoga

Sweden

Scope

Distribution

Sales and supply;
Distribution;

Lab and Production Services;
Technical services

Sales and supply;
Lab and Production Services;
Technical services

Sales and supply

Sales and supply

Distribution

This annex (edition: 2021-08-04) is only valid in connection

with the above-mentioned certificate.

9/9



\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
w




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
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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)
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bsi.

By Royal Charter

Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to certify that:

Holds Certificate Number:

FM 743464

Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park

and operates a Quality Management System which complies with the requirements of ISO 9001:2015 for the

following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro
Diagnostic Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI:

Original Registration Date: 2018-10-12

Latest Revision Date: 2022-04-12

UKAS

MANAGEMENT
SYSTEMS

1o}

0003

Matt Page, Managing Director Assurance - UK & Ireland

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 1 of 2

..making excellence a habit’

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

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

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

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

Certificate No: FM 743464

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

Original Registration Date: 2018-10-12
Latest Revision Date: 2022-04-12

QC Inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

Page: 2 of 2

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

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsigroup.com/ClientDirectory

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

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+743464&ReIssueDate=12%2f04%2f2022&Template=uk

CERTIFICATE OF REGISTRATION

Abbott Laboratories
Lake County Site
100 Abbott Park Road

Abbott Park, IL 60064 UNITED STATES
D-U-N-S ID No. 001307602

UL Medical Regulatory Services of UL LLC®(UL) 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

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

Design, development and manufacture of diagnostic test kits and reagents.

The design and manufacture of in-vitro diagnostic medical devices, used in the screening of blood
donor units for transmissible diseases. The design and manufacture of in-vitro diagnostic medical
devices used in the diagnosis, management and detection of cancer, autoimmune status, cardiac
markers, endocrine disorders, and for therapeutic drug monitoring.

With additional locations listed on Addendum: 1

Authorized by

plipit” =

Michael J. Windler, P.E. Ch:Ck Ce-r':]lﬁcate
MEDICAL DEVICE SINGLE AUDIT PROGRAM Manager of Global Regulatory Service tatus: here

Distinguished Member of the Technical Staff
UL Life and Health Sciences

UL LLC
File Number A18075 Cycle Start Date December 1, 2017
Certificate Number 1068.180319 Effective Date March 19, 2018
Initial Issue Date December 1, 2017 Expiry Date November 30, 2020

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.

Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized _utle

- ; ! 333 Pfingsten Road

Auditing Organization Northbrook, IL 60062-2096 USA

00-MB-S0043 Issue 15.0 UL and the UL logo are trademarks of Underwriters

Laboratories Inc. © 2011.


http://database.ul.com/certs/AZBA.A18075.3.1.pdf

CERTIFICATE OF REGISTRATION

Abbott Laboratories

Lake County Site
100 Abbott Park Road
Abbott Park, IL 60064 UNITED STATES
D-U-N-S ID No. 001307602

Addendum 1
2-0S Route 41 & Martin Luther King Drive
Located at: North Chicago, IL 60064 UNITED STATES

D-U-N-S ID No. 078524918
Performing: QC inspection of incoming materials and products. The storage and distribution

of in vitro diagnostic reagents, test kits and accessories.

3-S 6131 RFD Oakwood Road

Located at: Long Grove, IL 60064 UNITED STATES
D-U-N-S ID No. 113839302

Performing: Antibody production.

File Number A18075 Cycle Start Date December 1, 2017
Certificate Number 1068.180319 Effective Date March 19, 2018
Initial Issue Date December 1, 2017 Expiry Date November 30, 2020

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.

Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized _utle

- ; ! 333 Pfingsten Road

Auditing Organization Northbrook, IL 60062-2096 USA

00-MB-S0043 Issue 15.0 UL and the UL logo are trademarks of Underwriters

Laboratories Inc. © 2011.



CERTIFICATE OF REGISTRATION

Abbott Laboratories

Lake County Site
100 Abbott Park Road
Abbott Park, IL 60064 UNITED STATES
D-U-N-S ID No. 001307602
Additional Regulatory Requirements
Australia:
- Therapeutic Goods (Medical Devices) Regulations, 2002, Schedule 3 Part 1 (excluding Part 1.6) — Full
Quality Assurance Procedure [if design controls are part of the certification];

Brazil:

- RDC ANVISA n. 16/2013
- RDC ANVISA n. 23/2012
- RDC ANVISA n. 67/2009

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

Japan:
- MHLW Miinisterial Ordinance 169, Article 4 to Article 68
- PMD Act (,as applicable)

United States:

-21 CFR 820

-21 CFR 803

- 21 CFR 806

- 21 CFR 807 — Subparts Ato D
- 21 CFR 821 (where applicable)

File Number A18075 Cycle Start Date December 1, 2017
Certificate Number 1068.180319 Effective Date March 19, 2018
Initial Issue Date December 1, 2017 Expiry Date November 30, 2020

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.

Certificates may be verified by visiting the Online Certifications Directory on UL.com.

UL Medical and Regulatory
Services UL, LLC is an

MDSAP Recognized _utle

- ; ! 333 Pfingsten Road

Auditing Organization Northbrook, IL 60062-2096 USA

00-MB-S0043 Issue 15.0 UL and the UL logo are trademarks of Underwriters

Laboratories Inc. © 2011.



bsi.
Certificate of Registration

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

ey ADEATEL

By Royal Charter

This is to certify that: Abbott Laboratories Diagnostics Division
100 Abbott Park Road
Abbott Park
Illinois
60064
USA

Holds Certificate Number: MD 743461
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

Design, Manufacture, Development, Installation, Service and Support of In Vitro Diagnostic
Products including Test Kits, Reagents, Accessories and Instruments.

For and on behalf of BSI: Q“M \ XS %

Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2021-06-01 Effective Date: 2021-10-13
Latest Revision Date: 2022-06-22 Expiry Date: 2024-10-12
& Page: 1 of 2
T ..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, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+743461&ReIssueDate=22%2f06%2f2022&Template=uk

Certificate No: MD 743461

Location

Registered Activities

Abbott Laboratories Diagnostics Division
100 Abbott Park Road

Abbott Park

Illinois

60064

USA

Design, Manufacture, Development, Installation, Service and
Support of In Vitro Diagnostic Products including Test Kits,
Reagents, Accessories and Instruments.

Abbott Laboratories Diagnostics Division
- Conway Park

675 North Field Drive

Lake Forest

Tllinois

60045

USA

Oversight of the Quality Management System for the Abbott
Diagnostics Division Sites.

Abbott Laboratories Diagnostics Division
- K Complex - Distribution Center

Route 41 & Martin Luther King Drive
North Chicago

Illinois

60064

USA

QC inspection of incoming materials and distribution of IVD
products including test kits, reagents, accessories and
instruments.

Abbott Japan LLC
278 Matsuhidai
Matsudo-shi
Chiba

270-2214

Japan

Original Registration Date: 2021-06-01
Latest Revision Date: 2022-06-22

Design and Development of in vitro diagnostics products
including test kits and reagents.

Effective Date: 2021-10-13
Expiry Date: 2024-10-12

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.
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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



bsi.
Certificate of Registration

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

e K T,

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.

ey C_ S\ aed C

Gary E Slack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2002-10-25 Effective Date: 2021-04-14
Latest Revision Date: 2021-04-13 Expiry Date: 2024-04-13
m Page: 1 of 2
UKAS ‘ —_—
..making excellence a habit.

003

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

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


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

Certificate No: MD 69326

Location

Registered Activities

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Sunderland Enterprise Park

Colima Avenue

Sunderland

SR5 3XB

United Kingdom

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

Helena Laboratories (UK) Ltd

trading as Helena Biosciences Europe
Queensway South

Team Valley Trading Estate
Gateshead

Tyne and Wear

NE11 0SD

United Kingdom

Original Registration Date: 2002-10-25

Latest Revision Date: 2021-04-13

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: 2021-04-14
Expiry Date: 2024-04-13

Page: 2 of 2

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

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

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

A Member of the BSI Group of Companies.


https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+69326&ReIssueDate=13%2f04%2f2021&Template=uk

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
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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




000 “MunuMen”, 241520, Poccuinckan Pepepaumns, BpsaHckaa obnacTs,
BpaHckmi panoH, c. CynoHeso, yn. loccennan, 17 A

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

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

nocmaswuxk nabopamopui WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perucrpaunontoe ynoctosepenue Ne @CP 2009/05559 o1 04.12.2015 r.
IMacnopT

Haoop pearenToB «Macj10 HMMEpPCHOHHO®
mo TY 9398-011-29508133-2009

Cepnn 1094 Jara u3roToBJIeHHs 10.09.2021 e.

1. Haznauenue
Hcnone3yercst B KauecTBe MMMEPCHOHHOM JKMAKOCTH A/ CBETOBOIT M (DIYOPECLEHTHOH MHKPOCKOMHH, 001aaacT
HH3KHM YPOBHEM ABTO()TYyOPCCLCHLIHH.

2. Texunueckne TpedoBanus

Xa])a KTEePHCTHKA | Pcay.rl bTATLI

HaumenoBanme moxasarens
HopmMano TV AHAJIM3A

[po3paunas GecUBETHAS HHAKOCT

OpraHonenTHYecKHe NoKaszaTenu coomeemcmeyem
€O ¢1a0BIM KECATOBATHIM OTTCHKOM

Bsi3skocTs KHEMaTHuecKkas npu temneparype 20°C, mv?/c ot 220 1267

TlokasaTens npenomaeHHs npu Temneparype 20°C ot 1,5150 mo 1,5180 1,5154

440 uu-98,8

a0
Koa(pmumnent nponyckanns macna, % He menee 70 540 1u-100,0

MMMepcHOHHOE MAc/o JIerko YIAaseTcs C MOBEPXHOCTH Mpenapara, ()POHTATBHON JHMH3bI M ONPABbl OOBEKTHBA;
HHCPTHO K OKPALLICHHBIM H HCOKPAIICHHBIM MPEnapaTam.

Ynaxoeka — (prmakoH-kaneabHuLIa BMecTHMOCTER 10,0 Mn ofecneuuBacT aKKypaTHOC M IKOHOMMHHOC HAHCCCHHUC
MAcIIa Ha Npenapar.

Cpox rognocTs — 1.5 roja ¢ 2aTsl H3rOTOBICHHSL.

3. TpancnopTHpPOBAHKME H XpAHCHHE
TpaHCDU]}THpOBaHHC J0KHO TIPOBOOWATECA BCCMH BHIAMH KPBITOTO TPAHCIIOPTA B COOTBETCTBHH C MPABHIIAMH
NEPEBO3KH IPY30B, ACHCTBYIOIHMH HA JAHHOM BHAC TPAHCMOPTA., XPAHCHUE - B YNAKOBKC NMPCANPHATHA-H3TOTOBHTENA B
MPOXJTATHOM MECTE TMPH OTHOCHTEIBHOH BIAXKHOCTH BO3AyXa He Gomee 80% B MecTax, 3AIMMICHHBIX OT BO3ACHCTBHS
NpAMBIX COJTHCYUHEBIX H}"!Eﬁ, HTMOC[IJE,]JHB]X OCAAKOB H ArpCCCHBHBIX CPCO B TCUCHHC BCCTO CPOKA TOAHOCTH,

4. TapanTun M3roTOBATENSN
M3roToBuTEL rApAHTHPYCT COOTBCTCTBHE KAa4cCTBA Habopa pearcHToB «Macmo ummepcnonHoe» Tpebosanuam TY
9398-011-29508133-2009 npu cobaroaeHMH NOTpedUTENEM YCIOBHI TPAHCMOPTHPOBAHHS, XPAHCHHA W NPHMCHEHMS B
TeYeHHE BCETo CPOKA FOJAHOCTH.

Hauvansnuk IITO Baouu B.A.
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& ITALCERT

CERTIFICATO N° 5055GQ05

CERTIFICATE N*® 5055GQ05

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
Operattve 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
onf‘ izi del corpo in Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici 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. Managemeﬁt 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 Islenle)
: Marketing of medical and diagnostic dewces in vitro. Marketing of laboratory articles.

A presente Certificato & soggetto al rispetto delle condiznom stabilite dai Regolamenti per la certificazione in vigore applicabili.
This Certificate shall satisfy the requiirements established in the Rules for the ceftification in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione del contenuto del presente certifiato, fare riferimento alla lingua italiana
in cases of discrépancy benveen the languages used in the transiation of the content of this cettificate, please refer to the jtalion longuage

L'AMMINISTRATORE DELEGATO
MAI\)A GING DIR&CIOR

| / Dr. “In‘gi‘ Roberto Cusolito .
Data di Prima Emissione Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza

. Fu‘st Issue Date Furst Issue Date [TALCERT Renewal Date Expiration Date
1| 1998 07-23 S 2011-10-30 2020-10-30 2023-10-29 "
| Settore IAF 14 -29 ) ACCREDIA “(’

SGQ N® 023A
| — Membro degll Accord! gl Mutuo Rlconoscimento EA, IAF e ILAC
I Signatory 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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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
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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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CoD DESCRIZIONE DESCRIPTION

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
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 1 of 6
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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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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

Mod DC-048/01.06/3
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CERTIFIED COMPANY UNI EN I1SO 9001:2008 & UNI CEI EN 1SO 13485:2012

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%

Provette e Tappi non sterili / Test tubes and Caps not sterile

Mod DC-048/01.06/3 26.07.2015

Pag.1 of 7



NUOVA APTACA s.r.l.

r [ 4 YN A ’ > ] \ ( 44 \/
Regione Montorte, 30 -14053 Canelli (Asti) ITALY

Fax: (+39) 0141 83.52.92

e-mail: info@aptaca.com

www.aptaca.com - www.vacucheck.com

"""""""" Cod.Fisc.: 07520900155

R.EA MB 1167248

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

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



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




CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley

Berkshire RG6 4UT UNITED KINGDOM

UL LLC®(UL) issues this certificate to the Firm named above, after assessing the Firm’s quality system
and finding it in compliance with:

ISO 13485:2016
EN ISO 13485:2016

The manufacture of in vitro diagnostic blood grouping reagents. The purchase for resale of in vitro
diagnostic serology test kit.

Authorized by

@ "“_nl -L-n_:,:* ﬁ = /
/ sl % .:: /{E £ ,2 S
UKAS e
i Michael J. Windler, P.E. Check Certificate

426 Manager of Global Regulatory Service Status: here

Distinguished Member of the Technical Staff
Life and Health Sciences, UL LLC

File Number A12241 Cycle Start May 23, 2020
Certificate Number 1458.200523 Effective Date May 23, 2020
Initial Issue Date June 26, 2018 Expiry Date May 22, 2023

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 LLC.

UL LLC
333 Pfingsten Road
Northbrook, IL 60062-2096 USA

00-MB-50043 Issue 16.0 UL and the UL logo are trademarks of Underwriters Laboratories Inc. © 2018


https://database.ul.com/certs/PDWS.A12241.pdf

EC Certificate TOVRheinland
Directive 98/79/EC Annex IV, excluding Sections 4 and 6
Full Quality Assurance System
In Vitro Diagnostic Medical Devices

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Deutschland

Products: - IVDs for the detection of infectious disease markers
- IVDs for the detection of the tumor marker PSA
- Urine tests for self-testing

{see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60114562 0001
Expiry Date: 2023-11-27

The Notified Body hereby declares that the requirements of Annex |V, excluding section 4 and 6 of the
directive 98/79/EC have been met for the listed products. The above named manufacturer has established
and applies a quality assurance system, which is subject to periodic surveillance, defined by Annex

this certificate an EC design-examination certificate according to Annex IV, secti
vetification of manufactured products according to section 6 is required.

Effective Date: 2018-11-28

Date: 2018-11-27 S ;

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Diractive 98/79/EC
congsrning in vitro diagnostic medical devices with the identification number 0197,

WNICO R DEGE # TiF TLE' and TU re e sterad uadzmarle Lieannm and speamin iequias (a0 aupea al




- ®
TUVRheinland

TUV Rheinland petl Al
LGA Products GmbH
TillystraRe 2, 90431 Niirnberg

Attachment to

Certificate

Registration No.: HL 60131398 0001

Report No.: 21200072 015

Manufacturer: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Deutschland

Products included:

In vitro diagnostica for self-testing:

- HCG pregnancy tests

- LH covulation tests

- Single- and multi-constituent test strips for urinalysis

In vitro diagnostica rapid tests:
- Chlamydia trachomatis Rapid Tests
- PSA Rapid Tests

Site included:

nal von minden GmbH
Friedenstr. 32
93053 Regensburg

Germany

Activities: Degign and development

Date: 2018-11-27 5. % o Lierand

Dipl.-lnig‘.j"'\?en Hoffmann

10020 R D05 B TLer, THF i LA 13 rogetaren sadammpeks, | Sams Ao E0pheannn @A [0 A




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

www.tuv.com

Certificate

Standard

Certificate Registr. No.

Certificate Holder:

Scope:

Validity:

1ISO 9001:2015
01 100 1810016

nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers

Germany

including the locations according to annex

Design and development, manufacture and distribution

of in-vitro diagnostic test kits and reagents for the detection

of cardiac markers, tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes, hormones, vitamins,
special proteins, metabolic disorders, drug misuse, immune
status, vaginal pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm testing, coagulation
management systems, for use in clinical laboratories,

as near-patient tests and for self-testing and associated

in-vitro diagnostic devices for sampling and analysis systems,
as well as veterinary diagnostic devices and testing for narcotics
and substances.

Distribution of control materials and tests for blood group
determination, medical masks, medical gloves, blood pressure
monitoring devices, medical thermometers, swabs, lancets and
laboratory analyses.

Proof has been furnished by means of an audit that the
requirements of ISO 9001:2015 are met.

The certificate is valid from 2021-09-10 until 2024-09-09.
First certification 2018

2021-09-10 /&(/Qé/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

A TUVRheinland®

Akkrediti tell . .
D-ZM-16031.00:00 Precisely Right.

(( DAKKS



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

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

No. Location Scope

/01 c/o nal von minden GmbH Design and development, manufacture and
Carl-Zeiss-Str. 12 distribution of in-vitro diagnostic test kits and
47445 Moers reagents for the detection of cardiac markers,
Germany tumour markers, infections, inflammation,

allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

Page 1 of 3

Precisely Right.



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

Annex to certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810016

/02 c/o nal von minden GmbH Design and development, distribution of in-vitro
Friedenstr. 32 diagnostic test kits and reagents for the
93053 Regensburg detection of cardiac markers, tumour markers,
Germany infections, inflammation, allergies, endocrine

disorders, diabetes, hormones, vitamins, special
proteins, metabolic disorders, drug misuse,
immune status, vaginal pH levels, pregnancy,
kidney function, for urine analysis, performance
diagnostics, sperm testing, coagulation
management systems, for use in clinical
laboratories, as near-patient tests and for self-
testing and associated in-vitro diagnostic
devices for sampling and analysis systems, as
well as veterinary diagnostic devices and testing
for narcotics and substances.Distribution of
control materials and tests for blood group
determination, medical masks, medical gloves,
blood pressure monitoring devices, medical
thermometers, swabs, lancets and laboratory
analyses.

Page 2 of 3

Precisely Right.



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

Annex to certificate

Standard

Certificate Registr. No.

ISO 9001:2015

01 100 1810016

/03 c/o nal von minden GmbH
Robert-Bosch-Breite 34
37079 Gottingen

Germany

www.tuv.com

2021-09-10

Design and development, manufacture and
distribution of in-vitro diagnostic test kits and
reagents for the detection of cardiac markers,
tumour markers, infections, inflammation,
allergies, endocrine disorders, diabetes,
hormones, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal
pH levels, pregnancy, kidney function, for urine
analysis, performance diagnostics, sperm
testing, coagulation management systems, for
use in clinical laboratories, as near-patient tests
and for self-testing and associated in-vitro
diagnostic devices for sampling and analysis
systems, as well as veterinary diagnostic
devices and testing for narcotics and
substances.Distribution of control materials and
tests for blood group determination, medical
masks, medical gloves, blood pressure
monitoring devices, medical thermometers,
swabs, lancets and laboratory analyses.

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdln

Page 3 of 3

A TUVRheinland®

Precisely Right.



Certificate TUOVRheinland

Quality Management System
EN ISO 13485:2016

Registration No. SX 1034230-1
Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany
Scope: Design and development, manufacture and distribution of in vitro diagnostic

test kits and reagents for the detection or determination of cardiac
markers, tumor markers, infections, inflammation, allergies, endocrine
disorders, diabetes, hormenes, vitamins, special proteins, metabolic
disorders, drug misuse, immune status, vaginal pH levels, preghancy,
Kidney function, for urine analysis, sperm testing, coagulation management
systems, for use in clinical laboratories, as near-patient tests and for self-
testing as well as associated in vitro diagnostic devices for sampling and
analysis systems for rapid tests.

Distribution of control materials and tests for bloed group determination,
medical masks, medical gloves, blood pressure monitoring devices,
medical thermometers, swabs and lancets.

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the arganization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are- L] e quality
management system is subject to yearfy surveillance. G 4

Report No.: 1089325-40
Effective date; 2021-12-02
| Expiry date: 2024-12-01
Issue date: 2021-11-29 -.: g
‘ il Dipl.-Ing’ Hoffmann
v ‘ eintand LGA Products GmbH
(\ DAk%(S : TillyStraBe 2 - 80431 Nimberg - Germany
eutsche

Akkreditierungsstelle
D-ZM-14169-01-02 1/2
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Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: 3X 1034230-1

Organization: nal von minden GmbH
Carl-Zeiss-Str. 12
47445 Moers
Germany

The scope of certification alse covers the following:

No. Facility Scope

a1 ¢/e nal von minden GmbH Manufacture and distribution
Carl-Zeiss-Str. 12
47445 Moers
Germany

102 c/o nal von minden GmbH Design and development and distribution

Friedenstr. 32
93053 Regensburg
Germany

/03 ¢/o nal ven minden GmbH Design and development and manufacture
Robert-Bosch-Breite 34
37079 Géitingen
Germany

f04 ¢/o nal von minden GmbH Administration and distribution
Raseweg 4
37124 Rosdorf
Germany

Report No.: 1089325-40
Effective date: 2021-12-02
Expiry date: 2024-12-01
Issue date: 2021-11-29

(( DAKKS TillystralRe 2 - 90431 Nurnberg - Germany

Deutsche
Akkreditierungsstelle
0-2M-14169-01-02 242

10201 Qo[ TUTUEY 25 T, are seqenpca] 10aceri b 1 LURLATon S 2pplicalion 1o.m &5 00ar g 3l




HOLTSCH Medizinprodukte GmbH
In den Faltern 13 « D — 65232 Taunusstein
Germany

Declaration of conformity

This is to confirm that

the swab dispenser Quickpad®
containing fleece swabs, saturated with 70% isopropyl alcohol (V/V)

is

manufactured, packaged and sterilized in accordance with the rules of GMP and the
paragraph 13 of the GERMAN MEDICAL LAW.

These swabs are equal to a
Medical Device Class | (UMNDS Code15-252)
and are checked and released
conform to
the German Medical Product Law according to
the

Medical Device Directive 93/42/EEC
of the European Counsel.

Taunusstein, November 17" , 2021

vd F tgrn 13 - zTamm’n
lftewe zberg ,
(Certified Biologist)—

U \WINWORD\Zertifikate\conformity QP Medbryt.doc
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(POCIAPABHAA3OP)

PETHCTPALHOHHOE Y,EIOCTOBEPEHHE
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HacTtosumee perncTpallHoHHOE YAOCTOBCPEHNE BRLIAHO
ObmecTno ¢ orpaHu4enHol 0TEETCTREHHOCTRI0 "Hayuno-nponisoacraennan Gupma
"ABPHC+" (OO0 "HIID"ABPHC+"), Poccun,

e 4 196084, Cankt-ITerepbypr, ya. Hperounan, 1. 16, mur. M, 2-if yram

[ponzeoasrens

ObmecTRo ¢ Orpapnyennol orseTcrsennocTsio "Hayuno-nponisogcreennan dupma
"ABPHC+" (000 "HIID"ABPHC+"), Poccnn,

196084, Cankr-Tlerepdypr, ya. Hgerounas, . 16, anr. M, 2-it orax

MeeTo npoH3BOACTEA MEIHLHHCKOTO H3AETHA
| 192019, Cankr-Ilerepdypr, vy lipodeccopa Kawanosa, a. 15a, imr. A

Homep perncrpaumonsoro aocse Ne P/1-9488/61061 ot 11.12.2015
Bua megnunEckoro nienns 107820

Knace noTeHUHANLHOND PHCKE TPHMEHEHHA MEIHUHHCKOTO H3AenHa 2a

Kon Obmepoceniickoro kiacchHEATOPa NPOAYKIHA UIE MEARUHHCKOrD nanenusa 93 9816 L '

npukaszom Pocanpasnansopa ot 11 5_-" i 0]
AOTYIIEHD K 0GPAILCHHIO HA TEppIiopl % ;




CERTIFICACION
N®"39/C-8G055

_3' MINISTERIO agencia ¢
"» DESANIDAD 1

LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS
THE AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

otorga el certificado niimero
grants the certificate no.

2013 11 0039 EN

segun la norma
in accordance with the standard

UNE-EN ISO 13485: 2018
(EN 1SO 13485: 2016 & ISO 13485: 2016)

Productos Sanitarios: Sistemas de Gestion de Calidad — Requisitos para fines reglamentarios
Medical devices — Quality management systems - Requirements for regulatory purposes

a la empresa
to the company

Dia.Pro Diagnostic Bioprobes S.r.l.
Sede social y de fabricacién/ Headquarters and manufacturing facility
Via G. Carducci, 27-20099-Sesto San Giovanni-Milano-Italy

Para las siguientes actividades / For the following activities:

Diseiio, desarrollo y produccién de reactivos y productos reactivos, calibradores y materiales de control para
inmunoquimica, microbiologia, inmunologia infecciosa y técnicas de biologia molecular.

Disefio, desarrollo, produccién y servicio técnico de instrumentos y software para diagnéstico in vitro.

Design, development and manufacturing of reagents, reagent products, calibrators and control materials for
immunochemistry, microbiology, infectious immunology and molecular biology techniques.

Design and development, management of production and technical servicing of instruments and software for “in vitro”
diagnostic.

Modificaciones de alcance/ Scope modifications:: Ver Anexo | / see Annex |

Fecha de validez/ Date of validity: Desde/ From: 25-02-2021 Hasta/To: 18-11-2023
Certificacion inicial/ /nitial certification date: 27-11-2013

Renovaciones / Renewal of certification dates: 8-03-2019; 25-02-2021

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS)
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es

CSV: 4TEYRF78EE

CORREO ELECTRONICO Péagina 1 de 2

on0318@aemps.es
CERTIFICACION 13485

C/ CAMPEZO, 1 - EDIFICIO 8

28022 MADRID

Tel.: (+34) 902.101.322 /(+34) 91.822.59.97
Fax: (+34) 91.822.52.89
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ANEXO I / ANNEX |
CERTIFICADO UNE-EN ISO 13485: 2018/ UNE-EN ISO 13485: 2018 CERTIFICATE

Modificaciones del alcance / Scope modifications:

Fecha/Date Descripcion de la modificacién/ Modification description

18-12-2018 Cambio en la descripcion del tipo de técnica en el ambito tecnoldgico
(inmunologia infecciosa y técnicas de biologia molecular).
Cambio del nivel de detalle en la descripcion del ambito tecnoldgico

Change in the description of the method of analysis in the technological scope
(infectious immunology and molecular biology techniques).
Change in the level of detail of the technological scope description.

8-03-2019 Ampliacion del ambito tecnoldgico para incluir:

Inmunoquimica y microbiologia

Instrumentos y software para diagnédstico “in vitro”.
Modificacion del alcance para incluir la actividad de asistencia técnica para
Instrumentos y software para diagnéstico “in vitro”.

Extension of technological scope:

Immunochemistry and Microbiology

Instruments and software for “in vitro” diagnostic
Modification of the scope to include the activity of technical servicing of
instruments and software for “in vitro” diagnostic

Madrid, 23 de febrero de 2021
DIRECTORA DE LA AGENCIA ESPANOLA DE MEDICAMENTOS Y PRODUCTOS SANITARIOS

agencija e

. Sparnol
’ rr:edlcamentosade
Productog Sanitarjog

Fdo. M2 JesUs Lamas Diaz

Agencia Espafiola de Medicamentos y Productos Sanitarios (AEMPS) CSV: 4ATEYRF78EE
Fecha de la firma: 23/02/2021
Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es
CORREO ELECTRONICO Pagina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
on0318@aemps.es Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89
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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



Certificate

mdc medical device certification GmbH
certifies that

VECTOR

vB/E/S/TA

AO Vector-Best
Research and Production Area
Building 36,0ffice 211, Koltsovo
630559 Novosibirsk region
Russian Federation

with the locations listed in the attachment

for the scope

Design and development, production and distribution of
medical devices for in vitro diagnostics (PCR, ELISA, Biochemistry)

has introduced and applies a
Quality Management System

The mdc audit has proven that this quality management system
meets all requirements of the following standard

EN ISO 13485

Medical devices — Quality management systems —
Requirements for regulatory purposes

EN ISO 13485:2016 + AC:2016 - ISO 13485:2016

Valid from 2020-07-04
Valid until 2023-07-03
Registration no. D1213100019
Report no. P20-00568-173687
Stuttgart 2020-06-02

. medical device certification I Head 4&&1 Body

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-16002-06-00



No. D1213100019

Attachment of the certificate

date 2020-06-02 Page 1 of 1

Location

Scope

AQ Vector-Best
Arbuzova str. 1/1, 630117 Novosibirsk
Russian Federation

design and development, production and
distribution of medical devices for in vitro
diagnostics

AO Vector-Best

Research and Production area, building 36,
Koltsovo, 630559 Novosibirsk region
Russian Federation

AQ Vector-Best
Pasechnaya str, 3, 630117 Novosibirsk
Russian Federation

design and development, production of medical
devices for in vitro diagnostics

design and development, production of medical
devices for in vitro diagnostics

ATl

" medical device cerlification

mdec medical device certification GmbH
Kriegerstrale 6
D-70191 Stuttgart. Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-2583597-10
Internet: http://www. mdec-ce.de

Heaq,é?c:ertification Body




ZAO “Vector-Best”

it Rev. 01 | v=srem ZAO “Vector-Best” Rev. 01
o~ #%_ml.% i ... EC Detlarationofconformity | Pasciofd ! . 1_ wE/E, SITA [ EcDeteion of conformity. Pagotoid [
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