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HaGop peareHToB AJisi ONIpeJeIeH s FeMOrJ00HHA B KPOBH
reMurJo0MHIHAHUAHBbIM MeToADMitally signed by Ceaicovschi Tudor
«TCemorno6un-ATCAT»  Date: 2022.02.08 17:33:07 EET
Reason: MoldSign Signature
(600 omp. x 5 mm) Location: Moldova

Cepust 17/990920 JlaTa BeIycKa 09.2020 T'omen mo 10.2022
KonudectBo HabOpOB B cepuun 50000

HaumeHoBaHHE MOKA3ATES XapaxkTepucTHKa 1 HOpMa o | PesyabTaThl aHanu3a
TY 9398-280-11498242-00

1. BHemrHuii BHJ

1.1. TparchopMupyromuii peareHt TToporok XenTo-0paHKeBOro Cwmech GenbIx u
LBETa WA CMeCh OebIX U OpaHXKEeBBIX KPUCTAIIIOB
OpaH)KEBBIX KPUCTAJJIOB
1.2 AueToHUHaHTHAPUH Becupernas npo3pauHas BecuserHnas npo3pauHast
MHUIKOCTh KHIKOCTD
1.3 KanubpoBoOUHbIif pacTBOP reMornodnuHa IIpo3pauHast 5JKUIKOCTb OT TIpo3payHas )KUAKOCTh
TEMHO-KPAaCHOTO JI0 TEMHO- TEMHO-KPACHOTO 1[BETa

KOPHUYHEBOI'O IIBETA

2, TexHnuyeckHe XapaKTePHCTUHKH
2.1 Tecr Ha COOTBETCTBHE KanubpaTopa

KOHTPOJILHOMY  J1abOpaTOpHOMY  PacTBOpPY 2 CooTBercTByeT
remoriobuna 120 r/n, oTkioHeHune B %, He

Oouee

2.2 YyBCTBUTENBHOCTS, /1, He Gonee 10 CoOTBETCTBYET

3. Moka3aTe/iH NPABHJILHOCTH ONPeaeIeHH s

3.1 Tecr Ha "nuHEHHOCTR" B AMANa3oHe
koHuenTpauuit ot 20 1o 200 /5, OTKIOHEHHE 2 CooTBeTrcTByeT
B %, He Oonee

3.2 Tect Ha "oTkpbiTHE", OTKIOHEHHE B %0, HE

boaee ) CoOTBeTCTBYET
3.3 KoadduuueHT Bapualiuu pe3yabTaToB
omnpenenensi, %, He boee 2 CooTBercTByeT
3.4 JlonycTiMblii pa3bpoc pe3ysibTaTOB pu

2 CootBercTByeT

MapaIebHbIX ONPEAeIeHHIX OXHOH TTPOGHI
pa3HeIMH HabOpaMu OZIHOM cepuH, %o, He Goree
3.5 Bpemsi BbIXOJA ONTHYECKOH MJIOTHOCTH Ha
yCTOHUMBbIE TIOKA3aTeNN MOCye J00aBIeH s 20
aHanM3UpyeMOi mpobObl,MuH, He bonee

CooTBeTcTByeT

3axmoyenue OKK OO0 «Arar-Meny:
Cepus 17/990920 coorsercryer TpeGosanusam TY 9398-280-11498242-00

Hauanbsuuk OKK Q00 «ATAT-ME/I» I'nanys B.B.

«22 » cenrsiopsi 2020r. /Z/&
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DEAEPAARHAA CAVIKEA TIO Hmt}r"f B CDEPE SAPABOOXNPAHEHMA
(POCIAPABHAASOP)

PETHCTPALIUOHHOE YAOCTOBEPEHHE

HA MEAWLUHHCKOE USAEJIHE
oT 28 oxkTadpa 2013 roaa Nt OCP 2009/04472

Ha mepnmpHcxoe nenme
Habop peaxTisor 048 THM010806 npode "Tivoasosan npofa-Arar'

Hacroauee perucTpalMoHOS YIOCTORCPEHHE BRIIANO

OfinecTBo ¢ orpannIennoli oTBETCTBCHHOCTEE "AraT-Mea"
(000 "Arar-Men"), Pocenn,

105173, r. Mocksa, noceaok Boerounwiii, ya. Daasnada, u. 6, ke, 12

MpowsromTens .
O0meeTRO ¢ OFPAHNEMEHHNT OTRETCTREHAOeTRI0 " AraT-Meg"
(000 "Arar-Men™), Poccna,

105173, r. Mockea, noceror Bocrounwit, va. Caasnan, 1. 6, ke, 12

Mecto NpoNIBOICTEA MEARIIRHCKOTO HEMLTHA
105173, r. Mockea, nocenok Boerounstii, va. Cassnan, 0. 6, ke, 12

Houep perserpausonnoro gocee Ne PIL-2080/39533 o1 23.10.2013
BHA MeIRUHICKOTO HIMe/THs -
Enace noTeHIHAIBHOTO PHCKA TIPHMEHEHHA MeARUHHCKOro Haaenna 2a

Fon Ofmepoccuiickoro kracenbixaTopa NponyKLUsH A8 METHUHNCKOTO H3nenus 93 9816

npakason Pocaapasdanzopa o1 28 oxtalpa 2013 roga Ne 6179-TTp/13
aonyueno k ofpamenmo qa repprropan Poceniierolt demepausy.
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OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

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

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

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

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

(ropuame ekt wapec M)

143906, Poccus, MockoBckas 00aacTs, . Bamanmixa, ksapraia Illutauxoso, a. 88A
{fparTHICCKMI apec TTHIL)

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

CHCTEMBI MEIEKMEHTA KauecTBa uiemii Meauunnckux OfiecTsa ¢ orpanuyennioil 0TBETCTBEHNOCTHIO «AraT~
Megy» Tpedosaunsm FTOCT 18O 13485-2017 (ISO 13485:2016) «M3menns MeaRIHACKHE. CucreMbl MeHEIKMEHTA
KavdecTBa. CHeTeMbbie TpefoBanus JMaH ueell peryinpoBanus» MPHMEHHTEILHO K pa3paborke, NPOH3BOICTBY H
npogake MEXHIMHCKIX H3ACAHI A8 in vitro IHArHOCTHKH: PEArcHTOB M Ha(OpPOB pearcHTOB JUIA KIHHHYeCKOoi
ﬁilﬂxlil\iﬂll, a4 TAKMKC lcamlﬁparopun H KOHTPOJILHBIX MaTEPH aloB

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun

(ITOATICE)
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

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

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

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

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

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

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

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

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

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

(HOPHITHYECRIT aTipec THIT)

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

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

TIpHMCHATE 3HAK COOTBETCTBHs cucTeMbl moGporonbuoit ceprudmkaunn «EAC AUDIT» na nepron acicrsus ceprudurara
cooreercTBua No 04EACL.CM.03842 B mro6oit dopme, HCKIIOIAIOMIEH BOIMOMHOCTE TOIKOBAHHA €0 KAK 3HAKA COOTBETCTBHA
KaviecTha Mpogykumy. JonyckaeTca WCHIONB30BATE 3HAK COOTBETCTBMS B pexmaMHBIX Oyknerax, npocnektax, Gpomnopax,
IaKarax, G1aHkax opraHr3aHORHO-PACTIOPAIUTCABHON TOKYMECHTALMH OPraHi3allHi — ASPIKATENI cepTrduKaTa.

PyKoBOIBTC/IL Oprana > //’ .

no ceprHdmranim: B. U. Iloroaun
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HACTOALMIA CEPTUPUKAT OBA3BIBAET OPTAHH3ALIMIO MOAAEPUBATD COCTOSHUE BbINOIHAEMBIX PAGOT B COOTBETCTBHU C
BBILIEYKA3AHHBIMW CTAHQAPTAMM, 4TO BYAAET HAXOAWTLCA NOA KOHTPONTEM OPTAHA NO CEPTHONKALIMM CHCTEMbB!
AOBPOBONIbHON CEPTUOUKALLIWM "EAC AUDIT" W NOATREPXAATHLCA NPH NPOX0H AEHUK EXET04HOM0 MHCNEKLMOHHOMO KOHTPONA




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

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

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

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

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

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

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

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

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

PyxoBogure/n opraua ; r.//?l__x#

1o cepruduKanan:

B. U. IToroauu
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

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

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

WHH 7717616798 OI'PH 1087746489060

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

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

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

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

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

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024

PYKOBOAMTEL 0praina - /6 .
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen




an::::ﬁ::‘a: 000 «Arat-Men»
105173, r. Mocksa, yi. ['masHas, 6-12

ten. (495) 777-41-92

Za m agat@agatru  www.agat.ru

DACIIOPT

Habop peareHTOB 11 ONPEACTICHAA
KOHIIeHTpauu Gejika B Mode, 660 omp. X 3 M
«Besiok B Moue - A'AT».

Cepus............ 66/770421 Nata Beimycka...  04.2021  Topen jo... 05.2023
Konmaectso HaGOpoB B cepu... 500
HauMeHoOBaHHE MOKA3ATENSA TpetoBanusa HT/I Pe3ynbTaTel AHAJIH3A
npexnpHATHS
1. BHewtnuii Bug
11 Kannbposountii pactaop ansbyvmma | | KugxocTs Gecrsetnan | JKMAKOCTS GecnBeTHas
po3payvHasi po3payHasi
e eeeeeemeenenoneneneno.| 063 TIOCTOPOHHMX BIMIOUEHMHA | o o]
1.2 Cynbdhocanuuunopas KHCIOTa I'OCT 4478-78 CoOTBETCTBYET

2. TexHn4yecKHe XAPAKTEPHUCTHKH

2.1 3nagenue pH kanuGpoBOYHOTO
pacTBopa aJibOyMuHa, ell., B WHTepBaJie 6,5-8.0 CoOoTBETCTBYET
3. IToxazaTe i IPABHJIBHOCTH
onpejeeHns

3.1 CootBecTBHE CTaHAAPTHOMY 00pasiy,
otkioHenune, Yo, He Oonee 2,0 CoOTBETCTBYET

Zaxmougenre OKK OO0 «Arar-Meny:
Ha6op cepun 66/770421 tpeGopanuam HT/{ npeanpuaTis COOTBETCTBYCT.

Hauansaux OKK OO0 «ATAT-ME/I» I'magyn B.B. /ZA
«19» anpems 2021r. =5

Konus ans Onekrporopck Conosbesa T.B. K AOKyMEHTY PacxogHasbH Ne 609923 ot 21.05.21 k ToBapy no3. 4



bsi.
Certificate of Registration

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

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.

(o C_ el 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
@ Page: 1 of 2
UKAS . o
..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 In 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/é 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- 0511 DC DOI 2013/08 (3)

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
5376 Clauss Fibrinogen 100 55997
5376H Clauss Fibrinogen 100 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: % CM /% Date: 05 Aug 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- 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



CUCTEMA JIOBPOBOJILHON CEPTUDUKAIIAN
«MEXK/IYHAPOJHBIE TEXHOJIOI'MA CTAHAAPTU3ALIUAY

3aperucTpupoBana B eIMHOM peecTpe CHCTeM JI00POBONILHOM cepTH(HKAIMH
Peructpaumonnsiit Ne POCC RU.31763.042K0D2

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuxanun CJIC «MTC» 000 «Ilapaaurman
Anpec: 191014, r. Cankr-TlerepOypr, Backos nep., 1. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTUOHUKAT COOTBETCTBUS
Per.Ne VCS-IST.SS.RU.0214.04.20

HACTOSIIIMNA CEPTU®UKAT YJIOCTOBEPSIET, YTO
CUCTEMA MEHE/[KMEHTA KAYECTBA
COOTBETCTBYET TPEBOBAHU M
(obracme cepmugpurayuu ykazana ¢ npunoxcenuu Nel. Ipunoxcenue sensemes Heomvemiemol

uacmoio cepmughukama)
rocT P CO 9001-2015 (ISO 9001:2015)

CEPTHOUKAT BBIJIAH

000 «Meukj10H»
Anpec: 127276 Mocksa, boranuueckas yi, jiom 35
WHH 7719191607 OI'PH 1027700153766

Jara spigaun: 28.04.2020 . Cpox neiictsns 10: 28.04.2023

PykoppnnTeni: opraua: \ ?)chep;l;

V.

Anagues A.P.

{

Ma.ﬂ"uHOBCKHﬁ )5 B8

HACTOSAINA CEPTUOUKAT OBS3BIBAET OPTAHH3ALIMIO T10UIEPIKUBATE COCTOSHME BhITTOJHSIEMBIX PAFOT B
COOTBETCTBHH C BbILIEYKA3AHHBIM CTAHIAPTOM, YTO BYJIET HAXOJMTBCS ITOJI KOHTPOJIEM OPTAHA IO
CEPTUPUKALIMK CHCTEMBI JIOBPOBOJILHON CEPTHOUKAIIMH « MTC» 1 IIOATBEPKAATHCS [IPH

[MPOXOWJIEHWHW MHCTIEKITHOHHOI'O KOHTPOJIA



CUCTEMA JIOBPOBOJIbHOM CEPTU®UKAIIUHA
«MEAK/TYHAPO/IHBIE TEXHOJIOI'MHA CTAHJAAPTU3AIIUN»

3aperucTpupoBaHa B €JIMHHOM PEecTpe CHCTeM J0OPOBOILHON cepTH(HUKALIAN
Perucrpaunonnsiit Ne POCC RU.31763.04K002

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupukanun CJ{C «MTC» O00 «Ilapajgurmar
Anpec: 191014, r. Cankr-IletepOypr, backos nep., a. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

Ipuaoxenne Ne 1
K ceprudukary coorsercteus Ne VCS-IST.SS.RU.0214.04.20
OobumacTe cepTH(UKALME CHCTEMbl MEHE/DKMEHTA Ka4ecTBa;

21.20.2 ITpou3BOICTBO MATEPHANIOB, IPHMEHACMBIX B MEHIIHHCKHX 1ICIISIX

PykoBoauTe/ib oprana: IKeneprT:.-
!1 }‘ :!‘Aiv i‘ ”‘l‘. S — "/‘,/,“"! 5"/‘(_'/%
- MaiHOBCKHif 3.1, Anadues A.P.



CHCTEMA JIOBPOBOJILHO# CEPTU®UKALMH
«MEKYHAPO/HBIE TEXHOJIOTUHU CTAHJAPTU3ALIUN»
3aperucTpHpoBaHa B €AMHOM peecTpe CHCTEM J00POBOILHOI CepTHOHKAIHH
Peructpaunonusii Ne POCC RU.31763.04K092

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuramnu CJ/IC «MTC» 000 «Ilapaaurvar»
Anpec: 191014, r. Cankr-IlerepOypr, backos nep., a. 13-15, nut. A, nom. 42 H
Tell.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTHO®HUKAT COOTBETCTBUS IIEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1136.04.20
Hacrosimmit ceprudukar yJlocToBepseT, 4To
Buxropos Huxonait Anekcaniposuy
CootserctByet TpedoBanmsim CJAC «MTC» npeabaBiseMbIM K
BHYTPEHHUM AY/IUTOPAM
IO HAIPABJICHHIO

I'OCT P UCO 9001-2015 (ISO 9001:2015)
Hacrosmuii ceprudHKaT npelocTaBliseT NpaBo Ha NPOBEIEHHE BHYTPEHHHX IIPOBEPOK CHCTEM

MCHEJIPKMCHTA Ka4yCCTBa

Jara seygaun: 28.04.2020 Cpoxk xeiicreus no: 28.04.2023

PyKOBOIMTE b Oprana: ' Jkenepr:

L 7

o VA AAM

Mani{HOBCKHﬁ"S.F : Anadues A.P.

Cepmughuram 6vi0an na ocnoéanuu pewenus KoMuccuu 6 cucmeme 000POBOILHOL cepmudurayuu
«Meoswcoynapoonsie Texnonozuu Cmandapmusayuuy om 27.04.2020
3apeaucmpuposan & Peecmpe ayoumopos nympennux npogepox cucmemvi 006p08oabHOI
cepmucpurayuu «Meosicoynapoonvie Texrnonozuu Cmanoapmuszayuuy Hpomoxon Ne 04 om 28.04.2020



CUCTEMA JIOBPOBOJILHOW CEPTUOUKAIINU
«MEKJIYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTH3AIIMH»
3aperucTpupoBaHa B €HHOM PEECTpPe CHCTEM J00POBOJIBLHOI cepTU(hUKALUM
Perucrpaunonssiii Ne POCC RU.31763.04K022

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprudpuranun CAC «MTC» 000 «Ilapaanrmay
Anpec: 191014, r. Cankr-IlerepOypr, backos nep., x. 13-15, mut. A, nom. 42 H
Ten.: 8 (812) 425-34-39; e-mail: iso.sds(@mail.ru

CEPTHO®UKAT COOTBETCTBHUS INEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1237.02.20
Hacrosmmii ceprudukar yHOCTdBepﬂeT, 410
Epbimes Poman Muaxaijiosnyg
CootsercrByet TpeboBanmsim C/IC «MTC» npenbsaBisieMbIM K
BHYTPEHHUM AY)IUTOPAM
[10 HANPABIEHHIO
I'OCT P UCO 9001-2015 (ISO 9001:2015)

Hacrosmuii cepTudHKaT npe1ocTaBiseT IpaBo Ha IPOBEACHUE BHYTPCHHHIX IIPOBEPOK CUCTEM
MEHE/DKMEHTA Ka4ecTBa

Hara Boinaun: 28.04.2020 . Cpok peiicreus 10: 28.04.2023

PykoBoaurtenn oprana: - OKcnepT:
. \ o~

J F
F
i A

MaﬁHHOBCKﬁﬁ"S.F S Anadues A.P.

Cepmuchukam 6v10an na OCHOBAHUU PEULEHUA KOMUCCUU 8 cucmeme 000Po8oabHOU cepmudurkayuu
«Meacoynapoonvie Texnonocuu Cmandapmuzayuuy om 27.04.2020
3apeaucmpuposan 6 Peecmpe ayoumopos HympeHHux npogepok cucmemsl 000pPo8oAbHO
cepmucpurayuu « Mexcoynapoonwie Texnonozuu Cmandapmuzayuuy IIpomoxon Ne 04 om 28.04.2020



CHUCTEMA JIOGPOBOJIHON CEPTUDUKALIMU
«MEKITYHAPO/IHBIE TEXHOJIOI'MU CTAHJIAPTU3 AL »
3aperucTpUpoBaHa B ¢IMHOM PEECTpe CHCTEM 100POBOJIBHOI cepTHOHKAIMHU
Perucrpaunonnsiiit Ne POCC RU.31763.042K092

Per. Ne VCS-IST.OS3.RU.0001.02.15
Opran no ceprupnkamm CJIC «MTC» 000 «llapaaurva»
Anpec: 191014, r. Canxr-IlerepOypr, Backos nep., 1. 13-15, . A, mom. 42 H
Tel.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

CEPTH®HUKAT COOTBETCTBUS ITEPCOHAJIA
Per.Ne VCS-IST.EXP.RU.1238.02.20
Hacrosuwmii ceprudukar yaocrosepser, 4to
IOmenko Kpucruna BanepneBna
Coorsercreyer TpeboBanusam CJC «MTC» npeasapiaseMbIM K

BHYTPEHHHUM AY/INTOPAM

110 HAIIPABJICHHIO
I'OCT P UCO 9001-2015 (ISO 9001:2015)
Hacrosuuii ceprudukar npeocTaBiser mpaso Ha NpoBeeHHe BHYTPEHHHX POBEPOK CHCTEM
MEHEJUKMEHTa KauecTBa

Jlara Beiaaun: 28.04.2020 . Cpok aeiicTsus 10: 28.04.2023

PykoBoxuTeb oprana: | Dkenept:
4 o A e :- -’/,
RIE F EF

| s

e L
Anaduen A.P.

Mastnnosckuit J.T.

Cepmughuxam vidan na 0cHOBaHUU pewteniust KOMUCCUU 6 CUChEMe O0BPOBONBHOT cepmupurayuu
«Medicoynapoonvie Texnonozuu Cmandapmusayuu» om 27.04.2020
3apezucmpuposan 6 Peecmpe ayoumopoe euympennux nposepox cucmemoi 000p06oILHOU
cepmucpurayuu «Medxiwcoynapoonsie Texnono2uu Cmandapmuzayuuy lpomorxon Ne 04 om 28.04.2020



CHUCTEMA JIOBPOBOJIbHOW CEPTUD®UKAIIMUA
«MEKIYHAPOJAHBIE TEXHOJIOI'MU CTAHIAPTHU3ALIUN»

3aperucTpupoBaa B €JIMHOM PEecTpe CHCTEM A00POBOJILHOM CepTHHHKALIMK
Perucrpaunonneiii Ne POCC RU.31763.042K002

Per. Ne VCS-IST.0S3.RU.0001.02.15
Opran no ceprupuranun CAC «MTC» OO0 «Ilapaaurmar»
Apnpec: 191014, r. Cauxr-IlerepOypr, backos nep., 1. 13-15, nut. A, nom. 42 H
ten.: 8 (812) 425-34-39; e-mail: iso.sds@mail.ru

PA3PEIIIEHUE
Ne VCS-IST.RZ.RU.0214.04.20
HA IIPUMEHEHHUE 3HAKA COOTBETCTBHSI
CUCTEMDbI JJOBPOBOJILHON CEPTUOUKALIUU
«MEZKTYHAPO/IHBIE TEXHOJIOT MM CTAHJIAPTH3AIHH»
PA3PEINEHUE BbIJIAHO
000 «Megurjion»

Anpec: 127276 Mocksa, botannueckas yn, oM 35
HMHH 7719191607 OI'PH 1027700153766

HA OCHOBAHHWHW CEPTUDHKATA
Ne VCS-IST.SS.RU.0214.04.20

Jara Beinauu: 28.04.2020 Cpox neiicreus no: 28.04.2023

Yeaosusa npuMeHeHust 3HAKA COOTBETCTBHA:
Dupmennble 6IaHKH NPEINPUATHA, JIOTOBOPBI, PEKJIAMHBIC H [IEYATHHIC H3AaH1

PykoBojiurelis oprana £ AMA/ Manunosckuit D.I.
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®

000 "MeankaoH"
MEIVKIIOH

127276 Mockea, boraHnieckas ya 35, 1\ +7495 231-2272 +7499 502-1214

MACNOPT-CEPTUDUKAT MNPOU3IBOAUTEA]
Ha «Habop peareHTOB AAS onNpeAeAeHUs TPYNN KPOBU YEAOBEKA
cucrem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( HOAMKAOH Antu-D Cynep )
PemctpawionHoe yaoctosepetiie Ne CP 2009/06043 ot 05 Hosbps 2009 r

Haumenosanue: Ilomixiaon Auru-D Cymnep Bo puakoHax 1o 10 mi ¢ 3eneHsIMH

KpPHIIIKaMH -

Cepus: 212108 Epuauna: 100 ma
Hsrorosaen: 30.08.2021 Konngecrso exunny 40
T'onen no: 30.08.2023 O6nem cepun: 10000 M.

HMacmopr: [[c212108 ot 30.08.2021

HavnmeHosaHue Hopma o TY Peayastarsi
nokasareas NCNLITAHUA
1. BHewHwi sna Mpo3pa4Has XXMAKOCTL CBETAC-6eXeBOro LBeTa Cooreercrayer
2. Ceponoruyeckue
CBOWCTBA
2.1 CneuncbmyHocT Hoankaon Ant-D Cynep He AONKEH QrFAIOTUHMPOBATL Cootsercrayer
D{-) apurpoLmrsi.
2.2 TemarraioTMHUpYlowas | Yetkas peakums arrAoTUHALMM AOAKHQ HOCTYNATL B Coorsercrayer
cnocobHocTb TeveHue 30 cek. nocAe cMelLMBaHWA peareHTa ¢ D(+) 30cek.
SPUTPOLMTAMM
2.3 Turp Tmp  UoakaoHa Awm-D  Cynep B peakwm| Cootserctayer
QAITAICTMHAUMK HQ nAockocTM ¢ D{+) aspurpoumramm 1:32
1:32 -

Tp Loankaong m B7peakuM npsmoit | CooteeTcTayet
urmsomaquwyc- In-}ﬂpurpowﬂdmd B M(mpomme He 1:256
Hke 1:256 ¢ /7,
fu[ 7 |
LloAvkroH cooTBeTcTRYET TREBORG FIM
al:
3aseayiouas .
OTK OO0 «MeaAUKAOH»




MEAVIKTIOH

LloAnkAOH aHTW — A — MOHOKNOHQALHBIS aHTMTEAG (IgM) K aHTHreHy A

LloankaoH aHtM — B -

000 "Meankaon”

127276 Mocima, botannueckas ya. 35, b +7495 231-2272  +7499 502-1214

MACNOPT-CEPTUDPUKAT MPOUIBOAUTEAS
Ha «<HaGop peareHToB AAS OonpeAeAeHus! FPYNN KPOBU 4YeAOBEKA
cucreMm ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

MOHOKACHAAEHbIE aHTuTena (IgM) k axTUrenHy B

LloAnkaoH aHTi — AB ~ MOHOKAOHGALHbIE aHTUTEA (IgM) K GHTUreHaM A 1 B
Peructpalmontoe yaoctoBepenne Ne $CP 2009/06043 ot 05 HosiBps 2009 1.,

HaunmenoBanne: Ilomuxnon Auta-B Bo dutakonax mo 10 MJI ¢ CHHUMH KPEIIIKAMK

Cepun: 018809

HMsrorosaen: 06.09.2021

Topen mo: 06.09.2023

Eppuunna: 100 M
Konugecrso exunun 40

Oo0vbem cepun: 10000 M.

Hacmopr: B018809 ot 06.09.2021
HavrmeHoBaHue Hopma no TV PesyasTaTh
nokasareas WUCNbITAHUI
1. BHewmuit Bua
1.1 UoankaoH aHM-A MpospayHas XUAKOCTL KPACHOre LBeTa. Cootserciayet
1.2 UomkaoH aHm-B Mpo3pa4Has XUAKOCTL CUHero LBeTa.
1.3 LloAMKkAOH aHTU-AB MpospauHas BecUBeTHAs MAM CASIKA OKPAILISHHAR
XKMAKOCTb.
2. CepoAoruyeckme
CBOMCTBC!
2.1 CneundmyHocTs LIoAMKAOH GHTU-A He AONKeH AQBATL QITAICTUHALMY C Cooterctayer
aputpoumTtami rpynn B{if) 1 O()
LloakaoH aHTU-B He AoAKeH AQBATH ArFAIOTMHALMM C CoorserctayeT
sputpoumrami rpynn Afll) v Of))
Uonmikaon al-AB He AOAKeH AQBAITL ITAICTUHAUMM © Coomercmsyer
aputpoumMTaMy Py Ofl)
2.2 MeMarrAITUHUPYIOWAS | ATAIOTUHALIMS HG MIAGCKOCTH sputpountoB Al B ¢ CoortBetcTByeT
CNOCoBHOCTL COOTBETCTBYIOLUMMM LIOAMKAOHAMU AOAKHA MOSBUTLCS 10cek.
He nosaHee 10 cek. NOCAe CMELIMBAHNS
2.3 Turp Tutp LoamkaoHa qukv’\-s-ﬁeammu AITAIOTMHOUMK Ha | CooTBeTcTByeT
nAockocT ¢ gpufpouTaii reyank Al - 1:32 - 1:64 | 1:32- 1:64
Tvip Llowmnqwrm B B pedkiyi artroHaUMi Ha| Cooteetctayer
FIADCKOCTH r: apmpouwrcmu ) uﬁ - 1:64 1:64
Tutp Li OHO aHTU-AB B p WHAWK Ha | CooTBeTCTBYET
NACCKOCTHIC -3pmnoma i+ 1:32 - 1:64|  1:32-1:64
1 Bam - 1(164 LY /ﬁ ; 5 IE]
Lioavikaoi cocTaeTctByert TpeGoBaHMAMITY. 4\9598”I D ak 2!
N9
3aseaytouiag OTK OO0 «MearKAGH» .. i K.B. lOweHko




MEZWK/IOH

LloAvikAoH aHTM — A — MOHOKAOHGABHEIE aHTUTeAd (IgM) K aHTHrEHY A

000 "Meankaon”

127276 Mocksa, botanudecxas ya. 35, I\ +7495 231-2272  +7499 502-1214

NMACMNOPT-CEPTUDPUKAT NPOUSBOAUTEAS
Ha «Habop peareHToB AAs onpeaeaeHUs rpynn KPOBH YeAOBeKa
cuctem ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

LloAMKAOH aHTH — B — MOHOKAOHAABHEIE aHTHTEAd (IgM) K aHTMrewHy B
LloankaoH aHti — AB — MOHOKAOHAABHNE aHTITAd (IgM) I aHTUreHam A 1 B

PeructpawnonHoe yaoctosepenne Ne $CP 2009/06043 ot 05 HosBps 2009 r.

Hanmenoranue: Ilomuxion Axtu-AB

Cepun: 013309

H3zrorosaen: 27.09.2021

Topen go: 27.09.2023

Enuauma: 100 ma
Koymmuecrso equuun 10

Ob6bem cepun: 10000 M.

Macmopt: AB013309 ot 27.09.2021

Haumerosanne HopMa io TV Pesyabtams
MOKQ3dTeAs WUCNLITAHUIA
1. BHeLluHWit BuA
1.1 LoamkaoH aHM-A NMpoapayHas XuakocTs KpacHoro LseTa. Coorsercieyet
1.2 loankaoH aHmm-B [PO3PAYHas HUAKOCTL CHHEro LBeTA.
1.3 LoAvKAOH aHTK-AB Mpo3spauHas GecLBETHAd MAU CAGTKG OKPaLLISHHAS
HVAKOCTb.
2. Ceponrorvveckue
CBONCTBO
2.1 CneumduyHocTs LloaKaoH QHTU-A He AOAXeH ACBATL arraTMHAWM ¢ | CooTBeTCTBYET
opurtpoumtamui rpynn B{lif) n Of)
LloAvKAOH GHTK-B He AOAKeH AaBaTh arr/uomnauvm ¢ | Cootsercrayer
sputpoumtamu rpyrnn A(ll) n of.
HoAviaoH aHTU-AB He AOAKSH AQBATL QrFACTMHAUMM C Cootercayer
apuTtpouMTaMu rpynns Of)
2.2 [eMarmAITUHNPYIOLAS | AITAISTUHALIMA HG NACCKOCTH sputpountoB Al B c CoortsetctByer
CNOcobHOCTL COOTBOTCTBYIOLUMMU UOAMKAOHGMM AONKHA MOFBUTECH 10cek.
He nosaHee 10 cexk. aHWg
2.3 Turp Turp UoamkaoHg mﬁa#&pﬁm{mw AOTUHALMKY Ha | CootBeTcTayeT
NAOCKOCTU C Tpeumaw rpyrneAf}- 1:32 - 1:64 | 1:32- 1:64
Tutp Lloavkadiiar dumu-8 g peummlqrr}\l‘.b‘muuum Ha| Coortsetcmayer
MAOCKOCT & 3PUTPOLMTAMM rRyRNaI Bl 1:64
Tutp Lioau H dqumAB 8 peakiy atm HGLMM Ha| CootBeTcTByeT
NAOCKOCTH aph vamid oynn A2 1:32-1:64
n Bl - 164" e A) S
LioKAOH cooTBeTCTBYET TPEEOBAHNSM T\?‘«9 5‘}_&- e
3aseayiowas OTK OO0 «MeamkaoH» = K.B. lOweHko




MEZIMK/IOH

LloAnkaoH aHTM — A — MOHOKAOHGABHEIE GHTHTEAT {lgM)) k aHTUreHy A

000 "Meankaon”

127276 Mocksa, boranmyeckas ya. 35, b +7495 231-2272 +7499 502-1214

MACNOPT-CEPTUDUKAT NPOU3BOAMTEAS
Ha «<Habop pearenTos aAs onpeaeneHus rPynn KPOoBK YeAoBeKa
cucrem ABO, Peayc u Kell» no TY-9398-101-51203590-2009

Uoankaon aHTit — B — MOHOKAOHQABHEIE QHTIATEAT (IgM) k cHTUreHy B
LloAvkAoH aHTM — AB — MOHOKACHGALHEIE QHTUTEAG (lgM) k aHTMreHam A u B

Peructpavmontos yaoctosepenmne Ne $CP 2009/06043 ot 05 HosIbpsa 2009 .

Hanvenosanne: Llomixion AuTH-A BO ¢uiakoHax no 10 MJT ¢ KpaCHEIME
KPBIIIKaMA

Cepusa: 018709

HMzrorosxen: 06.09.2021

T'open mo: 06.09.2023

Enunnna: 100 mn
Konnuecreo exunnn 40

ObBem cepum: 10000 mi1.

IMacmopr: A018709 ot 06.09.2021

HanmeHosaHue Pesyabtamy
noxasareas Hopua no T MCTILITAHMIA
1. BHeLuHuit Bup
1.1 LomkaoH aHm-A Tpo3payHas XmakocTs KpacHoro usera. Coorserciayer
1.2 LoamkaoH amtin-B TPO3PAYHAs HMAKOCTE CUHETo LBSTd.
1.3 LoamkaoH aHTu-AB MNpospayHas 6ecuseTHAs MAM caerkq oKpaLueHHas
HMAKOCTE.
2. Ceponornyeckue
CBOMCTBA
2.1 Cneumcbu4HOCTs LloAMKAOH QHTH-A He AONKeH AGBATE QITAIOTMHALMM ¢ Cootmetcreyer
3pHTPOLITAMY rpyRN B u Of)
LoadknoH aHTu-B He pAomieH AQBQTE ArrAioTMHAUMKM ¢ | CooreetcTayet
SpuTpCLMTami rpynn Afll) u Of))
Loanon anmin-AB He AonkeH aasar arrriomHaunu ¢ | CootBeTcTBYOT
3SpuTpOLMTAMMA rpynnk Of)
2.2 TeMaITAIOTMHUPYIOLUAS | AITAOTUHALMA HO NACCKOCTH spuTpoumTos Al U B ¢ Coortsetcisyer
cnocobHocTs COOTBETCTBYIOWIMI LIOAMKACHOMM ADAKHA NOSBUTLCS 10cex.
He nosaHee 10 cek, NocAS EMELIMBAHWS
2.3 Tuip ; KA CIFFA Coorsercreyer
je : 1:32-1.64
Tutp Lioankaoy }4"m—B B POAKLMN | WHaUMM Ha | CooTeetcTeyer
MAOCKOCTU C FpUTPo 7HJ‘GN{I:‘LFQ¥M${B,{]|I}-Z_“—__‘ 64 1:64
Turp Loaknoligy akid-AB 8 peakiiv amiéTiiiaumm ua | Coorsercrayer
MAOCKOCTU C JPHTROLY : 1:32-1:64
MBI - 1:64 \\\2\
Loakaon cootaetcreyer tpeGosanmsim TY — 9@38 B C
3aseayiowan OTK 000 «MeamkaoH» e T T Ui K.B. lOweHko




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 4ﬁon 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

AO 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 386,
Koltsovo, 630559 Novosibirsk region
Russian Federation

design and development, production of medical

devices for in vitro diagnostics

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

design and development, production of medical

devices for in vitro diagnostics

medical device certification

MAaAC

mdc medical device certification GmbH

Kriegerstralle 6
D-70191 Stuttgart, Germany
Phone: +49-(0)711-253597-0
Fax: +49-(0)711-253597-10

Internet: http://www.mdc-ce.de

Peifd

Heaw Certification Body




_ t..\z.ua | 240 Veclnr-Best Rew, 01 | s=orem ZAO “Vector-Best” Rev. 01
......... E/ETH .. ECDeclaration of conformiey | Passdets | W_ YBIE/SITA | Ecoctamonctommtomiey | magooci————1
CLARATION O Product name identification data | RrEF
.......... e Y7 Qo:mv >-_m_<_ . mqrhwm _.S _“oq ..nm.m:s_:m:o: o* _Es 3 .._mvma_m > O. owmm
: . - ~ “|EUSA kit for = quantitatve and qualitative |
s 2. fVectohep A-gG determination of 9G to hepatitis Avirus, D-0352
............ i qmn::.mBm:ﬁ of Annex | Directive wmnw\mo o« Mq Onﬁocmq 1998 :wmw_‘n_:m invitrodiagnostic 13, Vectohep ITV-igG- ELISA kit for detemmination of IgG 10 TT-virus D-0802
medical devices. 1 it for. de ination -of - itis - |
4; (00»03&ﬂ E-lgG mwhw}r; -G g.ﬁm»_oﬁ. Oﬂ _mm to _Jm_umnm_m m D-1056

B e ST e A, : 2 | Vectohep E-igM.

m:w.» _S for a&m:ﬂ_:m»_o: of _u.s to :mvm is E

__________________ _ Other devices (all de e 0, | . |ELISA kit _for_determination of IgG.to_he atitis G
self-testing devices) G=\fectohep"G-igG: 3 virus =75 S N N
) ELISA kit for determination cf 19G 1o _zﬂmn_ocm
S 00303_5 assessment procedurs: Annex Il (not m:m_ﬁm:m.mm&wa 6). i 7. ._r<8m.mmm»._.n0 ~ |poreliosisagents - .i..|iml e |D.Kmm -
g |lymeBestight ELISA - kit for nm»m::.:m:o: of IgM to _:an_oﬁ 3 D-1454
o _uo gents
Maoufacturer. ZAO “Vector-Best” e
>aa..mmm AHC, _Ao_»mo<o

9. |RecombiBest antipallidum-gG EUSA kit for determination of _nm to Treponema

D-1852
: mmw x:mm_m pallidum
.......... : 3 ?_.m +..~ nwmwvu umo R 3.. RecombiBest m.avm__aczf TELISA™ kit for nmﬁ::.:m».o: Q S,m_ m:mcoa_mm 3 " _“....mm.nm. S
" Fax 47 (383) 363 36 mm 17| total antibodies > I Treponema pallidam e, T s e
i 11 RecombiBest m:nvm___aca. ELISA kit for determination of _mz_ to ._.nm_vo:mam D-1858
“ligh . - jpaliidum = i
European authorized representative: Bioron GmbH, 12 RecombiBest antipallidum- ELISA (it for determination of total ‘antibodies to D857
Rheinhorststr. 18, D-67071 " itotal antibodies Treponema pallidum
Ludwigshafen, Germany. j ELISA kit for determination of 1gG to herpes simplex
tel’z +49 (0) 621 5720 915, feefieaiion.1.2 095 virus types 1 and 2 D-2152
: fax: +49 (0) 621 5720 916 K * ELISA kit for determination of IgM to sm.ﬂmm m_Bn_ox .
14, fVectoHSV - IgM virus types 1 and 2 D-2154
; ELISA kit for determination of IgG 6 human —_m_dmm i
15, |VectoHHV-8 - IgG vius type 8 D-2160
16_ | VECtaHHV.A - 196 ¢m:m> kit M: nm,m_.a_:m._o: of 19G to human :mimm R .
17 Ureaplasma urealyticum — ELISA kit for determination of 1gG to Ureaplasma D2254
~ {IgG-EIA-BEST urealyticum antigens
18 Ureaplasma urealyticum — EUSA kit for detemmination of 1gA to Ureaplasma D-2258
Date: 2013/04/12 Murat Khusainov " |ISA-EIA-BEST urealyticum anligens > =
General Director ZAO «Vector-Best» 19. |VectoParotitisHgG - ELISA kit for determination of IgG to parotitis virus D-2602
20. | VectoParotitis-igM - " | ELISA kit for determination of g to parotitis virus D-2604
2 ELISA kit for determination of IgG to toxocara
M.._. ,_.oxooﬁ_.:mw_uo.m_?mmmq antigens _u,.Nwa

; Onmmﬁ.:oﬁ:mmmmm — laG-ElA- ELISA kit for determination of 1gG to ou.m:._oqo:_mm_m ;
“ 5 BEST m:»ﬁm_..m D-2952

23. | Echinococcus-1gG-EIA-BEST

ELISA kit for determination of 1gG to Echinococcus| D-3356




VECTOR

ZA0 “Vector-Best” |

Q\I.|.\I : jmh...u..a ZAQO “Vector-Best” Rev. 81
B Deolaionol-confdpnty | e _ wBIEIS] |q ...... —... EC Declaration of conformity. Page 4 of 3 i o
anfigens -
_ - - s dmr_m> kit for determination of concentration of 1.8552
o4 ELISA kit for determination of 1gG to Ascads) . .. 45. | Fermitin-EIA-BEST | ferritin : 7
........ oz - ,—E_.:U_‘_Oounmm s : ....‘.l . o PR S = &n\ - h mAOﬁm_. m._> ..Wmm&‘ i "mr_ ACKitfor uﬂ»mqﬂzﬂmcg of= Quaomﬂr.Nn_OJ Om ﬁO»m_ J,bum‘um.m.mh_. s
25. | Lamblia-antibodies-EIA-BEST W.Mb_mzwhmmoaam_wwa_:m»_% of 1gG. IgM and IgA to} - ¢y e B 19&
. . 48. |1gG total EIA-BEST ELISA kit for determination of concentration of total 28662
26. | Lamblia-IgM-EIA-BEST m_n_w> _a_» for detemination of _az_ to _.ma_u__m D-3554 : A 19G :
57, | LambiiaantigenmEIA-BEST | ELISA kit for determination of Lambtia anfigen "B-35%6 48. | IgM total-EIA-BEST il R
ji it Helicobacter pylofi-CagA- ELISA kit for detemnination of “total “ antibodies te |* : ELISA kit for determination of concentration of total S
28. | antigen-EIA-BEST CagA Helicobacter pylori D-3752 50. | 1gA total E1A-BEST IgA Rt
e ra ~|ELYSA kit for determination of 8:8:33: of . = ELISA kit for amﬁm_._é:m»_o: 3 -concentration of i
RSN 284 TSH-EIA-BEST ““Ithyroid=stimualating Hiornmione™ iy Xw.m.m...w - {Gammaclntedferon-EIA-BEST.. ~l garmma-ereron— - SIS LSRR, e =TI Sy
= i ELSA kit fordeterminationof - no_..om:n.mno: of -total T .I|......|.mEm>Jrn ~for—determination--of--concentration--of o ke —
30.| T3 toal-EIA-BEST tHiodothyromine 52. | Intedeukine4-EIA-BEST rterisnlcine-4 A8754
! i e ELISA kit for determination of concentration of total ELISA kit for determination of no:nhnemco: oa
31 | T4 0t EIABEST | thyroxine i = . i i 183, [Alpha-TNF-EIABEST 1 by imar necrosis factor .. ottt
" 3 ELISA kit for determination of antbody a ELISA kit for determination of concentration of
e SantiiR GEG BESTE concentration to thyroperoxidase GS069 54. | Alpha-interferonrEIA-BEST & e feron BTeE
el ELISA kit for determination of concentration of . ELISA kit for determination of concentration of}|.
: 33. | PAPP-A-EIA-BEST pregnancy-associated plasma protein A U.A._.mc 55. intarleukine-6-EIA-BEST Interdeukine 6 £-8768
.| Mycoplasma hominis-igG- EUSA kit for determination of 1gG to z_woov_mmq:m st | SR ¥ ~_|ELISA kit _for determination of concentration ~of{" ki SR
34 | pla-BEST hominis D-4352 56 | Intereukine-2-EIA-BEST | "iioiiine 2 ~ABIT2
Mycoplasma :o:.::_m-_u> -ElA- [ELISA kit for nmﬁ::.:m:o: of IgA to Z_waou_mwam B s T 1ELISA kit for nﬁm::.:m__o: oq Bsomzc.meo: oq
135 |gEST hominis Ulum.a 57. | Procalcitonin-EIA-BEST SrocakDnin A-9004
Mycoplasma pneumoniae- ELISA «it for determination of IgG to Mycoplasma EUISA kit for n&w::s.ﬂmo_.. of concentration of N= g
o 1gG-EIA-BEST. pneumoniae SR 58. | NTproBNP-EIA-BEST terminal prohormone of brairy natriuretic peptide A
1.7 |Mycoplasma pneumoniae- ELISA kit for determination of IgM to _s<ncu_mm5m : ELISA kit for determination of concentration of|] ..
37 {{gM-EIA-BEST pneumcniae D-4366 59. | Troponin |-EIA-BEST traponia | e HI00
e y ELISA kit for determination of 19G to ‘Crmean-
38. | Vectocrimean - CHF —19G | o010 hemorthagic fever virus D2
- ELISA kit for determination of igM to O:_.:mm:-
38. { Vectocrimean — CHF —IgM Congo hemorrhagic fever virus R0y
-BEST T | ELISA kit for determination of _copceptration. of s
40, | CEA-EIA-BEST carcinoembryonic antigen T=8454
ELISA kit for determinaton of concentration of
41. | AFP-EIA-BEST Alpha-Fetal Protein T-8456
: et ELISA kit for determination of concentration of
42. |CA-125-EIA-BEST e e T-8466
43. |CA 19.9-EIA-BEST _._mw.._w> kit for determination of concentration of CA 1-8470
biief BEX R ELISA kit for detemmination of concentration of
4a54CH 15 3 CIREST oncomarker CA 15-3 84w
2 T : ELISA kit for determination of concentration of
45 NSE-EIA-BEST neuron specific énclase T-8476




CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley

Berkshire RG6 4UT UNITED KINGDOM
REPs Facility ID: FO01410

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.

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

Authorized by

AVELSadl AT . /{ i WMy

Michael J. Windler, P.E.
Manager of Global Regulatory Service
Distinguished Member of the Technical Staff
UL Life and Health Sciences

?H”

Check Certificate
Status: here

UL LLC
File Number A12241 Cycle Start Date May 23, 2020
Certificate Number 1459.200523 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 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 Auditin uLLLC

& . . 8 333 Pfingsten Road

Organization Northbrook, IL 60062-2096 USA

00-MB-F0867 Issue 1.0 UL and the UL logo are trademarks of Underwriters

Page 1 of 2 Laboratories Inc. © 2011.


http://database.ul.com/certs/AZBA.A12241.pdf

CERTIFICATE OF REGISTRATION

Lorne Laboratories Ltd

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

Additional Regulatory Requirements

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

File Number A12241 Cycle Start Date May 23, 2020
Certificate Number 1459.200523 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 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 Auditin uLLLC

& . . 8 333 Pfingsten Road

Organization Northbrook, IL 60062-2096 USA

00-MB-F0867 Issue 1.0 UL and the UL logo are trademarks of Underwriters

Page 2 of 2 Laboratories Inc. © 2011.
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%&" MINISTERIO
U» DE SANIDAD
[

&

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

géncija e
¢ Spanola
. Medicga €ntos v
r
Productog Sanitarjog

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



% MINISTERIO
DE SANIDAD
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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 &mbito tecnoldgico para incluir:

Inmunoquimica y microbiologia

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

Extension of technological scope:

Immunochemistry and Microbiology

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

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

Puede comprobar la autenticidad del documento en la sede de la AEMPS:https://localizador.aemps.es |” ”Ill “ || I|| | m | ‘Illlm || ‘ || | ‘ || I||

Fecha de la firma: 23/02/2021

CORREO ELECTRONICO

on0318@aemps.es

Pégina 2 de 2 C/ CAMPEZO, 1 - EDIFICIO 8
28022 MADRID
Tel.: (+34) 902.101.322 /(+34) 91.822.59.97

CERTIFICACION 13485 Fax: (+34) 91.822.52.89




L o ¥ MINISTERIO agencia espafiola d
S " DE SANIDAD, CONSUMO mmcdwamen\os y
2

Y BIENESTAR SOCIAL productos sanitarios

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: 04/12/2008
Fecha de ultima proérroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 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: P6LLDBAA94
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
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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 1V, Section 4, Directive 98/79/EC

PRORROGA/EXTENSION — Fecha inicial/ Initial date: 04/12/2008
Fecha de ltima prorroga/ Last extension date: 27/11/2013

Certificado n°/Certificate no Fecha de validez/Date of validity ON n°NB no
2008 12 0588 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 B, mediante técnicas de Inmunoabsorcion
enzimatica (ELISA)/ Reagents and reactive products for the determination, confirmation and quantification
in human specimens of markers of Hepatitis B infection, by Enzyme-linked immunosorbent assay (ELISA)
[NANDO: 1\VD 0203]

HBs Ag one Version ULTRA ELISA cualitativo / ELISA qualitative

- SAGIULTRA.CE (192 tests)

- SAGLULTRA.CE.96 (96 tests)

- SAGIULTRA.CE.480 (480 tests)

- SAGIULTRA.CE.960 (960 tests)

- SAGLULTRA.CE.DB (192 tests - for Dia.Blood application)

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

ageﬂcia es ~
. Panola
'l l I med'camentos e
Productog y

sanitaﬂ.os

Fdo. M2 JesUs Lamas Diaz

Firmado digitalmente por: Agencia Espafiola de Medicamentos y Productos Sanitarios Localizador: P6LLDBAA94
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



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
ASO Latex kit 031100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
RF Latex kit 830100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



(8) LORNE

LABORATORIES

EC DECLARATION OF CONFORMITY

Lorne Laboratories Ltd declares that the following in vitro diagnostic reagent:

Product name Catalogue number
CRP Latex kit 850100A

has been classified as non List A, non List B (Directive 98/79/EC, Annex Il)
and complies with the essential requirements and provisions of Directive
98/79/EC of the European Parliament and of the Council (also SI 2002
No0.618 which transposes the requirements of Directive 98/79/EC).

and is in conformity with the national standards transposing harmonised
standards:

BS EN 980:2008

BS EN ISO 13485:2012

BS EN 13612:2002

BS EN 13640:2002

BS EN 13641:2002

BS EN ISO 14971:2012

BS EN ISO 18113, parts 1&2

The conformity assessment procedure performed was in accordance with
Annex Il of Directive 98/79/EC.

This declaration of conformity is issued under the sole responsibility of Lorne
Laboratories Ltd and is valid from 13 April 2016.

f

Eddy Velthuis
Technical Director

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

Unit 1 Cutbush Park Industrial Estate Fax: +44 (0) 118 986 4518
Danehill, Lower Earley Email: info@lornelabs.com

o)
7 ees Sl R Berkshire RG6 4UT United Kingdom | www.lornelabs.com

4426
File No A12241;

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



C83 LORNE

LABORATORIES

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name Catalogue number
TPHA Microtitre plate kit 043100A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill

Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

| hereby declare that the products listed above comply with the essential
requirements and provisions of Directive 98/79/EC of the European
Parliament and of the Council (also SI 2002 No.618 which transposes the
requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis
Technical Director

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

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

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

Berkshire RG6 4UT United Kingdom www.lornelabs.com

Wi
4426
File No A12241;

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



&

DECLARATION OF CONFORMITY

PRODUCT IDENTIFICATION

Product name

Catalogue number

RPR Carbon kit 044150A
044500A
MANUFACTURER
Name Lorne Laboratories
Address Unit 1 Cutbush Park Industrial Estate
Danehill
Lower Earley
Berks, RG6 4UT
Country United Kingdom

MEANS OF CONFORMITY

LORNE

LABORATORIES

| hereby declare that the products listed above comply with the essential

requirements and provisions of Directive 98/79/EC of the European

Parliament and of the Council (also SI 2002 No.618 which transposes the

requirements of Directive 98/79/EC).

This declaration is valid from 17 May 2015.

f

Eddy Velthuis

Technical Director

= v
{r,.sn“ MANAGENENT

Wi
4426
File No A12241;

1SO 13485:2003; ISO 9001:2008

Lorne Laboratories Limited

Unit 1 Cutbush Park Industrial Estate
Danehill, Lower Earley

Berkshire RG6 4UT United Kingdom

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

Registered office as above. Registered in England No. 04540797. VAT No. 800 3655 66



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

)ﬁ Medizinpr

M/ Yd Htrrns 2 Tauntsstein
a ﬂe zberg

(Certified Biologist)—"

U:\WINWORD\Zertifikate\conformity QP Medbryt.doc




000 “MunuMen”, 241520, Poccumnckan @eaepaunsn, BpaHckas obnacts,
BpaHckui pauoH, c. CynoHeso, yn. lWoccenHan, 17 A

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

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

nocmaswuk nabopamopuid WHH 3234007127 www.minimed.ru e-mail: info@minimed.ru

Perncrpauuonnoe yroctosepenue Ne GCP 2011/11306 o1 07.12.2015 r.
ITacnopT

Kpacurteans A3yp-303un no Pomanosckomy (MunnMen-P)
TY 9398-003-29508133-2011

Cepus 69 JlaTa u3roroBaeHHs 06.2021 . HUcnoaws3oBars 10 06.2022 2.

1. Haznagenne
TpennasHateH A1 OKPALIHBAHKA (JOPMEHHBIX HIEMEHTOB KPOBH.

2. Texunueckue TpeboBanus

Haumenosanue noxkasare/is Hopma o TY PesyanTarsl nenbiranni

1. BHemnmii BUI

TeMHO-CHHSA cHponooOpasHas KUAKOCTh 0€3

1.1. Kpacurens 3 coomeememeyem
HEPACTBOPUMBIX NPHMECCH

1.2. Bydep (pocdaTHerii [Tpo3paunas decuseTHAA KHAKOCTh coomeememsyem

2. [InoTHOCTE pacTBOpa

KPACHTEC/Is MPH KOMHATHOM 1,000 - 1,100 1,01

temneparype 20£2°C, r/em’

3. Bpems HacTynacHHs OKPACKH
Ma3Ka (NpH pa3BeIcHUH 50 30
kpacutens 1:19), Mun, He Gonee

3PUTPOLMTEl — PO30BLIC C CCPBIM OTTCHKOM, OCIKCBO- PO30BbIC C CEPBIM
KODHYHEBBIC OTTEHKOM
Apa ACHKOUHUTOB — (PHOICTOBBIC (puoneroseic
LUHTOMIAa3Ma THM(OUMTOB — rony0as, cepo-romydas; romaydas
UTOMIA3MA  HEH WII0OB — ONCIHO-PO30B -
Iy .o ’ﬂa.; a HeHTpo(uIo 01eIHO-PO30Bast, CEpo GeHO-PO30BA
4. Oxpacka (JOPMEHHBIX PO3ORAL,; .
7IEMEHTOB KPOBH 3EPHHCTOCTE HEHTpoumoB — (hHoneroBas, KpacHo- KpacHO-(pHONETOBAs
(pronerosas;
i« HHCTOCT U B — =0 B¢ : -
3¢PHHCTOCTE 303MHO(DHIIOB — KENATO-0PAHKEBAsA, PO3OBO KEITO-OPAHKEBAS
(pnonerosas;
3ePHUCTOCTh Da30(un0B — (PHONETOBAA; (huoneToBas
HTBI — PO30BO=()H TOBBI 30BO-CHHC-
TpomoOoLL PO30BO-(DHOIETOBBIC, PO30BO-CHHE PO30BO-(HONETOBEIE
(pponerosrie

3. TpancnoprupoBaHHe H XpaHEeHHE

TpancnopTHPOBAaHHE KPACHTENA-(DHKCATOpPA AOKHO MPOBOAMTECA BCCMHM BHAAMM KPBITOTO TPaHCIOPTAa NpH
temnepatype or 0 no 25°C B COOTBETCTBMH C MPAaBHIAMH TEPEBO3KH TPY30B, ACHCTBYIOIIMMH Ha JAHHOM BHIC
TpancnopTa. Kpacurens cineayer XpaHATe NpH Temmeparype or +5° go +25°C B TEMHOM MeECTE, BJANM OT KHCJOT H
mieNoYeH B TeUCHHE BCETO CPOKA TOJIHOCTH.

4, FapanTHn H3rOTOBHTEIN

H3rotoBuTENb TapaHTHPYET COOTBETCTBHE KpacuTenas Asyp-3o3dHa no Pomadosckomy (MuuuMen-P)
tpedoBanusam TY 9398-003-29508133-2011 npu cobmoneHun noTpeduTeneM ycnoBuii TPAHCIOPTHPOBAHUS, XPAHEHHS U
NPHMCHCHHA B TCICHUE BCETO CPOKA FOAHOCTH.

Hauvanesnuk [ITO Baouu B.A.




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

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

wis  CEPTUDUKAT COOTBETCTBUSA

Perucrpanuonnsiii Homep Ne 04EAC1.CM.00813

O611ecTBO ¢ OrpaHHYEHHOM 0TBETCTBEHHOCThI0 «MuuuMen»

(HAHMEHOBAHNE MHLA)

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

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

(dbaxruyeckuii agpec nuua)

HWHH: 3234007127 OI'PH: 1023202138332

HACTOSIIAN CEPTU®UKAT YIOCTOBEPSIET COOTBETCTBHE

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

Jara perucrpamnn: 19-03-2019

Cpox nefictus no: 18-03-2022

PyKOBOIHTENE OPrana e

10 cepTHHUKANHH:

B_. H. loronnu

(noanHes)

%“Zzé// E. JI. Kyp6atosa

(moanucs)

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




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

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG
Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products: Products for self-testing
(see attachment for products and sites included)

Replaces Certificate, Registration No.: HL 60076687 0001

Expiry Date: 2022-05-28

The Notified Body hereby declares that the requirements of Annex IV, 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

IV, section 5 of the aforementioned directive. For placing on the market of List A devices covered by
this certificate an EC design-examination certificate according to Annex IV, section 4 and-a.

LG
verification of manufactured products according to section 6 is required. (,_'.‘-"'f.ﬁ——*f._\g'g"\
f'.‘ QF/«-/ \\O'oﬁ\\
s D 4 % \
Notified Body/=> ; \ o\
Effective Date: 2017-05-29 L\ 2|
‘ /£

Date: 2017-05-29

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Nirnberg

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 98/79/EC
concerning in vitro diagnostic medical devices with the identification number 0197.




TUV Rheinland poc.

LGA Products GmbH
TillystraBe 2, 90431 Nirnberg

Attachment to

Certificate

Registration No.: HL 60119814 0001

Report No.: 21265422 001

Manufacturer: Macherey-Nagel GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Diiren
Deutschland

Products for self-testing:

- 8ingle and multi-parameter disposable test strips
for urine analysis

- indicator test strips and papers for measurement
of pH in urine

Additional site for warehousing and logistics:

Bahnstr. 120
52355 Duren, Germany

Date: 2017-05-29

. ®
TUVRheinland

1/1, Rev. 0




NUOVA APTACA s:ril.

Q/\\V A g; Regione Monforte, 30 -14053 Canelli (Asti) ITALY
. %é Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
%g e-mail: info@aptaca.com - www.aptaca.com - www.vacucheck.com

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

CERTIFIED COMPANY UNI I1SO 9001:2008 & UNI CEI EN 1SO 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 PFONO

icurazian Qualita

Du
Responsabildg

Provette con anticoagulante e separatori di siero
Mod DC-048/01.06/3 Blood collecting tubes and serum separators Pag. 1 of 6
26.07.2015




PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

NUOVA APTACA s:ril.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

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

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

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

Cop. DESCRIZIONE DESCRIPTION

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 - B
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 KzEDTA 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 Zﬁ;":}“e 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 R, 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 21375 mm., con KEDTA per 2,5 ml di sangue, tappo verde | pp ot s 0313475 mm., with KLEDTA for 2,5 mi of blood, light green cap.

2007 ;:‘i’avri“e PP 2/16x100 mm., con K:EDTA per 10 ml di sangue, tappo verde | pp o 1o @i16x100 mm., with K-EDTA for 10 ml of blood, light green cap.

2008 Eﬁg’;‘te i sle TGRS be S Tgi S Yaphofre 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 gr;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 mi of blood, with cap

2101 Provette fondo piatto PP @16x60 mm., con KsEDTA per 2,5 ml di sangue, PP flat bottom test tubes @16x60 mm., with KsEDTA for 2,5 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 KsEDTA per 2,5 ml di sangue, tappo verde | pp ot e @312x86 mm., with KEEDTA for 2,5 ml of blood, dark green cap.

2104 Scrﬁ\r/:tte HR L AL S R I e 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/T™M 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 K3EDTA 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 tyas g3116x100 mm., with KsEDTA for 10 mi of blood, dark green cap.

2108 SPC’S:(‘?“" PP @13x75 mm., con K&EDTA per 4 mi di sangue, tappo verds PP tost tubes @13x75 mm., with K:EDTA for 4 ml of blood, dark green cap.

2108/5 EC’S::“" 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/T™M Provette PP @13x75 mm., con KsEDTA per 4 ml di sangue PP test tubes @13x75 mm., with KsEDTA for 4 ml of blood

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

2200 Provette fondo piatto PP @12x56 mm., con KF+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-Na2 EDTA for 2,5 ml of blood,
sangue, tappo giallo. yellow cap.

2201 Provette fondo piatto PP @16x60 mm., con KF+Naz2 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 Provelte PR 212386 mm. con KFNez EDTA per 2,5 mldi sangue, 1080 | pp st ues 0912486 mm., with KF-Nez EDTA for 2,5 ml of biood, orange cap.

2204 zrrgr\llsitéi:P 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 srr;’r‘]’g‘éi:" @16x100 mm., con KF+Naz EDTA per 10 ml di sangue, appo. | pp o 4hes g116x100 mm., with KF-Naz EDTA for 10 mi of blood, orange cap.

2208 s:;’r‘]’;‘;i:': R R on 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 Vpi[)"l;e“e PP /12x86 mm., con Sodio Eparina per 2,5 ml di sangue, tappo. | pp ot 45 312x86 mm., with Sodium Heparin for 2,5 mi of blood, violet cap.

2304 Provette PP @12x86 mm., con Sodio Eparina per 5 ml di sangue, tappo viola. | PP test tubes @12x86 mm., with Sodium Heparin for 5 ml of blood, violet cap.

2305 Provette fondo piatto PP @13x75 mm., con Sodio Eparina per 2,5 ml di PP flat bottom test tubes @13x75 mm., with Sodium Heparin for 2,5 ml of blood,
sangue, tappo viola. violet cap.

2307 S’ig?;/ette el iblaseniSanle RuatnapeiUimciangic e 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 fest tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2404/VERDE Provette PP @12x86 mm., con Litio Eparina per 5 ml di sangue, tappo verde. | PP test tubes @12x86 mm., with Lithium Heparin for 5 ml of blood, green cap.

2405 Provette PP @13x75 mm., con Litio Eparina per 2,5 ml di sangue, tappo blu. | PP test tubes @13x75 mm., with Lithium Heparin for 2,5 ml of blood, blue cap.

2405/TV Provetta PP @13x75 mm, con Litio Eparina per 2,5ml di sangue, tappo verde | PP test tubes @13x75 mm, with Lithium Heparin for 2,5ml of blood, dark green
SCUro. cap.

2407 Provette PP @16x100 mm., con Litio Eparina per 10 ml di sangue, tappo blu. | PP test tubes @16x100 mm., with Lithium Heparin for 10 ml of blood, blue cap.

- . . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.
2408 Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. Quantity for box 1,000 pieces
- ’ . PP test tubes @13x75 mm., with Lithium Heparin for 4 ml of blood, blue cap.

2408/VERDE Provette PP @13x75 mm., con Litio Eparina per 4 ml di sangue, tappo blu. 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 sterilitappo perfviola ;I;’ Otzsts 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 s;g\éitltaezzieﬂﬂx% L CEp e E e Db E Dl 2; 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%, faF;tGSt s GO i Wil 2aniorSciumi Gl e Rccarenon iy

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

2SRV 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 mli, yellow cap for

L] 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.

Mod DC-048/01.06/3

Provette con anticoagulante e separatori di siero

26.07.2015

Blood collecting tubes and serum separators Pag. 4 of 6




PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

NUOVA APTACA s:ril.

Regione Monforte, 30 -14053 Canelli (Asti) ITALY
Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92

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

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

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

Cop. DESCRIZIONE DESCRIPTION
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 sz)tfosrt ’t:_usb;s 1256 mm., with Sodium Citrate 0,25 mi, piercoai@RgeRiLbbor
2635 Provette @13x75 mm in PP, con 0,4ml di Sodio Citrato x 1,6ml di sangue CP ;;fff:rt E‘Sb;s @13x75 mm., with Sodium Cirate 0,4 mi, pierceai e RRRr
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;Z\éztte - AR I, GOl S R r e Bipl 1y 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 AR (L (B e R IRREEo) SRR R 20 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. | pyuia ot tues 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 SO, 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 S ; 5
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/TRIE Provette @12 x 86 mm. in PP, con granuli separatori + acceleratore, tappo PP test tubes with separating granules + clot accelerator, @12 x 86 mm, light red
rosso cap

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

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

5998/E Provette @12 x 86 mm. in PMMA, con granuli separatori PMMA test tubes with separating granules, @12 x 86 mm
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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
Canelli, 26.07.2015 Responsabil
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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

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 EREEE e AR pressione con paletta, con Faeces containers 18ml, PS, with pressure cap and spoon, with label

1011/E/50 antenito_ri per fe(;i 18ml, 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 S B0 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/Ss 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 gt?g;:?tgori pericampieniibioleg S UMY S colREpPolaREss o feop 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 ggg}g}gﬁg Si;r)goéspettorato S P TR ) 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 t3ppo a vile, 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 BRBLIERIRE IR 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 RRlgcRetniiESpcRippoRappiEssenc) 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 (e TC I B ek BO sl Al g e 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 e e R

12731K g?andilc;tger aliaceatalive Rluniesl el a b S RO 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 f:;g/cal SR Calelg (lRtl) [, Wil LI PERT

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 f:;g/cal Seeciens)coniane g Etingis iceCEeRing SRR E

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 : . 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 guarnizione, @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):;g?t:ori EEll"oni biologici 60m, 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?;::?tgori o7 (e ol oel (Sl LA fa]a 20 WEr (el 0 Specimen containers 60ml, PP, with inserted screw cap, with label

2050/E/S gt?ggz?tgori peieampionibeiecieteimizRiapeblay e nani seicgcon 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 peesmeionibioleg it PR IcpRo VISRl DEsTieicaio Specimen containers 60ml, PP, with screw cap not inserted red colour

2050/R S)c;r;t)enitori PRcanicioifbaiog 6o LN e HepROIERIIR TEeflioRERIore 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/TAPPQO/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/Cs aC:;tt?-}crilitori R ST i ai, tappo a vits, confezions singols, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/IM g;)entg-zcrilitori R yuraduati, tappo a vite, confezione singala, Graduated urine containers 150ml, PP, screw cap, ind. Wrapped, aseptic

2120/CS/MI aC:g&ciacr;itori SRR, 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 L Rl R R U Graduated urine containers 150ml, PP, screw cap and plug

2420/R g;“fygtzgrgsi;ﬁiﬁne flotmbljgtadatitappoieietiossoleliappclosy 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, GRERRE Specimen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm
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2440/CS Contenitori in PS per campioni biologici con tappo a vite inserito, 60 ml, @ Spgcjmen containers in PS with inserted screw cap, 60 ml, @ 38 x 65 mm,
38 x 65 mm, conf. singola individually wrapped

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

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

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

2442 g](r):tenitori R o © 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 berdcanpiopticiogiches it tapesiahitereniipselio ol Specimen containers 25ml, PS, with screw cap not inserted, with label

2580/E/P/W gt?:;:?tgori peiicampiontibiclogiepesbin EpRelea e ineipSeHiice] 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 peigcampioniibioieoiciiZom RS HeppoRaRiic fesuiCtt ofta Specimen containers 25ml, PS, with screw cap, with white label

2580/ER gt?gr::?tgori percampieniibiclogiciteomiaias tappolatvislnenynEerio o) 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, Fagcgs containers 25ml, PS, with screw cap and spoon, with label,
confezione singola individually wrapped

2588/EB t())ic;rr]]tce;nitori per fed 25mi, PS, con tappo a vite con paletta, con etfichef8 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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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 guamnizione, @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 SRR, taro 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 - et TP, e EREe LI 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 s ” ergonomic handle. Screw cap complete of sampling device for vacuum test
2000ml, con tappo per il prelievo con provetta tipo sottovuoto e -
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

Mod DC-048/01.06/3
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ITALCERT

CERTIFICATO N° 5055GQO5

CERTIFICATE N° 5055GQO05

Si certifica che il
this is to certify that

Sistema di Gestione per la Qualita

Quality Management System

messo in atto da
implemented by

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

nella Sede Operativa di
Operative Unit

Regione Monforte, 30 — IT 14053 CANELLI (AT)

e conforme alla norma
is-in compliance with the standard

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

per i seguenti Processi
concerning the following kinds of Processes

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

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

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

B AMMINISTRATORE DELEGATO
MANAG/NG DIRECTOR

N

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

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

A Settore IAF14 29 = ACCREDIA ¢

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

ITALCERT S.r.l. | Viale Sarca, 336 — 20126 Milano (MI) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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DICHIARAZIONE DI CONFORMITA CE
EC DECLARATION OF CONFORMITY

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

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

posta elettronica

p info@vacutestkima.it
e-mail

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

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

product identification

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

nome commerciale

brand name “"VACUTEST KIMA”

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

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

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

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

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

signature

| OV QLL«Q M

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