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CERTIFICATO n. 4265/5/A
CERTIFICATE No.

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

MEUS S.r.l.

Unita Operative / Operative Units
Via Leonardo Da Vinci, 24B-26-28 - Zona Industriale Tognana - 35028 Piove di Sacco (PD) - ltalia
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi biologici. Progettazione e
produzione di terreni di coltura per microbiologia.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.
Via dell'industria 2-16 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Progettazione e produzione di terreni di coltura per microbiologia.
Progettazione e produzione di aghi e dispositivi sterili per il prelievo ematico.
Progettazione e produzione di stampi per articoli in plastica per laboratorio analisi.

Design and production of diagnostic kits for blood and biological liquids analysis.
Design and production of culture media for microbiology. Design and production of
sterile needles and devices for collection of haematological samples. Design and
production of moulds for plastic labware.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiomate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
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b Vincenzo Delacqua
Rappresentante Direzione / Management Representative
ICIM S.p.A. FEDERAZIONE

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it am
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ICIM

CERTIFICATO n.
CERTIFICATE No.

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

ROLL S.r.l.

UNITA OPERATIVA / OPERATIVE UNIT

4265/5/B

Via Leonardo Da Vinci, 24A - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di Holders (camicie) per prelievo sottovuoto.
Progettazione e produzione di kit diagnostici per I'analisi del sangue e dei liquidi
biologici. Stampaggio di materie termoplastiche ad iniezione per articoli medicali.

Design and production of Holders for vacuum sampling.
Design and production of diagnostic kits for blood and biological liquids
analysis. Injection moulding of thermoplastic materials for medical devices.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiornate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n° telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
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Vincenzo Delacqua
Rappresentante Direzione / Management Representative

ICIM S.p.A.

Piazza Don Enrico Mapelli, 75 — 20099 Sesto San Giovanni (MI)
www.icim.it
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ICIM

CERTIFICATO n.
CERTIFICATE No.

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

VACUTEST KIMA S.r.l.

Sede / Head office
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Uffici direzionali e amministrativi
Unita Operative / Operative Units
Via dell'Industria, 12 - 35020 Arzergrande (PD) — Italia
Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo ematico, liquidi biologici e urine.
Produzione di provette per microprelievi di sangue. Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni
di coltura per microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto predeterminato e aghi sterili.
Via Leonardo Da Vinci, 22 — 35028 Piove di Sacco (PD)
Uffici commerciali e magazzino.

4265/5/D

E CONFORME ALLA NORMA / IS IN COMPLIANCE WITH THE STANDARD

UNI CEI EN ISO 13485:2016

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

Progettazione e produzione di provette con vuoto predeterminato ad uso prelievo
ematico, liquidi biologici e urine. Produzione di provette per microprelievi di sangue.
Commercializzazione di prodotti del Gruppo: kit diagnostici, terreni di coltura per
microbiologia, articoli in plastica per laboratorio analisi, provette con vuoto
predeterminato e aghi sterili.

Design and production of test tubes with predetermined vacuum for collection of
haematological samples, biological liquids and urine samples. Production of test tubes
for micro-collection of haematological samples. Trading of the products of the Group:
diagnostic kits, culture media for microbiology, plastic disposable labware, test tubes
with predetermined vacuum and sterile needles.

Riferirsi alla documentazione del Sistema di Gestione per la Qualita aziendale per I'applicabilita dei requisiti della norma di riferimento.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.

Il presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” e al relativo Schema specifico.
The use and the validity of this certificate shall satisfy the requirements of the ICIM document “Rules for the certification of company management systems” and Specific Scheme.

Per informazioni puntuali e aggiorate circa eventuali variazioni intervenute nello stato della certificazione di cui al presente certificato,
si prega di contattare il n°® telefonico +39 02 725341 o indirizzo e-mail info@icim.it.
For timely and updated information about any changes in the certification status referred to in this certificate,
please contact the number +39 02 725341 or email address info@icim.it.

DATA EMISSIONE EMISSIONE CORRENTE DATA DI SCADENZA
FIRST ISSUE CURRENT ISSUE EXPIRING DATE
18/01/2007 18/01/2022 17/01/2025
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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
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HACTOSLLMIA CEPTUOMKAT OBA3LIBAET OPTAHM3ALLMIO NOJ AEPKUBATL COCTOSAHME BLINOJIHAEMbIX PAEOT B COOTBETCTBHM C
BBIWEYKASAHHEIMW CTAHAAPTAMM, HTO BYJIET HAXOQUTLCA NOJ KOHTPONEM OPTAHA M0 CEPTHOUKALIWA CUCTEMBI
HAOGPOBOJIGHOM CEPTHOUKALIMK "EAC AUDIT" W NOATBEPHAATLCA NPU NPOXOXMAEHWMA EXXErOAHOT 0 MHCNEKLIMOHHOT 0 KOHTPONA




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

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

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

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

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

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

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

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

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

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

(HOPHITHYECRIT aTipec THIT)

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

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

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




GOENEPAJILIOE ATEHTCTBO

I1O TEXHUHECKOMY PEI'YJIMPOBAHHWIO U METPOJIOTMHA

CUCTEMA TOBPOBOILHOU CEPTHOUKAIIMA I'OCT P

«EAC AUDIT»

PEIHCTPALIMOITHEIN ITOMEP POCC RU.32028.04EACI

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

PETUCTPATIMOHHLIN HOMEP POCC RU.32028

HHH 7717616798 OTPH 1087746489060

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

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

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

HACTOSIIUN CEPTUDPUKAT YVIOCTOBEPSET, UTO

Inagyn Buranaii Buxroposuy

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

Jara perucrpanun: 08-09-2021

Cpox peiicreus go: 07-09-2024

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

1o cepruduKanan:

B. U. IToroauu

T

(noanic)

302804 ;:_"w‘ \
Hpencenarens r’;/ Y k 204;/
axcreprioit koMmgeyn: § Lt [? L7 f%’ E. JI. Kyp6aropa
Mr[‘\. I:-; \ ‘// ’ (noanucs)

~de, )
PO !'ﬂ‘t‘ 7

e

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




OEOEPAIILHOE ATEHTCTBO

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

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

WHH 7717616798 OI'PH 1087746489060

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

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

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

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

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

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA
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® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.

Certificate

Standard ISO 9001:2015

Certificate Registr. No. 01 100 1810000

Certificate Holder: EUROIMMUN
Medizinische Labordiagnostika AG
Seekamp 31
23560 Lubeck
Germany

including the locations according to annex

Scope: Design, development, manufacture, installation,
service and sales of immunobiochemical test systems,
immunofluorescence test systems, molecular diagnostic /
genetic test systems, test systems for the determination
of infectious agents, and instruments / software for
in vitro diagnostics in humans and animals; trainings

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

Validity: The certificate is valid from 2020-05-19 until 2023-05-18.
First certification 2018

2020-05-14 /&(%/b

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 Kdéln

Deutsche A TUVRheInIand@

Akkrediti tell . .
0-ZM-16031-01.00 Precisely Right.

(( DAKKS

www.tuv.com




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

Annex to certificate

Standard

Certificate Registr. No.

No.

/01

/02

/03

/04

/05

Location

EUROIMMUN

Medizinische Labordiagnostika AG
Seekamp 31

23560 Lubeck

Germany

EUROIMMUN

Medizinische Labordiagnostika AG
Werkstr. 1

23942 Dassow

Germany

EUROIMMUN

Medizinische Labordiagnostika AG
An der Trave 1

23923 Selmsdorf

Germany

EUROIMMUN

Medizinische Labordiagnostika AG
Am Sonnenberg 9

23627 GroR3 Gronau

Germany

EUROIMMUN

Medizinische Labordiagnostika AG
Am Born 24

23627 GrolR Gronau

Germany

www.tuv.com

1SO 9001:2015
01 100 1810000

Scope

Design, development, manufacture, installation,
service and sales of immunobiochemical test
systems, immunofluorescence test systems,
molecular diagnostic / genetic test systems,
test systems for the determination of infectious
agents, and instruments / software for in vitro
diagnostics in humans and animals; trainings

Design, development, manufacture and

sales of immunobiochemical test systems,
immunofluorescence test systems, molecular
diagnostic / genetic test systems, test systems
for the determination of infectious agents and
instruments / software forin vitro diagnostics in
humans and animals

Design, development, manufacture, service
and sales of immunofluorescence test systems,
molecular diagnostic / genetic test systems,
test systems for the determination of infectious
agents and instruments / software for in vitro
diagnostics in humans

Design, development and manufacture

of immunofluorescence test systems,
molecular diagnostic / genetic test systems,
and test systems for the determination of
infectious agents for in vitro diagnostics
inhumans and animals

Design and development of software
for in vitro diagnostics for humans

Page 1 of 2

A TUVRheinland®

Precisely Right.



Annex to certificate

Standard

Certificate Registr. No.

1SO 9001:2015
01 100 1810000

/06 EUROIMMUN Manufacture of immunobiochemical test
Medizinische Labordiagnostika AG  systems, immunofluorescence test systems,
Im Kreppel 1 molecular diagnostic / genetic test systems and
02747 Herrnhut test systems for the determinationof infectious
Germany agents for in vitro diagnosticsin humans

/07 EUROIMMUN Manufacture of immunobiochemical test
Medizinische Labordiagnostika AG  Systems, test systems for the determination
Am PlieRnitztal 1 of infectious agents and instruments for in vitro
02748 Bernstadt diagnostics for humans
Germany

/08 EUROIMMUN Manufacture of immunofluorescence test
Medizinische Labordiagnostika AG  systems, installation and service of
SchloRstr. 11 instruments / software for in vitro diagnostics in
91257 Pegnitz humans, trainings
Germany

/09 EUROIMMUN Installation, service and sales of
Medizinische Labordiagnostika AG ~ immunobiochemical test systems,
Am Flugplatz 4 immunofluorescence test systems,
23560 Lubeck molecular diagnostic / genetic test systems,
Germany test systems for the determination of infectious

agents and instruments / software for in vitro
diagnostics for humans and animals
/10 EUROIMMUN Manufacture of sheet metal and other

Medizinische Labordiagnostika AG
Gewerbestr. 19

23942 Dassow

Germany

2020-05-14

components for instruments for in vitro
diagnostics in humans and animals

Al

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

TUV Rheinland Cert GmbH
Am Grauen Stein - 51105 KéIn

Page 2 of 2

A TUVRheinland®

Precisely Right.

www.tuv.com



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_Saed ¢

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
















* . ’, w. SYSTEM OF
- INTERNATIONAL
: . CERTIFICATION

CERTIFICATE

of Quality Management System

SIC.MS.094.1S013485.1332 dated 11.03.2020 till 10.03.2023

The Certification Center “International Agency Certification” hereby
certifies that the Quality Management System of

«Mediclone»
Limited Liability Company

35, Botanicheskaya, Moscow, Russian Federation, 127276

Concerning:

production of medical devices, namely: Reagents and sets of
reagents for the determination of human blood groups of ABO

Rhesus and Kell systems, as well as antigens and antibodies of the
Rhesus system

EN ISO 13485:2016

“Medical devices. Quality management systems.
Requirements for regulatory purposes”

Date of Certification: 11.03.2020
Date of Expiry: 10.03.2023

subject to annual approval
2021r. - till 11.02.2021
2022r. - till 11.02.2022

SIC.MS.094.1S013485.1332

International Certification Agency, 109444, Russian Federation, Moscow, 10 Samarkandsky blvd., Bldg. 1, Apt. 62,
Tel./fax: +8 (903) 223-25-69, Notification letter SIC.02.094,

S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA http://sic-global.com



/ . SYSTEM OF
== W -l INTERNATIONAL
CERTIFICATION

CEPTVIOVIKAT

Ha CUCTEMY MEHEeOAXMEHTa Ka4yeCTBa
SIC.MS.094.1S013485.1332 ot 11.03.2020 go 10.03.2023

OpraH ceptudmkaumm “MexxayHapogHoe AreHtcTBo Ceptudunkaumm”
HaCTOSILLUM CePTUMDUKATOM MOATBEPXHAAET, UTO CUCTEMA MEHEM)KMEHTA

Ka4eCTBa

<MeaAuUkKNoH»

O6LecTBo C OrpaHU4YEeHHOW OTBETCTBEHHOCTbIO

127276 Poccuickan Pepepauma, Mocksa, yn. botaHuueckas, aom 35

NMpuMeHnTENbHO K

NpPOun3BOACTBY U34E/UN MEeAULMHCKOro Ha3HavyeHus, a
MMeHHO: «PeareHTOB 1 HabopoB peareHToB A/
onpeaesieHMA rpynn Kposu YyesnoseKa cuctem ABO Pesyc u
Kenn, a TakKe aHTUreHoB U aHTUTEN cucTembl Pesycy

COOTBETCTBYeT TpeboBaHMAM MexaAyHapoAHOro craHaapra

EN ISO 13485:2016

“Uspenna meguumHckme. Cuctembl MeHeAKMEHTa KayecTBa.

CucremHblie TpeboBaHua gna ueneu perynmpoBaHusa”
[aTta ceptuduKkauum: 11.03.2020r.
[JeiictButeneH go: 10.03.2023 r.

npu yCAOBUU €XKETOAHOTO MOATEEPXKACHHUS
2021r. - po 11.02.2021
2022r. - po 11.02.2022

T.P. Morpe6bHasn

PykoBogutenb opraHa

SIC.MS.094.1S013485.1332

OC «MexpyHapogHoe AreHTcTBo CepTudukaumum», ceuaetenscTso Hotudukaumm:

SIC.CB.643.094 ot 21.03.2019 r., 109444, Poccuiickan Peaepaums, r. Mocksa, 6-p CamapkaHackuii, 4.10,
Kopnyc 1, KB. 62, Tesi./®akc: +7(903) 223-25-69, BbiaaHHbii S.1.C. Global Inc., 346 WIGSTON DR, Suite 4, NORTH BAY, ONTARIO, P1A 1X3, CANADA

http://sic.com.ua

ISO 13485|



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




Certificate

, ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 1038121-1

MACHEREY-NAGEL GmbH & Co. KG
Neumann-Neander-Str. 6-8

52355 Duren

Germany

Design and development, manufacture and distribution of in vitro diagnostic
test strips including self-testing devices and reflectometers used in the field
of urine, gastric and vaginal fluid analysis, as well as in vitro diagnostic
products for bioanalytical sample preparation.

(see attachment for sites included)

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality

management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:

Issue date:

{( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29

2023-05-28

2020-05-28 S .

/. Dipl.-Ing. S. Hoffmann
TY einland LGA Products GmbH
TillystraRe 2 - 90431 Nurnberg - Germany

142

3 TUW TLRY wnd TV arn




Certificate

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

No. Facility

SX 1038121-1

: ®
TUVRheinland

MACHEREY-NAGEL GmbH & Co. KG

Neumann-Neander-Str. 6-8
52355 Duren
Germany

/02 MACHEREY-NAGEL GmbH & Co. KG
Valencienner Str. 11

52355 Duren
Germany

103 MACHEREY-NAGEL GmbH & Co. KG

Bahnstr. 120
52355 Duren
Germany

Report No..
Effective date:
Expiry date:

Issue date:

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02

3309079-90
2020-05-29
2023-05-28
2020-05-28

Scope

Design and development, manufacture,
quality control, distribution and customer
service

Warehousing and logistics

W Dipl.-Ing. S. Hoffmann
heinland LGA Products GmbH
TillystraBe 2 - 90431 Nurnberg - Germany

2/2
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’ rs Monobind Inc. Declaration of Conformity

2011-09 DoC_MB_v05

Page: 1 of 4

DECLARATION OF CONFORMITY

1)  Manufacturer (Name, department): Monobind Inc.
Address: 100 North Pointe, LAKE FOREST, CA 92630. UNITED STATES

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:

CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS Tel.: +31 (0)6 516 536 26;
or as: CEpartner4U, 3951DB; 13. NL tel: +31 (0)6 — 516.536.26)

3) Product(s) (name, type or model/batch number, etc.):

Immunoassay products;
ELISA,

CLIA,

Control,

Instruments

(see appendix)

4) The product(s) described above is in conformity with:

Document No.

Title

Edition / Date of issue

L 331; 98/79/EC

In-Vitro-Diagnostic Directive

1998-10-27

5) Additional information (conformity procedure, Notified Body, CE certificate, etc.):

Conformity assessment procedure for CE marking: IVD Directive, Annex |l

Lake Forest, USA;2011-09-27  --------- A’sl«a'h'& ------------------------------

Tony Shatola; QA Director, Monobind Inc.

(name, function and signature of manufacturer)

(Place & date of issue (yyyy-mm-dd))

Maarn, NL; 2011-09-27

(Place & date of issue (yyyy-mm-dd))

Olga Teirlinck; Consultant, CEpartner4U BV

(name; function and signature of authorized representative)




ﬁ'g Seclaration of Conform 2011-09 DoC_MB_v05
=) Monobind Inc. eclaration of Conformity Page: 2 of 4

Appendix

Date: 2011-09-26

Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate #  First date_ of
ELISA CLIA Control | Instrument _ CE-marking

Thyroid
T3 — Triidothyronine 125-300 175-300 12.04.01.05.00 Low 2005-11-11
fT3 — Free Triidothyronine 1325-300 | 1375-300 12.04.01.01.00 Low 2005-11-11
T4 — Thyroxine 225-300 275-300 12.04.01.07.00 Low 2005-11-11
fT4 — Free Thyroxine 1225-300 | 1275-300 12.04.01.02.00 Low 2005-11-11
TSH — Thyrotropin 325-300 375-300 12.04.01.11.00 Low 2005-11-11
Rapid TSH — Rapid Thyrotropin 6025-300 | 6075-300 12.04.01.11.00 Low 2010-06-29
T3U — Triidothyronine Uptake 525-300 575-300 12.04.01.06.00 Low 2005-11-11
TBG — Thyroxine-Binding Globulin 3525-300 | 3575-300 12.04.01.09.00 Low 2005-11-11
Tg — Thyroglobulin 2225-300 | 2275-300 12.04.01.08.00 Low 2005-11-11
T3, T4 & TSH — Triidothyronine,
Thyroxine & Thyrotropin Combo 8025-300 | 8075-300 12.04.01.01.00 Low 2005-11-11
(VAST)
T3 — Triidothyronine (SBS) 8125-300 | 8175-300 12.04.01.01.00 Low 2010-06-29
T4- Thyroxine (SBS) 8225-300 | 8275-300 12.04.01.01.00 Low 2010-06-29
fT3, fT4 & TSH — Free
Triidothyronine, Free Thyroxine & 7025-300 | 7075-300 12.04.01.01.00 Low 2010-06-29

Thyrotropin Combo (VAST)
Neonatal Thyroid & Genetics

NTSH — Neonatal Thyrotropin 3425-300 | 3475-300 12.04.01.90.00 Low 2005-11-11

NT4 — Neonatal Thyroxine 2625-300 | 2675-300 12.04.01.12.00 | Low 2005-11-11

N 170HP — Neonatal 17 OH

Progcatorons 5525-300 12.05.01.07 Low 2008-02-01

Biotinidase 8825-300 1207029000 | Low 2011-09-26

Autolmmune Thyroid

Anti-Tg — Anti-Thyroglobulin Antigen | 1025-300 | 1075-300 12.10.03.04.00 | Low 2005-11-11

ANt-TPO — Anti-Thyroperoxidase | 4125.300 | 1175-300 12.10.03.01.00 |  Low 2005-11-11
ntigen

Fertility & Prenatal

LH — Lutropin 625-300 | 675-300 12.05.01.05.00 | Low 2005-11-11

FSH — Follitropin 425-300 | 475-300 12.05.01.04.00 | Low 2005-11-11

PRL — Prolactin 725-300 | 775-300 12.05.01.08.00 | Low 2005-11-11

PRL — Prolactin Sequential 6025-300 | 6075-300 12.05.01.08.00 | Low 2005-11-11

hCG — Human Chorionic

Conedtronn 825-300 | 875-300 12.05.02.05.00 |  Low 2005-11-11

Rapid hCG — Rapid Human } e

G onia Gonaatron 3325-300 12.05.02.05.00 |  Low 2005-11-11

FSH, LH, hCG, sPRL Combo (VAST) | g305 300 | 8375300 12.05.01.90.00 |  Low 2006-08-24

AFP, hCG, UE3 Combo (VAST) 8525-300 | 8575-300 12.05.01.90.00 | Low 2010-06-29

Steroid

Cortisol 3625-300 | 3675-300 12.06.02.04.00 | Low 2005-11-11

DHEA'S — Defydroepiandrosterone | 5125300 | 5175-300 12.05.01.02.00 |  Low 2010-06-29

DHEA - Dehydroepiandrosterone 7425-300 | 7475-300 12.05.01.02.00 Low 2011-09-26
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Device types ltem# Item# Item# ltem# EDMS code Risk Class Certificate # First date_ of
ELISA CLIA Control | Instrument _ CE-marking
E2 — Estradiol 4925-300 | 4975-300 12.05.01.03.00 Low 2010-06-29
UE3 — Estriol, Unconjugated 5025-300 | 5075-300 12.05.02.02.00 Low 2010-06-29
Progesterone 4825-300 | 4875-300 12.05.01.06.00 Low 2010-06-29
Testosterone 3725-300 | 3775-300 12.05.01.10.00 Low 2007-11-01
Free Testosterone 5325-300 | 5375-300 12.05.01.10.00 Low 2010-06-29
170HP - 17-Hydroxyprogesterone 5225-300 | 5275-300 12.05.01.07.00 Low 2010-06-29
Ei?g';gg“ydmxypmgeStem”e 9925-300 | 9975-300 12.05.01.07.00 |  Low 2010-10-18
Vitamin D3 — 25-Hydroxyvitamin D3 7725-300 | 7775-300 12.06.03.10.00 Low 2011-09-26
Growth & Bone Metabolism
hGH - Human Growth Hormone 1725-300 | 1775-300 12.06.04.02.00 Low 2005-11-11
PTH - Parathyroid Hormone 7825-300 | 7875-300 12.06.03.13.00 Low 2011-09-26
Diabetes
Insulin 2425-300 | 2475-300 12.06.01.03.00 Low 2005-11-11
Insulin Rapid 5825-300 12.06.01.03.00 Low 2010-06-29
C-peptide 2725-300 | 2775-300 12.06.01.01.00 Low 2005-11-11
Insulin & C-peptide Combo (VAST) 7325-300 | 7375-300 12.06.01.03.00 Low 2005-11-11

Cardiac Markers

CKMB — Circulating Creatine Kinase

B, 2925-300 | 2975-300 12.13.01.02.00 |  Low 2005-11-11
CTnl — Troponin | 3825-300 | 3875-300 12.13.01.07.00 | Low 2005-11-11
DIG — Digoxin 925-300 | 975-300 12.08.01.01.00 | Low 2005-11-11
Ro-ORP — High Sensitiviy G 3125:300 | 3175-300 12.13.01.90.00 |  Low 2005-11-11
Myoglobin 3225:300 | 3275-300 12.13.01.05.00 | Low 2005-11-11
Infectious Diseases

G — Anti/H. Pylori 1425-300 | 1475-300 15.01.04.03.00 | Low 2005-11-11
IgM — Anti/H. Pylori 1525-300 | 1575-300 15.01.04.03.00 | Low 2005-11-11
lgA — Anti/H. Pylori 1625-300 | 1675-300 15.01.04.03.00 | Low 2005-11-11
Cancer Markers

AFP — Alpha-Fetoprotein 1925-300 | 1975-300 12.03.90.01.00 | Low 2005-11-11
CA 125 Ovarian Cancer Antigen 3025-300 | 3075-300 12.03.01.06.00 Low 2005-11-11
CA 15-3 Breast Cancer Antigen 5625-300 | 5675-300 12.03.01.02.00 | Low 2010-06-29
gﬁti;‘;g - Pancreatic Cancer 3925-300 | 3975-300 12.03.01.03.00 |  Low 2005-11-11
CEA - Carcinoembryonic Antigen 1825-300 | 1875-300 12.03.01.31.00 Low 2005-11-11
CEA carainoembryonic Antigen | 4625-300 | 4675-300 12.03.01.31.00 |  Low 2010-06-29
g‘gr?g&rigfﬁ Beta Human Chorionic | 5455 300 | 2075-300 12.03.01.90.00 |  Low 2005-11-11
Allergy & Anemia

Ferritin 2825300 | 2875-300 12.07.01.02.00 | Low 2005-11-11
Folate 7525-300 | 7575-300 12.07.01.03.00 | Low 2010-06-29
IgE — Immunoglobulin E 2525.300 | 2575-300 12.02.01.02.00 | Low 2005-11-11
sTfR - Transferrin Soluble Receptor | 8625-300 | 8675-300 12.07.01.06.00 Low 2010-06-29

Vitamin B12 7625-300 | 7675-300 12.07.02.04.00 Low 2011-09-26
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Miscellaneous Controls

Anti-Tg & Anti-TPO — Positive &
Negative - Anti-Thyroglobulin, Anti-
Thyroperoxidase

AIT-101

12.50.01.16.00

Low

2010-06-29

High Level Fertility Control — Single
Level — Progesterone, Estradiol,
Human Chorionic Gonadotropin

FC-300

12.50.01.16.00

Low

2010-06-29

Maternal Control — Tri Level - Human
Chorionic Gonadotropin, Free Beta
Human Chorionic Gonadotropin
Subunit, Alpha Feta Protein, Estriol

MC-300

12.50.01.16.00

Low

2010-06-29

Thyroglobulin Control — Tri Level

TG-300

12.50.01.16.00

Low

2010-06-29

H. Pylori IgG Control — Positive &
Negative

HPy-
1gG-300

12.50.01.16.00

Low

2010-06-29

Miscellaneous Instruments

IC hardware + dedicated accessories +
software — Autoplex ELISA Analyzer &
CLIA Processor

INOO6

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax Chemiluminescence
Strip Reader

INOO1

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Neo-Lumax
Chemiluminescence Strip Reader

INO10

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Impulse 2
Chemiluminescence Strip Reader

INOO5

21.02.10.01

Low

2006-08-24

IC hardware + dedicated accessories +
software — Impulse 3
Chemiluminescence Strip Reader

INOO7

21.02.10.01

Low

2010-06-29

IC hardware + dedicated accessories +
software — Lumax96
Chemiluminescence Plate Reader

IN004

21.02.10.01

Low

2007-03-01

IC hardware + dedicated accessories +
software — LuMatic
Chemiluminescence Plate Reader

INOO8

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Eldex 3.8 ELISA Strip
Reader

IN003

21.02.10.01

Low

2007-09-10

IC hardware + dedicated accessories +
software — Neo-Eldex ELISA Strip
Reader

INOO9

21.02.10.01

Low

2011-09-26

IC hardware + dedicated accessories +
software — Mircoplate Washer

IN002

21.02.10.01

Low

2010-06-29
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Certificate of Registration
of Quality Management System
to I.S. EN ISO 13485:2016

The National Standards Authority of Ireland certifies that:
Monobind Inc.

100 North Pointe Drive

Lake Forest, CA 92630

USA

has been assessed and deemed to comply with the
requirements of the above standard in respect of the scope of
operations given below:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls, and
Semi-Manual and Automated Washers and Analyzers.

Additional sites covered under this multi-site certification are listed on the
Annex (File No. MD19.4585)

Approved by: Approved by: % ZQQZ
Geraldine Larkin Caroline Dore Geraghty C
Chief Executive Officer Director of Medical Devices /

Head of Notified Body

Registration Number: MD19.4585
Certification Granted: May 18, 2010
Effective Date: September 25, 2019
Expiry Date: September 24, 2022

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800

GCT-25-07 Rev 2.0
Page 1 of 2



9 Nsal

Annex to Certificate Number: MD19.4585

Scope of Registration:

The Design, Manufacture and Distribution of In-Vitro Diagnostic
Medical Device Immunoassays and Related Reagents, Controls,
and Semi-Manual and Automated Washers and Analyzers.

Activity Location

Headquarters, Administration, Monobind Inc.

Design, Manufacturing, 100 North Pointe Drive

Distribution Lake Forest, CA 92630
USA

File No.: MD19.4585

Manufacturing, Distribution Monobind Inc.
103 North Pointe Drive
Lake Forest, CA 92630
USA
File No.: MD19.4585/A

Verified by:
Operations Manager
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sifin

EG-Konformitétserkldrung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€
Nr./No. 145

Wir / Nous / We

sifin diagnostics gmbh,
Berliner Allee 317-321, 13088 Berlin, Germany

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

das Medizinprodukt (1VD): Anti-Salmonella OMA
le dispositif médical (IVD): Anti-Salmonella OMB
the medical device (IVD): Anti-Salmonella OMC

Anti-Salmonella OMD
Anti-Salmonella OME
Anti-Salmonella OMF
Anti-Salmonella OMG

Sonstiges Produkt
Other device/Autre dispositif

allen Anforderungen der Richtlinie 98/79/EG entspricht.
remplit toutes les exigences de la Directive 98/79/EG qui le concernait.
meets all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2012, DIN EN 13612:2002,
Normes harmonisés appliqués: DIN EN 13641:2002, DIN EN I1SO 14971:2013,
Applied harmonized standards: DIN EN ISO 15223-1:2017, DIN EN 1SO 18113-1:2013,
DIN EN ISO 18113-2:2013, DIN EN ISO 23640:2015
Konformitatsbewertungsverfahren: Anhang Il
Procédure d'évaluation de la conformita: Annexe lll
Conformity assessment procedure: Annex lll
Guiltig bis: 2018-10
Valable jusgqu’au:
Valid until:
4

7 C; é 7 "\r\"’Z—"_

Berlin, 01.03.2018 Dr. T. Schwarz A e

Sicherheitsbeauftragter fiir Medizinprodukte
Agent de sécurité /Safety Officer

sifin diagnostics gmbh + Berliner Allee 317-321 + 13088 Berlin - Germany
Phone +49-30-92 70 30-0 * Fax +49-30-92 70 30-30 - info@sifin.de + www.sifin.de



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

Wir / Nous / We

sifin diagnostics gmbh
Berliner Allee 317-321, 13088 Berlin, Germany
phone +49-30-700-144-0, fax +49-30-700-144-30, info@sifin.de, www.sifin.de

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

die Medizinprodukte (1VD):
les dispositifs médical (IVD) :
the medical devices (IVD):

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

TR1201 Anti-Salmonella Group B
TR1201-01 Anti-Salmonella Group B
TR1202 Anti-Salmonella Group C
TR1203 Anti-Salmonella Group D
TR1203-01 Anti-Salmonella Group D
TR1204 Anti-Salmonella Group E
TR1301 Anti-Salmonella O:2
TR1302 Anti-Salmonella O:4
TR1302-01 Anti-Salmonella O:4
TR1303 Anti-Salmonella O:5
TR1303-01 Anti-Salmonella O:5
TR1304 Anti-Salmonella O:61
TR1305 Anti-Salmonella O:7
TR1306 Anti-Salmonella O:8
TR1307 Anti-Salmonella O:9
TR1307-01 Anti-Salmonella O:9
TR1308 Anti-Salmonella O:10
TR1323 Anti-Salmonella O:11
TR1325 Anti-Salmonella O:13
TR1309 Anti-Salmonella O:14
TR1310 Anti-Salmonella O:15
TR1328 Anti-Salmonelia O:16
TR1329 Anti-Salmonella O:17
TS1330 Anti-Salmonella O:18
TR1311 Anti-Salmonella O:19
TR1312 Anti-Salmonella O:20
TR1331 Anti-Salmonelia O:21



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

TS1332 Anti-Salmonella O:22
TR1335 Anti-Salmonella 0:25
TR1313 Anti-Salmonella O:27
TR1336 Anti-Salmonella O:28
TR1339 Anti-Salmonella O:30
TR1314 Anti-Salmonella O:34
TR1341 Anti-Salmonella O:35
TR1344 Anti-Salmonella O:38
TR1345 Anti-Salmonella O:39
TR1346 Anti-Salmonella O:40
TR1347 Anti-Salmonella O:41
TR1348 Anti-Salmonella 0:42
TR1349 Anti-Salmonella 0:43
TR1350 Anti-Salmonella O:44
TR1351 Anti-Salmonella O:45
TR1315 Anti-Salmonella O:46
TR1353 Anti-Salmonella O:47
TR1354 Anti-Salmonella O:48
TR1355 Anti-Salmonella O:50
TR1356 Anti-Salmonella O:51
TR1357 Anti-Salmonella O:52
TR1358 Anti-Salmonella O:53
TR1359 Anti-Salmonella O:54
TR1360 Anti-Salmonella O:55
TR1361 Anti-Salmonella O:56
TR1362 Anti-Salmonella O:57
TR1363 Anti-Salmonella O:58
TR1364 Anti-Salmonella O:59
TR1365 Anti-Salmonella O:60
TR1366 Anti-Salmonelia O:61
TR1367 Anti-Salmonella O:62
TR1368 Anti-Salmonella O:63
TR1369 Anti-Salmonella O:65
TR1370 Anti-Salmonella O:66
TR1371 Anti-Salmonella O:67
TR1316 Anti-Salmonella Vi

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.
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sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella O, Vi
Réactifs de test Anti-Salmonella O, Vi
Test Reagents Anti-Salmonella O, Vi

Angewandte harmonisierte Normen: DIN EN 1SO 13485:2016,
Normes nationales appliqués: DIN EN 13612:2002,
Applied national standards: DIN EN 13641:2002,
DIN EN ISO 14971:2013,
DIN EN ISO 15223-1:2017,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitatsbewertungsverfahren: Anhang 1l
Procédure d’évaluation de la conformita: Annexe lll
Conformity assessment procedure: Annex lli
Gliltig bis: 2022-05-25
Valable jusqu’au:

Valid until:

Berlin, 23.10.2021

Dr. Kathrin Landg%
Sicherheitsbeauftragte fur Medizinprodukte
Agent de sécurité / Safety Officer
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sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Wir / Nous / We

sifin diagnostics gmbh
Berliner Allee 317-321, 13088 Berlin, Germany
phone +49-30-700-144-0, fax +49-30-700-144-30, info@sifin.de, www.sifin.de

erklaren in eigener Verantwortung, dass
déclarons sous notre propre responsabilité que / declare on our own responsibility that

die Medizinprodukte (IVD): Testreagenzien Anti-Salmonella H

les dispositifs médical (IVD) : Réactifs pour tests Anti-Salmonella H

the medical devices (IVD): Test Reagents Anti-Salmonella H
TR1401 Anti-Salmonella H:a
TR1402 Anti-Salmonella H:b
TR1403 Anti-Salmonella H:c
TR1404 Anti-Salmonella H:d
TR1405 Anti-Salmonella H:E
TR1405-01 Anti-Salmonella H:E
TR1407 Anti-Salmonella H:f
TR1406 Anti-Salmonella H:g
TR1406-01 Anti-Salmonella H:g
TR1408 Anti-Salmonella H:g,m
TR1408-01 Anti-Salmonella H:g,m
TR1409 Anti-Salmonella H:h
TR1410 Anti-Salmonella H:i
TR1410-01 Anti-Salmonella H:i
TR1411 Anti-Salmonella H:k
TR1412 Anti-Salmonella H:L
TR1412-01 Anti-Salmonella H:L
TS1413 Anti-Salmonella H:m
TR1438 Anti-Salmonella H:n
TS1414 Anti-Salmonella H:p
TS1415 Anti-Salmonella H:q
TR1416 Anti-Salmonella H:r
TS1417 Anti-Salmonella H:s
TS1418 Anti-Salmonella H:t
TS1419 Anti-Salmonella H:u
TS1420 Anti-Salmonella H:v
TS1421 Anti-Salmonella H:w
TS1422 Anti-Salmonella H:x
TR1423 Anti-Salmonella H:y



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

Ce

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

TR1424 Anti-Salmonella H:z
TS1425 Anti-Salmonella H:zs,z23
TS1426 Anti-Salmonella H:zs
TR1427 Anti-Salmonella H:z1o
TS1428 Anti-Salmonella H:z1s
TR1440 Anti-Salmonella H:z23
TS1429 Anti-Salmonella H:z24
TS1449 Anti-Salmonella H:z2s
TS1430 Anti-Salmonella H:z29
TS1431 Anti-Salmonella H:z32
TR1445 Anti-Salmonella H:zas
TR1447 Anti-Salmonella H:zas
TR1448 Anti-Salmonella H:za1
TR1437 Anti-Salmonella H:1
TR1437-01 Anti-Salmonella H:1
TR1433 Anti-Salmonella H:2
TR1433-01 Anti-Salmonella H:2
TS1434 Anti-Salmonella H:5
TR1435 Anti-Salmonella H:6
TS1436 Anti-Salmonella H:7

Sonstige Produkte
Autres dispositifs/Other devices

allen Anforderungen der Richtlinie 98/79/EG entsprechen.
remplirent toutes les exigences de la Directive 98/79/EG qui le concernait.
meet all the provisions of the Directive 98/79/EG which apply to it.

Angewandte harmonisierte Normen: DIN EN ISO 13485:2016,
Normes nationales appliqués: DIN EN 13612:2002,
Applied national standards: DIN EN 13641:2002,
DIN EN ISO 14971:2013,
DIN EN ISO 15223-1:2017,
DIN EN ISO 18113-1:2013,
DIN EN ISO 18113-2:2013,
DIN EN ISO 23640:2015

Konformitatsbewertungsverfahren: Anhang IlI
Procédure d’évaluation de la conformita: Annexe |l
Conformity assessment procedure: Annex Il

2/3



sifin

EG-Konformitatserklarung
CE-Declaration de Conformité / EC-Declaration of Conformity

C€

Testreagenzien Anti-Salmonella H
Réactifs pour tests Anti-Salmonella H
Test Reagents Anti-Salmonella H

Gililtig bis: 2022-05-25
Valable jusqu’au:
Valid until:

Berlin, 23.10.2021

Dr. Kathrin Landg(ebe
Sicherheitsbeauftragte flir Medizinprodukte
Agent de sécurité / Safety Officer

3/3



TVMONOBLIN peakTMB WUCMONb30BaTh Npu Temnepatype He Huxe +18° C.

Ona npwrotoBneHns TUMONOBOrO peakTveBa W Ans NpoBefeHus Npobbl HeobXo-
AMMO MCMOMb30BaTb YUCTYIO MOCydy 6e3 CrefoB CMHTETUHYECKWX MOKOWMX CPeAcTs,
Tak Kak OHW MpensATCTBYIOT PasBUTUIO MpeuunuTara.

Mpn nony4yeHWn 3HAYEHWIA WHTEHCMBHOCTU MOMYTHEHWs Bbiwe 20 efuHuUy
S-H, ananuampyemsbin obpasel Heob6xoanmo passBecTtu 9 r/n pacTBOPOM  XfoO-
puga Hatpua B COOTHOWeEHWW 1:1, NOBTOPMTbL aHanM3 M MNOMYYEeHHbI pesynb-
TaT YMHOXWUTb Ha 2.

Ecnn ncnonb3yeTtcs nunemuyeckas (M3Ha4yanbHO MyTHas) CbIBOpOTKA, TO B Ka-
YecTBe KOHTPOMbHOM (XONOCTOWM) MCNonb3yloT Npoby, copepxauyo 0,05 mn cbiBo-
potkm 1 3 mn 9 r/n pacteopa xrnopuga HaTtpus.

Mo Bonpocam, kacawowmmcs npuobpereHnss HabopoB M UX KayecTBa, MpoO-
cum obpawatbes no appecy: 105173, r. MockBa, yn. 3anapgHasi, A. 2, cTp. 1,
000 «Arat-Mep». TenedoH gna cnpaBok: (495) 777-41-92.

MHcTpykumsa coctaBneHa: K.6.H. V.B. CmupHoBbIM — 3aB. nabopatopuen HL
PAMH, k.x.H. .H. KonbuoBoi — cT. Hay4dH. coTpygoHukom MHLl PAMH, B.B. na-
gyHom — rnaeHbeiM TexHonorom OOO «Arart-Mep».

Knunuueckasn 105173, Mockea, yn. 3anagHasi,
buoxumusn Aa. 2, ctp. 1, 000 «AraTt-Mep».
Ten.: (495) 777-41-92.
Za m dakc: (495) 741-25-19.
www.agat.ru agat@agat.ru

MHCTPYKUUA
no npumeHeHuio Habopa peakTUMBOB AN TUMONOBOW MPOOGLI

HA3SHAYEHUE
Habop npepHasHa4yeH Ons onpeneneHust YyCTOMYMBOCTM 6GEnkoB B CbIBOPOTKE U
nnasme KpoBM Mpv OMarHOCTUKE 3aboneBaHui NeYeHn B KIMHUKO-ANArHOCTUYECKUX
n Buoxmmmuyecknx nadopaTopusix.
Habop paccuutaH Ha npoBegeHue 500 onpepeneHun npu pacxoge 3,0 mn pa-
6o4yero pactsopa Ha OOVH aHanua.

NMPAHUUN METOOA

CbIBOpPOTOYHbIE 6€Ta-rnobynuHbl, raMma-rnobynuHbl U NNMONPOTENHBLI OCaXOAtoT-
cA TUMONMOM B Tpuc-maneaTHoMm 6ydgepe npu pH 7,55. VIHTEHCUMBHOCTL MOMYTHe-
HWUS, KOTOpas 3aBMCUT OT KONMMYEeCTBa M B3aMMHOMO COOTHOLIEHUS OTOEenbHbIX 6en-
KOBbIX (hpakuui, u3mepsieTcss TypboaMMETpMYEecKn npu [OnvMHe BOMHbl 650
(630—690) HM.

PesynbTatbl M3MeEpeHU BbIpaXawTCsd B eauMHMuax noMyTHeHuss no Shank-
Hoagland (en. S-H). KannbpoBeka ocyuwectBnsieTcs no cycrneHaun cynbara 6apus.

COCTAB HABOPA
1. KoHueHTpaTr pactBopa Tumona (B Tpuc-maneatHom Oygepe), 11 mn —
3 (hnakoHa;
2. PactBOp cepHoM Kucnotbl (2,5 monb/n), 10 mn — 1 ¢nakoH;
3. PactBop xnopupa 6apus (48 mmonb/n), 5 mn — 1 nakoH.

AHANIMTUYECKNE XAPAKTEPUCTUKWN HABOPA

Ovana3oH unamepeHun — go 20 en. S-H.

YyBCTBUTENBLHOCTL OnpepeneHuss — He 6onee 2 en. S-H.

BocnpoussogumocTb: KoahhuumeHT Bapuauum He 6onee 10%.

HopmanbHble BenuuuHbl: 0-4 en. S-H.

MaTonorusa: cebie 5 en. S-H.

PekomeHgyeTcs B Kaxpon nabopatopuv yTOYHUTbL Auanas3oH HOPMarnbHbIX BEnu-
YMH y 06CnegyemMoro KOHTUMHreHTa.

MEPbI NMPEOOCTOPOXXHOCTWU NMPU PABOTE C HABOPOM
Mpn pabote ¢ paHHbIM HabopoMm Heobxooumo cobnopaTe MpasBuna  TEXHUKK
6e3onacHoCTH, pekomeHgyemble Mpu paboTe C KPOBbIO B COOTBETCTBUM C
«/IHCTpyKUMen no Mepam MNpoUNakTUKM  pacrnpoCTpaHeHUsT  MHGEKLMOHHBIX
3aboneBaHuii npu pabote B KIMHUKO-AMArHOCTMYECKMX Nabopatopusix nedebHbiX u



NpoNakTUYECKNX yypexpeHun», yTBepxpaeHHon Mwunsgpasom CCCP ot
17.01.91 r., n «[paBuna ycTponcTBa, TEXHMKM 6€30MacHOCTU, MPOU3BOACTBEHHOMN
caHWTapuu, MPOTWBOSMUAEMNYECKOTO pPeXuma M NNYHOW rurmeHsl Npu pabote B
nabopartopusix (OTAeneHusix, oTAenax) CaHUTapHO-aNMAEMUONOMMHYECKNX YYPEXAEHUA
cucteMbl Munuctepctea sppasooxpaHeHuss CCCP».

Mpn pabote c Habopom crnepyeT HageBaTb OOHOPA30Bble PE3MHOBbLIE WNW Mna-
CTUKOBbIE MepyaTKy, Tak Kak obpasubl KPoBW 4YenoBeka crepgyeT paccmaTpusatb
Kak MOTeHUManbHO WHMULMPOBAHHbIE, CMOCOOHbIE ANUTENIbHOE BPEMS COXPaHATb
wnn nepepasatb BUY, Bupyc renatuta wnu niobon gpyrovi Bo3GyauTenb BUPYCHOW
NHeKUnN.

PacTBop cepHOM KWUCNOTbI COAEPXWUT CEPHYIO KUCNOTy — efkoe BewecTso. [lpu
npuroToeneHun pabouero pacTtBopa cepHon kucnotel 0,1 mMonb/n  cnepyeT Hape-
BaTb OOQHOPA30Bble PE3VMHOBbLIE WM MNAcTMKOBblE nepyaTku. B cnyvae nonapaHus
pacTBopa Ha KOXY W CNW3UCTble HeobXopMMO HEeMEANEeHHO MPOMbITb MOpaXeHHoe
MecTo 6OMblIMM KONMMYECTBOM MPOTOYHOW BOAbl. lNMuneTtmpoBaHue per 0s Kateropw-
Yyecku 3sanpewaetcs. lMpy nonagaHnm BHYTPb crnefgyeT HeMednieHHo BbinuTe 0,5 n
TEnnow BOAbl W BbI3BaTb PBOTY.

PacTtBop xnopupga 6apus (48 mMMonb/n) COOQEpPXWUT SROBUTOE BELWECTBO — XMOpWA
6apusi, HO ero KOHUEHTpauus HW3Kasi, NO3TOMY peareHT He CHMTaloT SROBUTHLIM.
Bce ocTanbHble KOMMOHEHTbI Habopa B WCMONb3yeMbIX KOHLEHTpaumsax SBnsSioTCs
HETOKCUYHbIMM.

OBOPYOAOBAHUE U PEATEHTbDI

— CnekTtpodoTomeTp, anvHa BonHbl 630 HM, UnNKn (hOTOSNEKTPOKONOPUMETP, Anwu-
Ha BOnHbl 620-660 HM (KpacHbli CBeTO(MNILTP), KloBEeTa C TOMWWHOW nornowao-
wero ceet cnosa 10 wnn 5 mMm;

— nuneTku, nossonswwme otbupaTtb ob6bembl xugkoctn 1,50; 3,0; 4,5; 6,0
n 10,0 mn;

— Konbbl MepHble BMecTumocTbio 50, 250 n 500 mn;

— npobupkn BmecTUMocTbio 10 Mmn;

— CeKyHOomep;

— BOfOa OMCTUNNMPOBaHHas;

— nepyaTku pe3nHOBbIE UMU MNACTUKOBLIE.

AHAJIUSUPYEMbBIE OBPA3LbI
HeremonusnposaHHasa CbIBOPOTKa Wnu nnasma KpoBW.

NMOArOTOBKA PEATEHTOB /11 AHAJIU3A
TumonoBbl peakTuB. B mepHylo konby BmMecTumocTbio 500 MR HanuWTb OKOMO
450 Mn AWUCTUANMPOBaHHOW BOAbl W, MPU MOCTOSIHHOM MepeMewmnBaHun, NUNeTKon
nocrerneHHo npunute 10 M KOHUeHTparta pacTtsopa Tumona. Hocuk nunetkn pon-
XeH 6bITb MorpyxeH B Bogy B Konbe. PacTBop AQoBecTv QUCTUANMPOBAHHOW BOROW
A0 MeTKu n nepemewmsatb ewe 10 MUHYT OO NOMNHOrO PacTBOPEHUS.

Pabouunn pactBop cepHouW kucnotbl 0,1 monb/n. B mepHyio konby BmecTMmO-
CTblo 250 M KONMMYECTBEHHO MEPEHECTU COOEPXMMOE (hriakoHa C pacTBOPOM cep-
HOM KucnoTel (2,5 monb/n), QONMUTL OXnaxpeHHon Oo +8° C gucTUnnMpoBaHHOW BO-
OO OO METKM U nepemelmBarth.

KanubpoBo4Hasi cycneH3usi cynbcpata Gapusa. B mepHyio konby BmMecTumoc-
Tot0 50 mMn nuneTkoi BHecTn 1,5 mn pacteBopa xnopuga 6apus (48 mmons/n) n go-
BECTW [0 MeTKM paboynm pacTtBopoM cepHown kucnoTsl (0,1 monb/n), oxnaxpeHHbIM
To4Ho po +10° C. Copepxmmoe Konbbl TwarenbHO nepemewartb. KanubpoBo4Hyio
cycneHauo cynbara 6apus rotoBuTb nepepn ynoTpebrneHvem.

NMPOBEAEHNE AHAJIN3A

B npobupky BHecTM 3 Mn TUMONOBOro peaktmsa, nNpuiutb 0,05 M CbIBOPOTKM
(nnasmbl), TwarenbHO nepemMewarb U MHKybuposaTb B Te4deHne 30 MUHYT Npu KOM-
HaTHom Temnepatype (+18-25° C). HenocpeacTBeHHO nepen U3MepeHWeM CORepXw-
MOe npobupku elle pas nepemellarb U M3MEPUTb BENWUYMHY OMTUHECKON MNOTHOCTM
npobbl Npu gnnHe BonHbl 650 (630-690) HM B KIOBETE C TOMWWHOW MOrMIOWAaloLero
ceeT cnosa 10 unn 5 MM MNPOTUB XOMNoCToW NPo6bl (TMMOMOBOrO PeakTuBa).

BenuunHy WHTEHCMBHOCTM MOMYTHEHWS OMpedenuTb Mo KanubpoBOYHOMY rpadmky.

NMOCTPOEHUE KANMMBPOBOYHOIO rPA®UKA
Ons nocTtpoeHus kanmbpoBOYHOro rpacumka BHECTM B NPOBGUPKM pPacTBOpP CEPHOWN
KMCNOTbl U KanMbpOBOYHYIO CYCNEeH3WIo cynbtata 6apus B KONMYECcTBax, ykasaH-
HbiX B Tabnuue 1.

Tabnuua 1
Mpobupka Pabounn pacteop Kann6posouHas EpnHnubl

Ne CEPHOW KMCNOThI cycneHsuns NMOMYTHEHUS,

0,1 monb/n, cynbthata 6apug, S-H

M1 MI

1 4,50 1,50 5
2 3,00 3,00 10
3 1,50 4,50 15
4 - 6,00 20

CopepxmmMoe NpoGUPOK TlATeNbHO MepemMewars M WMHKY6upoBaTb B Te4YeHue
30 MUHYT npu KOMHaTHOW Temnepartype (+18-25° C). HenocpepncTBeHHO nepep us-
MEPEHNEM COLEPXMMOE MPOBGUPOK ele pa3 nepemellats U U3MEPUTb BEMUYWHBI
ONTUYECKOW MNOTHOCTU MNpPOOGbl Npu AMHEe BOMHbl 650 (630-690) HM B KiloBeTe C
TOMNWMHOM nornowatouwero ceet cnoss 10 unm 5 MM nNpoTMB xonocton npobbl (pa-
60o4ero pactBopa CepHow Kucnotbl 0,1 mMonb/n).

YCNoBUA XPAHEHUA U 3KCNNYATALMN HABOPA

Habop pomkeH XpaHuWTbCA B YMakoBKE NPeanpuATUS-U3roToBUTENsS MNpu Temne-
patype +2—8° C B TeuyeHume BCero cpoka rogHoctu. [onyckaeTcs XpaHeHue Ha-
6opoB npu TemnepaType go +25° C He 6onee 5 cyToK.

Cpok rogHoctn Habopa — 2 ropa.

TVMONOBLIN PeakTMB MOXHO XpaHWTb MpU KOMHaTHoOW Temnepartype (+18-25° C)
B MMOTHO YKYMOPEHHOM Bupe He 6onee 2 mecsues. [purotoBneHHbin pabounii pac-
TBOp cepHol kmcnotbl 0,1 mMonb/n n PactBop xnopuga 6apusa (48 mmone/n) nocne
BCKPbITUSA (hriakoHa MOXHO XpaHuTb Mpu KOMHaTtHom Temnepatype (+18-25° C) B
NNOTHO YKYNOpeHHOM Bupe He 6onee 6 mecsueB. KanubpoBo4yHasi CyCneHsus Cynb-
(hata Gapvsa XpaHEHUIO He MOJNEeXwuT.



000 “MuHuMen”, 241520, Poccuitckan @enepaunsn, BpsiHckan obnacTb,
BpAHckuin panoH, c. CynoHeso, yn. Lloccennan, 17 A

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

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

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

Perucrpaunonnoe ynoctosepenrie Ne ®CP 2009/05559 ot 04.12.2015 1.
IMacnmopr

Ha0op pearenros «Mac10 HMMEpPCHOHHOE»
no TY 9398-011-29508133-2009

Cepusn 93 Jara n3roroBiienns 02.09.2021

1. Haznauenue
Hcnmonp3yeTca And anoXpoOMATHYECKHX M aXpOMaTHYECKHMX OOBCKTHBOB MHKPOCKOMOB BCEX BHAOB, KpPOME
JTFOMHHECLECHTHBIX, MPEAHA3HAYCHHBIX 1711 paboThl B BHAUMOM 001aCTH CIIEKTpA.

2. Texunueckne TpedoBanNs

o XapakTepuCTHKA H ) L )
HanMeHnoBaHHe noKazaresis Pe3yabTarsl aHAIH3A
nopmamno TY
. ITpospaynas decuBeTHas HKUIKOCTE CO
BHC].LIH HH BHI caoomeemcmaeyem
CTadbIM JKEITOBATEIM OTTCHKOM
Ba b Kas
ﬂ:KOCT 2KH1'{(31'\-'121TI-‘]"ll’.}C npH TCMICPAaTypC O'T 220 1275
20°C, mm%/c
[MokasaTens NPeIOMICHHA NPH TEMIIEPATYpe
" pes P e Or 1,5150 10 1,5180 1,5154
20°C
440 um — 98,4
- o ]
Koadduumnent nponyckanua macna, %o He menee 70 540 1w — 100,0

HMMMEPCHOHHOC MACNO JICTKO YOA/BICTCH ¢ MOBEPXHOCTH Npenaparta, ()POHTANBHOH JHH3BI H ONMPaBbl 0OBCKTHBA;
HHEPTHO K OKPAIICHHBIM H HEOKPALICHHBIM NPenapaTam.

VnakoBka — (prakoH-kaneasHHUA BMeCTHMOCTBIO 100,0 M1 obecneyrBaeT akKypaTHOE M 9KOHOMHYHOE HAHECEHHE
Maclia Ha npenapar.

Cpox rognocts — 1,5 roga ¢ 1aTel H3roTOBICHHS.

3. TpancnoprupoBaHHe H XpaHeHHe
TpancnopTHPOBAHKUE OOMAKHO MPOBOAMTHCS BCCMM BHIAMH KPBITOTO TPAHCIOPTA B COOTBETCTBHH C TPABHIAMHU
MICPEBO3KH TPY30B, ACHCTBYIOIIMMH HA JAHHOM BHAC TPAHCMOPTA. XPAHCHHE - B YIAKOBKE MPEANPHATHA-H3TOTOBHTENA B
MPOXIAJHOM MECTE MPH OTHOCHTENBHOH BIAXHOCTH BO3Lyxa He Gomee 80% B MecTax, 3aLIMIIEHHBIX OT BO3ACHCTBHUA
OpAMBIX COMHCYHBIX le"lCl.'i., aTMOC[i]EprIX 0CaaK0B K arpCCCUBHBIX CPCO B TCUCHHUC BCCTO CPOKAa rOAHOCTH.

4. TapanTHH H3TOTOBHTEIS
H3roToBHTENE TAPAaHTHPYET COOTBETCTBHE KavecTsa Habopa peareHTOB «Macno uMmepcHoHHoe» TpedoBanuAM TY
9398-011-29508133-2009 npu cobmrogeHUH MOTPEOUTENEM YCIOBHH TPAHCTIOPTHPOBAHHA, XPAHCHHA M MPUMCHCHHA B
TCUCHHE BCCTO CPOKA MOJHOCTH,

Hauvanenuk IITO Ba6uu B.A.




®EAEPAABHASA CAVAKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHW A
(POCSAPABHAASOP)

PEFHCTPALIHOHHOE Y,CIOCTOBEPEHHE

HA MEAWLHHCROE U3AEJIUE
or 04 nexalps 2015 roga Ne ®@CP 2009/05559

Ha menuuuHCcKoe U3nenue
Ha6op pearentoB «Macso umvepcuonsoe» no TY 9398-011- 29508133-2009

Hacrosmee perucTpanoHHOE yA0CTOBEPEHHE BBIIAHO
O6mecTBO ¢ OrpaHHYEHHOIT 0TBeTCTBEHHOCTLIO ""MunuMen'"
(00O "MuuunMen'), Poccus,

241520, Bpsinckas o61acTh, Bpsnckuii paiion, c. Cynoneso, ya. llocceiinas, a. 17A

[Ipoussoaurens

O6mecTBO ¢ OrpAaHHYEHHOM 0TBETCTBeHHOCTHIO '"MunuMen"
(000 "MuuunMen"), Poccus,
241520, Bpsinckasi o6;1acTh, Bpsinekuii paiion, ¢c. Cynouneso, ya. occeiinas, a. 17A

MecTo npou3BoACTBa MEIUIIMHCKOTO H3IEHs
241520, Bpsnckas o6aacte, bpsinckuii paiion, ¢. Cynoneso, yi. Hlocceiinas, . 17a/1

Howmep peructpanuonnoro gocse Ne P/1-9304/51845 ot 19.11.2015
By MEIHIIMHCKOTO H3IEIIHA -
Kilace noTeHIMaIbHOr0 pHCKa PHMEHEHHS MEAUIIMHCKOTO U3ACTHSA 1

Ko O61epoccriickoro KiaccupuxaTopa NpoayKIHMH JUIsi MEAMIMHCKOrO H3ae/us 93 9816[ <
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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
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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




		2022-03-05T14:13:26+0200
	Moldova
	MoldSign Signature




