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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
tein.: 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
(obnacme cepmughurkayuu ykazana 6 npunodxcenuu Nel. Ipunosicenue agnsemes Heomvemiemoll

uacmoio cepmughukama)
IrocCT P UCO 9001-2015 (ISO 9001:2015)

CEPTHOUKAT BBIJIAH

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

Jara ppimaun: 28.04.2020 D\ Cpoxk aeiictBus jno: 28.04.2023

PykoBoauTens oprana: | DKenepr:
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Manusosckuii .1, Anagues A.P.

HACTOSIINI CEPTHOUKAT OBS3BIBAET OPTAHM3ALIMIO 110JIEPYKMBATE COCTOAHME BINOJIHSEMBIX PAROT B
COOTBETCTBHH C BbILIEYKA3ZAHHBIM CTAHIAPTOM, YTO BYJIET HAXOJIMTBCS I10OJ] KOHTPOJIEM OPTAHA TI0
CEPTUDPHKALIMM CUCTEMEI JIOBPOBQJILHON CEPTHOHKAIIMHA «MTC» 1 NOATBEPKIATBCA ITPH

[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:
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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 :- -’/,
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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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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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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
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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




5 :  Opran no ceprudukannn : ,
OBIHECTBO C OI’P'AHI/I‘IEHHOI‘/'IV OTBETCTBEHHOCTBIO
; - «AJIbB®A PEI‘I/ICTP» ' ' :
6, r. MockBa, yI. 2-51 duiesckas, 1. 7, Kopi. 6, 3Tax 1, mom. 111, xom. 6
ATTecraT akkpeauTamuu Ne CJIC.PTC.0C.002384-17 '
S www.alfaregister.ru '

Poccus, 12109

 CEPTHOUKAT COOTBETCTBHSI

Ne C)]C.PTC.CMK.00976-19
Cpox neitctBus: ¢ 17.01 2019

mo: 17.01.2022

CEPTU®HUKAT BBITAH

OO61IecTBO ¢ OrPAHNYEHHOH OTBETCTBEHHOCTHIO «ATAT CopT»
(000 «ATAT CodhT») ’

Poccust, 129343, r. MockBa, Ipoe3z CepebpsikoBa, JoM No 14, crpoeHue 15, noMeleHue 7

MHH 7716586011

| HACTOSIII.[I/IfI CEPTU®UKAT YAOCTOBEPSET, HTO
- CUCTEMA MEHEJUKMEHTA KAYECTBA '

NPHMEHUTEIBHO K IPOU3BOACTBY H CEPBHCHOMY 00CJayKHBAHHIO YYPEKIeHIECKO-
IPOH3BOICTBEHHBIX aBTOMATHYECKUX tenedonubix crannuii (IP-ATC), cucrem 3aNHCH,
" CHCTeM ONOBElIeHHsl, IUIAT H YCTPOiiCTB KOMIBbIOTepHOil TeJedoHun

~ COOTBETCTBYETT PEBOBAHUSAM
~ TOCT P BCO 9001-2015 (ISO 9001:2015)

~ PyxoBomurenn oprasa
10 CepTUPUKAIIH
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3aperucTpupoBaH B PEeCTpe CUCTEMBI H06POBOBHOH cepTHduKanu «PocTexCeprudukauusay 17.01.2019r -

CucTema 10GpOBOILHOM cepTHdUKaLIHI «PocTchepmd)hKamm» '3‘apemcrpupoaaua B EIMHOM pPEecTpe
3aperucTpUpOBaHHBIX CHCTEM 200pOBOJIBHOI ceprudukauun POCCTAHZIAPTA: Peructpal

uwonHBIH Homep POCC RU.31175.042CHXKO0
HacTosuii cepTidMKaT 0635IBACT OPraHN3aLMIO MOJIEPIKHMBATH COCTONHHE BBITIOHAEMBIX PaGOT B COOTBETCTBUM CTI

paBHIaMi
(yHKLHOHUPOBAHHA CHCTEMBI J0OPOBONBHOMN CepTHhUKaLMK «PocTexCepTH(HKALHAN

002891 |

'AO «OnuytoH», Mocksa, 2016 1., «By. Miueraua Ne 05-05-09/003 GHC P, T3 No 508. Bnatk He ABnAeTCA LeHKoR Gymaroi, Mo 3akasy 000 «Alb®A PETUCTP. Ten.: (495) 726-47-42, www.opcion.




P 3pEmEHnEHA HPI/IMEHEHHE *
3HAKA COOTBETCTBUSI
Ne CJIC.PTC.PIL.00622-19

Cpox neiicaus: ¢ 17.01.2019 mo 17.01.2022

PA3SPEINIEHUE BBIIAHO
O61mecTBo ¢ orpaHndeHHoil 0TBeTcTBeHHOCTHI0 «(AT'AT CodT»
(000 «~AT'AT CodT»)

POCCI/I}I 129343, r. Mocksa, npoesn CepebpskoBa, 1oM Ne 14 crpoeHue 15, moMelleHue 7
MHH 7716586011 4

Ha ocxoBanuu cepruduxara Ne CIAC.PTC. CMK.00976-19 ot 17.01. 2019 I

HACTOSIIJ_IEE PA3PEIIEHHUE ITPEJOCTABJISET IIPABO HA l'[PI/IMEHEHI/IE
3HAKA COOTBETCTBI/ISI CHCTEMBI JO5POBOJIHHON CEPTI/ICI)I/IKAIII/II/I
«PocTexCepTuduxanus»

YCJIOBI/IH npnMeHemm 3H3Ka COOTBCTCTBHH
s clmpmemn,le 0JIaHKH npezmpmn"ml, JIOTOBOPBI,
neqa'mble H pelc.naM ble H31aHHS =

PyKOBOJmTeJIL
_opraHa. 110 cepmdonxaunn

i CHCTeMa ﬁo6pononbﬂon cepmd)mcauuu «PocTexCep'ru(anauuﬁ» BaperMCTpHPOBaHaB e,uuHOM peeCTpe
; 3apemc7puposauﬂmx CHCTCM JlOﬁpOBOIIbHOld cep'rmbukauuu POCCTAHL[APTA PCI’HCTpallHOHHbm Homep POCC RU31175: 04)KH)K0
Hacmﬂmuu cepmdmxa'r o6x3maer oprauusaumo no.zmepxmsan COCTOSTHHE BblﬂOHHﬂCMle pa60T B COOTBETCTBHH C npasnnamu i
(bynxunonuposa 151 cucnmm uo6posonbuoﬂ cepTud)uKauuH «PocTexCemebmcaum» 3




CISQ is a member of
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THE INTERNATIONAL GEHTIF\G_ATION NETWORK
www.ignet-certification.com

IQNet, the association of the world’s first class
certification bodies, is the largest provider of management
System Certification in the world.

IQNet is compesed of more than 30 bodies and counts
over 150 subsidiaries all over the globe.

CERTIFICATO n. 4264/4/C
CERTIFICATE No.

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

KIMA S.R.L.

UNITA OPERATIVE / OPERATIVE UNITS

Via Leonardo Da Vinci, 22 - Zona Industriale Tognana - 35028 Piove di Sacco (PD)
Italia

£ CONFORME ALLA NORMA / (S IN COMPLIANCE WITH THE STANDARD

UNI EN ISO 9001:2015

Sistema di Gestione per la Qualita / Quality Management System

PER LE SEGUENTI ATTIVITA / FOR THE FOLLOWING ACTIVITIES

EA: 29

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.

Trading of the products of the Group: diagnostic kits, culture media for microbiology,
plastic disposable labware, test tubes with predetermined vacuum and sterife needles.

Riferirsi alla documentazione del Sistema di Gestione per fa Qualita aziendale per 'applicabllita del requisiti della norma di riferimenta.
Refer to the documentation of the Quality Management System for details of application to reference standard requirements.
II presente certificato & soggetto al rispetto del documento ICIM “Regolamento per la certificazione dei sistemi di gestione” ¢ al relativa Schema specifico.
The use and Ihe validily of his ceriificate shall salisfy 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 ceriificato,
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 certffication status referred fo in this certificate,
please confact the number +33 02 725341 or email address info@icim.it.

Data emissione Emissione corrente Data di scadenza
First issue Current issue Expiring date
18/01/2007 18/01/2019 17/01/2022

™\
\
/
\

ICIMS.p.A.
Piazza Don Enrico Mapelli, 75} 20099 Sesto San Giovanni (MI)

wiwwg icim. it

FEDERAZIONE

CIsQ

ACCREDIA %,

=

ml L'ENTE ITALIANO DI ACCREDITAMENTO

o i

EI www.cisg.com

g SGQ N°004A CISQ & la Federazione Italiana di Organismi di

3 Certificazlone del sistemi di gestione aziendale.

o Membro degli Accordi di Mutuo Riconoscimente EA, IAF e ILAC CISQ is the Italian Federation of management
system Certification Bodies.

Signatory of EA, IAF and ILAC Mutual Recognition Agreements
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TUVRheinland

Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Boen Healthcare Co., Ltd.
Unit 602, International Center
No. 535, Shenxu Road
215021 Suzhou, Jiangsu
China

has established and applies a quality management system for medical devices
for the following scope:

Manufacture and Distribution of Medical Devices

(see attachment for products included)

Proof has been furnished that the requirements specified in
EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2019-08-07
Certificate Registration No.: SX 60138020 0001
An audit was performed. Report No.: 15092074 004

This Certificate is valid until: 2022-02-27

Certification Body

({DAR})EuStsche

- Akkrediterungsstelle
D-ZM-14169-01-02

Date 2019-08-07

Fuxiu Sheng

TOV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg

Tel: +49 221 806-1371 Fax +49 221 806-3935 e-mail.cert-validity @de tuv com http./iwww tuv com/safety

0020 ¢ 0408 ®  TOv, TUEV and TUAY ane fagstered Tademarks. (Iisation and apalication requires phor approgsl
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Cuctema no6poBosbHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)XCH1
OpraH no ceptudmkaumm 000 "Hesckuid AnbsiHC". OFPH 1147847286960 UHH 7842525530
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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
0T 24.09.2018
Cpok geiAcTBuA 00 24 ceHTA0pA 2021

Homep B eauHoM peecTpe cucteMbi C1256
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ o >
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HacToswui cepTudukar 06A3biBaET OPraHWsaLWIo NOJAEPXMBATL COCTORHWE BbINONHAEMBbIX pabor B
COOTBETCTBUM C BbilieyKa3aHHbIM CTaHAApPTOM, 4TO GyAeT HaXOfMTbCA NOJ KOHTPONeM OopraHa no
cepTudmuxayun CAC “HOMCC" n noaATBEPXAATLCS NPH NPOXOKACHUM €IKETORHOTO WHCIEKIIHOHHOTO KOHTPONIA.
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PepepanbHoe areHTCTBO N0 TEXHUYECKOMY PErynMpoBaHMIO U METPOJIOrMU

T

Cuctema nobpososibHoOI cepTudukaumm "HOMCC". POCC RU.31827.04)KCH1
Opran no ceptudmkaumm 000 "HeBckuid AnbsiHc”. OFPH 1147847286960 MHH 7842525530

WWW.NOpPSS.ru

NMPUJ10XXEHUE N21

K ceptudukary coorsercteus N C1256

anMEHMTe.ﬂbHO K BUaamMm neAaTesibHOCTU .

Mpon3BoACTBO nabopaTOpPHO NOCYAbl, MEAMUMHCKUX M3Aennit, npubopoe u
NPUHAANEXHOCTEN, KpacuTenei, peareHTOB U HabopoB peareHToB ANs in-vitro
AVarHOCTUKM.

PykoBoguTens opraka \« , | “ MnatoHoB B.A.

no cepTucmnkaLmm:

N
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