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Mpu ocywecTenexun paboT cornacHo npunoxenuto N21 k HacTosLieMy cepTUuduKaTy
CepTudomkar BbijaH Ha OCHOBaHUM PeLLIEeHNUA IKCMEPTHON KOMUCCHUM
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PykoBoauTens opraHa“. / <"/ MNopnucb W > MnaTtoHoB B.A.
no cepTucmnkaLuu: ‘ S >

G

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.




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




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
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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



- ®
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
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VELRTOH 000 ‘Mespxnon

— 127276 MoCKBO, BOTORMIECKOT YA

35T TN #7495 23122727499 502-T2T4—

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAA
Ha «HaGop peareHTOB AAA ONpeAEAEHUs TPYIIN KPOBU YEAOBEKA CUCTEM
ABO, Pe3syc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOHbI  AHTM-A, AHTU-B v AHTU-AB)
PernctpaumorHoe yaoctoseperue Ne $CP 2009/06043 ot 05 Hosbps 2009 1

Haumenoranue: Ilommnon AHTH-A Bo drakoHax 110 10 MJI ¢ KpacHEIMHA
KPBIIIKAMH

Cepnsi: 096111
" "NAzrotosaen: 05.11.2019

Exnauna: 100 M

Tomen mo: 05.11.2021
Hacnopt: A096111 o705 11 2019

___Konnuecreo equann. 40_

O6beMm cepun: 10000 Mo

HaumeHosaH1e Hopma no TY PeayAsTaT:
NOKQIATENR WCBITaHKWIA
1. BHeWwHWA BUA
1.1 LOAMKACH QHTU-A Mpo3payHas XMAKOCTb KPACHOTO UBETA. CooteeTcTeyer
1.2 LLOAMKAOH aHTW-B MNPO3PAYHAH XKMAKOCTE CUHETO LBETA.
1.3 LloAMKAOH OHTU-AB MNpo3payHas BECUBETHOR XMAKDCTS.
2. Cepoaorndeckue LLOAMKAOH QHTU-A  HE AOAXEH AQBATb AITAIOTMHALLMM
CBOWCTBQ C aputpoLmtamm rpynn B(lll) n O(l) CootseTcieyer
2.1 CneundomiHoCTs LLOAMKAOH QHTK-B  HE AOAXEH AQBATL AITAOTUHALLMM C
sputpoumtamm rpyna Aflll) n Ofl) CootseTCTBYET
LLOAMKACH QHTH-AB HE AOAXEH ACBQTL ArFAIOTUHALLMM
C apuTpoumtamm rpynnsl Ofl) CoorseTcisyeT
2 T EMarTAIOTHHUD YIOTIGH ATTAIOTHHOLIAT HO TTADCKOCTHA B0HTROMMTOR AT W B
cnocobHocTs C  COOTBEICTBYIOLLMMK  LLoAMKAOHAMKM  aAonkHA | COOTBETCTBYET
MOABUTLCA He No3aHee 10 Cek. TOCAE CMELLIMBAHMS 10 cekyHa
TuTe LLOAMKACHQ QHTU-A B PEAKUMA AITAIOTUHALIMK HA
NAOCKOCTH C 3putpounTamm rpynnel A(ll) 1:32 - 1:64 CooteeTcTeyet
23 Twrp TUTP LLOAMKACHT QHTU-B B PECKLIUM QITAIOTUHALUMM HA | 1:32- 1: 44
NAQCKOCTH © SpUTpouMTamMIM rpynnsl Bl
1:64 CooTtsercreyer
TUTP LLOAMKAOHQ GHTU-AB B pEAKLMM AITAICTUHO-LLAW 1:64
HQ MAOCKOCTH C 3PUTROLMIAMM TPV Afll) 1:32-1: 64
nB(ll) 1:64 R D, Coormercrayer
1:32-1: 64




4|
MEZIMK/IOH

000 ‘Megyxnon”

127276 Mocksa, BOTAHUIECKOA YA, 35, T\ch  +74%5 231-2272 +7499 502-1214

NACNOPT-CEPTUPUKAT MPOUIBOAUTEAS
Ha «tHa6op peareHTOB AAs ONpeAeAeHus rPynn KPOBU YEAOBEKA CUCTEM

ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAMKAOHBI  AHTH-A, AHTH-B 1 AHTH-AB)

PerucTpaLMoRHoe yaocTosepeHue Ne PCP 2009/06043 ot 05 Hos6ps 2009 ©

Hanmenopaumne: Ilonrxion AeTi-B Bo ¢uraxonax no 10 M ¢ CHHAMY KphIDIKaMA

Cepusi: 095810

Egnanna: 100 ma

Hsrorosaen: 21.10.2019 KouanuecTro exmuun 40
Fomenno: 21162621 — — —— ——Ob6vem cepmir: 10000 M1
Macmopt: B095810 0121.10.2019
HanmeHosaHne Hopma no TY Pe3yAbTath!
MOKQ30TEAR MCPbITAHWA |

1. BHeHuin A

1.1 LlOAMKAOH QHTU-A MNPO3pPAYHAR XKUAKOCTb KPCICHOTO LBETA. CoOoTBETCTBYET

1.2 LLOAMKACH QHTM-B MNpo3payHas KMAKOCTL CMHETO LIBETAQ.

1.3 LLOAMKAOH QHTU-AB Mpo3poyHas 6eCUBETHAS XKUAKOCTb.

2. Cepoaormnieckme LLOAMKAOH CQHTU-A  HE AOAXEH AQBATH AMTAIOTUHALMMK

CBOMCTBA ¢ spurpoumtamu rpynn B(lil) 1 Ofl) CoortseTcTByeT

2.1 CneundpniHoCTb LLOAUKAOH QHTU-B  HE AOAXEH AQBATL QITAIOTUHALIMMK C
spuTtpoumTamm rpynn A(ill) 1 Ofl) CootBeTcTBYET
LLOAMKAOH AHTM-AB HE AOAXEH ACBATL AMTAIOTUHALMN
c apurpoumutamu rpynns Ofl) Coortsetcrayer

2.1 FeMar Mo TMHIMPYIOLLGR AFFAIOTHHOLLMS HO NACCKOCTI: 3pMTpOLIMTOR Al 11 B

CNoCcCoOBHOCTL c  coomercTaylowmmn  LloAMkaoHaMM  aoaxHa | CooTseTcTeyet
NnosemTECA HE No3aHee 10 CeK. NOCAE CMELLIMBAHWS 10 cekyHA
Tt LLOAMKAOHO HTU-A B PECKLIMM QIFAIOTHHALMK HA
MAOCKOCTH C 3puTpoLmMTamy rpynnsl Afll) 1:32 - 1:64- | Cootsercisyer

2.3 Tutp TMTP LLOAMKAOHQ CHTW-B B PECKLMM QITAIOTHHALMKM HA | 1:32-1: 64

NAOCKOCTH C 3pMTROLMTaMM rpynnbl B{lll)

T o8 - e

TUTP LLOAMKAOHQ QHTU-AR B PETKLMM OrTAIOTIHO- Lk
HA NACCKOCTU C mosqmoﬁﬁnis rpynmALH) _”m;.m,,.. I: 64
nB(lll) 1:64 £ O A

CUOCIEETICIBY ST
1:64

CooTBETCTBYET
1:32-1: 64

3aseayoLLas

OTK OO0 «MeANKACHY

8-101451203590-2009

M.C. Opaosa




- 000 ‘Megmxnor”
MEZMKNOH ,
127276 MOCKBO, BOTOHMECKAT YA S5 Thep—+7495-231-2272—+7499-502-1 214 —

NACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS
Ha «Habop pedareHTOB AASl ONIPEAEAEHMA IPY KPOBU YEAOBEKA CUCTEM
ABO, Pesyc u Kell» no TY-9398-101-51203590-2009

( LOAUKAOHBI  AHTH-A, AHTH-B 1 AHTKU-AB)
PervcTpaumoHHoe yaoctosepermne Ne PCP 2009/06043 ot 05 HosOpsd 2009 1

Haumenopanue: Ilommion Axtu-AB

Cepusi: 098611
Hsroronjen:

Tonen no: 05.11.2021

05.11.2019

Enunnna: 100 mn
Konuuecrro exunnn 10

O6Bem cepun: 10000 ML

Tlacmopt: AB098611 o1 05.11.2019

LLOAMKAOH COOTBETCTBYET qummona:xm? .

3aseayogs  OTK COO «MeAUKAOHN 2

HanmeHosaHne Hopma no TY Pe3yAbTaThI
NOKG3aTEAS UCHLITGHKA
1. BHeLUHWA BU1A,
1.1 LLOAMIKAOH QHTU-A MNPo3pAYHAd XKMAKOCTb KPUCHOTO LIBETA. CootseTcTByer
1.2 LOAMKAOH aHTK-B MNPO3pPadHHAs XXMAKOCTb CUHETO LIBETA.
1.3 LoAWKAOH GHTK-AB MNpo3payHas BECLBETHA XUMAKOCTb.
2. Cepoaormnieckme LLOAMKAOH QHTU-A  HE AOAXKEH ACBATL AITAIOTUHALMM
CBOMCTBA ¢ apurpoumutamm rpynn B{lit) n Ol) Coortsetcisyer
2.1 CneumdouyHoOCT LLOAMKAOH QHTU-B  HE ACAXKEH ACBATE AITAIOTMHALMK C
aputpoumramm rpynn Aflll) n Ofl) Cootsercieyer
LLOAMIKAOH QHTU-AB HE AOAXKEH ACBATH AITAIOTUHAUMM
¢ aputpoumtamm rpynnet O(l) CooTBeTCTRYST
2 FemarsoTMHMp YOO ATTAOTHHALMA HO TADCKOCTH-SPUTROUMTOR - Al-1-B
CNocoBHOCTh C  COOTBETCTBVIOLLIMMU  LLOAMKAOHOMM  AOAXHG | CooTBeTCTByeT
nosBnTLCA HE No3aHee 10 cek. NOCAE CMELNBAHMA 10 cekyHA
TITP LLOAMKAOHA QHTU-A B PEAKLMM AMTAIOTUHALMM HO
NAOCKOCTH O“HW‘U\—\_AUO_‘L.S\._.Q;S _.U«m_n__u_v_ >~_; 1:32 - 1:64 CoOoTBETCIBYET
2.3 Tutp TUTP LLOAMKAOHA CHTU-B B peaKkumm QrrAlOTMHALMKM HA | 1:32 - 1: 64
NAOCKOCTM C DpUTROLMTAMM ryins! Blll)
1164 : COOTBETCTBY ST
TuUTp LLOAMKAOHC QHTH-ABE BECKLIH T AOTUHA- LK 1:64
HO MAOCKOCTU C SPUIPOWATCAAA RYNITATE 1:32 - 1: 64
nB(I) 1 :64 ; N CootsetcrayeT
1:32-1: 64

-/9398:101-51203590-2009

M.C. Opaocsa
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127276 Mockea, botaHuieckas ya., 35, T\db (495) 231-2272

MACNOPT-CEPTUPUKAT MNPOUIBOAUTEAS

000 ‘Megnxaon”

(499) 502-1214

Ha «Ha6op pedreHTOBR AAfl ONPeAEAEHUS FPYNN KPOBH YEAOBEKA CUCTEM
ABO, Pesyc u Kelln no TY-9398-101-51203590-2009

( LOAUKAOH AHTH-D Cymep )
PerctpaunoHHoe yaoctoeepeHme Ne PCP 2009/06043 ot 05 Hos6ps 2009 r

Hanmenosauue: Ilonuxinon Aure-D Cynep Bo dakoHax o 10 Mi ¢ 3eneHbIME

KpEITIKaM#A
" Cepusi: 292711
~Hsroropien: 05:11.2019-
Tomen mo: 05.11.2021

Tacnopt: MHc292711 ot 05.11

Epununa: 100 mn
KommgecTso expuni 40

O6nem cepun: 10000 ML

2019

mEcﬂhﬁdﬁnmﬂuﬁmem

Ay

HaumernoBanue Xapaxrepacruka HopMsI o TY Pesynbrarst
TIOKA3aTEeNs HCIILITAHNA
1. Baemmmii Bug . TIpospaynas KHAKOCTS CRETIIO-GEXEBOIO LBETA
CooT1BeTCTBYET
2. Ceponoredeckne
CBO}CTBa i
2.1 Cuetmdmanocts Tomuknon Aati-D Cynep He fjomken. - . _ _| CooTBETCTBYET
arTOTHHUPOBaTs D(—) 3pHTPOIMTEL
2.2 T'eMarmmoOTARMpYOMAs Yerkas peakius arTIOTHHAIMH JOIDKHA CoOTBETCTBYET
cmoco6HOCTh HAcTynaTs B TedeHne 30 cex. mocne cMemmpanus | 30 cex.
pearerrareB(HoprTponyran,
2.3 Tutp Tarrp Lomakcosa: »mdm‘.b .Cyniep & peaxitin CooTBETCIBYET
gu&ﬁ Ha Eannondna dT,w 3pw-
Hﬂcém 327 NE A 1:32
Turp ngﬁomm Antu-D QSnm B ngﬁﬁu
npaMoii arrmoTusamEn ¢ D) uvgouwqu 1:256

Ifonuxnon coomeemcmeyem mpebosanusm TV — wmbmn.:: 51 \m 009 .”.\.“.

3asexyromas OTK OO0 «Mepukinony»

X

M.C.Opnosa




.& - 000 ‘Megmuraon”

MEANKACH

127276 Mocksa, boTaHmueckas yA., 35, T\d (495) 231-2272  (499) 502-1214

MACNOPT-CEPTUPUKAT MPOUIBOAUTEAR
Ha «tHaGop peareHTOB AAA onpeAeAeHHUS rPY KPOBM HEAOBEKA CUCTEM
ABO, Pesyc u Kelly no TY-9398-101-51203590-2009

( LOAUKAOH  AHTM-D (IgG) )
PerncrpaumonHoe yaoctoseperne Ne PCP 2009/06043 oT 05 Hoabpa 2009 r

HanmenoBanme: Ilommaon Anrn-D(IgG)

Cepusa: 292110 Epmanua: 100 mn
H3roropnen: 28.10.2019 Kosmygecrro equuun 10
Tomen no: 28.10.2021 O61bem cepun: 10000 M.

Macnopt: 1%292110 o1 28.10.2019

Haunmenosanue XapakTepucTHKa HOPMB PesynbraThl
II0Ka3aTreirs HCITBITAHUH
1. Baemnwii Bug IIpospaunas XHAKOCTH CBETIIO-0eXKEBOTO IBEeTa
COOTBETCTBYET
2. Ceponoruyeckue
CBOMCTBa
Honuxnon AnTu-D He qomken arrmotuaupo- | CooTeeTcTByeT
2.1 CrnenuduyHoCTs Bath D(-) 3pHTPOLATSL

2.

2 lemarmmoTutrupyiom | Arrmotasanms sputpowuros D+ ¢ Lionnko- | Cootsercrayer - =
a1 cmocobHOCTE HOM B IPOGHPOYHOM TECTE C JKENATHHOM
JOIDKHA MOABNATECA He fo3aHee 15 MuH.

2.

3 Turp Turp Honuxnona antu-D B npobupounom CooTBeTcTRYET
TecTe ¢ xenaturom 1:128: K

Turp Honuxnona s \wo_.&mgeﬁ 3

aHTHrIoOYIHHOROMTeeTE © 1:512

Zasenyrowas OTK OO0 «Meaukmon» M.C.Opnora




2 000 ‘Megnrnon”
MEAVKTIOH

127276 Mocksa, Botanuieckas ya., 35, T\dp (495) 231-2272 {499) 502-1214

NMACINOPT-CEPTUPUKAT NPOUIBOAUTEAA
Ha «Ha6op peareHTOB AAS ONpeAeAeHHUs rPynn KPOBM YHEeAOBEKA CUCTEM
ABO, Pe3yc u Kelly no TY-9398-101-51203590-2009

( LOAMKAOH AHTu-Kell Cynep)
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(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



CISQ is a member of

*
== g*** *:Nggﬁj ===
**:*:‘ S 2

B

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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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.
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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.
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CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’'Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=T

Reg. Numero /

kiwa

Reg. Number MED 26036 /R?Z‘;:Zflle ! 22

Primo rilascio / 2006-10-25 Valido da/ 2016-10-24
First issue date Valid from

Scadenza / 2021-10-24 Ultima modifica / 2020-04-24
Valid until Last change date

Pagina / Page 1di/of 9

Certificato CE del Sistema di Garanzia della Qualita
EC Quality Assurance System Certificate

Si certifica che, sulla base dei risultati degli audit effettuati, il Sistema di garanzia di Qualita
della Produzione dell’Organizzazione/ We certify that, on the basis of the audits carried out,
the Production Quality Assurance System of the Organization:

GIMA S.p.A.

Sede Operativa / Operational Headquarter:
Via Marconi, 1

20060 Gessate, Ml - Italia

Sede Legale / Registered Headquarter
Via Tommaso Grossi, 2

20121 Milano, Ml - ltalia

e conforme ai requisiti applicabili della Direttiva 93/42/CEE e successive modifiche ed
integrazioni, Allegato V, attuata in Italia con Dlgs. 46 del 1997/02/24 e successive modifiche
ed integrazioni per le seguenti tipologie di Dispositivi Medici / /s in compliance with the
applicable requirements of 93/42/EEC Directive as amended, Annex V, transposed in ltaly by
Digs. 46 of 1997/02/24 as amended for the following Medical Devices:

Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning devices
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and ENT devices
Dispositivi per aerosolterapia / Aerosol therapy devices

Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Dispositivi per terapia termica / Thermic therapy devices

Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Rif. rapporto di audit/ Ref. audit report: del/dated 08-14/11/2019

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:27/04/2020 08:18:48

Organismo Notificato n. 0476
Notified Body nr. 0476



CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta
all'attivita di direzione e coordinamento

di Kiwa Italia Holding S.r.l.

40057 Granarolo dell’Emilia (BO)
Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=

kiwa

,R?ZQ. Numero / MED 26036 Revi.si.one/ 22

g. Number Revision

Pljimo' rilascio / 2006-10-25 Vali'do da/ 2016-10-24
First issue date Valid from

Scadenza / 2021-10-24 Ultima modifica / 2020-04-24
Valid until Last change date

Pagina / Page 2di/of 9

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi attivi per I'aspirazione di sostanze e liquidi / Active substances and liquids suctioning
devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 1104

Marca / Brandname:

VEGA / SUPER VEGA / TOBI/ SUPER TOBI / TOBI CLINIC / TOBI HOSPITAL / CLINIC PLUS / HOSPI PLUS
Modello / Model:

Aspiratori chirurgici e vasi di ricambio / Surgical aspirators and jars

Tipologia / Medical Devices:
Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and
ENT devices

Classe di rischio / Risk class:

I s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects
concerned the maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Kit ORL sterile / Sterile ENT kit

Modello / Model:

Kit pap test/ Pap smear kit

Modello / Model:

Spatula cervicale monouso sterile in plastica o legno / Disposable sterile plastic or wooden cervical
spatula

Modello / Model:

Speculum vaginale monouso sterile perno centrale - mix / Disposable sterile vaginal speculum central
pin — mix

Modello / Model:

Speculum vaginale monouso sterile perno centrale - piccolo, medio, grande / Disposable sterile vaginal
speculum central pin - small, medium, large

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:27/04/2020 08:19:37

Organismo Notificato n. 0476
Notified Body nr. 0476



Reg. N /

Hzg' Nombor MED 26036
Primo rilascio / 2006-10-25
First issue date

Scadenza / 2021-10-24
Valid until

Tipologia / Medical Devices:

ENT devices
Modello / Model:

Modello / Model:

screw - mix
Modello / Model:

- mix
Modello / Model:

Modello / Model:

Marca / Brandname:

Modello / Model:

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

Modello / Model:

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:27/04/2020 08:19:59

E-mail: info @kiwacermet.it

www.kiwacermet.it

C=RM=T

Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Gimabrush Ball / Gimabrush / Gima Collector

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Proctoscopio adulti / Adult proctoscope

kiwa

Revisione /
Revision

Valido da/
Valid from

Ultima modifica /
Last change date

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tampone di trasport in plastica sterile / Sterile plastic transport swab

Spazzolini cervicali monouso sterile / Sterile disposable cervical brushes

22
2016-10-24

2020-04-24

Pagina / Page 3di/of 9

Dispositivi monouso sterili per ginecologia e otorinolaringoiatria / Sterile Single use gynaecology and

Speculum vaginale monouso sterile tache - mix / Disposable sterile vaginal speculum tache - mix

Speculum vaginale monouso sterile vite centrale - mix / Disposable sterile vaginal speculum middle

Speculum vaginale monouso sterile vite laterale - mix / Disposable sterile vaginal speculum side screw

Speculum vaginale monouso sterile vite laterale (piccolo, medio, grande) / Disposable sterile vaginal
speculum side screw - small, medium, large

Organismo Notificato n. 0476

Notified Body nr. 0476



Reg. Numero /

kiwa

Reg. Number MED 26036 /R?Z‘;:‘;ze ! 22

Primo rilascio / 2006-10-25 Valido da/ 2016-10-24
First issue date Valid from

Scadenza / 2021-10-24 Ultima modifica / 2020-04-24
Valid until Last change date
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per aerosolterapia / Aerosol therapy devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:

MD 1102

Modello / Model:

Aerosol a pistone adulti e bambini / Adult and Kids compressor nebulizers
Marca / Brandname:

EOLO / CORSIA

Modello / Model:

Aerosol professionale a pistone / Professional compressor nebulizers
Marca / Brandname:

MISTRAL

Modello / Model:

Aerosol professionale a pistone per uso domiciliare / Professional compressor nebulizers for home
healthcare environment

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 1302, MD 0104

Marca / Brandname:

BOSTON / BOSTON OLPRESS / BOSTON LOBIVON / BOSTON COMBISARTAN / BOSTON
VALPRESSION / DALLAS / GIMATONO / LONDON / ROMA / TOKIO / TOKIO ZANTIPRESS / DAYTON
Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

Chief Operating Officer

Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:27/04/2020 08:20:27

E-mail: info @kiwacermet.it

www.kiwacermet.it

C:RM:T Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della pressione sanguigna / Blood pressure measuring devices

Marca / Brandname:

SIRIO

Modello / Model:

Manometro Aneroide / Aneroid manometer

Marca / Brandname:

YTON

Modello / Model:

Sfigmomanometri Aneroidi / Aneroid Sphygmomanometers

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:

MD 1302, MD 0104, MDS 7010

Modello / Model:

Sfigmomanometri Digitali DA POLSO / DA BRACCIO / Digital SphygmomanometersWRIST / ARM
Modello / Model:

Sfigmomanometri Digitali SENZA MERCURIO / Digital Sphygmomanometers WITHOUT MERCURY
Marca / Brandname:

DA POLSO/WRIST - DA BRACCIO/ARM / 24 H ABPM

Modello / Model:

Sfigmomanometri Digitali Automatici / Digital Automatic Sphygmomanometers

Marca / Brandname:
YTON / DOMINO
Modello / Model:

Sfigmomanometri Digitali / Digital Sphygmomanometers

CERTIFICATE

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

Chief Operating Officer
Giampiero Belcredi

E-mail: info @kiwacermet.it

www.kiwacermet.it

Firmato digitalmente da:BELCREDI GIAMPIERO
Data:27/04/2020 08:20:55

C:RM:T Organismo Notificato n. 0476
Notified Body nr. 0476
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione della saturazione di ossigeno / Oxigen saturation measuring devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:
MD 1302, MD 0104, MDS 7010
Modello / Model:

Pulsoximetri / Pulse oximeters

Tipologia / Medical Devices:
Dispositivi per la misurazione della temperatura corporea / Body temperature measuring devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:

MD 1302, MD 0104, MDS 7010

Marca / Brandname:

DIGIT / DIGIT KIDS FARMAMED

Modello / Model:

NUB -Termometri clinici digitali / Digital clinical thermometers

Marca / Brandname:

FARMAMED / LINEA F / CARREFOUR / GS /PBpharma / 36.2 T&B / SUCCHIOTTO °C / BASALE / GIMA
Modello / Model:

Termometri clinici digitali classici e flessibili / Digital clinical thermometers classic and flexible
Marca / Brandname:

FARMAMED / LINEA F/ GIMA

Modello / Model:

WATERPROOF- Termometri clinici digitali / Digital clinical thermometers

Marca / Brandname:

PBpharma /GIMA

Modello / Model:

di Kiwa ltalia Holding S.r.. Termometri clinici digitali auricolari e frontali multifunzione / Digital clinical ear and ahaed

Via Cadriano, 23 multifunction thermometers
40057 Granarolo dell’Emilia (BO)

CERTIFICATE

Kiwa Cermet Italia S.p.A.
Societa con socio unico, soggetta

all'attivita di direzione e coordinamento

Tel +39.051.459.3.111 Chief Operating Officer
Fax+99.051763382 Giampiero Belcredi
E-mail: info @kiwacermet.it

www.kiwacermet.it Firmato digitalmente da:BELCREDI GIAMPIERO
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Dispositivi per la misurazione di parametri fisiologici / Physiological parameters measuring devices

Classe di rischio / Risk class:

I m - Limitatamente agli aspetti relativi ai requisiti metrologici / restricted to the aspects concerned the
metrological requirements

Codice NANDO / NANDO codes:

MD 1301, MD 0104
Modello / Model:

Altimetro - Plicometro - Metro per neonati / Height meter - Skinfold caliper - Baby measuring meter

Codice NANDO / NANDQO codes:
MD 1301, MD 0104, MDS 7010

Modello / Model:
Bilancia pesapersona / Scales - ASTRA - FAMILY - PEGASO

Tipologia / Medical Devices:
Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0101

Modello / Model:

Cannule di Guedel sterili / Sterile Guedel airways
Modello / Model:

Maschera per rianimazione CPR / CPR resuscitator mask
Modello / Model:

Maschere in silicone autoclavabili / Maschere autoclavabili in silicone GIMA PLUS / Silicone
autoclavable face masks / Silicone autoclavable face masks GIMA PLUS

Modello / Model:
Maschere laringee riutilizzabili / Reusable laryngeal airway masks
Modello / Model:

Palloni rianimatori in silicone / Kit Palloni rianimatori in silicone adulti / Silicone resuscitators / Adult
silicone resuscitators kit

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:

Dispositivi per rianimazione ed assistenza respiratoria / Respiratory care and resuscitation devices
Modello / Model:

Reservoir monouso (sacche ossigeno) e valvola / Oxygen reservoir and valve

Modello / Model:

Valvola PEEP e adattatore / Valvola antireflusso e posteriore / Peep valve and adapter / Non-rebreathing
valve and intake valve

Tipologia / Medical Devices:
Dispositivi per terapia termica / Thermic therapy devices

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:
MD 1403

Modello / Model:

Ghiaccio istantaneo TNT / PE/ TNT / PE instant ice cold pack

Tipologia / Medical Devices:
Kit di strumentario chirurgico monouso sterile / Sterile single use surgical instrument kit

Classe di rischio / Risk class:

Ila

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Kit per sutura standard / Kit per rimozione sutura / kit procedurale sutura / kit standard per parto /
Standard suture pack / Suture removal pack / Suture procedure pack / Standard delivery pack

Kiwa Cermet Italia S.p.A.

Societa con socio unico, soggetta
all'attivita di direzione e coordinamento
di Kiwa Italia Holding S.r.l.

Via Cadriano, 23

40057 Granarolo dell’Emilia (BO)

Tel +39.051.459.3.111

Fax +39.051.763.382

E-mail: info @kiwacermet.it

www.kiwacermet.it Firmato digitalmente da:BELCREDI GIAMPIERO
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Allegato tecnico al Certificato/
Technical sheet enclosed to the Certificate

Identificazione dei Dispositivi Medici/ /dentification of Medical Devices:

Tipologia / Medical Devices:
Strumentario chirurgico monouso sterile / Sterile single use surgical instrument

Classe di rischio / Risk class:

| s - Limitatamente agli aspetti relativi al mantenimento della sterilita / restricted to the aspects
concerned the maintenance of sterile conditions

Codice NANDO / NANDO codes:

MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)
Modello / Model:

Forbici per bende di Lister / Forbici chirurgiche standard / Lister bandage scissors / Standard surgical
scissors

Modello / Model:
Pinza di Magill / Pinza di Hartmann per orecchio / Magill forceps / Hartmann ear forceps

Classe di rischio / Risk class:
Ila

Codice NANDO / NANDO codes:
MD 0106, MDS 7006 Ethylene oxide gas sterilization (EOG)

Modello / Model:

Forbici di Mayo / Forbici di Metzenbaum / Forbici Iris / Forbice ombelicale / Forbice per chirurgia
orecchio di Bellucci / Pinze per medicazione standard / Pinze di Hunter-Splinter / Pinze emostatiche di
Adson / Pinze emostatiche Halstead-Mosquito / Pinza per dissezione McIndoe / Pinze di Pean / Pinza di
Spencer-Wells / Pinza portatamponi di Foerster / Portaghi di Hegar- Mayo / Portaghi di Crile-Wood /
Mayo scissors / Metzenbaum scissors / Iris scissors / Umbilical scissors / Bellucci ear scissors /
Standard dressing forceps / Hunter-Splinter forceps/ Adson haemostatic forceps/ Halstead-Mosquito
dissection forceps / Mclndoe dissection forceps/ Pean forceps / Spencer-Wells forceps/ Foerster polypus
forceps/ Hegar-Mayo needle holder / Crile-Wood needle holder

La lista completa dei codici, relativi ai modelli certificati, € disponibile presso Kiwa Cermet ltalia./ The complete list of the
codes related to the certificated models is available at Kiwa Cermet ltalia. || presente Certificato & soggetto al rispetto dei
requisiti contrattuali di Kiwa Cermet Italia ed e valido solo per le tipologie di dispositivi sopra identificate soggette a
sorveglianza/ This Certificate is subject to Kiwa Cermet Italia regulations and it is valid only for the above mentioned
Medical Devices that are subject to survey. L'allegato tecnico e parte integrante del presente Certificato./ The technical
sheet is an integrating part of this Certificate.

Chief Operating Officer
Giampiero Belcredi

Firmato digitalmente da:BELCREDI GIAMPIERO
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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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