aAbbott.

Declaration of Conformity

Certificate Identification:
Legal Manufacturer’s Name:

Legal Manufacturer’s Address:

SC-09H46

Abbott Laboratories
Diagnostics Division

Abbott Park, IL 60064 USA

List Numbers

and Size Code GMDN Code Names and Description of Devices Classification
of Devices
09H46-02 58236 CELL-DYN Emerald CLEANER Self-declared
09H47-02 61165 CELL-DYN Emerald CN-FREE LYSE Self-declared
09H48-02 58237 CELL-DYN Emerald DILUENT Self-declared

Authorized European
Representative
(Name and Address)

ABBOTT
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical
documentation
(Name and Address)

Abbott Laboratories
4551 Great America Parkway
Santa Clara, CA 95054

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 98/79/EC of the European Parliament and
of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of

the member states.

This declaration is made in accordance with Annex 111 of the [VD Directive and is issued under the sole

responsibility of the manufacturer.

Sepeen

Signature: - Signature:
u L (24
Full Name: Barry Simpson Full Name: Marcy Jaqua
Position: Site Quality Manager Position: Director, Regulatory Affairs

Date of Approval:

02.1Doe. 2015

Date of Approval: O/ dEa 2008

Date Issued:

DEC 0 2 2015

Place Issued: Abbott Santa Clara

IRIS V6

Supersedes: July 6, 2015

Effective (Date or
Lot Number):

DEC 03 2015

Digitally signed by Ceaicovschi Tudor
Date: 2021.11.13 11:47:05 EET
Reason: MoldSign Signature
Location: Moldova

CELL-DYN Emerald Reagents
December 2015

Declaration of Conformity
(IRISV7)
Page | of |
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OEAEPAABHAS CAVKBA TIO H.ﬂ,ﬂ,;g)l“f B COEPE 3APABOOXPAHEHWMS
(POC3APABHAA3OP)
PETMCTPALIMOHHOE YJOCTOBEPEHME
HA MEAHWLIHHCROE U3AEJIHE

ot 31 nexaGps 2015 roga Ne @CP 2010/08734

Ha MegHIHHCKOE H3IeTHE
HaGop pearenTon A48 ueciegosanns dpexaanii no meroxy Karo («Tuaxuam-KATO»)
no TV 9398-042-27428909-2010

HacTtogiuge perucTpalHoHHOE YIOCTOBEPEHHE BEITAHO

O6mecTBo ¢ orpaHntenHoii oTBeTcTBenHoCcTRI0 " Hayuno-npon3soacreennan pupma
"ABPUC+" (000 "HII®"ABPHC+"), Poccus, e ek

196084, Cankr-Ierepbypr, ya. Hserounan, 1. 16, nur. M, 2o AR o7 e e

Reason: MoldSign Signature
Location: Moldova

IpoussoouTens

OfmecTBo ¢ orpannyuennoi orsercrBennocThio ""Hayuno-nponssocreennan upma |
"ABPHC+" (000 "HIID"ABPHC+"), Poccus, :
196084, Cankr-Ilerepbypr, ya. llseroqnasn, a. 16, aur. M, 2-ii sTam

MecTo NPOHZEQICTER MEIHIHHCKOTO H3IENHA '
192019, Cankr-Tlerepbypr, ya. [podeccopa Kauanosa, 1. 15a, ant. A

Homep peructpamnonnoro gocke Ne PJI-9559/60784 or 14.12.2015
Bua meaunHHcKoro uagenus 139290

Knace noTeHIHATEHOT0 PHCKA PHMEHEHHS MEIHIIHHCKOT H3lenua 2a

Koa Omepoceniickoro kmaccHpHKaTopa NPOAYKIHH A1 MEHIMHCKOTO H3fenus 93 9816 .

g -' G;'A; : r: rurrr,.';- ’f?-:u ; Wy
r -E':,g.’fd":eﬂ ' b qu?:jg";flt
npuxazom Pocanpasnamopa ot 31 xéxabps 2015 rona
nonymeno K oGpaliennio Ha Teppuiop ' g
Pyxopoautens Menepanbuoii |

no Hagzopy B cipepe 3IpaBoOXPaHé Hiist S M.A. Mypamko
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QEAEPAABHAA CAVAKBA 110 HAASOPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3IOP)

PErMCTPALIMOHHOE Y/I0CTOBEPEHUE
HA MEAULIMHCKOE U3 JEJIHE
ot 22 ausapsa 2016 rona Ne @®CP 2012/14183

Ha MenHumHCKOE H3IEIHE
Habop peareHToB 1718 KIHHAYECKOT0 AHAIHIA CIHHHOMO3T0BOH RHIKOCTH
(«THAXHM-JTHKBOP») no TY 9398-056-27428909-2012

Hacrosiee pericTpallHOHHOE YIOCTOBEPEHHE BELIAHO

O6mecTBO ¢ OTpaHHYeHHOI 0TBeTcTReHHOCTEIO "HayuHo-nponiBoacTEeHHad dupma
"ABPHC+" (000 "HIIM"ABPHC+"), Poccns,

196084, Canxt-Ilerepbypr, ya. Lperounan, a. 16, aur. M, 2-i stam

[TponssoguTes
O6mecTBo ¢ orpanugenHoii oTBeTeTBenH0cTHI0 "' Hayuno-npoussoacTeennas pupma |
"ABPHC+" (000 "HII®"ABPHC+"), Poccns,

196084, Canxr-Ilerepdypr, ya. llserounasn, a. 16, aur. M, 2-ii sTtax

MecTo npoH3BOJACTER MEAHIIHHCKOIO H3OEIHA
192019, Cankr-Tlerepbypr, yia. [lpodeccopa Kauanosa, a. 15a, nur. A

Homep peructpannonnoro mocke Ne P/I-9561/60865 or 14.12.2015

Bua MeHUMHCKOTO H3TEIHE -

Kace moTeHnHamEHOTD PHCKA NPHMEHSHHA MEIHITHHCKOrO Hagenus 1

Koa Obmepoccuiickoro knaccupuKaTopa NpoayKIHH I8 MeTHIHHCKOTO H3aenns 93 9816 |

HﬂﬂTﬂH.ﬂIEE-‘ PETHCTPADHOHHOE YOOCTOBEPCHHE HMEET NPHIMGKCHHE Ha 1 mucre

e | JONyUuleHo K 00patieHHIo Ha TeppHTOpHE
’ PyxosoguTtent PegepantHoii ciyxis)
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GEAEPAABHASA CAVIKBA IO HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)
IMPUNOXEHHE

RPETHCTPALHHOHHOMY YAOCTOBEPEHHIO
HA MEAUWLIHHCKOE U3EJIUE

or 22 sueaps 2016 rona Ne OCP 2012/14183

Ha MenOMHCKOE Higenne

Habop pearenToB 1718 KAHHHYECKOT0 AHATHIA CIHHAOMO3N0BOH JKHAKOCTH
(« THAXHM-THKBOP») no TY 9398-056-27428909-2012:

- Peakrup CamcoHa - roToB K npuMeHenHio - 1 duiakon 10 ma,

- Kapbonogas kHc101a - rOTOB K NpHMeHeHHO - | dnakon 2,5 1

- AMMOHHH CEPHOKHCNEI - NOTOR K NpHMeHeHHO - | (aakoH (nmakeTt) 85 r.
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OEOEPAJIBIIOE ATEHTCTBO

110 TEXHUYECKOMY PET'YJIMPOBAHWIO U METPOJIOI'MH

CUCTEMA JIOGPOBOJILHOW CEPTHO®UKALIMA I'OCT P

«EAC AUDIT»

PEFUCTPAIIMOHHBII HOMEP POCC RU.32028.04EAC1

OPI'AH 110 CEPTUOHKAIIMH 000 «I'OPTECT»

PEMCTPAITMOHHDBI HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

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

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

wosi2  GEPTUPUKAT COOTBETCTBUA

Perncrpanuonnpiii Homep Ne 04EAC1.CM.03842

O01ecTBo ¢ OTPAHMYEHHOI 0TBETCTBEHHOCTEIO «AraT-Men»

(nauMEHORAHKE TTHTA)

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

(ropuame ekt wapec M)

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

HUHH: 7719187311 OI'PH: 1037739078970

HACTOSAIIUI CEPTUOUKAT YIOCTOBEPSIET COOTBETCTBHE

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

Jara perucrpaumu: 08-09-2021

Cpox aesicreus go: 07-09-2024

Pykosoauresnb opramna
1O CePTRRHHKALNM:

B. H. IMorogun

(ITOATICE)

[peacegarelib
IKCNEPTHOI KOMHCL,

MLIT.

-
/&r}?@u (’f&ﬂ’?’&é’&? E. JI. Kypbatona

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




DEJEPAJIEHOE ATEHTCTBO

1O TEXHUYECKOMY PETYJIMPOBAHHWIO H METPOJIOT WA

CHUCTEMA JOBPOBOJILHOW CEPTUOUKALIMM TOCT P

«EAC AUDIT»

PETHUCTPAITMOHHBII HOMEP POCC RU.32028.04EAC1

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

PETCUCTPALIMOHHBIN HOMEP POCC RU.32028

WHH 7717616798 OI'PH 1087746489060

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

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

PAZPEHIEHHUE
Ha NpUMMeHeHHe 3HaKa COOTBEeTCTBMS

cucremMsl JoOposossnoi ceprudpuxanuu 'OCT P

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

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

O611ecTBO C OTPAHMYEHHON OTBETCTBCHHOCTBIO «Arar-Mem»

(HAMMENODAITIE THLA)

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

(HOPHITHYECRIT aTipec THIT)

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

(thawrHuccKmit aipec ima)

ViHH: 7719187311 OCPH: 1037739078970
PASPEINAET

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

PyKoBOIBTC/IL Oprana > //’ .

no ceprHdmranim: B. U. Iloroaun

) #’_‘;“—‘fﬂa‘“’*‘m (nonIc)
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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, )
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HACTOALLUA CEPTAGUKAT 0B6A3bIBAET OPTAHUIALUIO NOJJAEPHMUBATE COCTOAHME BLINONHAEMBIX PAGOT B COOTBETCTBHU ©
BBILEYKAIAHHBIMH CTAHZAPTAMM, 4TO BYAET HAXOAWTLCA NOS KOHTPOJMIEM OPTAHA N0 CEPTUOWKALIMK CHCTEMBbI
AOEPOBONBHOU CEPTHOUKALLMA "EAC AUDIT" M NOATBEPX AATLCA NMPU NPOXOX AEHWH EMETOAHOM0 MHCNEKLMORHOI O KOHTPONA




OEOEPAIILHOE ATEHTCTBO

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

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

WHH 7717616798 OI'PH 1087746489060

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

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

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

HACTOSIIIIUN CEPTUOUKAT YIOCTOBEPSET, YTO

Hedyxor FOpuit Huxonaesuy

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

mepmuouiickue.  CHUCTeMBI  MEHCxKMEHTA KayectBa. Cucrtemnbie  TpeOoBaHms  JIjid
PETYIMPOBAHUS

Jara peruerpannu: 08-09-2021

Cpox peitcrsust xo: 07-09-2024

PYKOBOAMTEL 0praina - /6 .

M0 CepTHHHKALHH: ; B. . IToroaun
(noanuce)

A A
* =y, N
Tpejcenarens, 2 \
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HACTOALLMIA CEPTUDUKAT DEA3LIBAET OPTAHM3ALIMIO NOAJEPHUBATL COCTOAHKE BbINOIHAEMbIX PAGOT B CODTBETCTBHMM C
BBIEYKA3SAHHBIMW CTAHIAPTAMM, 4TO BYJET HAXOJUTLCA NOJL KOHTPONEM OPTAHA NO CEPTUGHKALIMKA CUCTEMBI
AOBPOBONLHON CEPTUHUKALMK "EAC AUDIT" N NOATBEPX AATHCA NPK NPOXOMAEHWK EXXET0AHOM0 MHCNEKLIWOHHOTO KOHTPONA

Hemnen
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CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

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
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e 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 orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

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 I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it



nuova APTACA s,

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e'mail: info@aptaca.com

www.aplaca.com - www.vacucheck.com - www.vacuaptaca. it

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

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

DECLARATION OF CONFORMITY FOR MATERIALS

Hereby we declare that Nuova Aptaca Srl In Vitro Medical Diagnostic Devices (Directive 98/79/CE) and Medical Device
(93/42/CE):

1. During devices manufacturing no materials containing natural rubber, latex, synthetic rubber are used (except
for Articles of latex). The statement is formulated on the basis of information and statements provided by the
producers of the raw materials used.

2. Devices are produced with materials that do not contain substances submitted to restrictions provided by
10/2001/EU Regulation and respect the global and specific migration limits in accordance with the following
conditions:

- Simulant A ( distilled water) -40°C for 10 days

- Simulant B ( acetic acid solution 3% p/v) —40°C for 10 days

- Simulant C ( Ethyl alcohol solution 10% v/v) - 40°C for 10 days

- Simulant D1 (ethyl alcohol solution at 50% v/v) - 40°C for 10 days

- Simulant D2 (Vegetable oil - Try substitute made with 95% ethyl alcohol as indicated by the Italian
Ministerial Decree 34 of 21.03.1973) - 40°C for 10 days

The global migration limit, together with all other specific restrictions which monomers and/or additives

present in the material can be exposed to, are respected in the use conditions here above. Notes and/or

simulant used for migration tests allow to fix the food or the group of food, admitted to the contact with food.

The statement is formulated on the basis of analytical tests made by our qualified Laboratory and information

and statements provided by the producers of the raw materials used

3. Devices are produced with materials that satisfy the follow requirements:

- Directive (UE) 2015/863 (substances use restriction — phthalates, sulphates) and following updates and
changes

- 1272/2008 Regulation ( labeling and use of dangerous substances) and following updates and changes

- 10/2011 Regulation (specific migration limits) and following updates and changes 1895/2005/CE Rule
(substances use restriction for food contact) and following updates and changes

- 2011/65/UE Directive (heavy metals, RoHS) and following updating and changes

- 1895/2005/UE Regulation ( objects intended to come in contact with food) and following updates and
changes

The use in an industrial or commercial venue of the material indicated in this statement does not exclude the
determination of its compliance with applicable rules of competence as well as the technological suitability for

the purpose which it is intended by the user.
‘ /0“0 ﬂ?
u\ (o 9o

Qualit d Regulatory Affairs Manager

Canelli, [i 21 May 2019
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nuova APTACA ..l

Regione Monforte, 30 -14053 Canelli (Asti) ITALY

Tel: (+39) 0141 83.50.75 - Fax: (+39) 0141 83.52.92
e-mail: info@aptaca.com

www.aplaca.com - www.vacucheck.com - www.vacuaptaca. it

PLASTIC DISPOSABLE ITEMS
FOR LABORATORIES OF ANALYSIS

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

DICHIARAZIONE DI CONFORMITA’ DEI MATERIALI

Con la presente si dichiara che i Dispositivi Medico Diagnostici in Vitro (Direttiva 98/79/CE e s.m.i.) e i Dispositivi Medici
(93/42/CE e s.m.i.) della Nuova Aptaca Srl:

1. sono stati prodotti utilizzando materiali che non contengono gomma naturale, latex, gomme sintetiche che
contengono gomme naturali (ad esclusione degli articoli in lattice). L’affermazione e formulata sulla base delle
informazioni e dichiarazioni fornite dai produttori delle materie prime utilizzate.

2. sono realizzati con materiali che non contengono sostanze sottoposte a restrizioni secondo il Regolamento
10/2011 (limiti di migrazione) e s.m.i. e rispettano i limiti di migrazione globale e specifica (ove applicabile) alle
seguenti condizioni:

- simulante A (acqua distillata) - 40°C per 10 giorni

- simulante B (soluzione di acido acetico al 3% p/v) - 40°C per 10 giorni

- simulante C (soluzione di alcool etilico al 10% v/v) - 40°C per 10 giorni

- simulante D1 (soluzione di alcool etilico al 50% v/v) - 40°C per 10 giorni

- simulante D2 (Olio vegetale - Prova sostitutiva effettuata con alcool etilico al 95% secondo quanto indicato dal

DM 34 del 21.03.1973) - 40°C per 10 giorni

Il limite di migrazione globale, unitamente alle altre restrizioni specifiche alle quali possono essere sottoposti i
monomeri e/o gli additivi presenti nel materiale, sono rispettati nelle condizioni d’uso sopra menzionate. Le note
e/o i simulanti impiegati per le prove di migrazione consentono di determinare il prodotto alimentare o il gruppo
di prodotti alimentari, ammessi al contatto con alimenti.
L'affermazione & supportata da prove analitiche da noi condotte presso Laboratori qualificati in accordo con il
Regolamento citato e sulla base delle informazioni e dichiarazioni fornite dai produttori delle materie prime
utilizzate.

3. sono realizzati con materiali che soddisfano i seguenti dettati legislativi:
- Direttiva Delegata (UE) 2015/863 (restrizione d’uso sostanze - ftalati, sulfati, ) e s.m.i.
- Regolamento 1272/2008 (etichettatura e uso sostanze pericolose) e s.m.i.
- Direttiva 2011/65/UE (metalli pesanti, RoHS) e s.m.i.
- Regolamento 1895/2005/CE (restrizione d’uso sostanze per contatto con alimenti) e s.m.i.
- Regolamento 10/2011 (limiti di migrazione) e s.m.i.

L'utilizzazione in sede industriale o commerciale del materiale indicato nella presente dichiarazione non esclude
I’'accertamento della sua conformita alle norme vigenti di competenza nonché della idoneita tecnologica allo scopo

cui e destinato da parte dell’utilizzatore.

Canelli, 11 21.05.2019

Buoko Duilio
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DIREZIONE GENERALE DEI] DISPOSITIVI MEDICI E DEL SERVIZIO
FARMACEUTICO

DGDMEF/111/P/1.5.1.e.1/2020/78

VISTA la direttiva 93/42/CEE concernente 1 dispositivi medici;

HAVING REGARD 1o the 93/42/EEC Directive concerning medical devices;

VISTO il Decreto Legislativo n. 46/97 e successive modifiche recante 1’attuazione della
direttiva 93/42/CEE;

HAVING REGARD to the Legislative Decree n. 46/97 and its following amendments
implementing Directive 93/42 EEC;

VISTA la richiesta con prot. 2843 — A-17/01/2020, presentata dalla Ditta APTACA S.p.A., con
sede in Via Monte Bianco 4, 20900 Monza (MB), Italia, P. Iva 00862050960;

HAVING REGARD 1o the request with ref 2843 — A-17/01/2020, submitted by the Company

APTACA S.p.A., located in Via Monte Bianco 4, 20900 Monza (MB), Italy, VAT number

00862050960;

CONSIDERATO che la ditta richiedente ha effettuato i versamenti richiesti dal D.M. 16
Gennaio 2019;

WHEREAS this Company paid the fees required by Ministerial Decree (D.M.) January 16,

2019,

VISTI gli atti d’ufficio;

HAVING REGARD 1o the official deeds;

e SLATTESTA -
IT IS ATTESTED

che, la Ditta APTACA S.p.A., con sede produttiva in Regione Monforte 30, 14053 Canelli
(AT), Italia, ¢ il fabbricante e ha marcato CE come dispositivi medici, secondo le procedure
previste dalla direttiva 93/42 CEE, i prodotti:

that, according to Directive 93/42/EEC, the Company APTACA S.p.A., with manufacturing
plant in Regione Monforte 30, 14053 Canelli (AT), Italy, is the manufacturer and has marked
CE as medical devices the following products:

ITEM CODE and DESCRIPTION

4002/L Tongue depressar in wood 150 x 17 mm

4002/$G/CS Tongue depressor in PS, 150x20mm, sterile individually wrapped, box of 1000 pcs
4002 Plastic tongue depressor, non sterile

5601/8G/L Pap-Test cervical spatula in wood, lenght 175 mm, sterile individually wrapped

5601/L Pap-Test cervical spatula in wood, lenght 175 mm

5601/SG Pap-Tast cervical spatula in high impact PS, lenght 175 mm, sterile individually wrapped

1

| 4002/$6/CS/L Tonaue denressar in wond, 160 x 17 mm._ sterila individually wrannad e —
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ITEM CODE and DESCRIPTION

5601 Pap-Test cervical spatula, in high impact PS, lenght 178 mm in bags of 500 pcs

5631/SG Cyto-Brush for endocervical cells collection, lenght 210mm sterite individually wrapped

5631 Cyto-Brush for endocervical cells collection, lenght 210mm.not sterile

12780 Bed pan in PP with ergonomic handle, 2,500 ml

12791 Bed pan 2.500ml, in PP, autoclavable

12795 Bed pan lid in PP

12761 Male bed bottle 1,000ml, in PE, graduated

12762 Male bed bottle 1,000ml, in PP gradualed

12765 Male bed bottle cap in PE

-{ 1271 Female bed bottle in PE, 750 mi, graduated

12401 Irrigater in PP, graduated up to 1,000 mi

12402 Irrigator in PP, graduated up to 2,000 mi

5100 Cotton swabs with wooden stick lenght 150 mm, not sterile

6100 Rayon swabs with plastic stick lenght 150 mm, not sterile

7100 Swabs with alluminium stick, rayon tip, 80.9 x 145 mm, no sterile in bags of 100 pcs

301/5G Rayon swabs with clear Amies, plastic stick, in PP test tubes B12x150 mm, sterile

301/AL/SG Rayon swabs with clear Amies, metallic stick, in PP test tubes B12x150 mm, sterile

301/SG/XL Swabs plastic stick and Rayon tip, test tubes in PP B12x150 mm with DOUBLE AMIES clear, with label, sterile
individually wrapped

303/SG Rayon swabs with Amies with charcoal, plastic stick, test tubes B12x150 mm, sterile

303/AL/SG Rayon swabs with Amies with charcoal, metallic stick, test tubes @12x150 mm, sterite

303/SG/XL Rayon swabs with double Amies charcoal, plastic stick, test tubes @12x150 mm, sterile

305/SG Rayon swabs with clear Stuart, plastic stick, in PP test tubes @12x150 mm, sterile.

305/AL/SG Rayon swabs with clear Stuart, metallic stick, in PP test tubes B12x150 mm, sterile

307/S6 Rayon swabs with Stuart with charcoal, plastic stick, test tubes B12x150 mm, Sterile

307/AL/SG Rayon swabs with Stuart with charcoal, metallic stick, test tubes B12x150 mm, sterile

309/5G Rayon swabs with Cary Blair, plastic stick, in PP test tubes #12x150 mm, sterile

309/AL/SG Rayon swabs with Cary Blair, aluminium stick, in PP test tubes B12x150mm, sterile

311/86 VIRUS transport swabs plastic stick, rayon tip, in test tube B12x150, sterile .

313/S6 VIRUS transport swabs, altuminium stick rayon tip in test tube B812x150, sterile

321/S6 CHLAMYDIA transport swabs, plastic stick, rayon tip, in test tube 812x150, sterile

323/SG CHLAMYDIA transport swabs, alluminium stick rayon tip in test tube 812x150, sterile

| 430/SG/ST CliniswabLTS-Flocked standard swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/FT CliniswabLTS-Flocked fine swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/PT CliniswabLT$-Flocked paediat. swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST CliniswabLTS-Flocked standard swabs+Stuart liquid medium in tubes screw cap, sterile

435/S6/FT CliniswabLT$ - Flocked fine swahs+Stuart liquid medium in tubes screw cap, sterile

435/SG6/PT CliniswabLTS-Flocked paediatr. swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/ST CliniswabLTS-Flocked standard swabs+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT CliniswabLTS-Flocked fine swabs+Cary Blair liquid medium in tubes screw cap, sterile

| 440/SG/PT CliniswabLTS-Flocked paediatr. swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/ST CliniswabLTS-Flocked standard swabs+ Selenite liquid medium in tubes screw cap, sterile

445/SG/FT CliniswabLT$ - Flocked fine swabs+ Selenite liquid medium in tubes screw cap, sterile

445/SG/PT CliniswabLTS-Flacked paediatr. swabs+ Selenite liquid medium in tubes screw cap, sterile

450/SG/ST CliniswabLTS-Flocked standard swabs+ Saline liquid solution in tubes screw cap, sterile

450/SG/FT CliniswabLTS-Flocked fine swabs+ Saling fiquid solutien in tubes screw cap, sterile

450/SG/PT CliniswabLTS-Flocked paediatr. swabs+ Saline liquid solution in tubes screw cap, sterile

430/SG/ST/F CliniswabLTS - Foam standard swabs + Amies liquid medium in tubes screw cap, sterile

430/SG/FT/F CliniswabLTs - Foam fine tip swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/F CliniswabLT$ - Foam standard swabs +Stuart liquid medium in tubes screw cap, sterile

435/SG/FT/F CliniswablT$ - Foam fine tip swabs +Stuart liquid medium in tubes screw cap, sterile

440/SG/STIF CliniswabLTS - Foam standard swab+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT/F CliniswabLTS - Foam fine tip swab+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/STIF CliniswabLTS - Foam standard swab+ Selenite liquid medium in tubes screw cap, sterile

445/SG/FT/F CliniswabLTS - Foam fine tip swab+ Selenite liquid medium in tubes screw cap, sterile

450/SG/STIF CliniswabLTS - Foam standard swab+ Saline liguid solution in tubes screw cap, sterile

450/SG/FT/F CliniswablLT$ - Foam fine tip swab+ Saline liquid sotution in tubes screw cap, sterile

430/SG/ST/D CliniswabLT$ - Polyester std. swab + Amies fiquid medium in tubes screw cap, sterile

430/SG/FT/D CliniswabLTS - Polyester fine swab + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/D CliniswabLT$ - Polyester std. swab + Stuart liquid medium in tubes screw cap, sterile

435/SG/FT/D CliniswabLT$ - Polyester fing swab + Stuart liquid medium in tubes screw cap, sterile

440/S$G/ST/D CliniswabLT$ - Polyester std. swab+Cary Blair liquid medium in tubes screw cap, starile

440/5G/FT/D CliniswabLTS - Polyester line swab+Cary Blair liquid medium in tubes screw cap, sterile

445/S6/ST/D CliniswabLTS - Polyester std. swab+ Selenite liguid medium in tubes screw cap, sterile

445/SG/FT/D CliniswabLT$ - Polyester fine swab+Selenite liquid medium in tubes screw cap, sterile

450/SG/ST/D CliniswahLTS - Polyester std. swab + Saline liquid solution tubes screw cap, sterile

2



ITEM CODE and DESCRIPTION

450/SG/FT/D CliniswabLT§ - Polyester fine swab + Saline liquid solution tubes screw cap, sterile

430/SG/ST/R CliniswabLTS - Rayon standard swabs + Amies liguid medium in tubes screw cap, sterile

430/SG/FT/R CliniswabLT$ - Rayon fine tip swabs + Amies liquid medium in tubes screw cap, sterile

435/SG/ST/R CliniswabLTS - Rayon standard swabs+Stuart liquid medium in tubes screw cap, sterile

435/8G/FT/A CliniswabLT$ - Rayon fine tip swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/ST/R Cliniswab\LT$ - Rayon standard swabs+Cary Blair liquid medium in tubes screw cap, sterile

440/SG/FT/A CliniswabLTS - Rayon fine tip swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/ST/R CliniswabLT$ - Rayon standard swahs+Selenite liquid medium in tubes screw cap, sterile

445/SG/FT/R CliniswabLTS - Rayon fine tip swabs+Selenite liquid medium in tubes screw cap, sterile

450/SG/ST/R CliniswabLT$ - Rayon standard swabs+ Saline liquid solution in tubes screw cap, sterile

450/SG/FT/R CliniswahLT$ - Rayon fine tip swabs+ Saline liquid solution in tubes screw cap, sterile

430/SG/AL CliniswabLTS - Aluminium std. swahs + Amies liquid medium in tubes screw cap, sterile

435/SG/AL CliniswahLT$ - Aluminium std, swabs+Stuart liquid medium in tubes screw cap, sterile

440/SG/AL CliniswabLT$ - Aluminium std. swabs+Cary Blair liquid medium in tubes screw cap, sterile

445/SG/AL CliniswabLT$ - Aluminium std. swabs + Selenite tiquid medium in tubes screw cap, sterile

450/SG/AL CliniswabLTS$ - Aluminium swabs+ Saline liquid solution in tubes screw cap, sterile

2150/SG Cotton swabs with wooden stick in PP test tubes @12 x 150 mm, sterile

2150/SG/CS Cotton swabs with wooden stick in PP test tubes 812 x 150 mm, sterile individually wrapped

2160/SG Rayon swabs with plastic stick in PP test tubes B12 x 150 mm, sterile

2160/SG/CS Rayon swabs with plastic stick in PP test tubes B12 x 150 mm, sterile individually wrapped

2170/SG Rayon swab with metallic stick in PP test tubes 812 x 150 mm, sterile

2170/SG/CS Rayon swab with metallic stick in PP test tubes B12 x 150 mm, sterite individually wrapped

2190/SG FOAM swabs with plastic stick in PP test tubes @12 x 150 mm, sterile

2190/SG/CS FOAM swabs with plastic stick in PP test tubes @12 x 150 mm, sterile individually wrapped

2191/8G Swabs Plastic stick and Fine FOAM tip, in PP test tubes B12x150 mm, with label, sterile

2191/SG/CS Swabs Plastic stick and Fine FOAM tip, in PP test tubes B12x150 mm, with label, sterite individually wrapped

2195/SG Swabs Plastic stick and Standard FLOCKED tip, in PP test tubes 812x150 mm, with label, sterile

2195/SG/CS Swabs Plastic stick and Standard FLOCKED tip, in PP test tubes 812x150 mm, with label, sterile individually
wrapped

2196/SG Swabs Plastic stick and Fine FLOCKED tip, in PP test tubes B12x150 mm, with label, sterile

2196/S6/CS Swabs Plastic stick and Fine FLOCKED tip, in PP test tubes @12x150 mm, with label, sterile individually wrapped

2197/SG Swabs Plastic stick and Paediatric FLOCKED tip, in PP test tubes @12x150 mm, with labe), sterile

2187/SG/CS Swabs Plastic stick and Paediatric FLOCKED tip, in PP test tubes 912x150 mm, with label, sterile individually
wrapped

5100/SG/CS Cotton swabs with wooden stick lenght 150 mm, sterile individually wrapped

5100/5G/2 Cotton swabs with wooden stick lenght 150 mm, sterile, pack of 2pcs

5100/SG/10 Cotton swabs with wooden stick lenght 150 mm, sterile, pack of 10pcs

6100/SG/CS Rayon swabs with plastic stick lenght 150 mm, sterite individually wrapped

7100/SG/CS Swabs with alluminium stick, rayon tip, 80.9 x 145 mm, sterile in individual peelpack

6200/SG/CS FOAM swabs with plastic stick and standard tip, sterile, individually wrapped.

6300/SG/CS FOAM swabs with plastic stick and fine tip, sterile, individually wrapped.

6510/SG/CS Plastic stick, flocked standard tip, sterile individually wrapped in blister

6520/SG/CS Plastic stick, flacked fing-tip, storile.individually wrapped in blister

PR eny, T
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6530/SG/CS Plastic stick, flocked paediatric tip, sterile individually wrapped in blister

Swabs Plastic stick and POLYESTER tip, sterile individually wrapped

201/SG Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with AMIES Clear, with tabel, sterile

201/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes #112x150 mm with AMIES Clear, with label, sterile
individually wrapped

203/SG Stiding Swabs plastic stick and Rayen tip, in PP test tubas B12x150 mm with AMIES with Charcoal, with label, sterile

203/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with AMIES Charcoal, with label, sterile
individually wrapped

205/56G Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with STUART Clear, with label, sterile

205/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes B12x150 mm with STUART Clear, with label, sterile
individually wrapped

207/5G Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with STUART with Charcoal, with label, sterite

207/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with STUART Charcoal, with fabel, sterile
individually wrapped

209/5G Sliding Swabs plastic stick and Rayon tip, in PP test tubes 812x150 mm with CARY BLAIR, with label, sterile

209/SG/CS Sliding Swabs plastic stick and Rayon tip, in PP test tubes @12x150 mm with CARY BLAIR, with label, sterile
individually wrapped

31300 Hotder in PP, disposable __ A o
| 020 44020 000 600 Hatder in PP, disposable

R tnd ]



The above mentioned products, according to the art. 4 of Directive 93/42/EEC, can freely circulate
and can be placed on the market in Italy and all over the European Union.

Questo documento ¢ rilasciato in unico originale a richiesta del fabbricante ai fini di esportazione di
dispositivi medici al di fuori della Unione Europea.

This document has been issued in a unique original version upon request of the manufacturer in
order to export medical devices to Countries outside European Union.

Non ¢ consentita la sua riproduzione o pubblicazione su carta, stampa, supporti elettronici o siti
internet.

It is not allowed any reproduction or publication of this document by paper, press, electronic base
or websites.

Ne ¢ consentita la sola esibizione o consegna alle autorita doganali o sanitarie del paese di
importazione.

It is only allowed to show or to delivery it, upon request of the customs or Health Competent
Authorities of the importing country.

11 Dirigente
The Executive Manager

A Dott. Marco Musella
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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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8 I TALCERT

CERTIFICATO N° 505DMO07

CERTIFICATE N° 505DM07

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
(s in compliance with the standard

UNI CEI EN 1SO 13485-2016 (ISO 13485-2016)

per i seguenti Processi
concerning. the following kinds of Processes

Gestione della fabbricazione e 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 orifizi del corpo in

Classe | Sterile. Commercializzazione di dispositivi medici e diagnostici in vitro.

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 I'sterile).
o Marketing of medical and diagnostic devices in vitro. N
il 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 cr’mﬂcanon in force applicable.

In caso di discordanza tra le lingue utilizzate nella traduzione de| contenuto del presente certificato, fare riferimento alla lingua italiana
In cases of ([lscreprmcy betveeen the languages used in the translation of the content of this certificate, please refer to the Italian language. |

L'AMMINISTRATORE DELEGATO
MANAGING DIRECTOR

\ Lol GO
b
\ \

Dr. Ing. Roberto Cusolits

Data dj Prima Emissione - Data di Prima Emissione ITALCERT Data di Rinnovo Data di Scadenza |

First Issue Date First Issue Date ITALCERT Renewal Date Expiration Date
2007-10-30 _2011-10-30 2020-10-30 2023-10-29.

1/

| ACCREDIA ‘\
; 1 VENTE [TAUANO DI ACCREDITAMENTO

|

1l SGQ N° 023A
| - Membro degli Accordl di Mutuo Riconoscimento EA, IAF e ILAC
[ Signatory of EA, IAF and ILAC Mutual Recognition Agreements

; ITALCERT Sr.l. | Viale Sarca, 336 — 20126 Milano (M) | tel. +39 0266104876 | fax. +39 0266101479 | www.italcert.it | italcertsri@legalmail it
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