EN

EU Declaration of Conformity

The EC Regulation covered by this Declaration is (EU) MDR 2017/745. This Declaration of Conformity is issued under the sole
responsibility of International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Manufacturer: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ilvanhoe, Schiller Park, IL 60176 USA

Authorized Representative: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florence, Italy

The Products Covered by this Declaration are the medical devices known as:

SteriBest Instrument Trays, Model Numbers and Basic UDI-DI:

Model Number Basic UDI-DI Model Number Basic UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest Instrument Trays are designed to encase non-lumened instruments during sterilization.

This medical device’s risk class is Class | (Regulation 2017/745, Annex VIII, Rule 1).

The device covered by the present EU declaration is in conformity with the (EU) MDR 2017/745.

Signed by:

Name: Ben Haak
Title: CEO

Signed at 9207 Ivanhoe, Schiller Park, IL 60176

Date: April 20, 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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Dichiarazione di Conformita — EU

La norma Europea di riferimento per questa Dichiarazione & la MDR-EU 2017/745. Questa Dichiarazione di Conformita
viene rilasciata sotto la sola responsabilita di International Surgical Products, Inc. e di DBA RICA Surgical Products, Inc.

Fabbricante: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ilvanhoe, Schiller Park, IL 60176 USA

Rappresentante Autorizzato: B. M. Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Firenze, ltalia

| Prodotti coperti da questa Dichiarazione di Conformita sono Dispositivi Medici conosciuti come:

SteriBest Instrument Trays, con i seguenti Codici di Catalogo e Basic UDI-DI:

Codice di Catalogo Basic UDI-DI Codice di Catalogo Basic UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Gli SteriBest Instrument Trays sono concepiti per contenere e proteggere strumenti chirurgici NON CANNULATI durante

sterilizzazione.

La Classe di Rischio di questi Dispositivi Medici & la Classe | (Norma 2017/745, Allegato VIII, Regola 1)

| Dispositivi elencati nella presente Dichiarazione sono Conformi alla Norma (EU) MDR 2017/745

Firma:

Nome: Ben Haak
Titolo: CEO

Firmato a: 9207 Ivanhoe, Schiller Park, IL 60176

Data: 20 Aprile, 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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BG

EC peknapaumsa 3a cboTBeTCTBUE

PernameHTbT Ha EO, 06xBaHaT oT Ta3n aeknapaums, e (EC) MDR 2017/745. Tasu geknapauma 3a CbOTBETCTBME € U3dageHa nog,
M3KAKYMTENHATa OTTOBOPHOCTTA Ha International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Mpoussoauten: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ilvanhoe, Schiller Park, IL 60176 USA

YNbAHOMOLLEH NpeacTaBuTen: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florence, Italy

MpoayKkTnTe, 06XxBaHaTK OT Ta3u AeKNapaums, ca MeaNUMHCKUTE U3LENNA, U3BECTHM KaTo:

MocTaBKM 3a MHCTPYMeHTH SteriBest, Homep Ha mozen v 6asos UDI-DI:

Homep Ha mogena basos UDI-DI Homep Ha mogena basos UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

TasuTe 3a UHCTPYMEHTU SteriBest ca npeaHasHa4YeHU 3a NOCTaBAHE HAa UHCTPYMEHTHU 6e3 ocBeTaIeHne no Bpeme Ha
cTrepununsauma.

KnacbT Ha pUCK Ha TOBa MeAMUMHCKO usgenue e Knac | (Pernament 2017/745, npunoskenue VIll, npasuno 1).

YcTpoiicTBoTO, 06XBaHaTO OT HacToALLaTa Aeknapauma Ha EC, e B cboTteeTcTeme ¢ (EC) MDR 2017/745.

Mopgnwucan:

Mme: beH Xaak

OnbXKHOCT: TNaBeH U3NbAHUTENEH AUPEKTOP

MoanucaHo Ha agpec: 9207 Ivanhoe, Schiller Park, IL 60176
Oata: 20 anpun 2021 r.

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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EU prohlaseni o shodé

Nafizeni ES, kterym se Fidi toto prohldseni: (EU) 2017/745 o zdravotnickych prostfedcich. Toto prohlaseni o shodé se vydévé na
vyhradni odpovédnost spolecnosti International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Vyrobce: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176, Spojené staty

Autorizovany zastupce:

B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florencie, Italie

Toto prohlaseni se tyka zdravotnickych prostfedkd znamych pod oznacenim:

Prihradky na nastroje SteriBest, ¢isla modeld a zakladni UDI-DI:

Cislo modelu Zakladni UDI-DI Cislo modelu Zakladni UDI-DI
CP1038D1 00850017474048 CP4715-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP4715-SB 00850017474123
CP1038D1-P-35/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP10385-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP4715-DK-2 00850017474314 CP778-DK-3 00850017474406
CP4715-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Podnosy na nastroje SteriBest jsou navrzeny tak, aby béhem sterilizace obalily nastroje bez dutin.

Tento zdravotnicky prostfedek spada do tfidy rizika | (nafizeni 2017/745, ptiloha VIII, pravidlo 1).

Prostfedek, jehoZ se tykd toto prohlaseni, je ve shodé s nafizenim (EU) 2017/745 o zdravotnickych prostfedcich.

Podepsan(a):

Jméno: Ben Haak
Pozice: CEO

Podepsano na adrese 9207 Ivanhoe, Schiller Park, IL 60176

Datum: 20. dubna 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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EU-overensstemmelseserklaering

EF-forordningen, der er omfattet af denne erkleering, er (EU) MDR 2017/745. Denne overensstemmelseserklaering udstedes
under ansvar af International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Producent: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ilvanhoe, Schiller Park, IL 60176 USA

Autoriseret repraesentant:  BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Firenze, Italien

De produkter, der er omfattet af denne erklaering, er medicinsk udstyr kendt som:

SteriBest instrumentbakker, modelnumre og grundlaeggende UDI-DI:

Modelnummer Grundlaeggende UDI-DI Modelnummer Grundlaeggende UDI-
DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S5-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest instrumentbakker er designet til at indkapsle instrumenter uden lumen under sterilisering.
Dette medicinske udstyrs risikoklasse er klasse | (forordning 2017/745, bilag VIII, regel 1).

Enheden, der er omfattet af denne EU -erkleering, er i overensstemmelse med (EU) MDR 2017/745.

Signeret af:

Navn: Ben Haak

Titel: CEO

Signeret pa 9207 Ivanhoe, Schiller Park, IL 60176
Dato: 20. april 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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DE

Die von dieser Erkldrung erfasste EG-Verordnung ist (EU) MDR 2017/745. Diese Konformitétserklarung wird unter der alleinigen

EU-Konformitatserklarung

Verantwortung von International Surgical Products, Inc. und DBA RICA Surgical Products, Inc. ausgestellt.

Hersteller:

Autorisierter Vertreter:

B. M. Sanitas S.R.L.

International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Via Caduti di Cefalonia 90, 50127 Florenz, Italien

Die von dieser Erklarung abgedeckten Produkte sind die Medizinprodukte mit den folgenden Bezeichnungen:

SteriBest-Instrumentenschalen, Modellnummern und Basis UDI-DI:

Modellnummer Basis UDI-DI Modellnummer Basis UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest-Instrumentenschalen sind so konzipiert, dass sie nicht-lumige Instrumente wahrend der Sterilisation umschlieRen.
Die Risikoklasse dieses Medizinprodukts ist Klasse | (Verordnung 2017/745, Anhang VIll, Regel 1).

Das von dieser EU-Erklarung erfasste Gerat ist konform mit der Verordnung (EU) MDR 2017/745.

Unterzeichnet von:

Name: Ben Haak

Titel: Geschaftsfuhrer

Unterzeichnet bei 9207 Ivanhoe, Schiller Park, IL 60176
Datum: 20. April 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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O kavoviopdc EK mou kahUmtetal amno thv mapovca AnAwaon eivat o MDR (EE) 2017/745 (Kavoviopdg yLo Ta LaTpoTEXVOAOYLKA
npoiovta). H mapovoa AnAwon Zuppdpdwaong ekSidetal pe amokAeloTikn euBUVN TG International Surgical Products, Inc., DBA

RICA Surgical Products, Inc.

AnAwon cuppopdwong EE

Kataokeuvaotig:  International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ivanhoe, Schiller Park, IL 60176 HMA

E€oucolodotnuévog AVTUTpOowmnoc:
Via Caduti di Cefalonia 90, 50127 ®Awpevrtia, ItaAia

BM Sanitas SRL

Ta mpoiovta mou kaAUTtTovTal armd authv T SHAwWoN lval oL LATPLKEG CUCKEVEC:

Alokol epyaldeiwv SteriBest, pe kwdlkoug LovieAwv Kat Baotka UDI-DI:

Kwd1K0G povtédou Baowo UDI-DI Kwdwkdg poviélov Baowko UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

OL &iokol SteriBest éxouv oxeSLaoTel yLa TNV evanobeon N cwANVwTwy epyaieiwy Katd tn SLdpKeLa TG amooteipwong.

H katnyopia kv§Uvou authg TNG LATPLIKAS oUOKEUNC eival n Katnyopia | (Kavoviopog 2017/745, Napdaptnua VI, Kavéovag 1).

H ouokeur mou KaAUTTTETAL Ao tnv apovoa Srhwon EE sivat oupdwvn pe tov Kavovioud (EE) MDR 2017/745.

Yroypddnke and:

‘Ovopa: Ben Haak

Tithog: AleuBUvwv TUBoUAOC

Yrnioypddnke oto 9207 Ivanhoe, Schiller Park, IL 60176

Huepopnvia: 20 Anpthiov 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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Declaracion de conformidad CE

El Reglamento de la CE al que se refiere esta Declaracién es el (UE) MDR 2017/745. Esta Declaracidon de Conformidad se realiza
bajo la Unica responsabilidad de International Surgical Products, Inc. DBA RICA Surgical Products, Inc.

Fabricante: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ilvanhoe, Schiller Park, IL 60176 EE. UU.

Representante autorizado:  B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florencia, Italia

Los Productos cubiertos por esta Declaracidn son los dispositivos médicos conocidos como:

Bandejas para instrumentos SteriBest, nimeros de modelo y UDI-DI basico:

Numero de modelo UDI-DI basico Numero de modelo UDI-DI basico
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Las bandejas para instrumentos de SteriBest se han disefiado para albergar instrumentos no huecos durante la esterilizacion.
La clase de riesgo de este dispositivo médico es Clase | (Reglamento 2017/745, nexo VI, norma 1).

El dispositivo cubierto por la presente declaracién de la CE esta en conformidad con el (UE) MDR 2017/745.

Firmado por:

Nombre: Ben Haak

Cargo: Director ejecutivo

Firmado en 9207 Ivanhoe, Schiller Park, IL 60176
Fecha: 20 de abril de 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176



http://www.ricasurgical.com/

ET

ELi vastavusdeklaratsioon

Kaesolev deklaratsioon on vastavuses ELi meditsiiniseadmete maarusega (EL) 2017/745. Selle vastavusdeklaratsiooni eest on
ainuvastutav International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Tootja: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Volitatud esindaja: BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Firenze, Itaalia

Kaesolev deklaratsioon hdlmab jargmise nime all tuntud meditsiiniseadmeid:

SteriBest instrumendialused, mudelinumbrid ja p&hi-UDI-DI:

Mudeli number P6hi-UDI-DI Mudeli number PG6hi-UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest instrumendialused on mdeldud 6nsuseta instrumentide hoidmiseks steriliseerimise ajal.

Selle meditsiiniseadme riskiklass on | klass (maarus 2017/745, VIl lisa, reegel 1).

Kaesoleva ELi deklaratsiooniga hdlmatud seade on vastavuses ELi meditsiiniseadmete méarusega (EL) 2017/745.

Allkirjastanud:

Nimi: Ben Haak
Ametinimetus: tegevjuht

Allkirjastatud aadressil 9207 lvanhoe Street, Schiller Park, IL 60176 USA

Kuupdev: 20. aprill 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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Taman julistuksen kattama EY -asetus on (EU) MDR 2017/745. Tama vaatimustenmukaisuusvakuutus on annettu International

EU-vaatimustenmukaisuusvakuutus

Surgical Products, Inc., DBA RICA Surgical Products, Inc. -yhtion yksinomaisella vastuulla.

Valmistaja: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ivanhoe, Schiller Park, IL 60176 USA

Valtuutettu edustaja:

BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Firenze, Italia

Taman julistuksen kattamat tuotteet ovat ladkinnallisia laitteita, jotka tunnetaan nimella:

SteriBest-instrumenttilokerot, mallinumerot ja perus UDI-DI:

Mallinumero Perus UDI-DI Mallinumero Perus UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest-instrumenttilokerot on suunniteltu luumenittomien instrumenttien koteloksi steriloinnin aikana.

Taman lddkinnallisen laitteen riskiluokka on luokka | (asetus 2017/745, liite VIII, saanto 1).

Nykyisen EU-vakuutuksen kattama laite on (EU) MDR 2017/745 -standardin mukainen.

Allekirjoittanut:

Nimi: Ben Haak
Titteli: toimitusjohtaja

Allekirjoitettu osoitteessa 9207 Ivanhoe, Schiller Park, IL 60176
Paivamaara: 20. huhtikuuta 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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Déclaration de conformité UE

La réglementation CE couverte par cette déclaration est la suivante : (UE) MDR 2017/745. Cette déclaration de conformité est
émise sous la seule responsabilité d'International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Fabricant : International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 Etats-Unis

BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Florence, Italy

Représentant agréé :

Les produits couverts par cette déclaration sont les dispositifs médicaux ainsi désignés :

Plateaux a instruments SteriBest, numéros de modele et UDI-DI de base :

Numéro de modele UDI-DI de base Numéro de modele UDI-DI de base
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Les plateaux a instruments SteriBest sont congus pour accueillir les instruments sans lumiére pendant la stérilisation.
La classe de risque de ce dispositif médical est la classe | (Réglement 2017/745, Annexe VIII, Régle 1).

L'appareil couvert par la présente déclaration UE est conforme au réglement (UE) MDR 2017/745.

Signé par :

Nom : Ben Haak

Fonction : PDG

Signé au 9207 Ivanhoe, Schiller Park, IL 60176
Date : 20 avril 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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Dearbhu Comhréireachta AE

Is é (AE) MDR 2017/745 an Rialachan CE a chlidaitear sa Dearbh seo. Eisitear an Dearbhi Comhréireachta seo faoi fhreagracht
idirndisiunta International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Monardir: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

lonadai Udaraithe: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Flérans, an lodail

Is iad na Tairgi a Cludaitear sa Dearbhu seo na feisti leighis ar a dtugtar:

Traidiri Uirlisi SteriBest, Uimhreacha Mdnla agus UDI-DI Bunusach:

Uimhir Mhunla UDI-DI bunusach Uimhir Mhunla UDI-DI bunusach
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Dearadh Traidiri Uirlisi SteriBest chun uirlisi neamh-limain a chasail le linn steirilithe.
Is € Aicme | aicme riosca na feiste leighis seo (Rialachan 2017/745, larscribhinn VIII, Riail 1).

Ta an fheiste a chludaitear sa dearbhd reatha AE i gcomhréir le MDR (AE) 2017/745.

Sinid:

Ainm: Ben Haak

Teideal: POF

Sinithe ag 9207 Ivanhoe, Schiller Park, IL 60176
Data: 20 Aibredn, 2021

RICA Surgical Products, Inc.

Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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EU lIzjava o sukladnosti

Uredba (EZ) na koju se odnosi ova lzjava jest Uredba (EU) 2017/745 o medicinskim proizvodima. Ova lzjava o sukladnosti izdana
je pod isklju¢ivom odgovornoséu tvrtke International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Proizvodac: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ilvanhoe, Schiller Park, IL 60176 SAD

Ovlasteni zastupnik:

B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Firenca, ltalija

Proizvodi na koje se odnosi ova lIzjava medicinski su proizvodi pod nazivom:

Pladnjevi za instrumente SteriBest, brojevi modela i osnovni jedinstveni identifikator (UDI-DI):

Broj modela Osnovni jedinstveni Broj modela Osnovni jedinstveni
identifikator (UDI-DI) identifikator (UDI-DI)
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-35/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Pladnjevi za instrumente marke SteriBest dizajnirani su za odlaganje instrumenata bez Supljina tijekom sterilizacije.

Klasa rizika ovog medicinskog proizvoda je Klasa | (Uredba 2017/745, Prilog VIII, Pravilo 1).

Uredaj na koji se odnosi ova EU izjava u skladu je s Uredbom (EU) 2017/745 o medicinskim proizvodima.

Potpisuje:

Ime: Ben Haak

Radno mjesto: izvrsni direktor

Mijesto potpisivanja: 9207 Ivanhoe, Schiller Park, IL 60176

Datum: 20. travnja 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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EU-megfelelGségi nyilatkozat

A jelen nyilatkozatot az orvostechnikai eszk6z6krél sz616 (EU) 2017/745 unids rendelet alapjan allitottak ki. A jelen
megfelel6ségi nyilatkozat kiadasa az International Surgical Products, Inc., DBA RICA Surgical Products, Inc. kizarélagos
felelGssége mellett torténik.

Gyartd:  International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Meghatalmazott képvisel6: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Firenze, Olaszorszag

A jelen nyilatkozat az alabbi neveken ismert orvostechnikai eszk6zékre vonatkozik:
SteriBest miszertalcak, modellszamok és alapvet6 UDI-DI:

Modellszam Alapvet6 UDI-DI Modellszam Alapvet6 UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-35/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

A SteriBest miszertalcakat ugy tervezték, hogy sterilizalas soran nem lireges m(iszereket helyezzenek rajuk.

Ez az orvostechnikai eszkdz az I-es kockazati osztalyba tartozik (2017/745 rendelet, VIIl. melléklet, 1. szabdly).

A jelen EU-megfelel§ségi nyilatkozat targyat képezd eszkz 6sszhangban van az orvostechnikai eszkdzokrél szol6 (EU) 2017/745

rendelettel.

Aldiras:

Név: Ben Haak
Beosztas: vezérigazgatd

Alairds helye: 9207 Ivanhoe, Schiller Park, IL 60176

Datuma: 2021. aprilis 20.

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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ES atitikties deklaracija

EB reglamentas, pagal kurj teikiama $i deklaracija, yra (ES) MDR 2017/745. Si atitikties deklaracija yra i$leista atsakomybe u? jg
prisiimant tik International Surgical Products, Inc., vykdanciai veiklg kaip RICA Surgical Products, Inc.

Gamintojas: International Surgical Products, Inc., vykdanti veiklg kaip RICA Surgical Products, Inc.

9207 Ivanhoe, Schiller Park, IL 60176 JAV

|galiotasis atstovas: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florencija, Italija

Gaminiai, kuriems taikoma $i deklaracija, yra medicinos prietaisai, Zinomi kaip:

SteriBest instrumenty déklai, modeliy numeriai ir pagrindiniai UDI-DI:

Modelio numeris Pagrindinis UDI-DI Modelio numeris Pagrindinis UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest instrumenty déklai yra suprojektuoti taip, kad sterilizavimo metu apgauby ertmiy neturincius instrumentus.
Sio medicinos prietaiso rizikos klasé yra | klasé (2017/745 reglamento VIl priedo 1 taisyklé).

Prietaisas, kuriam taikoma $i ES deklaracija, atitinka (ES) MDR 2017/745.

Pasirasé:

Vardas ir pavardé: Ben Haak

Pareigos: generalinis direktorius

Pasirasymo vieta: 9207 Ivanhoe, Schiller Park, IL 60176, JAV
Data: 2021 m. balandzio 20 d.

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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EK atbilstibas deklaracija

EK regula, uz kuru attiecas 31 deklaracija, ir (ES) MDR 2017/745. Par $is atbilstibas deklaracijas izdosanu ir atbildigs tikai

International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

RaZotajs: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 ASV

BM Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florence, Italija

Pilnvarotais parstavis:

Produkti, uz kuriem attiecas 31 deklaracija, ir Sadas medicinas ierices:

SteriBest instrumentu paplates (modeJu numuri un pamata UDI-DI):

Modela numurs Pamata UDI-DI Modela numurs Pamata UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest instrumentu paplates ir paredzétas [imenu nesaturosu instrumentu sterilizacijai.
Sis medicinas ierices riska klase ir | klase (Regula 2017/745, VI pielikums, 1. noteikums).

lerice, uz kuru attiecas $1 ES deklaracija, atbilst (ES) MDR 2017/745.

Parakstijis:

Vards: Bens Haks (Ben Haak)

Amats: izpilddirektors

Parakstits 9207 lvanhoe, Schiller Park, IL 60176
Datums: 2021. gada 20. aprilis

RICA Surgical Products, Inc.

Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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Dikjarazzjoni ta’ Konformita tal-UE

Ir-Regolament KE li did-dikjarazzjoni taga' tahtu huwa (UE) MDR 2017/745. Din id-Dikjarazzjoni ta' Konformita ged tinhareg biss
ghar-responsabbilta unika ta' International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Manifattur: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ilvanhoe, Schiller Park, IL 60176 USA

Rapprezentant Awtorizzat: B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Firenza, I-Italja

II-Prodotti Li Jagghu taht did-Dikjarazzjoni huma t-taghmir mediku maghruf bhala:

SteriBest Instrument Trays, Numri tal-Mudelli u UDI-DI Baziku:

Numru tal-Mudell UDI-DI Baziku Numru tal-Mudell UDI-DI Baziku
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

L-iSteriBest Instrument Trays huma mfassla biex jinzammu fihom Il-istrumenti minghajr lumen waqt li dawn ikunu ged jigu

sterilizzati.

Il-kategorija tar-riskju ta' dat-taghmir mediku hija Klassi | (Regolament 2017/745, Anness VIII, Regola numru 1).

It-taghmir li jaga' taht did-dikjarazzjoni tal-UE huwa skont (UE) MDR 2017/745.

Iffirmat minn:

Name: Ben Haak
Titlu: CEO

Iffirmat gewwa 9207 Ivanhoe, Schiller Park, IL 60176

Data: 20 ta' April 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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EG-conformiteitsverklaring

Deze verklaring valt onder de EG-verordening (EU) MDR 2017/745. Deze conformiteitsverklaring wordt uitgegeven onder de
exclusieve verantwoordelijkheid van International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Fabrikant: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Geautoriseerde vertegenwoordiger:  BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Firenze, Italié

De producten die onder deze verklaring vallen, zijn de medische hulpmiddelen die bekend staan als:

SteriBest Instrumentenschalen, modelnummers en Basic UDI-DI:

Modelnummer Basic UDI-DI Modelnummer Basic UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest Instrumentenschalen zijn ontworpen voor het steriliseren van instrumenten zonder lumen.

De risicoklasse van dit medische hulpmiddel is Klasse | (Verordening 2017/745, Bijlage VIII, Regel 1).

Het apparaat waarop deze EU-verklaring betrekking heeft, is in overeenstemming met de (EU) MDR 2017/745.

Ondertekend door:

Naam: Ben Haak
Titel: CEO

Ondertekend te 9207 Ivanhoe, Schiller Park, IL 60176

Datum: 20 april 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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Deklaracja zgodnosci UE

Rozporzadzenie WE objete niniejszg deklaracjg to (UE) MDR 2017/745. Niniejsza deklaracja zgodnosci zostata wydana na
wytgczng odpowiedzialnos¢ International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Producent: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Autoryzowany przedstawiciel: B.M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florencja, Wtochy

Produkty objete niniejszg deklaracjg to wyroby medyczne znane jako:

Tace na narzedzia SteriBest, numery modeli i podstawowe UDI-DI:

Numer modelu Podstawowy UDI-DI Numer modelu Podstawowy UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Tace na narzedzia SteriBest sg przeznaczone do umieszczania narzedzi bezkanatowych podczas sterylizacji.
Klasa ryzyka tego wyrobu medycznego to Klasa | (Rozporzadzenie 2017/745, Zatacznik VIII, Zasada 1).

Urzadzenie objete niniejsza deklaracja UE jest zgodne z (UE) MDR 2017/745.

Podpisano:

Imie i nazwisko: Ben Haak

Stanowisko: Dyrektor Naczelny (CEO)

Podpisano w 9207 Ivanhoe, Schiller Park, IL 60176
Data: 20 kwietnia 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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Declaracdo de conformidade CE

O regulamento CE coberto por esta declaragdo é (UE) MDR 2017/745. Esta Declaragdo de Conformidade é emitida sob a

responsabilidade exclusiva da International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Fabricante: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 EUA

Representante Autorizado: BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Florenga, Italia

Os produtos abrangidos por esta declaragdo sdo os dispositivos médicos conhecidos como:

Bandejas de instrumentos SteriBest, nimeros de modelo e UDI-DI basico:

Numero do modelo UDI-DI basico Numero do modelo UDI-DI basico
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

As bandejas de instrumentos SteriBest foram concebidas para envolver instrumentos sem limen durante a esterilizagdo.
A classe de risco deste dispositivo médico é Classe | (Regulamento 2017/745, Anexo VIII, Regra 1).

O dispositivo coberto pela presente declara¢do da UE estd em conformidade com o (UE) MDR 2017/745.

Assinado por:

Nome: Ben Haak

Cargo: CEO

Assinado em 9207 Ivanhoe, Schiller Park, IL 60176
20 de abril de 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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DECLARATIA DE CONFORMITATE UE

Regulamentul CE acoperit de aceasta declaratie este (UE) MDR 2017/745. Aceastd declaratie de conformitate este emisa sub
responsabilitatea exclusiva a International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Producator: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.
9207 Ivanhoe, Schiller Park, IL 60176 USA

Reprezentant autorizat: BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Florenta, Italia

Produsele acoperite de aceasta declaratie sunt dispozitivele medicale cunoscute ca:

SteriBest tavi de instrumente, numere de model si UDI-DI de baza:

Nr. modelului UDI-DI de baza Nr. modelului UDI-DI de baza
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Tavile de instrumente SteriBest sunt proiectate pentru a incadra instrumentele neluminate in timpul sterilizarii.

Clasa de risc a acestui dispozitiv medical este clasa | (Regulamentul 2017/745, anexa VIII, regula 1).

Dispozitivul acoperit de prezenta declaratie UE este in conformitate cu (UE) MDR 2017/745.

Semnat de catre:

Nume: Ben Haak
Titlu: CEO

Semnat la 9207 Ivanhoe, Schiller Park, IL 60176

Data: 20 aprilie 2021

RICA Surgical Products, Inc.

Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176



http://www.ricasurgical.com/

SK

Vyhlasenie o zhode EU

Nariadenie ES, na ktoré sa vztahuje toto vyhlasenie, je (EU) MDR 2017/745. Toto vyhlasenie o zhode je vydané na vyhradnu
zodpovednost spoloénosti International Surgical Products, Inc. a DBA RICA Surgical Products, Inc.

Vyrobca: International Surgical Products, Inc. a DBA RICA Surgical Products, Inc.
9207 Ilvanhoe, Schiller Park, IL 60176 USA

Splnomocneny zastupca: BM Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Florencia, Taliansko

Vyrobky, na ktoré sa vztahuje toto vyhlasenie, st zdravotnicke pomocky zndme ako:

Podnosy na nastroje SteriBest, Cisla modelov a zakladné UDI-DI:

Cislo modelu Zékladné UDI-DI Cislo modelu Zakladné UDI-DI
CP1038D1 00850017474048 CP4715-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP4715-SB 00850017474123
CP1038D1-P-35/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP10385-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP4715-DK-2 00850017474314 CP778-DK-3 00850017474406
CP4715-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Podnosy na nastroje SteriBest su navrhnuté tak, aby pocas sterilizacie plnili funkciu puzdra na neosvetlené nastroje.

Tato zdravotnicka pomécka patri do triedy rizika | (nariadenie 2017/745, priloha VIlI, pravidlo 1).

Zariadenie, na ktoré sa vztahuje toto vyhlasenie EU, je v stlade s nariadenim (EU) MDR 2017/745.

Podpisal(-a):

Meno: Ben Haak

Funkcia: Vykonny riaditel

Miesto podpisu: 9207 Ivanhoe, Schiller Park, IL 60176

Datum: 20. aprila 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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Izjava EU o skladnosti

Uredba ES, zajeta v tej deklaraciji, je (EU) MDR 2017/745. Ta izjava o skladnosti je izdana na izkljuéno odgovornost podjetja

International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Proizvajalec: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ivanhoe, Schiller Park, IL 60176 USA

B. M. Sanitas S.R.L.
Via Caduti di Cefalonia 90, 50127 Firence, Italija

Pooblasceni zastopnik:

Izdelki, zajeti v tej deklaraciji, so medicinski pripomocki z nazivom:

SteriBest pladnji za instrumente, Stevilke modelov in osnovni UDI-DI:

Stevilka modela Osnovni UDI-DI Stevilka modela Osnovni UDI-DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CpP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

Pladnji za instrumente SteriBest so zasnovani tako, da med sterilizacijo obloZijo instrumente brez lumnov.

Razred tveganja tega medicinskega pripomocka je razred | (Uredba 2017/745, Priloga VI, Pravilo 1).

Naprava, zajeta v tej izjavi EU, je v skladu z (EU) MDR 2017/745.

Podpis:

Ime: Ben Haak
Naziv: Generalni direktor

Podpisano na naslovu 9207 Ivanhoe, Schiller Park, IL 60176

Datum: 20. april, 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com

9207 Ilvanhoe Street | Schiller Park, IL 60176
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EU-férsdakran om overensstammelse

EG-forordningen som omfattas av denna deklaration &r (EU) MDR 2017/745. Denna forsdkran om 6verensstammelse utfardas
pa eget ansvar av International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

Tillverkare: International Surgical Products, Inc., DBA RICA Surgical Products, Inc.

9207 Ilvanhoe, Schiller Park, IL 60176 USA

Auktoriserad representant: BM Sanitas SRL
Via Caduti di Cefalonia 90, 50127 Florens, Italien

De produkter som omfattas av denna deklaration dr medicintekniska produkter som kallas:

SteriBest instrumentbrickor, modellnummer och grundlaggande UDI-DI:

Modellnummer Grundldggande UDI-DI Modellnummer Grundldggande UDI-
DI
CP1038D1 00850017474048 CP471S-DK-5 00850017474345
CP1038D1-P-1S/L 00850017474277 CP471S-SB 00850017474123
CP1038D1-P-3S/L 00850017474284 CP614 00850017474222
CP1038D1-SB 00850017474055 CP614-DK-1 00850017474352
CP1038D2 00850017474062 CP614-DK-2 00850017474369
CP1038D2-SB 00850017474079 CP614-DK-3 00850017474376
CP1038S 00850017474192 CP614-SB 00850017474130
CP1038S-SB 00850017474086 CP634 00850017474246
CP471D1 00850017474093 CP634-DK-5 00850017474420
CP471D1-P-1S/L 00850017474291 CP634-SB 00850017474147
CP471D1-P-3S/L 00850017474307 CP778 00850017474260
CP471D1-SB 00850017474109 CP778-DK-1 00850017474383
CP471S 00850017474116 CP778-DK-2 00850017474390
CP471S-DK-2 00850017474314 CP778-DK-3 00850017474406
CP471S-DK-3 00850017474321 CP778-SB 00850017474154
CP471S-DK-4 00850017474338 CP1038D1-NM 00850017474161
CP1038D1-NM-SB 00850017474178 CP1038D2-NM 00850017474185
CP1038S5-NM 00850017474208 CP1038S-NM-SB 00850017474215
CP614-NM 00850017474239 CP614-DK-SB 00850017474437
CP634-NM 00850017474253 CP778-DK-SB 00850017474444
E7407 00850017474451 E7411 00850017474468
E7406 00850017474475 E7409 00850017474482

SteriBest instrumentbrickor ar utformade for att omsluta icke-luminerade instrument under sterilisering.
Denna medicintekniska produkts riskklass ar klass | (férordning 2017/745, bilaga VIII, regel 1).

Enheten som omfattas av denna EU-deklaration éverensstimmer med (EU) MDR 2017/745.

Undertecknat av:

Namn: Ben Haak

Titel: VD

Signerad pa 9207 Ivanhoe, Schiller Park, IL 60176
Datum: 20 april 2021

RICA Surgical Products, Inc.
Phone: 1-800-889-3128 | Fax: 1-847-671-5690 | www.ricasurgical.com
9207 Ilvanhoe Street | Schiller Park, IL 60176
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