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https://www.law.cornell.edu/definitions/index.php?width=840&height=800&iframe=true&def_id=5d78fa6c752a5326f26a026c51cd5136&term_occur=6&term_src=Title:47:Chapter:I:Subchapter:A:Part:15:Subpart:B:15.105
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DIES /N LLC
DECLARATION OF CONFORMITY

MANUFACTURER: DESIN LLC MANUFACTURER'S AUTH, REP. Focal Meditech BV
SRN: US-MF-000008647 SRN: NL-AR-000000549
ADDRESS: 7018 AC Skinner Parkway, Suite 270 ADDRESE: Droogdokkeneiland 19
Jacksonville, FL 32256 5026SP Tilburg
TEL: 248-766-2085 Netherlands
FAX: 248-858-9076 TEL: Tel.: +31 (0)13-533 31 03
E-mall |dekar@desincorp.com FAX: Fax: +31 (0)13-533 50 04
WEBSITE: www.meetobi.com E-mail info@focalmeditech.nl

WEBSITE: www focalmeditech.n!

WE, DESIN LLC, UNDER OUR SOLE RESPONSIBILITY, HEREBY DECLARE:

DEVICE (MODEL): DESCRIPTION
Obi is a reusable robotic utensil intended to compensate for the function of a human arm during
Obi {IFD-500-030) mealtime aulivilies (o restore functional eating status.

(Class | Medicsl Device, Active, Non-Sterile, Non-Measuring)
BASIC UDI-DI: 086917400010bi34

CONFORMS WITH THE FOLLOWING STANDARDS:

NUMEBER TITLE
1S013485: 2016 Medical Devices - Quality Management Systems - Requirements for Regulatory Purposes
JEC60601-1: 2012 Medical Electrical Equipment - General Requirements for Basic Safety and Essential Performance.
NEN EN 15284: 2007 Materials and Articles in Contact with Food Stuffs. Test Method for the Resistance to
Microwave Heating of Ceramic, Glass, Glass-Ceramic or Plastic Cookware.
EN50581:2012 Technical Documentation for the Assessment of Electrical and Electronic Products with
Respect to the Restriction of Hazardous Substances

Note: No Common Specification is applicable.

AND IF APPLICABLE, CONFORMS WITH THE FOLLOWING DIRECTIVES:

NUMBER TITLE
MDR 2017/745 Medical Device Regulation
EC/1935/2004 Food Contact Directive
2014/30/EU Electromagnetic Compatibility (EMC) Directive
2014/35/EU Low Voltage Directive
2015/863 RoHS3 Directive
2012/19/EU WEEE?2 Directive
93/68/EEC CE Marking Directive

ORIGINATED, REVIEWED AND APPROVED BY:

Jon Dekar; CEO, DESIN LL

SIGNATURE: ,

DATE (MM/DDIYYYY [B[2¢25
/ /
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ZOEEDORBRL AR D M IFD-500-000, 7t

ZDESDRE L IRDEL A R—2 (IFD-400-108)

/NI A 7 — 2 (IFD-400-102)

7 — A7 — > (IFD-400-101)
793 w7 A7 —> (IFD-400-100)
FHEZRE LG (IFD-400-062)
7L — bk (IFD-400-027)
FHERSLESM (IFD-400-025)

2020524201

F&EBE (A/B/M4P) ¢
BUES

e (EC) #51935/2004%5 (IERK)
o (EC) #10/2011% (SIERR)
o (EC) #52023/2006% (IER)

YA NEINTWAHRY 7a LB BEI A Ins T/ ~—,
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AT BANZ, AN

CRoTHAIShTWETS,

FIFRE RO R L RDEBMBED 2L FIAT L ACETH1ER

22 BITHIR (ML) OBE<E HHI (BC) No. 10/2011 IZHE SNUIAEHERBRSIE T ClE, 2FMNRBITIZ Ing/dn”2 A (R
U 10mg/dm™2) T (1 2B,
B i)l ag wa FFEDBATHIFE (SML) T A MERE ITEE SN #EE
F122R)
IFD-400-108
D000 1T | e sna/ks <o/
IFD-400-100
IFD-400-062 VRN TII=T N Img/kg
IFD-400-025 RN B E kL 6mg/kg
WA B A AR 1. 2mg/kg
RY FaeLrRERY ~— | DSTDP, CASE = Img/kg ATl
693-36-7 bmg/ kg
IFD-400-027 DSTDP R & b5 A H#— DSTDP, CASH - 5me/kg
693-36-7
et TZEFEH] SnFoFERICET 2EH#
1FD-400-027 [ E470a, JEMifED WL 7 L
FIRFRA
R DFER £T
BT Em L TWBR 70 ‘CCMEM (WA RN Z &)
B & IR DHIRR A LEMLTERESNTVBE | 2485/, < 4°C (L)
=
MELE IR OEEMEZ AT 52 DITEH s a1
REEMER & AREO g 1FD-400-062 107.83(em™2) ¢ 11.52(cm’3)
1FD-400-027 1599. 02 (cm”2) : 188. 51 (cm’3)
R ANT T
FEAEMBERE I IAFE L W A,
L BRI ERET 2 2 & T, LV ERE SRt cE 9, LT OOHEIEEZ SR &N,
DES 1 N LLC 20-75343 Cod ver. 01, & BT, WEWR MG E O AT IRETT « [FD-DES-024, 7 ERmm MRS
+1-844-HelpObi / service@meetobi. com Page 48 of 54 CDt)i



[DJEsS TN LLC

fHé% VII: BRELRIE
DESIN LLC (BLF [ DESIN J ) %, LA FOEMIHE, BEEED  “0bi” NECERFICHME £7-1%
B LR DD T E DR INTEE. DESINOEEIZEY ., (1) FHNEAITHASMLE
FERALT “Obi” ZEFT D2, (1i) “Obi” ZESEIIHFAET A R WS 52 & 2%
AEL £,

&M KE - BRERIEZ. HATAB122 A%, F 23R D400 O H % OWF I Fu
JFTHRTLET, I—u X - FEEOFEANC OV TIE, IRGEEICBRIWE DL &V,

HIFRREIR : ARERIEIL, A7 —2, TL—h, T —2A<vy b, BLOAAS v FIZFGEH S
EFHA, AT =2, TL—h T =A<y b BIXOAA vFIX, —EHHTLERMHTEE
HFAo, 7 0bi”  BEUNMEH S, FHHOT X TORPEEHAFIZES>TRA T FrAInTNnDS
Be . MEE TS EORMOZBIRFEO R L2 £9°, 7 0bi” A AEENTERY fbiic

D, LIy, EFLIVICANONTEY  BWEOEIRIZIINTZ Y LIcGE, ARGEIE
hEET, £, T—LFEIR_XR—AT TV Z2ET “0bi” ZBETZ0DHMLZY LKL
HETHE RREFETER L A0 £, AMEFEE. 7 0bi”  ORPIOEAGICRESHET, bk
FEOLRREMART X, INEICES S BEMMEE 2 IXE A IS B T 2 BURDRGEZ IR T 2 O THH Y

T3, ML - T, BOROREHHOFIREZRBD TV NnE AL H Y . EFLOHIRS B EE
IZHEA SN 72WEERH Y £, DESINIL, BEEROM T 9 2 TR £ 721345 KAV 72 B F I
OWTIE—UFELEZANER A, —HOM TIEARERHEE £ 72 136 AR E ORI £ 72 I3HIR %
RBOTWIRWTD, ERLORIRE 721 IBRAMNIBEARICHEA SN WEERH D £77,

R RAE — B R & TRIAWEZITIE, 7 0bi” on o, E 72X RES ORESRONRE

TDESINFEEED Y — b Rt ¥ —F X EHRBE £ TTRES Z IV, RiksERICIZ, U7
Fm E 12 IIUPCE B OF R METT, DESINE 72 X IEHRELE 2> 5 31T S VZRUAE B O /R 23K
DONADGERHD FT, RiEV—EZAD7=DHIZ” 0bi” ZilEWTZ72 < BOER X OVFECE

X, BIBBAHNRVRY . BREEO ZAH LD 9, KEEILT —a v X TT N, ADOLRGE
P —EREZT D IFEOFEMIIONTIE, TBEWGDLEIE] & Z8Wi=7=< o, eI
WA DELTEEN,

Z DM OFI K TERIFER] « ARFEIX, BERN” 0bi” & TEAWTETEWBRITHRE S
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