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Improving life Is our passion

DECLARATION OF CONFORMITY
1) Manufacturer (Name, department): Brownmed, Inc
Address: 280 Summer St. Suite 400, Boston,
MA 02210-1131, USA

and

2) European authorized representative: CEpartner4U BV,

Address: ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS;

(on product labels printed as:
CEpartner4U , ESDOORNLAAN 13, 3951DB MAARN, THE NETHERLANDS www.cepartner4u.eu)

3) Product(s) (name, type or model/batch number, etc.):

Lower Extremity, Upper Extremity, Wound Care, Ice therapy Products, Splints,
Shoe Inserts, Foot Neuropathy System
see appendix

4) The product(s) described above is in conformity with:

Title Document No.

Medical Device Directive 93/42/EEC

5) = Additional information (conformity procedure, Notified Body, CE certificate, efc.):

Conformity assessment procedure for CE marking: Medical Device Directive, Annex VII

Boston, USA 2016-10-31 = _;i_i.”’}% et

\Y@ Wi‘.-‘h:_‘u’ B VO etk 3, ST ) O ot = Vo, G i Ty ol

(Place & date of issue (yyyy-mm-dd)) (name; function and signature of manufacturer)

MMONWEALTH OF MASSACHUSETTS
My Commission Expires
_ February 3, 2023
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List of devices.

Device name

Risk class /

1
rule

Date: 2016-10-31

First date of
CE-
Compliance

Group:
Lower
Extremity
STEADY STEP® | SHIN SLEEVE™ | Small - Black Class l/rulel 51054 2003-01-20
STEADY STEP® | SHIN SLEEVE™ | Medium - Black Class l/rule1 51055 2003-01-20
STEADY STEP® | SHIN SLEEVE™ | Large - Black Class l/rulel 51056 2003-01-20
STEADY STEP® | SHIN SLEEVE™ | X-Large - Black Class l/rule 51057 2003-01-20
STEADY STEP® | HEEL HUGGER™ |[Small _ w/Gel Class l/rule1 50071 2003-01-20
STEADY STEP® | HEEL HUGGER™ | Medium w/Gel Class l/rule? 50072 2003-01-20
STEADY STEP® | HEEL HUGGER™ |Large  w/Gel Class l/rule1 50073 2003-01-20
STEADY STEP® HEEL HUGGER™ | X-Large w/Gel Class l/rule1 50074 2003-01-20
HEEL HUGGER™ | Small-Gel & Class /rule1
STEADY STEP® | .o Magnets Magnets 50161 2003-01-20
HEEL HUGGER™ | Medium-Gel & Class l/rule1
STEADY STEP® | o Magnets Magnets 50162 2003-01-20
HEEL HUGGER™ | Large-Gel & Class l/rule1
STEADY STEP® | o r oy Magnets 50163 2003-01-20
HEEL HUGGER™ | X-Large-Gel & Class l/rulet
STEADY STEP® | o Magnets Magnets 50164 2003-01-20
Small Class l/rule1
STEADY STEP® | PERFORM 8™ Universal 50051 2003-01-20
STEADY STEP® |PERFORMa™ | Medum e 50052 2003-01-20
STEADY STEP® | PERFORM 8™ Large  Universal | Class l/rule1 50053 2003-01-20
STEADY STEP® | PERFORM 8™ ﬁ;\';j;?:al Class liruie1 50054 2003-01-20
STEADY STEP® | TOE HOLD® Lpncem | Cisss e 50201 2003-01-20
STEADY STEP® | TOE HOLD® Small/Medium Left | Class l/rule1 50202 2003-01-20
STEADY STEP® | TOE HOLD® '&";‘r’]'t“m’ Large Glass o] 50203 2003-01-20
STEADY STEP® | TOE HOLD® Medium/Large Left | Class I/rule1 50204 2003-01-20
STEADY STEP® Sol Step™ Small Class l/rule1 50040 2005-01-21
STEADY STEP® Sol Step™ Medium Class l/rule1 50041 2005-01-21
STEADY STEP® Sol Step™ Large Class l/rule1 50042 2005-01-21
STEADY STEP® | Sol Step™ XLarge Class l/rule1 50043 2005-01-21
STEADY STEP® | Satin Heels® ,‘L,’/'l‘)"‘(’grsa' inBox | Class l/rule1 50140 2011-12-05
STEADY STEP® | Satin Heels® o nBag | Class lilet 50145 2011-12-05
STEADY STEP® \?\'II'AE&I?ET? STEP® | gai Class lirule1 52021 2003-01-20
STEADY STEP® ﬁ&%ﬁSTEP@ Medium Class l/rule1 52022 2003-01-20
STEADY STEP® %I'PI‘EL;?(%TQ STEP® T Class l/rule1 52023 2003-01-20

' See risk classification in Medical Device Directive, annex IX
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STEADY STEP® \?JAE&?%STEP@ LOW TOP Small Class l/rule1 52031 2003-01-20
STEADY STEP® sVTAE&DELSTEP® LOW TOP Medium Class I/rule1 52032 2003-01-20
STEADY STEP® \?\}E&DET?STEP‘E LOW TOP Large Class I/rule1 52033 2003-01-20
STEADY STEP® HERBST Class l/rule1

CRADLE™ Small 04020 2003-01-20
STEADY STEP® HERBST ! Class l/rule1

CRADLE™ Medium 04021 2003-01-20
STEADY STEP® HERBST Class I/rule1

CRADLE™ Large 04022 2003-01-20
IMAK® Arthritis Socks Small Class l/rule1 A20190 2012-01-03
IMAK® Arthritis Socks Medium Class l/rule1 A20191 2012-01-03
IMAK® Arthritis Socks Large Class l/irule1 A20192 2012-01-03
IMAK® Plantar Fasciitis Universal Class l/rule1 A50320 2011-05-17

Night Splint
NICE STRETCH® | X Lite Universal Class l/rule1 50320 2008-11
NICE STRETCH® | 90 Small Class I/rulet 50310 2008-11
NICE STRETCH® | 90 Medium Class |/rule1 50311 2008-11
NICE STRETCH® | 90 Large Class l/rule1 50312 2008-11
NICE STRETCH® | Original Small Class l/rule1 51000 2003-01-20
NICE STRETCH® | Original Medium Class l/rule1 51001 2003-01-20
NICE STRETCH® | Original Large Class l/rule1 51002 2003-01-20
NICE STRETCH® | Original X-Large Class l/rule1 51003 2003-01-20
NICE STRETCH® | Original Small w/o ice Class l/rule1 51010 2003-01-20
NICE STRETCH® | Original Medium w/o ice Class l/rule1 51004 2003-01-20
NICE STRETCH® | Original Large w/o ice Class l/rule1 51005 2003-01-20
NICE STRETCH® | Original X-Large w/o ice Class l/rule1 51006 2003-01-20
NICE STRETCH® E:g‘l(z;cement Ice Small/Medium Class l/irule1 51007 2003-01-20
NICE STRETCH® s:zll(zcemem Ice Medium/Large Class l/rule1 51008 2003-01-20
NICE STRETCH® | X Small in bag Class l/rule1 51020 2006-11-22
NICE STRETCH® X Medium in bag Class l/rule1 51021 2006-11-22
NICE STRETCH® | X Large in bag Class l/rule1 51022 2006-11-22
NICE STRETCH® | X X-Large in bag Class l/rule1 51023 2006-11-22
NICE STRETCH® | X Small w/ Retail Box | Class I/rule1 51030 2006-11-22
NICE STRETCH® X I\B/I;((ilum w/ Retail Class l/rule1 51031 2006-11-22
NICE STRETCH® | X Large w/ Retail Box | Class l/rule1 51032 2006-11-22
NICE STRETCH® % {B(;Janrge w/ Retall Class l/rule1 51033 2006-11-22
NICE STRETCH® | DORSAL SIM Class l/rule1 52060 2006-11-22
NICE STRETCH® | DORSAL L/XL Class l/rule1 52061 2006-11-22
Group: Class l/rule1
Upper
Extremity
IMAK® Pil-O-Splint Universal Class l/rule1 A10312 2010-04-01
IMAK® Pil-O-Splint Adjustable Class l/rule1 A10112 2010-04-01
IMAK® Elr?:;?em Elbow Small Class l/rule1 61001 2011-12-05
IMAK® glgéaem Elbow Medium Class I/rulet 61002 2011-12-05
IMAK® glrea):;?am Elbow Large Class l/rule1 61003 2011-12-05
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IMAK® EI;):;TM Elbow X-Large Class l/rule1 61004 2011-12-05
IMAK® WRISTIMER® Small - To 6.5" Class l/irule1 60000 2003-01-20
IMAK® WRISTIMER® Medium - 6.5"-7.5" | Class l/rule1 60010 2003-01-20
IMAK® WRISTIMER® Large - Over 7.5" | Class l/rule1 60020 2003-01-20
IMAK® WRISTIMER PM® | Universal Class l/rule1 60500 2003-01-20
IMAK® Elbow Band Universal Class l/rule1 A10301 2010-04-01
IMAK® Elbow Support Universal Class l/rule1 A10113 2010-04-01
IMAK® Elbow Support X-Large Class l/rulet A10110 2010-04-01
IMAK® Elbow Support PM | Universal Class l/rule1 A10172 2010-04-01
IMAK® Arthritis Glove X- Small Class l/rule1 A20173 2013-12-04
IMAK® Arthritis Glove Small Class l/rule1 A20170 2010-04-01
IMAK® Arthritis Glove Medium Class l/rule1 A20171 2010-04-01
IMAK® Arthritis Glove Large Class l/rule1 A20172 2010-04-01
IMAK® Arthritis Glove X-Large Class I/rule1 A20174 2013-12-04
IMAK® Active Glove Small Class l/rule1 A20185 2012-01-03
IMAK® Active Glove Medium Class I/rule1 A20186 2012-01-03
IMAK® Active Glove Large Class l/rule1 A20187 2012-01-03
IMAK® Smart Glove X-Small Class I/rule1 A20111 2010-04-01
IMAK® Smart Glove Small Class I/rule1 A20125 2010-04-01
IMAK® Smart Glove Medium Class l/rule1 A20126 2010-04-01
IMAK® Smart Glove Large Class l/rule1 A20127 2010-04-01
IMAK® _Snr::]z::“tbGlove w/ Small Class l/rule1 A20161 2010-04-01
IMAK® _?tr::janrltbGlove w/ Medium Class |/rule1 A20162 2010-04-01
IMAK® _?rr::jz::]tbGlove w/ Large Class I/rule1 A20163 2010-04-01
IMAK® Smart Glove PM Universal' Class l/rule1 A10111 2010-04-01
IMAK® Smart Thumb Small Class l/rule1 A20178 2010-04-01
IMAK® Smart Thumb Medium Class l/rule1 A20179 2010-04-01
IMAK® Smart Thumb Large Class l/rule1 A20180 2010-04-01
IMAK® Wrist Wrap Universal Class l/rulet A10302 2010-04-01
IMAK® Computer Glove Universal Class l/rule1 A20128 2010-04-01
IMAK® Stress Balls Blue Class I/rule1 A10129 2011-05-17
IMAK® Stress Balls Black Class l/rule1 A10130 2011-05-17
IMAK® Stress Balls Heather Gray Class l/rule1 A10156 2011-05-17
IMAK® Neck Support Universal w/ Gel Class l/rule1 A30124 2010-04-01
IMAK® Pain Relief Mask | griversal Retal | Class lirulet A30131 2010-04-01
IMAK® Pain Relief Mask g:;versal Retail Class I/rulet A30135 2010-04-01
IMAK® Knee Strap Universal Class l/rule1 A30137 2010-04-01
IMAK® Back Cushion Universal Class l/rule1 A30122 2010-04-01
IMAK® Arm Sling Universal Class l/rule1 A30140 2011-12-05
AKE . UM Universal CIass]iie] A30141 20121205
IMAK® Finger Sleeve Small Class l/rule1 A10303 2011-12-22
IMAK® Finger Sleeve Medium Class |/rule1 A10304 2011-12-22
IMAK® Finger Sleeve Large Class I/rule1 A10305 2011-12-22
Group:
WOUND  CARE

SEAL-TIGHT® Class l/rule1
SEAL-TIGHT® Sport-Pediatric (2- | Leg 20362 2003-01-20

10 Years)

SEAL-TIGHT® Class l/rule1
SEAL-TIGHT® Sport Pediatric (2- | Am 20363 2003-01-20

10 Years)
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SEAL-TIGHT® Class lirule1

SEALTIGHT® | Sohr ot Short Arm 20320 2003-01-20
SEAL-TIGHT® Class lirulel

SEALTIGHT® | 35201 Long Am 20321 2003-01-20
SEAL-TIGHT® Class l/rule1

SEALTIGHT® | SEAL 1O Short Leg 20322 2003-01-20
SEAL-TIGHT® Class l/rule1

SEALTIGHT® | 35700 Long Leg 20323 2003-01-20
SEAL-TIGHT® Class l/rule1

SEALTIGHT® | SoALTIOHT® | smal 20324 2003-01-20
SEAL-TIGHT® " Class l/rule1

SEALTIGHT® | SEALTIGHT® 1 pegium 20325 2003-01-20
SEAL-TIGHT® Class l/rule1

SEALTIGHT® | pihe POHTS | Large 20326 2003-01-20
SEAL-TIGHT® Class Urule

SEALTIGHT® | pehltl Small 20318 2005-01-21
SEAL-TIGHT® : Class lrulel

SEALTIGHT® | pErl-Tl Medium 20317 2005-01-21
SEAL-TIGHT® Class l/rule1

SEALTIGHT® | oAl T Large 20319 2005-01-21
SEAL-TIGHT® Class l/rule1

SEAL-TIGHT® | Original CAST Adult Hand 20100 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rulet

SEAL-TIGHT® | Original CAST Adult Short Arm 20101 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rule1

SEAL-TIGHT® Original CAST Adult Long Arm 20102 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rule1

SEAL-TIGHT® | Original CAST Aduit Short Leg 20103 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rule1

SEAL-TIGHT® | Original CAST Adult Long Leg 20104 2003-01-20
PROTECTORS
SEAL-TIGHT® Class lirule

SEAL-TIGHT® | Original CAST Foot/Ankle 20105 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rulet

SEAL-TIGHT® | Original CAST i 20106 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rule1

SEAL-TIGHT® | Original CAST i 20107 2003-01-20
PROTECTORS
SEAL-TIGHT® — Class lrule

SEAL-TIGHT® | Original CAST Rodatric Smal 20200 2003-01-20
PROTECTORS
SEAL-TIGHT® . . Class l/rule1

SEAL-TIGHT® | Original CAST IASEatriciklediun 20201 2003-01-20
PROTECTORS
SEAL-TIGHT® . Class l/rule1

SEAL-TIGHT® | Original CAST s Stic A 20202 2003-01-20
PROTECTORS
SEAL-TIGHT® Class lrule

SEAL-TIGHT® | Original CAST Pediatric Small Leg 20203 2003-01-20
PROTECTORS
SEAL-TIGHT® . . Class l/rule1

SEAL-TIGHT® | Original CAST s (et 20204 2003-01-20
PROTECTORS g
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SEAL-TIGHT® Class l/rule
SEAL-TIGHT® Original CAST Pediatric Large Leg 20205 2003-01-20
PROTECTORS
SEAL-TIGHT® Class l/rule1
SEAL-TIGHT® Original CAST 16 Piece Pre-pack 20302 2003-01-20
PROTECTORS
SEALTIGHT® | SEALTIGHT® g5y g Clasg jirule1 20435 2005-01-21
SEAL-TIGHT® | SEALTIGHT® 1 pqu Arm Sises st 26500 2011-12:05
Freedom
SEAL-TIGHT® | SEALTIGHT® 4t Leg EEEEY 26501 2011-12-05
Freedom
SEALTIGHT® | PEALTIGHT® | pegiatric Arm Class l/ruiet 26502 2011-12:05
SEALTIGHT® | SFALTIGHT® | pegiatric Leg lacs Ui 26503 2011-12-05
SEALTIGHT® | SEALTIGHT® | )niversal glesslindlen 28002 2011-12-05
Freedom
SEAL-TIGHT® Class I/rule1
SEAL-TIGHT® EeaiBand Am 28075 2011-12-05
SEAL-TIGHT® | SEALTIGHT® 1, (Glass lifeq 28076 2011-12-05
Seal Band
Grou ICE Class l/rule1
P PRODUCTS
THERAPY
SEALED ICE® Shin Ice™ Small Class lirule1 30011 2005-10-04
SEALED ICE® Shin Ice™ Medium Class l/rule1 30012 2005-10-04
SEALED ICE® Shin Ice™ Large Class lrule1 30013 2005-10-04
SEALED ICE® Shin Ice™ X-Large Class l/rule1 30014 2005-10-04
SEALED ICE® Polar Ice™ Shoulder/Hip Wrap | Class lirule1 30100 2005-10-04
SEALED ICE® Polar Ice™ Wrist/Elbow Wrap | Class I/rule1 30101 2005-10-04
SEALED ICE® Polar lce™ CPM Knee Wrap | Class l/rule1 30102 2005-10-04
oo Arthroscopy Knee | Class l/rule1 Ty
SEALED ICE® Polar Ice Wrap - Standard 30103 2005-10-04
Arthroscopy Knee | Class l/rule1 0
SEALED ICE® Polar Ice™ Wrap - Large 30104 2005-10-04
SEALED ICE® Polar Ice™ Foot/Ankle Wrap Class l/rule1 30105 2005-10-04
SEALED ICE® Polar Ice™ Quick Wrap Class l/rule1 30107 2005-10-04
SEALED ICE® Polar Ice™ Back Wrap Class l/rulet 30108 2005-10-04
SEALED ICE® Polar Ice™ TMJ Wrap Class |/rule1 30109 2005-10-04
SEALED ICE® Class l/rule1
SEALEDICE® | Replacementice | pgpy 31000 2005-10-04
Shoulder/Hip Wrap
SEALED ICE® Class l/rule1
SEALEDICE® | Replacementice | p o \wrist/Elbow 31001 2005-10-04
Packs
Wrap
SEALED ICE® Class l/rule1
SEALED ICE@ | Replacementice | p " "com Knee 31002 2005-10-04
Packs
Wrap
SEALED ICE® Class l/rule1
Replacement Ice Pack - Arthroscopy ey
SEALED ICE® Packs Knee Wrap — 31003 2005-10-04
Standard
SEALED ICE® Class l/rule1
SEALEDICE®  |Repacementice | pyoy  arthroscopy 31004 2005-10-04
Knee Wrap — Large
SEALED ICE® Class |/rule1
SEALEDICE® | Replacementice | p o " rooyankie 31005 2005-10-04
Packs Wrap
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SEALEDICE® | popacementice | SERLED o rap | ! 31007 2005-10-04
SEALEDICE® | fehacementice | SEALED o ap | 2 ! 31008 2005-10-04
SEALEDICE® | feplacementice | SEALED JCE® ) e 31009 2005-10-04
Group: Class |/rule1
SPLINTS
PLASTALUME® | FLASTALUME® E?{T?Z'fcﬁ,t’;l‘ﬂta' oS 10008 2003-01-20
thru AB-8
Number 40 Digital | Class l/rule1
PLASTALUME® | RLASTALUME® Kt ;n?):tagg‘;gl':rs 10003 2003-01-20
sizes A-1 thru AB-8
PLASTALUME® | | ASTALUME® Eiltng(:aiﬁ,D/ﬂtal ki 10004 2003-01-20
thru AB-8
PLASTALUME® | pLASTALUME® 2;2;?;{;2“ GiasSIC 10030 2003-01-20
PLASTALUME® E:._F\SSTALUME® I\N/Il;;rlret:elzifo Stax- Class I/rule1 10020 2003-01-20
PLASTALUME® | ERSER SPUNTS- | smai Blue Foam | ©1258 Vrulet 11111 2003-01-20
PLASTALUME® EK“SGE%'XELPSL'NTS' Medium Blue Foam | C12ss l/rulet 11121 2003-01-20
PLASTALUME® g';{“SGE%iffs'-'NTS' Large Blue Foam | Cass lfrule1 11131 2003-01-20
PLASTALUME® | FONSER SPLINTS | szl Biue Foam | Ciass liulet 10901 2003-01-20
PLASTALUME® | LUCER SPLINTS | grya Biue Foam | Class ule 10911 2003-01-20
PLASTALUME® | FVISER SPLINTS- | megium Blue Foam | C1ass Virulet 10921 2003-01-20
PLASTALUME® E%“?SER SPLINTS- || rge Blue Foam | Cfass Vrulet 10931 2003-01-20
PLASTALUME® | FINGER SPLINTS- | gya) Blue Foam | Class liulet 10801 2003-01-20
PLASTALUME® | FERSER SPLINTS- | peium Biue Foam | Closs lirulet 10811 2003-01-20
PLASTALUME® | FNSER SPLINTS- | g Biue Foam | Class liulet 10821 2003-01-20
PLASTALUME® | (R SFRSPLINTS™ | small Biue Foam | C1ss et 10501 2003-01-20
PLASTALUME® Eglgfgcﬁgggm- Medium Blue Foam | ©12ss lrulet 10511 2003-01-20
PLASTALUME® Eg«gf&_srgggm- Large Blue Foam | C1ass lrulet 10521 2003-01-20
PLASTALUME® | ELSER SPLINTS- | gmai Biue Foam | Class Viulet 11011 2003-01-20
PLASTALUME® | ENSER SPLINTS- | pegium Blue Foam | Clss limufet 11021 2003-01-20
PLASTALUME® gg«ggﬁsspums- Large Blue Foam | C1ass /rule 11031 2003-01-20
PLASTALUME® | SNOER SPUNTS- | 5ty 1 Fiesh Giesslnic 10701 2003-01-20
PLASTALUME® | ENSER SPLIRTS | stax 2 Fiesh CAaSSHRiGH 10702 2003-01-20
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FINGER SPLINTS- Class |/rule1

PLASTALUME® | LINGER SPLITS- | Stax 3 Fiesh 10703 2003-01-20
FINGER SPLINTS- Class ruled

PLASTALUME® | ENCER SPUTTS™ | stax 4 Flesn 10704 2003-01-20
FINGER SPLINTS- Class l/rule1

PLASTALUME® | KINGER SPLINTS- | 5oy 5 Flesh 10705 2003-01-20
FINGER SPLINTS- Class l/rute1

PLASTALUME® | ENCER SPLINTS- | Stax 5.5 Flesh 10706 2003-01-20
FINGER SPLINTS- Class lruled

PLASTALUME® | ENOER SPLIRTS" | stax 6 Flesh 10707 2003-01-20
FINGER SPLINTS- Class l/rule1

PLASTALUME® | ENOER SPLINTS | Stax 7 Fresh 10708 2003-01-20
FINGER SPLINTS- Class Uruleq

PLASTALUME® | ENGER SPLINTS | Stax 1 Ciear 10730 2011-12-05
FINGER SPLINTS- Class lirdle

PLASTALUME® | ENGER SPLINTS- | stax 2 Ciear 10731 2011-12-05
FINGER SPLINTS- Class l/rulet

PLASTALUME® | ENOER SPLINTS | Stax 3 Clear 10732 2011-12-05
FINGER SPLINTS- Class l/rule1

PLASTALUME® | N SER SFLINTS™ | stax 4 Clear 10733 2011-12-05
FINGER SPLINTS- Class l/rule1

PLASTALUME® | ENCER SPLINTS | stax 5 Giear 10734 2011-12-05
FINGER SPLINTS- Class lirdled

PLASTALUME® | (NOER SPLINTS- | stax 5.5 Clear 10735 2011-12-05
FINGER SPLINTS- Class lirdle1

PLASTALUME® | ENSER SPLINTS | Stax 6 Clear 10736 2011-12-05
FINGER SPLINTS- Class l/rule1

PLASTALUME® | ENCER SPLINTS- | Stax 7 Clear 10737 2011-12-05

PLASTALUME® | STRIPS ;fam" 16" Blue Class lirule1 10601 2003-01-20

PLASTALUME® | STRIPS ;’.fa i 18" Whits | Class lirule 10602 2003-01-20

PLASTALUME® | STRIPS SRS B Class lirule1 10611 2003-01-20

PLASTALUME® | STRIPS ,3:’0 a X 16"White | Class l/rulet 10612 2003-01-20

PLASTALUME® | STRIPS 1" x 18" Blue Foam | Class rule1 10621 2003-01-20

PLASTALUME® | STRIPS l1=o: 18" White assiinget 10622 2003-01-20

PLASTALUME® | STRIPS ;J:mx 16°iBloe; — [yCiassiilel 10623 2003-01-20

PLASTALUME® | STRIPS ;J:m" 18" White | Class l/rule1 10624 2003-01-20

PLASTALUME® | STRIPS Lo x18"Blue | Class lirutet 10625 2003-01-20

PLASTALUME® | STRIPS ;::m" 1% Whnle™ “HGlagslimlet 10626 2003-01-20

PLASTALUME® | STRIPS 2" x 16" Blue Foam | Class liruled 10631 2003-01-20

PLASTALUME® | STRIPS ;‘; - el Classilimiel 10632 2003-01-20

PLASTALUME® | STRIPS IZ:O:’:IS Vil Eiasslimiol 10635 2003-01-20

PLASTALUME® STRIPS 3" x 16" Blue Foam | Class l/rule1 10641 2003-01-20

PLASTALUME® | STRIPS g > S Ciags|linilej 10642 2003-01-20

PLASTALUME® | STRIPS 4" x 16" Blue Foam | Class l/ruled 10651 2003-01-20

PLASTALUME® | STRIPS ::o:r:is White Class lirule1 10652 2003-01-20
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PLASTALUME® | STRIPS iz XToEe el 10661 2003-01-20
PLASTALUME® | STRIPS pe X9While | Clase iuiet 10662 2003-01-20
PLASTALUME® | STRIPS Eeiad S feassliel 10671 2003-01-20
PLASTALUME® | STRIPS 34" x 9 White | Class Urule1 10672 2003-01-20
Foam
PLASTALUME® | STRIPS 1" x 9" Blue Foam | Class lruled 10681 2003-01-20
PLASTALUME® | STRIPS ! X 5" White ElassTliulg 10682 2003-01-20
PLASTALUME® | DIGITALS g;mn:)”“" sl 10101 2003-01-20
PLASTALUME® | DIGITALS '(“s'gm n?)” " eEsslinc] 10102 2003-01-20
PLASTALUME® | DIGITALS ggm n?)”“" . 10103 2003-01-20
A4 41/8" Class l/rule1
PLASTALUME® | DIGITALS o) 10104 2003-01-20
PLASTALUME® | DIGITALS gBa}:.m? s Ciassjliulet 10105 2003-01-20
PLASTALUME® | DIGITALS G‘ibsm;)” " Class lirule1 10106 2003-01-20
AB-6 51/4" Class l/rulet
PLASTALUME® | DIGITALS i) 10107 2003-01-20
AB-7 6 1/4" Class l/rule1
PLASTALUME® | DIGITALS e 10108 2003-01-20
PLASTALUME® | DIGITALS a%';‘m;)”“ Class lirule 10109 2003-01-20
PLASTALUME® | DIGITALS f‘szfm 3)5’8" Class lirulet 10110 2003-01-20
PLASTALUME® | ARMBOARDS 2 1/4" x 314" Class lirule SP 1041025 2003-01-20
PLASTALUME® | ARMBOARDS 3 1/4" x 314" Class liruled SP 10415-25 2003-01-20
PLASTALUME® | ARMBOARDS & X1 Class l/rule] SP 10411-25 2003-01-20
PLASTALUME® | ARMBOARDS 412" X1 112" Class lrule SP 10414-25 2003-01-20
PLASTALUME® | ARMBOARDS 6 x 1 172" Class liruled SP 10416-25 2003-01-20
PLASTALUME® | ARMBOARDS 8" x21/8" Class lruled SP 10417-25 2003-01-20
PLASTALUME® | ARMBOARDS 10" x 2 1/4" Class I/rule1 SP 10418-25 2003-01-20
ARMBOARDS w/ Wy qu Class l/rule1
PLASTALUME® | ARMBOAR 234" x 1 SP 10452-25 2005-01-21
ARMBOARDS w/ AN Class l/rule1
PLASTALUME® | ARMBOAR 4" x1 SP 10431-25 2005-01-21
ARMBOARDS . . Class Uruled
PLASTALUME® | ARMBOARD! 412" x 11/ SP 10434-25 2005-01-21
ARMBOARDS ; 7 Ciass lirdle
PLASTALUME® | ARMBOARD: 6"x11/2 SP 10436-25 2005-01-21
ARMBOARDS " " Class l/rulet
PLASTALUME® | ARMBOARD: 8" x21/8 SP 10437-25 2005-01-21
ARMBOARDS " " Class i/rule1
PLASTALUME® | ARMBOARD! 10" x 2 1/4 SP 10438-25 2005-01-21
ARMBOARDS Class l/rule1
PLASTALUME® | PETG 4" x 1" SP 10441-25 2006-11-22
w/Stockinette
ARMBOARDS Class lirule
PLASTALUME® | PETG 41/2° x 1 112" SP 10444-25 2006-11-22
w/Stockinette
ARMBOARDS Class l/rulet
PLASTALUME® | PETG 6"x1 1/2" SP 10446-25 2006-11-22
w/Stockinette
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ARMBOARDS Class l/rule1

PLASTALUME® | PETG 8"x21/8" SP 10447-25 2006-11-22
w/Stockinette
ARMBOARDS Class l/rule1

PLASTALUME® | PETG 10" x 2 1/4" SP 10448-25 2006-11-22
w/Stockinette

PLASTALUME® gQES?LLES Small RightPag | Class lirulel 12811 2003-01-20

PLASTALUME® | SAR COLLES Small Left Pag | C1ass ulet 12813 2003-01-20

PLASTALUME® g’;ﬁﬁT‘?LLES Medium Right Pad | C'ass /rule1 12821 2003-01-20

PLASTALUME® SQSSTQLLES Medium Left Pad | C'ass Vrule1 12823 2003-01-20

PLASTALUME® EQSS$LLES Large RightPad | Class lfrulel 12831 2003-01-20

PLASTALUME® | ohran oo Large Left Pad | Class liruled 12633 2003-01-20
CLASSIC Class l/rule1

PLASTALUME® | FOREARM Small Right Pad 12111 2003-01-20
SPLINT
CLASSIC Class I/rule1

PLASTALUME® | FOREARM Small Left Pad 12113 2003-01-20
SPLINT
CLASSIC Class l/rule1

PLASTALUME® | FOREARM Medium Right Pad 12121 2003-01-20
SPLINT
CLASSIC Class lrule

PLASTALUME® | FOREARM Medium Left Pad 12123 2003-01-20
SPLINT
CLASSIC Class l/rule1

PLASTALUME® | FOREARM Large Right Pad 12131 2003-01-20
SPLINT
CLASSIC Class l/rule1

PLASTALUME® | FOREARM Large Left Pad 12133 2003-01-20
SPLINT

PLASTALUME® | COCKUP SPLINT | Small UnPad Class lirule 12310 2003-01-20

PLASTALUME® | COCKUP SPLINT | Small Pad Class lirule 12311 2003-01-20

PLASTALUME® | COCKUP SPLINT | Medium UnPad | Class l/rule 12320 2003-01-20

PLASTALUME® | COCKUP SPLINT | Medium Pad Class l/rule 12321 2003-01-20

PLASTALUME® | COCKUP SPLINT | Large UnPad Class l/rule1 12330 2003-01-20

PLASTALUME® | COCKUP SPLINT | Large Pad Class lirule 12331 2003-01-20
ANTERIOR Class l/rule

PLASTALUME® | ANCERGR | Small Pad 13211 2003-01-20
ANTERIOR R Class l/rule1

PLASTALUME® | ANTERIOR | | Medium Pad 13221 2003-01-20
ANTERIOR Class l/rule1

PLASTALUME® | RNTEROR ¢ | Large Pad 13231 2003-01-20
POSTERIOR Class lirule1

PLASTALUME® | EOSTEROR | small UnPad 13110 2003-01-20
POSTERIOR Class l/rule1

PLASTALUME® | EO5TEROR | Small Pad 13111 2003-01-20
POSTERIOR . Class lrule

PLASTALUME® | EOSTEROR | Medium UnPad 13120 2003-01-20
POSTERIOR " Class l/rule1

PLASTALUME® | EOSTERIOR | Medium Pad 13121 2003-01-20
POSTERIOR Class l/rule1

PLASTALUME® | EOSTEROR | Large UnPad 13130 2003-01-20
POSTERIOR Class l/rule1

PLASTALUME® | EOSTEROR | Large Pad 13131 2003-01-20
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POSTERIOR " Class l/rule1
PLASTALUME® |TIBIAFIBULA | Small 12" UnPad 15010 2003-01-20
SPLINT i oot
POSTERIOR " Class l/rulet
PLASTALUME® | TIBIAFIBULA | oral 12" Pad 15011 2003-01-20
oot
SPLINT
POSTERIOR 5 Class lfrule1
PLASTALUME® | TIBIA/FIBULA prall 42=tnfad 15110 2003-01-20
s WO/Foot
POSTERIOR = Class l/rule1
PLASTALUME® | TiBIAVFIBULA | Small 12°Pad 15111 2003-01-20
WO/Foot
SPLINT
POSTERIOR " 5 Class l/rule1
PLASTALUME® | TIBIA/FIBULA pediom 1S ¥nkad 15020 2003-01-20
Wi/Foot
SPLINT
POSTERIOR — Class liruled
PLASTALUME® | TIBIAFIBULA | (nedium 14" Pad 15021 2003-01-20
oot
SPLINT
POSTERIOR — Class l/rule
PLASTALUME® | TIBIA/FIBULA Medium 14" UnPad 15120 2003-01-20
WO/Foot
SPLINT
POSTERIOR ' B Class l/rule1
PLASTALUME® | TIBIA/FIBULA = lamypieirad 15121 2003-01-20
WO/Foot
SPLINT
POSTERIOR i Class l/rule1
PLASTALUME® | TIBIA/FIBULA Large 16" UnPad 15030 2003-01-20
WI/Foot
SPLINT
POSTERIOR " Class l/rule1
PLASTALUME® | TIBIA/FIBULA cagsl $5iban 15031 2003-01-20
WI/Foot
SPLINT
POSTERIOR " Class l/rule1
PLASTALUME® | TIBIAFIBULA | L2ge 167 UnPad 15130 2003-01-20
WO/Foot
SPLINT
POSTERIOR " Class Ifrule1
PLASTALUME® | TIBIA/FIBULA Large 16" Pad 15131 2003-01-20
SPLINT WO/Foot
POSTERIOR Small 20"UnPad | Class l/rule1
PLASTALUME® | FORTERIOR | ormall 15210 2003-01-20
POSTERIOR Small 20" Pad | Class lrule
PLASTALUME® | FOSTERIOR | Smal - 15211 2003-01-20
POSTERIOR Small 20" UnPad | Class l/rulet
PLASTALUME® | POSTERIOR - [Smat 20 15310 2003-01-20
POSTERIOR Small 20"Pad | Class lirulef
PLASTALUME® | FO0 R eornT | oot 20 15311 2003-01-20
POSTERIOR Medium 25" UnPad | Ctass l/rule1
PLASTALUME® | PORTERIOR | Jedium 15220 2003-01-20
POSTERIOR Medium 25" Pad Class l/rule1
PLASTALUME® | FORTEROR (1 | ediur 15221 2003-01-20
POSTERIOR Medium 25" UnPad | Class l/rule1
PLASTALUME® | FOSTERIOR | | Medium & 15320 2003-01-20
POSTERIOR Medium 25" Pad Class l/rule1
PLASTALUME® | FOSTEROR | | edium 15321 2003-01-20
POSTERIOR Large 31" UnPad | Class lrule
PLAsTALUME® | FOSTERIOR [ Varge 15230 2003-01-20
POSTERIOR Large 31" Pad Class l/rule1
PLASTALUME® | FOSTERIOR [ arge - 15231 2003-01-20
POSTERIOR Large 31" UnPad | Class lrule1
PLASTALUME® | FORTERIOR - | e 31 15330 2003-01-20
POSTERIOR Large 31" Pad Class l/rulet
PLASTALUME® | FOSTERIOR | Large 31 15331 2003-01-20
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PLASTALUME® | COLLES SPLINT _ | Small Right UnPad | Class l/rule1 12010 2003-01-20
PLASTALUME® | COLLES SPLINT _| Small Right Pad | Class l/rulel 12011 2003-01-20
PLASTALUME® | COLLES SPLINT | Small Left UnPad | Class I/rule] 12012 2003-01-20
PLASTALUME® COLLES SPLINT Small Left Pad Class l/rule1 12013 2003-01-20
PLASTALUME® | COLLES SPLINT mg:’:‘ Right [Fassiiist 12020 2003-01-20
PLASTALUME® | COLLES SPLINT _| Medium Right Pad | Class l/rule 12021 2003-01-20
PLASTALUME® | COLLES SPLINT B"ﬁg:‘é“ Eet Class lirule1 12022 2003-01-20
PLASTALUME® COLLES SPLINT Medium Left Pad | Class l/rule1 12023 2003-01-20
PLASTALUME® | COLLES SPLINT _| Large Right UnPad | Class Iirulel 12030 2003-01-20
PLASTALUME® | COLLES SPLINT | Large RightPad | Class lirulel 12031 2003-01-20
PLASTALUME® | COLLES SPLINT | Large Left UnPad | Class /rule 12032 2003-01-20
PLASTALUME® COLLES SPLINT Large Left Pad Class l/irule1 12033 2003-01-20
PLASTALUME® | MASONALLEN | Smail UnPad Class lirule 12710 2003-01-20
HAND SPLINT
PLASTALUME® | MASONALLEN | Small Pad Class lrdled 12711 2003-01-20
HAND SPLINT
MASON ALLEN Class l/rulet
PLASTALUME® | MASON ALLET Large UnPad 12730 2003-01-20
MASON ALLEN Class l/rule1
PLASTALUME® | MASONZLLE! Large Pad 12731 2003-01-20
PLASTALUME® | gE TRCARPAL | smai Right pag | C1ass Vrulet 12411 2003-01-20
PLASTALUME® "S"F'fmgARPA'— Small Left Pag | Class Vrulel 12413 2003-01-20
PLASTALUME® | §ETRCARPAL | Medium Right pag | Class Vrulet 12421 2003-01-20
PLASTALUME® "S",EI_TI‘;}‘?ARPAL Medium Left Pad | C'ass lrulet 12423 2003-01-20
PLASTALUME® | fE TACARPAL | arge Rightpag | Class irulet 12431 2003-01-20
PLASTALUME® | METRCARPAL 1 5o toft pag | Class irulet 12433 2003-01-20
PALM Class lfrule1
PLASTALUME® |METACARPAL | Small Right Pad 12511 2003-01-20
SPLINT
PALM Class l/rule1
PLASTALUME® | METACARPAL | Small Left Pad 12513 2003-01-20
SPLINT
PALM Class l/rule1
PLASTALUME® |METACARPAL | Medium Right Pad 12521 2003-01-20
SPLINT
PALM Class Uruled
PLASTALUME® |METACARPAL  |Medium Left Pad 12523 2003-01-20
SPLINT
PALM Class l/rule1
PLASTALUME® |METACARPAL | Large Right Pad 12531 2003-01-20
SPLINT
PALM Class l/rule1
PLASTALUME® | METACARPAL | Large Left Pad 12533 2003-01-20
SPLINT
PLASTALUME® | SPEEDHAND | smay Right pag | Class lirulet 12911 2003-01-20
PLASTALUME® | SPERDFAND  fsmai et pag | Class tirulet 12013 2003-01-20
PLASTALUME® | SPEEDHAND | pegium Right pag | C1ass liruled 12921 2003-01-20
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PLASTALUME® ggﬁfﬁ HAND Medium Left Pad | C'ass lrule1 12923 2003-01-20
PLASTALUME® ggfl'fﬁ FIAINE Large RightPad | Cass lrulel 12931 2003-01-20
PLASTALUME® ggfﬁ% FIAKE Large Left Pag | Ctass lirulet 12933 2003-01-20
PLASTALUME® | UTILITY SPLINTS fJn’l‘,;f,’ (257mm) | Class lule1 12650 2003-01-20
PLASTALUME® | UTILITY SPLINTS g;’é 10" (257mm) | Class Vrule1 12651 2003-01-20
PLASTALUME® | UTILITY SPLINTS | X 12" (308mm) | Class lrulet 12660 2003-01-20
PLASTALUME® | UTILITY SPLINTS l"; - 127(306mm) | Class l/rule1 12661 2003-01-20
PLASTALUME® LEWIN STERN Universal finger Class l/rule1 11301 2003-01-20
PLASTALUME® | SURNHAM Thumb right Class lirule1 11201 2003-01-20
PLASTALUME® ggﬁﬁ?AM Thumb left Class |/rule1 11211 2003-01-20
PLASTALUME® 2,';’5:?""" Universal finger | C1ass lfrule1 11221 2003-01-20
PLASTALUME® | DIGlwrap™ Size 1 Class liraled 10321 2005-01-21
PLASTALUME® | DIGlwrap™ Size 2 Class lirulef 10322 2005-01-21
PLASTALUME® | DIGIwrap™ Size 3 Class I/ruled 10323 2005-01-21
PLASTALUME® | DIGIwrap™ Size 4 Class /rule1 10324 2005-01-21
PLASTALUME® DIGIlwrap™ Size 5 Class l/rule1 10325 2005-01-21
PLASTALUME® DIGIwrap™ Size 6 Class l/rule1 10326 2005-01-21
PLASTALUME® | DIGlwrap™ Multi Pack Class l/rule 10327 2005-01-21
PLASTALUME® DiGlwrap™ TOO Size 1 Class l/rule1 10331 2005-01-21
PLASTALUME® DIGlwrap™ TOO Size 2 Class l/rule1 10332 2005-01-21
PLASTALUME® DIGlwrap™ TOO Size 3 Class l/rule1 10333 2005-01-21
PLASTALUME® | DIGIwrap™ TOO | Size 4 Class lrule 10334 2005-01-21
PLASTALUME® | DIGIwrap™ TOO | Size 5 Class lirule 10335 2005-01-21
PLASTALUME® | DIGIwrap™ TOO | Size 6 Class l/rule1 10336 2005-01-21
PLASTALUME® DIGlwrap™ TOO Multi Pack Class l/rule1 10337 2005-01-21
Group:
3 INSERTS
SHOE
Soft Stride™ BoP-S Bone Spur | smal Class l/rule1 71301 2005-01-21
Soft Stride™ Ef:'M Bone Spur | p1o dium ElaSsI s 71302 2005-01-21
Soft Stride™ BSP-LBone Spur | | arge Class lirule? 71303 2005-01-21
. DBSP-S Bone Spur Class l/rule1
Soft Stride™ Bl D nermar Small 71306 2005-01-21
DBSP-M Bone Class l/rule1
Soft Stride™ Spur Pad Medium 71307 2005-01-21
Dispenser
. DBSP-L Bone Spur Class l/rulet
Soft Stride™ Pad Dispenser Large 71308 2005-01-21
. EHC-S Extended Class I/rule1
Soft Stride™ Ay dEn Small 71311 2005-01-21
. EHC-M Extended . Class l/rule1
Soft Stride™ gl Medium 71312 2005-01-21
. EHC-L Extended Class lrule1
Soft Stride™ it Large 71313 2005-01-21




=

Brownmed

improving life |s our passion

Declaration of Conformity

Doc. ref.: DoC2016 vs. 00

Page: 14 of 17

Risk class /

First date of

Device name rule’ CE-
Compliance
DEHC-S Extended Class I/rule1
Soft Stride™ Heel Cushion Small 71316 2005-01-21
Dispenser
DEHC-M Extended Class l/rule1
Soft Stride™ Heel Cushion Medium 71317 2005-01-21
Dispenser
DEHC-L Extended Class l/rule1
Soft Stride™ Heel Cushion Large 71318 2005-01-21
Dispenser
. DHE-U Hand Universal — Class l/rule1
Soft Stride™ Exerciser 12/dispenser 71338 2005-01-21
Soft Stride™ HW-S Heel Wedge | Small Class |/rule1 71341 2005-01-21
Soft Stride™ HW-M Heel Wedge | Medium Class l/rule1 71342 2005-01-21
Soft Stride™ HW-L Heel Wedge | Large Class l/rule1 71343 2005-01-21
. LAP-S Longitudinal Class l/rule1
Soft Stride™ Arch Support Plain Small 71351 2005-01-21
. LAP-M Longitudinal - Class l/rule1
™ - =,
Soft Stride Arch Support Plain Medium 71352 2005-01-21
. LAP-L Longitudinal Class l/rulet
™ - =
Soft Stride Arch Support Plain Large 71353 2005-01-21
. LAV-S Longitudinal Class l/rule1
Soft Stride™ Arch Support T/C Small 71356 2005-01-21
. LAV-M Longitudinal " Class I/rule1
Soft Stride™ Arch Support T/C Medium 71357 2005-01-21
T LAV-L Longitudinal Class l/rule1 A1
Soft Stride Arch Support T/C Large 71358 2005-01-21
Soft Stride™ MPP-S Metatarsal | gl ClassliiS] 71361 2005-01-21
Pad Plain
Soft Stride™ By petatarsal | pedium Class lfrulet 71362 2005-01-21
. MPP-L Metatarsal Class l/rule1
Soft Stride™ Pad Plain Large 71363 2005-01-21
Soft Stride™ s etatarsal | gl Class IS 71366 2005-01-21
Soft Stride™ eV i Metatarsal | yfedium Class lirule1 71367 2005-01-21
Soft Stride™ P rotetatarsal || arge Class Ui 71368 2005-01-21
Soft Stride™ SA-S MultiPad Small Class l/rule1 71371 2005-01-21
Soft Stride™ SA-M MultiPad Medium Class l/rule1 71372 2005-01-21
Soft Stride™ SA-L MultiPad Large Class l/rule1 71373 2005-01-21
. DSA-S MultiPad Small - Class I/rule1
Soft Stride™ Dispenser 12/dispenser 71376 2005-01-21
. DSA-M MultiPad Medium - Class i/rule1
Soft Stride™ Dispenser 12/dispenser. 71377 2005-01-21
. DSA-L MultiPad Large — Class l/rule1
Soft Stride™ Dispenser 12/dispenser 71378 2005-01-21
. PW-S Posting Class l/rule1
™ = =
Soft Stride Wedge 6/pkg Smail 71381 2005-01-21
. RDVS-1/4 Sheet " Class l/rule1
Soft Stride™ Diamond T/C 1/4 71406 2005-01-21
Soft Stride™ priS Tenderfoot | gma Class lirule1 71411 2005-01-21
Soft Stride™ e oM Tenderfoot. | peqiym Class linutet 71412 2005-01-21
Soft Stride™ prbL Tenderfoot | arge Class l/rulet 71413 2005-01-21
Soft Stride™ T A Thin Insole | iz o Class l/rulet 71421 2005-01-21
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Soft Stride™ Y8 Thininsole | sie g Class l/rule1 71422 2005-01-21
Soft Stride™ YaCThininsole | gize ¢ Elassiliniei 71423 2005-01-21
Soft Stride™ YLD ThinInsole | size p s s 71424 2005-01-21
Soft Stride™ %E'E Thin Insole | ;0 £ Class l/rule1 71425 2005-01-21
Soft Stride™ UL-A Underliner Size A Class l/rulet 71430 2005-01-21
Soft Stride™ UL-B Underiiner Size B Class l/rule1 71431 2005-01-21
Soft Stride™ UL-C Underliner Size C Class l/rule1 71432 2005-01-21
Soft Stride™ UL-D Underliner Size D Class |/rule1 71433 2005-01-21
Soft Stride™ UL-E Underliner Size E Class I/rule1 71434 2005-01-21
Soft Stride™ UL-F Underiner Size F Class l/rule1 71435 2005-01-21
Soft Stride™ UL-G Underiner Size G Class l/rule1 71436 2005-01-21
Soft Stride™ UL-H Underiner Size H Class l/rule1 71437 2005-01-21
Soft Stride™ UL-I Underliner Size | Class l/rule1 71438 2005-01-21
Soft Stride™ UL-J Underliner Size J Class l/rule1 71439 2005-01-21
. INBSP-S Bone Class l/rule1
Soft Stride™ Spur Heel Pad IN Small 71501 2005-01-21
. INBSP-M Bone I Class Ifrulet
Soft Stride™ Spur Heel Pad IN Medium 71502 2005-01-21
. INBSP-L Bone Class l/rule1
Soft Stride™ Spur Heel Pad IN Large 71503 2005-01-21
- INHW-M Heel . Class Ifrule1 -
Soft Stride Wedge IN Medium 71542 2005-01-21
. INHW-L Heel Class l/rule1
™ - -
Soft Stride Wedge IN Large 71543 2005-01-21
Soft Stride™ ::'T,':‘gr‘: /8 Sheet | 4 /g Glass liricd 71594 2005-01-21
Soft Stride™ /16 Sheet | /46» (CIBsh L) 71505 2005-01-21
. INPWC-1/10 Sheet N Class l/rulet
Soft Stride™ IN Plain T/C 110 71601 2005-01-21
. INPWC-1/4 Sheet .. Class l/rule1
Soft Stride™ IN Plain T/C 1/ 71603 2005-01-21
. INPWC-1/8 Sheet " Class l/rule1
Soft Stride™ IN Plain T/C 1/8 71604 2005-01-21
. INPWC-3/16 Sheet .. Class I/rule1
Soft Stride™ IN Plain T/C 3/16' 71605 2005-01-21
. INDWC-1/8 Sheet - Class l/rule1
Soft Stride™ IN Diamond T/C 1/8 71607 2005-01-21
. INDWC-3/16 Sheet " Class l/rule1
Soft Stride™ IN Diamond T/C 3/16 71608 2005-01-21
. OABSP-S Bone Class I/rulet
™ -f .
Soft Stride Spur Pad OA Small 71701 2005-01-21
. OABSP-M Bone . Class l|/rule1
™ - -
Soft Stride Spur Pad OA Medium 71702 2005-01-21
. OABSP-L Bone Class I/rule1
™ | -
Soft Stride Spur Pad OA Large 71703 2005-01-21
. OAHSP-S Bone Class l/rule1
™ - -
Soft Stride Spur Heel Pad OA Small 71706 2005-01-21
. OAHSP-M Bone . Class l/rule1
Soft Stride™ Spur Heel Pad OA Medium 71707 2005-01-21
N OAHSP-L Bone Class t/rule1
Soft Stride™ Spur Heel Pad OA Large 71708 2005-01-21
. PQBSP-S Bone Class l/rule1
Soft Stride™ Spur Heel Pad PQ Small 71801 2005-01-21
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Soft Stride™ ggﬁsi_l':'gf F?:;ﬁ,o Medium Class l/rule1 71802 2005-01-21
Soft Stride™ ggﬁs‘_":; EZTPQ Large Class lrulet 71803 2005-01-21
PQEHC-1/4-S Class l/rule1
Soft Stride™ Extended Heel Small 71811 2005-01-21
Cushion PQ 1/4"
PQEHC-1/4-M Class i/rule1
Soft Stride™ Extended Heel Medium 71812 2005-01-21
Cushion PQ 1/4"
PQEHC-1/4-L Class l/rule1
Soft Stride™ Extended Heel Large 71813 2005-01-21
Cushion PQ 1/4"
Soft Stride™ \F,’V%';ZZ'ﬁgee' Small Class lrule1 71841 2005-01-21
Soft Stride™ SV%';;’Z"‘P"QH“' Medium Class l/rule1 71842 2005-01-21
Soft Stride™ CV%';;’Z"’;S“' Large Class lirule1 71843 2005-01-21
Soft Stride™ gng-B Thin Insole | ;0 g Class Urule 71852 2005-01-21
Soft Stride™ ﬁgT"C Thin Insole | o, ¢ Elass lirdieil 71853 2005-01-21
Soft Stride™ PQriDThininsole | size o Class, lrulel 71854 2005-01-21
Soft Stride™ ggﬁ%’:f:g"e Small Class lirule1 71901 2005-01-21
Soft Stride™ gslﬁsp';MB%’“e Medium Class lirule1 71902 2005-01-21
Soft Stride™ ggﬁ%”a‘g gg"e Large Class lirule1 71903 2005-01-21
BGEHC-S Class l/rule1
Soft Stride™ Extended Heel Small 71911 2005-01-21
Cushion BG
BGEHC-M Class l/rule1
Soft Stride™ Extended Heel Medium 71912 2005-01-21
Cushion BG
BGEHC-L Class I/rule1
Soft Stride™ Extended Heel Large 71913 2005-01-21
Cushion BG
Soft Stride™ %%;’s‘;’:’a'ggee' Small Ctass lirule1 71941 2005-01-21
Soft Stride™ evc::'g"(‘;'g"e"'ee' Medium Class l/rule1 71942 2005-01-21
Soft Stride™ \?VCZZ'QVZ'ES“' Large Class l/rule1 71943 2005-01-21
BGLAP-S Class l/rule1
Soft Stride™ Longitudinal Arch | Small 71951 2005-01-21
Support BG Plain
BGLAP-M Class l/rule1
Soft Stride™ Longitudinal Arch | Medium 71952 2005-01-21
Support BG Plain
BGLAP-L Class l/rule1
Soft Stride™ Longitudinal Arch Large 71953 2005-01-21
Support BG Plain
BGLAV-S Class lirule
Soft Stride™ Longitudinal Arch | Small 71956 2005-01-21
Support BG T/C
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Risk class / First date of

. 1
Device name rule CE-
Compliance

BGLAV-M Class l/rule1
Soft Stride™ Longitudinal Arch Medium 71957 2005-01-21
Support BG T/C
BGLAV-L Class l/rule1
Soft Stride™ Longitudinal Arch | Large 71958 2005-01-21
Support BG T/C
BGMPP-S Class lrule1
Soft Stride™ Metatarsal Pad BG | Small 71961 2005-01-21
Plain
BGMPP-M Class l/rule1
Soft Stride™ Metatarsal Pad BG | Medium 71962 2005-01-21
Plain
BGMPP-L Class l/rule1
Soft Stride™ Metatarsal Pad BG | Large 71963 2005-01-21
Plain
BGMPV-M Class l/rule1
Soft Stride™ Metatarsal Pad BG | Medium 71967 2005-01-21
T
Soft Stride™ S Pad BG | SMal S2a=s o] 72011 2005-01-21
Soft Stride™ .‘?gLFeff;"gt Pag BG | Medium Class l/niet 72012 2005-01-21
Soft Stride™ ?S{L';Fr’f;"ot pad BG | L2r9e Class l/rule1 72013 2005-01-21
Soft Stride™ ﬁ?gfgggm'é‘ Size A LT 72021 2005-01-21
Soft Stride™ ﬁ}fgf:g%mg‘ Size B CiaSS e 72022 2005-01-21
Soft Stride™ ESM:IB%TT%I Size C Class lrule 72023 2005-01-21
Soft Stride™ ﬁg;f:g% TT’/‘E':‘ Size D Class l/rule1 72024 2005-01-21
Soft Stride™ ﬁl‘;’gfggéTT'}g Size E CisSaimie 72025 2005-01-21
Soft Stride™ ggUL'A Underiner | 00 A Ciass)iie) 72030 2005-01-21
Soft Stride™ ggUL'B Underliner | o;,0 g Class lrule1 72031 2005-01-21
Soft Stride™ ggUL-C Underliner | o;70 ¢ Class l/rule 72032 2005-01-21
Soft Stride™ ggUL'D Underliner | o0 b Class lfrule1 72033 2005-01-21
Group: NEUROPAT SYSTEM
FOOT HY
Intellinetix® | Step Sensor [ Universal | Class l/rule1 | 07105 | 2013-12-04




