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Z, DECLARATION OF CONFORMITY S
Vot RS2
% According to REGULATION (EU) 2017/745. ::?;
):3:’5 Manufacturer: Whose Authorized Representative: g
5:{:(. Company name: Klarity Medical & Equipment Name: Lotus NL B.V. ;}:
>:}:§ (GZ) Co., Ltd. Address: Koningin Julianaplein 10,1e .{%
g;:{(a Address: No. 14, 3rd Street Shawan, GETDD, Verd, 2595AA, The Hague, Netherlands. &3
\,\:\‘;? Guangzhou E-mail: peter@lotusnl.com ,{},
’?’% Tel: + 86 20 8222 6380 SRN: NL-AR-000000121 ‘.?\
:é:\; E-mail: info@klarity-medical.com :}4
?,,4 SRN: CN-MF-000002229 @
@ We, the manufacturer, herewith declare that the device covered by the present EU declaration is in =3

)
.fn

conformity with the (EU) MDR 2017/745.

Product Name Orthotic splint

Model see attachment

Orthotic splint is for fabrication of custom-molded splints, orthoses

RN RN RN

o N NI NN

Tivend vk and adaptive equipment. z

S

EMDN code LO9 Basic UDI-DI 692082412026CL ’/};’I

:{‘g Classification and Il Conformity Article 19, Annex II and ,‘:;—EE;
,:f} rule : Assessment Route Annex 111 ;;:{/(
§ Applicable Standards and CS: ,,{‘.’
% ENISO 13485:2016 ISO 14971:2019 EN 62366-1:2015 é}
R ISO 10993-1:2018 EN 1041:2008 EN 15223-1:2016 535
t‘\\-:‘i {/é
S | We, the manufacturer, herewith declare with sole responsibility that our product/s mentioned above | &2
f{/, meet/s the provisions of the REGULATION (EU) 2017/745. We agree to develop, implement and &?
5 (75
,§§ maintain a documented post-production monitoring process. | 4{;,
N ' 33
';\??35 Signed: Jr%%,/< Name of authorized signatory: Guohuang Zhou f’(
&) | Date: June 28, 2024 Position held in the company: Management Representativer 2
=33 ;:QI
E::’-)’ Place: Guangdong , China Klarity Medical & Equipment (GZ) Co., Ltd. §f§:
."\:* 7z
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@'\ Attachment %
7z Serial number Model Serial number Model B
%, NS
S 1 CB-2400A 41 CP-2401A %
‘.‘:: ::’.
% 5 CB-2400AK 42 CP-2401B QD
Ko</ 2
S 3 CB-2400B 43 CP-3200 Eo;/
33 =z
% 4 CB-2401A 44 CP-3200A S
R 5 CB-2401B 45 CP-3200K 335
\\\‘o: :{l//(
33 6 CB-3200 46 CP-3201 £
Z, ' S
L 7 CB-3200A 47 CP-3201A =
55 8 CB-3200K 48 CPB-2400A =
%, . D
;;iif( 9 CB-3201 49 CPB-2400AK ;;?::;
r\ ,‘4
;}}:5 10 CB-3201A 50 CPB-2401A %
S £
%, T CB-3205A 51 CPB-3200 | S
e ,’-:
;\",? 12 CB-3219A 52 CPB-3200A ‘?/(
%, 13 CBL-3200 53 CPB-3200K S
s ; (75
S 14 CBL-3200A 54 CPB3201 7z,
>’*" e
%z, 15 CBL-3200B 55 CPB-3201A S
S 16 CBL-3200K 56 EZ-2400A Z,
S RS2
Z, 17 CBL-3201 57 EZ-2400AK S
S 18 CBL-3201A 58 EZ-2401A zZ:
Sous %,
7z 19 CBL-3201B 59 EZ-3200 D
% e
S 20 CBR-3200 60 EZ-3200A 'r};/
\y2dd e,
% 21 CBR-3200A 61 EZ-3200K S
R 2%
S 29 CBR-3200B 62 EZ-3201 »‘g,;/
};; 23 CBR-3200K 63 EZ-3201A \i\“
K<) e
5 24 CBR-3201 64 EZS-3200 3
XN (7
= Z
3 25 CBR-3201A 65 E7S-3200A ;;(
i 26 CBR-3201B 66 E7S-3200K 5
) K
,}/:5; 27 CBW-2400A 67 EZS-3201 i;(
Z 28 CBW-2400B 68 EZS-3201A | S
}}:; 29 CBW-2401A 69 KBS-3200 ‘f(
’f{ 30 CBW-2401B 70 KBS-3200A ;\"?
KN s
= 31 CBW-3200 71 KBS-3200K %
Z [
) 32 CBW-3200A 72 KBS-3201 =
SR : 533
S 33 CBW-3200B % KBS-3201A z,
(753 BN
Zz, 34 CBW-3200K 74 P-3200AT S
S 35 CBW-3201 75 KBS-3202 Z,
Z 36 CBW-3201A 76 KBS-3202A D
=% S
S 37 CBW-3201B 77 KBS-3205 Z
’/}}4 38 CP-2400A 78 KBS-3205A @
S 39 CP-2400AK 79 KS-2400A %
&5 IS/
(3 B = =N
% 40 CP-2400B 80 KS-2401A S
B s

s,
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gﬁ Serial number Model Serial number Model 2’
»’% 81 KS-2419 121 P1-2436A 33\‘
S 82 KS-2419A 122 P1-3200 Z
s 83 KS-3200 123 P1-3200A S
3 84 KS-3200A 124 P1-3200AT ;
55 85 KS-3200B 125 P1-3201 =
23 86 KS-3200K 126 P1-3201A =i
>
333 87 KS-3201 127 P1-3201AT 3
& 88 KS-3201A 128 P1-3205 3%
5 89 KS-3201B 129 P1-3205A =
Z S
£ 90 KS-3201D 130 P1-3219 =
S %
S 91 KS-3205 131 P1-3219A 2
o k
;::g 92 KS-3205A 132 P1-3242 =
RS (>
= 93 KS-3219 133 P1-3242A Z
’ " >,
Z, 94 KS-3219A 134 P1-4000A =
o2 33
R 95 KSP-3200 135 P1-4001A %z
(733 AN
Z, 96 KSP-3200A 136 P-1600 S
e 2323
3 97 KSP-3200AK 137 P-1600A z,
Z, 98 KSP-3200K 138 P-1600B S
S 99 KSP-3201 139 P-1600BK %,
Z, 100 KSP-3201A 140 P-1600K S
S 101 KSP-3205 141 P-1611 Z
% 102 KSR-3219 142 P-1611A D
Ko</ N>
D KSR- -1611B 3
S 103 SR-3219A 143 P-IG1] Z
% 104 P1-1600 144 P-1612 R
S 105 P1-1600A 145 P-1612A =5
\\o‘: [ :’../J
23 106 P1-1611 146 P-1622 22
24 107 PI-1611A 147 P-1636 pa
B2 108 P1-1612 148 P-1636A B
2 109 PI-1612A 149 P-1636AC =
S | Z
S 110 P1-1636 150 P-2000 FZ
. -
Z, 111 P1-1636A 151 P-2000A =
?;\\\ 7 %
3 112 P1-2000 152 P-2000K %
([ R
f{/.\f 113 P1-2000A 153 P-2001 §-.‘
K2 (5%
S 114 P1-2400 154 P-2001A %z
(75 5
2z, 15 P1-2400A 155 P-2001K D
oo (S
D 16 P1-2411A 156 P-2011A %
Z, 117 P1-2412 157 P-2012 S
S 118 P1-2412A 158 P-2012A Z
%, 119 P1-2415A 159 P-2015A S
\é}‘ 120 P1-2436 160 P-2019 5:?
e RSN
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\'\\?} Serial number Model Serial number Model "?f,;
Z, 161 P-2019A 201 P2-3242 S
§ 162 P-2022 202 P2-3242A %
?;/: 163 P-2036 203 P-2400 Sés
2 164 P2-1600 204 P2-4000 55
% 165 P2-1600A 205 P2-4000A R
R ess:
R 166 P2-1611 206 P2-4001 %
=3 167 P2-1611A 207 P-2400-343 254
3K 168 P2-1612 208 P-2400A 335
pass 169 P2-1612A 209 P-2400AK psK
i ] D
K3 /J \\ *
Z 170 P2-1636 210 P-2400B Saos
;;::5,- 171 P2-1636A 211 P-2400K 5

O b \
Z 172 P2-2000 212 P-2400T =
e >
S 173 P2-2000A 213 P-2400T2 Z
, o :.o\
Z, 174 P2-2000K 214 P-2400TK =
oaN ? >3
R 175 P2-2001A 215 P-2401 Z,
(7S B2y
'?{,, 176 P2-2005A 216 P-2401A S
S 177 P2-2011 217 P-2405 %z,
Z, 178 P2-2011A 218 P-2405A S
S 179 P2-2012A 219 P-2411 2
’e‘,; 180 P2-2019 220 P-2411A S
E::‘\ % ¥ ”::_:
S 181 P2-2019A a2 P-2412 Z
% 182 P2-2400 222 P-2412A D
Z 3 0A 2 >
S 183 P2-240 223 P-2415 %
2 184 P2-2401A 224 P-2415A S
S 185 P2-2405A 225 P-2415B %
% 186 P2-2411A 226 P-2422 &
334 187 P2-2412 227 P-2436 3R
23 188 P2-2412A 228 P-2436-343 B
Z, 2
5L 189 P2-2415A 229 P-2436A | e
S ' Z,
S 190 P2-2436 230 P-2436AT %

.l 'O\
Z, 191 P2-2436A 231 P-2436B =
=3 192 P2-3200 232 P-2436T Z
(5 -
'.‘:'/( 193 P2-3200A 233 P-2436T2 S
KR 7z
S 194 P2-3200AT 234 P-2436T3 Z
(>SS RSCS)
Z 195 P2-3201 235 P-3200 S
S 196 P2-3201A 236 P-3200A Z
% 197 P2-3201AT 237 P-3200B $§
S 198 P2-3205 238 P-3200K Z,
Z, 199 P2-3205A 239 P-3200T S
2 35
S 200 P2-3219A 240 P-3200T3 Z
,’o:: ::‘.\
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:,f?' ; Model Serial number Model E:'
-\\.;? Serial number 5] PB1-1612A \\"';
33 241 P-3200TK A %
%z, P-3201 282 LEES 2
2 242 : S

\‘??:? P-3201A 283 PB-1600 §£
’4’}, 243 o PB-1600A %
334 244 P-3201AT T 3
S 245 P-3201B 285 Ll =
3 PB-1611A Z
%’( 246 P-3201T 286 SRt 53
S 247 P-3205 iy o >
% 248 P-3205A 288 PB-1 ;Sioo ?"/
1338 i D
S 249 P-3205S 289 ‘ =
s 290 PB-2400A 253
Z 250 P-3219 %
S 0] PB-2400K R
S 251 P-3219A S R
oo 5 (333
Z, 252 P-3219B 292 Z,
% 293 PB-2412A 355
S 253 e, PB-2415 >
Z 08 i . PB-3200 Z,
:E:‘\ - 295 ! S
S 255 Peaal o PB-3200A =
% 25 e PB-3200K Z,
55 P-3242T Gl - D
B 257 ; 01 S
= P-3242T3 298 PB-32 =3
% 258 g e S5 PB-3201A Z
B Pz RIZN
S o 300 PB-3205 S
S 260 P-4000A s
Z, P-4000K 301 PB-3205A Z,
o3 F - RS
S 2 P-4001 302 PB-3219 S
Z, s P-4001A 303 e %
) B =3
oS 263 R
S P-4001K 304 ki) S
> 264 305 PC1-3219A Z,
R 265 - PC-1600 R
S 266 P-4005A 306 C- S
(3 = PC-1600A 7z
Z, - P-4005K 307 . Z
) 055 308 PC-1600K S
3 268 P-40 3
S5 =03 PC-1611 5
Zz, 69 P-4005SK Z,
% 2 310 PC-1611A D
S 270 P5-1600 e =
ool = (75N
%, 271 P5-1600A =H PC-1612A Z
-:.. 0 .:..\
R P5-2412 312 D
>§§: 272 S 313 PC22412A ;
’o.: pS_ ./.
f{( 273 e 314 PC2-3201A \:\
S 274 S 315 PC-2400 S
% 275 P5- e PC-2400A Z,
D 276 P5-4000 _ S
S P5-4000A 317 e %
% 277 PC-2412 Z,
RS3K 3 P5-4001A 318 B
R 27 £ PC-2412A o
e P6-3200 319 %
% 279 320 PC-2415 Z,
:E:-( 280 P6-4000 :::;\‘
):; N U S S S S S S
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Z Serial number Plads ""0
D : Model PS-1600BK 5,
2 Serial number 361 R
2 | PC-2415A - PS-1600K S
é 322 PC-3200 = PS-1611 z,
253 ::"\
2 4 %
Q’\\\ o PC-3200K = PS-1611B 3::{?
3 3201 -1612 N
%z, 325 2 366 ) S5
={< PC-3201A = PS-1612A >
2 326 367 K
>3 e PC-3205 o PS-1636 D
% 13205A S-1636A >3
5 PC P )
= 328 369 Z
\ozc: PC-—32 ] 9 PS-QOOO -"\\\
Z, 329 370 D3
& 330 PC-3219A = PS-2000A ',,}/
e e
‘;\S?:E PRB-3200 3 PS-2000B :1(\:
Z: 331 = 372 : =
f::-’( 332 PRB-3200A ) PS-2000K %3
S PRB-3200K i PS2011 5
Z: 333 374 = =
L 9, PRB-3201 = PS-2011 =
) - PRB-3201A PS-2012 é
Z; J; PRB-3205 376 PS2012A ;i‘
RS 3 77 )
s\‘ PRB-3205A W PS-2015 ;:E?(
33 337 378 S
S - - PRR-3200 : 70 PS-2015B "/:
\o::: 31 38 :..\
””4 n:o s 181 PS-2022 )x:
E::Q\* x PRR-3200I PS-2022A .’{'{4
@»};ﬁ 341 382 R
/'4.2 0 PRR-3201 7 PS2-1600A =
K25 (<
\g\( 7 PRR-3201A = PS2-1600B ’{9(
33 PRR-3205 a PS2-1611A D
-,"o’(.g. 344 385 >\-:§:
Q) 345 el o PS2-1611B Z
;\}:5.5 G PRY-3200 - : PS2-1612 S
55:,{{ ;47 PRY-3200A 3:8 PS2-1612A | %
= R3S
‘;?:5: e PRY-3200K s - PS2-2000A D
3 e
?% : 19 PRY-3201 320 PS2-2011A ',,-/
RS 3 : ::.OJ
)‘?? o PRY-3201A - : PS2-2022 S
%:" " PRY-3205A 2 PS2-2022A )&2
S ;22 PSI-1611A 3g§ PS2-2400 ié
”o:: 3 \,‘:
"‘%{ = PS1-2011A — PS2-2400A 3
&? = PS1-2415A = PS2-2400B {g
’{é ;’55 PS1-3201A 396 PS2-2412 ;:
N PS1-3205A 2 PS2-2412A ;'::‘?\
s 356 397 D
Z. PS1-3219A PS2-2415A R
5 357 398 Z;
D PS-1600 PS2-2415B %,
= 358 399 D
7z PS-1600A PS2-3200 S
=, 359 400 5
B PS-1600B %,
\Q_;; 360 ::\:é‘
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Serial number Model Serial number Model %
401 PS2-3200A 441 PV-1612A §
402 PS2-3200AT 442 PV-2400 %
403 PS2-3200B 443 PV-2400A S
404 PS2-3201 444 PV-2400K %
405 PS2-3201A 445 PV-2412 S
406 PS2-3205 446 PV-2412A %
% 407 PS2-3205A 447 PV-2415 S
g{ 408 PS2-3219 448 PV-3200 ,%
‘,'j}: 409 PS2-3219A 449 PV-3200A =
g 410 PS2-3219B 450 PV-3200K S
S;.};g 411 PS-2400 451 PV-3201
%, 412 PS-2400A 452 PV-3201A
§ 413 PS-2400K 453 PV-3205A
% 414 PS-2401 454 PV-3219
S 415 PS-2401A 455 PV-3219A
%z, 416 PS-2412 456 PVBG-1636A S
és 417 PS-241250 457 PVBG-1636B ’,f’:'f
Z, 418 PS-2412A 458 PVBG-2436A S
S 419 PS-2415 459 PVBG-2436B ’4’;,',;
% 420 PS-2415A 460 PVBG-3201A \.%\‘
§ 421 PS-2415A1515 461 PVBG-3201B "fz
% 422 PS-2415B 462 PVBG-3205A S
S 423 PS-3200 463 PVBG-3205B %
F,;; 424 PS-3200A 464 PVS-1636A S
é 425 PS-3200AT 465 PVS-1636B %
% 426 PS-3200B 466 PVS-2436A S
;é 427 PS-3200K 467 PVS-2436B >’4§,
%335 428 PS-3200T 468 PVS-3201A \\é
?g 429 PS-3200TK 469 PVS-3201B | ;@
;;?:;g 430 PS-3201 470 PVS-3205A =
2, 431 PS-3201A 471 PVV-4000A e
S 432 PS-3201AT 472 PVV-4001A %\
Z, 433 PS-3201T 473 SPB-2400 §§
S 434 PS-3205 474 SPB-2400A ”//<
"%/, 435 PS-3205A 475 SPB-2400K §
S 436 PS-3219 476 SPB-2419 ‘:'{,,:
Z 437 PS-3219A 477 SPB-3200 §$
S 438 PV-1600A 478 SPB-3200A ,?f
% 439 PV-1611A 479 SPB-3200K §~
é\‘ 440 PV-1612 480 SPB-3219 %/(
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>>>:§: Serial number Model ,5::(
z, eria o
=5="f< Serial number Model o= SPP-3219A i‘}:E;
L'%-.’: 481 SPC-2400 55 SPP-3219 '?4
';.‘: 5 ::0.\\
g"f 482 SPC-2400A = SPVBG-3201A ‘;\33
S\}‘ 5 SPC-2400K = SPVBG-3201 zZ,
3 KN
%, 184 SPC-3200 — SPVBG-3205A S
S 485 SPC-3200A = SPVBG.3205 Z,
% 486 ok 527 SPVBG-3219A §
S e SPVBG-2419A = SPVBG-3219 %
% F SPVBG-3200A =— PSF.2400 Q
23 - =
S Py A401-1KS e PSF-2400A %
é\\ 1 A401-3KS 5;2 PSF-2405A | ;é
Ne2e =
Z 492 A401-4KS = PSF-3200 S
Bes</ 2 -l
RS SPW-2400 PSF-3200A 5%
S 493 534 7z
;2 494 el 535 PSF-3205 gé
15 // \\c:
e SPW-2400K -3205A 3
:.o\\ 495 PSF-3 ',.'.
;‘?? 3 SPW-2401 536 PBF-2400 ?‘2
Z. 43 537 S
L 497 SPW 2kl 2 PBF-2400A =
e - (252
S SPW-2419A % F-2405 Z
5 498 539 PB B
Z 499 A401-5KS - PBF-2405A S
= o A401-6KS - 1 PBF-3200 %,
3 54 D
Z 501 SPW-3200K = PBF-3200A S
LS ..:1
S 502 A402-1KS 2 . PBF-3205 z,
333 54 B2
Z. 503 A402-2KS 544 PBF-3205A \\\\‘
‘:é? 504 SPW-3205 i PF-4000 ?.’4
?)}"} 505 SPW-3205A o PF-4000A §
35S 5 3%
S 506 SPW-3219 ”: PF-4005 Z,
=% 50 548 . 3%
S 508 PY-3200A ~ A201-KSL Z,
\‘.:E E::o"
2, 509 e = A201KSM S
R3S \¢:::
S 510 il 551 BT Z,
¥ S/
B — SPW-1619A A202-3200CPM 35
% 513 SPW-3 = A202-3200CPS S
:Q:‘} 514 SPW-3201 = A202-KBSLO ;:;
%EE: 515 SPW-3200A 556 A202-KSL, E:::(
?:( 516 SPW-3201A 557 A202-KSM ;}:35
5 5 .
= = SPP-3200 = A202.KSS %
e 5 Ko
'{"( 518 SPP-3201 = A203-KSM )\?
§}‘ 519 SPP-3200A 2 . A204-KBSMO ".’{(
Z, SPP-3201A o S
::o§ 520 ,,0.::
S Z,
%
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;\:ﬁ Serial number Model Serial number Model ”/4
2 561 A204-KSM 601 B601-KSM S
S 562 A205-KSL 602 B601-KSS Z
1323 K3s<)
5 563 A205-KSM 603 KV-B6010 S
R Nwosl
R 564 A205-KSS 604 KV-B6011 355
% 565 A206-KSL, 605 KV-B6012 S
g 566 A206-KSM 606 KV-B6013 }‘é
v ks
33 567 A206-KSS 607 C301-KSL S5
:3?4 §’;
R 568 A207-KSL 608 C301-KSM %
) K
3 569 A207-KSM 609 C301-KSS X
. [ S~
Z, 570 A207-KSS 610 C302-KSL e
S 20 0 €302 Z
= 571 A209-KBSM 611 2-KSM Z
Z 572 A209-KSL 612 C302-KSS ==
KON (25
= 573 A209-KSM 613 L203-KBSL Z
s &
% 574 A209-KSS 614 L.203-KBSM =2
BN >
R 575 A210-KSL 615 1.203-KBSS %
o 2
Z 576 A210-KSM 616 L.203-KSL S
) 577 A210-KSS 617 1.203-KSM Z
% 578 A211-KSL 618 L203-KSS S
S 579 A211-KSM 619 1.203-PS Z,
Z 580 A211-KSS 620 L204-KBSL S
S 581 A212-KBSMO 621 L204-KBSLO Z
233 o</
% 582 A212-KBSSO 622 | L204-KBSM S
1R 583 A212-KSL g L204-KBSS 53
3 2 7 RN
% 584 A212-KSM 624 1.204-KBSSO S
2 585 A212-KSS 625 L204-KSL st
>3 586 A212-PS 626 L.204-KSM B
) 3
R 587 A213-KBSMO 627 L204-KSS =
o~ :
};-35; 588 A213-KBSSO 628 L204-KSXL ;;5{5
Z 589 A213KSL 629 1.205-KBSL | ;::
- 3
S 590 A213-KSM 630 1.205-KBSM Z
. -
f’( 591 A213-KSS 631 1205-KBSS ;}“5:;
N [ .l
= 592 A214-KSL 632 1205-KSL 2,
%z D
Z, 593 A214-KSM 633 1.205-KSL3205 S
:@ : ’,,".;C
= 594 A214-KSS 634 L.205-KSM Z
%, 595 A219-KBSMO 635 1.205-KSM3205 S
.:.'. ".::
S 596 A219-KSL 636 L205-KSS %,
Z, 597 A219-KSM 637 1.205-K$83205 S
S 598 A219-KSS 638 L206-KBSL Z,
%, 599 B601F-KSM 639 1.206-KBSM S
S 600 B601-KSL 640 1.206-KBSMO Z
\ 55 55
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