$ 10 | ofiedq

‘Ap0q palilou B JO JURISA0AU aU) sadhbal uonenbay si) o] juensind afnpadold JUSWISSISSE AJULIOIUOD Y}
YDlym 1y pUB LZ0e ABWN 9T O old dn umEelp sem ANWICILDS JO UCIIBIRIoap auy) UM Ioj “Apoq palinou & Jo Juawamoal| syl sinbay
10U PIP QAN 91 luensind 2npaosd JIaWSSISSE AJILLIGILOD aU) Y21yMm 10} SIIAIP (0 ased Ul Jigeajdde jou S| Uoiypuod 1sh) 3yl .

3|Npayos payoeye asg N {aiqeadde n) apew s| ﬁo_pmcc_uzoo SiY} Yyaiym o3
£€2-12-QaN-786 L (s)aquinu ajesiusd sAnoalQ

3|NPaYos payoene sag o
basL (s1qeoidde j1) ;aquinu Apoq panoN

9|NPaYos PayJenE 995 ¢

&V LUORBWZH SLIPUSIEBIAE YA (e1qevi1qde g1) sweu Apoq payyon

901000000-dv-34 (NN S) Jafiunp uonelysibay sjbuig
¥56 62 €/ Z(0) ge+ auolyd shnejussaiday pasuoyiny
wnibjag

‘'sjossnig 00} ‘€S ‘SIUBM [BI2USD 'Pg ssaippy apijejussaiday pasuoyiny

v's sN390 aweu shnejuasaiday pasuoiiny

266.210000-4N-SN (NMS) safiunp uonessibay ajbuig

oo auApeusb@ou [lewa Jarnjoejnuely

28.8' 18V 9LG L+ auold Janyaenueiy

VSN/ LO8LL AN ‘SlIASHOIH 9AY PUBIDIA 9L SSaIppY Jamoenuey
'ou| saibojouyoajolg sudpeuss aurep Jainjoenue

a01A9s oJul Buind pue iyiew ayl uo Buoed
PONURUOD 9] O] SUCHIPUCD B} UiM JOINOBINUEBLU Jlay] Se Sh pue SaolAsp U} Jo eoueldwiod ay) e

Jo/pue (S9jedyHal
empen) (QQW) S9OIASQ [BSIPSA U0 DIT/ZH/C6 SARcaIQ [ounod J¢ (adWiy) seoleq
[ESipO 2jqeiue|dw) sARDY Ue DI F/SEC/06 SAIIRIIQ [1DUNOY Jepun panssi sajeoynias jo AuplleAsy) e

0] Joadsal yum Jejnoped
Ul ‘sadihap |eolpaws JISOUDEIR QU)A Ul pUE SODIASD |BJIPSW WBHISD JO) suoigacid |eucijisuel) sy spiefal
se ov///10Z (N3) pue cpz/210Z (N3I) sucneinbey Buipuswe 709/6Z0Z (3) uoneinfiay o} uoneal ul

uoljeiejoeq s.Joinjoeinuen

[ o e

m__Z\rDz“‘Zw@




P jo Z abeg

Apog paytjou & Jo Jusiuaaioaul aif) sainbas uoenBey syl 0 Juensind ajn
I I I I ! p300.d JUSLUSSASSE ANLIIOJUOD B
Yaiym Joj pue 1 Z0Z A2y gz o Joud dn umelp seam AJLLIOJUOD JO UOJRIRID9P DY} DM 50} ‘Apog [psiioL: & jo JuslsAeAL] ucow 4N _uw_u

Jou pip QAW o} Wensind ainpasoid LIALSSOSSE AJILLOIOD S LM 40} SIDIASP JO 9589 U $iqedydde Jou S| UOILPUGD 181 oy

4

"¥20Z ABN §Z uo pus [m pouad uoliques su 810)

-8lel) ‘$Z0z ABIN 9Z Aq Justussasse AlLLIojuoD Jo) uoneaydde ue abpoj 0] Juayul 10U Op SAA
"$20Z 1gquwsides ge

alojeq HAW |IA ¥euuy jo ydeiBesedgns puooes ‘¢ p uonosg Lim souepioode u) soeld Ul
2q [imysi (s)iuswisslfie uapum paubis pue (s)ajnjisqns Jleyysy 10 ajnNpayos pdyoeye ay)
palst (S}921A3p 23U} 10} +Z0Z ABIN 62 UBL] 101B] OU ApOQ Paunou e 0} sh Aq pe! n:w\mumE.
a8q [IM 10 SpBLI US3q sABL/SRY Judlusssese Ajuuojuos Joj HAW (1A *ouly jo ydeiB
-eledqns 1s1y ‘g UONDIS YIM SOUBPIODIE Ul Apog PALRou ayy 0} (s)uonedidde |Bwiog

O

Ajrouny Jusiedwon e Aq pejueidb usoq set\(L)/6 Uy sod
Juswainbaui e Jo (L )§G efony jod uoieboiap e yt Ajuo sjuswieye)s Bumooy e} jo 8U0 asooyo

{1sanbai
uodn papinosd aq Aew) atnpesoid Juswissesse AjWLou0D sjqedidde syl ne ALed 0] ‘NAaW
(1)26 9191y YIiM 8DUBPINIOE Ul ‘Iainpejnuew auy) padnbel sey Ajuoyiny Jgajedwio) v
10 ‘(1sanba uodn papinoid ag Aew) HAW (L)8S BIOIIY UM aouBpIoode u) ainpadold jusw
-ssasse AjLuiojuod s(qeodde ayy woy uoneBosep e pejuelf sey Auoyiny jysiedwo) v

10 {s)eninep asoyyjel pinisqns o)
papualul (8)aoinep B JO 10edsal uj Jo (s)ejeoynied palidxa eyj Ag palanod (s)dainap ayy Jo
1oadsal ul (Shualussasse Aluuojuos ay) Joj uonenBay siy o} |IA Xeuuy Jo Y eiBeiedgns
puooas ‘Cy UONDRS LM 8oUEpPIOIOE Ul (shuewseaibe usyum peubls saey Apoq paypou
al] pue am (s8)a)eoUiNeD) SANCAIIT 8yl ud pajedipul se fudxe Jo sjep jeulfup syy aiojeg

o

:£20C YoI9W 0 auojeq peadx3 O
sjusLeiels ajqeoydde asooyd

‘SPIEMISYE UMBIPUIIM U93Q JoU 8ABY pue JZ0Z ABIN 9T UO pieA
alom/sem ‘/LOZ AN G Jae panss| alamysem (s)adiaap palst syl Buuaaoa (Pajeoyila) snpaig -

a|NPayos PAYJENE aY] Ui i0 8A0Qe Pa)SY SE(S)3eDINHBD SADAIIG <

‘suonIpuod Bumolio) au} Suluing Ag Ajsweu

‘eoinias o

Bumnd pue jaxew oy} uo Bupeld panuiuos 10§ HAN SYH 4O 9£'0ZL SIOIY UYPaIS] SLONIPUCD U]
YIM 20UBIdLLOD Ul 8JE JBINJIBJNUBL JI8Y) S& OM PUE 9jnPayos PoLoee au] U (s)eaiaap pajsl ol e

~o/pue 19l eje HJIA 8Ll Jo Z'0Z1 sy Ul paanbal se AjpieA Jo UOISUSIX2 jEDa| ay) Jo} SUOIpUCO
8l {sajeoyiyad a|dpinw I ‘9NpsYIs peydepe oas 10} 2JedYIHS BAIDDNIQ PoIs sA0qe BYy) U0, e

:Ajjiqisucdses 8|0S Jno Jopun aiepep JainjosnueLl ay) se ‘oA

BZ0Z 'LE Jequisds

SANPOLS POUOSHE 9988 = pouad :o_u_m:m‘_tﬁ_._—__g papuaxa jo ajep pu3l

ajnpayos payoeje 88g .

Aw_nmo__aam

1) AupHeA 2y} JO uoISUFXS 3y} 0} Joud 3BOIHEY
¥Z0Z'S0 12 SAI}08IIQ Y3 U0 pajealpul se ajep Aidxs jeulbuQ

1

ik

m_2>0/\\2m0




¥ jo ¢ obed

g5 sURpEUSEDobUSID “ENH..@ J5E9] J2) SpEIRQ JoRIUO]
slieyy Aojejnbay pue QY JUSpISald S0IA ¥ YOO MaIpuy [GIILL ‘weN Jullg ‘ainjeubls

€20Z°L0'GL B YSM/ LOBLL AN 'SilIASNOIH “"aAy fUBlpI 9| 3)eQg @ Uonedo

‘ou| saifiojouyoalolg suAeus BweN Auedwos [ng
JJainjoejnuew ay) Jo jjeysq uo pue to) paubig
"yyeay oqnd jo uolpsioid aiy) Jo sjoadsy Jeyjo 0] Jo ‘suosiad
Jayjo Jo siesn ‘siuaned Jo Aiejes 10 yyesy o) ysu s|qeidssceun ue juasaid Jou op (S)edlAep By e
‘asodind pepuaiul pue ubisap aul U| sabueyo webgiubis ou sie BIBYL @
"Aa 10 QAW 2ul Yum Alduwiod 0} aruiuod (s)eolnap ayl e

a|npayss payoene oy} ul paysyj se (sjpmaeg <

'SIND Jueydwiod-HAaIN 2y} 10} 1BOUIIA0 paydene ey} panss se Apog pauouy O
a0eid U1 SI HAW (6)04 3(2INY Ylim 20UBRIOSE LISWD Y [0

"PZ0OZ AR 92 ueu) 1a1e| ou Ag aoeld wiind g |m HAN (6)01 2I0IUY Ylim eoUBRIOI0B U SWDY K
Juaweyers aidesydde sUO 95000
(sID) waisAe atuabeuey AYjend <«

"#Z0Z AeIN 9¢ UC pus (jim polsd uonisues} Ly
a10j019Y] ‘pz0Z Ae gz A JusLISSaSSE AILLIOU0D 10} uojed|dde ue obpo) o1 juejuiou op spy [0
‘yz0z lequisidag gz ©10jeq ¥AW A Xeuuy jo yderbesedqgns pugoss ‘g'y Uoilag
Yum aouepiogoe ul avejd ut eq jjiv/s! (s)juswasifie uayLm poufils pue sesqns JBYYSH Jo
ajnpayos payskene sy Ul palsy (S)asinep aul 1o} pZ0T AN 9 UBU) J8ie| ou Apgg paynou e o) sn
AqQ peniligns/apew ag (|IM 10 Pl Uaag SABY/SBY JUBLISSasSe AILIoJOD 1o MAW (A Xouuy
jo ydeiBeledgns Isilj ‘g ¥ UORIDS Ylim souepiedde ul Apog paijou au} o} (s)usneoydde jeutiod [
:Juatuaje)s ojgeoldde suo asooyD

‘Apoglpaunou B 10 WSLLIaA| DALl
ay) sexnbaa uonenbay siyl 0} juensind sinpsooud Juellssesse Auwloguos|ayy yowym soy pue LZog
Aejy 9z o} Joud dn ume.p sem AJILLIOJUOD JO LONEIBIOSD 3] YOIYM 10} ‘Apoq peljilou e JO JUSWaA|oALI
oy} annbai Jou pIp AN 0} Wensind ainpasoid JUBLISSaSSE AJILLLIOJUOD 8] YORIM 10} SBIIASP JO 8SED U]

SaMAIp payissejadn <«

.qmcmazmmcogm_ﬂ_anotma cogﬁhﬁ memé
-aIeu} 'vz0z AB 0Z AG awissasse AJULIoU09 10} uoliesldde ue aBipo) o} jusgullou op 8py O

R TATA
lequiardes gz aiojeq HAW ItA ¥euuy j0 ydeiBesedgns puodas 'g'y U0RISg im Souepiodoe
uy aoe(d Wl 2 [mys {shuslusaiBe usyum psubis pue (s)ainiisgns Jiayl/sl 10 $INPBUDS payoene
ay3 Ul paysy (s)aoinap 8yl i0) vZ0Z ABIA 97 UBULJ9le| ou Apoq pauiou e o} sh Al payiwgns/epetl
aq [IIM IO epeill Usaq oARY/Sel JUALLISSASSE AJULOUOD 10} HA [IA |X8uUUy Jo ydeib
-eledqns JSI§ ‘§'p UOIDBS L}IM 80UBDPIOJTE Ul Apog payliou sy} o} (s)uonesl) de (ewiio4 =

uaLweejs sjqesfdde auo ssocoyD

1$707 youeploz soye sondxs/pandxg K

INAAVINTO




GE

N"{\DYNE

W

Schedule of Devices
The above Manufacturer's Declaration is valid for the following devices:

Original expiry
N Directive date as Notified Bod -
otcsenst | (B eson | Dodfedtodyame .
(0.0, devios name, | Device name or Basic | number(s) the Directive | number that | £ MgR er\lq - Enddateof | Substitute
famify fgroup name UDI-PI (t_mder MDR to wl]ich t’hls _ Ce_rt!flcate (s) |s_suec! the was lod aglp IC‘; ltmt extend_e_d validity Device(s)
B o | application) confirmation is | prior to the Directive claned | conirac { transition ar
a0 aumber) made extension of | Certificate e period applicable)
(f applicable) the validity (if applicable) | (T applicable)
o o o (if applicable)
XLR8/XLR8+Negative -
Pressure Wound 08454050XLR8XLRE8+QK 1984-MDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
Therapy Pump ‘
UNO Negative
Pressure Wound 08494050XLREXLRB+QK 1984-MDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
Therapy System .
UNO Dressing 08494050XLR8GreenfoamX4 | 1984-MDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
UNO Canister 08494050XLRBGreenFoamX4 | 1984-MDD-21-733 27.052024 Klwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
XLRS Foam Dressing | 08494050XLR8GreenFoamX4 | 1984-MDD-21-733 27.05.2024 Klwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
XLRE Canister DBA94050XLR8GreenfoamX4 | 1984-MDD-21-733 27.05.2024 Klwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
Port Dressing 08494050XLR8Greenfoam¥4 | 1984-MDD-21-733 27.05.2024 Kiwe 1984 Kiwa Cermet 0476 December 31: 2028 | N/A
Film Dressing DB494050XLRBGreenfFoamX4 | 1984-MDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
UNO+ Negative
Pressure Wound 08494050XLREXLRE+QK 1984-MBDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
Therapy Pump
Hybrid Dressing 08494050XLR8GreenFoamX4 i 1984-MDD-21-733 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A
N CANGIER 21733 | 27.05.2024 Kiwa 1984 ' '
Y Connector 08494050XLR8GreanfoamX4 | 1984-MDD-21-733 27.05.20624 Kiwa 1984 Kiwa Cermet 0476 December 31, 2028 | N/A T
I’:iLt“S Gauze Dressing | o,04060| ReGreenFoamX4 | 1984-MDD-21-733 | 27.05.2024 Kiwa 1984 Kiwa Cermet 0476 December 31,2028 | N/A
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3 for deV iSOV AINAIDMDD certificate(s) the identification should be as in the certificate, and only if the certificate has a genericscope, it should be as defined above)
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