2 .QKCa; Saog. ¢
Rag. mp. di Padiova i, 21895 REA, di Faus\f:i n. 187354

TO WHOM IT MAY CONCERN
F.L. MEDICAL s.r.l
Having headquarters in
Via Enrico Mattei, 20

35038 TORREGLIA (PADOVA)
ITALY

declares on its own responsibility the following information about Bed pans:

Manufacturer: F.L. MEDICAL s.r.l.
Via Enrico Mattei, 20

Address: 35038 Torreglia (PD)
ltaly

Capacity: 2000 ml

Weight without lid: 310g

Weight with lid: 410g

Material: POLYPROPYLENE

Item Colour: TRANSLUCENT WHITE

Sterile: NO

Autoclavable: NO

Outside sizes: 51x28x9cm

Bed pan volume cbm:

0,011 (51 x28 x 9 cm)

Conformity:

REGULATION EU 2017/745

Storage:

DO NOT EXPOSE OR LEAVE NEAR FLAMES;
PRODUCT NOT BIODEGRADABLE DO NOT
LEAVE IN THE ENVIRONMENT; READ THE
INSTRUCTIONS FOR USE AND WARNINGS

Notes:

THE PRODUCT CAN BE WASHED AT 80°C
MAXIMUM. THE PRODUCT IS RESISTANT TO A
MAXIMUM LOAD OF 150 KG.

Torreglia, 30.10.2023

F.L. Medical s.r.l.
Alessandro Fiore
QA Manager




MepeKknaz Ha YKPaiHCbKY MOBY:

Bcim, Koro ue crocyeTbeA

F.L. MEDICAL s.r.l.

3 ronosHUm odicom 3a agpecolo:

Via Enrico Mattei, 20

35038 TORREGLIA (PADOVA)

ITALY

3 ycieto BignoBiAaNbHICTIO feKnapye HacTynHy iHpopmauiito npo CyaHo nigknagHe:

BUpPOBHMUK: F.L. MEDICAL s.r.l.

Appeca: Via Enrico Mattei, 20
35038 Torreglia (PD)
Italy

0O6’em: 2000 mn

Marepian: MoninponineH

Bara 6e3 KpULLKK: 310r

Bara 3 KpuLWKOIO: 410r

Konip: Hanisnpo3opwuit 6inmit

CTepunbHicTb: Hi

Yu nignarae aBToOKNaBYBaHHIO: Hi

30BHiLLHi po3mipu: 51x28x9cm

06’em cyaHa B M3 (no po3mipam):

0,011 (51 x 28 x 9 cm)

BignosigHicTb:

Perynauis EU 2017/745 (ans kpaiH €EC)

Ymosu 36epiraHHs:

He nigaasaiite Ta He 3auMwWwainTe No6an3y BOrHIO; NPOAYKT He
nipaoaeToea 6ionorivHOMY po3KNa4aHHIO, He 3aauLLanTe B
HaBKO/IMLIHbOMY CepefoBULLi; MPOYUTANTE IHCTPYKL,IO i3
3aCTOCYBaHHA Ta NONEPEKEHHS

MpUMITKK:

MpoAayKT moXe nigaasaTMca MUTTIO rAPAYOIO BOAOIO NMpU
Temnepatypi 80°C. MakcumanbHe HaBaHTaxkeHHs A0 150 Kr.

m. Toppenns, 30.10.2023

MeHeaKep siaainy sabesneyeHHs sakocti F.L. MEDICAL s.r.l.
Aneccangpo ®diope




Hexnapaunis npo signosinnicts Ne OJI-07
Declaration of conformity No. F1.-07

Mu, BupoGmix: E¢. Enn, Meaixan ec.ep.eis
We, Manufaciurer: Bia Enpixe Marrei, 20, 35038, Toppensa, (ITanosa), Itania

F.L. Medical s.r.l
Via Enrico Mattei 20, Torreglia (Padova), 35038, Italy

AiATREPIRYEMD, 1IN0 Cyaua mipraaini Ta ceqonpuiisanui

NPOAYKIis: Bedpans and urinals

confirms that medical prodicts:

nepeni supobin: Hus. Hongarox 1 no uiel Hexnapauii npo sinnosingicts

list of products: See Annex | io the Declaration of conformity

K¢ DOTCHIHHOTO PH3BKY Knae 1 (necrepuneunit, Oe3 Qyuxuil pumipiosanss) sriguo nyskry 9 Hoadatky 2
3ACTOCYBAKHSL. TexHiynoro pernaMeHTy WO0 Mexuudux  Bupofis, sarsepiokenoro  TlocTanopowo
class of the risk: Kabinery Minicrpis Yipaimu Ne 753 sig 2 sxosrHs 2013 p.

Class I (not sterile, without measwring function) according to item 9 dAnnex 2 of Techmical
Regulation on Medical Devices approved by the Cabinet of Ministers of Ukraine Resolution No. 733
of Qclober 2, 2013

5163 BHFOTORJRETHCH! Ed. Eas. Meaixan ec.ep.cib, Bia Enpixo Marrei, 20, 35038, Toppenssd, (Hlanosa),
place of production: Trasis

F.L, Medical sird,, Via Envico Maitei 20, Torreglia (Padova), 35038, ialy
BiANOBiNae BUMOTaM: TexHInHOro pemiaMeHtTy HIOL0 MenuyHux BHpobis, 3areepmxeHoro [locranosoro
complies the requirements: KaGinery Minictpis Vepainn Bin 02.10.2013 Ne 753 '

Technical Regidation on Medical Devices approved by the Cabinet of Ministers of Ukraine
Resolution No. 733 of CQciober 2, 2013

TIpouenypa ouinky Jonarox 8§  TexuivHOro peryiaMeHtTy NIOAO0 MEIUWHHUX BupoGiB, 3aTBEPIKEHOTO

Binosinocri Tocranosow Kabisnery Minicrpin Yipaiau Ne 753 pia 2 mwosras 2013p.

Conformity Assessment Route: Aunnex 8 of Technical Regulation on Medical Devices approved by the Cabinet of Ministers of
Ukraine Resolution No. 753 of October 2, 2013

YiosHOBAKEHUH Tosapuerso 3 odMexeno sianopipaneuicTio «Teenpoy

ApEIeTasHAK B YRparai: nyn. Bacuns Kacinua, 2/1 mexune npumimenns 1, 2, M. Kufs, 03191, Yxpaiua

Authorized representative in Kon € 4PTIOV: 30675516

Ukraine: Tes.: +38 (044) 303-98-88

E-mail: office@tespro.ua WWW. lespro.ua

ua minerari Hosipenocri Ne2207 sig 21.07.2022 p.
wlespron LLC
build. 1,2, 271, Fasiliva Kasiyana Str, Kiev, 03191, Ukraine
Cade EDRPOU. 30675516
Tel.: +38 (044) 303-98-88
E-mail: gfficel@espro.ua  wwwilespro.ua
on the basis of the Power of Attorney dated Ne2207 dated 21.07.2022
E¢. Ens. Menikan ec.ep.eas Aeknapye sukoHanus sumor Jogariy | #o TexHIUHOTO PerilaMeHTy WoA0 Me aHIX BIUpobis,
sarveepiokesoro [Tocranosoo KaGinery Vipainn Ne 753 sin 2 swosrhs 2013 p.
Hexnapaniro cxanero nia LimkosuTy BiatosisansHicTs sypoduuka.
F.L. Medical s.v.l.., declares the fulfillment of requirements of Annex [ to Technical Regulation on Medical Devices approved
by the Cabinet of Ministers of Ukraine Resolution No. 753 of Octo,lzé;? 2,2013.
The declaration is issued under fid responsibility of the manufaciier,
7 F T

. 7 §/ Jlara nianncy:
Micue sugaui: M. Kuls / 4 Date of signing: 05.08.2022
Place of issue: Kyiv A /
[Tinnue ynosuosaxenol ocobu fr[ ¢ {s
Signature of Authorized person P i’ -
Hajga mocasm, I Jlupekrop T‘Oﬁx@cﬁ‘npo», Cepriit IBAHOB
Position, Full Name Director «Tesproy LLC, hvanov S

Hexnapauia npo signosinicrs Ne GJI-07 pificua s 05-08-2022 Pemaruin: 2
Declaration of conformity No.; FL-07 is valid from Fersion: 2
Hexaapanis opo sianosigyicrs Ne 107 niiicna go 04-08-2027 Cropiska | i3 2
Declaration af conformity No.: FL-O07isvaliduneil | b e 12




Jexmapaiin npo sianopigmicts Ne ®JI-07
Declaration of conformity No. FL-07

Hoaarox 1

Annex 1

Cyana migkaaaui a cedonpuitmadi
Bedpans and urinals

Ne Homep 3a Hazsa mepuunoroe Bupoby ansm Haszea meapnunore supoby st Kox a
No | garanorom MArHOCTHKH in Vitro anrniiicb Ko Alarpocraky in vitro ykpaineskow | Bupodis
Catalog MOBOI0 MOBOIO Bifinosix
nimber Name of medical device for in vitro Name of medical device for in vitro 1O J10
diagrmstic; diagnostics HAOHAN
in English in Ukrainian LHOTO
kaacugi
Karopa
HK
024:2019
GMDN
. code
" BED PAN IN POLYPROPYLENE Cyawo mimaane, necrepuasue (3 PP » 3426
g 3 ! ’ . . M : 3486
L 25120TES INDIVIDUALLY WRAPPED tpusinyansuit ynaxonniy 57
, ' BED PAN IN POLYPROPYLENE Cymwro mianamse, neerepuase (3 PP, .
2 3
Z 25120BTES INDIVIDUALLY WRAPPED ingusiyaimuiit viakosul) 4567
e " ; Kpriika s CyAaHa BLIKIRAHOTO,
; COVER FOR BED PAN IN POLYPROPYLENE { p ) o ~
9510 e afa P IRV R 34867
3, 25126TES INDIVIDUALLY WRAPPED S;:;ZI::S)HN (3 PP, B inptnniayaneail 3486
4 25124TES BED FAN WITH COVER IN POLYPROPYLENE Cyano TiUcIaIge 3 KPHILKOIG, HECTCPHILHE 34867
i T INDIVIDUALLY WRAPPED _ (3 PP, B insuiayansiill ynaxosi) SR
s | as127ps | MAN'S URINAL 1000 ML TN POLYETHVLENE | [T et (PR s
- - B WITH CAP INDIVIDUALLY WRAPPED A e et -
_ A THAMBIYANBHIE YIAKOBL, 3 KPHUTKOKD)
, . : SOINI i i 001,
6. | a2siistes | WOMANS LRINAL 1000 ML IN octopumn (5 PEs o iy | 37977
Joop SRR pOLYETHYLENE INDIVIDUALLY WRAPPED Vm“ozm)’ d anslayans 37977
1 2 > ,‘ v it
. 58111 PROMED ® MAN'S URINAL 1000 ml IN 522361;21‘::2 J ';’g(‘]‘(')dfi;“f‘;);;’i‘:”‘“ o i
’ POLYETHYLENE INDIVIDUALLY WRAPPED | - FPIUIERAM, TV M, 3 E s
nEBiayarLRIY yoaromu
PROMED ® MAN'S URINAL 1000 m! IN Ceuosdipuur Promed® mas wonosikis,
&. 25112 POLYETHYLENE WITH CAP INDIVIDUALLY | wecreprisanit, 1000 s, 3 PE, 3 gputincoro, 3 40504
WRAPPED HUEHBIAYRILRIY yoakosui
PROMED ® WOMAN'S URINAL 1000 ml IN Ceuo3bipunk Promed® s sxinok,
9, 25118 | POLYETHYLENE fecrepunsuuit, 1000 mu, 3 PE, 8 379%7
| INDIVIDUALLY WRAPPED inauBinyansHill ynakosu ‘
10 25120 PROMED ® BED PAN IN POLYPROPYLENE Cyaro rugramae Promed® necrepunnive (3 4 4\’6'7:
' o INDIVIDUALLY WRAPPED ] PP, B ingusiayaspuif ynakonui) S
PROMED ® COVER FOR BED PAN IN [pnnika Promed® nia imcnanso 0,
11 25126 POLYPROPYLENE INDIVIDUALLY P ot il b S e 34867 -
: WRAPPED uecrepuasna (3 PP)

Micue suaaut: m, Kirlp

Place of issue: Kyiv

[Tiure ynosnogaxeso! ocobn
Stgnanre of Authorized person

Hassa nocaauy, 1115

Position, Full Name

Hupexrop J,«GB « l’jzcnpo» C eprm IBAHOB

Director «Tespio$ LLC, Foanov S

Jeruapauin upo signosiguicrs Ne @ A-07 atiicua s 05-08-2022
Declaration of conformity No.» FL-07 is valid from
Hewrapauis npo sianosipnicrs Ne OJ1-07 aidicns o 04-08-2027 Cropisika 2 i3 2
Dectaration of conformity No.: FL-07 is valid until » Foge 2o

Pegaxuia: 2

Verzion: 2
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