SA-HYTDRCL-000

Bedpan
Hygienic Cover®

The Bedpan/Commode Hygienic cover® is the perfect solution to effectively
manage and contain bedy wastes at point of care. Its unique super-
absorbent pad included in each cover (liner) is designed to turn more than
700 mi of body fluids (urine, blood and feces) into gel within seconds.

Made from recvcled materials

Usage

Dirmensions

Composition

Expiration date

Regulations

Unit

Patd made of 1007, recycled matet als

Men o wornen, who needs a bedpan andfor commeode chair whether it's inan
instilution or at horme. Particelarly recommendead for wsolation case.

. Length: 24 5in (62.2 om). Width: 18 in (457 cm). Thickness: 38 pm

Lalyerhiylene bag equippea with ties made of recycled materials. 100% recycled
supe-absarbent pad composed of & non-woven support with a sulfate base coupled
with sodium acrylate based co-polymers. No latex and no phthalates.

Packaging made of recycled materials,

Mo expiry date

FDA: elass | medical device exernpt from SO0k},

CF marking: Class | medical device according 1o the rules of annex I1X of Furopean
Council Directive MDR 2017/745,

HBox of 20 Hyaienic Covers

8»45»45m/2.07lbs

W0=N&=Nacm {094 kg

20 boxes (400 Hygienic Covers')

235« 075> 235in/4551bs
B0 27 = 42¢em/ 206 kg

N%M% & e
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BA-BASS-HYIE-SFO

Extender

The Bedpan Support Extender is used for overweight people. It is placed directly
on the Bedpan Support” ta increase its height,

Single patient

Complete system for body fluids management

Ergonomic

00% recyclable

Stackable
Usage Overweight men or women, who need a raised bedpan whether in a health care

institution or at horne,

Dimensians Length 185 ins {38.5 em) Width: N75 In (29.6 cmj Height: 4 in J06cmyj
Compaosition Polypropylene. No latex and no phtalates

Exprration date  No expry date

kegulations TRA: class Imedical device exempt from 501{k)
CE marking Class ! medical device according to the rules of annex IX of Eurcpean
Coundl Ditective MIR 2077/745.

Unit Not packaged individually
Case 0 stacked extenders per case

B 1252375 /51hs
4DS=e0x32em /23 kg
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The Bedpan/Commode Hygienic cover’ is the perfect solution
to effectively manage and contain body wastes at point of
care. Its unique super-absorbent pad included in each cover
(liner) is designed to turn more than 700 miof bodly fluids (urine’,
blood and feces) into gel within seconds.

The Hygienic Covers’ are made from recycled material and
the super-absorbent pad is made from 100% recycled
material.

- Reduces infections
- Cost-efficient

- No cleaning

» No spills

- Easy to integrate
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Higieniniai jklotai j basonus

SA-HYGI-CLBI-000

«Nigieniniai jklotai j basonus yra puikus sprendimas efektyviai

tvarkyti ir sulaikyti kiino atliekas prieZifiros vietoje. Jo unikalus superabsorbentas
ideklas, esantis kickviename maiselyje (jklote). skirtas absorbuoti daugiau nei
700 ml kiino skyséiy (3lapimo, kraujo ir iSmatu) j gelj per kelias sekundes.

* Pagaminta i$ perdirbty medziagy

* Paklotas pagamintas i 100% perdirbty medziagy

* Absorbuoja 700 ml ar daugiau skvséiy

Naudojimas: Vyrai arba moterys, kuriems reikia basono ar tualeto kédés. nesvarbu. ar ji yra
istaigoje arba namuose. Y pag rekomenduojamas izoliaciniam atvejui,

Matmenys Ilgis: 24,5 colio (62,2 cm). Plotis: 45.7 em (18 coliy). Storis: 38 p.
Sudetis Polietileninis maigelis su raisteliais & perdirbty medziagy. 100% perdirbtas
puikiai sugeriantis padas, sudarytas i neaustines medziagos su sulfato pagrindu
su natrio akrilato kopolimerais. Be latekso ir be ftalaty,

Pakuoté pagaminta i§ perdirbty medziagy.

Galiojimo laikas Néra galiojimo datos

FDA taisykles: I klases medicinos prietaisui netaikomas 501(k).

CE Zenklas: | klasés medicinos prietaisas pagal Europos IX priedo taisykles
Tarybos direktyva MDR 2017/745.

Dézute su 20 higieniniy uzvalkaly®

8 x 4.5 %45 colio / 2.07 svaro

20 114 %114 cm/0.94 ke

Déklas 20 dézuciy (400 Hygienic Covers®)

23,5 % 10,75 = 23,5 colio / 45.5 svaro

60 * 27 x 42 em /20,6 ke

Vertimas tikras,
Atsakomybe pPagal
Lietuvos Respublikos
Baudiiamajj Kodeksq
man yry Zinoma.
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DECLARATION OF CONFORMITY - MDR 2017/745
Brossard, Canada, September 2021

We, Hygie Canada inc., located at 9150 Leduc, Suite 204, Brossard, QC, Canada, J4Y OE3, hereby declare
under our sole responsibility that the product(s) listed in the Annex comply with the provisions of the
regulation (EU) MDR 2017/745 of the European Parliament and of the Council on Medical Devices.

Manufacturer:
Hygie Canada Inc.
9150, Blvd. Leduc, Suite 204
Brossard (Québec) CANADA, J4Y OE3

Product type:
Body fluid management systems: product/product family.

Intended use:

Hygie/Hy Industrie body fluid management systems are primarily designed for the
containment, transport and elimination of potentially harmful pathogens (virus, bacteria) that
are transmitted by body fluids. It protects the patients and the surrounding environment from
cross-contamination or re-contamination.

Some of the Hygie/Hy Industrie body fluid management systems devices could be fitted with
support accessories to improve their use. As such, these accessories are not to be considered

as system or procedure pack as per Article 22 of the Regulation (EU) 2017/745 of the European
Parliament.UDI:

UDI:
Hygie/Hy Industrie body fluid management systems are identified by UDI, whose prefix is:
10823853

Classification:

These products are classified as risk Class 1, as non-invasive devices under Annex VIII. They
were previously qualified as Class | following Rule 1 of Annex IX of the Council Directive
93/42/EC.

These products have an auto-declaration and do not require a notified body.

Representative:
Loy ,,/Q W
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www.hygie.com | | info@hygie.com :
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EMERGO EUROPE

E C Prinsessegracht 20

2514 AP The Hague
The Netherlands

SRN NL-AR-000000116

ISO 13485:
PECB has issued the ISO certificate: Annex stated on the certificate, renewed in April 2021.

Products*:

e ProHy21 Kit Bedpan/Hygie Bedpan ProKit - KT-PRO-HY21-B00

¢ ProHy21 Kit Vomit/Hygie Vomit ProKit - KT-PRO-HY21-VOO / KT-PRO-HY21-V01
e ProHy21 Kit Urinal/Hygie Urinal ProKit — KT-PRO-HY21-UL0

e Hy-SO Kit - Isolation HY-HY SO-000-006

e Bedpan Kit - [-KBJ04

e Vomit Kit - L KVMO06

e Urinal Kit - I-KUL04

e Hy21 Bedpan Support / Hygie Bedpan Support — BA-BASS-HY21-000

e Hy21 Bedpan Extender / Hygie Bedpan Extender — BA-BASS-HY21-SFO

e Hy21 Yellow Bedpan Support / Hygie Yellow Bedpan Support — BA-BASS-HY21-JAU
e Hy21 Vomit Support / Hygie Vomit Support — HY-SUPP-VOMO-000

¢ Hy21 Urinal Support / Hygie Urinal Support — HY-SUPP-UR13-000

* Hygienic Cover for Bedpan/Commode Chair - SA-HYGI-CLBI-000 / SA-HYGI-CLBI-EQ0 /
SA-HYGI-CLBI-N00

e Hygienic Cover for Urinal support - SA-HYGI-URIO-000 / SA-HYGI-URIO-E00 / SA-
HYGI-URIO-N00

e Hygienic Cover for Vomit support - SA-HYGI-VOMO-000/ SA-HYGI-VOMO-EQ0 / SA-
HYGI-VOMO-N00

» Hygienic Cover for Pail - SA-HYGI-CLSB-000

e Hygienic Cover for Toilet - SA-HYGI-PCWC-000

Hygienic Cover - Bedpan/Commode Chair — 1-EVB10

Hygienic Cover - vomit — [-EVM12

Hygienic Cover - urinal — 1-EUR 12

GOVOM Graduated Vomit bags with absorbent pad — 1-PRBVI/ SA-HYGI-GOVO-000

-hygie.com ‘ info@hygie.com ¢
www.hygie /&')/’u/‘? ,/z\a/e-fg
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*ProHy21,

Lo

Super absorbent pad — SA-TAMP-ABSO0-020 / SA-TAMP-ABSO-N20 /
SA-TAMP-ABSO-400

Extra absorbent pad — SA-PADS-8X95-000

Super absorbent powder — SA-SAPB-450G-012

Super absorbent stick - SA-BAGA-COUR-000 / SA-BAGA-LONG-000
Hygienic garbage bags — bedpan size SA-HYGI-BAG1-400

Hygie Urinal Collection Bucket (bocal & diurése) — HY-COCO-U24H-000
Hygie Urinal Collection bucket liners — SA-HY GI-U24H-000

Hygie Aluminum Commode Chair — CH-HYAL-R017-KTE

Hygie Simplici-T Commode Chair — CH-HYCC-NHU0-000

Hygie Wet Wash Gloves — 1-GLOV15

Hygie Dry Glove — GA-SEC-01

Go Pee Plus — Urinal bag with super absorbent pad — SA-HYGI-GOPE-300 / SA-HYGI-
GOPE-400

ProKits, Hygie, Hygienic Cover, Go Vom & Go Pee are all registered trademarks

o\

;/- @ “*.s@
Mr. Eric Tang \© @‘gd":gf“
President “\‘g

Hygie Canada Inc.

o

Done in Brossard (Québec), CANADA

On February the 18", 2022

www.hygie.com Ll | info@hygie.com .
@ > / %y 74 & e
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ATITIKTIES DEKLARACIJA — MDR 2017/745
Brossard, Kanada, 2021 m. rugséjis

Mes, Hygie Canada inc., jsikGrusi 9150 Leduc, Suite 204, Brossard, QC, Canada, J4Y OE3, prisiimdami
savo atsakomybe pareiskiame, kad priede nurodytas produktas (-ai) atitinka reglamento (ES)
nuostatas. Europos Parlamento ir Tarybos MDR 2017/745 deél medicinos prietaisy.

Gamintojas:

»Hygie Canada Inc.

9150, Blvd. Leduc, Suite 204

Brossard (Kvebekas) KANADA, J4Y OE3

Produkto tipas:

Kuno skysciy valdymo sistemos: produktas/produkty seima.

Paskirtis:

~Hygie/Hy Industrie” kiino skystiy valdymo sistemos pirmiausia skirtos potencialiai kenksmingiems
patogenams (virusams, bakterijoms), kuriuos perduoda kiino skysciai, sulaikyti, transportuoti ir
pasalinti. Jis apsaugo pacientus ir supanéia aplinka nuo kryZminio ar pakartotinio uteréimo.

Kai kurie ,Hygie/Hy Industrie” kiino skyséiy valdymo sistemy jrenginiai gali bati apripinti
pagalbiniais priedais, siekiant pagerinti jy naudojimg. Pagal Europos Parlamento reglamento (ES)
2017/745 22 straipsnj ie priedai neturi biti laikomi sistemos ar procediry paketu.UDI:

UDI:

»Hygie/Hy Industrie” kiino skys¢iy valdymo sistemas identifikuoja UDI, kurio prieddélis yra: 10823853
Klasifikacija:

Sie gaminiai priskiriami 1 rizikos klasei, kaip neinvaziniai prietaisai pagal VII| priedg. Anksciau jie buvo
priskirti | klasei pagal Tarybos direktyvos 93/42/EB IX priedo 1 taisykle.

Sie gaminiai turi automating deklaracijg ir jiems nereikia notifikuotos jstaigos.

Atstovas

/f/,}/ leeof .-74 &or
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www . hygie.com info@hygie.com
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EC REP

EMERGO EUROPE
Prinsessegracht 20, 2514 AO The Hague
Nyderlandai

SRN NL-AR-000000116
ISO 13485:
PECB iSdavé ISO sertifikata: sertifikate nurodytas priedas, atnaujintas 2021 m. baland%io mén.
Produktai*:

* ,ProHy21 Kit“ lovos indas / , Hygie” lovas , ProKit“ — KT-PRO-HY21-B00

* ProHy21 rinkinys Vémimo,/Hygie Vomit ProKit — KT-PRO-HY2 1-VOO / KT-PRO-HY21-V01

* ProHy21 rinkinys pisuaras / higieninis pisuaras ProKit — KT-PRO-HY21-ULO

* Hy-S0 rinkinys - izoliacija HY-HYS0-000-006

* Patalynés komplektas — I-KBJ04

¢ Vémimo rinkinys — I-KVMO06

e Pisuary komplektas - I-KULO4

* ,Hy21 Gilus basonas” / , Hygie Bedpan Support” — BA-BASS-HY21-000

* ,Hy21" lovatiesés ilgintuvas / , Hygie lovatiesés ilgintuvas — BA-BASS-HY21-SFO

* Hy21 Yellow Basono laikiklis / Hygie Yellow Bedpan Support — BA-BASS-HY21-JAU

* Hy21 laikiklis / Hygie vémimo maiselio laikiklis — HY-SUPP-VOMO-000

* Hy21 Urinal Laikiklis / Hygie Urinal Support — HY-SUPP-UR13-000

* Higieninis lovatiesés / komodos kédés uzvalkalas — SA-HYGI-CLBI- 000 / SA-HYGI-CLBI-EQQ /
SA-HYGI-CLBI-NOO

* Higieninis uzvalkalas pisuarui palaikyti - SA-HYGI-URIO-000 / SA-HYGI-URIO-EQO / SAHYGI-
URIO-NOO

* Higieninis uZvalkalas vémimui palaikyti - SA-HYGI-VOMO-000/ SA-HYGI-VOMO-E0D / SAHYGI-
VOMO-NOO

* Higieninis kibiro dangtelis — SA-HYGI-CLSB-000

* Higieninis tualeto uzvalkalas - SA-HYGI-PCWC-000

* Higieninis uivalkalas - lovatiesé / komodos kédé - 1-EVB10

¢ Higieninis uivalkalas — vémimas — 1-EVM12

* Higieninis uZvalkalas - pisuaras - 1-12 EUR

* GOVOM Graduated Vomit maiSeliai su sugeriantiu padéklu — 1-PRBVI / SA-HYGI-GOV0-000

* Super sugeriantis padas — SA-TAMP-ABS0-020 / SA-TAMP-ABSO-N20 /

SA-TAMP-ABSO-400

* Papildomai sugeriantis padas — SA-PADS-8X95-000

. Sl'Jper sug.erla'ntvs ml_ltehaa — SA-SAPB-450G-012 @a % / ¢/ e
* Itin sugerianti lazdelé - SA-BAGA-COUR-000 / SA-BAGA-LONG-000 /

* Higieniniai Siuksliy mai3ai — lovas dydis SA-HYGI-BAG1-400




* Hygie pisuary surinkimo kibiras (bocal a diurése) — HY-COCO-U24H-000

* Hygie Urinal Collection kausy jdéklai — SA-HYGI-U24H-000

* Hygie aliuminio komoda kédé — CH-HYAL-RO17-KTE

* Hygie Simplici-T komoda kédé — CH-HYCC-NHU0-000

* Hygie Wet Wash piritines — 1-GLOV15

* Hygie Dry Glove — GA-SEC-01

* Go Pee Plus — pisuaro maiselis su puikiai sugerianciu padu — SA-HYGI-GOPE-300 / SA-HYGI-GOPE-
400

*ProHy21, ProKits, Hygie, Hygienic Cover, Go Vom & Go Pee yra visi registruotieji prekiy Zenklai
V .

/parasas/

Pon. Eric Tanguay
Prezidentas
Hygie Canada Inc.

" Priimta Brossard (Kvebekas), KANADA
2022 mety vasario 18 d
/anspaudas/ °

Vertimas tikras.
Atsakomybé pagal
Lietuvcs Respublikos
Baudziamajj Kodeksa
. man yra Zinema.
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