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Reference: Description: Technical draw nr: Revision:
EXTENSION LINE WITH FLOW REGULATOR, Y INJECCTION
311.0734 SITE, LUER LOCK FIXE AND PURGE FILTER, 10+10+20cm 0734 07
CO/N.a: Bar Code CDM NPDM
EAN13: 5607716007344
CPO08/15 EAN14: 25607716007348 n/a n/a
Draw Designation Reference | Quantity Raw material
PP COP PURELL RP 374R
B s Blue cap C46 1 TRANSPARENTE + MB BLUE 4535
Female luer C197 1 PVC AMG102 W2152 CRY TRANSP.
e Tube 3.00x4.10mm, T002 2 PVC (Plasticizer TOTM)
. 10cm
Flow control Cc108 1 ABS
Y injection site Cc81 1 ABS + SEBS
1002 Tube 2.50x4.10 1
Ube 2. 5Ua. 1omm, T416 PVC (Plasticizer TOTM)
20cm
* Male luer lock C198 1 MABS TELUX 2812 HD
. . HDPE 25055E + LDPE ALCUDIA PE 019
Cap with purge filter C261 1 + Polytetrafluoroethylene

T416

C198

C261

Sterile, non-pyrogenic fluid path in unopened undamaged package.

* _ glue points This product is made of non-latex components.
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Packaging and Labelling / Photopolymers

Primary package
(1 unit per package)

Secondary package
(50 units per bag x 2= 100 units per box)

Components

Reference Dimension (cm) | Quantity

Components

Reference | Dimension (cm) Quantity

Peelable bag

P04 + P17 W=10x H=20 1

Bag

S13 W= 40 x H= 60 2

/ Label

Photopolymer

PMH-FP-308-2 n/a

Box

L=39x W=29,5

174 x H=33,8

Box Label

Mod_02 | W=11xH=14,8

EASY FLOW
GEERUIKSAANWLIZING - MODE D'EMPLOI
1- EASYFLOW op OFF vadr i=dere connectiel 5 assurer

)

- REF

Referénc

Observagoes Artigo

Descricdo Etiquetas 1

Descri¢do Etiquetas 2

Descrigdo Etiquetas 3

que le régulateur est sur OFF avant toute connexion 2- C E 2797

Aanshiten. op OPEN stellen. omdraaien en purgeren/ - >

Gonnecter puis metire sur OPEN, renverser et purger 3 ?gzﬂ g: g;-."‘m‘l

EASYFLOW shiten (OFF) en aansiuiten op patient—tS S L EL e 8

Fermer (OFF) le régulateur et connecter le dispositf au oo tmin | c0gps /i

malade ol m

& Druppelkamer op *80cm boven insteskpunt patient[ g : o

plastsen’ Suspendre I3 chambre 3 gouttes 30cm au -

dessus dusite dlinjection du malads 5

5 Het debiet bistellen en verbsteren doar de druppels/ n

min.te telien / Régler le débit par comprage des gouttas / 5

min —
WAARSCHUWING-AVERTISSEMENTS |

NL- Fet debiet moet altjd pecontrolesrd worden door[ 2oy e

druppeltzling. en dit meermals tjdens het infuus (nog[Jzs 125

meer waakzazmheid vaar cytotoxines 130 5

morfinederivaten...) -Mooit met bloed gebruiken {200 200

Belangrij: stel de EASYFLOW niat in dichioij OPEN [ -

stan. Hier kan het debist anel stigen tot wasrden boven [ (Rt Aot O

2500 mih. -Dit product werd gevalideerd met steriel P

water, sen nasld 20G kij 20°C. -Niet gebruiken zonder

toezicht F- Ne jamaie utizer suec du sang - Suwre| 83mih | izh

toujours le mode duilisation du perfuseur - Le débit doit] 100 min 10h

toujour &tre vérifié en comptant les gouties: min, plusieurs [~ 135 mim %

fois en cours de perfusion (Encor plus de vigilance pour

les cytotoxiques, morphiniques - Il est important de ne

pas laisser l= EASYFLOW en position proche de "OPEN"

dans cefte position le débit peut augmenter rapidement

Descricdo Etiquetas 4

jusqu'a une valeur supérisure & 2.500 mih - Ce produit 3
&t validé avec une aiguille 206 3 20°C - Ne pas utiliser
e mspusmrsans surveillance

X2y

ZONDER FTALATEN |
SANSPHTALATES o

GTIN:
QTD:

GTIN
Otd.GTIN |

ZWAARTEKRACHT/ 5
GRAVITE

"r@

-

L1

MH-FP-308-2 REV.0:

yd .
LA

Sterial bij i iing. Apyrogeen. Allsen gabruiksn indien
stopjss op hun plaats zitten. [ Stérils 3 Fétzt fsrmé st non endommags. Apyrogans. Nutilissr
qua si las obturatiurs sont an placs. Viifiar le serrage das connaxions avant utilisation
PMH - Produtos Médicg Hospitalares.SA. - DIST.DIALEX BIOMEDICA, nv-sa
Z1. Murteira, Lt 0, Forto Ao Castsbeskstraat 1 - 2740 Bizen

Pi

r==7989

Qs

Ce2797 X o~ AN

PMH - Produtos Medn:o Hnsputzlares SA
Zona Industrial Murteira, Lt. 9
2135 - 311 SAMORA CORREIA
Telf.: +351 263 650 680
Fax: +351 263 650 695

0
CJ o]
" aabbccd

2135-311 Samora Comeia - PORTUGAL BELGlUM
& & LOT [Pas ]
Distr.: |D|stnbmdor
yyyy mm yyyy mm aabbecd
REF:311.0734 -P2LLYE NO DEHP W
VERLENGLEIDING MET DEBIETREGELAAR EASYFLOW EN Y-
INSPUITPUNT [Descrigao EAN128 ]

PROLONGATEUR A CONTROLE DEBIT EASYFLOW ET SITEEN Y

Mod 02 (Rev_00)

PALLET

- 3 rounds of shrink wrap cover boxes, angles, pallet and the top of the last range of boxes
- 5 layers of 8 boxes. In staggered rows. Total Pallet maximum height = 180cm.

The batch number is aa bb ccd

aa: year number of production (ex 28 for 2020)

bb: year of production (ex 20 for 2020)

cc: month of production (ex 09 for September)

d: day of packaging (ex A for 1st working day of month)
Expiration is +60 months after batch number

Expiration date
yyyy: year of

format is yyyy / mm
expiration (example 2025)

mm: month of expiration (ex 09 for September)
For batch number 28 20 09 A -> Exp = 2025 / 09
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Product information

Intended use

These devices are intended for channeling liquids for the purpose of infusion or administration
into the body.

Mode of contact

These devices are: sterile; no-reusable; non-active and no-invasive

Duration of contact

The stablished duration of contact is short term.

Classification rules

Number 2

Risk class

Is

Sterilized by

Ethylene oxide

Shelf life

5 years

Biocompatibility

Product has been approved for use and has met the requirements for ISO 10993-1.

Production
environment

Product is manufactured in an environmentally controlled room. Floor, surfaces and
environment are monitored at defined frequencies to verify the controlled room conditions.

Labels contain information for proper use including any warnings, contraindications, and

Labeling symbology applicable. Labels are applied on the individual blister and on the outside of the
cardboard box.
- PMH, SA guarantees full traceability of all the components used in the production of its
Traceability )
devices.
Disposal The user must dispose the device according to hospital disposal policy.
Storage Store in a dry and clean place. Product should be retained in provided packaging until ready for
g use.
Warnings Single-use only — Do not resterilize. Sterile, Non- Pyrogenic fluid pathway in unopened,

undamaged package.

Production controls

e Each component is inspected during acceptance (visual inspections, dimensional checks and
functional tests) to verify conformity with the requirements according to PMH, SA internal
quality procedures.

e During product production and release specific tests are performed according to PMH, SA

internal quality procedures.

¢ Once a month a Bioburden, Bacterial Endotoxins and Sterility tests are performed on samples

taken from production to verify conformity of each process.

Quality system and
Product certification

Quality system is in compliance to: 1ISO 13485:2016

Product Certification: The product is manufactured in compliance to
Council Directive MDD 93/42/EEC as amended.

CE Certificate Number: CE2797

Notified Body: BSI

MDD Device Classification: Class Is

Legal manufacturer

PMH-Produtos Médico Hospitalares, SA
Zona Industrial, da Murteira, Rua Guiné Bissau, Lt. 9, 2135-327 Samora Correia

Assembly site

e PMH-Produtos Médico Hospitalares, SA

Zona Industrial, da Murteira, Rua Guiné Bissau, Lt. 9, 2135-327 Samora Correia
e PMH-Produtos Médico Hospitalares, SA,

Zona Industrial N21 — Guilhufe, 4560-164 Penafiel
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