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New registration / re- registration Registration
Applicant name Akl cloliall da g9
Entity Type local
Applicant Address (1) oA = Jol sl Aista = & glin] 0pd ) dakabe i diste- dalall 52l dihaial)
First Issue date 08/12/2022
Expiry date of registration license 07/12/2032
| Registration license number R115125Lrc22V1
License number LiMD2022014/0082004
Version number 1
Approved from bl Cila Jlesal) Jinad 8 dagiall sl oY) o sl
Approved date 07/12/2022
Medical device information
Medical device category anesthesia

Trade name

Euro-Infusion set with flash back

Medical device description

Sterile Infusion Set

Nomenclature code type

UMDN

Nomenclature code number

16649

The Intended use

. Surgically invasive short-term use - Used for the infusion set of
V. Fluids and fluid derivatives. - Infusion sets are used for the
controlled infusion of medications, typically over long periods of
time. Infusion sets are used to connect the medication to the
needle inserted into the patient. Infusion extension sets are also
used to extend LV lines without risk of contamination.

Adopted regulation EU

Class class lla T
Sterile/ non-Sterile Sterile Packing R \_\
Is Dosage form

no . I £ 50 )

Sterilization method

y yiiq 2 ]
Ethylene oxide gas N2 *’

Shelf life (Months)

60
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Packaging

Description configuration

single unit packed in medical paper and PE/PP roll, packed
25 in PE bag and packed 500 Pcs outer carton

-Material of primary Pack

PE/PP roll & Medical paper

-No. of units per primary pack 1
-Material of Secondary Pack PE
-No. of units per Secondary pack 25
-Material of Tertiary Pack Carton
-No. of units per Tertiary pack 500

Storage Condition

Shall be stored in cool & dry place. -Do not exposure to
heat or direct sunlight. -the Temperature limit from15°C to
35°C. -Keep away from any source of ignition

Country of origin Egypt Free Zone
Manufacturer information
Manufacturer Euromed For Medical Industries Free Zone-Nasr City-Part
no.10-Block (I)
Certificate information
CE certificate
Certificate no.: Nﬂf::‘ eB_ oy Notified Body ID: Issue date Expiry date
EG20/2833 SGS Belgium NV 1639 28/10/2020 24/05/2024
ISO 13485:2016
Certificate no.: Notified Body name: Issue date Expiry date
EGO7/72442 i 01/08/2022 16/07/2025
Free Sale Certificate
Certificate no.: Issuance Authority: Issue date: Expiry date
PS/CLV/EBL/1158/2022-CEX Spain 14/09/2022
e Variant
/sy TN 1.V 009) Euro-infusion set with flash back 100cm/ (I.V D10)
z — AN
1% AN \*\\ \ Euro Infusion set with flash back 110cm/ (L.V 011) Euro-
Variant ' \_ \ ) \ \ Iinfusion set with flash back 120cm/ (I.V 012) Euro-infusion set
Voo V) 54 | with flash back 125cm/ (1.V 013) Euro-Infusion set with flash
\% &=y back 140cm/ (L.V 014) Euro-infusion set with flash back 130cm/
4 (1.V 015) Euro-infusion set with flash back 150cm
Raw Material
o
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Component PVC Tube Polyvinylichloride PVC medical grade
Component spike cap Polypropylene “P.P” medical grade
Component spike Acrylonitrile butadiene styrene “ABS?
medical grade
Component Drip chamber Polyvinylchloride PVC medical grade
Component Clamb roller Polypropylene “PP"medical grade)
Component Clamp body Polypropylene “PP”medical grade
Component Slip connector Acrylonitrile butadiene styrene “ABS"”
medical grade
Component Hypodermic needle Stainless Steel304
Component

Flash back latex free Rubber
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Euro-Infusion Set with flash back

M.O.H Reg. No.
REF | L.V 011
B.N | 22/142

22/302

C\ir, 09-2022

08-2027

Quality Manager
Shimaa Rabeey
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Euromed for medical industries

Euro-Infusion Set  withfiash back

20 drops = (1 £0.1)ml Non-toxic, Pyrogen free.
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M.0.H Reg. No

LV 015
[B.n ] 221146
22/306
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Euromed For Medical Industries.
Area No, (107, Biec )

Nesr Cay , Cawro - Egypt

Tel 2RV T2HSBFax -2 T293T4
E-mail | euromeg@euromed com &g

Wabsite: wwe ssomsd com eg

F/QP-25-0142/REV.01
30/11/2021

Quality Manager
Shimaa Rabeey
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