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New registration / re- registration Registration

Applicant name Akl cleliall Liag 5

Entity Type local

Applicant Address (1) o plal) - Jol yuai Aiaa - & 311 0pd ) daded. juai Lijta- Lalall § ) Likaiall

First Issue date 08/12/2022 '

Expiry date of registration license 07/12/2032

Registration license number R120802Lrc22V1

License number LiMD2022014/0082004

Version number 1 ,

Approved from Aghall e jlaall Jipadd (B dagiall Cilel ¥l e sl

Approved date 07/12/2022

Medical device information

Medical device category Anesthesia

Trade name Euro-3 Way Stop Cock

Medical device description Sterile 3-Way Stop Cock .

Nomenclature code type UMDN

Nomenclature code number 32172

The Intended use An auxiliary product that is used in conjunction w_iiK order |
during infusion therapy, it has a two -fold function :to
provide additional ports for administration of any fluid . 3-
Way Stop Cock- For infusion of more than one fiuid|at a
single time as channel. This device is lipid resistant. 3-way
stop cock used with infusion sit not blood transfusipn and
don’t use with chemotherapy.
3-Way Stop Cock is an intended to be used for all patients.
It is not to be used in patients with known hyperse%itivity

.| to any of the materials. This is device is to be used ambient
conditions and should be used by a qualified doctor or a
*| paramedic
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Adopted regulation EU
Class class Is
Sterile/ non-Sterile Sterile Packing
Is Dosage form no
Sterilization method Ethylene oxide gas
Shelf life (Months) 60 -
For code single unit packed in blister of PVC and medical paper
Description configuration coated, Packed 50 unit in inner box and packed 500 Pcs master
carton(each 10 inner box in master carton )
-Material of primary Pack Rigid PVC FILM & medical paper coated
-No. of units per primary pack 1
-Material of Secondary Pack printed duplex box
-No. of units per Secondary pack 50
-Material of Tertiary Pack Carton
-No. of units per Tertiary pack 500
Shall be stored in cool & dry place. -Do not exposure to heat or
Storage Condition direct sunlight. The Temperature limit from15°C to 35°C. I'l(eep
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 (1)
Certificate information
CE certificate
Certificate no.: N°"'f:':2°dy 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
o 5o ) Free Sale Certificate
Setificate-nq; . ** Issuance Authority: Issue date: : Expiry date
/B 11581262 Spain 14/09/2022
Variant
| EURSCB
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Raw Material
Component Body (channel ) Poly carbonate
Component Tap (handle ) High density poly ethylene
Component Rotator (cock cap ) Poly carbonate
Component Plain stopper Polypropylene “PP”
Component

Thread stopper (luer lock ) High density poly ethylene
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EURO-3 WAY STOP COCK

nontoxic - pyrogen free
single use
Lipid resistant

wlEuromed For Medical Industries SAE
Area No. (10) Block (), Nasr City, Cairo - Egypt.
Tel:+20222725952/3 Fax: 20222729374
E-Mail: euromed@euromed.com.eg
Website: www.euromed.com.eg
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Instructions for use

To be printed on inner top flap of inner carton

mmed INSTRUCTIONS FOR USE
el ndmines.

Catalogus Numbar

3-Way Stop Cock
Lot NofBatch No.

d Manufacturar

g Use By / Expiry Date
() Do NotReuse

@ PYC Free
(% LaeFroe

6 oot Restarlzs

K MNon-Pyrogenia

Do Not Use It
Package s Dumage
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5 0 Units 3-Way Stop Cock

3-Way Stop Cock = =
Euro3 Way Stop Cock
Lipid Resistant

C€ CE | =

1639 "_w;mmsu 1639 EDA Reg.No.
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Lipid Resistant
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Non-Toxic, Non-pyrogenic

Non-Toxic, Non-pyrogenic
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EURO-3 WAY STOP COCK
NON TOXIC - PYROGEN FREE
SINGLE USE

STERILE IF PACKAGE IS INTACT

LIFID RESISTANT

u Evromed For Medicl Idustres SAE. f
AreaNo. (10) Block ) Nast Ciy, Cairo- Egypt. EurscE
Tel:+ 202227259523
Fax: 2022270934
E-Mail:euromed@euromed com.eg = E
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