JEC

inteErnrtional

3EC International a.s., Hraniéna 18, 821 05 Bratislava, Slovakia
Notified Body No. 2265

EC CERTIFICATE

No. 2016-MDD/QS-003/C

issued in compliance with the Council Directive 93/42/EEC as amended by 2007/47/EC,
which is implemented by the Slovak Government Decree No. 582/2008 Coll. as amended by 215/2013
' Coll. certifies that the medical device of Class lia,

Sterile Hypbdei'mic Syringe for Single Use
Type. Hypodermw Syringe, Safety Syringe and Insulin Syringe
' (for detwled list refer to Annex, pages 110 3)

ma_’nufactured by company

International Company for Medical Necessities (1.CO)
3" Industrial Zone Block No. 19867, Abu-'!'ig, Assiut, Egypt

is manufactured under conditlons fulftlﬁng the qualrt’y system requirements of Annex V, of the
Directive 93/42/EEC as amended by 2007!47)‘EC

The Notified Body No. 2265 has performed an audit of the above device quality system. The production
'quahty assurance has been assessed and found that it meets the requirements above. The quality system
is subject to continuous surveillance according to Annex V, Sections 3.3, and 4, of the Directive
93/42/EEC as amended 2007/47/EC. The detailed description of the system, requirements and measures
applied by the manufacturer are presented in the Audit Report No. 310225 C; and the Final protocols No.
310225-A/2016, No. 310225-B/2018 and No. 310225 C/2019.

This certificate is issued under the following conditions:

It applies only to the quality system maintained in the manufacture of the above referenced model of
medical device and it does not substitute the design or type-examination procedures, if requested. The
certificate remains valid until the manufacturing conditions or the quality system are changed but until
March 15th, 2021 at the latest. The certificate validity is conditional upon positive results of regular
surveillance audits and fulfillment of relevant legal and other requirements by manufacturer.
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Responsible to act on behalf of NB 2265

In Bratislava, on February 27th, 2019
Version C) supersedes the EC Certificate No. 2016-MDD/QS-003/B issued on March 15th, 2018




ANNEX TO EC'CERTIFI;C_ATE. No. 2016-MDD/QS-003/C
issue& for the company

International Company for Medical Necessities (1.CO)
3“Industrial Zone Block No. 19867, Abu-Tig, Assiut, Egypt

List of medical devices covered by the EC Certificate:

Product Name Needle | Code | GMDN Product Name
Hypodermic Syringe 3mi (3parts) | 28Gx1 1 A | 13929 | Hypodermic Syringe 5mi
7 M4 1 Vwith Safety Needie
Hypodermic Syringe 3mi (3 parts) 24Gx | B | 13929 | Hypodermic Syringe 10ml
i - 7 / V1 yith Safety Needie
 Hypodermic Syringe 3mi (3parts) | 6% 1€ 1 13929 | Hypodermic Syringe 20mi
58 | V| with Safety Needle
Hypodermic Syringe 5mi (3 parts) 1226x1 | D | 13929 | Hypodermic Syringe 50ml
7 - - 7 L ova L | with SafetyNeedle
Hypodeﬁnic'Syﬁnge-mm (3pats) 21ze- B | 13929 | Hypodermic Syringe imi
- . el Insulin with Safety Needle
HypodenmcSyringeZ{)mi(Sparts)  Gx¥1F F | 43929 | Safety Syninge mi Auto
_ 7 WY N A D!S&ble
_HypodenmcSy‘ﬁﬂgeS{Jml{Sparts} 7 '-136»1 777 Safety Synnge 3m| Auto
T Disable
Hypodermic Syringe 1mi Insulin (3 parts) 286 % H | 353 Safety Synnge 3mi Auto
: MLV A Db
-HypodemcSyringe‘lml ¥nskﬁ:in (Um—body} e Z Safety S?nnge 3ml Aum-
/ Bmm Vi | Disable / N
SafetySyrmgem{' ' - '. ' 236: ) 113929 | Safety Synnge 5mi Aul:o 7

 Safety Syn‘nge W . A 13929 ,Safety Syrmge 20ml Auto
7 .Dlsabie
Safety Syringe 3ml M 113929 -'58%1? 3?““99 S0ml Auto

Safety Syringe 5ml 5%1] 0 | 13925 | -Safe::y g ml Adto | 2
i o _-msamwt_wy} ok

Safety Syringe 10ml - / 13929 Safety Syringe % mi Auto | 256G % 5;3

W Wosdble (UniBodyy |

Hypodermic Syringe 3ml with Safety Needle | 23 M 13929 ‘Safety Symge % ml Autc - 23Gx1
_ : ) Disable
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Versu:n C) supersedes the EC Carttﬁcate No.'- 2018 MDD/QS OI}SJB issued on March 15th, 2018
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| ANNEX TO EC CE-_RTI-F-ICATE No. 2016-MDD/QS-003/C

issued for the company

International Company for Medical Necessities (1.CO)
3" Industrial Zone Block No. 19&67 Abu-Tig, Assiut, Egypt

List of medical devices covered by the EC Certificate:

Hypodermic Syringe 3mi with Safety Needle | 24Gx1 | B1 | 13929 | Hypodermic Syringe 19G x 1
' G | with Safety Needle 112
. 7 . Lock
Hypodermic Syringe 3m| with Safety Needle | 25Gx | C1 | 13929 | Hypodermic Syringe 18G % 1
: 88 I with Safety Needle 112
Hypodermic Syringe 3ml (3 parts) Luer Lock | 23Gx1 | AS 13929 | Safety Syringes 3mi 23Gx 1
2 : 14 t | Disable Luer Lock 1/4

Hypodermic Syringe 3ml (3 parts) Luer Lock | 24Gx1 | BS Safety Syringes 3ml Auto | 24Gx 1
7 ok Disable Luer Lock _
HypﬂdenmcSynnge,’imI (3parts)Luertock | 256x | CS | Safety Syringes 3mi Auto | 25G x 5/8
98 Disable Luer Lock
Hypodermic Syringe 5mi (3 parts) Luer Lock | D Safety Syringes 5m Amo 22G %1
/ o _ Disable Luer Lock 114
Hypodermic Syringe 10ml (3 parts) Luer Lock - ES | 13929 | Safety Synnges 10ml Auto | 21G 1 92 |
v b Disable Luer Lock 12 '
Hypodermic Syringe 20ml (3 parts) Luer Lack ks 29 | Safety Syringes 20ml Auto | 19G x 1 /
/ / { |~ | Disable LuerLock / 12
Hypodermic Syringe 50ml (3 parts) Luer Lock |  GS 3929 | Safety Syringes 50ml Auto | 18Gx 1
' _ N 1 | Disable Luer Lock 12
Hypodermic Syringe 3mi with Safety Needle | 1 A 29 | Hypodermic Syringe 3mi | 139G x5/8
Luer Lock W 0 7 | (3 parts) _ i
Hypodermic Syringe 3mi with Safety Needle Gx1 | B 13929 -Hypoderrmc Syringe 18G x 3/4
Luer Lock N ) Bparts . 7
Hypodermic Syringe 3ml with Safe{y Needle 3 1 13929 -Hypcdermlc Syringe  5ml | 19G x 5/8
Luer Lock : NN B pans
Hypodermic Syringe 5ml with Safety Needle | DIS | 13929 | Hypodermic Syringe 5mi | 18Gx 1
Luer Lock ' / s Uiosisniihhiiooo _
Safety Syringe ¥ ml Auto Disable Tt | 13929 | Hypodermic Syringe 10mi | 17Gx1
. | (3pars ;
Safety Syringe ¥ ml Auto Disable 1113929 | Hypodermic Syringe 10ml | 17Gx1
) (3parts 12
Hypodermic Syringe 10ml with Safety Needle | 13929 | Hypodermic Syringe 20ml | 168G x1
Luer Lock ; : (3 parts
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Valid until March 151h 2021

Version C) supersedes the EC Cemﬁcate No 2016~MDDIQS-003!B issued on March 15th, 2018
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ANNEXTO EC CE-_RTIFSICATE NO 201 6-MDD/QS-003/C
issued for the company

International Company _f'or'Medical Necessities (1.CO)
3" Industrial Zone Block No. 19867, Abu-Tig, Assiut, Egypt

List of medical devices covered by -t'he'EC' Certificate:

Hypodermic ~ Syringe  20ml 16G x 1 Fvi 13929 | Hypodermic ~Syringe 5Umi. 211G x 1
(Bparts) - M v ) i3 112

Hypodermic ~ Syringe ~ 20ml | 18Gx1 | FvV2 | '139.2'9.. | Hypodermic Syringe 2ml | 21Gx1
(3 parts) ' . 7 (3 parts) 112

Hypodermic ~ Syringe  ami | 21Gx1 | AT | 4 T Hypodermic Syrnge 2ml | 23Gx1
(3 parts) . "9 i A s 1/4

Hypodermic ~ Synnge  5ml | 21Gx1 | DT | ~ 13929 | Hypodermic Syringe 2mi | 21Gx5/8
(3 parts) / 112 ) K pansy

Hypodermic  Syringe T A | Hypodermic  Syringe 2ml | 27Gx

(3 parts) Bparts) ADmm

Hypodermic ~ Syringe 226x1 1 T 7 _.'-'1'-3929 7
oy 4k .
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