Glossary)) <i_uaidy) g cilalhaal) daild

EDREX:GL.CAMD.002
108 39801

JgVisylueyI

2021/09: ylasoY! Feyls
2021/09 :Gasdad! Gy

Jalal) (5 gina



ddall cila Hiewall 45 58 yall B0y

)
]
«,
a
9

(Glossary) <) uaidy) g clathaal) daild
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EDA Egyptian Drug Authority(& el ¢ sl 4i)
MOH Ministry Of Health(daal) 313 9)
MD Medical Device( sk a Hiwa)
IVD In Vitro Diagnostic (sl 2 gaidall b ajlica)
IVF In Vito Fertilization(stiall zalil)
AIMD (Pl J33 & 0n (sh 0 3ss) Active Implantable Medical Device
MDR(2017/745) Medical Device Regulations(dwskhl) < jicall galiial) 5o 5l
MDD(93/42/EEC) Medical Device Directive(dzshll cila jiwal) cilga 55)
International Organization for Standardization
ISO (Cubiall 4 5l) Aadiiall)
CE or EC European Conformity(4ss,s¥) diadl)
FDA Food & Drug Administration(s!) sl g s13adl dakiia)
CFG Certificate for Foreign Governments(4sia¥) cila gSall 3alg.k)
CFR Code Of Federal Regulations (&)_al g il ¢y 68)
FSC or CFS Free Sale Certificate or Certificate Of Free Sale(uadl Jghaill 3algdi )
NB Notified Body(s2sal cilalgd jlaal 4ga)
DOC Declaration Of Conformity(4&aall ¢def)
IFU Instruction For Use(a/aaiay) cilaidat)
GMDN Code Global Medical Device Nomenclature code
(Adal) cila jliiall dpand! allall jLaall)
UMDN Code Universal Medical Device Nomenclature System
(Al cila Jliceal) dpand! allal) aUil)
OBL Own Brand Labeling(dald 4; s dade)
OEM Original Equipment Manufacturer(’_ ¢ 4:laY) daiaall 4s il
FSNs Field Safety Notices(dsisall Adlud) jlad))
FSCAs Field Safety Corrective Actions(4slael Al sl ¢ aY))
SMH Summary Of Marketing History (s« gk ails)
GMP (4 duaiual el Jlas) Good Manufacturing Practice
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uDI (356aY) iy adl 3y )il 2UaiW) Unique Device Identification System
510 K Premarket Notification
PMA (Bl J2 e i ))Pre-Market Approval
MEDDEV Medical Device Documents(dzall cila jiceal) Jaad! da DU il aiivall)
USP United States Pharmacopeia
ASTM Accelerated aging of sterile barrier system for medical devices
AIMD ) Ja1a £ )5l JHAN Jaslidl) (gudal) o Slisal)
Accessory b e ae Lgaladin Lasad Lgaduat oty 1) Al 5 3gaY) ciliala
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