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Flow Chart (3) of Scientific Committee for Medical Devices
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Al L) il dosage form susa o Anh cilajlice o

- Safety & effectiveness
- OTC or Prescription
- claims on label and intended use in IFU

L sl ) i) Al e Sial) A gala 3 303) Cra 85 L Jaua g Joaedl) Bale) o) aad) Joacil] Aadhe e Jliia o
@1 #1231 9 Al dpalal) ddadl) o (a ally
Lall) o G jal) Agdal) il Hlicsall 435 gala 34130 G bl p 81 anili o din) gl Lgn Laldld) 43 galal) 5
Agalal)
M\LM\MCW?M\M\&GMJ}A%QMJM .

sdand) @l ghad
Lahall il hieall 43S yal) 3 1a¥1/ Agadal) cila jliall Japatly dugiidial) ddadl) Jo (i ol Gl ) cle gagall Jugad -
AU Ay
) N el g Al jall slac ) o cliad) ) ABLLYL Cle g gal) i e g Adalll sBad) -
(Paa 2 ) s Jali/AB) ga)guda o o £ guda 9a JS Gl Al il AN Jlaal -
Aalal) Adall) e (42 ) ) dmedevice.edaeqypt.qov.eq Aaial) e ciglhal) pligial oh Jaldll s 3 -
Ay dgadal) cila lwall SN Ble) e Ay *

Medical device name / category Prerequisites

waddll Anesthesia

-Must have safety rubber, Injection Port or Latex.

Infusion, I.V. Set &Administration | -Must have needle. Can be with or without vent ( &ssi ol osa
Set (198 9) 4 945 Aaddy 4 9auaa) - Must be not less 110cm in length. ‘
Al Al gl (anadia (1S Lga B gard) (0685 () -

Infusion Sets with Burette infusion set with burette must contain safety rubber
CVC (Central Venous Catheter not | Need to have guiding syringe (guiding Y- connector) £2o0a g
peripheral / central Line Catheter / o) — -guiding wire J) Jsaal s ) A duils dad i jaq)
Infusion Catheter) (CAd g2 9330
Need to be without any side holes to do not to obstruct suction

suction catheters

procedure.
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1.V Cannula

Must have side pore (injection port) for drug injection unless for sizes
24 and 26 as they are used for neonates and children

Sample from each cannula size has to be presented to the scientific
committee.

Extension Lines

Has to state whether VVenous or Arterial

Breathing Circuit, Oxygen Mask
&Nebulizer

Can be Sterile or Non-Sterile but has to be stated on packaging.

disposable anesthesia
breathings circuits

das e disposable anesthesia breathings circuits J) J«idd Ol B9
1Y) (A Ll iy 4y 5 g pall g1 32
s Al o3 2l g8 894 y circuit ) Al ¥
(water trap+ Breathing bag+3rd limb+CO2 extension)
AL o) 328 ) 65 5,9 44 co axial circuit J) Al B+
(Breathing bag+3rd limb+CO2 extension )
Db sl g B JAN
4uAvoid connection/ reconnection risks to avoid reuse of part
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- Accept CUFFED for all sizes.
- Accept UN CUFFED only for sizes up to a

didpclyding S5mm

(eg.3, 4 & 5 mm which are used for pediatrics)
) 4l Je Cuffed & Un Cuffed Tracheost:

slaal) a22d) Endocrinology

Insulin Pen Needles

48d) gial) DAY £ 53 aran 84 2 pen needlesd! AU Cal (2 e Gisag
gl A 1SO 11608-2:2012J8 falitad i g dzalal) Aiall) o gaa ardius Al
labels.d) (e ¢ simd) pa aadind ) 2DEY) sla Adla)

insulin syringes

Jaaedi J g pe
insulin syringe EXCEPT the 1ml (100 1.U)

3_aiallg oW g ¥ Ear Nose & Throat (E.N.T.)

Tracheostomy Tubes

oM g i) Ayt Je Cuffed &Uncuffed Tracheostomy Tubesuas ab
o Al (and g3 sadadl g
&2 tracheostomy tubes uncuffed& cuffed J) <lila Jaawd J 58 2l
LlS Catids il g 3 jadadl g 0319 ) clal e A Lgaladia) o) gal dlld g ciluddal)
LS pal) Aliad) ludal S8 (e Lgmaladid) (0

Ear products
class I non sterile

1Y) Adadalia Lgd 33 ) giasal) S ) (e adlatiad) cilplls agals a1y
Soft and hard copy of: Trade name, Class, Product category,
Manufacturer name, country of origin, Intended Use, Composition,
Mechanism of action, packaging, labeling and instructions for use
P EIBN
Cagiiall 2 shgSlald il aga g anll 2 glsSla il diad o (apll
i
fluamadial) dualal) iall) o (2 o) by o gl oSla 8 5l 2 a5 ate A B
dosage forms_ga 4 o kil ganiil 3 jaiall g (3 5 i) da) o gudal oY
dhala) g dpalal) diall) 488) ga Ula L a hesally Galdd) Joaeail) cile JLlialy gk g
Aaudal) cla Hlieal) Jaady daalidall Aiall)
Laida) all) Lo o all aly gd aglssSlald piliagagdlla Gl
ol e Jiaaal) Jadly

Nasal dosage form
class | non sterile

1Y) Aaaia Lgd 3 ) glaal) S Ja) (pa adlatiad) cildls agals 2ty
Soft and hard copy of: Trade name, Class, Product category,
Manufacturer name, country of origin, Intended Use, Composition,
Mechanism of action, packaging, labeling and instructions for use
PP BEN AT
A (o ilall gl gSla b il 2 ga g anill a0l gSLe Ul Aiad o ()
el Laadial) Aalal) Al o (2 o) oy 2 gl gSla @ L8l a5 g ae A g
dosage formé_ga b o lisl
Aala g Apalad) Ainll) A88) ga s B o hcally Galdd) Jaaadh) Cila Juialy a9
Aodall cila lal) Jaady duatidal) ddall)
Sy gl Lall) o () aly gl A gl gSla b il aga g Ala A L

Akl il i)

3
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izl el Hematology

Transfusion Set

Standard filter mesh size ranges from 170-200u and has to be
mentioned on the package.

Apheresis Kit

) et 801 3 a0 ) ABLGNL () Baa g) o WAl Cidal) e 45Y) 5 lal) 83
Kit:) aladiud LeDIA a3y Al aall gady LdApheresis Kist]
"To be used within (........) after opening the primary package "

Syringes

Al il by Galdd) AL G e & paadl Jal jal) Ciua gy S Al o) 3 -
) Al i g 0-28 days 4 el 4l Baby s Neonates JS3 b Cua salal)
g pand) liAY Aallall dauall dakiia iy il
(Pediatric, Adults etc.) Adlidal) 4y jenl) CUdl) pran (0 ghe L) al-
Lt G glhaal) Slad yull

Interventional &

Diagnostic Radiationisas.dl g 4,0a)1l) d5Y)

Core Biopsy Needles

Ladidal) g Ada)al) dadd) Ll o (a al) 2y

Angiographic Catheter

dualill @l gall Jecompatible with lipiodol or Not-<ils 131 aaa5 3 5 g
Al AIFU or labels J) 2 W _sd g aiuall dalaa cila jiiaal) s 8 & 3lially
B33, sheaal) e hcaall

4 gall ellwad) Urology

Any product presented for
ReRegistration

3 Y1 ) gl SN (B Lgat) s a3 A S (pa i pala S Jlan) g

I1b, 111 &Implantable Medical Devices
presented for New Registration

- O gl Jaal) oy

Long- term Scientific Papers on Safety & Efficacy & Clinical Trials
published in reputable journals (4iall) L xiad Jlesf Al jliaa) A ldi
L Sbiall aladied (s AN GSLYT) Lgasa g pis o dma ga Jga A

(A9 gmd) BBl Lgtinan Lgd Al 5o AS i B gl af & busal) 098 ¢

Urine Collection Bags

e@.’:ﬁ&)ﬂbmﬁba\@ﬁ&\l)ﬁﬂ\&acﬂygdﬁjﬁlaﬁgd%
Gt

4lall 412 Surgery
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Surgical Sutures

Al ol b gl (o guady
shma a8 J 93 (e B3 ) gl
S Jd A s Bl JS e ) g (ulal tensile strength JWEs) sl pal oy -
Jaaeatl)
A8 )1 4,38 pall B 1Y) Cra B gl USRI B g g (BakS /s St
) gal) 4408 1 4538 yall 310N Lg a0 AN (gAY il JLARY) ) ALY 4 gal)
Apalad) Al o Jaaadl) gl ol B mead) JOA 30 6y B3 (i e oy off Ao
Jranil) da) e g dalad) daf all daadiial)

haa e dgd e Bl -
JHERYI 138 o) ) sy (Bale )/ i) Juaadill dadiall La) ol Jo gadd) (i Lah
Bugpd g diaeddl) cilbs Jaa () ja ol £ i (e it 2l g (el Jraadl) aay Lgule
il JLERY) ) ABLGaN A0 gal) A48 00 4 3 sal) B 1291 (e B ) g1 LR 8 g3l
Al gall 48 11 438 jal) B IaY) g 685 A (5 AY)

Dermal Fillers

Dermal J) gan Ao La Jid) 5 gl o il g (S 8 LAY ppdail) puda g
:Filler

gl Lo ) L o jlieal) (s adey-]

A8 agl ol jal) sl (3 3h 8 a3Maall 138 aladiu a2

da) a9 dalall da) all Lawadiial) dgalad) Aiadl) (ha 3 jaball Cilbsa gil)  Gadal Ay
1 b dermal fillers ue sasy Juanil
batch number J) aasy g3l 9 3 gaad) Jala o 3lasaly aldd) D ) dd) -
@l Gigan Aa B Loy jall paiieial) p jlieal) Baad g 4 gllaal) quudall dudy s
clisliag
(i) Bl CSlas BliaYL dermal fillersd! 82, sivwall @il il o 516 ¢ o
recall )l pUiil G s (pasdlall Sy pas Kladaial 33530 LY a3 35 13
Mginlia clbabenld 43 pall )00 (edid 48 5 0 Galdd) (system
3,4l & corrective action ¢ dermal filler of JS3 A 3 -
e ing galle gale Claa 33 gdiia dale bl )3 jlan) (i gl gLB 4314010
corrective action J! g sis by

Sterile Dressings

Laldll anll Baag o (b Cild) cad addiad cljbal) aa) B ke ddla) aly
Liblaat! 4538 pall 31N DA G ) AN 138 Gkt daglia oy 0 Ao dalal) ) Ll
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Stainless steel Sutures

Stainless Steel Suture is used only in STERNUM.

salAAILY) 0199 B ) aladiuy) SY ladd) ase
"Abdominal Wound Closure, Intestinal anastomosis & Hernia
Repair"*

2 Rows Staplers

d diad Bale) /s Jaad cldla Jlutia oy
Open surgery, Linear or Articulating 2 double staggered rows
staplers + their reloading units
£) o Jraail) 4l ja g dalad) da) jall Laadiall 4palal) Aiall) o g o oy o) o
Aall) 488) ga Al g Lot palall (1500 6000 dman o @ ol L e S92 e Bl
el Gl jal B sl al Lgale dalal)
Lalh o () 8 cilubially Lalilireloading units A i ge yaas -
Aopalal)
3 slendoscopic surgeries 2 o asdiod cilubal) Cils 13 yaas -
Agalal) Lall) e (2 2l JiBopen surgeries
155 Al U@ ¢ gase (e sKin staplers cbalsal) il 13) aaas -
Lpalad) Al o i o) S A8 ,a) (5

aial) b Orthopedics

Implantable Sterile Medical
Products

1- p tiall Jlae ) Al 22385 2 Frree Sale, CE& 1SO 13485 pas
8l Long-Term Scientific Papers On Safety& <l g dma ja 493 (e
g

Efficacy &Clinical Trials Published In Reputable Journals

Cra baainall Jalaal) aaf B Ll 3l pal) cila Jlicial) o el jL8d) jLaa) )
International Laboratory Accreditation Cooperation (ILAC)
gralad) giall) 38 e lgandl g dcuigll cildS e ol <l JLEAYY o1 ) ) ALY -
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Implantable Non-Sterile Medical
Products

Lo 31 yal) cila el o (prinaill diial gal Wd g ) il LGS JLaa) -
aj b
International Laboratory Accreditation ¢ 8acizall Jalaal)
Cooperation (ILAC)
alad) ialll 0 (ha Lgan g danigh) LIS (ha (sl il JLEAY 61 00 ) ALY
(g (ol2d gl g mn o g B 1518 inaa gt (A Apdal) cila Sliuual) pULA) oy
1Y) aall (e A 0 S A0

ﬁﬁ&SJ%ﬁﬂjd&fMdW‘&u -
Long-Term Scientific Papers on Safety & Efficacy & Clinical
Trials Published In Reputable Journals
Cra Badinall Jalaal) aa) B Ll 3) yal) cila Jlicaal) Ao il Lad) -
(International Laboratory Accreditation Cooperation (ILAC) .
Lalal) glalll 08 (ha Lgapts

Htigh AdS i s -

&l b Ophthalmology

Ophthalmic Sutures from Non
Reference country

a9 J& Ophthalmic Sutures <lulia graad tensile strength JLEs ) a)
438 al) BN Cra Bl gl R B GILE) B9 puda g (Bale )/ Jaaad) Joaeal)
W e aly o) e 311 Lgm a s AN s AN il LEAY) ) Byl 4 gal) 408,
Qs dal a9 ol e aadiall Lualad) Al o

¥ 38,5 TRYPAN BLUE (fo siad Al cila jlicuall o cildle Jliia aly

Trypan blue Y g5l slaal) slual) el B Lgalad) (2193 (1585 Oy %06.0 Jslak
Oad) G
Ectoin

Ectoin ) 33k e (5 giad Jaawd 3alel/an Jaawad cililae Jutiad oy Y

Cardiology<l b

Silk Suture without needles

e B Guaaiiall g (e galadind Silk Suture without needles Juii
by b paadl ¥ el S o Saas a8 4 gadl) Ao Y1 5 i) A o
Aaa)al) clileal) U i)

A cla Hica
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Oral dosage form
class | non sterile

1Y) Aladalia Lt 82 ) glsal) ClS Hal) e adlatiadd cilalla apal oy
Soft and hard copy of: Trade name, Class, Product category,
Manufacturer name, country of origin, Intended Use, Composition,
Mechanism of action, packaging, labeling and instructions for use
sl Al
A e piall o glgSlash il g ga g Al o gl sSLa LN Adad o ()
il daadiial) palad) Lgll) o (a all oy 2 glgSla b il aga g ae Ala g
dosage formé_sa 4 o il
ddala) g Apaled) Aiadl) 483) ga Adla A & Sliceally paldd) Jaaadl) Cile JUialy a9
Akl cla tal) Joady datdal) diall)
Sy Laidal) Aall) o (g gl aly g1 2 gl gSlajld il 3 ga g Ula L L
Agudal) il lieal)

Obesity products
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