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Medical device name / category

Prerequisites

waddll Apesthesia

Infusion, 1.V. Set &Administration
Set

-Must have safety rubber, Injection Port or Latex.
-Must have needle.
Can be with or without vent (o s 43 s Aaids 4 saan 0585 o (%)
- Must be not less 110cm in length.
) A gl panadia (e gy B gd) 095 O -

Infusion Sets with Burette

infusion set with burette must contain safety rubber

CVC (Central Venous Catheter not
peripheral / central Line Catheter /
Infusion Catheter)

Need to have guiding syringe(guiding Y- connector) ‘
o 4) — 4 siia 4 -gUiding Wire J) Jsdal 5 ¥ (b Anila Aad i jas)
(CA) A 53 5

suction catheters

Need to be without any side holes to do not to obstruct suction
procedure.

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 Venous or Arterial

Breathing Circuit, Oxygen Mask
&Nebulizer

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

disposable anesthesia
breathings circuits

& disposable anaesthesia breathings circuits J) Jaidi ol 5 pa
1Y) B Lgaladiny 4y 5 g pall o) Y Adls
2 AUl o) 2l 2 589 4 y circuit J) Al B
(watertrap+ Breathing bag+3rd limb+CQO2 extension)
A ¢ Y a0 638,904 co axial circuit J) Al o+
(Breathing bag+3rd limb+CO2 extension )
s Al Glawd Bas) g 5 gae JANS
Avoid connection/ reconnection risks to avoid reuse of part

Endotracheal Tube

- Accept CUFFED for all sizes.
- Accept UN CUFFED only for sizes up to and including 5mm.
(eg.3, 4 & 5 mm which are used for pediatrics).
<) 4l e Cuffed & Un Cuffed Tracheostomy Tubes J uae ai
. oabaidM B jadal) g V) g

slaall 212l Endocrinology

Insulin Pen Needles

A28 £1651 aran 81 s M) pen needlesdt Al G Ll e g -
1SO 11608-J! Ikt elld g dpaladl Ligll) o dna padiod A1) 483 giall
labels.d) s Gsiad) pa addind Al aMEY) placd 4Ll a6 AN12:2012
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5uadallg o3 g i) Ear Nose & Throat (E.N.T.)

Tracheostomy Tubes

Oy i) ddat e Cuffed &Uncuffed Tracheostomy Tubesga s s
2ol (und 98 jdadl g

&= tracheostomy tubes uncuffed& cuffed J) ilile Jiawd J g8 sty g
LS Calids a5 3 jadadly oMY 5 i) cilal o B Laladiia o) g4l dlld g Cilulial)
B S pal) Alinll plukal S8 (pa Lgaladiin)

Ear products
class | non sterile

1Y) Adadalia Lgd 3 ) glasal) S ) (e adlatiad) cillls agad 2y
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
1Y) s alg
Aate o gilall 2 glgSald Bl 2 a g a2 gl Sl BN A e Gl
Ll ey daadial) dpaled) Lpll) o (a0 ol 2l 2 sl gSlald il aga g ate Aa g
dosage forms s« 8 o ey daplil 3 nially (319 &) da) 2
Aol g dralal) Aiall) 488) ga Al 3 & 3licsally Galdd) Joaeail) cile JLEul fans g
Adal) cila liall Jaads daidiall Adall)
Sty Laidal) Lpll) o (i all ol 4 2 glgSla @ Liliaga g A Bl
Agudal) il lieal)

Nasal dosage form
class I non sterile

1Y) Adadaia L 3 ) giacall CilS HAN (o adlaiead Cilylla agads oty
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
SYs) alaly g
Aate o gilall (o sl gSlalh L0 3 ga g il 2 gl SLa Ul Al o Gl
dapdi! Laadiall Lualad) Lplll Jo i pal) 2y 2 gloSlald il aga g ate Ala B
dosage formé_sa 2 s il
Aala) g Apalal) Liall) 488) ga Ula B & 3becally Galdd) Jaaad) Cile JLialy a5
Agudal) e i) Juaty duatidal) Adall)
oty duaidial) Adall) o i adl g Al o g gSla B il 3 g2 g Al 8 L
Adal) il lial)

) (2l sl Hematology

Transfusion Set

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

Apheresis Kit

) et 4801 5 a3 ) ABLAYL (ad) Bas g) o L) CiDA) e AW 5 jlad) SO
Kit:-) aladiud LeIDA a5 A1 Baall gads Lad Apheresis Kist
"To be used within (........) after opening the primary package "

Syringes

Al il peadly Galdd) o A G e 4y yaad) Jal jal) Ciua gy cilS Had) a) 3 -
Jaliiu lld g 0-28 days 4 ead) 48l Baby sl s Neonates 83 abs cua alal)
Ay panlliLiEl Aallad) daual) dalaie ciy il

cilad pdl (Pediatric, Adults etc.) 4dlidall 4 yenl) CUSH pran (e dle JLaa) ol
Ll qigllad)
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Interventional & Diagnostic Radiationimasiuiil s 4da)al iy

Core Biopsy Needles Lnaduial) g 40a0a Al Al e (2 all Al
Lalil) &) gl tecompatible with lipiodol or Not-als 13 43a53 ) g
Angiographic Catheter s AIFU or labels J) 8 s g aduall dilaa il i) Al 8 o hially

53 shaal) a3l

43 gl dllwwadl Urology

Any pmd;g; i‘;{fgfgﬁd for Re- 5 Y1 & i O B Lgal) g1 o5 2 L) (o i ala S jLiaa) cany

Y o gl Jldaal aly

Long- term Scientific Papers on Safety & Efficacy & Clinical Trials
b, 111 &Implantable Medical Devices| published in reputable journals

presented for New Registration (W o tsal) alaiied) o Al oSLalT) Adall) gy ind Jlas | Aglan jludaa) dslad g

Mrsrg pie e daa e g3 A

st 9al) Gomal) (B Bl Lgtinan Lgd Al 9 A8 i (B AQli) o Stesall (1985 O )

i (B ATl g Adiaa il ) dalina S 1) 3 gaall o ¢ guda g Baai g 83 Al O e

Gl

Urine Collection Bags

4lall 4al ol Surgery

Al jall b gdl) (a gady
s ya i J93 Cra B3l gl

Soaeill 39 38 ) 2 il JS (e 38l g (ulial tensile strength JWSa) s e al-
A8, 4 38 pall BIaY) Cpa Bl gl SN 8 ASLE) By g pa g (Balel/uaa Jaad)
40 gal) 4408 51 4, 38 gall 310N g g AN (5 AN il JLaAY) ) ALyl 4 gal)
Lpalal) Lialll o Saadil) il ol (B ) JOA 33 ) g JUESN G e ol o) o
Surgical Sutures Jraadll daf ja g dalal) da) jall dawadiall

shra pa Jgd Ga Bl -

JLEAY) 138 o) ) Al (Balel/aas Jaad) Joaeill dadiall 4ia) jadl Jo gadd) (ol Lasd
89 shaadl) ilh Jaa a2 dad £ g8 (e JaB8 da) g (el Jranedl) 22y Lgle

il LAY ) ABLGNL 4 gal) A8 00 43S yal) 510N (Cha B3 ) o)y LI 8 ASLES
Ao gal) A8 51 &3 el B L a5 Al 5 AY)
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Dermal Fillers

Dermal J) gaaa e dan i) 5 gaall o gl g (lSa B Y1 pdadl) aula g%
:Filler

Agsadl) e oY) B o Slial) (s pday -

Add agl ad sall sLkY) Bak (e a5bieial) 138 aladiad a3y oY

da) g dalal) da) ol Aaadiial) dgalad) Al ¢y 3 jabual) Ciliua gill Guala i
Y ol dermal fillers oo sy Jeanil

> batch number J) 33ay 51l g 5 gad) Ja13 2 tally aldl) 1D J) Ala) -
@l Cigan Aa 8 oy sall asiieial) o el apaat g aii ellaal) qudall iy
Cldeliaa

(A SRl sy Bl dermal fillersd! 82 sival) S ) o 3% of e
recall gl auail 18 g Gaaaiiwal) cilily gaen ddaaiall ) i) ¢SaY gy g8 o
Mginlia cillaadl 438 pal) 80 i 45 5d ISy aldd) (system

AQd 480 3,23 B corrective action 4 dermal filler ¢f JS3 Als A -
T i g LY Ly diay dgalle dgale o (45 ) pdia dpale il 2 Jldaa) i gy
corrective action J!

Sterile Dressings

Laldll pll Baag o ((eb Cild) cad aadiud Cl Lall anaa) ke Adla) aly
Siblantl 4558 all 3 1N1 DA cpa AL 138 Gaskal Aailia ol o) Ao Aalinal) il jLall

Stainless steel Sutures

Stainless Steel Suture is used only in STERNUM.

1alARELY) 0199 B Y aladiuy) SY pled) axe
Abdominal Wound Closure, Intestinal anastomosis & Hernia "
Repair"'

2 Rows Staplers

d diaadi Bale /s Jaawad Cilila Jliad ol

Open surgery, Linear or Articulating 2 double staggered rows

staplers + their reloading units

81 g Jpaadl) Al 2 9 dalad) da) ol Laadiiall Agalal) Aiall) o Ll e oy o o
Lall) 488 g Ao A5 g oalal) (il o0y Lra pa o8 ol dra ja J g0 G B3l
Saaeddl) Cilp) gl A ) o Lgnle dsalal)
Agalall Ll o (2 pl) 8 cilulally Aaliireloading units ) i ga aaal -
open <) slendoscopic surgeries I A addiod cilulal) Cils 13) yaas -
Agalal) Al e (2 2 Sdsurgeries
Al (3,9 Ao 9 ASall 3B (e dase (e skin staplers cbwbal) cils 13) paas -
Lalad) ddall) o () 38

Open Biopsy needle

Jaaaill g Adlad) da) jad) At Jo (2 ) oy

Malleable Penile Prosthesis medical
devices

Jaanill g Adlad) da) jadl At e () oy
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asall b Orthopedics

Implantable Sterile Medical
Products

O ptiall Jlas) Aiilu il 2a Free Sale, CE& 1SO 13485 salgi agaii -
Long-Term Scientific Papers On Safety& ais s g dma ya 4193
Efficacy &Clinical Trials Published In Reputable Journals

e Baainal) Jalzal) aaf 8 gl 3 jal) cile el o il jLad)  Laa) oY
International Laboratory Accreditation Cooperation (ILAC)
Asalad) Adall) 38 (pe Lganl g dcaigl) S (e ol ol JLEAY) £ ) ) AdLaL -

Implantable Non-Sterile Medical
Products

aj A Ll 3 jal) cla jlical) o auiail) ddua) gal 18 g ) < Lid) s -

International Laboratory Accreditation (s 8aaizall Jalzall
Cooperation (ILAC)

Agalad) Adall) 38 (ha Lganli g ditigl) S (pa ol <l JLIAY) o) ja) ) AdLaYl
(g8 lad plang dmn ya gt B 516 piuaa Ll A Adal) e Jlhual) oL oy
(A aadE e dma e i Al g

ﬁﬁ&ﬁj%ﬁh}dmeMdW)@u -
Long-Term Scientific Papers on Safety & Efficacy & Clinical
Trials Published In Reputable Journals
Cra Badinall Jalaal) aaf 8 Ll 31 yal) cila Jliaal) Ao el LA -
(International Laboratory Accreditation Cooperation (ILAC)
Agalal) Adall) g (1 Lganli

. dwigl) A8 @) jLas) -

Gsed) ol Ophthalmology

Ophthalmic Sutures from Non -
Reference country

a9 J& Ophthalmic Sutures <lwlia axeal tensile strength JLad) 13
438 all B0 Cpa B0 )y SN B ASLE) By g a9 (Balel/an Jaaad) Janudl)
e al O o 300 Lgs gl A (o AY) cl JLIAY) ) ABLaYL 43 gal) 4,8,
L 05l dal a9 o2l Y daadia) dgalal) Ll Lo

¥ 38,5 TRYPAN BLUE (A8 s siad Al il jliaall Juad cilile Jlial ol

Trypan blue ol & Jall g sldasl) olaal) cilal (2 Lgaladiu) (2193 (9SS Ol %o v o0V Jslady
Ll Ga
ectoin ectoin ) 8aba Ao (5 siad Jhad Balel/da Juad cildla Jldind aiy ¥

Cardiology<all cia

Silk Suture without needles

Jam & Caadial) Jé (e 4aladiuy Sjlk Suture without needles Juiic
by b paall ¥ el Jas o Saas a8 4 gadl) Ao Y1 5 i) A o
Aoa) o) clileal) U i)
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A cla Hica
1Y) Adadalia L 34 ) giasal) S Jal) (e adlatiad) ciludla 4 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

PR alig
Oral dosage form Aate o milall o glgsla 8l 2 g g anll gl gSlaldl) Adad Jo 2 @l
class | non sterile Aol daadial) dgalel) Adall) o (2 al) a2 sl sSla @ pilingagase Alla B

dosage formé_sa 4 o Lish
Aol g dralal) Aiall) 488) ga Al 3 & Slicsally Galdd) Joaeil) cile JLEEuly fans g
Adal) cila liall Jaads daidiall Aiall)
Sty Laidal) Apll) o (g all 4y A3 L ol gSLa 8 il 3 g0 9 Alla L8 L
Adal) il lical)
gl aadied Al Cila jlioeall 3. ) ghenal) CS &) (o adlaian) cilylla agali aly
Obesity products Sl o gl e alig Ladall aly B b & Sl Lgdaiaal oy g ddacd)
o)y Ll g B ) 18 daidal)
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