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: (Water Treatment Station)olw)! daxe .5.2.2
" deles oles plliicl dacisci § gliz il oz ansyd Al § olo dlazs slid] 0"
:A5Y) £mY1 e dlead! ddasa 0SS
a. City water tank (made from stainless steel grade 316 L, or Polyethylene, or polypropylene)
(onbboy Jg2 ol o) Jg2 9 316L Llee Tsall pglaall 3Y5al1 Bole (yo winad dpall jlg slua o 03yl 91 obeald 135
b. "Sand filter" oy 45
c. "Carbon filter (activated granular carbon), at least one filter"

Ay U e easde Ji VT e 45508 5N

d. "2 (duplex) softener". 8)gue b S)le=>
e. "Storage tank for soft water 4)guwe JI3all slall Jasx) Oly=
f- Reverse osmosis or ion exchange resin or electro dialysis. (For purification of water)
(obsad! daal) (3U5gS Judoxigl (3 o)) Jaladl colmily o) (e ol jlgr
g. UV lamp deewdio 398 dail Hlg> .
h. Bacterial filter 0.2 micron 09,Swe 0.2 jlad s U
i. Stainless steel tank for storage of purified water (Storage conditions are either above
85° C or below 25 ° C).
el Bl dzmys JWIE szl Gl 9SS OF e 8yladall oluall Jaas) Tuall pgliall 3 5all 83l ¢po Eainan Ol
Aoghe 425 25 (e J31 5l g Ay 85 (e
: oleo)l dlao AW olbl il £lp9
dia i Gsllaall (glall p3binall daglal dpalis olall Sliolga 055
(0ol pasivn gV, dodsdl) Tauall Al O3laall puazr dadi @
Bylagiall oluall Ols3 S5 elgg)l iy ol dslie 8,8 alasuiwl Blelye 3y @
There should be a spray ball and vent filter in the purified water storage tank
lil) (sole gramal Lie 3bolin (0985 iz sy @

Dead legs (ends) must be avoided
;35).]\ 2oy @313 Olygd > 3 sloJl 599 G e
There should be continuous water circulation (no stagnancy)
Daily monitor of water at multiple sampling points
lisales slodl 0bw Ol Wiy sladl (355 Tlgre prexr Ld=S 2y @

dealls Bog2r wlalgd o Aoloel! a4 dudoeall dustall olopbiunall ey ol o] Sl

EDREX:GL.CAMD.09 :>¢J!
JoVIledl o)
2022/07/20: 40! &t
2022/07/20 : Geslad) sy



du.la.ll uLo).lmAU AAJSJAJ‘ 8yladl

All tanks must be identified and water direction must be labeled
Bladl Judod ilslgds 9 ygdl dg ao pedl dlall @uddl ok dusls- dg> (o Bl s A>3 @

: ) (Ble! gined! dapdad Tado Jolaoll puucitl) Jolaol! .5.2.3
fAborSeanall Joxod!
doz>g bladl gaiy ,calolall sda) dewlie dluall 095 O Blelye go Asaiio dbye (3 Jonall 0550 -
Olgaadl e B gaell epssall olbl iz lads o3 (£l @bolasSdl Ladod Cuwlio 08 Lb1g5 -
.Joxalb safety measures J! slelyo -
B3V ez Balas @5 O e (gdall pilicadd laads Aoy 854230 Janall g O -
OSasg Jonall Jakin 08 0929 o (9211 Sy gl Dlghas IS (o iall GlaSapall paxall 05 of V- § *
.(controlled area) deS>ol! ddlaiall (youd 0ylis!
Lg_)li ‘JAM Fomad Rejesin [t *

iz dong Suell Joas .o
.controlled area 4sSwe ddlaio Jonadl 0950 -
gl Jlassl pied A5Lnd of Ay Slilinay Lgsams e Agian Bblie J) U311 o euadih /Jsaiin J3do dJ 055 OF -

143V Joredl daidy lads “Cross Contamination”

(washing area) Juwse dilkio

(preparation area) s dikaie

2 e paade Jay Vi e (incubators area) wblas> dalaie

(autoclave for sterilization) euéaid) pasciw laius 0,4 dilaie

(autoclave for destruction) plaeW pustius oo 08l ddlaie |

: 3Y6 glawlge " Laminar air flow (LAF) 8u>9 e Sgis 48,8

(ISO 8/Class D) oy¢ ddlaiall Ja3 Y e LY dd,e Canuas udts 190 ddisan 4 dlagmall ddlaiall 065 <

class D/ ISO 8 caiuan puwdlell id “airlock” 319 puwoee hiw

slaid] 05509 Juolsd 099 (suSsad Bale (pe &5 Y duid liiolges slunke Baley Blaie dud)Y 055 <
(curved) dwove SlusyIb Jaslgodl

dadizs _padl Olojlivall Al § (classification) caduadl bidw Y <«

(LAF) JI 43, (dynamic pass box) (Swelas dsbie i 3925 «—

.5}@:;}’\ o 5).3[;.0 R QT Ju)’ -

Jaiall 3,5 (old Bigxl D929 -

Jaxalb dogb)g Byly> (wlid Byg>l 2925 -

L9391 Jolas ool il udd Jasell 3 OF bojao (o) @olylad) Jlwedl Juws (Je dadine d6¥ame JS&1 Z] A= § -
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(ready to be sterilized pusvinell G,k e lgasdad oy (1) dodaa)l e dudall Olopbivnall jase Lad db glo*

. (Valid & Approved method of sterilization ) wWlgaall J51s guadl (o Bdaianll eudaill ddylo (33,3

Jomall Giaaadll e sl ol ol duasdl 0550 O by 9 exdadll oy oLl (2> piuak o WBladll o *
& el psiy S puandl Jg35 o Jdmall o] pSaid ooldainnls dgad padity aiuaall poiy OF of dvanll slglll dugs
L8y gl

B e Al (S 5uydi )3 Sl e ol 3yl pluseinl Al> § *

: gamma radiation JL exdadl V> 3
oy 33Uall Ay ginaall p BLS 3929 (po JSTIL dudall Olopliwall gilan e iianl] 8yla] p g -
:steam HeJL eudadl U= § .0
Baizall Bylaell B3lgs 43195 -
Auda)l Gloslina]! &)L,a.n Je Jiwad! 8yls] M e validation J) dulys daulio o -
- oluedl Ao colbol sl £LS1 % oled] Alasee el D> (§ -
haall 0y obell Jsde Le (softener) 8)gunall Al jlgx plusuiwl @i xuaslb sl dao 3929 pde dl> §-
-exdailb ol “autoclave”
(e.g. : ethylene oxide /nitrogen dioxide).: )b eudaddl Ul> 3 -z
9 Acceptance test(J gl whlos) gzl dauadl 441 Jgd Ololgd D99 -
IQ( Installation qualificationslsY! JxG )9 0Q ( ( operational qualification uwiad! Juatll)
Jadie 086 (§ euiaill 055 -
(Adiandl (e 485l Cansl) Juad g ) 1 @blglaw) i ool OB pd gl -
Axiuaall 381 e Sled! Juiad Oladai) lads duwslin L pliseil (1) -
(aeration room) duggi! 48yt duunlls -
i) Slgzr @z dawlin 8,31 d>lune 0555 -
- dogbyllg Byl i) ByeT 3929 -0
g dl> (3§ (heater) ddull duwsy a5 -z
8,3 S gl D99 -0

: ved) dadal (b (V6 g alUY! os Z LSV 3ol Glin
.(clean room) dadadl 48,31 1 Cadsally ZoY! ok ¢ dedae g bl oy (&) dedall Olopliaadl -
Liyae diate J31s Y Do Y 1 plasciwdl b eudadl Biakg dedine pé lgz ] ot ) Al Olojliall -
. (clean room) dadaill 48,31 Jls Cadaddl g
diyae Ao J31s Ciddadlly ZUOYI bojao Yt dedine p& pusiudy dedne pé gzl ol @) dadall loliuall -
(3 e guianll dauolgo coas 13191
gl 0da Blele @iy Aol gyl iy Yl g 9l asatll Jlyo oo ST OT V> 3 -
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: (Controlled room) 4sS>all dilainl! .5.4

AW bl ALY g (£l 9 plas g Cilhe b miell 1S g ek I ddlaiel (P
(yasS paind V) dlaiie LSl dilaroll )55 -
e slune 3 Lez9y39 o3 090 OF (£13 oY) ddes (§ oo plasitnl Al -
.(controlled room) 4ol 48,3l Jg35 Jud oDl i) e pamass -
liag (controlled room) 4sS3eall 48,301 4] 935 Jud Lgadlilg plsdl sl gald dimmylsd) 8 gaadl Candaidd 08 pamass -
(exhaust fan) blak g Lsgd yhuas e Syizn 0K
30C° B)lyodl s Y Cwon "Z9llb Zgaun a8 " (Well Ventilated) 8k a1 diggd jluan 3929~
0 dsbyll 930°C o Byl Ay w33 M (£l 9 controlled room dsSiaell d3,all Yo disbo) 9 )l ulid 3929
.65%
5S3x)1 9) LI sl Y Jall Juaww (o Al 5 sluado 9 dg3 lenyV1 055 O -
. 4>l we (controlled room) 4sSeall 48 ,3Jb (o Wilalawdl Jadas) O&e Hauass-
Ailaioll J) 8 lae dJg3-5 dodlw (yasia ddykay (controlled room) eSSl 48,301 (pe Jaru gl inall zg,5 iz~
Classified airlock caogo (3198 juos 1l Jlo 9 ( double bag cadss dud> 2 J31s dassyg) dadaid)
el sl Gl sy 3las oy Oyse (§ 40335 91 Dynamic Pass Box &Sasliss dlglie 2l of

: Clean room 4adad! ddlaiall 5.5
Je 9yell @3 degowning yudkall Jsis dilais) (secondary gowning) 46l uwdle s ddlais W of o -
.( secondary gowning dadaill 48,31 wodle <145y) ] step over bench
- (3 dslie Olgl) interlocked ol 5SS -
. class D/ 1SO 8 5SS 4ol Luodell s dalaie -
L0 Gz haid 30 (wld wiblie aub g (cascading of pressure) il Jlgs (1) -
g i O OlgW ey Glly J&uw 20-5 ¢mle iy ddUadl il § dolied) §ygliall Byl (o Jaisall 38
Jadl G gus
The pressure differential between adjacent cleanrooms or clean zones of different cleanliness level should lie typically in the
range of 5 Pa to 20 Pa, to allow doors to be opened and to avoid unintended cross-flows due to turbulence
i.e.:
- Between rooms of different grades should have pressure differential of approximately 10-15Pa
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Flow Chart of Registration of locally manufactured Medical Devices without quality certificates

Fulfill

requirements llo working days

suspended
20 working days
10 workmg days Requirements fulfilled by the company
within one year from acceptance date
suspended

Suspend
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New stability study including sterilization validation only and re-revaluation of biological risk
assessment
o) doaladl Ll Jud (0 3 ot Bole| oy packaging material slpackaging dimension § s dl> § <
(ol wlwys
New stability study including packaging validation only and re-revaluation of biological risk
assessment
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New stability study and re-Evaluation of biological risk assessment
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( Technical documentation ) a&) calai: L

REGULATORY REQUIREMENTS

1. Administrative Information

1.1. Name of manufacturer

1.2. Address of manufacturer

1.3. Name and Address of any associated manufacturing sites

1.4. Statement of legal liability (designing a from for the manufacturers to follow) (attached)

1.5. License of manufacturing no or (IDA)/ Investment License ( attached )

1.6. Data certificate no. (Attached)
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1.7. Industrial registry no.(Attached)

1.8. Latest commercial card (Attached)

1.9. Name of authorized Contact Person Authorized Person
Delegation Letter (attachment)
And name of Person responsible for regulatory compliance an contact details

1.10. Tel

1.11. Fax

1.12. E- mail

1.13. Web address

1.14. Declaration of conformity / letter of declaration according to the adopted regulation_(Attached)-

1.15. Certificates 1ISO 13485:2016 from accredited certification bodies (Attached)

1.16. List of the harmonized standards, Common Specifications (CS) and other standards relevant
for the product (Attached)

1.17. Qualification of person/s (CV’s) and or team perform the clinical evaluation report, risk management
and biological evaluation reports

2. Product description

2.1. Product name

2.2. Trade name

2.3. Intended use and performance claims comply with IFU

2.4, Definition of the intended patient population and medical condition for which the device is
intended

2.5. Adopted regulation , Applicable directive

2.6. Classification of the device and accessories (according to the adopted regulation +equivalent
classification in the European regulation)

3. Manufacturing

3.1. General description of the manufacturing processes

3.2. Manufacturing Process Validation (if applicable)

3.3. Work environmental conditions in the manufacturing process (according to device nature) and clean
room validation if applicable

3.4. Description of sterilization process

3.5. Contracts with manufacturer/subcontractor

3.6 Critical supplier list, agreements, and certificates copy

4. Product specifications

4.1. General description of the product and variations /definition of the product

4.2. Description of accessory equipment, adapters, equipment and other devices used with the
products

4.3. Composition of the product, components used, list of parts

4.4. Material specifications/ substance used

4.5. material safety data sheets (MSDS)/ Component certificate of compliance

4.6. Construction documents, technical drawings and product photo

4.7. Functional description of the major components
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4.8. Specifications of the packaging material

4.9. Declaration Letter for the packaging (to declare that the packaging material is compatible
with sterilization method, storage conditions and transportation conditions)

4.10 Indications and contraindications of the product

4.11 Final product release criteria

5. Biological compatibility

5.1. Compliance with ISO 10933-1 (Biological evaluation assessment report) and Chemical characterization

5.2. copy from laboratory accreditation

5.3. Justification for any deviations

5.4 Biological evaluation report and summary

6. Quality assurance measures

6.1. test plan /protocol
(incoming materials, raw material, in-process contain, end-control)

6.2. test report /analysis certification (test result)
(incoming materials, raw material, in-process contain, end-control)

6.3. Batch documentation, product traceability

6.4 documents master list

7. Information Supplied by the manufacturer

7.1. languages ( English/ Arabic)

7.2. product labeling (Evidence of compliance with ISO 15223)

7.3. additional documentation ( IFU, user guide, service book, information for patient)

7.4. warning / special precautionary measures/ Contra-Indications

7.5. symbols used

7.6. storage/ transport/ disposal

7.7. brochures, marketing material (matched with intended use and claims), if the brochures and marketing
material via website link must be submitted

8. Software (If Applicable)

8.1. development methodology

8.2. concept of software life-cycle

8.3. URS (User requirements specifications)

8.4. Functional Specifications or software specifications (FS)

8.5. Software module test (test plan, test reports, SOP)

8.6. Information about the used programming standard (which guidance was applied)

9. Product Verification (Performance Testing) (According to manufacturing Standards)

9.1. Essential Requirements compliance and checklist

9.2. Performance tests complies with product standard (through third party, Accredited national or
international lab or at facility under supervision of the inspection team including NODCAR member)

9.3. Electrical Safety

9.4. Packaging Validation

9.5. Sterilization Validation , subcontractors contract if applicable and certificates
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9.6. Shelf life tests (in-house or outsourced) including packaging integrity, device performance

and Biological safety

9.7. Bio stability test (influence of the biological substance onto the product (implantable devices)
Rephrasing: Life time of the product (performance of the device through its life time in human body)
9.8. Software verification and validation (EN 60601-1-4) (Through accredited lab.)

9.9. Electromagnetic compatibility test report (EN 60601-1-2)

9.10. Evidence of Compatibility with other medical devices/ Medicines/ preparation

9.11 Transportation and handling validation reports

9.12 Usability study

10. Evidence of Compliance with 1SO14971

10.1. Risk Management Plan , analysis and control
10.2. Production and post-production information and risk benefit analysis, undesirable side effects, ..etc
Risk Management assessment should be conducted for the entire life-cycle of the device (from initial design
concept up to and including device disposal).
11. Clinical evaluation assessment
11.1. Clinical evaluation report (CER) - All protocols and reports quoted in the clinical report ,- Copies of the
publications quoted in the clinical report
11.2. Clinical investigation OR Justification from Manufacturer for not implementing Clinical investigation
12. Post Marketing
12.1. Post marketing plan (reflecting the residual risks resulted in the Benefit/risk analysis) to be
submitted annually
12.2 copies from last complaints, incident, recall records and reports last 5 years
12.3. Post marketing surveillance(PMS) report
13. Regulatory procedures
13.1 Copies from all regulatory procedures (Clinical evaluation, vigilance, change control, recall and advisory

notice .... etc.),
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ZUY beS 9 (gl il daadal lauds cldg 3blio 8 (I euudill a7V @i Y -

W3 e e il Aol ga ol 131Y] % 65 dishy duud 5 30 Bily> Ay plAY 00 -
i)l dapda) dwsliall Lgho 1 dxad 9 8ylymddl il 0555 O (£l OF de

Oedb AW ol syl gl
Al 0 daesidl IS Dg Slpss S o puadd] dxissd Slalsd) of ilamitiall (2425 pde (po JSTU Alany aih 086 3929 (1
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3979 po okl g gz lbliay lads el g t)lshall Ll Wlasslge Gilay O biad 4 ts)lglall b 3929 Ul> § (8
alarm system (visible, audible)3 » 9 §gowuo HII5] pUas
Al gLl jlez ol sy b clldg ( alarm system ) )] pUas 3¢9 ao (30> slab] pUas 3429 (9
Ol el o 4,391 Jg3-0 miay K 3la)) deSime leall Olool g (10
Bl uadd) Aadl Jgis al ( daind) o)) donllns o g4 loid 6T s 3> elb 3529 (11
438 8:Lp| 3929 (12
O3l dibaieg Blad) il yluae 3929 pie (13
Guikay 0o 00 GPRSSL 35l 055 5 SN Ayl e Iilis of S 3529 o Bbles 2 s eyl pus (14
Laslgadl e o 20 9 Caiudl
0,53 Calludl Ol AaNI are 43195 (po oY (3lgil el S 3o D929 Ul> 3
(water Treatment station) :8leJ! daxe
doddlas ol plusuiw b 7| Lo o ,d Al (§ Y] olw dlase clid] e Y
459 615231 e oluod] Aases (9505
a. City water tank (made from stainless steel grade 316 L, or Polyethylene, or polypropylene)
b. Sand filter
c. Carbon filter (activated granular carbon), at least one filter
d. 2 (duplex) softener.
e. Storage tank for soft water
f- Reverse osmosis or ion exchange resin or electro dialysis. (For purification of water)
g. UV lamp
h. Bacterial filter 0.2 micron

i. Stainless steel tank for storage of purified water (Storage conditions are either above 85° C or below
25°C)

dm gllaall glall p5liall dagla) dlis oluall laiolga 0555 Of e -
(Lolodl, pgsivn gV, dodsdl) Tual) Al Olaall guazr dasiow -
There should be a spray ball and vent filter in the purified water storage tank.
Dead legs (ends) must be avoided.
There should be continuous water circulation (no stagnancy)
Daily monitor of water at multiple sampling points
All tanks must be identified and water direction must be labeled
Bleall o Olalgd 9 doy i)l dgz po el diall @B o Al gz oy Bluadl daygd Al (3
((slomaSeall dare 9 GlharSuall Jonall) Jolanll
e g5l Uollaa)l @hlasVlg (led! i) dada) lads Jelaadl eladl auas)l sl ok
((laSepall Jasoll
(25 Jors 1o BBlatlly g gisaall Jano 2929 pie A>3
daze> 9 bladll §45 9 cabeladl sua) drwslio do-lunall 555 O Blelye ao Absaiin 48,2 § Jarall 0950 2 0
Olgaall e Bgaall izl olbl sy i GbglasSl o355 (£ 9 SLgleaaSIl taam) Gl 386,913 cow ©
.Je2alb safety measures J! slelpw co 0
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(2o e Sl Joxe .o
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A4S el
(washing area )Juws dakaie -
( preparation area) x> dikie -0
2 o5& p2ade Jay Vi Je( incubators )oblas dalaie-co
(ewa22ll) autoclave for sterilization délaie -&
(plaedV) autoclave for destruction ddaie -z
: 3YS ilaswlge 1950 OF s Laminar air flow (LAF) JI 4,2 -7
(ISO 8/Class D) oe diaredl J&5 Y1 e oYl adye Cinuad i Uil oo disas 4 dasmell dalaiall 95
class D/ 1SO 8 cauan (o)l s airlock gduwo -
dal ¢! L) 0_953_9 Juolgd (9o 6“"5.9‘“3}“ Bole e Ja3 Y dud Olasolgen slude B3l Blaie dusyVI 9SS -
curved dwecin Slus) Vb
dadine pill Olojbinell Ul (§ classification JI biad Y -
854291 araz Byplas o Of (Je LAF JI 48,3 dynamic pass box 399 -
bl 3 uld 852 232 -
Joxalb &igbyg )l old 83g>1 2929 -
Ol s Guds Jarall Gaz O bisd (pasdl @lyad) Jlhall Jows e dadas ddYome J8aT zlo) D> § -
dodinodl A9l Jolas

S pisaall Jg33 oo Jumall Gl Sa) oaldainl dgad eodds giuaell pgiy OF 91 & paall slgll diggy Jduall
LS89 Sl G peailly 52
@92 (ready to be sterilizedpasuinedl @b e lgandad o (31) dodan sl dodall Olopliual) &l 1A gle -
- (Valid & approved method of sterilization) Wlgeall J&1s guasll (o Sdeiasll eudasdl dd)bo
B e Al 5yl 18,53 JWI pb ol Gyl plseisl D> §
: gamma radiation dawlg exdaidl > 3
0,101 28Ua)l i 9 giwaa)l  JBlS 3929 e USTIL dudall Oloiell gilae e awan)] 8] p g5
steamydl eudadl -
B dadizal! 5).3Lx.oj| Bolgd ).9\33
dudall Olosbiwadl Bibas e Gasadl! §ls) M e validation JI dalie e
ﬁ‘...\é:l.w‘ ol c.:.,a.ojb oWl dams AEL) ‘au\; > ‘33 , oWl dams C)Uo\j{.fb\ &w‘ @ oW‘ dams f\.k;':i.w‘ > ,3
el ol autoclave JI g obwdl J3de e (softener) §)guadl Ab) jlg>
(e.g :ethylene oxide /nitrogen dioxide...) : (3! ¥ ¢ cow JWL edaidl -z
acceptance test jlg=l) daiasll &S50 Jgud Ololgd 3929
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OQ( operational qualification) -
1Q (Installation qualification
Jraiio 086 § peiaddl 0S5
(Aiaall e d)ylall CabYI Juad an ) Jldl llgha) opisa) ol O 4843
daisaall 4S80 oy Slgad) Juicss Ologlas) lids duwlio WL pluscil £y
aeration room gl 48,3 dewddl
oudiad)l gz e daolin 43,41 d>Luna
dsbyll 9 8ylyoxll (elet) B3g2l 3529
g > § (heater )J&dusl) dhews 393
4,300 By Dogd 3529

Controlled Area
MI&gMIﬁ@M\ML@M@IMI@

el dadal b 36 Ly oY) o Y 3l (o gaase

clean room Jsls cadadl o ZzWY) o @ dediae g bS] ok (&) dudall Olojlindl -

ok 9 dayae dilaie J31o ZEYI b Y 1 plasuwl S exdail) Buas g dodan p¢ g2 U] ok @ dudall Olojliand! -
. clean room J31s cadad!

wm&lswlgcb)}lbﬂdvWﬂfmugwﬂ@b\wd\WluuM\ -
(U3 e gbatll Aol go o 13] Y] )

g ) 0 Blelye ol Lol gyl iz Z Y1 s of apbail] Yol e 1 0 A>3

oS e Vg Abaiio 0555 Of

(B sl (3 lgz9y5 9 e 0550 OF (£l Y ddas (§ oles plisui] Al

. controlled room J! Jg33 J& [udall s 08e pamass

e iz O8I e 5 controlled room JI J) Lgless Jud Lgalli] 9 plsdl ol gall daamy sl 8 gandl Candais) 08 amass
.(exhaust fan) blai g L1945 jluane

30°C 8)ly>dl suass Y Eumw (well ventilated) "zolelb zgome A8 " 8 ilo A8 dggd Hduan S99

65% o= Lgboy)l 3 30°C oe Bylyadl dzs Wi Vi (£l 5 controlled room JI Js1s dsby 9 8)ly> (eld 3929

Aalas g sludo g 4193 Sl 955 O

Al wie controlled room Jb @ode Glwlawdl Lras) e jauass

double (§ 4xpy) dadail dalaiall J]8 lee ) 935 dadliw (paus 4 ylay controlled room JI ¢we dasw gl el 79,5 o
el o3zl Ol AsY @allas Jawg O35 (§ dojss 91 Classified airlock 9! Dynamic pass box: ¢l Jtw 9 ( bag

BwiN e

b oy oW

: clean room dadaidl dikaiell
U justification @d& o clean room Jl ps misell Ao deldall D> (§

secondary gowning area &6 Lude s dalaie lgieud OF com

secondary gowning <3| o3 / step over bench s y9Jl 03 / de- gowning dikaie
interlocked <981 0S5 Of cazo

class D/ 150 8 0555 Of Lz A1 oDl s dddaio
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The pressure differential between adjacent cleanrooms or clean zones of different cleanliness level
should lie typically in the range of 5 Pa to 20 Pa, to allow doors to be opened and to avoid unintended
cross-flows due to turbulence
more positive el Jaiyall 8l 3 &3l iSYI ol 3 Ll pudd of o .6
slude 9 198 L)Y .7
(curved) duioxie SlusyIU sl gl elad] 0550 O ez 9 slude Jaslgll .8
65% dugbyll 9 22°C 8)lymdl Ay (Saais Y Camny Lighoyll 9 8ylyell Jas oxr .9
Auniie 0555 O WY b pluseinl Al § 9 clean room JI J-1s deldall 0555 O o guiedl e deldall D> § .10
physical separation -
classified airlock s aerated passbox s material J! Jg=> R Ol e .11
. clean room JL 4wl passboxes 3 ©lgYl arex dis lassall §y9 ubd Glblae Sy cox .12
(@50 © o2yl St Bgd Lgeli)lg) duiladl Lasls=lb return grills 9 caiwdl 3 supply grills o655 of s .13
02,60 o Jiy Y Caiudl 9 Olus)Yl oo Y1 060 of s .14
Number of air changes range between 15-20/h .15
slgg)! dJglie 8u>9 HVAC system
dagdes 8,2 (3 lgidsS 9 ] oY I Oliioll Jo Ak pt
prefilter , bag filter , and : Jo&35 air handling unit slga dglv 8u>95¢9>9 v .1
HEPA filter
Gy bl slue SIS 9 Bag filter 5 prefilter die Jassall 3,8 (i) slae puog o .2
HEPA filter J! dw 9 Ju8 baas
09559 Alaey 8laioe 0955 9f Technical room & ¢lggdl Aglio 8u>9 0555 O o .3
Aadss daoe! daliedly WL slake syl
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[COMAPANTY MORIE]
[Damb=]
SASNUIFACTURER'S ENCEDASEFMENT ABOUT SAFETY OF MEBEDICSL DIEVR_ES
Deeclaration (1]
For D= Class 1 and lla

Drear Head of the Central administration of Medical Device,
rear Head of General administration of the Meaedical Device Registration,
For the follewing medical dewvice applied for registrant/re-registration/variadon of marosting
suUthorzation in the Srab Republic of Epypt:
- BMi=dical Device Mame:
- Mi=dical Desvice Mockels  Coardes:

= (Company) undertaes that the medisl devicos applied for registrantfre-registrationsariaton,
which will b= marketsed in the Srzsh Bepublic of Epypt. has not received any recells, FSN=, or FRCAS
in respect of [Models/Codes Mo, Lot/ Batch Mo.. or SBerial MNo.), in the past (3] three years befone
the application for registration re—reE stration Svaria o

= [Company) undertaiors that in ese of any recslls, FShls, or FS5CAs reised after submitting the

remistration/re-repistrotion Svariation application file ard before panting  the  morketinge
HSusthorization of the medical devicoe, those receElls, FSNs, or FEGAs oonoeming the safety of the

medical device in respect of [Models Codes Mo, Lot/Batch Mo., or Serial No.] will be communicatssd
o the ~MMedical Device Safety Department (RMDSD - EPAC)™. by (Spent] - the company 's agent in the
Arzsh Republic of Egype.

= (Company ) undercSie:s that simoe granting the marketing awthorization of the medical device amnd
durimg the marieting stape, [Cormpany] w6l be oblised to commumicste any inddersts (RMIRs],
Pericdic safety repori={PER]. or Regulatory actons (including but mot mited o recalls, FShs, or
FSCE<| o e~ hlesdical Devios Safeny Departmeent (WIDSD - EPVWCYT by | St ] - the companry’'s sgent
in the Arab Republic of Egypt. this is aomording to the Egyptian Guidelines for Medil Devsio=
"Wigilanos Sy=tem

= |Company] undertakes that there is & vigiknoe system in place, owersights the vigilanos syshenm of
the [Bgent) - the comparnmy s agent inthe Arab Republic of Egypt. and makes sure that [Sgent] mests
all vigilanoe reguirements [in referenoe o the Egyptian Guidelines for Medical Device Wgilanoe
Sy=tem ). and cemmunicates them with the “Redical Devioe Safety Department (MDSD - EPWCE.

[E]
mn
=]
L]
1
E
1
n

=
5
f

dealls Bog2r wlalgd o Aoloel! a4 dudoeall dustall olopbiunall ey ol o] Sl

EDREX:GL.CAMD.09 :5¢SJ!

JeVlluedl o)

2022/07/20: oYl o)
2022/07/20 : Geslad) sy



dudall Clo o) &;)Sj.dl 8yladl

i

[CUMPANY NAME]
(Date]
MANUFACTURER'S ENDORSEMENT ABOUT SAFETY OF MEDICAL DEVICES

Declaration (2)

For MDs Class llb and 11l {1, lla with Regulatory Action)
Dear Head of the Central Administration of Medical Device,

Dear Head of General Administration of the Medical Device Registration,

For the following medical device applied for registrant/re-registration/variation of marketing
authorization in the Arab Republic of Egypt:

- Medical Device Mame:

- Medical Device Models/Codes:

» (Company) undertakes that in case of amy recalls, F3Ns, or FSCAs raised after submitting the
registration/re-registration/variation application file and before pramting the marketing
Authorization of the medical device, those recalls, FSNs, or FACAs concerning the safety of the
medical device in respect of (Models/Codes Mo., Lot/Batch No., or Serial No.) will be communicated
to the "Medical Device Safety Department (MDSD - EPVC)", by [Agent) - the company's agent in the
Arab Republic of Egypt.

» [Company) undertakes that since granting the marketing authorization of the medical device and
during the marketing stage, (Company] will be obliged to communicate any incddents {MIRs),
Periodic safety reports{PSR), or Regulatory actions (including but not limited to recalls, FSNs, or
F5CAs) to the "Medical Device Safety Department {MDSD - EPVC)" by [Agent] - the company's agent
in the Arab Republic of Egypt, this is according to the Egyptian Guidelines for Medical Device
Vigilance System.

» (Company) undertakes that there is a vigilance system in place, oversights the vigilance system of
the [4gent] - the company's agent in the Arab Republic of Egypt, and makes sure that (Agent) mests
all vigilance requirements (in reference to the Egyptian Guidelines for Medical Device Vigilance
System), and communicates them with the "Medical Device Safety Department [MDSD - EPYC)".

Signature

Title
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CE: Conformité Européenne

DOC: Declaration of conformity

EDA: Egyptian Drug Authority

EPVC: Egyptian Pharmaceutical Vigilance Center
FSCA: Field Safety Corrective Actions

FSNs: Effective Field Safety Notices

GMP: Good Manufacturing Practice

HEPA Filter: High-efficiency Particulate Air Filter
HVAC System: Heating, Ventilating, and Air Conditioning System
ISO: International Organization for Standardization
MDSD: Medical Device Safety Department

MIRs: Manufacturer Incident Reports

MSDS: Material Safety Data Sheets

PMS: Post-Market Surveillance

PSRs: Periodic Summary Reports

RO: Reverse Osmosis

SMH: Summary of Marketing History

SOP: Standard Operating Procedure

o g
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