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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.
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i.e.
- Between rooms of different grades should have pressure differential of
approximately (10-15) * 5Pa.
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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.
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- Between rooms of different grades should have pressure differential of
approximately (10-15) * 5Pa.
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Number of air changes range between 15-20/h.
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SAaalidy) | slaliall

Ol

(2 pbsal) Ui} Al gl Uik ZIY)  ghilia J o 3 Juanll Jugat Aikais

.Unclassified Lil s ddias & dihia )

Agdal el g il slad g Cilara plai ) JBY) o Lgad oty Y

G gl dgdaly (udla Juadl qull ga 8165 (pa ¥ dal) g Gudlal) il 3 shady alaall ol Jla 8 ¥
Oplalad) axad duilia ¢ 985 5 akaally dualdl)

2 Ay 9g5 s aga g B Lt

.(Disinfectant) ¢35 gk bale i o

. (Stout, Smooth) dusl ghauly 4, 68 () 5<5 ciluda ) g Jail sal) 5

U ddhia Jgda Jble cip) oY Jlanll 3 guan cilaldy) gy LV

o] ddhia
1Al o) RENL Lgad 2 5ih g Lgdila culaital) z L) Al -

.Unclassified Ll s diias & dihia

. Aladie dakaiall eS|

3l LI )5 o L o35 Lalsia o jlesa (1585 O (o815 V) e ol plakid Alla 3 .
Agsllaall 4 gl 1 5 8 ad) il ja (B8atl Gualia 43945 Jlaa 352 .

ot Lualil) cila) 1Y) lidia) aa Aadlud) @) jal g dusiall 3 gaall Apulia Lyghyg 5 ) a (uld 3529 .

. Material Safety Data Sheet s giiall dua) gal Tsh 45 g 1 9 31 _al)
AL g pluda 9468 il ) (5 O
Al sie cliahad) Jaial (lSe (avads

\

Y
v

A
VY

s (Aaiis 43kie): Polishing aoelil) ddkaia

9L £ sama 1€ 5 (Well Ventilated) 5l & 4965 jaan 352y .

Al g el g dae U grlaady 4 68 ()90 cilpnda ) g Jad gl
.Sanitary Sink S5 of &Y Sl aaiins A Gl sal) 8 Ci juall dad

dia) gal Wda 4, gda 3 9 5,1 Al cila oy Aaldld) el 2dN) elisind pa dyshy 9 50 0a Guld Clalas agay .

. Laadiial) 3 3¢a¥) g Material Safety Data Sheet s giial)

\
Y
Y
£

«alivall Jdo cliby dclib lgd Al ) Ada jally  :Laser Mark 4Aslidal) Ada ye

Tl 7 sama 1€ 5 (Well Ventilated) 5 il 5 455 saan 3529 .

ALl g pluda g dael edanaly 43 68 () 585 il ) g o) gal)

ddia) gal Uiy 4 gh 1) g B0 ad) cila yay Aaldd) cullal_jidy) slidia) a4y Suua (uld cilalae o
29kl g 8, ) A el e daghy 9 801 by 529
. Material Safety Data Sheet s Fiial

Sla Jlas dgagaxe

'
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: (Controlled Area) Jswsll dihia

«*."I..“ "u! 3 n u-‘! Mgidd# ."..,Je.r n L - lﬁé*‘ﬂ‘ “u! - n ‘:’A»

.Unclassified Lil s diias 1& dlaiia d8hia

. Material Safety Data Sheet s ziial

At g plala 54568 il ¥ QoS O
456 & Return & Supplies Grills 8 s o o .
Y slisiu) g Clean Room (! Controlled Room ¢« giiall z g4 A 3,

Ciua ga Al 9a una Bk e Ailall dBhial) ) o a3 oS Double Bag <ialis Auda Y Jiladrdag -
Aosaalin A glia AL i Classified Airlock
) ¢ Al clda) A5 (Gilae Jasa g (08 A ALJAT

K
.Oil & Water Free <l g obuall (e (AR 0158 O Y Sl lial) Cifail aadical) ¢ sgd) |
.Sanitary Sink ¢S5 ¢l &Y Judd! aadind Al G2 sa¥) B i pal) dazd

AL T sasa £y (Well Ventilated) 8o & 43585 saaa agag .

dia) gal Wda 4, gda 3 9 5,1 adl cila oy Aaldld) i) 2 eligind aa dyshy 9 50 0a Guld Cialas aga g,

Y
r

:(Secondary Gowning Area) 4l (ud it dihia

«Clean Room» (A Jsaall g adlall a8 Lgad aly (Al Alkaial) a

Aa, 1) 48,3l Gudl— ¢1355) ) Step Over Bench o Ul udlall i lgd alyy -
.Secondary Gowning
(G Al Jie Gl s) Interlocked <ls¥) eSS -
.Class D/ ISO 8 A4diasddhiall o< o) &Y -
: 098 Cuan kil (3 8 (uld clalee s e (Cascading of Pressure) biall g ol -
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

O QoD e 54 g Sy ¥ 420 (il ady d8UAIY Ql@).\‘;ﬁ:\.u'.}..\ﬂd\ 3 gladial) G ad) (p Jakucall (58
Jaail) & gas aday g eidd

i.e.:

- Between rooms of different grades should have pressure differential of

approximately (10-15) * 5Pa.

.OfficeType £ &= Grills J ¢ Y O ey -

48l ) Jledl Jeds sl sa) &l Standard Operating Procedures g&s o -
.". !. .S‘

-
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:Clean Room A&ail) 4 al)
+ ) o Tial) Cilas Lgd Aty () ABkalal) -
D OuS dung b (38 (uld Gl aa g (Cascading of Pressure) bl Mg o) -
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

O 15U ey A g Sy ¥ 40 (pala 2y ABUR il )3 A Adiliiall B glaial) CiAY) (o Jadulal) (3 d
Jalal) & gan aday g pidl

- Between rooms of different grades should have pressure differential of

approximately (10-15) * 5Pa.

.«More Positive» le¥ il oladl b 48Uai <Y slad¥) b il oY) g -

i) g S ) Bala guaad) W JUial) G Ao slada 94398 cluaa ) -

.(Curved) 4siaias cilua Y Jail gal) £l 098 O gy slada il gal) -

Aashll g 8l all el clalae dgag -

A 30 Al A 43). 53%65 Aush )l 5 CO2422 5 all da 3 0 Y Cusy dygh N g 30 all ua -
(g A A i) ) AU (ST ol La 4y 7 gamia (5 Sy gal JB] pe S

i lga puaa sl Aerated Pass Box 4 4 Adglie dlud e clajlicall Joda aly -
.(Classified Airlock)

48 3l Lol (Dynamic Pass Boxes) 5 <lsl) g dic bkl (38 (uld cialae s 5 -
. (Clean Room) 4i il

Return Grills gl sl ddiy Cibdly (Supply Grills) (@@aiall sl sl 4 352y -
S S O e dpailad) il sally i sall £l sgd) ASud aga s Alla (A 5 dpailad) Jail sad) o) iBeally
58 £l iy dulia Adlaia

ErmoT |0 IS,

qlisalagan

61R<Ho

.Office Type £.5 ¢« Grills ¢S Y Of ey -
La¥, e e SR Y diBA) g ciluda ) o g Y s O -
. 1SO 14644 J ligha Asluy/s 4 9a% + 21 0 (Gla 51 5g) il dS Jaaa -
Number of air changes range between 15-20/h.

261K T I =72

Giee=

s Jalaal)
;‘ﬁ‘UAASE'E' ) Jazall A
1 Ble) e o Aliadia 48 8 A Jaral) (98 @
Aada g bLadl £ gl g ocpalalal) aad dpulia 0 oS dalaal) -
gl Ao A gaal) oy Al clda) iy (s Lgdy 343 01 g <y slasSl) Jadat calie (lSa 8158 -

Ia—allamll

Jaall; Safety Measures J sl o -
B34 aan B e 4l 0 o el o el s 4 33U 3 5200 Jarall Sg of -

Juaiia (l8a 252 g 8 (alaill Say auiall) @l ghad A e giiall LS g 38l (aadll s of Adla B e
FUY) @ ghd a0 lie ) (S g Jazall

A Jara ga Bl macy ¢
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«Controlled Area» 4asaas dahia Jazall 8 : | Jara &
JU) el Al of Ay Clilesay Wguany (8 A gjaa (Blalia () JAIA) Ga pedia /dualia A2 4 068 O -
1A Jaral) Ay Wk “Cross Contamination” &stil)
.(Washing Area) Jsé 4ddhia )
. (Preparation Area) szaas ddhia Y
Y e aaae Ju YT e (Incubators Area) lilaa dihia ¥
.(Autoclave for Sterilization) afaill axiicg i ¢ &l ddhia ¢
.(Autoclave for Destruction) alie3 asiicy hid ¢ jil dshia 0
.(Laminar Air Flow (LAF)) 33a5 e (s i3 dihia 1
S aman b laa a0 AN -
didal) (38 ald gl asay -
Sarally &5k 980 a a3 3ga) 2529 -
LB jdas g Aaddioal) lsall £ g anal slsa aladid s b -
Cra A8 1 Al dza Blaial) Jarall ¢ 6Ss ) caan A8iLud) culdal Y)Y (el glan e A Jerae e dBladl) Al 8
(sl om g Suall Ll 5 Adudatl) ABlatall ) aSail) cul L)) A Al ANl JLSAN A paald) o) gal) Aia
Ll g climll Cay Aaldl) SOPSs J) sl aa (zilal) e a3 Y

i) ) AT oS Jadl) oUS) J ,dl) 13gd aluaal) Al Al 85 (Handling and Transformation)
Yo q i VeV g YoV Aiud Yo Sgilal i LAY 138 | 8 dalaiall <) ) jAY) g o) gAl Lad g

: (Water Treatment Station) :obull dasa

il yidsU ddjlae ddaaal) (oS5 o) Ao Aadlaa olia aladi giial) dagds cuzid) 13) ol ddasa ¢LAl) Ay @

& ausall dial) anall oy (4y_eaal) £ 92l Al e LB U Al aliaa) 4 A 4ga G bl 38 A B @
Blaal) Jalas cilalgd g 3,530 Aga

: Air Handling Unit (HVAC System ) sl sedl & gbia 5aa g

1) Jadiiy

Bolisl) Alle ¢ g¢dl Clasua i a9 «Bag Filter» ¢l méall “Prefilter” Js¥) gl -
. “HEPA Filter”

39 Jab i (358 (bl sae Alis Prefilter & Bag Filter vis bl (34 (uldl s 3529 -
.HEPA Filter 35Ul e &) s¢d) Cilapan gy

OsSi 9 Allaay 3lia 5S35l (Technical Room) Aawia 4843 & b o) sgdl Ugliadaa gy -
A5 Aayaal) Adlatal) g ML Blska il Y

.;\3@‘&3&3&3&%&5@&%\ G LEAY) Jee s -

paiiual) 3ok 0 aly asiadl)
Valid & Approved method of) igall Jils aiaall (o Sadinall aadll A3k (38,0 -
.(sterilization
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- oSl s Ablaia 38 olsal) il 50 e85 O o (usdlal) S Sl jaa (8 slaal) il g3 Juad
Olall @9 gald JATy £ LAl dpdaly (ald (7 stk ailic) da) Jala aga g .

lall g Ay sgt Jdas 352

(B8 g LA e ddhall) adaall Jilde gaan o Gl pda G gy sl ga iliu adg .
(aall B8 52) aaal) B4y 965 datd o) o Gua dlluagagdgma .

Colalal! adeaal) Jata Aadad) cilla) i) 31 a

sl S ) pUal) ase GallaTs (Al) < ghadld) ) cilplaadl il gS Al ga 29258k .

< A 0 o ¢t a4 -

1880 yal) g culiiial)

:Factory Gowning Area 4ihis

L a5ils (Unclassified) ddiaa 5 A g giuaall Gudlay £ LAY (udle Il L aly ) ABlalad) A
1AL

. aal) Ja1a L ) ol AN L3 ce g Ll el Juad -

Loaally Aaldl) (udlal) e D AT Jland) Gudla Juad - Y

el Jruaaagag T

Ll 292 98 9 0 -t

.

HEpE N
«EUEY) i gSa g ilgdl) gital) Aagal By, 1A (glaliall ) ¢ SLAal) acadl
.Receiving Area Juiiu) ddhia -
. A 3 ga oAt ddlaia -
Lilat g ddmt 3) ga (AT dBlala -
pladin) Al & #UdY) dihia class (wil Adiaas GsS55) «Sampling Area» <o ddhia -
L asatia Ly Gig B «Inspection» gesd dihia i (ald 3 gaS & a5
3) gaS &l 3a ga aladin) Ala B Class D/ISO8 4dias (583 g) “Weighing Area” ¢js4dhia -
PR
.Secured 4iasa g 3l dasaa 0585 o a5 Al il Rejection Area <l g je ddhia -
< A miial) oAt dShia -
cAald o AT G g B pliad cilaita o) Clald (] AT ddlaila -

sAadul) i) SENL L 2 3l g
) SR (e andia (58 Ol g giial) dagadal Uik ¢y JAal) Aalua 1 o 38l 033 3529 da -
Al o) Ay lblesey Lgudany (8 Al g e (3halia
IIA 4 g <l s o gl Guadd) AadY Cilaldl) o) cilaiial) (i af ade (pa ASUL Aty dadh (\Sa 3929 - ¥
038l ) g Ga Jraadl)
1AL i) SEYG Jlitie ddlaia 352 - Y
.«Interlocked» (i) 4ia) jia Gl sl) alah Guils L -
L pda Gl gay sl gh Bl Bagia -
L QoA AL e 4yl 985 -
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Sus Lisgiasay -t

A sha g 81 ad) (bl 3 5gal 2529 -0

. gl daglal dpcalial) 4 gh 1) A 9 80 ad) il g2 01985 O (8103 -1

(FsSld puandl ¥ JBal) S Ao ) A6 0985 Of g bl Y -V

.@J‘Jﬁ‘&&e&dﬁj-/\

Ll pdall o &) J s aday ISy (Bl dasaa (985 O LA il g3l gaa -8

Bl (uadd) Andi J 5 aial (Aasind) gl Aallas pa 4y 948 cilaid () Ao (il agag =)

L A8 Selia) agag =Y )

. G ATl Alalay slpall Hdilia jiaa 529 a8 -1 Y

Cra¥) 5 aad) cp AN el 2N AdiUas colailin of clilly 39 5 g Bdilia g Y o cp Al axe Y ¥
il gal) o8 an Yo g il dyilay 8 ani ¢ QRUATL (AT (98 S lal)

L Sh callad) cla) AN asas ) o cpa AN il i) zilall JBs g jAe dgagddla B -

sAaalily) ghlial)
:Area_Gown Control &asaall dihaiall (uMa suss ddaiae

.Unclassified Lils ddias p& dihia )

AT a8 A8 hially Gplalal) daad dpuilia L3aY) 5 (ud—al) (10 JS lockers i ga a5 - ¥

() il g) Ahaa (ana Bala (1) «Step Over Bench»

Jaol AT 5 sl (uidla i Ailala (apadi -

L A atia AN ABhially Gald AL £1dad) s -t

L Jsdal At AN dShially Aaldd) Gudtall g A LAY Jlaad) bl Juad -0

A sgill sias 252 9 B9 -1

.(Disinfectant) ¥ sl § sgdaa 3ale b 55 g s ¥) Juadd () ga) 2529 a2 -V

(Stout, smooth, with no joints) 3_aU Jual g8 ¢ s 9 das Ui gedaaly Ay 5B ¢ 585 cilpuda ) 9 il gal) -A

Lolaiay Bua oSi BelaY) g (T ole sy ade) Bodilie i g B Ay gt -4

ErmoT |0 IS,

qlisalagan

61R<Ho

-..

6R T =)

:(Controlled room 4ssail) dihial)
LGS gail) i gSall 68 ac 3 ) Aday yd Jasu g gmiia g) Al gl il g L) Lgad Aty Al ABhalal) &
A il LGN Lgd 81 g O g
.Unclassified Lil s diias & d8hia )
L(aaS 230G Y) Aliadia AaSaal) diaial) 4S5 Y
LCtha clisball g e g g A 9 W gda Jlasa O3S O S5 gL Adlas A olia aladia) Ala A ¥
Aol 48l ) Lgdsia 08 gl alAd) o gall A A 3 geal) BB IS4 pamadd |t
.(Exhaust Fan) hlid 54,545 jaaa o s siay lSal) 132 5 (Controlled Room)
«C Il T sas £ 5 (Well Ventilated) 5 bl e 4¢3 saan 3529 .0
<) idY) slifiul aa Controlled Room dasaall 48 all Jals dyghy 5 3,0a (kB 33¢a) 353 .0
Material Safety Data Sheet s giiall diual gal liuha 4 gha )l g 5 ) ) il oy Lalidl)
S o) g Bl yeaad) W Jlal) Jasw Ao A8aT g pluda g4y 68 Cibua ) (oS o) LY
. Return & Supplies Grills 3 s &) @2 A
Cdalal) aie dasaal) 48 gl el ciliakau) Bdal e Ganadd 4
1Y) slidiul s Clean Room ' Controlled Room (s giiall z g A Ala & Y«
Ca ga Al gh (e (ke G AR dBhial) ) o 4 S Double Bag <l 4uda Y Jilsdada g -
ASaalipn L glie Al 5l Classified Airlock
Al G A el SAY (Gildaa Jasuy (3 B AL AT -
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:(Secondary Gowning Area) 4l (uda st dihia

.Clean Room () Js3a g8 (udlall Joas g oy A1) Adhaial) & -

Secondary 4ikil 43 al) (bl £135) ) Step Over Bench s syl ol gudlall jiilgdaiyy -
.Gowning

(@) sl e Gl s) Interlocked s 0S5 -

58 e U g 5lieal) guial Adia) ga ceus Class D/ 1SO 8 oo Adhial) Civial J&y ¥i 4 -
.Class D /8 ISO ¢ o) 4diaas d8hia Jis piaill Ja 2 Cascading of Pressure bzl

: Sy Guag aida (338 Luld Cidlae il g (Cascading of Pressure) biall s o1 -

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 O QI ey @Al g JlSw ¥ 420 Gla ady ABUATY Ql@\).\‘"}@w\ Bglaiall Ciad) (o Jaruall (5 8
JAlA) &gaa adayg
i.e.
- Between rooms of different grades should have pressure differential of
approximately (10-15) * 5Pa.
.Office Type £ ¢ Grills 03 Y o @ -

: Clean Room 4idall) dahial)

. cilail) g Aclal) g gpenill g ZUSY) Lgod oty i) Alhalal) & -

.Class D/ ISO 8 ¢ Jii ¥i e ajlicall arivat diua) gal Biuds L) 4 Adiaa dihaia -

Jasi Adhaia 1Y) g oS AN 5 ((Secondary Gowning) 4t adle s Aihia Whaw o g -
.Secondary Gowning 4&.kil 43 al) (bl £135) ) Step over Bench s Lol ol gudlal)

(G 4ial e il 5 Interlocked <l 0SS -

Lol g Addatt) Addatal) Cidual (udd () 6S3 o) cra AATY ABlatal) Gand A Gudlall puds Adhale -

1 S Cuag b (355 Ll Cilee ah g (Cascading of Pressure) biall Mg o1 -

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.

S O i oD e 53 g Sl ¥ 00 (e 2y AL iy o 8 ALl 3 gladiall G Al Jadual) (58
) JAalail) & gas adayg
i.e.:
- Between rooms of different grades should have pressure differential of
approximately (10-15) £ 5Pa.
.«More Positive» e il sladl b 48Ua5 AsY) olad¥) & ol oY) il -
Wil g S ) Bala gaaad) ¥ JUial) S Ao sludag dygd ciluaa ) -
.(Curved) dxiais clua L bl gal) sl 0% o gy slada hailgal) -
Asha g 80l (Al B 5gal 252y -
as i Al 31 Al A 42) . 53%65 dash 5 CO2£22 5 ) jall da o aaii ¥ Cumy gl Nl g3 ) all ula -
LA 5 cila) il dla ¢S5 Al Le Ag 7 pamia g Sy gad JB
aladinf s Ay (Clean Room) 4duail) 48 il Jala dedal) 5S35 0 qua il e debdall s B -
.(Physical Separation) Ll 3 dlaiia jLa¥) aladic) dhaia ¢ ¢< of &Y Jlal
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. (Justification)_ s a4 a3y (Clean Room) 4idail 48 al) z ja delbal) A B -

(Aerated/Dynamic Pass Box) 4s¢5 4 dl5lis dad e (Raw Material) alad) 3 gal) Joia ahy -
.(classified airlock) —iua s Al 58 (uaaa gi

da i) 43 AL Al (Dynamic Pass Boxes) ¢ @l s¥) ama i il (38 (uld Cilalae oS 5 -
. (Clean Room)

s} il return grills gl sl s¢d) Al CiSull (Supply Grills) (@8uial) o) gl ASd 3525 -
daulia dBlua o 0985 O oy dgilad) Jail sally padijal) 5l 9¢d) Al 2529 Al g Apilad) Jai) gl
Sl gla i

.Office Type £ (= Grills ¢s<iY o ex -

LaY, e e JR Y A g el Y G WYY GsSa o) -

. 1SO 14644 J Uik Abu/3 j33Y + 21 0 Gla o) g¢d) <l i Jara- -

Number of air changes range between 15-20/h.

s Jalaall

s Alas o a8l Jazall |

: Blo) 0 ga Aluaile b2 B Jarall 08 @
Aaa g Lladll £ gl g (plaladl and Luilia ¢y oS dablal) -
Sl gl e A gaall 0y AN cildal AEY Gk L 80 81 5 9 iy shasS) Bdad calia (S 15 -
Jeall Safety Measures J el o -
B34 aan B e 4l 0 o el o sl s 4 33U 3 5200 Jarall Sgm of -

Jaiia (1S 252 g (8 ol (Say priaail) & ghd A (e gitall ilasS g 3ull) paadl) e i A B
U & ghd s o L) (San g Jazall

(A Jars pa Bl e ¢

.Controlled Area 4sSas ddhic Jaaal) 5< : | Jara .
QUL il il 5 ) Ay cilblnay Lgudany (8 A gJae (3hilia ) JAIAN (e aeil /el JRa A1 055 ¢ -
A0y Jarall Al Wi “Cross Contamination” & still
.(Washing Area) Jwsé& 4dkhia )
. (Preparation Area) _saasi ddhia ¥
Y oo arae JL Y e (Incubators Area) <l dikia ¥
. (Autoclave for Sterilization) afaill axiie iz ¢ il ddhia
. (Autoclave for Destruction) alse3U asdicy i ¢y il dihaia 0
: SV gilda) o (Laminar Air Flow) LAF 3aa g e g giaidd & 1
O Aahaial) JE5 YT o gy A8 8 Cidiual (i Ll g8 ddiias 4y Adasaad) A8halad) 0685 —
.(Class D/8 ISO)
.(Class D/8 ISO) wiias udall il “Airlock” (52 e Whaww «—
Ll gal) £ U8 ) 585 9 Jacal 8 (1 923 9 (oaS 5¥) Blla o8 ST Y 4338 iliua) gy pluada Balay Blhaiua dpuda Y (55 «—
.(Curved) 4siaie cilua H4
.(LAF) J! 4, (Dynamic Pass Box) (Ssbis 4 glia dlud 3929 «—
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Aerall (354 BB 3gal sy -

Saraly gk, 80 s (bl B¢l 3529 -

B laa g daddiciall oluall £ o5 anali olsa aladiad A B -
Cra A1 Ald dna SBlaiall Jarall ¢y 985 o) g A8Ld) cilda) REY) (il (38 A Jarae e dBlail) Ala B
AN > 8l o g sSaall ) LA 9 Adtait) ABkatall Saad) aSal) Col HLGA) A Al A1) ) LSRN A yaall o) gal) dia
.(Handling and Transformation) Lliiy clis!l cawy 4aldll SOPSs ) anil g (gilall o o
OLad) 138 B Aalaial) el ) Al g 2o g8l 188 g cule ) jay) HAS) Ay Jadudal) oL Ja yid) 13gd abeaal) AdNAL s 89
LYevadadve g v v Al Ve dgilal

:(Water Treatment Station) sbual) ddasa
«Aallaa sla ) dayiias oL gling of dasiiali (8 JAd & liia gand 5 s A olie ddasa L&) oL
A o) Y e sluall Adaaa ¢ oS3

a.Citywatertank (made fromstainlesssteelgrade 316 L, or Polyethylene, or polypropylene)
Gl Ao o) YYD ke iaall 4 gliall 3V 5al) Bala (pa piead Adaall Jlga sl (3a 03 ) o1l sluall o1 33
Sl A

b. “Sand filter” (e, sité

c. “Carbon filter (activated granular carbon), at least one filter”

g sl e aasae i Y e Ag S b
d. “2 (duplex) softener”. 3, gue 413) 542
e. “Storage tank for soft water 4, sus JIjall slall Bdal oy 4

f- Reverse osmosis or ion exchange resin or electro dialysis. (For purification of water)
(olsal) Judaiil) il g Jaladigh A oY) Jalil) cladl) ) o) use mualid g

g. UVilamp. 4audly 348 dadi jlga
h. Bacterial filter 0.2 micron CgsSs Y ki g sy il

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

¢ IS 33T g i (985 (o A 5l sleall adal fanall o gliall 3 5l Bala (1o § sima 3R
Agladaja Yo Ga 8l gl Aysiadaja Ao (e JeiB o dn 0
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A i qglhall bl o 3t daplal i slial) cilial ga (5S35 @
(el ca grira oY) caaal)) faall dpual) Galaal) Aran iy @
Bokiall slsall (1A A3 ) sl mdipe gl AALAL B S aladin) Ble) ja Al @
There should be a spray ball and vent filter in the purified water storage tank
il (g sla el disa (Bhilia (o0 cuiad Ay @
Dead legs (ends) must be avoided
LSl adag adld Glogd Al B slal) 352y Al @
(There should be continuous water circulation (no stagnancy
e cad Lawia Bl pasd Gk 08 s Jalad aga g Al @
Daily monitor of water at multiple sampling points

Slhala plall (e Clala) sl g slall (o A0 il e 3l Al e
All tanks must be identified and water direction must be labeled
ddal) a8t Aty (A ) o) gall Al (pa 4B ald ad 4 A 4 o Bleall W, Alla LB o
paa oy (42 Sl Add e A8l aals ruaa) 4y > (olpadl 90 7
Slal) Jalad g 5 358l dg aa pnall

:Air Handling Unit (HVAC system ) sl sl & gbia 5aa g

1Y) Jaddy

3elisl) e ¢ g¢d) Clasus mdi 9 «Bag Filter» ¢l mésall ¢« «Prefilter» (As¥) sl -
.«HEPA Filter»

a9 JB hia (355 (WLl sl iy Prefilter & Bag Filter s hiall (3,8 (WUl alas 3529 -
.HEPA Filter 35Ul e ) s¢d) Cilapn i

OS5 g Adlaay SUaia (1585 g (Technical Room) Aawie 4,68 43 & 8 o) 5l Uglia Baag play -
A Anpaal) Ailaial) g B3 SUskh cia V)

L&) 9¢d) A glia Bas g Aadluw Cpa ASTL Ao MU ) JLEAY) Jae g -
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Baa o s I8 (i Wy 83 AN & adiad ok aladia) Ala 3 ;aiiadl)

: Gamma Radiation Jb afail) A 3

LA A AUl A g aiaall G ABlat 392 9 (e ASLNL pdat) e jlieiall pilan Ao (AES 3 00) agli -

: Steam AL sl s b o

Sadinal) 5 _ylaal) Balgd ) 55 -

Al e Jial) pilas e adil) 313) YA ¢ Validation ) 4wl s daglia o -

. olsal) ddasay dualdl) cilla) 3EY) £ LS Al olsal) ddasa aladic) Al 8 -

CAl sl Jasa o (Softener) susmad) A1) Jlga aladial aly phaally slpal) dasa 252 ass Alla -
il paldl) “Autoclave” bl

: (e.g. : Ethylene Oxide /Nitrogen Dioxide): jill afiail) s b

Aadd) Jallly Acceptance Test (Jsll @i Lidl): Slgall daicaall AS,Al Jod Clilgd agay -
.Installation Qualification(1Q) 33 J»l s Operational Qualification (0Q)

ilalid 4y Juadia lSa (B adleil) ¢ 6% -
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: (Aeration Room) 4 s¢i) 4d at Aty

PR aslail) iy 9al e aall da il Aalucall (oS5 Of) Al Slga anad daulie 48 4l daluw oSS -
. Biological Indicator ¢saal 33a dslut A

L Aash g B 1Al ulEl 3 5gal asa g -

ZhaY Al A (Heater) 4dxill Al phgi -

& Thermal Mapping 4a: i aii s Pre-condition J! 4ahis pasaii ghiadl) abd s b -

A<l Washing J) ey aldl) Lo adieil) 3aa g 5 38 cildi) A 8 4, 945 dllata 3929 ¢ sLiIY) Al -
LlEaY) ae qulily ojdall aaa 098 of bjidss Ethylene Oxide Residual g3l Jsasll
.Biological Indicator o &alill gl g1 9 Saall il JLEA @il ) ggdh Cpaad Aol £ A Baal cidladally

) by g paliadl) Alary LAl (2 A pedia oo el fracy
A paall £ gal) Asgn Aaual) (EGE (e (AEED Aald o A adaal) (eS¢ -
2485 i 58 2yl £1500) Ah 38 (3a GAGE il yd AT i e Blatlly ghaall U8 Jls -

LBy sl B aiailly a gl A alaall J4ia Cra Jamal) (RGE CpSall salaaiuly

tad) o fpl ol asbiad) anial dagdal 100 AL cilda) S3Y) (e oY plaall (Gl aae s B
s e e 913 x5 Al (Reference) dma sall g (Justification) sl dageda cilad 3 agais
£ L5 Ay yaal) o gal) disa g due Lial) Apaiill dalad) Aisgd) (e AS jidial) Aindll) aliaal) paud i duaidial) Aindl)

(eaally s 5
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L2ewaal) Jala Lghlas ) oty Al 438 e g LaN Lda) Juad |

Lbaally Lalad) (udlall ¢ L A Jlaad) (uidla Juad | ¥

Al b g e Ay 0gill jaaa pbgi Y

i pulilis g s (y12a (0 Step over Bench — Lockers ¢sSi of . ¢

Jlarll (udla s (ghalia / ABhia gapads |

2saall pudlal AT g £ LAl Gudlal Locker pasads |

oudlall s ddlaia B oliall juas 352 g pie

. (Disinfectant) 1Y) kil 5 jgha dala gl |

Wda e ) (a3 Jual 98) Jua) 5 392 9 Alla B g Aac U grlad cld 45 68 ciluda ¥ g Jasl gl (985 0
Sl ) A gad Ao o Gy (985 9 i o Al o) £) el rand Y duag dolial) JpuaY
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a5 e Jranill
laldl) / clatiially dalddl oy Al el i) eliste) oy Y
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Lo S8l dadlsal alai £ Ld) g 1
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ouadd) Al J a0 adal (atind) Zla 3 Aadlae can LaS 4 54l clad pvan Ao (G i aa g g A
B pdilall
Aglia Belidal b o g 4
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:Controlled Room 4sSaal) 48hial)
.(Clean Room) 4iulai 48 & 8 Lgalii) Ja jidy ¥ AN cilatial) cilas / diad g g U) Lgod aly ) dikaial) L&
L aaS a2iiedi Y g Aladia 085 Of g L)
L anibia 4y 95 Jaa b gl cang Y
dald 4yih cilda) i) AUa (ST alla 7 0 £ 10 dgghll gdngiadaa ¥ £ YY 3 ) all dy o saaii Y Juady Y
il
Dehumidifier s ca dsh ) Jara (2l Lalil) o siu duaddi g dlare Cidil S 3529 Ja B €
A sthal) 4y gk ) (8atl o AY) dpaaigh) okl aai
Clily Balgdd s 4ogha il g 30 ad) clajd Gady Lad mide IS Laldld) cilh) 5dY) slidiu) Blel m g L0
.(MSDS) Material Safety Data Sheet J b i giiall cilial ga g
A8y et AN USY) clislay gl Cilrally ABala cilalae ) 9 Ay gha )l g 31 ad) Cila 3 Guld culalas 3 plaa iy 0
8 al) gilal) dadl (B B i5a Lgts) B
Aogdydddaig pluda dpda W) 098 O ey LY
Jalall sie ciluahuy) Bisl Controlled Room Jb (ke (e pamads g A
i) Ala ya 05 U1 Al ya o iy

ErmoT |0 IS,

:Secondary Gowning Area 4l Gudlall s dihaie
ALt dahial) L) Jedal S8 (dlall Jaadi g oty AN ddlatal) &
Al dahial) L) Jlead) Jsda Clel o) £ 43 Standard Operating Procedures gas s -)
.Secondary Gowning #'i) ai Step over Bench 15 Jssall ol gudlall s Lgd oty Aahaie -
. Interlocked <Y 0185 O g -¥
A5 e U gy a i) arial Adua) ga s Class D/ ISO 8 e Adaiall civial Jiy ¥i Y - ¢
. Class D/ I1SO 8 ¢ e 4dias dahia Ji)s il Ja B cascading of pressure hil)
: O9S Cuag i (38 (uld Cldlae il (Cascading of Pressure) kil s o)) -0
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.

“—

Il Sollallvaasband Tl S atlisaly

O

S O G oD ey 53 g JlSiw ¥ 00 e a8y ABUAL iy o 8 ALl 3 gladiall G Al e Jadulal) (38

. S & gaa adayg

-Between rooms of differentgrades should have pressure differential of approximately
(10-15) Pat5

Ia—allamll

SO 14644 for the clean room J) 4ial sa cuus @
.Office Type £ ¢ Grills s Y ¢l -1

Lalmllngiaan

: Clean Room 4dait) dihaial)

Lilsn Abage Ailis ABj2 B galtl) bajidy (AN cladiel) Ll / Ciglis 5 gl g oty AU dBkaid)
.(Classified Clean Room)
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2 OS Cuag haia (38 Luld Clale akgs (Cascading of Pressure) kil Jigi o1 o
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.

S O i oD e 53 g Sl ¥ 40 Cpala 2y AL iy o B ALl 3 ) gladiall G Al Gy Jadulal) (38
JAlail) & gan adayg

i.e.

- Between rooms of different grades should have pressure differential of

approximately (10-15) Pat£5

.1ISO 14644 for the clean room J 4ial 3o s @

.More Positive s!sgll Usia Je¥) slai¥) & ol oY) i iy @

s A ga cre cluda V) o Gl g Aga e dail gal) BTN 05K ) g plaada Jail sad) g clauda VI ST Ol s @
.(Curved) s L i g3 Jeda

Aagha sl g 81 sadl Guldl 5 lae Cililie g ©

duald 43b cilda) i) AUa (ST alla 7 0 £ 10 dggh )l gdngiada)n ¥ £ YY 3 allda 0 gaii Y Jads o
el

Al O i sl aladic) U L8 Clean Room JI Jala ds Lkl &l ¢ Guag gidall e delihall Jla 4 @
.Physical Separation J«<é J«=

.Dynamic Pass Box / Classified Air Lock = <llall Jia) b i s @

) diully Return Grills gaisal) s)s¢d) 48k g Cibdls (Supply Grills) giaiall s sgdl 48 2525 @
58 £l iy Aalia Adluia o dpilad) Jadl gally aai all &) g¢d) ASudi 390 9 Al B g Aailad) Jaif gadl)

S YT e a1y i) G el Y SR Y Gy e

:Jias Class Uk ) s¢d) sl Jama 038 O 2z @
class D: Number of air change from 15 to 20 changes per hour according to ISO

standard 14644 ) ) ) .

L) / ddadl) Ada je o gUENY) Ada e St s @

s Jalaal)

Jalad zliad ciladiia zU) Ja 8 0 JhaS Jaladl) (ady Lad mida IS Aaldld) cillal EY) slicial e 4Y )
CIJLERY) 1oAY 4a M) @i jadll i Microbiology Jexe 2529 ¢ 1Y 12 Microbiology
A glhaal)

AU Jara pa Blailly aiaal) ?AM‘J@J“&-"‘JJS;“J‘ SJ»Z\..\EUAMJQ‘??.\G da A .Y
cladle o i Lady) o) ey 4Bl cla) GaY) aaas 8150 cpe SUill Ade (A8 a5 g Waaa (ol e
ilaiial) oda Julad g auily Aaldld) alaal)

iy Jazal) a3l g SBlaill Jae cladiiall Jalad Gady Lad Jarall o (GO gy aly Bl el of ¥
.Record

kel cilallatal 18 5 ) JLadY) o Y da DU cilanall aan B 655 O quag

claall 2l The Requirements of the Standard 4wt 3 plaall cilillia sligial iy 0

Jarad) B daadiioiall
Bale) gl / B laal) dada / 3 laal) (a Sarall iBge iyl AN Labelling <ladlall iy g 1
JBalaall

: Material control

. Approved Supplier List ¢aiaizall (3 sall daid 8 g6 o g )

.Supplier Selection Check List ¢susall JLid) julaas daild gy cay ¥

.Performance s\¥) s Safety oY) s Quality 5358 adi julea JLAAY) julea Cpadali O g ¥
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il SEY) L 81 i AN olsal) Adaaa adaall B 31 6T O caan A il B slial) aladiad Jla B e
il e g gilall 4458) ddual gally Lgule (1o guaiall 48l cillal SaY) aa iy Lay olsall sy da D)
ASTM (American Association J @i laa) &aa) 8 lale (a gaiall laral) aladiudd olual)
.(for Testing and Measurement
Material 1 & 3306l il &Y sliiiu) aiasdl Je Qutsourcing of Water 4w 2 .
.Control
ALY B pal) bt Ala B LS <) yua (94 RO J) (e 3_anaa 3¢l sluall ddana (oS5 0 ¢Sy @
1ALal ola Anaa b g cany ASld Aast) 028 (a JASY ahiaal) zliia) Aa Ly
- el AL Y
A g pSaall AN Y
ceall ¥
- Culllanililie p g2 geal) G aUSS g (A g0 SN JEIAY €
13 ciliaa gall clhei 13 RO J) (00 s 3 Als g o5 RO J) Bang .0
9l Buall RO (puiSall gualial) 3342l o dlaie¥) (e cp Al (o sl S8y olsal) aladicd Alla 8 o
EUY claliay lid sbiall dalles dbaa DA e
Glia Jlesa A (e G AT 13 098 O g gUY) cililas (B 0585 ) liad il sl aladiad Jla & o
.(loop) (aliall jluall 138 (pa lga g d g Ledsia 5% O
Jldal iEsU Lgtiilae (pa ASUL slally Aaldl) ) JLSAY) 368 9 81 adeaal) o caay o

Daaid Taua arml ol

Il Sollallvaasband Tl S atlisaly

: HVAC System ) sgd) & glia aa g

Pre-filter / Bag Filter / :5¥ = Air Handling Unit s)s¢d) Aglia 8aa g Jaidd o iy @
HEPA filter

By g Jb o (38 (WLl alae AIXS g Bag filter s Pre-filter xis kil 35 (WUl e gy o
.HEPA filter J

Adaaal) dalatal) o983 o g dadlally SUaka cilada ) (985 () g Al BUska £ 9gd) Al glia Ban g (98T O i @

Lcilda) AU Lgiiidan g ¢ ) ggd) Al glia Ban g Aadlus (pa ASU Ao U ) JLEAY) Jas i @
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a8 5 Cita ) A8 jal) culas s g Apay gl 3 Jga¥) g A Lial) Gl o) aorinaty Aald cilda) i) ol
Class |: (non sterile, non measurable) S 4uhl) cila il ¢ il

Orthosis, orthotic device or product

Externally applied device used to modify the
structural and functional characteristics of the
neuromuscular and skeletal systems.

Orthotics

Science and art of treating people by the use
of orthoses.

Orthotist

A person who has completed anapproved course
of education and training and is authorized by
an appropriate national authority to design,
measure and fit orthoses.

Orthotics

Class I: (FDA sec 890.3025) <
Olay il

G (ailadl) il Lia 4 2083 oy jlga
W\J:{_A‘MUM\ K_Ahima_ﬁ:\hglb

pllial) g8 ple
A 981 5 gl aladiuly (alAiY) zie ale

Lray 58111 3 302Y) A pamadia

Loudiy Lol g Jasally gasidall (ad il
i) Aghgll dalull b G 4] £ jmaay
Q_Aﬁm\‘gkg_aml,’\'é‘ge\_M\H‘gﬁSJ_ﬁiHaaﬂ
gl

Ag al) cilas e

For example: walking stick, crutches, walker, and wheelchair, etc.

Prosthesis, prosthetic device or product

Externally applied device used to replace wholly
or partly an absent or deficient limb segment.

Prosthetics

Science and art of treating people by the use of
prostheses.

Sl Jgall i e liall G sl
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Prosthetist Person

Person who has completed an approved course
of education and training and is authorized by
an appropriate national authority to design,
measure and fit prostheses.

Prosthetist and orthotist (P&O)

Person who has completed an approved course
of education and training and is authorized by
an appropriate national authority to design,
measure and fit prostheses and orthoses.

‘Custom-made device’

as any device that: - is specifically made in
accordance with a written prescription of any
person authorized by national law by virtue of
that person’s professional qualifications; which
gives - specific design characteristics provided
under that person’s responsibility; and - is
intended for the sole use of a particular patient
exclusively to meet their individual conditions
and needs.

I\ﬂsw\ut,hmgﬁm
%Jﬁj Ll g J2 gall g gadal) ed Al
Aclial iy Sy puldy amanal

doay gil) 5 3ga¥ g Leliall Cil jlY) (awiia
%J.ﬁj iﬁ_ubé J_AJASU oadall Gad Al
8¢ g e lial) il o) quS s g (bl g apana
Ay 5831

llbl) Cua aanaall jlgal)

G Oe A Dl gay dasanal 2Ty Jlga
G 5oy =il sl AN s gan J-b el (aidial)
b g cuad Al LIM A jigal) cdla gl
4 glga Coai L yib g3 oy Badae atanall asiliad
Oita a4 al ALY (aadag paddd) dld

A A Alalgia) g 4d gyl Aplit Ly pan

ZUY) ailas

Jalaii ¥ g A ) cilaeloia g dpay 5811 3 gl ¢ ~oliall Ci -l £) ) ariialy a gl 1) ailaall

(OB 4 et

dag) gall g aranil) ailuaa

Ca)ae La g Asay 831) B 3gaY) (e plaay aiialy ¢ o liall G ) o) Jal £ s a g ) ailaal)
Socket J-ia gl yally daldl) o) JaY) aiuaiy Lgaseaty (a4 J81 Luanad 45 al)

Category |
Full professional prosthetist/orthotist.

Category Il

orthopedic or Prosthetist technologist.

Category llI

Bench worker, needed to support Category | and Il personnel

but are not considered as service providers.
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ISO 13485/2016 Medical devices — Quality management systems —
Requirements for regulatory purposes
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6.2 Human resources:

Personnel performing work affecting product
quality shall be competent on the basis of
appropriate education, training, skills and
experience.

The organization shall document the
process(es) for establishing competence,
providing needed training, and ensuring
awareness of personnel.

The organization shall:

a) Determine the necessary competence for
personnel performing work affecting
product quality.

b) Provide training or take other actions
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d) Ensure that its personnel are aware of
the relevance and importance of their
activities and how they contribute to the
achievement of the quality objectives.

e) Maintain appropriate records of
education, training, skills and experience
(see 4.2.5).

NOTE: The methodology used to check
effectiveness is proportionate to the risk
associated with the work for which the
training or other action is being provided.
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