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Hospital Sundries

Renal Dialysis Supplies

Oral and Dental Care Supplies

Laboratory Supplies & Blood Transfusion Services

Cardiovascular Surgery, Cardiac Catheterization
and Interventional Radiology Supplies

Orthopedic & Spine Surgery Supplies
Rehabilitation Supplies

Linens & Medical Uniforms
Ophthalmology Supplies / ENT Supplies
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First:Factory Address & Information: el doliut| Sllked g gt Yol
INSPECiON VISIt DALE: ..o e el 8l 7ty
FaCtOry NAME: .. s il | !
Country Of Orlgln ......................................................................................................... m‘-\.\.j
Date Of FOUNAALION: ... e sl 50
Factory Main AdAress : ... oo kol (gt 1 3 gad

gl 3l Al Qe
(Zip Code) (City) (P.O.Box)
s S 3l oSl gl
(Email) (Fax) (Tel)
‘ Country............ PAPR]
[ ] Main e ]
[ ] Branch ¢ — [] . .
: : f
Factory Type ] Local ibs g [] ual! g4
[ ] Licensed Casd i dhas [ ]
[] Researcher b [
[ ] Generic e []
Manufacturer . e e B e e
Classification: (] Accumulator drane [ ]| rdadlal! S pud| wlitiad
[] Other Ay e [
If other (specify): ....................... <3
[] Gulf 100% %) v oxix [ .
in: T (el 1) 48 g | duSho
Factory Ownership (7 Foreigner Ll [ (il l) 4S pud| A
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[] Joint Venture & s []
] Gulf s []
Ownership percentage % TR ¥ - PN | [ YK - .
Owner Nationality: _ . Ui {| (y PPRTS
y [] Foreigner il [
Ownership percentage % ST ¥ PN | [ TS

Joint Venture Cos.:

1- Name of the Gulf Partener:

S | ASI 13 SISy
ol | G pld| ol )

Address Olgall
G2 e PR o
(Zip Code) (City) (P.O.Box)
9 AT ) oSkl ailell
(Email) (Fax) (Tel))
4 54l
(country)
. & &
2- Name of the Forcign Partener: Zg'!"?m ) | @l ¥
Address: g lgadf
g2 ) el Al o
(Zip Code) (City) (P.0.Box)
s ST 3y ) oSall Caile]l
(Email) (Fax) (Tel)
4 gl
(country)
Registered Capital: ... Jaadll JLal Gl
Paid Capital: .oocvoe g Al
Commercial Registration #.... . ol Jadl 8
ISSUBA DY oo 1o ylaa
[[] Established for factory use only puasS Gaud ]
- Building: - ppp—.{
[] For other purposes as well Al il |:|
Total Factory Area: ... riaall 40C)) Aalial) .
- Factory Area: — . - kil | A luse -
Actual Building Area:.............. . daladll  Jlal) dabis
] Pharmaceutical il []
- product Tuoe. [] Medical Disposable dnbadls [] i g5 -
ype: [] Lab. Reagent 4y ddas [ '
[] Medical Solution Al Jidss [
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- Quiality Certificate |[] Yes axd [ ]] el St Job -
issued by accredited [] No _ Y []| om0 532 gl
authorities: Ifyes, whatkind: ..o gl § Faaine Glg

] Full Operation il JalSy Jany []
[] Partial Operation il (e e ja Jazg [
- Factory Operation: |Actual Working Hours: ... Alaall Jaad) cile L kil f M -
Working Days: ... Jeendl sl 2xe
Not operating due to: ... A DU ey Y
Total Number of Administrators { } { }@ugg\ 2=l
Administrator { 1} { } sl
- Labour Force: Specialists { 1} {0} Osbadl]  dalal el -
Technicians { } {1} Oy —id
Laborers { } { 3} e
- Factory Managers' Specialties: puall (@ o pud| Shaains -
Director General: salad) aall
e Field of Specialization & ... e deanaiie
© QUALIfICAtIONS: oo ala e @
B e ———— 5 ualle
Technical Manager: 18l jadall
e Field of Specialization & ... e )
o Qualifications: .. e ala e 0
B T ———— 5 yalle
Production Manager: HA Y AP A
o Field of Specialization ... e daaadle
o Qualifications: ... e alasee
B T ———— 5 yalle
QC Director: sdoe 53l Bagall ,uda jda
e Field of Specialization & ... e daaadie
o Qualifications: ... e dasee
@ EXPETICNCE: oo 3 yalle
- Factory Employees, Qualification & Training: bl f gﬂ beladl Qleds -
On-the-job Training: ] Yes [] No Y [] axd [ ]| ceetita ol alalal) Jaals
Periodical Training: (] Yes [] No Y [] axd [] FOARERP | R
Periodical Check-up: [1 Yes [] No Y [] ax [ sosd) ekl pandll

m——
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Second:Factory Equipment & Machineries

1) Factory Equipment & Tools

el | (a9 QU )

Number of Main Al aYY) 2
Manufacturing Equipment:
No. of Alternative s aladl YY) aae
manufacturing Equipment:
Condition [] Good [] Bad | s s [] s RN
Maintenance Works: [] Good [] Bad | = e [] SEEN : Abuall (5 gl
2) Product's Transportation Eqpt: [NUMDEr: .....ccccoovevecceee | oo s Lasae olald Jod Sidae — Y
Condition: [ ] Good [ ]Bad dua e [] B S PN
3) Filling Eqpt.: NUMDBEI: cooovrerceeen | oo, L SR33C Ddadt) O¥T v
Condition : [] Good []Bad daa e [] saa ] sl
4) Packing Eqpt.: NUMDET: .o | oo s Lasxe AL () (I
Condition : [ ] Good [ ]Bad b e [] dua il
5) Other Eqpt. & Tools : 182 ¥ Oidallg 3 ¥l —0
Main EQPL.: oveeeecceees | o daulad Yl
Number of: - - sadad
ARErNAtiVe: ...coovvcces | oo abay &yl
Condition : [ Good [1Bad | s e [] saa [ : Adlal)
Maintenance Works: [ ] Good [ ] Bad s e [ s ] s dluall (Ggiua

6) Mode of Production:

el | 4 pla —

[] Complete

JalS giai []

Details of the Manufacturer
who produces the main part:

[] Partial:

- Manufacturer Name: ............

- Country of Origin: ...............

o st [

Important Note: The SGH Auditors should mention
against each (Partially manufactured item) the name
and country of origin of the manufacturer who
produces the main part of this item, to ensure that the
manufacturer is duly qualified at the Executive Board
Office.

A @Al Ao il

(gjﬁ) JShy alual g;m {9-\-\” g-mh.a:i\ gall jiaa

L..s.......“ ...s “ dgé

Oe Saje OIS 3 Gl i
AU )] Gaadat
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Third: The WATER:

Water Source:

[] Public Network Aol Auill oy []
[] Other Source soal []
SPECHTY: oo L e [ERREN
Are there written steps for water safety control? P LY B Aol oled g
[ Purified A
[ ] Sterile PR TN
1- Is Their Written Procedure for water safety control pITEYmy okl oSl :"!3‘)-‘ :‘-’.}& Jas Qlghas '-"33 o .
with regard to the following? § g "".‘.3 éU33 l'z""“ J> 13

[ ] Taking Samples for Chemical &
Bacterial Analysis

o siall s el Jalaill cilige 220 [

[ ] Reviewing Analysis Results

Jilail) il daal ye [ ]

Performed : ] Periodically

[ ] Randomly

Wil sie [ ]

2- Do Drainage water flow back to tanks ?

[] Yes

TQ0 A I @ padl o olidf Az o JB .Y
e [

[ ] No

¥ O

3- Water connection to purification devices is in:
[] Continuous circulation

A 3 b ol Jhalil Y
JASMA O\JJJ :\ﬂa @ |:|

[] There are stagnant areas

5 ) shalie aa g [ ]

Fourth: Raw Material's Store:

1- Sources of Raw Materials

@ ACTIVE & oo,

Allagl) -

o Adjutant: ...

o Sources of Filling & Packing Materials: ..............

.......................................... scadaill g Al o) o jolias -

2- Are the raw materials tested before receiving?

[] Yes

flgalead J8 aldd) 3) gall and oy Ja -
e [

] NO

¥ []

3- Is there special area for keeping raw materials
before testing ?

[ ] Yes

spaadl) Jd alid) 3) gall 3adaa jaa 4A8hia aa g8 Ja Y

=] —

[ ] No

¥ []

4- 1s there a written procedure for testing raw material
before receiving them?

[] Yes

flgaledi J8 alid) 3 gall andl 4 giCa ddad 2 65 Ja - €
e [
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[ ] No

¥ []

5- It there a written plan for working in the raw material

store?

[ ] Yes

TalAd) 3 gall £ glewa (& Janll 4y giCa Al 23 65 Ja -0

O

[ ] No

(‘AR_I
¥ []

6- Is there a written plan to deal with rejected materials?

[ ] Yes

04l gb yall ) gall pa Jalaill 4 giCa Adad 2o 65

e [

[ ] No

¥ []

i da -1

7- Storage Procedure:

On numerical shelves:

:‘:H.hw“

Aad ye cad ) e

PR

-

] Yes axi ]
[ ]No N |:|
On the Floor: =Yl e
[ Yes axi ]
[ ] No N |:|
ONEF (SPBCV): v.vtvsvvtvvisvtsvesvssvsesins | e L A
8- Segregation of Storage and Production Areas: Y (ahalia g ¢p Al (ahalia yu Juadl) a3, A
] Tightly segregated ASas [ ]
] Imperfectly segregated Afan ye D
] Not segregated U pade D

9- Raw materials Storage:

[] Stored in well tight packs

saldd) ) gall Jada
Y daSan Gl e 4[]

Ak -9

[] Stored in open packs

[] Others: (SPECITY) w.ovocccevevvvecrerirereriris

D A

10- Raw materials' Identification Cards:

[] Include all information regarding: batch
number, date to be used, expiry date,

signature of QC Supervisor.

Al 8 ) gio s UL JalS (5 5in3 [ ]
Ao 53 a0 5

By )«

[] Good, it serves the purpose and not easily
removed.

lee 3 Jemn ¥ 5 (aall A g2 ]

[] Incomplete or bad.

dua e o adls []

11- Raw material stores temperature control & Monitory:

:e&\ A\ﬂ\@ﬁw‘s)\ﬁ%ﬁu\f-n

[] Unidentified stored materials

[] Good sus [ ]
[] Bad b e |:|
] Not Monitored el paati ¥ [ ]
12- Are there storage mistakes? “U.UMS\ ‘_,ﬁ gUadf an gy JA -V Y

m—

[] Expired materials

aaMall dagiie Al ge |:|
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[ ] Rejected materials

L sh pedlse []

Fifth: Weighing & Preparation Area:

iy 3)ed ddlae : Lunts

[ ] Performed with written plan & it is
recorded.

1- Connection with raw material store : 1alAd) ) gal) £3 ghanay Lellal) -
] Well tight doors e Ao il sl []
] Not properly dosed diSae ye []
] Not segregated from the store gasindl e A gaia e []

2-  Connection with production Area: Y (shalia Lgdlal) Y
[] By well tightly closed doors A Y daSae il sl []
[] Not properly closed Glall ASaa ye []
[] Not segregated from production area WY e A pata ye []

3- Precautions to prevent pollution: & olil) ada GUaldal oY
Available and they are: A4y Hlay 83 g2 ga -
[] Good sus [ ]
[] Bad saa ye [
[] Unavailable RENPYRY |:|

4- Scale calibration/Titration 2 Ol B e -8

Jowlesdgadba gisen [

[ ] Performed without a written plan 4 5 Aad (g |:|
[] Titration is not performed PREPIENGVRY |:|
[] No need for Titration. sdae b Y ]

Sixth: Production Area

2 L0 Al : ot

m——

1- Access to production Area: ey dahata JAlde o)
[] Tightly closed, preventing dust & insect. | <l dally Jlall J 530 aial Glall daSaa [ ]
] Not properly closed Gl dSae ye [ ]

2- Windows: 2 3) g3l v
(] Could not be opened. Leaid (Sa Y |:|
(] Easy to open. e (S D

3- Exit/Entry of Labrourers : s Cnlalal) EIAS Jsda v
(] Only via changing rooms. Jads aSlall Huaidd e DA e []
[] There are other exit/entry doors s )'J z 5 o Jalae aa g |:|

4- Changing Rooms: coadkall gt G S ¢

—|:| Suitable dlie |:| -
[] Unsuitable iy [
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5- Toilets & Washing Basins' Locations: s Jilicall g cilalaall 63‘3-‘ o
[] With the changing Rooms okl st (e e [
[] Inside production area Y dahaie Jals []

6- Restaurant: sazkaal) -1
(] In side production area. syl dahin il (]
[] Outside production area. Wy dshie 7 HA |:|
[_] Could be accessed without changing oudkl s g3 al) Jeagll S ]
clothes.

7- Air Filters: 15 o) AT b v
[] Available 835390 [ ] -
[] Unavailable 39 g4 i D

8- Air Filters' Monitoring & Maintenance: Lgiila g il e A
[] Regular according to a written plan. 4 9 Adad s g olaily []
[] Not Regularly perform or no written plan Lgadhd o iV ol alanil e [ ]
] Not monitored & no maintenance leilua ol il jaati Y [ ]

9- Air Purification in side production area:

[ ] Sufficient

:Z LY (ghlia JA)a o) ggd) 485 4

s [

[ ] Insufficient

s e [

[] No precautions

cllalial a5 Y ]

10- Air Pressure Against external are:

s AU Ll AR Al (5 gl Jaral) )

0O () L]
[] Reading o yldag [ ]
O ¢ H LI
L] ReadiNg: coveveccvcceeee L e 10 ))28a g |:|

11- Monitoring Internal Pressure:

[ ] Good

s Al bl A

daglia )y

[ ] Bad

s e [

[ ] Not monitored

maY [

12- Ceiling of the production Area:

[] Smooth, without cracks.

s LY Al Adaal Gisul) ) Y

Gl e dda s deel [

[ ] Bad condition.

sas e ledls [

13- Walls' Conditions:

[ ] Good

ol sy

sua [

[ ] Bad

sus e [ ]

m——

14- Floors' Conditions:

[ ] Good

R 8 scha Y Al

sua [
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[] Bad s e [
Type: gty
[ ] Normal type Lile

[ ] Special type

goadbs pala g 5i [ ]

15- Control Procedures Exercised on the Production Line

to Ensure High Quality:
[ ] Good

e SUL LYY Jaghad 8 B4R cililant) BeliS o
;EJS.AS\ XYL
sas [ ]

[ ] Bad

saa e ]

16- Recording All Product's Phases During Production
Process:

[] Available.

;@&43\3.,3149 Qmi@"@\@ﬁhwowﬁ_ﬂ
dase []

[ ] Unavailable.

dpage e [ ]

17- Periodical Test of Equipment to Ensure Efficiency:

[] Performed in regular bases.

slghadla Cladal 3 3¢ (5 94l gaadll vy
I.n. SS :.. |:|

] Not performed.

¥ []

18- Cleaning Equipment:

[ ] Good, in a written procedure.

sdadiiocal) 3 j¢al) CadAli_\A
435880 48 Yl g s [ ]

(] Bad, no written procedure.

L 58adiy sl a0 Vs e [ ]

19- Is there any mean to ensure that the atmosphere is

free pollution:

[ ] Yes

sl glall (ya plad) gall ol (ha Sl Aliang 20 55 JR )4

e [

[ ] No

Y[

20- Is there any mean to ensure that humidity &
temperature in all production phases, is suitable to

the items in process?

[] Yes.

b Aashl g 81 all da 3 (e Ul Al g aa g5 JA Y
Al Al G dulia oLy aludy) ddl
:' .'. "

e [

[ ] No.

Y]

21- Is there Standard Operation Procedure
production phases to avoid mistakes:

[ ] Yes

in all

Ghlall gan (& Jeall Lgika dad aa gl JA-YY
:sUadY) i algriadl Ylaa £ Y uay Lalidy)

e [

[ ] No

Y]

22- Quantity control supervision during production &
sample taking:

[ ] Available in a good manner.

3] g gy sl e gil) 33 gad) A ginsa qla_ﬁg-v Y
sl

sua A8yl sasage [ ]

[ ] Insufficient supervision.

S e i [

[] No supervision.

il Y [

23- Segregation of production area from storage area :

] Properly segregated.

(pUY) (ghlia ¢e (Al ghlie Juad vv
Aaadi ol Josd ][

SIGNATURE:
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[ ] Not properly segregated. (,S;.q e Jiad |:|
[] Not segregated. Ugpaia e [ ]
24- Dealing with rejected product in the production area: T ddhata c.é A gb jal) culadial) & Jalali_y ¢
[] Performed with a written plan 4 9 Adad (pauia T []
[ ] Performed without a written plan 4 g dad (e Al |:|
Seventh: Store of Final Sterile Product @Al iy Dol | 1gd ¢ g : Ersku
1- Is Sterilization Process Performed inside the factory: saiaal) JAIS aulail) oy A -
[ Yes OnNo| Y[ e[
2- Sterilization System: s dasiiiall agbail) Jilug - ¥
% e | e -
Dm | et -
O e | e -z
3- Receiving Materials from Production Area: s gy dalaia (e A gall JLAiL) 48y o ¥
[] Performed within a written plan. 458 ddad e ol [
[ ] Performed without a written plan. 4 g3 Addad () g A |:|
4- Segregation of Storage Area from Production Area aal ay UTY) (ghalia (e (AN (ghalia Juab - ¢
after Sterilization: :@_M\
[] Properly segregated. daSaq 4y yhay Juad |:|
[] Not properly segregated. eSAA e Juad |:|
[] Not segregated. Ugpaia 5 [ ]
5- Testing final products after sterilization: el adindy lacd) Jd addil) day Aqiiall ) gall yand 0
[] Performed with a written plan. 458 ddad e ol [
[] Performed without a written plan. 4 g3 Aadad () g A |:|
[ ] Untested. lpand oy Y |:|
6- Materials ldentification Cards: 23 gall iy iUy 1
[ ] Include all information regarding: batch Alaa ) €§J L s il Jals (S sis
number, date to be used, expiry date,|¢dnSall elgiil clgalatinly #lad) 5yl
signature of QC Supervisor. Ao il B3 gall (Bl e a5
[] Good, it serves the purpose. eyl ddin g g 30 |:|
[J Incomplete or bad. Bua e sl duadls [
7- Dealing with Rejected Products after Sterilization: ;ﬁ&:.“d\ day L'AJEUA\ LAPAN | e Saladlf -V
[] Performed with a written plan. 4 ¢ Aol (i T []
[] Performed without a written plan. 4 g3 Adad () g o1 []
8- IIDSro-(Ij-Sg{:? a Special Area to Quarantine Rejected A 35 Ll ciladiall Jaal pawada S da g JA <A

SIGNATURE:
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[] Yes axs ]
] No Y []
9- Dealing with Rejected Materials: sdia g8 yall 3 gal) & Calailf Z\é_gés -4
[] Performed with a written plan. 4 9 Adad (pania o []
[ ] Performed without a written plan. A 9ia ddad 50 A |:|
10- Products Preservation : sladiial) ada JY o
] Intightly closed packs. Y deSan il e [[] -
] In open packs (according to product type). (C_“ml\ e da g8 Gl gae D
11- General Organization & Cleanness of the Store: sdalad) 43UTY) 5 £ 3 glesall alad) anatil) -9 Y
] Good saa [ ] -
[] Bad 3aa e [
12- Is There Store for Keeping Batch' Samples? sdadiiall edladall cilinl) Jads Eagiua -\ Y
[] Available & Suitable. Culiagan g [ ]
[] Available but not suitable. Gulie ye (Slgang []
[] Unavailable. wnaY ]
Eighth: Quality Control PPV P TR PP
1- Quality Control Laboratory [JYes [(INo | sV []] aas [] doe il L1 s )
2- Analytical Chemistry Laboratory |[] Yes |[[J No | 2V [[]| s [[]| doldaill eluasll yuisa Y
3- Microbiology Laboratory [JYes [(INo | sV []] aas [] > hsm g Saall yiida Y
4- Does the Quality control dept. ensure that the oy XU A ) A8 jall ol o 58y Ja €

following procedures are performed?

e Operation in the production line _
to ensure high quality. [ Yes [ No ¥ [ ] Azl ]

Lbglad 830305 Cllaall @
Sriiall 83 g (aiail £ LY

e Periodical test of equipment to (] Yes |[] No Y [] px R3SV sl asdll Jac @
ensure its efficiency. Tleiadia (el

e Water analysis results (7 Yes [ No |¥Y []] e [] Foluall Julad il35 @

* Making follow up to ensure|— yoo | o | ¥ [ e []] $0ead) Gudai el ja) dadlic o
application of work procedure

Ninth: Manufacturers of: il g L0 pgdl ) ISyt
Haemostatic Oxidized Regenerate|Haemostatic ~ Oxidized Regenerate
Absorbable Disposable Sterile Absorbable Disposable Sterile
A) Procedures to be followed: dauld) Q151 2 ¥ (

1- The raw material should be : saldd) Balad) 0985 () qua )

Oxidized Regenerated Cellulose (ORC) Oxidized Regenerated Cellulose (ORC)

SIGNATURE:
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P-

Production process should be in stages in 8
separate rooms with clean room specification
(Class 8) :

Uadio Caje A & dal je o gl dolee S50
ik (Class8) ikl 48 jall Cliial gay el
1SO13485:2003 <lalkial

The raw and primary materials should be
received and temporarily put aside for samples
to be taken and laboratory tested. Bases on the
results, they are released and be stored in
condition which secure its safely and quality
during its presence in the store.

(g JSE W s g A oW1 5 L) o) gl Dl
s 3a e 5 g oAl panidll Lgie Gliml) 24l
Gl LS by dele gAY b gl
358 Jish l@amy Ll pexi Chyyh

Easiuall ladea g

VALIDATION:

Verify that all steps of manufacture and related
Systems are periodically reviewed to make
sure that operation are taking place as per the
endorsed method. Validation results are
recorded, evaluated and reported as well as
compared with the previously specified
acceptable standards. It is to be endorsed by
the Quality control Dept. including all
components of sterilization structure, facilities,
operation processes and performance.

:Validation <.l

i)y aiall Gl gha aen o (e il
o SUU (555 JSG Letnnl yo oy Ly A 5l
hacinall 43y Hhall iy Jaxd J) 3 Y llasd) o
Lol p dndliall (o il 5 Jiaad oy
saaaall Jsill jalae e L jlia g Lgic £3LY) 5
Lo il Ayl and J8 e Walaie] ol (i
‘éé\‘)—d\ “._\...\S‘)ﬂ\ chﬁaﬂ\ Gl Sa XK dm.ﬁj
Yy el ¢ Jasil)

Training workers on good manufacturing
practices and the use of protective clothes,
head and beard covers, shoes which comply
with the nature and specification of the clean
room (Class 8).

¢dual) :\:\M&\ LL!LU.}JLAAS\ é‘; u.\lqbd\ oy
Aallly Ll N elae 5 4816l Gaidlal) aladind g
Cliial ey Al ae it Al 3090

.(Class 8) dadaill 44 1)

Entrance to the closed production area is
through the rooms of clothes change
containing air closure to minimize microbial
pollution as well as pollution with protective
clothing debris, with the presence of facilities
for hand washing. The air coming to the inside
of the room is to be filtered through Microbial
Filters which induce pressure variation in the
various rooms, Filters are to be checked and
monitored regularly to make sure they are
working properly. Quality criteria related to
suspended particles and micro-organisms in
the air source, the clean rooms and clothes and
equipment are monitored according the
standard operating procedures (SOP) and , air
samples are to be taken during the production
process and at break times.

e A (e ddlaall AY) Aghaia ) Jsaal)
Jlitl s slre e (g siad Al GuBlall Joas
DU olpaly Sl aginall Chil
e Oy ega¥) Jual 3850 255 ga el Sl
e Al Jaly ) adaid) elsell el
As (Microbial Filters) axsi s clad
Ailre Ly Adlinal) Coall 8 Jasall 8 gl
Ledae (ya 2SI Ay ) 92 dbmy L) ja g ilads yall
Basall plae Ad) ey gl 3 sl
Lol clully Al el all dalal)
aadaill Goalls ol sell alas 3 Ay el
48 ) Jandl cle) Y Lk cilaxall 5 (i g
Llee ol ol sell o e 3T ae (SOP)

Al i g oL SIS 5 Lyl

Implementations of many training programs
for all workers in the production line of this
item to assure product quality, Training should
cover all aspects related of manufacture and
sterilization for production of this item.

The training program in the company is to be

ba 8 cplalall A8S) Bane Ay j08 peal 245
u\; 46.\4.&3\ 3 g u\.«al auall \A@J CLLQ”
il ddlaiall il pall Sy pal) ey

GAU),’ ﬁ'm"} canall s Ctby ekl
clallid Tk (el £) JS 4,80 sl oy il

m——
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evaluated every 4 months according to quality
assurance requirements of knowledge and
competence availability in the workers to
conduct the required job. Training records are
to be kept for each employee.

5 leall 5 Gb jaall il gl due gill dagall dag
Laliia) s i sllaall il gl SLall culelall (sl
i e JS i) Jaees

B

Manufacture Step:

i | D fglad ()

1-

Splitting the raw material longitudinally
(Splitting)is done in one of the clean rooms.

sl G4 (Slitting) Wsh Hadl saldl 35 ()
Agdail) (o pall

2-

The chopping off process should be done in
another isolated room as per (Class 8)
specifications..

A A jrie 4 e 8wkl ddee AT
.(Class 8) “laal ga

(Y

After chopping, the raw material is to be put
in a device to detect the presence of any
mineral impurities.

oo Sl lea b lgniny oy ekl g

Aidre () 5l 2 5a

(¥

A physical examination is made, then the raw
material is folded and packaged.

i s o o (g g 38 pmnd o) ga) (8

The lot is sent to another room, put in a
dehumidifier device (dryer). This stage is
important for the expiry period of the product
(where humidity is less than 8%) and to be
kept for 6-9 hours under a low pressure.

&b ey oAl A e ) dlsddl) Ju )
:d;)d\ al\.m} c(g_qs;.d\) :\_ULJS\ U\J‘}( )\.@A
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On wrapping and packaging, printing process
should be fully controlled and supervised to
make sure the right text is used. A sticker
holding the name of the company on each
package is put to ensure that it is the
company's product. Absence of the sticker is
an indication that the product is counterfeit.
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Sterilization suing Gamma rays : sterilization
should be verified through—specialized
laboratory and the use of biological reagents
to ascertain the sterilization process. All
phases of production are to be supervised and
all operations are checked by quality control
officers in the factory. Product release
Certificate is to be issued by the company
after being tested by the quality control
official to ensure its compliance with the
standards and specifications; then approved
by the QC official.
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Does the Factory Comply with the
above requirements in producing:

""Haemostatic Oxidized Regenerate
Absorbable Disposable Sterile™?

[ ] Yes
[ ] No
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Haemostatic Oxidized Regenerate
Absorbable Disposable Sterile?

axi []
Yy O[]

Audit Team Remarks:

m——

SIGNATURE:

2" Auditor ‘

50 (Bl cldaasla

Page: 13-14




TENTH: AUDIT TEAM DECISION

P 1 { Y P :‘:J.ZLG

] Qualified

Jaje prall [ ]

[ ] Unqualified due to the following:

I Ll Jage pé gl [ ]

m——

Gl gudand) ol Al gudand) anl JsY) gaadl and
.............................................. & i) N 1.y P S ¢ (P i
SIGNATURE:

2" Auditor ‘

Page: 14-14




