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(Content of Site Master File)

1. GENERAL INFORMATION ON THEMANUFACTURER

1.1. Contact information on the manufacturer
— Name and official address of the manufacturer

— Names and street addresses of the site, buildings and production units located
on the site — Contact information of the manufacturer including 24-hours
telephone number of the contact personnel in the case of product defects or

recalls

— Identifying information regarding the location of the manufacturing site (e.g.

GPS details, or any other geographic location system)
— 1.2. Authorized pharmaceutical manufacturing activities of the site

— Copy of the valid manufacturing authorization issued by the Competent
authority should be submitted in Appendix 1. If manufacturing authorizations

are not issued yet, this should be stated.

— Brief description of manufacture, import, export, distribution and other
activities as authorized by the Competent authority; including foreign
authorities with authorized dosage forms/activities, respectively, where not

covered by the manufacturing authorization;

— Type of products currently manufactured on-site, if not covered by Appendix 1
(list in Appendix 2).

— A list including the dates of inspections and brief information on the results of
inspections of the site by the Competent authority. If inspections are conducted
by foreign authorities, a list of GMP inspections of the site within the last 5
years; including dates and name/country of the Competent Authority having

performed the inspection.
A copy of current GMP certificate (Appendix 3) should be included, if available.

1.3. Any other manufacturing activities carried out on the site

— Description of non-pharmaceutical activities on-site, if any.




i yrayr
NS

2. QUALITY MANAGEMENT SYSTEM OF THE MANUFACTURER

2.1. Quality management system of the manufacturer

— Brief description of the quality management systems run by the company and
reference to the standards used.

— Responsibilities related to the maintaining of quality system including senior
management.

— Information of activities for which the site is accredited and certified, including
dates and contents of accreditations, names of accrediting bodies.

2.2. Release procedure of finished products

— Detailed description of qualification requirements (education and work
experience) of the authorized persons/qualified persons responsible for batch
certification and releasing procedures

— General description of batch certification and releasing procedure.

— Role of Authorized Person / Qualified Person in quarantine and release of
finished products and in assessment of compliance with the marketing
authorization

— The arrangements between authorized persons/qualified persons when several
authorized persons/qualified persons are involved

— Statement on whether the control strategy employs Process Analytical
Technology (PAT) and/or Real Time Release or Parametric Release

2.3. Management of suppliers and contractors

— A brief summary of the establishment/knowledge of supply chain and the
external audit program

— Brief description of the qualification system of contractors, manufacturers of
active pharmaceutical ingredients and other critical materials suppliers

— The manufacturer is responsible for demonstrating specific measures taken to
prevent the transmission of spongiform encephalopathy from animals, and all
steps of manufacturing and materials used are in compliance with the
regulations on the minimization of the risks for transmission of animal
spongiform encephalopathy (BSE/TSE) via medicinal products. Compliance with
the said regulations may be demonstrated with a certification on compliance
with the relevant monograph of the European Pharmacopeia, or with a
submission to the Competent authority including the scientific data
demonstrating the compliance with the said monograph.

— Measures adopted where counterfeit/falsified products, bulk products (i.e.
unpacked tablets), active pharmaceutical ingredients or excipients are suspected
or identified




| — Use of outside scientific, analytical or other technical assistance in relation to
manufacture and analysis

— List of contract manufacturers and laboratories including the addresses and
contact information and flow charts of supply-chains for outsourced
manufacturing and quality control activities; e.g. sterilization of primary
packaging material for aseptic processes, testing of starting raw materials etc.,
should be presented in Appendix 4

— Brief overview of the responsibility sharing between the contract giver and
acceptor with respect to compliance with the Marketing Authorization (where
not included under2.2)

2.4. Quality Risk Management

— Brief description of quality risk management methodologies used by the

manufacturer

— Scope and focus of quality risk management including brief description of any
activities which are performed at corporate level, and those which are performed
locally. Any application of the quality risk management system to assess

continuity of supply should be mentioned.
2.5. Product Quality Reviews — Brief description of methodologies used

3. PERSONNEL

— Organization chart showing the arrangements for quality management,
production and quality control positions/titles in Appendix 5, including senior

management and Qualified Person

— Number of employees engaged in the quality management, production, quality
control, storage and distribution respectively.

4. FACILITIES AND EQUIPMENT

4.1. Facilities

— Short description of plant; size of the site and list of buildings. If the
production for different markets (i.e. for local, EU, USA etc.) takes place in
different buildings on the site, the buildings should be listed with destined

markets identified (if not identified under 1.1).

— Simple plan or description of manufacturing areas with indication of scale

(architectural or engineering drawings are not required);




— Lay outs and flow charts of the production areas (in Appendix 6) showing the
room classification and pressure differentials between adjoining areas and

indicating the production activities (i.e. compounding, filling, storage, packaging,
etc.) in the rooms.

— Lay-outs of warehouses and storage areas, with special areas for the storage
and handling of highly toxic, hazardous and sensitizing materials indicated, if
applicable.

— Brief description of specific storage conditions if applicable, but not indicated
on the lay-outs.

4.1.1. Brief description of heating, ventilation and air conditioning
(HVAC)systems

— Principles for defining the air supply, temperature, humidity, pressure
differentials and air change rates, policy of air recirculation

(%). 4.1.2. Brief description of water systems

— Quality references of water produced

— Schematic drawings of the systems in Appendix 7

4.1.3. Brief description of other relevant utilities, such as steam, compressed air,
nitrogen, etc.

4.2. Equipment

4.2.1. Listing of major production and control laboratory equipment with
critical pieces of equipment identified should be provided in Appendix 8.
4.2.2. Cleaning and sanitation
— Brief description of cleaning and sanitation methods of product contact
surfaces(i.e. manual cleaning, automatic cleaning in place, etc.).

4.2.3. GMP critical computerized systems
— Description of GMP critical computerized systems (excluding equipment
specific Programmable Logic Controllers (PLCs)

5. DOCUMENTATION

— Description of documentation system (i.e. electronic, manual, etc.)

— When documents and records are stored or archived off-site (including
pharmacovigilance data, when applicable): List of types of documents/records;
name and address of storage site and an estimate of time required retrieving
documents from the off-site archive.

6. PRODUCTION

6.1. Types of products (References to Appendix 1 or 2 can be made):

— Type of products manufactured including:
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e List of dosage forms of both human and veterinary products which are
manufactured on the site

e List of dosage forms of investigational medicinal products manufactured for
any clinical trials on the site, and when different from the commercial
manufacturing, information of production areas and personnel

— Toxic or hazardous substances handled (e.g. with high pharmacological
activity and/or with sensitizing properties)

— Product types manufactured in a dedicated facility or on a campaign basis, if
applicable

— Process Analytical Technology (PAT) applications, if applicable: general
statement of the relevant technology, and associated computerized systems

6.2. Process validation — Brief description of general policy for process validation
— Policy for reprocessing or reworking

6.3. Material and warehouse management — Arrangements for the handling of
starting materials, packaging materials, bulk and finished products including
sampling, quarantine, release and storage — Arrangements for the handling of

rejected materials and products

7. QUALITY CONTROL

— Description of the Quality Control activities carried out on the site in terms of
physical, chemical, and microbiological and biological testing.

8. DISTRIBUTION, COMPLAINTS, PRODUCT DEFECTS AND RECALLS

8.1. Distribution (the part under the responsibility of the manufacturer)

— Types (wholesale license holders, manufacturing license holders, etc.) and
locations (local, EU/EEA, USA, etc.) of the companies to which the products are
shipped from the site.

| — Description of the system used to verify that each customer / recipient is
authorized by the Competent authority to receive medicinal products from the

manufacturer.

— Brief description of the system to ensure appropriate environmental conditions

during transit, (e.g. temperature monitoring/ control).
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— Arrangements for product distribution and methods by which product
traceability is maintained.

— Measures taken to prevent manufacturers ‘products to fall in the illegal supply
chain.

8.2. Complaints, product defects and recalls

— Brief description of the system for handling complaints, product defects and
recalls.

9. SELF INSPECTION

— Short description of the self-inspection system with focus on criteria used for
selection of the areas to be covered during planned inspections, practical
arrangements and follow-up activities.

Appendix 1 Copy of valid manufacturing authorization

Appendix 2 List of dosage forms manufactured including the INN-names or
common name (as available) of active pharmaceutical ingredients used

Appendix 3 Copy of valid GMP Certificate (if available)

Appendix 4 List of contract manufacturers and laboratories including the
addresses and contact information, and flow-charts of the supply chains for these
outsourced activities Appendix 5 Organizational charts

Appendix 6 Lay outs of production areas including material and personnel flows,
general flow charts of manufacturing processes of each product type (dosage

form)
Appendix 7 Schematic drawings of water systems

Appendix 8 List of major production and laboratory equipment
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1 Sterile Products

1.1 Aseptically Prepared

1.1.1 Large volume parentrerals (Conventional)
1.1.2 Small Volume Parenterals ( conventional)
.1.2.1 Liquid Vials

.1.2.2 Liquid PFS ( Pre-filled Syringe)

.1.2.3 Liquid amp

.1.2.4 Powder vials

.1.2.5 Lyophilisates

.1.2.6 Eye drops

.1.3 Semi-Solids ( eye ointments/gels)

.1.4 Large volume Parenterals ( blow-fill-seal technology)*

.1.5 Small volume Parenterals ( blow-fill-seal technology)*

.1.6 Eye drops ( blow-fill-seal technology)*

.1.7 Solids & Implants

— e — ] —f — ] — — = = —

.1.8 Other Aseptically Prepared Products (specify)

.2 Terminally Sterilized

1.2.1 Large volume parenterals

1.2.2 Small volume parenterals

1.2.2.1 Liquid Vials

1.2.2.2 Liquid PFS (pre-filled syringe)
1.2.2.3 Liquid amp

1.2.2.4 Powder vials

1.2.3 Semi-solids

1.2.4 Solids & Implants

1.2.5 Other terminally sterilized prepared products (specify)

2 Non sterile Products

2.1 Solid dosage forms ( Tablets, hard shell capsules, dry suspension, powder, granules, pellets**)

2.2 Soft gelatine capsules
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2.3 Chewing gums

2.4 Liquids for external use

2.5 Liquids for internal use

2.6 Medicinal gases

2.7 Aerosols ( pressurized inhalations)

2.8 Semi-solids ( creams/ointments/gels/sup./ovules)

2.9 Patches

2.10 Other non-sterile products ( specify)

3 Biological medicinal products ( per-product-specify the product & the activity towards it)

4 Primary packaging

5 Secondary packaging

6 Batch release

6.1 with quality control testing

6.2 without quality control testing

7 Others ( specify):

(daadl ais o) ATV s aladiuly agaliil 2y 8%

Taking into consideration that same machine may produce the 3 stated forms produced by the blow - fill
- seal technology.

(V) 485 Gl 353 1) Sl Lo iy ##




re-.- )
\_/

ol e
Intermediate products) 4 [ R A Lo e

A9 £ aginia (5 Jgsmal) Jarall B8 e slial Ay jaal) (3L gN 5 J gaal) in Liaa slaie ) culls 73 gl a2k
Ay L gl (s oha gt S cila JAI LAy (385 g Lig S el 4 ga¥) adeaa 08 Jgipeaal) Al ppaal) o
A (39 9 A aladV) g Ao el Bl o gukas Addla o g A B A o aiialll a8 g g AS A al Jany
:g.ﬂ.'dl
1A pllaall Ay )2y cila slaall ¢ J gV 5 )

A gl &'MI&L‘S@}&JL&G]&#CS}«J -

A gl) milall asiual ad ga dlaic Y Ay glhaall UGN Fisad -

(°) ady @alall 8530 o) Slaglaall (s siay (Site Master File) giealll a8 gal awi ) calal) ; AU ¢ 5ol
A eV gl Al dadlly

s Clalgll) ¢ SEN ¢ el

Wl gual ABaas puiiall) adga aly A A gl Agall (8 5 ke (GMP) ) 94! aiaaill Sasadl A jlaal) 3l Y
Ll 7 aal) Glaiiall Ad¥arall JICEY g salaie) qigliaall zUGY) Jad g aviealll a8 ga () 36 g pusd Cpaal
2l ¢ ) poaaill Baad) Ao Jlaall callad Silatad 2 AS Al (b g ¢ Jgadall 4l (1955 0 o
GMP 324 jaeay ¥ LAl ol o) ) Jla g (aiaall) a8 gall Lodall aly 8 Laval) dgad) (e (3la (R0
ba el Sy oalale | o gllaal) ZUY) Bl Sy pedaadesal Lol 2l (e CPP 324 e (alationy ) (S
Al ) gal) audeall) Glaglady 4550 a8y

Balged O Jla (2 k) Ll pua) ABaiaa UY) ad ga ol A A g all Agall 0 5 jala (ML) einalll 4ad | ¥

OV 358 9 ol 2335 (Lgaliily 7 uaall cilaiiall Ai¥aral) JICEY) gl salaie) cglhal) Y i 2333 YGMP

A e 355 O e Lkl 7 maal) Sladiall LV asall JSEY) g sdlaie ) o pllaall ZUSY) Jad g aieaill ad ga
Jgadal)

Japasall Ja gall (@il /aladl juaall / (H8 padall o8 Cra o g Jase gl) Ziiall painal ad ga (8 dla US|
ek e (el

poialll (3 kg (30N g A8 0 g LY sl o £8a50) A ISl (d i) (g ASILA) AS AN 431 ga)
Al Gl AdlS g cdladall Sl 9 Juladll

Ll Jsan Jon SMF et ) o gl il uaad Jla (A (3 gl g Allall 20 ey 331
Loialll dga Jo Agani ) Uil o) e

.*Ud}u-ﬁ.“L‘;Juléﬁu'ﬁJf\Jﬂ_ﬂi?mﬁM(}u‘ﬂ\ Gu;ﬂu'lta:g .




® Yy
v

h) @l Gl
il piles (ols et

i 5als )/ Uil Jaglad / lad slaie | clilad (i) ; Y
aainall JS oll g £ 9ad) g £ I AR Aalad) Aoana pal) (s Lgule (uilia Bl a Jo pal) (i) (5 0 9y
) ) sall aieall) o jlaal LY Ja ghad /lad Adilaa (ha 2SN geiial) Gl el a8 gal 3 Y) (2

s Rl (3 )8 ; LG

A pall (8 (ra Cpiada sha g (ol poa (Paill) g A8 ) and B (i Alabis 40D (e (055 (B2 2
GiasS iy ALl 9 9 A el it (pa A g g aladl all (e i ) gad) g 13l Aaladl
e ol QRaEl) (A A (9 (ada B 20l G guaall

s ohuliall alasy) ¢ WG
b A B (R (38 e ¢ QAT 30 sa 3y0a0 3y |
A g Wi daglaa o) il g adiaall) ad gal eyl cilal) o £ 3UaY)
i) Al kg
iS guan gall Adadl) awan (AT ¢) ) Y
QLE;M :tS_).iJl &gl ",AL'L';.H ELAhY'I aac ¥
(Ja pss ¥ ) lacdi 3aa DA auiealll ad g o (il il oo gl JalS 5 auai ¢
(Al (3 8 B350 Fa i Oa
ds il jiie) Jla Ay il bgdad o) Jad ALl / sl Sale) g i) ad gal) slaie) G @
ool Ay AT B (Al Ao ga pda g aly (il Ao ga dgaad day REdl (3 8 Juliul O
LY ) iy 0 G S Jaallll il Ja A

Caald ) Al 3RS o U G pgedl A DA (I G 1) a0y asieatl) a8 gal) sl Sale) S 7
(Peiaail] 2B gall Sale ) plal) ALtk




Yy.y m

&) ey Gande
et | e i S
ol ol g AaiVL Cpmala 194 585 ()1 g AN HASH o ¢y 0 Alsbeal) (e i) (3 8 JSdy
s AN M pally agaial g Ay julad¥) AR agalal) ) ABL) A8l i3
R (B G
M&dﬁi\’i)&a@bh@ﬂieﬂﬁgﬁwuulJu_bL&an\,_uY.\guduj.Sgu'ﬁ i
A ) adlaa o (it Jlaa b ) i

@..Hdma.\-ﬁ.na—uJLA.AJ'IJ‘A_.n&&—_lﬁ_)ﬁﬁlb".\"id—&ﬁQMJJE&)uQMQi =

.g.i'u.ﬂ'!

A5 il (b A gad) aiaaill Saad) doc jleall il (o (BatiTl) B el 0 9% -
Aalaal)

:Senior Js¥) gzl

qj.;m,;uaxgr.ﬁwsﬁumljgﬁjlﬁdggg@wiJquU:.;L.‘_,s.g.a_
A ) plaa e (Al Jaw
i) 54 ol Sasad) A jlaal) Jlaa (B A 5 Sl g gl Jae Gl g A LS 38 e o -
4599 ailan (b A gl aiaaill Baad) A jlaall il (o (I § jaia 985 O -
Aglaal)

: Junior (S gasl)

LJJY'I&LMUJGM'I

forinail] Basadl A jlaal) Jlna (B Ay 405 S 93 ol Joae Sl (B LG A8 58 O -
) g

Aoy 92 piluaa (b (A gl aiaaill Basad) Ao jlaal) il (Ao QESEING L8 03 (58 o -
Aglaal

Part time ins Oz Gadiial) Aalua aaly AN g/ ) Jo¥) gl (o Aualaiaal) (Say
J (4 Oeadizal) pectors

-

A padall e (4 A gy aladl aal)




/;D Y.y

(1) by (3ale
Lale il o Al Aakaly) o ghiliall

Warehouses :

Receiving area.
Sampling area.
Quarantine area.

Stock control.

Storage conditions.
Rejected materials.
Printed materials .
Dispatch / Distribution .
Standard Operation Procedures (SOPs) and records .
IT inspection.

2) Production:

Clothing /sanitation and hygiene
Personnel flow

Raw material flow ... Process flow
Finished product flow .

Dispensary

Manufacturing operations

In process control (IPC)

Production line (liquid, solid, .... etc .)
Processing and processing area :

1. Batch records

2. Time limitation

3.SOP’s & log book
- Equipment:

A. Equipment construction
B Equipment cleaning and maintenance

Facilities design

Packaging operations

Change part storage and control

Hygiene and cleanliness

Standard Operating Procedure (SOPs) and records
Environmental control and monitoring

3) Quality Assurance

Layout of the plant

Organization and responsibilities.

Documentation system (document control and issuance)
Change controls

Training

Internal quality audit

Product recalls

Product complaints
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Batch record review and release
Annual product review
Signature records
Risk manufacturing system
Contract manufacturing /analysis
Pest control
Job description and qualification
Returned products
Health checking system
Vendor Qualification

4) QC labs:

Organization and responsibilities

Specifications (Raw material, packaging material, finished product).
Test methods

Analytical reports

Sampling plans

Out of specification reports / investigation
Microbiology lab and testing

Stability rooms and reports

Reference / working standards

Retained samples

QC identification system

Standard Operation Procedures (SOP’s)and records
Analytical instrument, qualification and calibration
Release and reject decision

Procedure available for:
(0 Contamination prevention
0 Detergent selection and sanitizer
0 Raw material retesting system
Starting material and finished product approval

Sampling instruments

5) Utilities and engineering:

Layout of water treatment system

Layout of HVAC system

Water treatment system

Pure steam

HVAC and Dust Extraction

Compressed air system

Preventive maintenance program

Calibration

Standard Operating Procedures (SOP’s) and records
Waste water treatment
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6) Validation:

Validation master plan

Equipment qualifications

Water treatment qualifications
Cleaning validation

Process validation of analytical method
HVAC qualification
Cross-contamination-control
Sensitizing and potent product
Campaign production

7) Calibration :

Equipment calibration
Balance calibration

8) Others




*
(VY) oy Sade
o s, | el ]| ] il § 5§ Gl | ] ot bl it | 13| Pl 10 i baobbnty
Sogud | | 4
Y amal) mdaical) gl Aadiall 3alall dailall AS Al il o gall Slais) culb pady
a2 Al i) gl £ gl (B Jgial) Jaall JB a5 953 u,..hn‘_,éuw;
el a8 ga dlais ) Adad (pa Ara g o gl aladl padall (e A88) gal) 38V Aaall 4y 92
1AL (3 gl Llanalla
G A adlaall iy
Site Master File giualll 28 gal (s jl) calall )
Lidall aly 3 daidal) Lavall dgall (o 5 j0ba GMP ) goiaal) Ao jlaa 3alg-di Y
Jsma g (CPP) (Vamall paaial) EJL@&‘_’QJJ’U ua._u.aicﬁydﬂ@ya'l Braay
Loballl G sl aa) ) asiall) O
Al A daidall Laval) dgall o= 5 3uae Manufacturing License gl 4ad ) ¥
Salall 03a (pa ¥ i) 8 330 gl a3) gall gl &8 gall L gl ABaaa g LELA)
531 o) AS il Aatdial) Ada ) Agad) (e il (5 0l ANS 9 Jaw (8 Jua) (G3b 5 gua L
_ ) ) Ol Al (A
48 2l gl (3 gl (3ot ASIa)) A4S 22 (s Letter of appointment (Owmadd Al 0
Axilal)
A Jgaral) (5 bl GBSl g o gl AURT Cain p g ) sl o @
Aalaal dlaall Al o
.Site Master File giuaill a8 gal (i ) calal) |
£330 g gl dall Aalad) A gall (& 3 30all Manufacturing License gialll 4uad ), ¥
iail) a6 ¢ Gaadal (o ASUL Aasigal) o8 (1 Aaal) auiiall) adgall o (Gl ol ¥
Agallal) cilhiall aa (38) g Lag g Sl pdaadesal) 03gs Aaldl) GMP Clalhia cua 1a)
A Jsarad) o ) Gl g 2 o ) AURS Cociny o 9o ) sl o @

AN A adaa g Aaal) adaal) G gl U Al -
SMef () Balall s Aaal) piiaall Cila pady )

,o)LCri(i) SJLAJ'I%QJJ;;"I zJe Eua.a]ldh?.ﬁ_a_.T
oY) (B 53,0 1) Al M) Clallaia g iy 20 Gua (Al SBa) 40005 Y

A Jgarall (5 bad) QKA 9 a g ) AT sy o gau ) plidl oy o




Page 1 of 1

duig LNl Olggle.gll &l c i Sj0

ADALEH Center for Legal Information
Info@Adaleh. Info

2013 il 1243 Al Adasally olgall O 5il8
2013/10/13,5: 5244 ad) dsau))) bajadl 236 e 4517 dadal) Ao ) glial)
2001 A 80 Al Aiduaniy cijall Aasally elgal) O gild Jaa Ja
5 salall
DA eVl dalaiall juleally Gewd) puiag Lledl dialll g5 |
P PPN
. elgall SDlgnn) Miiy
- e (gl i elally lebinid uaaty uga¥) Jines .3
gl agd Bbaaall 432V )y Laldd) AuSilly aua )l s 4S5 Jgh5 Blaly dulall LA Jols Sla) .4
- g (gl gl elally Jilally (gl
(3) 53kl (3o () B (8 53l Slgall (pe Lad) Al Loy i ) Slsally &pi il adlsa sliiel .5

v ) 138

(]

capend 3355 ag) i .6

daiadl galll e spalall Johull slaly sy lehaed 2aady dgl) disad Sl e galiey) .7
Ol 138 ASAT Caga

DY) e daegll 4,650 .8

c Aol Alad) sl v L9

c Akl clobadl Jols .10

- sV Cijea Gl il 11

vVl (paaaa el jlad e LS 53ygiesally Alaadll e dusaV) Joly 2 landl .12

- il Jals gl Al Cilaalgally Wasisiy Ol 138 (e (3) Skl 8 53)lgl) dlsall Jaig G3A dag )y .13
 Lgasilyal 59 pum aladl juaal) (533 g (g1 ol Gaalie¥) Anllaas Ala g Cilpanioe ol Slge (sf A1y .14
2saY) e (gl 25 ililbiiag lelya) ol AU Clasdanll Wall Liall) ot e el il jaan o
- salall o3a (g (1) Byl 53l

dhtmled17: 2025-05-03




