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. Yayanluvasguan (General Information on the Manufacturer)
1.1 dayagrfivte aaunnineidesivgnanenlumisuseina

dayautiun ( Plant Master File)
1

- Name and official address of the manufacturer’s head office



- Names and street addresses of the site, buildings and production units
located on the site

- Contact information of the manufacturer including 24 hrs telephone number
of the contact personnel in the case of product defects or recalls

- Identification number of the site as e.g. GPS details, D-U-N-S (Data Universal
Numbering System) Number (a unique identification number provided by Dun&Bradstreet)
of the site or any other geographic location system

1.2 %’aadas?imﬁ'uﬁanisun'ﬁwﬁmm

- Copy of the valid manufacturing authorisation issued by the relevant Competent
Authority (Appendix 1); or when applicable, reference to the EudraGMP database. If the Competent
Authority does not issue manufacturing authorisations, this should be stated

- Brief description of manufacture, import, export, distribution and other
activities as authorised by the relevant Competent Authorities including foreign authorities with
authorised dosage forms/activities, respectively; where not covered by the manufacturing
authorization

- Type of products currently manufactured on-site (Appendix 2) where not covered
by Appendix 1 or the EudraGMP database

- 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) or reference to the EudraGMP database should be included,
if available

13 deyaieafudanssudugifinsdndumslusauiindawied (&

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

2. msu‘%msﬁ'ﬂmiszwqmmw (Quality Management system of the Manufacturer)
2.1 ﬂ"IiU"%M'ﬁ%’ﬂﬂ'ﬁ’i%‘UUﬂimﬂ’]W‘U’eNﬁﬂ']u‘ﬁNaﬁlﬂ']
- 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 nsUsesHu naRdugidNIIgY
- Detailed description of qualification requirements (education and work
experience) of the Authorised Person(s) / Qualified Person(s) responsible for batch certification
and releasing procedures

- General description of batch certification and releasing procedure

A D-U-N-S reference is required for Site Master Files submitted to EU/EEA authorities for manufacturing sites
located outside of the EU/EEA.



- Role of Authorised Person / Qualified Person in quarantine and release of
finished products and in assessment of compliance with the Marketing Authorisation

- The arrangements between Authorised Persons / Qualified Persons when
several Authorised 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 MsuImMsianstunateeasiasiiidnawan vsegindnedinsei

- 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 (API) and other critical materials suppliers

- Measures taken to ensure that products manufactured are compliant with TSE
(Transmitting animal spongiform encephalopathy) guidelines

- 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. sterilisation of primary packaging material for aseptic
processes, testing of starting raw materials etc (Appendix 4)

- Brief overview of the responsibility sharing between the contract giver
and acceptor with respect to compliance with the Marketing Authorisation (where not included
under 2.2)

24 MsUIMIanIsAades

- Brief description of QRM methodologies used by the manufacturer

- Scope and focus of QRM including brief description of any activities which are
performed at corporate level, and those which are performedlocally. Any application of
the QRM system to assess continuity of supply should be mentioned

2.5 NISVUNIUAMNINRAAN U

- Brief description of methodologies used

3. ymans (Personnel)

Organisation chart showing the arrangements for quality management, production and
quality control positions/titles (Appendix 5), including senior management and Authorised
Person(s) / Qualified Person(s).

Number of employees engaged in the quality management, production, quality

control, storage and distribution respectively.
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4. mmiamuﬁ Lﬂéaaﬁauazqﬂnmi (Premises and Equipment)
4.1  @asanuii(Premises)

- 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)

- Layouts and flow charts of the production areas (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

- Layouts 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 93UNTEUU heating, ventilation wag air conditioning (HVAC)

- Principles for defining the air supply, temperature, humidity, pressure
differentials and air change rates, policy of air recirculation (%)

6.1.2 ssuesruuihildluaauiindnen

- Quality references of water produced
- Schematic drawings of the systems (Appendix 7)
4.1.3 a%maizuuaﬁuauumimﬁmﬁ'mvﬁu steam, compressed air, Nitrogen \Judu
4.2 Lﬂ'%f'aaﬁauazqﬂnmi (Equipment)
4.2.1 Temsgunsaiddnifeadesiumssanuazauaununindiddny
- Listing of major production and control laboratory equipment with
critical pieces of equipment identified should be provided (Appendix 8)
4.2.2 ﬂﬁﬁwmmazamuaz@hvﬁa
- Brief description of cleaning and sanitation methods of product contact surfaces
(i.e. manual cleaning, automatic Clean-in-Place, etc)
4.2.3 szuuitldnoufumes
- Description of GMP critical computerised systems (excluding equipment

specific Programmable Logic Controllers (PLCs))

5. ssuuendns (Documentation)

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

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. N13aIUNIIKER (Production)
6.1 vlnuanAnAuI (references to Appendix 1 or 2 can be made):

- Type of products manufactured including

® (st of dosage forms of both human and veterinary products which are

manufactured on the site

® list of dosage forms of investigational medicinal products (IMP)
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 sensitising properties)
- Product types manufactured in a dedicated facility or on a campaignbasis,
if applicable
- Process Analytical Technology (PAT) applications, if applicable: general statement of
the relevant technology, and associated computerized systems
6.2 N1IRNTIVEBIUNISUIUNIG
- Brief description of general policy for process validation
- Policy for reprocessing or reworking
6.3  N1TIANITINYAULALARIAUAT
- 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. MIAUANAMAIN (Quality Control)
Description of the Quality Control activities carried out on the site interms of physical,

chemical, and microbiological and biological testing.

8. N15N5¥31881 ,J030u58U Jounndosuaanannuel wazn1sisenAunannuel  (Distribution,
Complaints, Product Defects and Recalls)
8.1 n13n3291981(to the part under the responsibility of the manufacturer)

- Types (wholesale licence holders, manufacturing licence holders, etc)
and locations (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
legally entitled to receive medicinal products from the manufacturer

- Brief description of the system to ensure appropriate environmental
conditions during transit, e.g. temperature monitoring/ control

- 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 U930938U UDUNWIDIVDINARNUIN KAZAISISNAUNANNN

Brief description of the system for handling complains, product defects and recalls

9. N15AFIVFIUAULBY (Self Inspections)
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.

List of Appendix 1-8

Appendix 1  Copy of valid manufacturing authorisation

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

Appendix 3  Copy of valid GMP Certificate

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 Organization 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

32 nedifuanelusinszva Td5unsasausadiu Tae sissewililfidu PIC/S member
Winsudayausiun ( Plant Master File for Non PIC/S member) vasdanuilnangiuazianans
fifeadaq dail

3.2.1. dayausiun ( Plant Master File)
1. doya

Y

121U (General Information)
Foyarhluieatude vivanuiifisadestuguanelumsussmalneiideyadwiolu:
- To uarfleguiusuvosaniuindne
- Fadwithivesanuindnefiansnsadnseldazainlunsuszanuny
- vanoavlnsfsinazinsans aaena 24 Falus Adnsels
- flegadsdud (Funnsrsanleganiuiinge)
- UaeTRlandovasuitv daudSunads
- Feyaieafuuismdug fegluaieifetiu (@we19idoustn fusnssiusenly)

1%

Yoyaiiugruan1uiindn (General Site Information)
- %’aaﬂaamuﬁmamﬁﬂﬂﬁwa%malﬁmﬁuamu‘ﬁ (iwsazlﬁstJ%Lamamuﬁﬁiﬁﬂumsmémm,
PP LAYDIT599)
- fesunevesdnmundey (e3uieituilaeseu/ fuilsew)
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- ey feiansiiufienenslasseu niemiuuuwiidosnuikdndnd

- duunlueygriandneiatuiagiudaldiunsiuseslaeniiesuvesigiesn
luannaIng?

- szydeyainannuiindnldfunisnsaussdu GMP  Taenilgaunsiauseiiiu
Fru GMP Tating 1y mhsnugrestssimaiianiuiindndioguionhonuduiaufivouiulused
ana LU 83Ans WHO Jusiu

- szymemslusyndue wu lueygynndnsasiaiuens iuiu waglufusesdu
Anenfusruununmaseenliiuanuiindnelnemisnudus Miduiisensulussiuana 1wy esdns WHO,
83Ang 150 1Tusiu

- spyuBesusiondingn eiinisdeunstuney udinmsussgitusie

- Wanspydduimanuaz/miosuinautsussy nsdinfinnsiindudnvassanaiilu
funouvesnandn feduisvesianssunisndnluanuindadmiunansusiallanEn oo

- spymemstssinvessdndusioniildainnisade Inessysieosdendil

A a Y A a
o sULUUEINAALAINANWINER

® 518V UBINANAUNTNENANFDUNNER
d‘l a % n‘d‘ i ! d' a ¥ n‘l a :Jl A
o seendndndnlilveNndnlaainaniuiinge (szuns Product name #so
Brand name)
- szyismsdanisineniuingidusunse (Safety issue)

q 9

- 38Ui’1‘aazL§8®Quality system management (miU%miﬂmizUU@mmW)

1
WUUISNISUG UR:
35n15UUR (written procedures):

- mif\“]'m%a raw materials, packaging materials, intermediate and bulk products
N1snTIvdeuAuansR wavnaudAalald supplier

Receipt, quarantine, sampling, QC testing, storage

A3 release materials (raw materials, packaging materials, intermediate, bulk products
59404 finished products Aaw)

2. Yyaans (Personnel)

- Wensvyusugiiesdns laglrilseazdenadlufivimihwsungiimhisuiaveuluusunnsude,
N139533N19eeUURNT iauﬁqﬂﬁwﬁwﬁ%’uﬁmauLLmuﬂé’wiaiﬂf:; Warehouse, Production, QA QC,
Technical/ Engineering Support, and Sales/ Distribution departments

- Swauniinau (aeifusmdis part-time/full-time/wiinsuuftRnudinsvFoniinemud
UjuRaumudynaniensnn) sulluusazmisauselud: quality assurance, production, quality
control, storage & distribution, technical and engineering support services Imaiﬂimqu,wﬂﬁm’mdaa
yoawiinaL gndne favim 52 part-time/ full-time wagsaanthiFufisveuluwsmuniiededludiu
FReatesiunmsuamion

- Flamsrhnuuaensinasssnungvasmaiadluwdag iy dand



(%
o

- 97wazldun Job description, qualification Wag experience Guamﬂa'miﬁéh ALY TIUNY
Wnthihenaatazimtilie QA/ QC
- ulsuigguoundivesyprang i eSunsaudnvuryaUfTRNuAlTlunsHEReN
- lenansdaduduindnisnsvgu i nuieunsisuLaE iR IEN IS
$ranudusgogn (WU vane3usesanuitns ludesnsdalviinisnsiagunins uie
schedule AdalINsATI9gUANUsEIY LTud)
wuUAENSUGUR, lenansatuayu, Juiinfifeades waznwdne:
A5N15UGUR (written procedures):
- Gowning procedure (for Clean Rooms and Environmentally Controlled Areas)
- Personal Hygiene
- Pre- and Post- Employment Health Examination
- GMP Training Programme for manufacturing and QC/QA laboratory personnel
Lanmsaﬁuagu (Supporting Documents):
- Training schedule
- Health examination schedule
tuiiniieadias (Records):
- A sample of Health Examination Record for a production personnel
- Samples of GMP Training Record of an operator, a production supervisor,
head of production and head of QA/QC
AWa1e (Photographs):

- Changing room

3. @0ud] izuummméﬂim LLaqunmi (Premises, Utilities and Equipment)
3.1 daufl (Premises) Tneilseazidondsil

3.1.1 MwaznBonvosiuiinisndnienun Aufidaiudnag wageslUAn1sAIUAY
AN Faslalil

~ Plant layout uanswwaul nsranliidnndn 1:100 vievuefiannsaveadiuld
ogaimau 90 Area warTwauBunsine lngedutenedaalin Area dnenfiusngiiu Ae Area 1a
Tadnsuvinezls W%@Mﬁgﬂﬁzq personnel flow, material flow, waste flow, Pressure differential, clean
room classification TAgmLaU

- A floor plant layout highlighting all production areas, warehouses, laboratories,
weighing (dispensing) room, sampling room and other functional areas including the floor area
of each segregated areas (rooms)

- A floor plant layout indicating locations of all the production equipment,
and utilities including location of water treatment plant, air receiver/ dryer, chiller, AHU or HVAC system

- A floor plant of the warehouse indicating the following areas: storage areas
for different categories of materials including raw materials, packaging materials such as

containers, printed packaging materials such as labels, product inserts and unit boxes,



intermediate bulk and finished products (receiving bay, dispatch bay, quarantine areas, rejected area,
recalled or returned materials or product areas, storage area for storing highly active materials
or products and storage area for storing highly flammable materials or products

3.1.2 anmgnafvnwvindnfue sauregungiuazautuduimsiasinue
nseausudildtnualy

3.1.3 Janlaseasnaveantl, i, Hneny, Uszauagnieng ludiuves  processing
areas ﬁ'mm, packaging areas L@y critical storage areas

3.1.4 LLNUﬂ’]iﬂ’]E\‘l%ﬂﬂ’m@\iﬁﬂ’}u‘ﬁ

3.2 szuumssnglng (Utilities) Tneflssazdondsil

3.2.1 95U183zUUDINIA (Hvac systems)

- AHU(s) and their capacities

- A floor layout plan indicating location and number of HEPA filters

- An aiflow diagram (Indicating the air supply from AHU and retum air, pressure
differentials, temperature, humidity between adjoining areas)

- A floor layout plan indicating, if applicable, air classification of the rooms/ areas
used for manufacture and packaging operations including weighing (dispensing) room, changing rooms
and sampling room

- AN95UNYYDINITANNITATIAADUTLUUDINTA (air  monitoring  system) Lay
sreauBonvessruundadeulunsdiissuu HVAC vnaomlddulumudidinun

- syyvilaves filter wagUsvdndnimnses (eg Bag 99% efficency, HEPA 99.997%
efficiency and the number of filters.)

322 SRUNSTUUTN (water systems)

- PBUYTTUUWater quality, water purification systems, cleaning, maintenance, sanitation,
monitoring of quality of water wazienas et eg

- unuifsrea water systems FaMAaUMIweIMIAnAINE, Fmmsnsiva, nmsdy
fi79814, Material of construction, Types of valve used, Type of Pipe works, Filters, UV Sterilizers,

Pressure Gauges

wuUITNISUHUR, enarsatuayy, Juiinineddas wazaiweie:
8N15UJUR (written procedures):

- Cleaning of premises (warehouse, production area/ packaging areas)

- Maintenance & cleaning of HVAC system & other critical pharmaceutical utilities

- Maintenance, cleaning and sanitation of water purification system

- Microbiological (environmental) monitoring programme for manufacturing and
primary packaging areas

- Monitoring/testing of water quality including the type and frequency of test
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- Pest Control programme

- Temperature and relative humidity monitoring (for warehouse / storage area)

- Storage of highly active materials, flammables, corrosives and other hazardous
substances

@NE1TEtUaYU (Supporting Documents):
- Pest control programme schedule and Location of baits (mapping) for pest control
programme
- Microbiological (Environmental) monitoring programme schedule
- Storage condition (temperature) mapping of warehouse (storage areas)
- Number and location of temperature measuring/monitoring devices or temperature
recording sensors in warehouse, production areas and/ or primary assembly areas
Uufinfigatas (Records):

A sample of cleaning record for premise (e.g. warehouse and production area)

A sample of pest control record

A sample of test report of water & trend analysis data incorporating at least 20 data

A sample of microbiological (environmental) manufacturing record of factory area
Awa1e (Photographs):

- Storage area for flammable Narcotics or high-risk materials

- Reject area

Returned goods area

Receiving area for incoming materials

Storage area for raw materials, package materials, Printed materials such as
labels, finish products

- Quarantine area for starting materials and finished product

3.3 gunsal (Equipment) TnefisrwaziBondl

- ﬁﬁaqﬂﬂsmﬁisq%ﬁﬂ LLaziwazLﬁamaaqﬂﬂizﬁmswﬁmLLazmﬁmﬁwﬁﬁﬁwﬁ@

- Maintenance programmes (including planned preventive maintenance and
break down maintenance) for equipment and its documentation

- Calibration programme for measuring equipment and recording instrument
Means/ Methods for tracking scheduling of calibration

- %’ayjmﬁmﬁ’umﬂ% computers, microprocessors, programmable logic control
wardug Tuaauiis

wuUABNsURUR, enansatuayy wastuiiniifeades:
35N13UGHUR (written procedures):

- Maintenance of manufacturing equipment

- Cleaning of manufacturing equipment

- Cleaning of production vessel and connecting pipes
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- Calibration of weighing balances and other measuring/ monitoring equipment
- enaEsEtuayd (Supporting Documents):

- Alist of manufacturing equipment with number of unit, age and output capacity

- A list of packaging equipment with number of unit and age

- Alist of quality control instrument with number of unit and age

- A list of weighing balances with range and accuracy

- A list of computer software systems

A sample of weighing balances and other measuring/ monitoring Equipment
calibration schedule
- A sample of production/ quality control instrument maintenance schedule
- Yuiinfiifisadas (Records):
- A sample of calibration record of a weighing balance

- A sample of cleaning record of a production equipment

4. @n&135 (Documentation)
9BUNYILUUNITAIUANLBNENT
uwuUABNsURTR, enansatuayy wazdudiniiieadoes:
35n15URUR (written procedures):
- Standard operating procedure of documentation system
- Document control procedure (including the design, preparation, approval,
revision and distribution)
- Document change control procedure
- Control, storage and the period of retention for documents (including master
documents and batch related documents)
- Arrangement for electronic or microfilmed records
- Handling of process (manufacturing) deviations
- Handling of OOS and failure investigation
Laﬂaﬂsaﬁuagu(Supporting Documents):
- Manufacturing deviation index (last 24 months)
- OOS and failure investigation index (last 24 months)
- Change control index (last 24 months)
Gufinfiieatias (Records):
- A sample of raw material approved supplier list, specifying Supplier name,
manufacturing site address, material and date of approval
- A sample of manufacturing deviation record
- A sample of OOS and failure investigation record

- A sample of change control record
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5. M3u&n (Production)

oSutgdunpuNITUIUNITHAR TudsuneunsrutunnAnTiddny I@&I%’Lmuqﬁuam%umau
LLazMimzqumﬁma%mU@aﬂ,uLwiaz%gumaumamammwaﬁ*ﬂLSUU lag wenUsean ¥invean1sHEn
AR umen(Sterile/ Non sterile/ Biological products/ Specifically toxic and hazardous substances/
Packaging only/ Contract manufacturing (kind of products)/ Drug for clinical trials/ Other) wa¢ dosage
form (Liquid/ Solid/ Semi-solid dosage form fugiu) iieswninszuiunsudniiwansadusenly

Wndinsuan penicillin / cephalosporin, cytotoxic 138 radioactive substances Iﬂimzquu’mw
Ul suanBnsasivantl

oSUNEtuUREU packaging  1HUSENEeNs filling, labeling wazduqiiddny IReSuneis
Qmamﬁﬁi’a@mmﬁmsﬁﬁ%’wﬁu sachets, tamper proof glass containers

DBUIUNITHIBUNITAINTU reprocessing 13 rework

9BUNENITNILUNMTAMIUNITIANTT reject TngRULAZHENSTUN

osuneulauneiluresussm dwsunisvin  validation / qualification ¥4 clean room,
laminar flow hood, critical production equipment and critical quality control instrument &g
LNUN1SIANTSEMTUNNSI Validation  HuaasazsaslUds arrangements of cleaning, process,

analytical method, water system, container closure, computerized systems validation wagdue

WUUISNISUNUR waztenansaluayu:
38N13UGJUR (written procedures):

- Control and issuance of approved raw materials (from warehouse to production)

- Control and issuance of approved packaging materials (from warehouse to
production) and coded/ printed labels for packaging operation

- Control and handling of raw material dispensing (weighing)

- Batch numbering system

Lanmsaﬁuagu (Supporting Documents):

- Material flow (i.e. movement of materials from receiving of incoming starting
materials at the receiving bay, release from store to production, movement of intermediate
bulk and finished products from production to warehouse, storage and dispatch for distribution)

- Waste flow (movement and disposal of waste materials)

- Validation protocol of a container closure system

6. N13AUANAMAIMN (Quality Control)
BFUNHIZUUNITATUANANNINKALAINTINANNAEITDITULHUNATUANANATNTINUA TINTIY
29AUTENBUNNEITOINUTEUUNITATUANAMAIN LU test methods, analytical testing, packaging

component testing, biological and microbiological testing

wuuenasETus:
@NE1TEtUEYU (Supporting Documents):
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- A list of reference standards

- A sample of “quarantine” label

- A sample of “sampled” label

- A sample of “passed/ approved/ released” label
- A sample of “rejected” label

- A sample of “cleaned” label

- Stability study schedule

7. M59131991A1RUAZIN919MER (Contract Manufacture and analysis)
95U1835n15lWNSUHURMIN GMP 319nedya1n19319719N153AT1E1/91319N5HER

WUUISNISUNUR waztanasaiuayu:
35n15URUR (written procedures):

- Contract manufacturing and analysis (Use of external, scientific, analytical or
other technical assistance in relation to manufacture and analysis)

- Qualification /approval of a contract acceptor

Lanmsaﬁuagu (Supporting Documents):

- ﬁms‘dizLﬁuﬁwaasLSamaaé’agmmamﬂﬁmmﬁy’waummmzmm%’uﬁmamwdw
fndindiuazigndne wegiBnsfiufuRnuunnsgiu GMP vienmsgiudugfanzan ielas
anusiulatednsnsfinnsguaonademumuilifunaouly nemseniididiesest uarindede

- fhegememssmEonneif1diessiiag/Mioindnman

- nasinesguidend miunisiidiieseinagindnawde wagn1sussiuaiiy
NN ANRDNANS U

- A list of contract manufacturers /assemblers /contract testing laboratories
engaged with scopes of the contract(s) i.e. For each external service provider, please provide the
Name, Address, Telephone no., Fax no and briefly outline the service provided. For each
external contract manufacturer, please also provide short description of its quality system,
quality policy and audit programme (self-inspection or audit by external organization undertaken)

- Asample of a accreditation certificate or supplier audit report of a contract acceptor

- A sample of the contract agreement

8. MsnszAneen TadeSeu wasnsiseniuenAu (Distribution, Complaints and Product Recalls)
S UNELNYINUNITHTHUNITHAL TLUUNISUUTINEI NS ULIDIAINET?

wuUIENSURTR waztuiinitieados:
35N15UGJUR (written procedures):
- Handling of product complaints
- Handling of returned goods

- Handling of product recalls
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- Distribution/ Export of finished products including security and safety of shipment,
ex-factory to end user (both local market and overseas market)

- Mode of delivery, shipment and storage condition

Tuiinfiiigadas (Records):
- A sample of deviation and/ or out of specification (OOS) record
- A sample of product complaint record

- A sample of product recall record

9. N15MFAVABUAULAY (Self Inspection)
2B UNUNYINUTEUUNMIATINEDUAUDY  TIUVI8IAUTENBUBY self-inspection team N1SATVILA
ANUALAZVBULIATUNITANTEUNITNTIVEDUAULDY

ad a wva o/ v R d' nl' v
LLu'U'Jﬁﬂ']iUﬂ'Uﬂ, Laﬂﬁ']iﬁu‘ua‘l«}u LASUUNNNLNYIVDN:
38N13UGJUR (written procedures):

- Self-inspection programme

@Na1sEtuaYU (Supporting Documents):

- Self-inspection schedule

YuinMNevae (Records):

- Arecord format of self-inspection (a blank format only)

3.22. enansuansneandenisnsrdnvasniioningn samensanBeavosaanud
waasla uazgunsaifldlumsndndmiuetiu wiausu Plant Layout Usznau

leNATUANIIBNNIHAREINIzveSUToIMIIANTIHER THlanssiBaziBonesaniud
wsesile uazgunsainldlunsndne wieusunmdszneu

1. %’agaﬁ"’a‘lﬂ (General Information)

38146{1“361/ Usetan (U Sterile/ Non  sterile/ Biological products/ Packaging only/ Contract
manufacturing (kind of products)/ Drug for clinical trials {Jufu) way dosage form (Wu Liquid/ Solid/
Semi-solid dosage form Judiu) vewdnsasienfidannuuszarasiimieda

Annual product review vasenfiaziiudn 3 1 dvan (vielunsdiduelvideslidniswan

1 o

uagdayansunUNivUA @1u13n Buteya Annual product review 3 U d1gavesvesiifueilas

q

aAa a v o o w aa s =3 =
73 dosage form eafuuisugninulsyasnazeeTunsidouwn)

2. ganuiAsasiouazaunsal (Premises, Utilities and Equipment)
a & A a d' o A o P o a a = . . P v
YALIDUATDINUNNITHAALNALUINTOEI INBILHNUNIUSAUNER 1139 highlight Area LA IUDY
Naualidaau @wnsalduiuenarsiu Plant Master File)

2.1 d@01ufl (Premises)
WHUEIN3IAIe gUnsal wsensiingtaslumsnanemenuineilienulseasasdvsode
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(aansaldsuiuienanslu Plant Master File ngliidesune warseyuinamifedediidaiay)
kuuNNEY (Photographs):
- ﬁuﬁu%nwmﬂludauﬁlﬁm%’mﬁ’umsmumswém
n3dnne gunsal edesdns Tuduiifedesiunseuiunsnan

Receiving area for incoming materials

Storage area for raw materials, package materials, Printed materials such as
labels, finish products

- Quarantine area for starting materials and finished product

2.2 szuusmsnsgulaa (Utilities)
aSuneTazdalnsdiUvesTzUUNTAIEWINIA (Ventilation System), Air flow design,
Air flow diagram, Filter design, Air flow pattern vnzaildlunssuunsanenfideaUssas oz
Wiode anunsaldsiuiu Ventilation Systern uaz highlisht Area ivieadaq
p5UN8s1waTLRunlnudUTBY water system, water quality, water purification system
57ulU8le N5 cleaning, maintenance, sanitation, monitoring of quality of water lannzdIud
Aededlunszuiunisudneiifianulssasdasiiniodsn
LUUNINENE (Photographs):
- szuumsmemanmdludufiisitestiunssuiunisudneiiay it oda
- szuuthilld ludhuiiiendesfunssuiunsuaneniaostivizeds

¢ .
2.3 gunsad (Equipment) | |
swazidean1sttnuvesgUnsalnanildlunisudnuagnisiasenaun 1w wngd Ui by
TunszuunsnanendnnuUszasasiihuiods 1w e 8ve Ju Specification a1g 1Uusu

LUUNINENY (Photographs):
- gunsalnswdn wavgunsalliasigvinunnludiuineitesiunseuiun1sndnen
NANNUTEAIAITIvSod

3. 1@nd17 (Documentation)
wuuenasatuayy waztudinfiiedas:
- List of SOPs fiAgndes (aansaldsamfuienanslu Plant Master File Tnglvsey
é14fis SOPs MALTe9)
- ANTunMINGReT 1 JUNSRER (MINEN NITUTIT LaENI1TAIVANAMAIN)

4. nM3uan (Production)
a5usfstunauNIEUIUNTNERTd Ay lngaziBennntunau ALANITTUNIRgAY N1SHER

o

[y

nseuAuAuAm Teufanisudesriundndusidsagy Tnesyyfsanuil nsesile uavgunsalilld
Faanunsadnedaldannmsguuuienisining gunsal insesdnsiitisadedlunisndnanizdnily
Tunszuaumsnaneniidanuuszasdaztimieda

WUUASNSUUR tenanseiuayu waznwene:
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8N15UGJUR (written procedures):
- Control measures to prevent contamination, cross contamination, adulteration
and mix-up
- Preparation, approval and handling of master formular, batch manufacturing
(processing), records (BMR) and batch packaging records (BPR)

- Batch re-processing/Re-working

Lanmsaﬁuaqu (Supporting Documents):

- A list of raw materials used (an1zendiazingn)

- A list of packaging materials used (including containers, caps, stoppers, labels,
product inserts, unit boxes and outer cartons and etc) (LQW'}%EJ’H?]I%ﬁ’]L%J’l)

- Suitnsenseniings 2 3 Seundaiildnaslumnneniazingn (master production log
(Last 24 months))

- Validation Master Plan (VMP)

- 1Q, OQ and PQ protocol of a typical production equipment (LaW’wEﬂﬁ%ﬂ’M’h)

- Cleaning Validation Protocol (wweniiazindn)

- Validation protocol of water purification system

- Computer validation protocol of a typical software used in production or QC
laboratory or warehouse (if any)

- Qualification protocol of clean room and/or LAF (if any)

- Aseptic validation protocol (if any)
A ae (Photographs):
- Sampling area

- Changing area

Weighing area

Production area (including all critical processing areas)

Filling area/primary packaging area/secondary packaging area

5. nMsAuAUAMATN (Quality Control)

- Description of the QC system and of the activities of the QC department, including
element of QC system e.g. test methods, analytical testing, packaging component testing, biological
and microbiological testing

- a%mamﬁmuau@mmwuaz%ﬂmauﬁamsuﬁLﬁwﬁ’aqﬁ’umsmuamammwﬁy’wm anngaild
Tunseuaumssanefifaulseasdagtimsods

- Installation, Operational and Performance Qualification protocol (awzeiazing)

- Sample of specifications for: (lawzenfiagiindn)

- Araw material (active ingredient)

- A raw material (excipient)
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- A packaging material [e.g. container (vial) and etc]
- A printed packaging material (e.g. label, product insert and etc)
- Afinished product

wuUAENTURUR, Tuiinitisadas waznmdne:
A5N15UGHUR (written procedures):
- Quarantine and release of raw materials, packaging materials, intermediate
bulk and finished products
- Preparation, approval and issuance of status labels including‘quarantine’,
‘sampled’, ‘passed’ or ‘released’, ‘rejected’, ‘cleaned’, ‘not in use’ and etc
- Control of re-test of raw materials
- Handling and disposal of rejected incoming/ production raw materials,
packaging materials, intermediate bulk product and finished products
- Procurement, Storage, Handling and use of reference standards and laboratory
reagents
- Storage and handling of retention samples including raw materials, packaging
materials and finished products
- Sampling method and sampling plan of raw materials, packaging materials,
intermediate bulk and finished products
Stability testing programme
Gufinfiieatias (Records):
- A sample of QC testing/ analytical record (wzeniiazingi)
awa18(Photographs):
- A photograph showing different areas of QC laboratories

4. MIATENTIENUNEEATUNANIIATIAUSNN GMP  A3eE1gA Fensaausudiulneviisnuuessy
nn1nuguavesUszinandaIuindngduneay wasniniisneeunan1snsaausziiiu GMP
: = a2 o 1Y o el v

nunienudugiluneeuiulussavanaligunig

AEUAIYE LnTeNd1UIT1891UNIeaTUNaN157 539U GMP YaaiHanelussUseine
ASIA1ER FanreuvessgiiniduguaresUssimafianuindne1dusiey wienulsudugdu
neousuluszavana  weulidudndnenlunslssnaly ielundngiuuannanisnsiauszidiug
way iasunususesdnungnaesadudiui nounulaggisnalunsawunuvesnangiluiissena

5. mawSsudniunendns Certificate of GMP atudigavasanuiinanentiu fioanlnevitenuiy
visangnuduqiiduiiseniuluszduanavieenassuiisuinildFumsiusesnemitsnuvassy
vemitemuenuilsgiuses

fiudme wisudiunionans Certificate of GMP atuaanvesanuiindneiiu daveaeau

Y 9
o A [

Y9357 AuguavesUssinaiianuindne1iudieg wsenursaudug Miluneeusulusziuaina
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veulvrugnaneluinasemald elundngiuinkiummsavssiiuduiiGoudooud wagliing
Suseslnemisnuuessy vievthonuenwuisziuses Tnsduunnsduduiienans Certificate of GMP
oonidiu 2 sl deil

1. nsdifildionans Certificate of GMP atuTiaiiaUsznaumstunafoudiiuen {iudme
wisuduunenats Certificate of GMP Lileusgneunisuelvieenuilsdeiusesnasguanuindne

lusnsszimmatuaianvesaniuindnen lagn1sfusesdiuignied vilasgsusygyinnuluaygin

vsadaedinlusyeiandng waevsnewnitenaisatuasdddmivuseneunstunedeudisuen
lnegduiveinenansatuIsengudy a Jungy
2. 3y tenans Certificate of GMP gaduWaUsznaumMsBunzilsudsuen {aurve

wsndLwenans Certificate of GMP  wileusznaunisvelvieennilsdesusesnnsgiuan uingnen

lushsszmeaduaigavesaniuingng) laen1ssusesdiuignaed villaeviieuredsy wsentiey

PAYUNTFIUTRY MUTRMYUAYBINTTUTOLENANT Aall

2.1. annyelneTaiseglusgnanunndnemiunsey (Legalization) %38

2.2. anuyaveslsunagnnnseglulssmalve wagdarIunIsuseanInnsunIsniaa
NIENTHMIAUTENA

NUBLN0

1. nsdiusemnailail Certificate of GMP annsnuansvtadosuseandnsiusi (Certificate of
Free Sale/Certificate of Pharmaceutical Product) v83eniivesuses ?jqéfuawcymﬁm%aﬁﬂmﬁmm
Fudufiazdonienansativaduniuiiolssneumstunsdouelutssndlne seylavlianunsald
duuvtiideiusesradinaniusenounisveleenuilsdesuseunasgiuanuiindneluisusemald
usiazdesfusosdngniedasiueygnindedsewndagiudunlusvenandng

2. nadlelmifdlsineldsunstunadousinsunilandeudiinnuaroudiulfldud ooy
A fiunsAinwideann Ethical Committee ¥30AMENITUNMININTURTEETTUNSAN I T lLALMALNULG
n3e M umidsdeiusasnisdmuienansin (Certificate of free sale/Certificate of Pharmaceutical
Product) veeRn§ueniiil dosage  form  wieafu fusiSueilagfiimulszasdarvetunsd ou
WieUsznauntsveliieenviidesusennnsgiuanuiindneluiasuinels

3. dwduanuiindnendmiudn nsdifianuiindnondmnivdniluinasema fnsidugua
Tngnhsanuduildlydrinanuanznssunseimsuazen uienvegaelinisiifuguasesnsensia
inwnsuazannsalluussnananiiu Uadnd Uszaus vie miheauduq eylaulild Certificate of GMP
foanlagvihenudundouenansusznounsbuive Tagagyhnsfiarsanauusasnsdl

6. N1SNTBNUUUATIAFDUANNATUNIUYBNBNEANS Plant Master File for PIC/S member or
Certified/Audited by PIC/S (FwiunsalgnanenlusieUszna lasunisnsiausaiiu lag PIC/S
member %38 Certified/Audited by PIC/S)
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fiumvonsendeyaluresinliasudau nieuvisldiniomune viges [ 87 lad*
dearldnsuludesduivinulduuuienansiteuszneunisiansanasudiunielyd Tnelduuumedy
aufidntnenldeentsenid TnefisieaziBeaaun 9 vhdendn dall

1. sﬁa;daﬁ’ﬂﬂsuaq@wﬁm (General Information on the Manufacturer)

ﬂ’]iU’%W}ifl’ﬂﬂ’liﬁzUUﬂmmW (Quality Management System of the Manufacturer)
ymans (Personnel)
mmiamuﬁ LﬂéaﬂﬁaLLaquﬂiﬂi (Premises and Equipment)
JEUUNANS (Documentation)
N3 HUNISNES (Production)
N13AIUANANNIN (Quality Control)

2 L3

ANSNTL8ET UB5DILIUU UBUNNSDIVDINANN N LAZNITIUNAUNAN N U]

o N o 1 kB WD

(Distribution, Complaints, Product Defects and Recalls)

9. NINTIVABUAULBY (Self Inspection)

wnew* mnlill ssymgnaleegolutamunes wastwaunguadindtludnuaueenalsuuy
Inglitimsasmeileversusygnmiuliluenaisynn

7. MSNTONUUUASINEDUAIIUATUAIUYBNBNES Plant Master File for Non PIC/S member uag
uanBenisnandavasefiasings sunieneanBeavasaniuil wissdie uazgunsaiildluniandn
fwsueniiy w¥ousu Plant Layout Usenau (wsunsalifuanenlusneusemea laSumansiausadiu
Tneiseaudililédu PIC/S member)

7.1. @n&13 Plant Master File for Non PIC/S member

fiudensandeyaludesindiiasudu niouidldiniemuneg vides 13 [ lusi+
diazlgnsrvludosduivhulduuuenaisitesznounisiansanasudundslal Tnglduuuresy
audidthenldeentssna TnefiseaziBeavan 9 vadendn fil

1. %’aga‘fl&ﬂﬂ (General Information)

yAang (Personnel)
aonu i%UUE"i’]ﬁ’]iﬂﬁlﬂiﬂﬂ LLaqumzﬁ (Premises, Utilities and Equipment)
NE1T (Documentation)

n130aM (Production)

n1smIuANANIN (Quality Control)

N15IN9UATILAUALINNER (Contract Analysis and Manufacture)

MINTENEEeN Te50u58U uazmsseniiuenAu (Distribution, Complaints and Product

O N o U0 A LD

Recalls)
9. NINTIVABUNULDY (Self Inspection)

vanewn* kil Wssymeanalasgelutomuneis wasduaavanaiiudnludnuuzionans
wuu laglviinisasanefleversueugwmiuliluenaisnnmin
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7.2 51982138033015WAAV09E Rz sHutieseazBenvesdnuil wiesile waz
gunsalfildluntsndndwdusiu wiausu Plant Layout Usznay
fiudvonsendeyaludosindlinsudiu ndouisldiniemunes vildes [ a0 lud
dioazldnsuludosduinvinulduuuionansifieussneunisiansanasudunsely Tnelduuumedy
aufidinenldoonUsenia TneiistwasiSonaun 5 Fadewdn dil
1. siljayjaﬁ"ﬂﬂ (General Information)

N

amuﬁm%mﬁal,l,azqﬂﬂiﬁﬁ (Premises, Utilities and Equipment)

w»

L@Nans (Documentation)
ATSKEaH (Production)
5. N3IAIVANAMNIN (Quality Control)

s

winewn* kil ssymaralaggslutemanemn uasduaavnraiiafsludnuagionasiuy
Inglitimsasmeileversusygamiuliluenaisynni
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S19AZLDYANUIANITHNANYINVBITUTDY

Type of product

Dosage form gy Penicillin Cephalosporin | Carbapenem | Sexhormone U9 (321)
(A (B) © (D) (E) P

®. 81Us1AINLYD Sterile Products (svymnanswansiiveiuses)
o0  HaslaamplasARInde Aseptically prepared

e.0.0 JULUUTBUMAIUSIIATINN Large volume liquids

o0l JUkuUlaledllad Lyophilisates

o.0.m  JUuuuAuds Semi-solids

e.0.€ JURUUYBIVEIUIIIMSURY Small volume liquids

0.0.¢  sULUUYDITA Solids

.60.9 EﬂLLUUSu‘] (CEITR— ) Others (Please specify............ )
olo  waslaTEVlRUAINdelutuRDugAThY Terminally

sterilised

elo.o  JULUVYTBLMAIUTIINTUNA Large volume liquids

©..b

sUkuUAds Semi-solids

®.©.m

sUBUUYRMaIUSIATURY Small volume liquids

0.b.c

sUkuUreuds Solids

0.v.&

E‘ULL‘U‘U%‘U‘] (CEATR— ) Others (Please specify............ )

Mo & .
o. grilaildenusiaannida Non-sterile Products

(sEYMEIANSHERNIvEITUTEY)

b.o JUsUULAUZALTY Capsules, hard shell

bl  sULUULAUYABEU Capsules, soft shell

©.6n g‘UwamﬂN%’ﬂ Chewing gums

b sUsuureaatdmsuldnneuen Liquids for external use
b.¢  sUwuurauvadmsuldnngly Liquids for intemal use
.o JULUUNI Powders

©.0 E'ULL‘LJUEJ’qu Pressurised preparations

b Ul Semi-solids

e JULUUWITIU Suppositories

b.oo JUkUULA Tablets

b.oo JULUULHULULHMTY Transdermal patches

.ol @1SHANTNUNAIMSUERNT Veterinary premixes

©.@6mn ’EULL‘UU’SUS] (F8Ye. ) Others (Please specify............ )

en. EJ’]‘TI’J’J’MQ Biological medicinal products

(szynaIan1sHEngNvaTuses)

ao HARduITlAINGenresyEd Blood products

A3UBYR9/ Bunu
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Dosage form

Type of product

gy
(A)

Penicillin

(B)

Cephalosporin
Q)

Carbapenem

(D) (E)

HARAILALITUTEUURANTY Immunological products

[

nlo

.o AU Vaccines
mblo W3 Immune Sera
m.o.en
nb.c

nlo.&

LOURALU Antigens

duylulnaydu Immunoglobulins
weudveAildnnguveadiinanEadife
Monoclonal antibodies

nlo.o
nanAngiwadi1in Cell therapy products
nanAeidutnUn Gene therapy products
a15ainnuLBgvsednd Human or animal extracted

en.en
n.&
on.&

products

oo E‘ULL‘U‘US‘U“] (CEATR— ) Others (Please specify............ )

g‘ULL‘U‘Uﬁu“} (CEATR— ) Others (Please specify.....

d47U% o 519a288AL1INUAMUUTEEIALUINT DI

a1nu Fan1san

(Number) (Trade name)

Yovaniiy

(Generic name)

sULuUvRE
(

Dosage form)

UspLaneden
(Type of product)
(A -E)

ldfdmsu
(uywe/dnd)
(People/Animal)

VIUELYIR . 3ULUUvesEN (Dosage form) Wildiudenmu mssneazideavunamsnangiiveiusas vnbidlududen ssyfedeglugluudle

b. Usslaneesen (Type of product) (A - E) TRlddudennm aseswazidsavunanisuaneniiveiusas winlddlududen

Tlddgnus F uagszymednegludssiavla
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(FwsunsainanenlusieUsemea 1dsunisnsiausediu 1ag PIC/S member %38 Certified/Audited by PIC/S)
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Plant Master File for PIC/S member & Certified Audit by PIC/S

a4

1.1 dayanaluiieriude wisanuineadasivinbnerludisussmalasiidoyadeialuil:

- Name and official address of the manufacturer’s head office

- Names and street addresses of the site, buildings and production units located on the site

- Contact information of the manufacturer including 24 hrs telephone number of the contact personnel

in the case of product defects or recalls

- Identification number of the site as e.g. GPS details, D-U-N-S (Data Universal Numbering System)
Number (a unique identification number provided by Dun&Bradstreet) of the site or any other

geographic location system1

1.2 dayafieafivianssunisudne

- Copy of the valid manufacturing authorisation issued by the relevant CompetentAuthority (Appendix 1);
or when applicable, reference to the EudraGMP database. If the Competent Authority does not issue

manufacturing authorisations, this should be stated

- Brief description of manufacture, import, export, distribution and other activities as authorised by the
relevant Competent Authorities includingforeign authorities with authorised dosage forms/activities,

respectively; where not covered by the manufacturing authorization

- Type of products currently manufactured on-site (Appendix 2) where not covered by Appendix 1 or the
EudraGMP database

- 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)

or reference to the EudraGMP database should be included, if available

1.3 dayafieafivianssuduqiifinisaiumsTudauiindawid (§8)

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

2.1 NFUTMTIANMTTZUUANANYBSANUTINEAY

- Brief description of the quality management systems run by thecompany and reference to the

standards used

- Responsibilities related to the maintaining of quality system includingsenior management

- Information of activities for which the site is accredited and certified,including dates and contents of

accreditations, names of accreditingbodies

2.2 msUsoeriu naadasidndagy

- Detailed description of qualification requirements (education and workexperience) of the Authorised

Person(s) / Qualified Person(s)responsible for batch certification and releasing procedures

- General description of batch certification and releasing procedure

- Role of Authorised Person / Qualified Person in quarantine and releaseof finished products and in

assessment of compliance with theMarketing Authorisation

- The arrangements between Authorised Persons / Qualified Personswhen several Authorised Persons /

Qualified Persons are involved

- Statement on whether the control strategy employs Process AnalyticalTechnology (PAT) and/or Real

Time Release or Parametric Release

v 4

2.3 mMIusmsdIanistwnateasuasgindimin wiagindnsiiasei

0]

- A brief summary of the establishment/knowledge of supply chain andthe external audit program

- Brief description of the qualification system of contractors, manufacturers of active pharmaceutical

ingredients (API) and other critical materials suppliers

F-D3-184 (0.0-3-09082556)
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- Measures taken to ensure that products manufactured are compliant with TSE (Transmitting animal

spongiform encephalopathy) guidelines

- 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.
sterilisation of primary packaging material for aseptic processes, testing of starting

rawmaterialsetc(Appendix 4)

- Brief overview of the responsibility sharing between the contract giver and acceptor with respect to

compliance with the Marketing Authorisation (where not included under 2.2)

2.4 NM5USMSIANMTAIULEDS

- Brief description of QRM methodologies used by the manufacturer

- Scope and focus of QRM including brief description of any activities which are performed at corporate
level, and those which are performedlocally. Any application of the QRM system to assess continuity

ofsupply should be mentioned

2.5 MINUNIUAMNINHERSTIN

_ Brief description of methodologies used

- Organisation chart showing the arrangements for quality management,production and quality control

positions/titles (Appendix 5), includingsenior management and AuthorisedPerson(s) / Qualified

- Number of employees engaged in the quality management, production,quality control, storage and

distribution respectively.

4.

-

21A158aufl (Premises)

- 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)

- Layouts and flow charts of the production areas (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

- Layouts 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 95UN8I2UU heating, ventilation wag air conditioning (HVAC)

- Principles for defining the air supply, temperature, humidity, pressure differentials and air change

rates, policy of air recirculation (%)

4.1.2 asuressuuinldluaauiingnen

- Quality references of water produced

- Schematic drawings of the systems (Appendix 7)

4.13 e3unesEuUaUaYUN1TNERBUY U steam, compressed air, Nitrogen tHusiu

4.2 wResfisuazaunsal (Equipment)

4.2.1 semsgunsaldrdgiiieatasiumsninuazaunuanniniidify

- Listing of major production and control laboratory equipment with critical pieces of equipment
identified should be provided (Appendix 8)

4.2.2 mMsiANUEZaIALazeiLYe

F-D3-184 (0.0-3-09082556)
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- Brief description of cleaning and sanitation methods of product contact surfaces (i.e. manual
cleaning, automatic Clean-in-Place, etc)

4.2.3 szuviildnaufinnes
- Description of GMP critical computerised systems (excluding equipment specific Programmable
Logic Controllers (PLCs))
5 szuulendns (Documentation)
Description of documentation system. (i.e. electronic, manual)
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.
6.1 viavasNaniuYl (references to Appendix 1 or 2 can be made):
- Type of products manufactured including
®  ist of dosage forms of both human and veterinary products which are manufactured on the site
®  ist of dosage forms of investigational medicinal products (IMP) 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 sensitising
properties)
- Product types manufactured in a dedicated facility or on a campaignbasis, if applicable
- Process Analytical Technology (PAT) applications, if applicable: general statement of the relevant
technology, and associated computerized systems
6.2 N1INTIVEBIUNTSUIUNNT
" Brief description of general policy for process validation
~ Policy for reprocessing or reworking
6.3 N3IAMIINGAULAZARIAUA
- 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 n3AuANANIN (Quality Control)
Description of the Quality Control activities carried out on the site interms of physical, chemical, and
microbiological and biological testing.
MsnsEaneen Jaesiseu Teunniosuasnanine uaznnsisenAunaniuel (Distribution, Complaints, Product
Defects and Recalls)
8.1 N15n521881(to the part under the responsibility of the manufacturer)
- Types (wholesale licence holders, manufacturing licence holders, etc) and locations (EU/EEA, USA, etc.)
of the companies to which the products are shipped from the site
- medicinal products from the manufacturer
- temperature monitoring/ control
- 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 dafouiuu daunwsasvasnanine wazn1sisenfAuxAndue
- Brief description of the system for handling complains, product defects and recalls
- 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.
asio H3uauna/gunu

F-D3-184 (0.0-3-09082556)
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- Medungvesianssunskanluanunnandmsunansuaililndndueien

0]
o &

- ssunensUssinnveandndiaeieniildanmnds nessuseazdendal

o sunuufindnldnnanuiings

® SeTeveINdnseieNndnlaananuNNEn

o
03

o sePendnsduiinllliendindalinnaniuiings 52y Product name w3aBrand name)

as o a4 v oo &g o .
- 33YITNNFIANITNINUINY AU UDUATE (Safety issue)

3 il

- SzyTgawlBenQuality system management (NFUSMNSIUTZUUAMNIMN)

am oo
HUUISNITUGUR:

38n15UfUA (written procedures):

- A59AT8 raw materials, packaging materials, intermediate and bulk products

- MIATINERUANENTR wavnsadRlAlY supplier

- Receipt, quarantine, sampling, QC testing, storage

- 119 release materials (raw materials, packaging materials, intermediate, bulk products s34 finished

products #178)

TUsnssyunugiesdns Inalvliseazdenadlufivimtuunginisufingeuluwsunnisuds, nsasamaiesujudinig
sadginthsuiinveuunundssaluil: Warehouse, Production, QA, QC, Technical/ Engineering Support, and Sales/
Distribution departments

rwunineu Caeusinns part-time/fulltime/niinauuifnutinsasentdnanuil iRnunudyyiemensd)
sulusmaznilsnusellil: quality assurance, production, quality control, storage & distribution, technical and
engineering support services nglusnszyuendmIugaeraINtnmMY gnaNe NInuA 53U part-time/ full-time UagyI

vrwthisuiateuluwuniieitesudnifefeariumsudaiovun

Fluemsvhauuarnsnassiwunzesnsiauluutas i/ duansi
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o
&

Feauden Job description, qualification War experience vasuAaININAAY Tt endaLasimtie QA/ QC

ulengguewdevasynaing sude esuegudnvauryaUjuRnuildlunsnine

wnasPeBuduhiimsnsinguainndnnuneunsisnuuasiinisnsaguamssniensieundussez
(9u anvnefusesnuIgny TuSesmsdalilinisnsisauniny vie schedule fidaliiinisnsragunmusedd udu)

ao a wva o v o= o a v '
LLuU’Jﬁﬂ'ﬁﬂﬂ‘Uﬁ, LNEATEUUVAYU, UUNNNLNYIVDY LLaSAINANY:

38n15UfjUA (written procedures):

- Gowning procedure (for Clean Rooms and Environmentally Controlled Areas)

- Personal Hygiene

- Pre- and Post- Employment Health Examination

- GMP Training Programme for manufacturing and QC/QA laboratory personnel

Lanmiaﬁfuauu (Supporting Documents):

- Training schedule

- Health examination schedule

Uuiinfitigadias (Records):

- A sample of Health Examination Record for a production personnel

- Samples of GMP Training Record of an operator, a production supervisor, head of production and head
of QA/QC
Aae (Photographs):

- Changing room

3.1 d@a1ufl (Premises) lneifisnoazidennsi

3.1.1 swazideavasiuiinsndnnmun Auiidaiusiee wazfesUfjiRnisaauquamnin dedeluil

- Plant layout uansvunafiufl insiadlaiiinnin 1:100 vievunadianansaueaiuldedadaiau o Area uaz
o - - o Y ve o v
eaziBuanne) Ingaduieneduaun Area sinegiiusingiu fe Area ln Tddmsurhezls nieuriassy

personnel flow, material flow, waste flow, Pressure differential, clean room classification TAdmLau

A floor plant layout highlighting all production areas, warehouses, laboratories, weighing (dispensing)
room, sampling room and other functional areas including the floor area of each segregated areas

(rooms)

A floor plant layout indicating locations of all the production equipment, and utilities including

location of water treatment plant, air receiver/ dryer, chiller, AHU or HVAC system

"~ A floor plant of the warehouse indicating the following areas: storage areas for different categories of
materials including raw materials, packaging materials such as containers, printed packaging materials
such as labels, product inserts and unit boxes, intermediate bulk and finished products (receiving bay,
dispatch bay, quarantine areas, rejected area, recalled or returned materials or product areas, storage
area for storing highly active materials or products and storage area for storing highly flammable

materials or products

3.1.2 danrizmsiiuinendniue saunsgamgiivazanuuduinsuasinasinnseausuildmualy

3.1.3 Tanlassadrevasnidy, Ay, Buwany, Ussquasniiving ludauves processing areas snsin, packaging

areas Wag critical storage areas

3.1.4 uWuN15UNgeSNEIvaLEIUN

o

3.2 szuuastsggllag (Utilities) Taetisngazidenaail

3.2.1 a8U1892UUaIN1A (Hvac systems)

- AHU(s) and their capacities

- A floor layout plan indicating location and number of HEPA filters

- An airflow diagram (Indicating the air supply from AHU and return air, pressure differentials,

temperature, humidity between adjoining areas)

- A floor layout plan indicating, if applicable, air classification of the rooms/ areas used for manufacture

and packaging operations including weighing (dispensing) room, changing rooms and sampling room

F-D3-185 (0.0-8-09082556)
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- ABBUNYUBINISIANIINTINGBUILUUDINTA (air monitoring system) wazsieavidenuosszuukiafoulunsdl
fiszuu HVAC vhawlsidulunuiifivun

- syyvilaved filter uagUss@niamnses (e.g. Bag 99% efficiency, HEPA 99.997% efficiency and the
number of filters.)

3.2.2 83U1852UUU (water systems)

- afuuszuuwater quality, water purification systems, cleaning, maintenance, sanitation, monitoring of

quality of water wagtonasmauatos

- uKulwes water systerns SR UMUIURINIAAAIAY, Tiavnenisive, gunnsdusiedny, Material of

construction, Types of valve used, Type of Pipe works, Filters, UV Sterilizers, Pressure Gauges

ao a wva o v o= o a v '
LLuU’Jﬁﬂ'ﬁﬂﬂ‘Uﬁ, LNEATEUUVAYU, UUNNNILNYIVDY LLasNINANY:

ABNUHUR (written procedures):

- Cleaning of premises (warehouse, production area/ packaging areas)

- Maintenance & cleaning of HVAC system & other critical pharmaceutical utilities

- Maintenance, cleaning and sanitation of water purification system

- Microbiological (environmental) monitoring programme for manufacturing and primary packaging areas

- Monitoring/testing of water quality including the type and frequency of test

- Pest Control programme

- Temperature and relative humidity monitoring (for warehouse / storage area)

- Storage of highly active materials, flammables, corrosives and other hazardous substances

tanansatuayy (Supporting Documents):

- Pest control programme schedule and Location of baits (mapping) for pest control programme

- Microbiological (Environmental) monitoring programme schedule

- Storage condition (temperature) mapping of warehouse (storage areas)

- Number and location of temperature measuring/monitoring devices or temperature recording sensors

in warehouse, production areas and/ or primary assembly areas

Uuiinfineadas (Records):

- A sample of cleaning record for premise (e.g. warehouse and production area)

- A sample of pest control record

- A sample of test report of water & trend analysis data incorporating at least 20 data

- A sample of microbiological (environmental) manufacturing record of factory area

Aa8 (Photographs):

- Storage area for flammable Narcotics or high-risk materials

- Reject area

- Returned goods area

- Receiving area for incoming materials

- Storage area for raw materials, package materials, Printed materials such as labels, finish products

- Quarantine area for starting materials and finished product

-
3.3 guninl (Equipment) Inediseazidennail

o

- MePegunIaliszyriin uareaviBeavesgUnsainsnankaENITIATIZANE Aty

- Maintenance programmes (including planned preventive maintenance and break down maintenance) for

equipment and its documentation

- Calibration programme for measuring equipment and recording instrument Means/ Methods for tracking

scheduling of calibration

T 7
o a &

- degaiieaiunsld computers, microprocessors, programmable logic control waydue luanudia

U

ao a wa o v o2 oo a v
LL‘IJ‘U']ﬁﬂ’I%‘ng]‘Uﬁ, LNEITAUVEAUU LASUUNNNNGIVD:

38n15U§UA (written procedures):

- Maintenance of manufacturing equipment

- Cleaning of manufacturing equipment

- Cleaning of production vessel and connecting pipes

- Calibration of weighing balances and other measuring/ monitoring equipment

F-D3-185 (0.0-8-09082556)
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tanesEtuaYY (Supporting Documents):

- A list of manufacturing equipment with number of unit, age and output capacity

- Alist of packaging equipment with number of unit and age

- A list of quality control instrument with number of unit and age

- A list of weighing balances with range and accuracy

- A list of computer software systems

- A sample of weighing balances and other measuring/ monitoring Equipment calibration schedule

- A sample of production/ quality control instrument maintenance schedule

Uuiinfitneadee (Records):

- A sample of calibration record of a weighing balance

- A sample of cleaning record of a production equipment

a%U’lEJia’:UUﬂﬂiﬂ'JUﬂiJLE]ﬂ?{’ﬁ

ao a wva o v o= oo a Y]
LLuU’Jﬁﬂ'ﬁﬂﬂ‘Uﬁ, LNEATEUVAYU LAasUUNNNNYIVD:

38n15UfUR (written procedures):

- Standard operating procedure of documentation system

- Document control procedure (including the design, preparation, approval, revision and distribution)

- Document change control procedure

- Control, storage and the period of retention for documents (including master documents and batch

related documents)

- Arrangement for electronic or microfilmed records

- Handling of process (manufacturing) deviations

- Handling of OOS and failure investigation

tanansatuayu(Supporting Documents):

- Manufacturing deviation index (last 24 months)

- O0S and failure investigation index (last 24 months)

- Change control index (last 24 months)

Uuiinfineadeas (Records):

- A sample of raw material approved supplier list, specifying Supplier name, manufacturing site address,

material and date of approval

- A sample of manufacturing deviation record

- A sample of OOS and failure investigation record

- A sample of change control record

psUEtuRRUNITUILIMINER TafvtunounsTULMNaRTddry Tnelduugfuanstuney uaslusassymniines
muqﬂul,wia:ﬁuxumaumiwammwaé’ﬁan oy uenUsziam vlnvesnsnanuingiueien(Sterile/ Non sterile/ Biological
products/ Specifically toxic and hazardous substances/ Packaging only/ Contract manufacturing (kind of products)/
Drug for clinical trials/ Other) wag dosage form (Liquid/ Solid/ Semi-solid dosage form tJusiu) losannd
nsruuNsRAATikana1susenly mndinawde penicillin / cephalosporin, cytotoxic #3a radicactive substances TUsn

sryuumeUURlunisguanan fasiuvanil

1Y

a ) . D} = - . = o v a = wa o U g v
93U VURDU packaging TWussenatians filling, labeling LazaUgaIAY ‘L‘waﬁmam@mamumaﬂmiqnmmmwmu

sachets, tamper proof glass containers

DBUINIMIBUNTTENSU reprocessing w38 rework

2BUIBNIWSEUNTANSUNSIANT reject TgRULazHENS 9
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aSureulaueluvesu3sn dmsun1svin validation / qualification ¥4 clean room, laminar flow hood, critical
production equipment and critical quality control instrument WaLAUNITINNITAINTUNISYIN Validation TUAITILITIY
s arrangements of cleaning, process, analytical method, water system, container closure, computerized

systems validation uazdue

wuudsN1sUHUR uastenansatiuayw:

A8N5UJUR (written procedures):

- Control and issuance of approved raw materials (from warehouse to production)

- Control and issuance of approved packaging materials (from warehouse to production) and coded/

printed labels for packaging operation

- Control and handling of raw material dispensing (weighing)

- Batch numbering system

Lanmiaﬁfuauu (Supporting Documents):

- Material flow (i.e. movement of materials from receiving of incoming starting materials at the receiving
bay, release from store to production, movement of intermediate bulk and finished products from

production to warehouse, storage and dispatch for distribution)

- Waste flow (movement and disposal of waste materials)

- Validation protocol of a container closure system

BBUETTUUNSAUANANA LA AINTTHAN IR IdasUMHUNATUANANA TR SINTRsAYSENRUTIE TR Y
FEUUMIAIVAUAAN 19U test methods, analytical testing, packaging component testing, biological and

microbiological testing

wuULeNFTETUEYL:

tanansatuayY (Supporting Documents):

- A list of reference standards

- A sample of “quarantine” label

- A sample of “sampled” label

- A sample of “passed/ approved/ released” label

- A sample of “rejected” label

- A sample of “cleaned” label

- Stability study schedule

a5ue3EN13tuN1SUZURMIN GMP Tsiediyeyn1sindnen1siasizi/ndnensndn

oo a_wva o
LLu‘U’Jﬁﬂ’]SUﬂ‘U(ﬂ uastanasauuay

38n15UfUA (written procedures):

- Contract manufacturing and analysis (Use of external, scientific, analytical or other technical assistance

in relation to manufacture and analysis)

- Qualification /approval of a contract acceptor

tanesatuayYY (Supporting Documents):

P P

- finsusslluneazsiBenvesdygmanaiaruviseulniaganuiuinveussnindygghiuasdgnii

U

a o ¢

wazdMIMUATRNUIASEIU GMP WioumsgIudugimanzan weliinanudulaindadausiodunsgu
donndaasusuilavuneidould

- fMBE19TIUNTIIVIOVIIALNNTINATIZINAL/YFDINNER

- inadRsIUidend niunstIinszsiwer i nds wasnsUssduanuunzausendn i
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~ A list of contract manufacturers /assemblers /contract testing laboratories engaged with scopes of the
contract(s) i.e. For each external service provider, please provide the Name, Address, Telephone no.,
Fax no and briefly outline the service provided. For each external contract manufacturer, please also

provide short description of its quality system, quality policy and audit programme (self-inspection or
audit by external organization undertaken)

- A sample of a accreditation certificate or supplier audit report of a contract acceptor

- A sample of the contract agreement

osULNYITUMSIASENNSLAYSEUUNSUUTNg S USeeiana

wuudsnsURUR uasdudiniieadas:

38n15UfjUA (written procedures):

- Handling of product complaints

- Handling of returned goods

- Handling of product recalls

- Distribution/ Export of finished products including security and safety of shipment, ex-factory to end
user (both local market and overseas market)

- Mode of delivery, shipment and storage condition

Uuiinfitigadias (Records):

- A sample of deviation and/ or out of specification (OOS) record

- A sample of product complaint record

- A sample of product recall record

D UNBALINUTEUUMINTINADUAULDY TINBIAUTENBUTBY self-inspection team MsAmuAANALAZ YO ULIRTUNS
ANTUNIIATIVABUAULDY

ao a wva o v o2 oo a v
LLu‘U’Jﬁﬂ’]SUﬂUﬂ, LNEIAUVEUU LAasUUNNNNGIVD:

A8N5UHUR (written procedures):

- Self-inspection programme

Lanmiaﬁuauu (Supporting Documents):

- Self-inspection schedule

Uufinfitigadas (Records):

- A record format of self-inspection (a blank format only)

eandndsn1snaneaziuteder sauineasBeavasanui inseslie wazaunsaildlunsudnen wiaugy

nnwUsenau

‘ssq%ﬁﬂ/ Uszan (W Sterile/ Non sterile/ Biological products/ Packaging only/ Contract manufacturing (kind
of products)/ Drug for clinical trials {Jufu) uaz dosage form (19U Liquid/ Solid/ Semi-solid dosage form
Wudu) vewdnsurieniifianuuseasdazimiode

Annual product review veseagiindn 3 U anan

]

a & A a o o A o a v a a = . . a o 1 & v o
Twavdunvesiufinsuannfissdmseds Tnefunudaudnanin w3 highlight Area Aiedosimunlidaiau (@
T¥5miuenanslu Plant Master File)

2.1 a1l (Premises)

urudan33nane gunsal insesdnsiinetedlumssdnnnennaefifianulszasiasivieds @unsaliswiuenans
1 Plant Master File TnglvififneSune uazszyuinniiiededitaau)

HUUNIWEAE (Photographs):

- fiuAvinaasludgwiiieidesiunsyuiunwan

mM3dne gunsal insesdng Tudwiiefestunseuiumsude

- Receiving area for incoming materials

Storage area for raw materials, package materials, Printed materials such as labels, finish products

F-D3-185 (0.0-8-09082556)
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- Quarantine area for starting materials and finished product

2.2 szuuansnsayllnn (Utilities)

asuuseazidanlagdaalvasszuunIsatemaiInad (Ventilation System), Air flow design, Air flow diagram,
Filter design, Air flow pattern tanzduiildlunszurunisnaneniifinnussasfazinseds aunsaldsiunu
Ventilation System waz highlight Area fitheadas

afuneeazidenlaaduvlauas water system, water quality, water purification system saulUgis n15 cleaning,
maintenance, sanitation, monitoring of quality of water wwizduilifgadaslunszuiuntsudneiifinau
Uszaaiazinniodae

HUUNTWEANE (Photographs):

- szuunsaemeIMAluduiingIvesiunssuIuMSHaRe Nz de

- szuuthild Tudwiinertesiunseuiumsnanenfiastinnsede

2.3 qﬂnmﬁ (Equipment)

a o ¢ o ok a a ¢ : 4 a Sa
seazidanislénuvesgunsaludnilélunisudauaznisiansiguan wwzdwildlunssuaunisuineniifinns
UszasAazimiode wiu Je 8% Ju Specification a1y Wudu

WUUNNEI8 (Photographs):

- gunsaimsudn uwargunsailinssvgunimluduiifeadesiunssuiunisndneiifiinuysyasdastiviods

o v 2 o a 1
UUULDNETAUUEAUY LaSUUNNNNYIVBL:

- List of SOPs Migades (E@unsaldsiuiuienanslu Plant Master File Inglviseydnadie SOPs Miieitas)

- dwdufinnsudnen 1 Junsuds (MINER N13UTTY ULAZNIIATUANAMAIN)

gunefiadumounszutuntsndniiddnlagazBeannduneu dwusn1siudningiv mamdn n1saruauamnm Tauds
msUdesriundnsausidniogy nessylaniud wsosdle uavgunsaiild eewsadedaldanmsguuudenisdana
gunsal insesinsinededtumsudnanzdnildlunssuiumsuineniiinnussasiaziviods

wuuAEn1sURUR tanansatiuayy uazawene:

38n15UfjUA (written procedures):

- Control measures to prevent contamination, cross contamination, adulteration and mix-up

" Preparation, approval and handling of master formular, batch manufacturing (processing), records
(BMR) and batch packaging records (BPR)

- Batch re-processing/Re-working

tanesatuayY (Supporting Documents):

- A list of raw materials used (laWzeiazingn)

- A list of packaging materials used (including containers, caps, stoppers, labels, product inserts, unit

boxes and outer cartons and etc) (tlaw1gefiazign)

- Juiingemsendude 2 U doundaldnanlumnnefiagudngn (master production log (Last 24 months))

- Validation Master Plan (VMP)

- 1Q, OQ and PQ protocol of a typical production equipment (Lawwmﬁﬂzﬁﬂﬁﬁ)

- Cleaning Validation Protocol (lawzefiaziing)

- Validation protocol of water purification system

~ Computer validation protocol of a typical software used in production or QC laboratory or warehouse

(if any)

- Qualification protocol of clean room and/or LAF (if any)

- Aseptic validation protocol (if any)

Aae (Photographs):

- Sampling area

- Changing area

- Weighing area

- Production area (including all critical processing areas)

- Filling area/primary packaging area/secondary packaging area
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Description of the QC system and of the activities of the QC department, including element of QC system e.g.

test methods, analytical testing, packaging component testing, biological and microbiological testing

asuIENIIAUANALN LAz TURBuRanssuMAEITestuNMIATUANANAINTIILA Wzl Tunssuiunsnaned
ANNUTTRRIzvs e

Installation, Operational and Performance Qualification protocol (Lawwmﬁ%ﬁwﬁﬂ)

Sample of specifications for: (aW1zeNAvzdLL")

- A raw material (active ingredient)

- A raw material (excipient)

- A packaging material [e.g. container (vial) and etc]

- A printed packaging material (e.g. label, product insert and etc)

- A finished product

wuUIBN1SUHUR Lenansatiuayu uaznwene:

38n15UfUR (written procedures):

- Quarantine and release of raw materials, packaging materials, intermediate bulk and finished products

- Preparation, approval and issuance of status labels including‘quarantine’, ‘sampled’, ‘passed’ or

‘released’, ‘rejected’, ‘cleaned’, ‘not in use’ and etc

- Control of re-test of raw materials

~ Handling and disposal of rejected incoming/ production raw materials, packaging materials,

intermediate bulk product and finished products

- Procurement, Storage, Handling and use of reference standards and laboratory reagents

- Storage and handling of retention samples including raw materials, packaging materials and finished

products

- Sampling method and sampling plan of raw materials, packaging materials, intermediate bulk and

finished products

- Stability testing programme

vuiinfineadeas (Records):

- A sample of QC testing/ analytical record (Lawwmﬁ%ﬁwﬁw)

Aane (Photographs):

- A photograph showing different areas of QC laboratories

H3uaua1e/Junu
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