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Pharmaceutical Quality System

1. | FBUJUR/Terimualunisuinisdanisanuidesdiugunin n1savauiuisuwlauay
el dulumuderivun

Procedure for Quality risk management, Change control and Non-conforming report.

2. | BUHTH/Dorimunlun1snumunun KA ugIuasNaN1SNUIUANNNNEN S g1 o unds
3 U vasg iz

Procedure for product quality review and The last 3 years of the result product

quality review of the drug to be imported.

yAaINg

Personnel

3. | delaseasnamanns
Organization Chart

4. | auaudd 9ain13fnyy Uszaunisal wagAusTeeanyru Yesimtienda v
FhemuauAmuAIm Tvthiheusyfunuamuaggiimhilumsydesriusdnsasidiiogy

Qualification, Experience and Job Description of The Head of Production, Head of
Quality Control, Head of Quality Assurance and the Authorized person responsible

for release through finished product.

5. | wunsinausuUszanl dounds 3 U duiinuaznisusziliunan1sinausuvewininiange
Fanthieauguamn giniilunsudesiiundniusidnsagy samdandnaiud
Aeadesiunsnanefiagiing

Annual training program for the last 3 years. Record and evaluation of the training of
the head of production. Head of Quality Control, Head of Quality Assurance and the
Authorized person responsible for release through finished product. Include

Personnel working in production areas storage areas or into control laboratories

6. | WA/ dermualunisnsaguamypainsiisiniifeaunisduiunisnda n1snsa
qmmwwﬁﬂfiawﬁﬂﬁ’]muLLa3mim'mqsumwsdgwmmmmmmmzamﬁmmﬁﬁﬂ

Procedures for medical examination of personnel responsible for production
operations, including Pre-occupational health check-ups and repeat health checks as

appropriate for the work performed.

7. | WUJURAermuaseavideaieivaveundudmiudnasdiluluuinnming
Procedures/ Practical Detailed hygiene requirements for those entering the

manufacturing area.
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Procedures/Requirement for The clothing should be appropriate for the process and
the grade of the working area. And the process of changing costumes for those who

go into the manufacturing area.

AneveaUAsuedesusianie gunsaldiuisauazain gadmuuuRnuluudim
fAerdestunisuanen uaznmeisuansisnisidsuaioussnisdmiudrluluudinm
NAREN

Photo changing room costume Equipment Facilities Set for work in the area related
to drug production. And photos show how to change costumes into the production

area.

21A15anUNLaZLASDYe

Premises and Equipment

10

swazdunvesuinaiililumsnan uazdaiivreseifashds Tnsuanaiy
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wazFann1sussy vinaten v U%Lamviﬁ@ﬁgﬂ%uﬂgmgﬁLLaz'v!aquﬁ
USINANLAETINANUAZ DN UNTINITHER U"%Lam%’mLﬁui’mq&gﬁu/ﬁfamisq/
HAnSiseawds/mandnaid a3y warusnariesUjuRniseuauamnm tng
Tunuuulaudosuansmadioonvesyaaing wasmadienvesingisiu Yaqussy
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wﬁmﬁ’m%mﬁﬂﬁagﬂ, Wuﬁiumﬁ%’u/ﬂ1iﬁﬂﬁu/ﬂ13fjm€1’uasiw/n’13UﬁaEm'm LAENIS
Audnwn,  fuiiuenfiyauiiifveniiSenfuau/auiiiveiu wasiiudiifu
fnqlalul uilfuanssunsegadeasivhliAnmauildie

Details of production areas. And store the medication to be imported.

- Layout plan Show area size Scale not less than 1: 100 or size can be clearly
identified room name. Area for production stages and other areas related to
Production operations include Sampling area for Starting materials. Weighing
area, Production area, Primary and Secondary packing area, Washing and
Cleaned equipment Storage area, Storage area for Starting material,
Packaging material, Bulk product, Intermediate product, Finished product
and Quality Control Laboratories. In the plan must show the entrance of the
personnel. And the entrance and exit of the Starting material, Packaging
materials and finished product.

- Layout in the warehouse Specify the storage area for the starting material /
packing material and finished products, Reception / Quarantine / Sampling /
storage and Release area. Reject/ Recall/ Return storage area and
Flammable Storage Area Highly hazardous storage areas or easily allergenic

substances.
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11| pMwanguansusnaupds vshasuglinedesiumsaiiunsudn wavusnudaiu lned
F8azdaanuTe 10
Photo shows the production area. Other areas related to production operations and

storage area The details in 10.

12 | IR/ e munlunmsviauazen sido wazt13e3ne UTaNERN Uaden Ui
duiiegna uazusnadanu wisuiegsduiin/uuuresunmsvhanuazeInusanae

Procedures for Cleaning, disinfecting and maintenance the production area, weighing
area, sampling area and storage area with a record and Cleaning Form for Production

Area

13 | wanBuavessruuonmafiidluuinandn uardafvefiasindan

- BUUMUAL/UHURY YRUTIMNAR(SIEaZIBERnNYe 10) TEUTEAUAINALDINVDY
o gl AT wagAmFUB A

- LUUWUAW/LNURY LEnsseuua18eIna i%‘U‘Uﬂ’]iﬂﬁ’eNLLaz%QUFJ‘Uua’]ﬂ’]F‘T
firnanislnavesonnia arasiay smﬁaizwmiﬁﬁm}uﬁiﬂﬁ nsddusyuu
21n1ALUY HVAC LL’dﬂﬁ{ﬁ’]LL%ﬂﬂﬂJaﬂﬂ’ﬁaﬂﬁg\‘lLLBj‘uﬂiax‘iLLa%ﬂJﬁﬂ‘UaﬂLLﬂjUﬂiaﬂ‘ﬁISE

- A8NI9919d0UUTEANSAINTBIUNUN TR INIATINDUNUNUI DT AU UATUAIT
\WabuuALNTDS

- ssuunsudadieuvesszuvennia Tunsdiissuuermeldidulunudervun

Details of the ventilated and air control system in the production and storage area.

- Layout of the production area (details in 10) Specify room cleanliness class,
temperature, humidity, and air pressure.

- Layout of the air ventilated, air filtration and circulation system, Air flow
pattern, Air change rate Include a dust removal system. In the case of HVAC
air systems, indicate the location of the filter installation, and type of
filter used.

- How to check the performance of the air filter including criteria or
filter replacement requirements

- Air Alert/Alarm System In case the air system does not meet the

requirements.

7

14 | WA/ Aerimualunsaiuaneumgl aAnugy
od

o

duing uazanuaueInanglundn uay
AIAU TAANITUITTY 8ITENINHER UaghEnsinaie

o

Joivu waztuiinanniglunisdaiuie
dnFagU dounds 1 ¥

Procedures for Temperature, Relative humidity and Air pressure Control in
production and storage area.and the record of storage condition for starting material,

packing material, Intermediate product and finished product for the last year.

15 | FWUHUR/AeimualunisnsrafianiuanelindenluusiinEseIn Wun1nsRnnILLaY
HANIATIIRARIUNIRATVINeGounes 1 U

Procedures for Cleanroom Environment Monitoring. Microbial monitoring plan and

Result of Microbial monitoring for the last year.
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16 i’]EJazL’ﬁEJWUENU%nﬁuﬁl‘ﬂumimuauﬂmmw yosenfinzihde Tnsuanudusuuulay
Aol wansuuafiud wasdulsitosndt 1:100 vievwafiaunsoueadiulddaay 53y
Fovies Mutdmsunsdniunsiamesion omaadl uaggadaine snduinasu/dnd
e esdwihnuazengunsal wageadsuinIeausng W%@Mﬁ’jﬁSQixﬁUﬂ’ﬂiJ
A20INVDINDI

Details of areas used in quality control. Show area size Scale of not less than 1: 100
or size can be clearly identified. Specify room names for the analysis of both
chemistry and microbiology. Include Sampling area, Washing Equipment area and the

Changing room. Include room cleanliness class.

17 | amenguansusnuiieatesriumsmuauaunn lnelseazdeanude 16

Photo shows the Qquality control area. The details in clause 16

18 | WUHUR/ Y muslunisUesiudnivazuuas arsiedinld wnudanisineduan wagdufinns
Uosiudnivazuuas
Procedures for Animal and insect protection Chemicals used Trap map and the

animals and insects protection record.

19 ’]ﬁ‘UQ‘Um/‘U’e)ﬂ’1‘1/1‘LJ®‘Uaﬂ’]ﬁﬂ’]ﬁ%ﬂuﬂﬂi“ﬁﬂUﬂﬁﬂﬁL‘u‘Llﬂ’]if}\IaGlLLa ﬂ’)‘UﬂlIﬂﬂJﬂ’]WIﬁUiﬁVlﬁ wiou
VNLLNuMLLamﬂJumaumswamm vogreth firmenisina fuvanisindonnds was ﬁwﬂfﬁ
mum ‘WiEJlIVIQ?w’LJ’JﬁﬂWI‘ﬁUiuUUﬂ’]iNaGILI”I 9 ’JWEYJG]N‘]

Procedures for purification of water used in the production process and quality
control.

Include a diagram showing the water production process, water supply pipe, flow
direction, position valve installation, water point of use and the material used in the
water production system, the various valves

20 | AINENBLANISTUUNITHARLNIULARZTURDY SUAU Y891810 kaz1d) T18aTDEANY
48 19
Photos showing the water production system in various stages, storage tanks, water

pipes and valves. The details in clause 19

21 | WUJTR/Aorimualunisungesnm waznssidelusyuui wNUNSUNSN YT wavdudin
msthssdnwszuuthdounds 1 9

Procedures for Maintenance and Sanitizing in the water system, Maintenance
program and maintenance for the last year.

22 | WuUFTR/Aermualumsdusegnainfionsvaeusmnwianismenin il wazqatiive)
miminammu@mmwﬁwi%ﬁu LLmuﬂﬂidméﬁaﬂNf’u mamidmé\’aaﬂwﬁﬁawﬁﬂ 19
Forimun(Specification) wazionass1sdeiiiumsgiuaina

Procedures for the Water sampling to determine physical, chemical and
microbiological qualities. Daily water quality monitoring. Water sampling plans and
result for the last year, Specifications and reference documents are international

standards.

23 | emaaseiie/gunsainldlunisudnuayiinsigrieniasdids iuiuniedds uaznIesile
o TnusyyTaIA3ed JU MINLaULATEY Lara1gMIltnuATaIRINg
List of machine / equipment used in the production and analysis of the drugs to be

imported. Including Balances and measuring equipment by specifying machine name,

model, machine ID number and the life of the machine.

F-D3-81 (00-09/06/60) %1 4 / 14
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24 | amdnsuananiesiie/gunsaiflilunsnanuagiieneieiiosihde sudaniesds uas
\n3esileTn eazBoamude 23

Photos showing machine / equipment used in the production and analysis of the

drugs to be imported. Including Balances and measuring equipment The details in

clause 23

25 | WUGTR/dermun Bansldau Basdauagiamazeinveuniosde/gunsalildlunis
HARLAE AT BTaztde sufandesds uaniadediotn saniBunnude 23
wSeunauiinnsldnuuasduiinnsvimuazendounds 1 9

Procedures for cleaning machine/ equipment used in the manufacture and analysis
of medications to be imported. Including Balances and measuring equipment Details
under Clause 23.and the Logbook Record of machine operation and cleaning for the

last year.

26 | wHuN1TUTESNYY WNUNTAB UMY LLaswamiaamﬁEJULﬂ%aﬂﬁa/qﬂﬂiﬁﬁiﬂuﬂwsmamLLaz
3mwsﬁmﬁ'%ﬁ’1§w Lﬂ%aﬂ%ﬂ LLazLﬂ%‘Iaﬂﬁa’?ﬂ mﬁqLﬂ%‘lamﬁaﬁiﬁﬁumﬁmwﬁ
FavdIANLTE 23

Maintenance plan Calibration plan and the results of calibration instruments /
equipment used in the production and analysis of drugs to be imported. Balances

and measuring Equipment Include the glass used for the analysis. The details in

clause 23

A1sANIUNITAULBNENS

Documentation

27 | TWUHUR/ Ao rualun1suueseAuvauenals N1sAuAY 30v oulR LaNTe LarTEeIal
lunsiaivenasusazUsenn
Procedures for document classification, control, prepared, reviewed, distributed and

retention period of each type of document.

28 | Tafmuadlasuniseydfudivesingraiunsiienddnuasdiuysenevduluisunldlunis
NARNEINIZUIEI
Specification for starting materials both of Active and Inactive Ingredient of the drugs

to be imported.

o

29 | dorvuaiilasunseusiiuaivesiann1sussytulsuniiuasnfoninldlunisndngfavi
RN
Specifications for primary and secondary packing material of the drugs to be

imported.

30 | dervuailasumseudiudivewdndnsiseninamdnuaznindueisoussyildlunindng
naguda
Specifications for Intermediated and bulk product of the drugs to be imported.

31 | derdmuaiildsuniseyifudivewdndueidniogy

Specifications for finished products.

32 | gAINsHAALAZALULIINTEUIUNMINAALALUTIYVRLNLNE

Manufacturing formula, processing and packing Instructions.

F-D3-81 (00-09/06/60) 1% 5/ 14
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33 | s79n151ena15/81n3guIsn1sUJURvewendn RrgaruquauaIn d1eadedudn
Aredmnssa fheyaains uagdu Mieadestumssiiunisudn

Lists of Documentation / Standards Operating Procedure, Work Instruction (SOP, WI)
of Production Department, Quality Control Department, Warehouse department,

engineering department, personnel department, and others involved in production

operations.

ANSALUNISNER
Production

34 | WURTR/Aermuniinisiansieatuingieiu Tagn1suse ensewinmdnuasninsusien
dsagu lown mssu nisfndu nsgudiegne nsfiatheaniuz nsdn-d1e wazmsiiu
SN

Procedures/Requirement for handling of starting materials, packing material, bulk
and intermediate product such as receipt, quarantine, sampling, labeling, distribution

and storage

7 2 2
o o o [

35 | BUHUR/ Mo mualunmsindeingaeriu Tuneunazisn1sAniden uazn1sussiliuddaey
TngeaR

Procedures for purchased, selection and evaluation for starting material supplier.

36 | seveddweuingraiudmiulilunsndandndueioiavinds selasunmseudiudy
List of suppliers of starting materials used in the manufacture of pharmaceutical

products to be imported.(Approved Vender List )

37 | WWUHUR/Tommualunsdusiieg1aingaidu n1suaaaulendnvel N1INAAaUEY way
wHUNSAUIRETIngAsAuNtuldnsHERe NN
Procedures for Sampling, Identity, Re-test and Sampling plan of starting material

used in the manufacture of pharmaceutical products to be imported.

38 | dredreledusaniug Andu dudtedns Uaeeniu naaaudl wagliniudeninunves
Tngeanu
Samples of labeling, quarantine, sampling, re-testing and non-passed of requirement

(Rejected) of the starting material.

39 | FBUHURAemmuadmSunsiindng Sudu waznskuateingaau

Procedures for dispensed, weighed or measured of the starting material.

40 | WUHUR/ Ao ruslunsduiiegeTandmiun1suITy WaghNuNsduiegTann1susIYN
Tglunsnaneiazinds
Procedures for Sampling, and Sampling plan of packing material used in the

manufacture of pharmaceutical products to be imported.

41 | dregrathedusaniug Andu dudtege Yaeediu nageudn wagliniuteanivun ves
TAANITUTITY
Samples of labeling, quarantine, sampling, re-testing and non-passed of requirement

(Rejected) of the packaging material.

42 | AUJTR/FermuadmSunisdn-a1e nsiandennuaiuuiannisussy n1siusne
N3AY kaEN1IaeTanNITUTTINRLNRTBAIILLE?

Procedures for distribution, text printing on primary packaging material, stored, return

and destroy printed packaging material.

F-D3-81 (00-09/06/60) %1 6 / 14
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43 | WUHUR/ Ao rualun1snsivaeuusIuNGnkasusIInousuU) R
Procedures for The Inspect of production area (Line clearance) before manufacture

and packaging operations are begun.

44 | TWUHUR/ Ao rualun1snIuaNsEnINNTEUILNITHAALAZNTEUIUNITUTIY

Procedures for In-Process Control and Packing Process Control.

45 | BUUR/dermuslunmsusailiuuagdaesinundndusiendisagunouilydming

Procedures for evaluation and release of finished product for sale

o 4

a6 | fregrathedusaniusfndu duinogns Udesru uagluinudetivunvondnSusl
gndnsagy

Samples of labeling, quarantine, sampling and non-passed of requirement (Rejected)
of the finished product.

2
[ o o

47 | FWUFUR/ Ao wualunisduiunisiuingaeiu Jann15ussy wazndndusiondusagui
Talsunntaivuna
Procedures for management of starting material, packaging material and finished

product are non-passed of requirement (Rejected).

48 | AUUR/Aerimualunisiadndaeiiilliudenmualuvidgimenseuiunsiiunsein
nauNIYIgITENIEUIUNTS
Procedures for The non-passed of requirement product to be repeat with the same

process (Reprocessing) or with new process (Rework)

49 | BUJIR/Aeruualunmsiildumsiurdadueifiseniiviuazdsiuainiioman

Procedures for management of recall and return product.

N1SATUANANIN
Quality Control

50 | Wslnmea/duneu/Asn1simsssiniieatestundndaurioriiosinde ndeouenanssndai
Huspsguang Weafunmsinsgiingrai

The protocol / procedure / analytical methods approach of pharmaceutical products
to be imported with reference documents are international standards for analytical
methods of starting material

0
o o v

51 | Wslnmea/funeu/Asn1sieszsiiiiitestundnfasiefiasinde wieueonanssnsdedi
Jusnasgiuana Lﬁaaﬁumsmmaau/wmaaui’a@mimiq

The protocol / procedure / analytical methods approach of pharmaceutical products
to be imported with reference documents are international standards for analytical

methods of packaging material

o o v

52 | Wslamoa/duneu/Asnmsineiiiisatesiundnsaeionfiaside ndouenanssnddail
Jusnasgruanna Werfumsinevinandnsiondisagy

The protocol / procedure / analytical methods approach of pharmaceutical products
to be imported with reference documents are international standards for analytical
methods of finished product

53 | Wslnmea/duneu/Aan1simsssiniieitestundndauriefiavinde ndeonanssnsded
Wusasguanna eafunsienginagataing

The protocol / procedure / analytical methods approach of pharmaceutical products
to be imported with reference documents are international standards for analytical

methods of microbiological testing

F-D3-81 (00-09/06/60) %1 7 / 14
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54 | BU{UR/Aoriuuanmsdndunmsnsdinanisnageuliilulunudesmvun

Procedures for the test results does not meet the requirements.(Out of Specification)

55 | FUHUR/ Mo muslunsaiiunisnsainanisnedeuiianuraunfisanainiulliy

Procedure for Handling of Atypical /out of trend test results.

56 | WUHUR/Aemruaianisdnnisansiednlelunsiiasier matmueetgnsidau uaznis
\nushwansiadl
Procedures for management of reagents, solutions and reference standards use for

analysis and storage condition.

57 | FBnswsnansuinsgiuenadedmiuldlunisiiessingedueianiazinds
Procedure for preparation of Reference standard use in the analysis of medicinal
products to be imported.

58 | ABURUR/Aerivunlumsfinniuanuasannegesiaiilos
Procedures for On-going Stability

T D
¢ a [

59 | Wslnmoauazunun1sAnn1uAUASanINeg 1968l leuenan fueinazinde wagnanis
ANMIUAUAIANTNDE GBI TIBIIUAUD VD INGN TN

Protocol and On-going Stability program of pharmaceutical products to be imported

and On-going Stability Continuously until the end of product life.

N1519NAALAZAITIATIEN

Outsourced Activities

60 | FBUJUR/AoinuadmiunsImEnuazn1s99IATIEN N15UTHEINANANNTO VR UTN
WAz danNAIAUTURAYEUTENIRIUAZETUIS
Procedures for Outsourced Activities and Evaluation of the ability of the contractor.

And the liability agreement between the Contract Giver and the Contract Acceptor.

61 | dyay 9 mAnn3edciiATIen sEUIIUaLLELN YBULUA WATAIINTURATOUTD IEI1IUAY
HIUNS

The contracts of Outsourced Activities specify the scope and responsibilities of the

Contract Giver and the Contract Acceptor.

Y v ﬂ = = a 4 I3
VDIDILIYULASNIILIGNAUNANANUN

Complaints and Product recall

62 | WUHUR/ Ao nuatunisaniiunsivtedaaseuwasnisisenmundn i

Procedures for Complaints and Product recall

63 | Yuiin/senudeiodisuuaznsaiun1svemnauseny guan dounds 3 U
Complaints and Product recall Record/Report and The operation of the

manufacturer company on the last 3 year.

N1IATIVADUAULDY

Self-Inspection

64 | WUHUR/MoMrualun1INTINEBUALLDY WNUNTATITFOUALLBIUTEINT warduiinnns
ATIAADUALLDIATIANGA

Procedures/Requirements for self-Inspection. Self-Inspection Annual Plan and the

self-Inspection recorded for the last year.

F-D3-81 (00-09/06/60) 1%in 8 / 14
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ey | 518013 U

seuuildnaunanes
Computerized systems

65 | WsilnAoawaznan1nsiaaeuaNgnfeasssuunauiinesnidlunsauiunwialay
AATIZY
The protocols and results of validation of computer systems used in production and

analysis. (Computerize System Validation)

66 | BUJUR/Aerimuaiznisty maivshwdeya nmsleude nsdrsesdeya uaznsiFendu
Toya
Procedures for Storage Transfer Back-up and restore the data.

67 | WUJUR/ Yo munTsnistunstuiinnisidngsyuy duiinmsidsundasteya agni1sau
Toyalusyuy
Procedures for Audit Trails of a record of all GMP-relevant changes and deletions

(a system generated "audit trail").

68 | WUHUA/ e munisnislunisinwianudasadevesdeya nisdrdanisidifeyaiany
Hlasuneunng

Procedures for Data Security Restricting access to information only to authorized.

69 | WUHTR/Aorimunitnisldssuunisasansiietediannseiing (@i

Procedures for Electronic signatures (If any).

70 | FBUHUR/ Ve muadiniunsiusekarn1sUa e uTUREn eI EAI8TEUY
ARUR AT (A1)
Procedures for computerized system are used for recording certification and batch

release (If any).

ﬂ"lﬁﬁi"&il%"l]i'e’.lQLLﬁﬁﬂﬂﬁﬁi’?’\]ﬂﬂUﬂ?ﬁﬁJgﬂﬁaﬂ

Qualification and validation

71| LONATKIUNINITATIVARUAIINYNADILATUNUNITATIRADUAUYNA DIl UUAAEAINT Y
gounas 3 U

Validation Master Plan and validation plan for each activity for the past 3 years

72 | Wslaroauaznan1snsivaauiudunisvudmdndusiondniogy ndnduaeide ndndue
g179N1TUIIY IGE P REANGR

The protocols and results of Verification of Transportation for Finished products,
investigational medicinal products, bulk product and samples transported from

manufacturing sites.

73 | WilnAoauasHaN1InTINE0UANNYNADIUEINITUTINIUTD VD INEN e agtinda
The protocols and results Validation of Packing of the medicinal product to be

imported

74 | WilnAoauagHan1InTINE0UANNYNADIUEIIT AT e iNEA e ez iinda
The protocols and results of Analytical Method Validation of the medicinal product

to be imported

75 | WSlnAaaLasNanIsRsIasuUToINISANGY A1SATIVIUTBINITYINIU NISATIISUTDIAUTTOUY
LAYNISATIVSUTBITIVITLUUBINALAL VIDIFL DN
The protocol and results of the Installation/Operational/Performance Qualification

and Re-qualification of Cleanroom (Cleanroom Validation/Qualification)
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76 | WSlHABALATNANITNTIVTUTDINITANGT NSATIDSUTBINTITYNIU NISATIITUTDIAUTTOUY
LAZNIINTIVSUTOIIUDITEUULN
The protocol and results of the Installation/Operational/Performance Qualification

and Re-qualification of Water System (Water System Validation/Qualification)

77 | WsloAoauagnan1snIasuTaINIsAnsY N15R9I95UT8INITMNIU N1TATITUTOIEUTIOUS
uarnI9nTITUTEsT RsTE LA A UNIHAR Tiun fe au leth (@n3)

The protocol and results of the Installation/Operational/Performance Qualification
and Re-qualification of Production support system include Gas, Compressed Dry Air,
Steam (If any)

78 I‘UiimﬂaaLL’ﬁ$Nﬂﬂ?imi’m%ﬂi@ﬂﬂ’ﬁﬁﬂéﬂ NIATIVFUTDINTITYINNIU NITATIVTUTDIAUTIOUY
LLazmimn%’maﬂ%waaLﬂ%‘laqﬁaua:qﬂﬂiﬂjﬁiﬁumiwamLLaziLﬂswﬁm T8aELdLANIY
U9 23

The protocol and results of the Installation/Operational/Performance Qualification
and Re-qualification of Machines and equipment used in drug production and

analysis. Details under Clause 23

79 | WilnAoauazHan13nTI9a0UANgNABIYRIsNMSYIANLATe1a AsasllauavaunTalilly
NSHERYINLUF

The protocols and results for Cleaning Validation of The Machine/Equipment used

for production medication to be imported.

fnag1ed19damazidagruAuY

Reference and Retention Samples

80 | AR/ Aeruunlumsdanisiuimedisdnsdaasfegiuiuiu Sunuidaiu ssezan
wazanmwandoulun1sIaLiy

Procedures for Handling of Reference and Retention Samples, Size, Duration of

storage and Storage condition.
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AINARYIUIIAINITD
Manufacture of Sterile medicinal products

1. | WUUe/Aemmvualunisnsiafamuvieddzan
- NIATINAARINBYNIA

N1IATIFANUMUIAUTE

mimaﬁ]ammuqmwgﬁLLazmm%ué’uﬁwé
- AITATIANIUAINULANANVBIANAUDINA
Procedures for Cleanroom Clean rooms and clean air devices Monitoring.
- Airborne particle monitoring
- Microbiological monitoring
- Temperature and Humidity monitoring

- Pressure differential monitoring

2. | WU/ Terviun/anaudivesyaansnuiiauluusnandneiusaainie

Procedures for Qualifications of Personnel Operating in the Sterile Production Area.

3. | WUHTR/ Ve mualunisvianuasentazdnreluusnunds anudlunisianuazen
asednldlunisviauazenn wazvlinresinegiae
Procedures for sanitation of clean areas and disinfection in the production area.

Frequency of cleaning Chemicals used for cleaning And the type of antiseptic.

4. | WU/ Derimualunissuaiuneluuiiiuagen aud silnvesansialinly

Procedures for Clean area fumigation, frequency, type of chemicals used.

5. | AR/ Aermunismawseuiieendenldluuiiimaren

Procedure for prepare the disinfectant used in clean areas.

6 | WUHUR/Temvuadinsun1iniaianuUse@nsan mﬁﬁmummqmﬁ%musuaqﬁwm
gte warnan1madeulsyavEnmuewing snide

Procedure for Disinfectants efficacy monitored for microbial contamination and result
of the efficacy testing and Shelf-life of Disinfectants.

7 | TR/ Terimualuniseied NMIRTIREeU kagn1sdnyianuazeagndmiuuiRmu
Tuusaundng1usanLie

Procedure for prepare Inspection and cleaning of clothing used in clean areas.

8 | BRI/ Aertmualunisimieuniosdowazaunsainisudn nmsiliusieanidie nsiiu
$hwn wagengnsldnumdninnsyiliusianae nieauran1sAnwm
Procedure for preparation and Sterilization of machines /equipment., storage and

shelf-life after sterilization(Maximum Holding Time) with testing results

1Y

9 | WUFUA/Tormuanisldnugunsaluesien uay Pass Box dmiuuiianifisyduaiiy
AL DIALANG1INY
Procedure for air lock and pass box equipment for areas with different levels of

cleanliness.
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10 Iﬂiimﬂ@aﬂ’]iﬁi'ﬁ]ﬁﬁ]‘uﬂﬁ’mgﬂﬁaﬂ%@ﬂﬂ’lima@lﬂﬂﬂi%‘U’J‘UﬂWi‘Ui’lﬂﬁﬂﬂL%@LL@SN@ﬂWiMﬂﬁ@U
ADINTZTUIUNT 2 ﬂ%ﬁal’]ﬁ;ﬂ (ﬂifﬁLﬂUﬂ’]i(ﬁli’Jﬁ]ﬁ@Uﬂ’ﬂugﬂﬁﬁ]dﬂ%ﬂLLiﬂEUEJ 3 ﬂ%ﬁal’l?jﬂ)

The Aseptic Processing Simulation tests (Medill Fill) validation protocol and
Validation Result of Aseptic Processing Simulation tests (Medill Fill) for the Last

2 times.( The case is the first validation request, the last 3 times).

11 | FUGERAetmunisnmaviliunmnnidesemindou warismsldinuniosdiefivily
UsAanide
- mshlfunanndedieanuSeuuis
- mwhliunanndefennuseutu
Procedure for Sterilization By Heat and Operating procedure for Sterilization Machine
- Dry Heat Sterilization and Dehydrogenation (Hot Air Oven/Sterilizing tunnel

- Moist Heat Sterilization (Autoclave, Steam Sterilization)

12 | Wslomoauarnani1insinaeuaugnieseisn1syihliunamnemenuseu
Validation Protocol and Result of Dry Heat/Moist Heat Sterilization.

13 | WU/ deimuaismsiiusennideseanuiousieSsduarisnslidanu )
Procedure for Sterilization by Radiation and Operating procedure for Sterilization

Machine (If any)

14 | Wslpmoauarnani1snsiaauaLgnieeisn1sviliusannesnieSed@i)

Validation Protocol and Result of Radiation Sterilization. (If any)

15 | WUHUH/demmuaisnmsviiusenneseanuiousieiensausenled(dnd)
Procedure for Sterilization by Ethylene Oxide and Operating procedure for Ethylene
Oxide Machine (If any)

16 | Wslareauazransnsadeuaugniesvesisnsyihliunaanidemeievsiueanled
Validation Protocol and Result of Ethylene Oxide Sterilization. (If any)

17 | WUHUR/ e mueisnsemdndueinliausavinliusimandelunisusussganting
Procedure for Filtration of Medicinal products which cannot be Sterilized in their

Final Container.

18 | WBUHUR/Tefimuaisn1snsIadouANLALY SHUeNUNTeN

Procedure for the integrity of the sterilized filter.

19 | WUHUR/DefmualunisasisdeuanuanysnivesnsUaNina1UusuIIIeIUTIANTge

Procedure for the integrity testing of sterile medicine containers.

20 | WUHUR/Aoirualun1snvaeual s uniataunnssaduredn1uEUIseIUTIAIIN
e

Procedure for inspection of contamination or defects of sterile medicine containers.

21 | FWUGUE/dermualunsduiiegnaiienaaeuanuunaanwelundndasidnioguuay
WHUNNTEUFATREN
Procedure for Sampling finished product for Sterility test and Sampling plan.
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nsuannanfusedringdmiuldluuyed
Manufacturer of Biological Medicinal Substance and Products for Human Use

1 | WUfUE/deimuaannzifgiiuguenndisvesymansiiiedrdeaiunsaiiunsuane
Fring
Procedure Detailed hygiene requirements for those entering the Biological

Manufacturing area.

2 | tufinmsnsiaguamm msdnindu msnsiefamuseAuLeuRvef vesyaansiiufiRnuly
Vinardn U3hamuaunanm uazynainsvaniisdtestunisduiunsnan

Immunization record, antibody titer level monitors (If performed) of the personnel
working in the production area. Quality control area and the main personnel

involved in the Biological Manufacturing area.

o @

3 | AU TR/ Ao mualunislesiumsuuiloutiuvesqduns endalidinludaludmandoein
Judemeviondndariniugdunidsiiadu
Procedure for Prevention of cross contamination of inactivated products by

non-inactivated products.

4 | WUHR/ Ao rusvensudndiendnniswenaainantaztunaulunisideundnsioe
Procedure for Campaign Basis Manufacturing and Procedure operation in the case
Change over product in Campaign.

5 | BUHTR/Aerimusdmsuannstuilendiunnuindariniugduniduiiadu
Procedure for reducing cross contamination from other microbiological products.

Decontamination Procedure of microbiological materials

6 | WUJUR/ Vo nund s uTunoun1SHENLAZ N VELTINNWALTUTN

Procedure for Segregation and disposal on Bio Medical Waste and records

7 | ssywandefianaiiazlasuluwsazunaunsude
Specify the expected output(Yield) in each production step.

8 | Wilnpeauaznanisnyivaeuanugniesvasszuugnigaudu dunsunisufifvas tudin
Cold chain Validation protocol and result. Procedure for Cold chain Transportation
and record.

9 | WUHTR/ DermuadmSutunsunsienuazyivilsauusans

Procedure for Protein Purification.

10 | FBUJUR/Tefmundmiunisdanisanuvasnieniadinin

Procedure for Safety/Biosafety Management.

11 | WUHTRH/Defmuaiediunssu msdaiu Snvaziens vessuiansigad
Procedure for Preparation, Receipt, Storage, Characterization and issuance of

seed bank.

12 | FWUGUR/defmuaifgriumsmadeusuiugideusiun

Procedure for Testing of Master cell bank.

13 | Usglf / mimuauanmvesdelifauassnansiead
History/Quality control of viral seed and Cells bank.

14 | WilnaoauasnansfinmuanuasanImegwoiioweedring
Stability study of biological protocol and reports
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15 | Measdeavessnaililunisbsdninaass Tnsuanady
- wuuwlauanuil wanwuniiuil inesdlddesnia 1:100 wievunaidnunsa
wouulddny seyfievies Mufidmsunsdniunsluduneusie wasuiinm
duq Miendosiunmsidesdminaaes
Details of the Animal House.
- Layout plan Show area size Scale not less than 1: 100 or size can be clearly
Identified room name. Area for various steps.. And other areas. Involving

animal husbandry experiments

16 i?EJaSL§EJWU@QiS‘U‘UE]’]ﬂ’]ﬂmﬁUU%L’JngﬁNéjﬁ]’jwﬂﬁaﬂ
- BUUMUAL/UHURNY YRIUTIMNAR(TIEaZIBERnNTR 24) TEUTEAUAINALDIAVDY
Vios gaunil ATNBY wagAmFUB A
Details of the ventilated and air control system in the Animal House
- Layout of the production area (details in 24) Specify room cleanliness class,

temperature, humidity, and air pressure.

17 | YRR/ et muaneiumstdesiudniuasuuasdmiuuinadesdninnaes

Procedure for the protection of animals and insects for Animal House.

18 | FBUHUR/Terimuaieatuszuuinfldluuinaiieddninaass n15959980RLAMNA NN
uazduiin

Procedure for Animal feeding and water supply monitoring system and records

19 | FWUFUR/Aeimuaieaiumsianisvesdsluusnaniesdninnasswuas Tudin

Procedure for Animal house’s waste management system and records

20 | SINUHANITATIIABUAIIUYNABWMAEITUN UR/Tormuaiigafunsandeluiesu JUR
nswaztAzesonldluiesufuiinisdmsudninaaas

Validation reports and Procedure for sanitization of animal lab and lab equipment

21 | wvaeiuwazUse IRvednInnanaianus

Source and History of all animals in Animal house

o SO AU R /Euny
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(Declaration of Understanding)

1 v 1

FrmildAnusazBunnudssmauazdilons q faoluiluda (dwdesmny v ludes)

[ Ysgmedinauamenssunisonmskagen 15e4 N15insanunsguisnislunisndngnves

annunnanenlusnauseme (GMP Clearance of Overseas Pharmaceutical Manufacturers)
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WUUATIRHBUANNATUEIUVRIRNE T TRy auiuNaauINGneN (Site Master File)

A0 UNIVT A UT R UU NN TUT VYD VU NTATUD ceooeveeerrrreenreennnesessssessess s ssssssssssssssssssssssssssssssssssssessssssss
PIVBTUBUEY IAT e eervrreresrseessssssssssssssssssssssssssssssssssssssssssssss s e 00
VDT TUNHANINIUANIUTEINIAUD ovvvverrccceesennnnnnnnececessssssssssssssesssessssssssssssssssssssessssssssssssssssssssssssssssssssssssssssssssessssese
[ I ()
JuAY 518N 4 il | wwnewme

1 %’ayjaﬁy’ﬂﬂ (General Information)

1.1 Information on the company / organization and its related sites, particularly,
any information relevant to understand the manufacturing operations. The
following information should be included:
Foyaialuileafuieviesnuiiiisrdosiugudnelusinsusanalaelitoyadsolui:

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

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

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

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
Wiszydumisiiinvedssnu wu seusumialesld GPS viselissyfidanmaniienansnle

1.2 dayaingaiuianssunisuane (General Site Information)

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

duuluoygenaneauildueugnanniinaudmii wasenansdindndeadu
atullagiuiidilivmuneny iideuluviedorimuslelunmsounadenanliseylide

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

oSuedeyaiioafufanssunsuanenin deen SmineuazAanssudu qauildsu
amq;zymmﬂwﬁmmﬁmﬁﬂﬁiuﬂizmm sudamhsnuduglusassmane waznsiuses
Sugitlidiientestunisudnen wu 15O

- | Type of products currently manufactured on-site (Appendix 2) where not covered
by Appendix 1 or the Eudra GMP database
Rk BN A BT
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- | 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 Eudra GMP
database should be included, if available

- UANITINIATIIUTTI GMP Yesanuiingnen 5 Tdeunds InglisyyTudl de uas
Useine veadmihifiinyhnsmsauseidiu

- duenans Certificate of GMP aﬂ’uéquadamuﬁwﬁmmﬁuﬁaaﬂlmwﬂwa’m%’g w39
mhomdusfdufivensulussfuanavdelenasdudisunihldunissusediag

MNENUYBITTUTOMNBNWBNYUNIFTUTDN

1.3 dayaneanuianssudugniimsandunsluaaiunndauwsil (§ad)

- | Description of non-pharmaceutical activities on-site, if any
AanssudugiinIsatiunsluaa uiindauieil (6d)

n'l'iu%m'ﬁﬂn’]’i’iw‘tjﬁmmw (Quality Management system)

2.1 MTUIMTIANTTLUUAMNINYBIENUTINGAEN

(Quality Management system of the Manufacturer)

- | Brief description of the quality management systems run by the company and
reference to the standards used
‘usimaLﬁ'mﬁ’mzwmw‘%mimu@mmwLLasé’NSqﬁqmmgmﬁi‘ﬁumiﬁw%aizwmi
IANIAMUAINYDIENER

- | Responsibilities related to the maintaining of quality system including

senior management
yifiruiuiaveuiifedesiunisadiBssruunuamsminnudlavesfuims
FEAUEN

- | Information of activities for which the site is accredited and certified, including
dates and contents of accreditations, names of accrediting bodies
Foyafanssuvesanuiindnilaunmsnnaussiiunaslssunsiusedaglsyyseasiden
90¢: Yuil denisnsiausaiy i’]ﬂ%aﬂaﬂﬁgﬁLﬁﬂ?%@ﬂﬁUﬂﬂiGliﬁﬁ]Ui%LﬁuIUﬂ%gﬂﬁlyu
9979 §QnnTI9 wazhdunnnisel

2.2 msUdegrundndnsianiagu(Release of finished products)

- | Detailed description of qualification requirements (education and work experience)
of the Authorized Person(s) / Qualified Person(s)responsible for batch certification
and releasing procedures
nsfmuaganiR(nsfnwinagdsraunisallunsvinuuesyaaing (qualification) 7
ssshumiadu gldsuneunne (F$uneusunaluniseysiAniedndula tedudunis
TuBedaginu) / {ifauaudinudefmundmiunmssuinveuluFeswes junsuani
U133 UTBIRALIT N TdMTUN1TUdour 1

- | General description of batch certification and releasing procedure
mesuenIldfeafuTunIsHanINuN1TTUTe Ay TSN Sd M UNSUdeskY

- | Role of Authorized Person / Qualified Person in quarantine and release of finished
products and in assessment of compliance with the Marketing Authorization

unu i fvesiildsuneumne/ ifnuantiamdermuslunsussidiuieriuns
fnfunazmsUdessinundnsiasidiiogsuuarmsvsidiuinduluaail/aenadosiudiilasy

WaUMNEUaRENUNEN MTUAAETUEBNT MY
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The arrangements between Authorized Persons / Qualified Persons when several
Authorized Persons / Qualified Persons are involved
Fsdansiferiunmsueusiung nsdllfldsuneunny/ iflnaeudinudeimun
UIUNALAU

Statement on whether the control strategy employs Process (PAT) and/or Real
Time Release or Parametric Release
FFuasisnismusuifsatumsldaunssuaumsinsgimelulad (PAT) uay / viesuu
NMSUaRINIULUY Real Time #3053 UUNSUADUHIULUUNITINAZN

a (% s/ 4 Y v a =) Y v a <
23 NITUINITIANIIYNWAIYLDDIUASHITINNEN WIBHININIAATISH

(Management of suppliers , Contract manufacture or Contract analysis)

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

grungNeuAInTIUNEnsU duussEnIng Supplier fugkanenluinunisdaeudue
WSOUINIT WATUAUNIINTIVEDU Supplier

- | Brief description of the qualification system of contractors, manufacturers of active
pharmaceutical ingredients (API) and other critical materials suppliers

asunelaggainenfiunuantRvelFug fnanTngAven saudedndalanniniud Ay
ufiey

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

- | Measures adopted where counterfeit/falsified products, bulk products

(i.e. unpacked tablets), active pharmaceutical ingredients or excipients are
suspected or identified

wmsnslunsdamaiieafugiass/omnannsgiu vesudnsiae wanfuriseuss

(LU EnLﬁmﬁé'fahjié’%’umimiqaﬂum%m) , APl ‘vﬁ'amiLﬁmﬂ'%mmﬁmé’w%gﬂmwwu

Use of outside scientific, analytical or other technical assistance in relation to
manufacture and analysis
fnslimhsnunmeusnduinemaninisinseiuarnisatiuayudiomdenanaiad
Aedestunszuiunmsudnwarmsdes e

- | 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. (Appendix 4)
dmsunsdiimsamhsnumeueniiissy fouasiinmesmhenunmeuonuesinsdwi
Luaﬁmmiiz‘qiwazLﬁamguqﬁﬁmﬁ’uﬁaﬂﬁuﬁiﬁw

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

asun TNy eTEnIgIndnawasgsudng Lﬁ'mﬁum’m%ﬁmauim%waa;f
Losuneunngliuaesnunansiasiusiassueandving
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2.4 msu‘%msifﬂn'ﬁmwLﬁlﬂﬂ(Quality Risk Management)

- | Brief description of QRM methodologies used by the manufacturer
UTT818LAEIAUAITUTINTIANITALESS

- | Scope and focus of QRM including brief description of any activities which are
performed at corporate level, and those which are performed locally. Any
application of the QRM system to assess continuity of supply should be mentioned
POUALAZANLAFRYUBINSUSN TN S AL e saufisliesunedu 7 luAanssuiia
nsfiunislusefuesdnisuasmhenudunieluesdng

2.5 ms%‘u%’auqmm‘wNﬁmﬁm‘ﬁ(ReView of Product Quality)

- | Brief description of methodologies used
U381 ITUNTNUMIUANA NGRSO

yAans (Personnel)

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

WHUDHLAAINITUTINTNU (Organization Chart) uansdareuseiununnieninuaging
AIUANAMAIN (Appendix 5) TIFEUTNIIEIUGs wazildFunouvane / {idanaR
AUTENNUA

- | Number of employees engaged in the quality management, production, quality
control, storage and distribution respectively.
szydnuwinnuifedeatunisussiunumnnsnannisnusuaan STy
LEIENIINTITINYYN

21A3aaul LAsasiianazaunsal (Premises and Equipment)

4.1 91A15807uf (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)

a¥une: awniuiivedsiny sefeutazenas Tutazermsnaneiedslusmineds
Uszinalatng

- | Simple plan or description of manufacturing areas with indication of scale
(architectural or engineering drawings are not required)
Tisrymeasdoanishianssveisaiesiiiansaulathg nieurslissyunadi
uans (lufouansluuveaaIUdnuianuicmngsw)

- | 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 and flow charts SLmﬁuﬁmémm(Appendix 6)
LLNNBTQ(;]}E]QLLﬁﬂ\TﬁaﬂLLa%i%@T‘UF’]’J’]Nﬁgaqﬂsﬂﬁlﬂﬁ@ﬂﬂﬁ’mLLG]ﬂﬁhﬂﬂﬁ’lﬂﬁu@"lﬂﬂﬂ%@Qﬁ@ﬂLLﬁ%
unadndiResiifsedunuazenfiunndnaiuse

- | Layouts of warehouses and storage areas, with special areas for the storage and

handling of highly toxic, hazardous and sensitizing materials indicated, if applicable

Layouts
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- | Brief description of specific storage conditions if applicable, but not indicated on
the lay-outs
mesuelasde nsdiimsdnnuluannziane (@) ualidesszylilu lay-outs

4.1.1  a5u1wszuUa1InA ( HVAC System )

- | Principles for defining the air supply, temperature, humidity, pressure
differentials and air change rates, policy of air recirculation (%)
iwaaz15amﬂuaﬁsuumimammmﬂimaisqﬁa‘ﬁaﬁmuﬂﬂuanmmmﬁwqmmﬁmm%u
AULANFNANUAUDINALALERTINTUYUIEUBINTA (air change rate) Lay

% mimuﬁaummﬂ

4.1.2 adungszuuinN g luda1uNnanen (Water System)

- | Quality references of water produced
AN MUITINGS 11591989 INUNTTIULN

- | Schematic drawings of the systems (Appendix 7)
layout szUuLlY

4.1.3 Describe the supporting production system e.g. steam, compressed air,
Nitrogen
ASUNYTTUUATUEYUNTIIHENDU) LU steam, compressed air, Nitrogen vudu

L4

4.2 Lﬂ'%laaﬁauazqﬂnim (Equipment)

o o

4.2.1 s1ensaunsalaAyitNeItaeNUN1THEALATAIUANAMATWNRATY

- | Listing of major production and control laboratory equipment with critical
pieces of equipment identified should be provided (Appendix 8)
F1en159UnIaldAYNNeITaITUNTHARLATAUANAMN NI ALY

4.2.2 nsiiaNuazeIaLazeinde (Cleaning and Sanitation)

- | Brief description of cleaning and sanitation methods of product contact surfaces
(i.e. manual cleaning, automatic Clean-in-Place, etc)

oSBT sheuareauarsauAuiadniuiniesdieuargunsaliiing
dudanuenlnenss

4.2.3 szuuiildnasiiamas (Computer system)

- | Description of GMP critical computerized systems (excluding equipment specific
Programmable Logic Controllers (PLCs))
AasUIENsUIsEULRRNIMesIT i uAS o sllaviseaunsalnd Ay

F2UULaN&ns (Documentation)

- | Description of documentation system. (i.e. electronic, manual)
?J%U’]EJL%EJ’J?#U?EUUL@ﬂﬂ'ﬁ

- | 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.

Tssnudimsiiuenansiazdudin Vineuenlssunisli mniimsiiulineusnlssnu

F-D3-35 (01-09/06/60) i1 5/8




Tszy : slavenenansvietuiin Yeuazfiegvosaauiivienals uazvaildly
nsisenenansnauanldlulsesny

A5 HUN5HER (Production)

6.1 ¥UAvDINANAMIN (references to Appendix 1 or 2 can be made):

- | Type of products manufactured including
AT L B ALRE

list of dosage forms of both human and veterinary products which are
manufactured on the site
sruUuuug eI wingdmiunyedvsesdmiudaivienansegdluanuiindnuil

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

szyieafuguuuue filddmsunismeassianain (clinical trials) mndl FesszyuTiom
mé‘ml,azqﬂmﬂiﬁl,ﬁ'wﬁaq

- | Toxic or hazardous substances handled (e.g. with high pharmacological activity
and/or with sensitizing properties)
sruifeItuansiiieanssunseguas Ingnvilianensuideni

Product types manufactured in a dedicated facility or on a campaign basis,
if applicable
HANAUTTINAPNAA LA UNANIZLINA NN ONAALUULEALIAINES

Process Analytical Technology (PAT) applications, if applicable: general statement of
the relevant technology, and associated computerized systems
Renfumsienesiuasnsmuaunssuaumsndalagldszuu PAT , mndl : awdiius
sevhameluladfinannfuszuuneuinme flFlun1seues(PAT Ao szuunsHARTIV
AuglUAuNTIATIEN)

6.2 NINFAEUNTEUIUNTT (Process validation)

Brief description of general policy for process validation
ussenetieatuuleuteyiagluves process validation

Policy for reprocessing or reworking
WleuBLABIAuN15IANIT reprocessing 5o reworking

6.3 NMIIANITINQAULBLARIFUA

(Arrangements for starting materials and warehouse)

Arrangements for the handling of starting materials, packaging materials, bulk and
finished products including sampling, quarantine, release and storage
ﬂ1s%’mmiéﬁui’mqﬁ‘ui’a@mimiﬁ;mmsmiqﬁuw’aamﬂ&ﬂﬁﬁﬁﬂSagﬂmﬁwﬁagﬂﬁuﬁy’mﬁ
duiegainiuddesriuwaziiuing

Arrangements for the handling of rejected materials and products
nsiansauvesdedmiuingRuuwasningdos
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n13AUANAMAIN (Quality Control)

Description of the Quality Control activities carried out on the site interms of physical,
chemical, and microbiological and biological testing.
BFUIYTFUUNMIAIUANAMNINAINTTUNITATIVIATIEIVNIEAN MAAT N19NaTIINEN
waE9¥IIng

A15N521881 , 9959958 UTBUNNIDIVDINANNNG BWAZNISEIENAUNANN U

(Distribution, Complaints, Product Defects and Recalls)

8.1 N15N9221881 (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

swaziBundeyagnen WudFusyaausuiavla (neds , néne) uaziioganin

- | Description of the system used to verify that each customer / recipient is legally
entitled to receive medicinal products from the manufacturer
WNINTREUTI gnAbaTUNENITITIgNADIMINN VB NANER

Brief description of the system to ensure appropriate environmental conditions
during transit, e.g. temperature monitoring/ control
a%‘lﬂEJﬂWiﬂ’JUﬂiJﬁﬂ’]’JzLL’JﬂélaiJ

Arrangements for product distribution and methods by which product traceability is
maintained
A15INNISNYINUNITATEILAUALALIONITNTIVFDUIDUNSU/AULDUNTURUAT

Measures taken to prevent manufacturers’ products to fall in the illegal
supply chain
wmsmsivedesiulallvindadusivewindn anlusgluiisldgumuiiang e

8.2 U9599138U VaUNWIDIVBINANNY WAZNISISENAUNANN U9

(Complains and Recalls)

- | Brief description of the system for handling complains, product defects and recalls
B5UNELNEINUNNTINNITIDIDIUSHU VOUNNTDIVDINANTUN LaLNISISENAUNERTUN

N19A5HUAULDY (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.

D3UNYTLUUNITATIDADUAULDY , LNUNITATIV ,N1T71529RAMU (follow up)
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List of Appendix 1-8

Appendix1 Copy of valid manufacturing authorization

Appendix2 List of dosage forms manufactured including the INN-names or
common name (as available) of active pharmaceutical
ingredients (API) used

Appendix3 Copy of valid GMP Certificate

Appendix4 List of contract manufacturers and laboratories including
the addresses and contact information, and flow-charts of
the supply chains for these outsourced activities

Appendix5 Organization charts

Appendix6 Lay outs of production areas including material and
personnel flows, general flow charts of manufacturing
processes of each product type (dosage form)

Appendix? Schematic drawings of water systems

Appendix8 List of major production and laboratory equipment

Lo A SUBUNY9/EUNY
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[ ] M9R9235UT09NLBNA1TAMUA (Documentary Verification)

O n. nediiivtdoduseannigiuisnislunisudnet (GMP Certificate) eanlvilian uiinangi
saoglulssmaiimisnufifuguadiuedadugosn Certificate danda WWuaundn PIC/S
¥30 Certificate 989 GMP floanlagymhssuifuguasuevesUssmaildunissuseadu
ASEAN Listed Inspection Service lufaniufindneiisegluyssmeiiy

O 2. nsdliivtisdeiuseannsgiuisnislunisndnen (GMP Certificate) eanlagmiienumiugua
Fruendaduandn PIC/S TWudanufindnefinsoglussmatonhonuifuguadueives
Usemetulsifuaun@n PIC/S (Certified by PIC/S)

O a. nsdlaauindnenluinasanailidiieldfunsiuseannnsguismslumsudng 1 s
seylude 3.1 uag 3.2 muUsemAd1inaIuAMENTINNITOIMITUAYEN 1309 NSRATTAN
1nsgIuIsslumsanevesanuiinanelusiaseina (GMP Clearance of Overseas
Pharmaceutical Manufacturers)

[ ] nsasaUseiivaaufindnenlusnsUszine (On-site GMP inspection)
1 . msﬂw@mammawuuqmmw (Quality System Document Evaluation/ Paper Assessment
O 2. nsasadsedy o an1ufindaen (On-site GMP Inspection)
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PINLALALUUNNFIULNDUTENDUNITANAITUT S1888BEARNINKUUATIVEDU/UTELTIN/
NUNIULBNEITUTENBUNITHANTUININTFIUITNTIuN SHEne1vesaa uindnenlustsUseine

(Check List Document for GMP Clearance of Overseas Pharmaceutical Manufacturers) ﬁLLuuméf’m

(G ETETTo) H3uayen

(oeveeereereseeeessssessesseseasessassessassssssssaseaseasssens ) AAUTTAY
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FeazReagNUszasnazvalinansanunggiuisnislunisnangivasaaunaanen lusedssma
¥9n136A1 (Trade name)
Yoadey (Generic name)

S8 YANUINNITHANYITIVBSUTBY (ADIdDAAABINUTLINET I GMP Certificate)
Aandowmneg v ludesfiiieadeq)

Useinnvasgunudagiu

O vuwudagiudmsuuyee

O vuwudagiudmiudnd

S19AZLDYANUIANITHANYINVBITUTDY

Type of product
Dosage form gy Penicillin Cephalosporin | Carbapenem | Sexhomone Su‘] (580)
(A (B © (D) (B) F)

1. w1UsAnINda Sterile Products (izuwmmmiwﬁﬂm‘?ima%’usm)
1.1 wdnlnemadaUsiAanide Aseptically prepared

1.1.1 sUuuuressalysuimsunn Large volume liquids

1.1.2 suuuulaledilad Lyophilisates

1.1.3 yunuuiauds Semi-solids

1.1.4 sULuweawmmUsnstos Small volume liquids

1.1.5 jUnuuvawds Solids

1.1.6 g‘dLLUU‘UENmmﬂiﬂﬂmﬂlﬁf@ﬁlﬂ‘dmam

Sterile Non Injectable liquid preparations

1.1.7 ;JULLU‘U?)Iu‘] (38Y.. ) Others (Please specify............ )
1.2 ndelagisviliunannideluduneuaniie Terminally sterilised

1.2.1 sUuuuresmaidsuinsuin Large volume ligquids

122 sUuuuiauds Semi-solids

1.2.3 sULUUPRImmIUsInstos Small volume liquids

1.2.4 3UuuuvRILTa Solids

125 sUuuvrearanAnteililiedn

Sterile Non Injectable liquid preparations

1.2.6 EULL‘UUSW] (G — ) Others (Please specify............ )
2. sithildgumamnidla Non-sterile Products (szynuIANsHARETivaTuTas)
2.1 sUkuuseUgauds Capsules, hard shell
2.2 sUuuulAUyageu Capsules, soft shell
2.3 gﬂLLuwmmﬁq Chewing gums
2.4 suwvuveavavdmsuldnieuen Liquids for external use
2.5 sunvuveavasdwmsuldniglu Liquids for internal use
2.6 gUuwuUUNS Powders
2.7 EULLUUEJTW'U Pressurised preparations
28 sUuuuAsds Semi-solids
29  sukuumiiu Suppositories
2.10 3Uuuuiin Tablets

HTUDUR IO/ BN, e T
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S18ALLRYANUIANISHANYINVBSUT D9

Dosage form

Type of product

gy Penicillin Cephalosporin | Carbapenem | Sexhomone auq (21)
(A) (B) Q) (D) (E) (F)

2.11 sUuuukHuuUERvtls Transdermal patches

2.12 @swauawuindmiudnd Veterinary premixes

2.13 EIJLLU‘U?J‘W] (G — ) Others (Please specify........... )

3. Elﬂ?l’a’a'ﬂq Biological medicinal products

(52UNNIANITNENYINVDTUTDN)

3.1 wandnsinldainidenvesuywd Blood products
3.2 wandnaingtussuugiduiy Immunological products

3.2.1
3.2.2
3.2.3
3.24
3.2.5

3.2.6

JAfu Vaccines

@3 Immune Sera

LOUALY Antigens

guylulnaydu Immunoglobulins
wouAveRiildannduvesvadiiinanivadifies

Monoclonal antibodies

EULL‘U‘Uguﬂ (34... ) Others (Please specify

3.3 wandueiwadirUn Cell therapy products
3.4 wandueigutiUn Gene therapy products

3.5 ansannnuywdniednd Human or animal extracted products

3.6 E‘ULL‘UU?J'IUS] (CEA T ) Others (Please specify............ )

HFUDUN IO/ BN, e ..o

F-D3-33 (01-09/06/60) %11 2/2




HUUNTVFDU/UTZW/TNUNIULDNES

U3Naun1snaNsanINInggIudsnslunsnanenvasaauinanen ludausema

(Check List Document for GMP Clearance of Overseas Pharmaceutical Manufacturers)

dauit 1 dwSudasadeuenas (Budve)

Yaaounnanelus1sUsTINA

AUAY F98N13 4 | Lig BN
1L | wuuns9aeu/Useiliu/muniuenalsusenaunis iansaiuInsgIuianis
Tumssanevesaniindnelusnaseine (F-D3-32)

2. | WUUATSRIIUEN dMTUNSHANTUAIYBALATINENIUUITENBUNIAUEN
(Request Form No.D-01)

3. | AwefinnswiuinsgudinislunisudngvesaniuiindneiludneUssina
(F-D3-34)

a. | yenserivssasdazveliiansuinnsguitnisluniseane1vesaniud
anetusaUsEme (F-D3-33)

5. | dunlueygnetwiedsendnlusvenandns

6. | wuuBuduandruslunisdudiveinsanuinsgiuisnislunisudned
yosdonuiinanelusinsseme (Declaration of Understanding) (F-D3-80)

7. | wilsdEesuseanguisnislunisudnen (GMP  Certificate or Certificate
of a Phamaceutical Product: CPP) atfuangniiionglitiosnin 6 Loy
fuuituiidudwe

8. | enuMInslsziuninsguisnislunisndnen (GMP Inspection Report)
faenndestuntedodusesninsgiuitnislunisudnet aiude 6 uay
wnun1suAlataunngas (Corrective Action and Preventive Action) ilgsu
mseydiRanmieausgingaussiu

9. | wnanstennasseninagnaneilusinsussmauazgFusugmimiedsoniunly
9 dnsfiiieafuninUAsunlaweinszuiunnan anuiinds was
MsUsziuRuAITNansENURe RN Ustdvisna wavauyasnfouesen

10. | wnansteyawiunanuiindnen (Site Master File) atuilagiiu

11. | wwunsreseumLATURIUTBNENasToyauUNanUTINGREN
(Site Master File) (F-D3-35)

12. | Afleanm (Quality Manual) W3etenasilliieuiii

13. | MwazBeanmsdniunsmangrineiifsadestuanuiindnst 5 Y ounds
Tnehsnufiuguaduswesssmaiianiuiindnedor)

14. | Memssandusioivszasdazivdedadiunlusveiandng submaniam

duindnlasaouiindnewinieadusazlasvoydfngifoud1Suenain

o

AINNUANZNTINAITOIMTUAZYILA? (5’151‘)
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15. | Juiinn1swane (Batch Processing Record: BPR) saufituiinwan1sitasizi
(Batch  Analysis Record) 999uaniuse1NUszasAazunsadaudiuilu

199UNINT

16. | s IsnsuiRlunsudessinundndaninusyasiasiiviodudily

199UNINT

17. | @Na1sulunueInIIngIRE@auAINgNAes (Validation Master Plan) 53ud

F1BIUNIATINEABUAINGNABS (Validation Report)

18. | wnansuanseinuavisengssilouifeanunaninaeiuazismslunisudnen

(GMP) meludsewmantinuverulsiuan unane 1wy

19. | BWUUASIFBUAIUATUNIUUDY LONANSHERISI8ALLDENIDNSNANYTIILUNUSD
dudnlusvenaning nuiisgazidenvesanui wnsesile wavgunsalnld

lunisudne wieauguainuseney (F-D3-81)

20. | WWNETSNAALDU] AN

KUY
- 9

1. nydlfiviladesuseawniguisnislunisudnen (GMP Certificate) eenliufanunindne1inseglulszinan

' °

mhonuiiuguasuedaudeen Certificate a1 Wuaundn PIC/S v3e Certificate ¥83 GMP fivonlagmiieay
fifuguadnugnvesssmeaildzunisiusontu ASEAN Listed Inspection Service Tunanuiinanefinsogluyszinaiiy
WWBaeNANTILATUT 1-9

2. nsdlivifsdesusennmsgnsmslumss@ne (GMP Certificate)  oenlasmienuinfuguasundauandn
PIC/S iﬁLLﬁamuﬁm§mmﬁG“T’aasﬂuﬂismﬂ%wﬂwmuﬁﬁvaLLaé"mmsuaaiJizmﬂﬁ?uhjLfJuam%ﬂ PIC/S (Certified by PIC/S)
WLLeNasANEFUR 1-11

3. nadlanuiindneluiaszimailidinieldfunissusesnnsgiisnislumsndne sudissylute 3.1 was
3.2 auUsznadiinauANENIIINITOIMISHaTeT 1389 MIR9sIIAsgIUIEnslunsnangvesaniuiingne
TusiaUseinA(GMP Clearance of Overseas Pharmaceutical Manufacturers) #3ensfinsiauseifiuaniufinane

Tugnauszine (On-site GMP Inspection) 3E3LONAIIANAIAUN 1-19

= yd o
GNID! HIUATTD

' a o o a P Y ao w
dqui 2 dwuduszdivmumuenans (AmilimdninnuanEnTIuNsaMNSWALEN)
O fusediumumuenans finsanudilenuiiuitenansuseneunsiiasandisiu dneasdenasudumngay

Q fussiwmurnuenas Rmanudleuivitenansuszneumsiiasantnwiu fneauden Birsudou livinzay

Ao

RN AN TUANZNSTTUNNTBINSHAZEN
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