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MR. SARUN NIMVORAPUN : DEVELOPMENT OF GMP ACCREDITATION OF AN
OVERSEA MANUFACTURER THESIS ADVISOR : YAOWALAK AMRUMPAI

Surveillance of imported drugs is one of the ways to bring effective and safe drugs for consumers. The Thai
Food and Drug Administration (Thai FDA) requires a regulatory process that meets international standards. It is necessary to
evaluate the documents related to the place of production of medicines in foreign countries before drug marketed in the
country. The suitable GMP Accreditation system should be more developed for Thailand. This cross-sectional study was aimed
to compare the GMP Accreditation systems with other countries and develop the GMP Accreditation system that suitable for
Thailand. The 2 phases study was performed. Phase 1 was a situation analysis of existing GMP Accreditation system. Data were
collected from the documentation review, interviews and group interviews. Phase 2 was developing the system that suitable
for Thailand. Data were collected by interview three Thai FDA executives who gained knowledge, understanding and had

experienced in the GMP Accreditation system. Frequency, percentage and content analysis were used to analyze data.

The study indicated that the Thai GMP-Accreditation system had a delay operation because of the application
documents’ defects. The most common defects were found in Plant Master File (91.25%). At the initial of implementation of
the system, applicants withdrew many-applications. Subsequently, the Thai FDA made a public guide to adjust the working
process. At this time, it was found that there was a long queue of the applicants for an appointment to get a Thai FDA
primarily exploring the application documents (59.61%). Then, the Thai FDA was again adjusting working process and increasing
the number of the officers in the application documents primarily exploring step. But there were a lot of incomplete
documents in the applicants who already got prior queue. While the applicants who had a complete documents could not
receive such services. As a result, the workload of the officers were not reduced. Comparison of the systems among Thailand,
Commonwealth of Australia, Malaysia-and the Republic of Singapore was founded that every country uses PIC/S GMP
guidelines. Thailand is the only one that did not establish an E-submission system and there was no updating and maintaining
accreditation status. The suitable GMP Accreditation. systemfor Thailand from this study was still need a two-step
development; short-term and long-term development. For short-term development, there would be the initial managements
within the Thai FDA, such as training and developing of staffs’ competency to perform with the same standard, establishing
database of accredited oversea manufacturers, performing a clear documentation guideline and easily accessed through the
website. Risk management system 'should be applied into this system. To protect consumers in the future, the long-term
development would be a development. planning of the system and a budget planning. Preparing an inspection plan for
oversea manufacturers that had not been inspected by PIC/S members should be conducted. Arranging the agreement with
the PIC/S member countries would be necessary to reduce the inspection workload. Creating an application E-Submission
system would be convenient to all applicants. Separating the section of the consultation before submitting the documents
would help the applicants to understand and prepare more complete documents, so the applicants would not withdraw the
applications. In the future, the Thai FDA should develop more various and convenient information accessing system for the

applicants.
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4. NOUTITTUY

5. UITYNNYIVDY

1. 11935574 GMP vausenalng

GMP %138 Good Manufacturing Practice #118814 Wian193sn1sUf UANALUNIS

s

HARET TIATRUARUTEUUNISUSYAURMNINGT URAINS Uty 1ASe9dNT 1ATRllaliAs ey
91ANTANIUN TTUULENAIT A15830NNN NFEVILATIHER N1FATVANANAIN N155ULT04
fouduunasnisluniivefiu 115919MAALAENI5INATIIN NIATIVEBUAWLEY wazdl

'
U 4 A a

YBMINRUALRANIZFNNTUNITATLUIUNAATNIL AT U U WD AL AU BT UINENANER ]

)

AR UszAvBAIN wazmalasndy asmNAnn A ILAf Una ALY UNEn
(FunnuanznsIUNTOIMISHaYeN. d1iingn, 2554)

Tul w.a. 2521 98, 16319 GMP anusuInsvasesaniseungielan wagluln.a,
2527 oy, IfsussAlinagaamnssueIn1sUTuUTILasiAIATEL GMP 1naesraLiles
qunsgialul wa. 2546 GMP Fsfinadsduldidungmane (@riihnuangnssunisemsuas
g1. d11nen, 2546)

Tu¥ w.m. 2558 AUszyIAULATYEAR01LT8U 0 AEC (ASEAN Economic

Community) Sunuazsiiluniaiieidunisannuunnainavesvurfiazsudy nSeuiu

n15Uandannegsfalninisdevisdunwasusnisiiudy weliinmasygiaasnigly



nauUsemAaunBna1udannas AFTA (ASEAN Free Trade Area) dmfunstorsaudn
Ussinneiiinadsenasndtludinvesuszvvuaulne os. adumhenuiduguasn
voaUszinalne latsaudunaeineIu ACCSQ-PPWG (ASEAN Consultative Committee
for Standards and Quality-Pharmaceutical Product Working Group) Wedniun1sing
ngszilounagitnmsusennasgiuenililunguussimaanidn (Association of Southeast
ASIAN NATIONS, 2015a)

ACCSQ-PPWG lidnvhdannasausiuiieifienfiunisnsia GMP vesanuiinge
mﬁéf&agﬂuﬂizmﬁa%%u (ASEAN Sectoral Mutual Recognition Arrangement (MRA) for
Good Manufacturing Practice (GMP) Inspection of Manufacturers of Medicinal Products)
Farvualiuseinaaudnondoudotweusu GMP Certificates wag/13e GMP Inspection
Reports @13Luy PIC/S (Pharmaceutical Inspection Convention and Pharmaceutical
Inspection Co-operation Scheme) fisanw3adniiunislaeniasaunsiatsadiu GMp Tu
A11Tnve ASEAN Listed Inspection Service lagdlivouivmanizeidnsagiunuiagiu
dwdunywd Mg 0159851 sueulusu wegeidy dwallvsemalnededld
115514 GMP wuy PIC/S TumimawszLﬁummgmamuﬁmﬁmmﬁﬂuuawmﬂizszi
(Association of Southeast ASIAN NATIONS, 2015b)

PIC/S +0UpIANTSENI 19U MATISHUISETUNINI GMP WarZUUNISATIA Ll
T funesgrilunrlseiiuanulsyneunismingadestunasfasigunmsniu Uszney

'
v a0 W

Terenirganussimiuguandndagiguainidian@nvslurivelsy wensni alsni Loy

=

wareansiay dauszmalnglansiniduauiTndisun 49 WeTun 1 AL w.e. 2559

(Pharmaceutical Inspection Co-operation Scheme, 2016)
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2.1 NMIUTRUNIATFIUAUNHEAST TUAIUTENAYRILATDIFORELATLEY 91
@jﬁa Australian Regulatory Guidelines Good Manufacturing Practice (GMP) Clearance for

=

Overseas Manufacturer (Therapeutic Goods Administration, 2015) &3 Ylainmase %'55

al

ooamsAsiingnufiuguasn Ae Therapeutic Goods Administration (TGA) Favinmiin
muAuAEiAUguaan TINGREN wazanseengrsandenssy luseausema Tiudunis
AUNINTFIU GMP Lag TGA 350130139980 ULNANSUANFIUNIALTUNITANULIATEIU GMP
vesanufindneluinsUsemea Send1 GMP Clearance

TGA dvllunisnneldnguune The Therapeutic Goods Act 1989 lagdl

[

TagUszasaiiiolinnuduladuguilannielulsemeinazlasueivasndy dnunn uasd
UsgANTNIN 1119991nIN151N 81910 AN SUS LN EANTY WaENISVUEIENTAUTULULN
= A a ' o Y a1 A Y A a a
U aounnanslunaUszmna Jefesliuinsgruninmeuiuaaiuiingsslueaainside

TGA #8914 The Office of Medicines Authorization (OMA) ﬁmﬁ’lﬁaﬂﬁ;ﬁyﬂm
I migen Inegnuszaenaziiendnundmug (Sponsor) ABsduleNasuangIULanI
a0 uindnelus19UssmAlinsABILN1THENE130AAR0INUNIATIU GMP WBULIAY

a a [ P U o = ‘g = Y ) 1

anufnane lulssmadufvausulinow J9agaru1sadunssdoudisununuiganu
Australian Register of Therapeutic Goods (ARTG) uana1all Sponsor 9ABITULDNANT
nangufanalunisreaIgnzluusy

TGA ladavidannasniseaususiuiu (Mutual Recognition Agreements, MRA)
Aumilgauiiuguag1vesUsemady iawindseaninmlunisaivaunisuidaniy
ngsileu wazannisealdanevesinanenluislseine lngaveausu GMP Certificate @
Tuwarnu F9lufews19Usein GMP ol @0 uiikanen kadlisaulyin TGA aunsasiunig
p919UseuanuNAn lussUssmAEalaAle

2.1.1 n1sUseiliulena1snangIuLiiesusosan ufndne w3e GMP

Clearance A® N13UTELULDNAITVANGIUNITANTUNITNEATIADARTBINIUNIATFIU GMP

[
= 1

YosanUNNane lua1sUTEIA 1es1en15enansi Sponsor AgAesinunBuTuediu 1. Na

Y

N13n919UsEEU GMP Aseangn lagvmhgnusgimiuguagivesusenetu 2. MRA 3. iR

&9

a

anuindneluineUsene 4. uiasuIreanuIng GMP AUFTR 1wy PIC/S, WHO, EU 5.
U

YUAVDINANNUN WAL 6. L3870UNTITATIFUTLLAY LaedATUSTLIUY 3 kUU AB Mutual



Recognition Agreement (MRA), Compliance Verification (CV) %38 After TGA on-site audit
il
2.1.1.1 Mutual Recognition Agreement (MRA) #nag1uiindnanly
fraUszna seoglulssmaiiiniisnuiifuguasdlévi MRA agfiarsunanizionans
GMP Certificate atfutaqtuwindy
2.1.1.2 Compliance Verification (CV) 9gN215U1518IUHANITATI

'
o o a o W

Usziiiu GMP suawmamuigﬁmuﬁmmm@LLamsuaanmmfu Juiuenansieyaves
aonuiindnen %Q%a%asuaaamuﬁmammfwgﬂsuaamﬁuumﬁumummL?%&memémﬁmsﬁ GE
USnaudaunnsasannuani1snsiauseidiu GMP gsngazdentun1axuin A

2.1.1.3 After TGA on-site audit 9z WINTUMENFIUNTHALUTBUNNTB
fnuannmsiunsanusediu o ao TG

2.1.2. MnsaaUsedu a aouiindnelusisssine Tunsdiit Sponsor Ll
a1113011eNA1TUANFIUATANTUNITAINLUNTFIW GMP maqéwémaﬂumqﬂizmﬂﬁﬂu
Tagiunuansls wse TEA llanunsaussluenansnangiunisaiun1snuunnsgiu GMP
vouanetusnsUsemels TGA szuugthli Sponsor fureliinausuiuaouiindnelu
sadsemarey Swsannsavedunsdousfueld
2:1.3 mdndums (Snsuanifsudisam o Tuil 10 AIngIA W 2561)

2:1.3.1 a1Usgiduvang 1 ufeatu GMP (Assessment of GMP
evidence) $1A1Usz1784 9,135:86 UM (370 ADAANS00AINTIAY) Ronilaaniufindnse
sponsor

2.1.3.2 A19193unanguanidganumiuguasiluduseine
(Obtaining evidence from overseas regulatory agency) 51A1Usgda 16,049.48 U (650
neaansoRansIaY) Aenisanuiindnsa sponsor

2.1.3.3 AnTIaaUN1sUURRINNIATgIU (Compliance verification)
F1AUsTANN 48,271.88 U (1,955 neaasoeainsiae) devilida1udindnsie sponsor

2.1.3.4 Anvee1g GMP (Reinstatement of expired GMP) 51AUse3n0

27,160.65 U (1,100 noaasooaLnsiay) sonllsanuinande sponsor
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2.1.3.5 A0529U52 U GMP oy aaufindnenlusisuszine 517
Uszun 31,481.66 U (1,275 ABaaNS00aLAILAY) Giasfi"ﬂmsiwﬁq;:imm (nyelenlanud
MR Mleue szfesdamldinenenusavaniud)
2.2 msﬂi:Lﬁummg’mﬂmuﬁwﬁmaﬂusifmﬂizmmaaUizmﬂwm%ﬂ 1A
@jﬁa GUIDANCE DOCUMENT FOREIGN GMP INSPECTION (National Pharmaceutical Regulatory
Agency, 2016) aqﬂlé’dw@’ﬁﬂizmﬁ%ﬁﬁsmLsﬁwmﬁi’mmaiuﬂszmm%m% LHDILEAAY
Ll@Na@S1aNg1U (acceptable evidence) M@ National Pharmaceutical Regulatory Agency
(NPRA) Tiiiuinantuiindnglusisussmmanansa foRnumnsgiu GMP fduiiseuiulu
syavang waglasunseensuanuiisnululsswmeuade
aoufindneuanUsyinaunaloasdanniidun1saiy The Control of Drugs

and Cosmetics Regulations 1984 (CDCR) 33&LﬁuﬂgwmaﬁmuammmgmmimamLLazmi

AAINe Tag NPRA agsuiaveulunisnsnauseiliu GMP anuiindng1fifieenisasiuy

v A

nadovlulsammnadeiaouindnedu aursaUfURnuEasguatutagiuls deudn
szunzifeusniiu Drug Control Authority (DCA) ﬁaﬁu@w%mmuaﬂﬂimmmLaLG'?JEJ 9999
1A5UN159579@UNISURURRINNINTFIU GMP A3I8NISHAAILENAITNANG U (acceptable
evidence) 3o N15A599UsLAN GMP e anuiinda (GMP inspection)
Ussinaniaideifuaundnues PIC/S fauadudl 1 unsaau w.e. 2545 uduan
fadu NPRA Teldanmsgiu GMP magiioves PIC/S atfudlagtiulumstssiiuanuiindnen
2.2.1 miUsgiluenamdngIuiiodusesanuiinane vossemminiade
fifertmuslunstunzdeugiind fe Fesuansenatsndngiuiisuseriannsnujoa

o w

AULINTFIU GMP UB3aauinane1feanlagniigausgnivunniinuguwasd Ing NPCB

4
ArgauiueNaTNdnguAuTesIENIaUfTRMNLINTII GMP Yesanuiindng1uen
Usewmaniaide Tnefienansognslaognanils dail

2.2.1.1 Han3n59Usziiu GMP daufindnen lagntlgaumiugua
g1v03UssinaRaduau1dn PIC/S nSeau1dn The International Conference on

Harmonisation of Technical Requirements for Registration of Pharmaceuticals for

Human Use (ICH)
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2.2.1.2 namIns19Usziu GMP aanuiindnen Tnmeauiiugua
g1vosUszinafineogluuszimaedou (ASEAN countries) 1ae Listed Inspection Service
under the ASEAN Sectoral Mutual Recognition Arrangement for Good Manufacturing
Practice (GMP) Inspection of Manufacturers of Medicinal Products
2.2.1.3 wamanTavsadu GMP anuiindneiililddiegluysemed
mhsnuihiuguasduandn PIC/S dedpsldiunisasialasaundn PIC/S mirpnsiiu
guasiluanainglsy nienursnsinfuguasfifinisvirdemnaseniuian (Mutual
Recognition Agreement) iU NPCB
Tnelenansfiduiiie Acceptable GMP Evidence fin GMP Certificate wag
GMP inspection report
2.2.2 M3n5aUsediu GMP oy dauindnailugnalssine I}Eﬁﬂi%ﬂﬂﬁﬁ]%ﬁ’]
gtandmioazdeaduiutonaisveliinyiausuiiu GMP & aaudindneilusiisseme
TngagdesBuonarsvelinsiavsefiu GMP asuunasudismunlifu NPRA Fadeuds
ArldaneUsEanas 42,000 U Inguuuenas sai
2.2.2.1 lususesnsaniliuianisndnlagmhenuinuguas1vessy
2.1.2.2 swasdenmsvetunsfoudsululsymeunade

2.1.2.3 51uagnInagTung leudrsunal §msun1snesny

neidoummsu

2.1.2:4 Swavidunnasiunzfousi3u dudunisiasuaniui
NER

2.1.2.5 unuwiunanufinan (Site Master File)

2.1.2.6 WHULLUMN1IATIRABUANGNABY (Validation Master File)

2.1.2.7 Swazdunnsiiunssieindesdy wasfinnusasiu

2.1.2.8 1085 88ANSAUNNITEWINTIND Lazanufinanen

2.1.2.9 nilsdefusosanguaniiszyinaniufindanioniiagliiuns
ATIUTETIUN AN

2.2.3 Ardiiunis (@usuwanideuauin o Juil 10 nsngIau w.e. 2561)
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2.2.3.1 Asdumslutuneunisuenansyelinsiaussiiiu GMP o
aoufinanenlusinsUseine Ussana 41,055.42 U (5,000.00 Malaysian Ringgit)
2.2.3.2 me519Usuiiy GMP oy dnuiindnenlusinsUseing Uszanm
164,221.69 U (20,000.00 Malaysian Ringgit)
2.3 msUssilivanasgiuaninanelussUssimavasanssuigaaluf an
@jﬁa GMP Conformity Assessment of Overseas Manufacturers of Medicinal Product (Health
Sciences Authority, 2016) a13aaguledn Health Science Authority (HSA) ¥04a15150453
Aaalusiini i AuguaNIATgIUNITHARLATAITAIUANANAINTBIBN ANUNYUUEY

¥

Medicines Act/Health Product Act Tng HSA a1l uglioyginuaznsiauseiliu GMP

9

4

anuikdnenvaegluaisisussiseluiiluseey o dvsvaouindseniiotndundmieg

a

Tuas1susgaenlus N9LABINARNILENAITNANEIUNIIANTUNITAINNIATFIY GMP
(acceptable evidence) \uszey 9 Wwudu dsvnenaisudngruliilufivonsu HoA ay
fuiunsngIaUszidiu GMP  anuindneilusisUssmamugiie PIC/S atudlagdy

2.3.1 Myvsziiuena1sdnguiilasusesaniuiinang veq HSA azgausy
LoNaNTNANFIUTIFUseeIEANINSIUFURAINLINATEIU GMP Yasdaufindneuanansisasy

o a

d9AlUS (acceptable GMP evidence) MoanlaevitisusgNAITULALTN HSA Wodssuy

(Y] o

nsnTaUsEdin GMP Hunesgruiiaisnfussuuildluasnsnssdeelus Tneniisausyd
fifupuasnil HSA \Weledldunsgiu s

2.3.1.1 viheanumuguasndilu andn PIC/S musiensivsinglu
Aulad http://www.picscheme.org

2.3.1.2 whoruiiuguaslulsemaondouiieglu Listed on the
ASEAN Inspection Services LU a151350u558ulatiide Ussinalng wasUssmaniaile

ImaLaﬂmiﬁ?juLﬁa%a%maﬂ’iWawmmﬂﬁﬁamummgm GMP (acceptable

GMP evidence) A® GMP Certificate ¥38 WHO Certificate of a Pharmaceutical Product
%39 Manufacturer’s License %38 Manufacturing Authorization incorporating the specific
medicinal product(s)/dosage form(s) @ Establishment Inspection Report (EIR) L& g

nilidesusesanuzvesanuINGng1oenlag US/FDA (aa1uiinane1ignasialag US/FDA

v &
LADIUULDNATU)
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232 nMsarauszidiu GMP o @auiindnslusisUseing wnaa ufinans
TussUsemalsifienansvdngiuiifusesinannsaufifnuannsg e GMP 1¢ HSA 8193gvh
MsnsaUsEil A aonuinangluinasema TaegUssasdaztihondnndmingagfosdy
fvelinsaUssiu o aouiindnenluiissame suuuudesufirnuandounuuenans
FEUUANIN (Quality System Dossier)

2.3.3 Adifiuns (Sasuaniasuduia as uil 10 nsngIAu WA, 2561)

2.3.3.1 dUszifiuienansdngiuiizusesiamsaufoRnumnasg
(GMP Evidence Evaluation) s1m14Usansd 14,610.59 U (600 aoaansasalys)

233.2 mﬂsmﬁmaﬂmﬁwmmmw (Quality System Dossier
Evaluation) $9A1UszaNad 109,579.40 U9 slonilsanIudings (4,500 noaansaealus)

23.3.3 A1n139599U52u U aauiindnenlusiauszing dndu
Uszinmandeu $1A1Usza0) 438,403.24 U Aoniaaa uiings (18,000 neaansaealus)

233.4 arnsnsralseiiiu sl aauiindnenluiisussine dausu
Uszinalulowodeflaloussimaendeu s1nUssunas 487,114.71 UM fenisdauiinan
(20,000 peaANsAIALUS)

2335 @1n1901529U330 80w apuiindnenlusnsussine dausu
Uszinauan lguseide S1A1UsEUId 584,537.65 U RondeanIudinds (24,000 maaas
AeAlU3)

szUUMsiUsesnspanuiinanelus sUssmAre sUsnAlneeglusyaves

MsBuRY FatunsAnusEuUNIsSUTesATs AR TTRARe TussUsTInAvesTY 3
Uszne axfivsgloviflunsihanifudeyalumsimnssuunmssusesnasgiuaniuiingne

Tusnausemevaslsemelneg
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3. NSTUAUNITUIIITAMULES

a ¢ a v s

ASZUIUNITUSNITANULASIT DA NIA 357a796 (2552: 10-106) laaSune

wann1sNIsUIMIIsAIEslun1sinnu lngasuldinnisuimseudesazdeadudiumil

'
va

Y99n1391191 wazdesas i duiausssuensniinnsguisujuinmunzauiugsie tny
NTUIMIANNLEDIUSETNOUMBAINTIUAIS 9 tauA nsdeansuagmsiimuugiil Asmuun
ANIRAeN NMTUTHEUAMULEADY NTIANITATLEEN WazMSENANAINLAZNITNUNIU A3

WAASIUAINA 1

olmiﬁwummwmmﬁaulq—b

T
miﬂsm%ﬂfnmﬂm

msAeans I masyyaandes |<—> msiin

UWAazmMs Lu AAMN LAY

ALuzn I meAsEiATMAna |4—P mMFNUNIU
4

Y

I madsziiuaades I

<—>| massamsARea |4—>
[ A

AN 1 ASTUIUNISUSUISAIILLELS

fa: AnAned 357a0ed (2552:101)

3.1 n1sAREITHAzNISIEATLUET YZRaalin suanuAsudeyaainteinanse

sevinnugiiduladiudeianiglunaznieusnafng azdesgnaniunisaausludunaulsn
= o = P a & Y a P Y a

9 lngseufalseiiu ANEEY NaNAgiinTu uazluInaganIsANMLEeS LilalminA1Y
dWnlawswavesmudndulusdazianssudenisuugeiausssunisuimsanuideswes
29An5 Feautnlalviugdduladiwdsiuesdnsiu sviluselovdegraunnlunisyie
AvuAanINLIAGeNNA warviliglduladiudeaunsainanudeivigiuanaeiuunly
AATILNAUELT N1558YAMNEFNY Useiliundudes wasusnisnisildsuwaclaagng

N NASIY

3.2 ANSATNUAFAINLIAABY VDINITUSWITAMULALIILHANAAUAIUAINY

¥
= [y

ABIN1TVBIUARERIANT lagagdasimuanueid miun1sUssiluseAuAIUEeY Beusgiu

wleve nurny Wsedetaduvesmhenufiosdnsduaudn Ineinarinnudsazdedlasu
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MInumuegIreLies G nuindeuvesesfnsazdosmilinisluesrns uaznieuen
DIANT

3.3 nsuszduanudes Tunisuszifiunnudesazdsznousie 3 NsUIuns
vdn oA msszyaandss malesesinnuides uagnsusziiiuaEe

oA

3.3.1 ﬂﬂiizqﬂameﬁsqLﬂuﬂWiﬁUMWﬂawmLﬁaqﬁaqﬁﬂswﬁkyagwiaumqagiu
ASTUIUNITVINIU B9 BIAIUNT0DSUNYDINANTENUAIULE NI DANWULAULELMILNLIA
a )
NANULELI LA
3.3.2 NITIATIZRANULESS LDUNISYINANun e luALLEeS Lien1sdnaule
Hennagnslun1sinnisAuaes lnefinnsanianueg Jade iinadanisiia lenialunis
L9 WAYRATIAILLN
3.3.2 MsUszdiuaudes Jeyanlaninn1siasieianudswnyiglunis
fndula eMuuAIsALtUNIS LazdnanuANdIAgyIaInIsAtdunis Tunsalnszaue
Anuasseausulilaazdnalasunisianisiioananuide
3.4 N153an15AUL A L[Hun A EanLuINIInTTaunnITun1sIRnIg
A o a & ~ o P I o a o ¥
AAEES WAazMIANEUNIIIINLLINNTY 9 WeanszauANUEsseglusEauneeusuldny
6 Ql' el' o d‘:{' Y o a [y Ql' ¥ £y Q{' Y (-3
naugiAdssinmue Tunsailadudunisdanmsaniudeiss seauaudesdinsegds
LidugausufazdarinnisivuawunIsnulun1sInnIsANULEES
3.5 NSHERANIULASTIUNAY D9ANTIZABIVAALNITINILEUNISENRA LAY
NUMIUHANITUIUITA ALY IngiinungSuinvaulisgndalauiiiad1finnuuasnis
numuynduneunisuImsaudenduszey o lnedesasduiin davhsenu waziidoya
TUllunisnumunisusmsanudeaduseu 9
n1511U3sInN1sANNLEs T usEUUNITNAN TN FUTEININTFIUANTUTINER
g1lus19Us ALY @131501UNUN R8Nk UUTEUUY T998978 Al UUNISYINUBENIABL B4
lngthdeyanan1sAduNuInUNIL WagUssilluaundes ieviliaiunsanimuaionis
ALTUNIT NTAIUAN NITTENLBNAITUANFIY AUanUNHER A UTEImMATNTNUgIUAIY

A eaLaneneny Ingazdasiinsihfanuuasnumudusyezegsatiae
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4. NOWALBITZUY
N9 ufL¥e58UU (System Theory) © F3ns afisdens wagaAne (2556: 15-17) lgl
a g a A ° 2 Y = o w a A
asurgIndunguifanuisatrludssendldlavainvaty Tnelynd1Agyveangul Ao
ANUFURUSTeI0eAUsEnaUlusE UL Anuduiusuesdiugseiudiulug wiNveunay
gerUsgnauWenlesiuauilugnmsussgidmaneiinmuall lnsuwiAang uiessuud
psrUsznaudiAy Ao Jadetndn (Input), ns¥UIuns (Process), nawan (Output), naln

AuAY (control), MsUeunau (Feedback), @n1muanaay (Environment) 518agtaen fail

=

4.1 Yawiindn (Input) unefs esAuseneunseUadeniiendesiussuuty 7
wrlugnisaniiuauressuy Usznoufivaninwinaeuiiszuudainis Jadunineinsi

Usznouluse Au (Man), 1a3e9ans gunsaliwelulad (Machine, Equipment & Technology),

[

nOAy (Material), Runu (Money), 113539n15 (Management) unleluszuu welvlanandn
v
NRDINT

4.2 n53UUN15 (Process) Mingde Msauiiunisiduduneunudinu Tngn
Yadedudnunldrunssviunmsaulanandnineanis FaumazseUUe13dNa18nNIEUIUNIT
P % = A o v
eussaumanevesesnnsvsadmuievesnunnualy

4.3 wapdn (Output) 11188 HaflasuaIntadedindn LagnsEuIUNISTNUA
nandndudsndesnsludugaingvesssuu lneflliviate jusuy wu Tunszuiunisudne,
91IAMNEANITANAMNIN NITAANITFULAE N158ARIET MSURBUFULUUNERAS M9 N15an
AUVUNNTNGR NTAAAUYUNITVLEAS angURLYe

4.4 nalnaquay (control) nuede nalansedsnisnldlunisAiununse
nsvaaunsruIunsduliegnealiuse@nsam
4.5 nsdaundu (Feedback) nungis msthdeyanlasuainnsaiiunisves

L4 o [ s

sruvanaTIsvauduiussevitwandadudivane ietdilsuusestdadeludiuas

Y a o

N58UUNNS BeRUsunsatunsatbulduselovulunswaunUseans nnwueanseuiuni1shi

Y

WANANARMUU L8N ADING LA

4.6. @NMNINABYU (Environment) MUNED WSINANHUNINI8UBNTBNETY T3
a 1 a wa I3 1 Y @ A 2
finansenusiensuiianulusdns ansowdsldidu 2 sULuu A anmuandeuniguen

[

waranInwInaauN gl Fallsneaziden el
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4.6.1 anMuInaeuN1euen (External Environment) 31889 WSINENGY
aeuanesdnsiauaulild Tadamansznudednynnuean1suInITesAns 1y anm
\ATYENT dAu NSkl ngvidng

4.6.2 anmuanaeunelu (Internal Environment) vinede wsananauniely
09AnsTimuANly Jedamanszmusioasdnsuazmsviney 1wy nszUILNIHER
FeaunsadounmesunsaudtussEndng Jadeundg (Input), N5EUUNTT (Process),
HaWdn (Output), natnAauay (control), n15UsuNaYU (Feedback), #n1uInaey

(Environment) las18azidansianIng 2

nalnAuAy

4

Taderiwin =) NITUIUNT3 =) HAKER

o 3 ¢

Joudayanduineusuusaunly

A7 2 AN IBIAU TSN UAAYIBITSUUNG B 35 VY

Tumﬁﬂmwwmﬁﬁﬁmﬁm%"uiaqmmgmamuﬁw%maﬂwhwizmm%&ﬁf
aunsaumguessuvanld lnsldesdusenevdifay 3 esrUszneu Ae Yadeen (input)
N3¥UIUNTT (process) waznadns (output) dsnldidunsevlunisAnwissuunisiansan
fuseamsguanuindnelusinsUszine
5. (uATeiiieatas

MnmsEnsIsenuiiiiemiifenfunuiseaded Ae E-accredit nsiian
sruugIudeyaansauma Anenmyadseundngwnulagiuludsunalnglunisugdinig
VNI NSHAREARLUASHERENYRS PIC/S S1eavidon fareludl

5.1 MSNAILISTUUDLIAASAR (E-Accredit) 1ag 1n@s1ns duliines (2558: 93-

95) laviuide 1309 NMsiauIsTUUBREAAIAAIEYENISS USRS IUED UNEREN Y
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MaUszma AnwiAaiunanssiiunsiiansaniusesnasguaniuiindnelusiissyime
voaUsEmelng fauAuil 1 naneu 2555 w.a. aufls 24 manau WA, 2557 wagnudymmany
Usznns Ao fFuoune dawSenenasliasudunaiidmun dnstuvelisusesiuanen
Tushatssmadniu il mihisumvsuarivisuuzihegussamasananssns laifins
AmuakwInIN1saiunsnsdionglususeddndnuneiy lillssuuinwanulasndeves

1o W 1 o w

szuuguteyauazguteyaliifentussnirsnguiiuguaneusennaiafunguiifugua
wipannatavesdingt mndynidandnialdinisiauissuududamsiniienisve
fusosunmsguaniuiinanelussseme faduszuugdeyaiuidielfnshausni
uarilUsyAnsnmanniy

5.2 NIWAUITEUUFIUTaaITaUINA NUNITT Lannfysal (2558: 91-92)
dEnwsruugudoyaasaumdliidondodousinisings nisudn uaznisvie luaudsns
goelsiannsaaeunuioyald axdivantymmsfilavesingiivenguinodnuasuszay
Usenn 4 wazandavini1sviaueainslunisnsisdeudeyals Inenuiissuugiudeya
asaumaazdedddaulsing dnvazadrotunadldladeaiidenld uasinimaaey
JEUUNDUNITLET

5.3 msAnwdnsnmvadlssnuxdaeaulagiuludssinalnglun1sujua
AUNANINAIABNISNARBTIAIUNSHARE1YBS PIC/S Teysa Tusvuna (2550: 112-113) 16
Anuaasg . GMP vassvmelngdansisuduauiseeinisddeululdumsgu GMP wuy
PIC/S Tne@nwndnenmyssanuiindnsunuiegiuludssmalneiaiunsafuanu
Ta1nuArIg 9 983 GMPwuU PIC/S lanselil wanisaauniulssundnetunulagiu
Faum 79 ue wudn TsenuitansadfoRniudesinuaciie 4 ves PIC/S-GMP laviuiid
Wi 2 uvs Bn 57 uiie sesldiianegneuin 60 e wazlssnusn 20 wie lianunsawmun
T Gulumu PIC/S-GMP 1¢ Vafilsseutomunildsunssusowmnuinns GMP Aldisdum
npunevesszmalnglutagiu egslsinu Tssnudesas 41.8 danumiuinnisufifn

aMP Alidlauuy PIC/S Aidsruldlungraneluvasdu iesmeowdiiuan nudedunianism

fugnannIsueMIluwazAaUssmne
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uni 3
A5ALIUN153Y

(%
av A

meAdeiidunsAnwuuumednundutisnamis (Cross-Sectional Analysis)
Tneutamsfinwnlu 2 szee fe

szezdl 1 AsAeszsianiunisal (Situation Analysis) LilefiansansEUUTs
SusesnmsgiuanuiinanelussUszina limswaniunisal Jam uazuuimadly Tag
wusnsfinwndu 3 929 fie

97l 1 n9Isedaenans (documentary research)

2371 2 Msduawaiimii os uazdidsamyiiuyananeuen

2971 3 MsduAEaing (Group Interview) g5 uatan vieguny

o ¥ 1

1N UULITIYLANIT1NTEUIUNTTRITUNTUTRNATT A UNEne1 Ty

Y

1'% v

AnslszmAienauesad g s, Ainelduguins lussesn 2

s2EEN 2 NITWAIUITIUUNITNAITUITUTRININTFIUaa 1 udInEne Ty
AnUszmAvasUsEnalng d1iauss N Tz UIun1siasansusewnssNan UGy
| v D =i & via P v < 1% 9
AaUssmAia g oy, Megiduduimsiielvlimnumiuiasdalauaiusaimuseuy

'
a

N15NTNA ISUTBIRsTIUaR TUNRERE luR U sEIAIzaNduUsTnelng

[ [

SEIU8UATALIUNITIVY Ael

sz 1 n1sInsieaatunisal (Situation Analysis)
MTIATIERANIUNTAITEUUNTRINT U FUTRINIMT AR UTINAR Ty
AnsUszna TnedsnsAnwidsnuainuazidauiina iediasgianiunisaissuunis
fnsaniusewnasguanuiindnelusinsUsemea
29l 1
AnwenasuszneunsinnsaniusesnsguanuindneluinsUssmaile
vatunzideusueitindedaduilusiverandng (Check List Document for GMP
Accreditation of an Overseas [Non-Domestic] Manufacturer) Lags189IUNaN1301599 GMP

Y93ty 08, TIINSANYIUSUWIBUTEUUNTRNTANTUTIIR ST INaI WNHER e Ty
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A19UTEINARINLENEI1S (Documentary Research) wasUssindlng wazUsyinadu q As
& o = = U a 3
LA3D3500aNTIAY UsenAuaLle wasanssnsganlus

UsEansuasngunlagig

1. Anwingvinng 1nsgIuIsuuR nszuiunsaiiunisnegeaniineIteiu
N3a1sUsUsERNAsEIUaIUTNEReN luANUsEIMATIUSEIMA Y

2. 1NUTayaa1nsI8n1seNaIsae  NFUTENoUNTNITUISUTBWINTFIUTET

A a ] 44' & ~ o w Ao A o W )
anuvnanelusiaUszmeaiioveTunziisusisusnmiviedutiunlusive1andng (Check
List Document for GMP Accreditation of an Overseas [Non-Domestic] Manufacturer)

3. LAuteayanan13iasuIsusesunsgIvaniuindnenlud1suszma 910
FIUTYaNaN1INNTUITUTBRNATTILANUNRENL AU TENA AUst W.e. 2555 - 2559
YeanguMNUguanaeannan dtinegn ae.

4. \ivdoyaaInseUNANITATIY GMP 98sd11inen e, 1¥u 1enasa1sTive

a a | <3 1 a
Wiy nIaUsznulgmisyrinenasuseiiu

5. AN UTeULg uTTUUNITNAITUISUTOININTFINTBIaa 1 uNINGne 1y
AIUIENAIINBNAITHIN &) TABITBIAUTZUUNININTAUIFUTOWRTFINANUNNER BT LY
AUsEInaveIlssinalnetaza1Uszme As LASesgoalnsias Useimaniale was
a5130u3gAAlYS Tuusziiu fedl

5.1 Uszsnnaundn

5.2 MgnTI9UTEIY

5.3 {n33aUseiu

5.4 wwmensasaauseiiuvesUssnaiidu PIC/S member

5.5 wwmensasaauseiiuvesUsemanlalidu PIC/S member

4239 2

1y ¢ v Y v o A & Y o
nsdunwalld Mt e uavdieivyiluyananisuaniietdesiussuy
% d‘ a 1 A [ = L3
SusewnsgIuvesan unnGnenlud1eUsemaly Waufiuesy - naiay 2559 Tasdinnue
msfinidennquiliteyaingnisiny fe Wviid se. wazdilsavyiduuaranisuend
a 1% ) o A a ' A 9 v a
NeveatuszuuusesnasgIuvesan uinanenlud1aUseimaninuianudilawasdl

UsgauNTUMNgIBININN3T 3 U



21

'
a

1. WnthigsurvenujuRnueglugisimivdeya 9w 1 au
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1.1 #5ueuga wIehuny Mitdee1ninaafH1un155UTesan PIC/S

U

Member as13ludsginAvasan 91U 1 AY

|
o W Y o a A

1.2 §5voynan- v efuny Midenenguaniiiunisiusesan PIC/S

KY) 9

Member A529luANUsEWA 91U 1 AY

'
o

1.3 J5uongn SR unuy MIndg191nEnaniliingni1un1ssusesain
PIC/S Member 311U 1 A

2 g¥uannnY vIegunuy NFw1ngudnnliiiunisiusesnsgiuaniui

9 9

NANYTUANUTENA 37U 6 AU baLkA

2.1 g5uaun1nv nsaguny Ndw1ngHanIi1un153UTe9In PIC/S

Y

Member #573lUUsENATDINU 91U 2 AU

2.2 §5uaun1nv Msegunuy Nihdnnguaniniun133usesan PIC/S

9

e

Member A52luANIUsEmA 31U 2 AU
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1. g3Jefny AuAYY 31NLeNATT WareuIdeMNeITeeiUTEUUAITIANTAN
SUsRMIRIFIUanUNNERelusUsTIVe

2. {3Tuimuadseinu voulan warlassadraileont veswuvdunivalyind
lassaliinsounquingUssasduazilomuean iy

3. A59deUAMNINTBATEse tnenisiiwuudunivalildlunisiiudeya Ti
8191587U3NY1 15398UANINATIVRLTENT AIINATEUAGUAINTNQUTTAIALAEAIY
WLNZANYBINIY

4. udlvuvudumeaineuinlulgass

in3aellanltlunisidy

A3delseanuuuisnisiiusiusiuteya lealdisnsdunivaliuuislaseasng

(Semi-structured or guided interviews) \asgIngRdeanunsadnauiindnluuisssnud

1%
¥V =

waulaldegadasy wazdlidunivaliiausouansmanufadiv guues liniauaindszau
fitwualy Somdulsslenitunuise Wneiiussdundnlunsdunivnl il
Usgliiui 1 Jgwilfeafussuunisiansaniusesnsgiuaniuiinanenly
AeUsEINA
Useliuil 2 wuamsmauiledymifsadussuunisfiansaundusesminsgiu
anuiindnelusinsusema
N1337UsUtaYa
1. fupouniseSeunsise
1.1 MUMWITIUNTSH lnensauAudayadInunadeyanig o
1.2 taualAsansIne 1 inusaAnenNITUN1538555UN15398TuNyYe vaq
AnugLndvemans uningnduAating eveanuiiusey
1.3 ndniilduanuiiureuainanenssunisuda Wefuil 27 wguainau

W.A. 2559 FuTWINTITY insandeduyaraideInisazsveduniuel Inen1sinsieiin
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nureiunisdaluda laen1sinsdnd sedanunenisaanuiediannseting wazlunis
dunwalaslisvytenlvidunval udayldsiauwny
1.4 yihnnsiedeyarafidesnsvelidisudunwaingulagnisinsetdnnane
U 6
NINIANA
2. FURDUATIATIERAIUNTS (Situation Analysis)
2.1 An¥152UUN1TNITNITUTOIINIFINAUTNER luA1IUTTINARIN

[

Lona15 (Documentary Research) tAgatasivusenelng wagaralseina Ao 1A3053
= = v a ¢ A a ¢ = a
P0ALNIEY USTMAN ALY wavanssusganlus iedinsieiiuSeuiieuseuun1siansan

SUsRMIRIFIUAN UGN WU ST
2.2 AnwonansUsEnaunITNAITUNISUToININTEINaR uUNNane Ty
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N9150015U509NASFINAD T UINEA L LUATIUIEWA Lazfn¥15189UNan1InTI95UTes
wpsgIuanuinanettusUssmevosdningt sy, weduasziussinulymvesszuuns
fsunTusoInIgIuanIuNGaeludeUssme
2.3 dunrealid i wazdBersgiiluypaanieuen Mnerdesiuszuy
SusansguanunnaneilusinsUssinavesUsemalng wazdndunuaingudSuayyn
wioRuny Weasulsyinulamn waguuavuile
2.4 g3Us19uuImeluszuuNIsRaI TS usesNInsgIuan 1 uinan e by
Arslszme dielidming ee. Meeduluims fAsanszuunsinnsanfusesnsgu
anuikanenlusaUssmanvssauiuUsemelng
a ¢ v
n153lATzvitaya
Tgmnud fovar TumsinsendeyananisinnsansusennsgIuan uingne
lusaUssine
a ¢ a a ¢ & . =
N153LAIIEMTIAUNIN LaaN153LATI8M BN (Content Analysis) Ainw

A0UNNT0) WAEIINTEUUNTRATNS T MITINAR AN AR e Tus s ssinAT g aN iU

Uszinalng
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Flow Chart for GMP clearance

= LS FD all locations, not complermentary medicines
& Medsade in NZ ondy, not complementany medicines.

Yes No + PI/S Reguiators in cwn country only

fi17: Australian Regulatory Guidelines GMP Clearance for Overseas Manufacturers

17th Edition
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JuAuN Uszina Souaz

N = 80

1| asnseusgBuiie 17 21.25
2 | as1susginvia 7 8.75
3 Usgnadiiu 6 7.5
4 | ansvenandnsg 5 6.25
5 FeININTAUY 4 5
6 An3goLIsM 4 5
7| aensusgusTvInuAY 4 5
8 | amiudansnsnuigwesud 4 5
9 | wnIeigoeaniay 3 3.75
10 | asnsusgeena 3 3.75
11 | $1901813NstAuN3N 3 3.75
12 | ss1sausgeSaaa 3 3.75
13 | Ussinelesuaun 2 2.5
14 | arsnsausglaunnise 2 25
15 | ansnsuSgaaailn 2 2.5
16 | aunWusigais 2 2.5
17 | UsswaiaLae 1 1.25
18 | 319911ANIHEOIUAUA 1 1.25
19 | UAUTIINLALERINILINEIS SUTIUTEBUIY 1 1.25
20 | as1seusgluuaun 1 1.25
21 | swenandnTainu 1 1.25
22 | as1sausgnsh 1 1.25
23 | asnsausgiullaniu) 1 1.25
24 | as1susgiusaun 1 1.25
25 | asnsusguean 1 1.25
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vainsfmi__ waslede. o Ernail Address

Fmdliwuusdngufieszneumsiinnsan wandasmmuuuuriefunssasu/Usaduy
numuenaslszneunsisansenideiuseannsguanuisine lusitssme (dasiu) iove
Bumaisuirfusiiwdadadunluseiandng ( Check List Document for GMP Accreditation
af an Owverseas [Mon - Domestic] Manufacturer ) fiunsade
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WUIHLWR

Plant Master File for PIC/S member & Certified Audit by PIC/S

1.1 Fagniludeduta wlesruiidin e fufBeeluhal ool mSSagn Rl

_ Hame and official address of the manufachures's head ofice

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

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

= identification number of the sbe as eg. GPS details, DdlebeS (Data Universal Mumbering System)
Humber (2 unique identification number provided by Dunifiadsireet]) of the sie or any other
gecgraphic location system

1.2 FugeifersfufienriunTiedne

= Copy of the valid manufacthuring authorisation bsued by the relevant CompetentAuthonty (Appendic 1%
or when applicable, refierence to the EudraGMF database. If the Competent Authority does not e
manuacturing authorsations, this should be stated

= Brief desrription of manufacture, import, export, distribution and other sctivities 2 authoriesd by the
relevant Competent Authorities indudingioneign authorities with authorised diosage fomsactivibies,
respectively; whene not covered by the manufactuning authorzation

= Type of products oumently manufactured onesite (Appendix 2} whene not covered by Appendi 1 or the
EudralaiiP databarse

= List of GWP inspections: of the site within the last § years; including dates and name/country of the
Competent Authonity having performed the inspection. A copy of current GMP certificate [Appendix 3]
or reference to the EudaGAWP database should be incduded, i avallable

e

= Desoription of nonspharmacewtical activities onssite, £ any

21 nﬁmmimmmﬂﬂm

= Brief desmription of the quality management systerns run by thecompany and reference to the
stancards used

= Fesponsibilities related to the maintaining of quality system includingsenior management

= Infomation of actiities for which the site & accredited and certified induding dabes and conterts of
aocreditations, names of acoreditingbodies

2.2 evildsdh ulnfusdadeg

= Detailed desoription of qualfication requirements {sducation and workexperience] of the Authoroed
Personis) / Qualified Percon(ziresponsible for batch certification and releasing procedunss

= General description of batch certification and relessing procedune

= Fole of Authorised Person # Qualified Person in quarantine and neleasecs finished products and in
asseszment of compliance with thebarketing Authorisation

= The arangements between Authorised Persons / Qualified Persorawhen several Authorised Persons /
Cualified Persons are mobsed

= Statemnent on whether the control strateqy employs Process. AnalyticalTechnology (PAT) andsfor Real
Time Felease or Parametric Aelease

23 rrvherrianrdrmesweduscd i ein wlaginiie e

= A brief’ summary of the establshment/knowdedoe of supply chain andthe extemal audit program

= Brief desoription of the qualification system of contractors, manuiacturers of active phammaceutical
ingredienits (AFT) and other itical materials suppliers

F03-184 (003050825 56)
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= Measures taken o ensure that products manufachured are compliant with TSE (Transmitting animal

spongiomm encephalopathy) quidelines

= Miexcunes adopbed where counterfel falsified products, bulk products {Le. unpacked tablets), active
phamaceutical ingredients or excipients are suspecied or identified

= Lise of outside soentific, analytical or other technical assistance in relation bo manufactuee and analysis

= List of contract manufacturers and laboratories including the addresses and contact infamation and
flow charts of supply=chains for outsourced manufacturing and Cuality Control activities; eg.

sterilisation of primary padkaging maberial for amephic procesess, besting of starting
raswmatenalsetc{Appendix 4)

= Brief overdew of the responsibility sharing between the conbract giver and acoeptor with respect to
compliance with the Marketing Authorisation fwhene not induded under 2.2)

2.4 s

= Brieef desscription of (R methodologies wsed by the manufacturer

= Soope and forus of QR induding brief desoription of any activities which are performed at conporate
lewved, and those which ane perfomedlocally. Any application of the QAM system to assess conbinuity
ofsupply should be mentioned

2.5 M TR Rl e

- Brief desscription of methodologies umed

= Organisation chart showing the arangements for quality manasement, production and quality confrol
positionsftitles (Appendix 5], indudingsenior management and AuthorisedPersonis) / Qualified

= Number of employees engaged in the quality management, production,quality conbrol, storage and
distribution respectively.

4.1 hﬂ‘l‘iﬂﬂ‘lu‘d {Fremises)

= Short description of plant; size of the site and list of buildings. If the production for different mankets,
Le. for local, EU, WS4, et takes place in different buildings on the site, the bulldings should be lsted
with destined markess identified (if not dentified under 1.1)

= Simple plan or description of marufacturing areas with indication of scale (rchitectunal or engineering
draaings are nat required)

= Layouts and flow charis of the production areas (Appendix £) showing the room dassfication and
pressure differentials between adjoining areas and indicating the production activities (Le.compounding,
filling, storage, packaging, etc.) in the rooms

= Layouts of warehouses and storage areas, with spedal areas for the storage and handling of highly
tosdic, hazardous and sensitizing materials indicated, i applicable

= Brief description of spedfic storage conditions F applicable, but not indicated on the Lay-outs

411 afvirEvu heating, wentilation Wiz air condiioning (HYAL)

=  Prindples for defining the: air supply, temperature, humidity, pressure differentials and air change
rates, policy of ar recroulation (%)

2112 afvuimnn R luan e

=  Quality references of water produced

»  Schematic drawings of the systems {Appendix T)

1413 elvwinreiumanrsdaludy seam, compressed ar, Nbmgen Shafu

a2 ndasfeazguimel Equipment)

221wk ifderefun shaecruge il iy

= Listing of major production and control laboratony equipment with oritical pleces of equipment
identified should be prosided (Appendix B)

122 MR e LA IR

Fr3a184 (0.0 5050825 56)
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=  Brief descripbion of cleaning and sanitation methods of prodiuct contact surfaces (Le. manual
cleaning, automatic CleansineFlace, etc)

223 seuuildeapianed

»  Description of GWP oritical compubensed systems (evcluding equipment specific Frogammable
Logic Controllers (PLCs)

Desoription of documentation systerm. (Le. electronic, mamusl)

Whaen documents and records ane stored or archived offssite (including pharmacovigilance data, when
applicable): List of types of dooumentwirecords; Name and address of storage site and an estimate of
time required retrieving documents from the offesite archive.

&1 viereiefiniies (references to Appendix 1 or 2 can be made):

~ Type of products manufactured induding

® |t of dosage forms of bath human and weterinary products which are manuiactured on the ske

® |t of dosage forms of imvestigational medicinal products (IWF) manufactured fior any clinical trials
on the site, and when diferent from the commerial manufacturing, information of production aneas
and personnel

= Tawic or hazardous substances handied fe.g. with hish pharmacological activity andifor with senaitising
properties)

- Product types manufactured in a dedicated facility or on a campaignbasis, if applicable

= Process Aralytical Technology (PAT) applications, if applicable: general statement of the relevant
technology, and assodated computerized systems

E.Z NTIRTIRETUNTEUTUNTS

~ Brief description of general policy for process validation

" Policy for reprocessing o reworking

6.3 nrvdnerringiusacadaiuf

= fmangements for the handling of starting materials, padaging materials, bulk and finished products
including sampling, quarantine release and storage

= Amangements for the handling of nejected maberals and products

Desoription of the Quality Control activities carted out on the site interms of physical, chemical, and
micrabiclogical and biclogical testing.

B.1 s eerio the part under the responsibility of the manufacturer)

" Types (wholesale lcence halders, manufacturing licence holders, etc) and locations (EWVEEA, USA, etc)
of the companies to which the products are shipped from the site

= medicinal products from the manufachurer

= temperature moniboning control

= fmangements fior product distribution and methods by which product taceability s maintained

= Meanures taken to prevent manufachurers” products to fall in the illegal supply chain

B2 SaTealeu Sewrmiemeadindom whznTilonfuniofuod

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

= Shart description of the self inspection system with foous on oriteria 1sed for selection of the areas. to
bie covered during planned inspections, practical amangements and followsup activities.

e funm

Fe3= 184 (0.0 5050825 56)
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wiRALE

tRTREE LR R FINBENET Plant Master File for Non PIC/ member ses Suesfenifrdeeesrdaniud sudmses Geesseond
wisifeussqunaeiflflumseBadduery wlawgy Plant Layout Ussneu

Endunidfdnelubamalfunesmdsai Taa abseufldlif s memberd

avniiirdedamundhytetulurmesnds e ervidlusingnyed S
feammAunenlusinizmn da

Tmnm HEEn

Plant Master File for Mon PICS member or Certified Audit by PICS

feyeilifunide Wearuiifiinfefudulnelub s nalnedfoyeksahd:
.« fo urstlesfuluprsiomdiling
.« SedrelieosarnfBaeiinu ol edaliasnnlunmsamn
- varnenbefmlusslwiens saen 24 Sl ARakld
» FednSiluf (fusoinendedarmdicde
- iz Wlpanenn st Saiduriof;
« Segymfr Tt lun Redlusledientu (enaBn i funrafusanlu)
eysiugruaniiin (General St Information)
- feynarrufkBaiiluhedvednfamd resalwdouseffiflunreden, weidhEnamedin

- fralnemaaninuistey (Ehoehullasew malsinu

« mnceaghiuan mfeerslassen rderfuneu it aeadlindnan

« dvulueynyweSaTls il e dannh e e lumgandingr

* ssybiedna ARl umsR ey 0P Tasnbhenussratrediuliv Gap Tadha s wbesmdee
thswefiannfedindolmaimeful st fuliseuamna o asing who Gk

- sy rarrtusynrwiug o Tungrmelafosieternns Gy e unmSean
Tifusnnaednenlasmnnenuliuy fhfumdilhmefuemng v eeing WHo, aedn 50 dhaiu

» wwyslnsriinde erflineden dSumes sndrmsussyfuka

« TisnssyifvdanBaueslatirhaad sy mdfimshdhdulimaeind rilufuemamsnie

« feltnesafanmunredslusufe el el el n i

« s e da it ilErennede resryreendoadl
* pueniinlinannfle
» mefrsondafiudeisializmarmiiaba
*  suflendinfuatilldudhdslfvnarmdeda af Poduct name Wisiand reme)
« yErsdanmfin gt Smene Sty issue)
- Yy TesEluaCuality system management il sTuRgUN )
v
TirriUdjif (written procedures):
- vt raw materils, packaging materials, inbermediste and bulk products
- SR RERUALELTR wasnTHnaRIIE supplier
= Receipt, quarantine, sampling, O testing, storage

= 115 release matenals {raw matenials, packaging materials, intermediate, bulk products 1l Snished
products ".‘m:l

[ltsarsryuenandineing LanhilneesBunad @ s nrhuandhaiufmeuluamnysia, rammnafen ik
mﬂmmmmﬂnhﬁwm. Production, O, QC, Technical! Engineering Support, and Sales/
Distribution departments

Errumdinen (rdimnad parttmeiubtime i iR endms o eaeneard
suluusderminn el quality assurance, production, quality control, storage & distribution, techrical and
engineering support senices lneldinmuanduusamomiingm gndn i T partetimes full-time WeTTIH
nwihiPubmethusun g ludnddedoatummeBnfs

Eiluanirnassrdrersdnaunsrsmnrntmiluses iy Semi

FL-185 {0ul-8-D5080558)



winAZ/E

84

THENT

WA

Teuszilin Job description, qualfication sz experience tammﬁmiﬁhﬂﬁﬂmhmﬂwm 0|

ulsnreueninmaaysaing vads :ﬂmmﬁnmﬂﬂnuﬁﬂwuhm

mnm-vd:M‘hﬁmwﬁqmmﬁ'mwﬁn'umihmuua:ﬂmimwnhwiﬂvmhmmﬂmq
iy e Bsesren A lulsirsdslimenrnaunm Wa schedule S WS agarmbis 3l Huful

U, enavadueyy, Tuflnfdfadas wesnmde:

Brrrsudj (written procedures):

= Gownirg procedure (for Clesn Rooms and Ervironmentally Controlled Areas)

= Personal Hygiene

= Pre= and Post- Employment Health Examiration

= GMF Training Programme for manufacturing and QCAOA laboratony personned

wnaEviathsayy (Supporting Documents)k:

= Training schedule

= Health examination schedule

il e Becards):

= A sample of Health Examination Record fior a production personnel

= Samples of GMP Training Fecord of an operator, a production supensisor, head of production and head
of QaOC

rymile (Photographs):

= Charging room

1.1 anufl (Premises) Tnedrmendendd

D T T

* Plant layout uaRsswi wwranltdnrh 1200 Wewwirnrsmeadulfoh dua S drea us
Tracfursie lnsedunmedumbi Ara fragitingd fa seea Tn Hdntinbests niafey
persannel flow, material flow, waste flow, Pressure differential, clean mom classfication TWERRu

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

{rooms)

= A floor plant layout indicating locatiors of all the production equipment, and wtilities induding
location of water treatment plant, air receivery’ dryer, chiller, AHU or HWC systemn

" A floor plant of the warehouse indicating the following areas: storage areas for different categories of
matenials including raw materials, packaging materials such as containers, printed packaging materials
such 2s Labels, product inserts and unit boxes, intermediate bulk and finished products (receving bay,
dispatch bay, quarantine areas, rejected area, recalled or retumed materials or product areas, stoage
area for storing highly active materials or products and sborage area for stonng highly flammable
materials or products

3.1.2 anvermduinenainafod qumhmnﬂuﬂﬁﬂﬂuh:mmﬂm1muﬂrﬂ'lﬁmﬁ

3.1.3 Taglerraafrreaaniy, e — thzguaswiiing ludnees processing areas Famum, packaging
areas Was critical storage aress

3.1.4 wurmivpsdvereesanfl

3.2 ssuuEnssglnn {Litilities) TnaTrnzBondsl

121 aIrEEIAE A (Hvac systemns)

= AHLKs) and their capacities

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

= An airflow diagram {indicating the air supply from AU and return air, pressure differentials,
temperature, humidity between adjoining areas)

= A floor layout plan indicating, if applicable, air dassfication of the roomss areas used for manufacture
ard packaging operations indluding weighing {dispensing) room, changing rooms and sampling room

F=[rt=185 {Du0-8-00082558)
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TN

» ARl EG TR VIR TI R EUIETYR {air manitorning system) whrTsesulmersruuaSsRadlunsd
finrv HvaC shaulBluansitenn

= srywlinen fitter unzlelnEnniio: (=g Bag 99% efficiency, HEPA 99594 effidency and the
rumber of filbers)

3.2 7 arerenn (vater systems)

= alnerissater quality, water purfication systems, cleaning, mainberance, sanitation, monitoring of
quality of water sasianeifurio:

- WHUSTIB] vater systems Tal el mamsRaRTd, Renaine, TRt Material of
corstruction, Types of valve used, Type of Pipe works, Filters, UV Stenlizers, Pressure: Gauges

utn B rUdjR, wnavimiueyu, Tufrdfienfas uasnmde:

Trrrsufjiii (written procedures):

= Cleanirg of premises (warehouse, production area packaging areas)

= hainterance & cleaning of Wl systemn & other oitical pharmaceutical utilities

= hiainterance, deaning and sanitation of water purification systemn

= Microbiclogical (enwironmental) monitoning progamime for manugacturing and primary packaging areas

= Monitonre/besting of warter quality including the type and frequency of test

= Pest Control programme

= Temperature and relative humidity monitoring (for warehouss / storsge area))

= Storage of highly active materials, flammables, corosives and other hazardous substanoes

B IR (Supporting Documentsk

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

= Microbiclogical (Emvironmental) monitoning prosramme schedule

= Storage condition (iemperature) mapping of warchouse (storage aeas)

= Humber and location of temperature measuring'monitonng devices or temperature reconding sensors

in warehouse, production aress and or primary assembly aness

e fifeafas (ecords):

= & sample of deaning record fior premise (e.g. warehouse and production anea)

= A sample of pest control recond

= A sample of test report of water & trend arabysis data incorporating at Least 20 data

= A sample of microbiological (errdonmental) manufactueng recomd of fscion area

el e (Photographs)

» Siowage area for flammable Marcotics or high-risk materials

~ Reject area
= Retumed soods. area
= Receiing area for incoming matenials
= Sborave area for raw materials, package materials, Printed materials such as Labels, finish products
= Cjusrantire area for starting matenials and finshed product
13 guinsed (Equipment) Tandiswaalonkal
- surfagursifisysin uweswendweasaunsainrad ey ey
= Maintenance programmes (including planned preventive maintenance and break down maintenance) for
equipment and its documentation
= {alibration programime for measuring equipment and recomding instrument Mearss Methods for tracking
scheduling of calibration
. {ﬂ;lalﬂh‘ﬂim'l‘ﬂ.ﬁ compubers, microprocessors, programmable logic control ua:ﬂﬁq Tuaeedi
wn Ui, wnevaueyy seshdnfifadec
Hﬁ‘i‘lﬂﬂﬂ (written procedures):
= Mainterance of manufacturing equipment
= Cleaning of manufacturing equipment
= Cleanirg of production vessel and connecting pipes
= Calibration of weeighing balances and other measuring/ monitoring equipmeni

F-O%-185 {Du0-8-0%08:558)
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e
E
Ei

TENT ]

ARy (Supporting Documentsl:

= A list of manufacturing equipment with number of wnit, age and oubput Capacity

= A list of packaging eguipment with number of unit and ae

= A list of guality control irstrument 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 maonitoning Equipment calibration schedule
= A sample of productions’ quality control instrument mainberance schedule
uRnfifieriias (ecords):
= & mmple of calibration record of a weighing balance
= & mmple of deanirg recoed of a production equipment

B R LA SR TURLILENAT

iR, enavauey sl e

BrrrmuUfji# (written proceduresk:
= Standard operating procedure of dooumentation system
= Documssnt control procedure (indluding the design, preparation, approval, revision and distribution)
= Document change control procedure
= Control, storage and the peviod of rebention for documents. (induding master documents and batch
related documenis)
= Amangement for electronic or microfilmed reconds
= Hardling of process imanufacturing) deviations
= Handling of O0% and fallure investigation
wniatuaywSupperting Documents):
= Manufacturing deviation index {last 24 months)
= 005 and failure irvestigation index {last 24 months)
= Charge control index (Last 24 maonths)
i fifinrias (Recards):

= A sample of raw material approsed supplier list, specifying Supplier reme, manufactuning site address,

material and date of approsal

= A sample of manufacturing dedation recoed

= & sample of 005 ard fallure insestigation ecord
= & sample of change control record

edundureumsuiunede valdimeunsrumedeiiy ldleanfuendmey weliseerymrdned
prruplusserfumeumaninumal s Tay wemissm sdeuasmasBandafusaniSenle’ Non sterlef Biolagical
products’ Specifically tosic and hazardows substancess Packaging only’ Contract manufacturing {kind of products)
Drug fior clinical trialsf Other) wbs dosage form (Liquidd' Solid/ Semi-solid dosage form Chafu) Lﬁﬂﬁ"ll‘f

s v Ee AR Sfusanll wirdnsads pericllin / cephalosporn, cytoboic WiE dioactive substances T
sl i lunsqueefeafind

e nrfumen packaging WhrrsenuBans filling, labeling ueedumiid iy MR sy Tasurs i fldiu
sachets, tamper proof glass containers

edvwrmn i@y reprocessing ¥Wie rework

edvrwinin s nauriams reject TagRuussalinfum

FeLim 185 {0u0=8-050805 56}
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edupnilevnilteanter dndunind validation / qualification %81 clean room, laminar flow hood, critical
production equipment and oritical quality contral instrument wessurEERmEITunTRR Validation Hhurrseen
kil amangements of dieaning, process, aralytical method, water system, container diosure, computerized
systemns validation ua:&‘]

utnr B iR wesenatafume

iR (written procedures):

= Control and issuance of approved aw r = {from warehouse to production)

= Control and issuance of approved packaging maternials {from warchouse to production) and codeds
printed Labels for packaging operation

= Control and handling of mw material dispensing fweighing)

= Batch numbering systerm

wneEiathsayy (Supporting Documentsk:

~ Material flow (ie. movement of materials from receiving of incoming starting materials at the recehing
bary, release from store to production, movernent of intermediate bulk and finished products from

production to warehouse, storage and dispatch for distribution)

= Waste flow (movement and disposal of waste materials)

= Yalidation protocol of a container diosure systern

mWMMEqummﬁinmﬁﬂﬂm%munmmn sanhoafusenenfiiardasty
SELLETYIURLAILAT (HU test methods, anatytical testing, packaging component testing, biclogical and
microbiolpgical testing

utnsEn IRy

wnaviEisayy (Supparting Docurnentsk

= A list of reference standards

= A sample of “quarantine” label

= A sample of “sampled” label

= A sample of “pessed approved/ released™ label

- A sample of “rejected” Label

= A sample of “cleaned” label

» Seability study schedule

e Brlurm i P hialygehiamdiereliieneds

utnr B maudjiR wesenatadueme

iR (written procedures):

= Contract marufacturing and analysis (Use of extemal, scientific, analytical or other technical assistance
in redation to manufacture ard anabysis)

= Chalification fapproval of 2 contract acoeptor

wnaviEisayy (Supparting Docurnentsk:

. ﬂn'm]'h:I\.rma:ufmtu1H‘L:rnnamnfm*nrﬁ”nmuummﬁﬁnmm;ﬁmi@m?ﬁhmﬂnha
wreBnerei fRmanneemy GMP wleurwisridurfonm delfieernudfilachsiafusden S
eanndamrzmAPume fend

» Fairerraenlaaren ke riueda i e

- snsrwsrnASedndunsh st fosle wemmbsfurramers ko iafud

FeLi-185 {Dull=8-0S0805 55}
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wihAGE
duRy TEnT iz VR
" & list of contract marufacturers fassemblers feontract testing laborabories engaged with soopes of the
contractis) Le. For each exemal service provider, plexse provide the Name, Address, Telephone no.,
Fax o and briefly outline the senice provided. For each extemal contract manufacturer, please also
provide short description of its quality system, quality policy and audit programme (self-inspection or
audit by external organization undertaken)
= & sample of a acoreditation certificate or supplier audit report of a contract acoeptor
= A sample of the conbract agreement
edumifanfurmslamaessroemiutndnedudesdfnd
un iR wesihdinddledos
HrrmUfji# (written procedures):
= Handling of product complaints
= Hardling of retumed goods
= Hardling of product recalls
= Distributions’ Export of finished products induding security and safety of shipment, ex-factory to end
wser {both local market and overseas market)
= hiode of delivery, shipment and storage condition
e Becards):
= & sample of devation and/ or out of specification {005) record
= & sample of product complaint recomd
= & sample of product recall record
edumfanfissrunrirraaausmas sadiefilseneusas sel-nspection team nritmussadusrsatosluns
R T AR LD
B, enemadueyy sl des
T rifii@ fwritten procedunes):
= Selfsirspection programme
whariatheyu (Supparting Documentsy:
= Selfsrspection schedule
Guin e e Becards):
= A record format of selfsrspection {a blank format anty)

EnsEERIEn AR TR e T EnsiE BRTa U Lataala unqdn'mﬁ"lﬂunwim wimuzUnmwlsznau
syl Uz (it Steriles Non steriley Blological products/ Packaging only’ Contract manufacturing (kind
of products)’ Drug for clinical trials I.ﬁ'l."l.l] uas dosage form {18y Liguid/ Solid’ Sembsolid dosage form
ihofu) vaanBafiuste i raussadanivlade
Anrual product review s 3 1 dan
s rdeenfastwlafs nefuadndnnede W higblight drea Ao o
[ fuanesly Plant Master Fle)

21 Ao (Premises)
uendfirmsiacns e wissdnsifrdodurmaBasmemnaeifarusea s dmlade madlifuenan
lt Plant Master File TnslfBfvadute wemndoufieda i)
utninmide [Photographsk
- S ludndfendasfunsnuneln
- nvl gl wilaadng TudhaidienBasfumeunanyedn
= Recefving area fior incoming materials
" Storage area for raw materials, package materials, Printed materials such 2s Labels, finish products
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= Quarantine area for starting materials and finished product

2.2 seuuangringlng (Utilites)

el risenlenlradinlvesnnntidisnama (Ventiation System), Alr flow design, Alr flow diagram,
Filter design, Alr flaw pattern wrrsdu i ssrunmadaddsranlsaseimlode et
ventilation System uas highlisht Area fillndas

edwrirrsasieniaudinuue water system, water quality, water purification systern 3084 713 cleaning,
maintenance. sanitation, monitoring of quality of water LA R T e N e TS B TR T
szeadastmladie

uinnvmiae [Photographs):

- srvurmshase i s s Baenfut ol

- srruid Tudufifandarfummnunmedrniasdndods

2% guinged (Equipment)

rweclunrl$rnmespinhdnildlumarlauacn v asipnunm owrednd s nrsaefSa
nzsadustmladio o fo B {u Specification aw Bufu

wunv e [Photographsk

- ginsuinrieilin ursunkereinurmludndiedafrmernersienfBrraniradadnldin

s enarmiuAyy wesufinlierbas

- List of 50Ps faflerrdon (marmdlEinffuenariy Plant Master File Taslfszydells sops flfndan)

- i vfufinerredng 1 furrsedn e rTuTiy) LR TURLIALITR)

eyl sfumeursoun s Baid iyl aea B rdurey Susnrriudhiaody mada msmuseuerm Tnda
rviieeehusdintniiutg TrerseyBaaomadl wdosla weglmoild Sermnsndaldnnmmawnada o
iorsad o drafidbndalunedinon i flunsrnurm sl flinnssasdadndals

usnr BT ana Telump wsirmine:

'iin'n'dﬂ'ﬂ [written procedures):

= Control measures to prevent contamiration, oross contamination, adulteration and mix-up

" Preparation, approval and handling of master formular, babch marufachuring (processing], records
(BMIR) and babch packaging records (BPR)

= Batch resprocessing/Fe-working

wneiEiuayy (Supporting Documentsk

- & list o rarw materials used (amwiesiasiud)

= A list of packaging materials used {including containers, caps, stoppers, labels, product irserts, unit
boses and outer cartors and E'.l:!(l.l!'ﬂ‘hsh"l#imh{'li

- duftnmermefedn 2 0 Soundfidadelunarriiastud (master production log (Last 24 months))

= Validation Master Plan {(VWF)

= i}, 0 and P} probocol of a typical production equiprment [ raria s

= Cleaning Validation Protocol e R

= Walidation protocol of water purification system

* Compuber validation protocol of a typical software wsed in production or O laboriony or warehouss
{F ary)

= Cualification protocol of clean room andor LAF (i amy)

= Aseptic validation protocoll (F any)

il (Photographs):

= Samplirg area

= Charging area

= Weighing area

= Production area (including all critical processing aneas)

= Filling area/primary packaging areafsscondary packaging area
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Crescription of the QC systemn and of the acthties of the QC department, including element of QC system e,
test methods, aralytical besting, packaging component testing, biological and microbiological testing

R mues fus e fifote Sunmensauatminaen wwsdadld lunsramsBaei
prrmnbizaadaetnded

installation, Operational ard Performance Qualification protocol haniea i dwil

Zample of specifications for: (anruiseduiv)

= A raw material (active ingredient)

= A raw material (excipient)

= A packaging material [eg. container (wial) and etc]

= A printed packaging maberal ez label, product insert and etc)

= A finished product

utnr iR e vielum wazimiee

i@ (written proceduresk:

= Charantine and relezse of e materials, packaging r s, intermediate bulk and finished products

= Preparation, approval and Bsuance of stabis labels including”quarantine”, ‘sampled’, ‘passed” or
“released”, ‘rejected’, ‘cleaned’, ‘not in use’ and e1c

= Control of re-test of raw materials

" Hardling and disposal of rejected incoming’ production @aw  materals, packaging maberals,
intermediate bulk product and finkshed products

= Procurement, Storage, Handling and use of reference standards and Laboratony reagents

= Storage and hendling of retention samples induding raw materials, packaging materials and finished
products

= Sampling method and samipling plan of raw materials, packaging matenals, intermediste bulk and
finished peoducts

= Stabillity testing programime

uin e dias (Becords):

= & sample of O testing/ aralytical record e TRt

rrvmile (Photographsk

= A photograph showirg different areas of QL laboratonies

afie

X7 A S S

"
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1
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