gontinsusasnnsgnlatadle

e | o T .:} _
suttigunantnainaz@au

(Regulations)

PH ; ¥ o a’ ! =) QU ad Ai -7}
Gaq . dasmuanlinarsvsntnamwinazGau lalunissusas

HNHTFIUIEUUANTHANDIBITOINBDLNAYBIN WY

BNIYRVLBNTT | R-501
o of

Auun : 0
4 Y

wilamsad 4

. o ed
Galdun

o

WHAGN
U

OB

MBUND :
u L]

18 nueIHY 2564

o Seontiod

or [

TN Y w{iwfx' :

SHunavun ;

-
W) 0 vA oy
s (W1anssdl Sapdan)
Ronmsamiuivsennasglomals



[T

annuiusesnmsymlatedle lasanseynssunisiusasszuulunisuszguadsn 120-4/2558
dlaiuil 26 Aaman 2558 ASidl 124-3/2559 iilatuil 12 nquaiaw 2559 NAAMZARNTINATTUTY
s53UU Wil 30 woARntew 2561 NAAMZAYNTINNITIUTBITEUY \laTuil 13 duenew 2562 waznis
UszyaAseii 145-3/2564 \iladudl 19 Faman 2564 liimuadarimuanaluddaendninasiuas
Lf’:au‘lﬂumﬁ'mawqmigmizuumsmﬁmmmamwé’nan"ﬁﬂaangﬁmﬂ ieldundninasilunis

Afwn1slinssusetmIgIuIsUUNSHARBIM I I ANSNINMTIABINgNane 2assaiusaly

&
W—hf@ w[;ﬁ'g
. ~4 -9 ]
" (W9nssal DI IH)
Fdamwmﬁﬁmﬁuﬁ'mmm@lifg‘l'u'lamtﬁ.a

R-501 Iss.0 Rev.4 18/09/64 e, 1/20



Aafmuana lddmanannainazidaula

TunssusasuinsgrussuumMsHinaIvsmavannaviadnguaIe

1. 2aude
1.1 daimuaih dmwafiern guantizesgdudiza n1ssusas Mewladmiuglasunisiusas nis
ps1afaninnauazni1snsaUssiinlng nsaszavdng nasinlduaznisAuing waznisiinaa
N133U389 N15gNaIRllaznN193893e% N138NLENN1TTUTEY N19TNYIANNEL wazduT Mifgadag
Tun3usasamIgIwssuunIsnanaanandninuaasnguane fosalus
- dsEmANTzNINEIE1 TN \aafi 386 .. 2560 1389 AvuaIsn1snas w3seile wiaddlu
nMandauaznIsiusnwdnniaualadaautaiia uaznisudnsaan denaluitenidendt “daa.
386"
- UsEnANSENS19a161 e (2Ufi 420) w.A. 2563 1309 38n15uER 1ASasiiaintasldly
MsuAR wazmsiuinwanns desaluiiezdandt “Uas.a20”
- mmg'lmzuunﬁwammmiﬁ'u‘] pNnanInuTaaInguane faaulasunisudndnae
FUTDIENTUUIZNAUNTIAINITVINE RN THAUSNTTNNTTA A TILAZEN
1.2 dafmuailddiniunisiuseaninsginszuunisuinarmisaiunaninuyizadnguane Ay
gaudran1sliuinisiisandulasunisindyiniiesusasdaiulsznaun1se1m15andtingu
AMNITHNITEIVITUAZEY F9%
1) nmansalszfiniazaanniidasusas (lususas)
2) nansralasiiin Lﬁa’l.?ﬁ?]wé'nﬁmﬂi:ﬂaum-aﬁialuagmpmmwﬁmmmﬁ

2. Hey

AN easA il ludainnuath faasalus

2.1 @1%N% RHIERY AIUNIINANENTINAITETAITUAZEN

2.2 dotn nanail aondususasanasgivlaaale gaamnssuiawyaiia

2.3 WIATFIHITUUNISHAABIMITINNANINIUTaasngnane FedaluflazFendt “szuu GMp/FDA”
nanede amagrwiieaiuisnisedn wlaeda wacldluntsuinuazniafiuihuiaimis dean
lnganAadrwianinanaluning 6(7) wiinszsnadygRainis we. 2522

2.4 N153U58958UU GMP/FDA #angfie n1slin1seansuanaanisaasasanstwn1sujiRniassuy
GMP/FDA

2.5 nranandssdiv vaneie nszuawnisiliussuy Hudase wazdaindwandas delilandngiu
nsasaalasiin wazfinisssfiunasdnstllasinnitofansuinnudenndaeiuinmsinas
Uszifiusanszzdygiomns we. 2522 ngnaznsfifiedas uasinarinisnselssiivaeg
ARNITWUASAWIATUIDITZUUI N

2.6 fiuAze nanafs guazaeAnazaaiun1asuses

2.7 GlAuN1TIUTas nanei rﬁi%ﬁwaﬁﬂimnﬁmwﬂ‘mﬁ% wazlasun1siusasaInanitii

2.8 AMZNIINATT NANeHs ANzNTINNIsEATRSUsRINRTgwlatadla

2.9 AMzaRNIINNIT nanede AnzaunIsHN1sTusasszuURldsuntsusderaaInAnznIINNTg i
Avuananinaiuasdanlalunisiuses awauusulauialwdasfifeiiunisiuses dnaun1swn
18 nsAuang uasiinneun13suseeszuun1sdanis uaenAnziewnunIwienminfisadu

v @ a | a o o 4 d 2 a @
1¥n135usas Wia/angaudng !.La:.'FJﬂLﬂﬂn’li‘i‘l_l’iaﬂ‘iz‘l_l‘lm'liﬁ]ﬂﬂ']i:éltﬂﬁl'l‘zla\‘l iltiulaluaas
' -
R-501Iss.0 Rev.4 18/09/64 tls. Onanssdl SagRad) 2/20

9 o

Homemamnniuiuseunasgulewale



Wunarsluwnislinissusesszuunisaanisuanluwamznssanisasidunans wasaiiunis
\B00du 1 AleUNaUREIEINAMENIINNTT
2.10 AAETIIWNUNIL Nanels anzyaraTlAsunIsudIRIeInANzaunIINN1g Wafiasananaul
MM35UT8 RN/AAZ8UINE LAZENLENN1TIUIBITZUUNITIANITINEI909 wazA L iwNTEa0amn
ﬂlé’%’uuawmamnﬂmzm;,ﬂiwma
2.11 AMERATUIgNaTal e ﬂm::qmﬂaﬁLLsiaGT'aImﬂﬂizﬁnuﬂiiunni Lﬁaﬁmimﬁwqmscﬁ waz
LHWALUS NI RUNIIADAMENTINNTT
2.12 n1sgnasal nanede nasldiiusiesdananisfiarsaimianiansnislag fAMENIINNS/
AZARNTINNIT/AMEYNTIUNUNIN LaRsanFuLdad niadUgnilunanisfiansuinia
HIRINTTHW] wazsiaan1liAMENIINNIT/AMLERNTTHNIT/AMLINIUNUNIK IN1SNUNIN
2.13 n133aidew nanede n1sfandewiieadudaunnsaclunisu iR ueesAnznssnnis
ADNIZARNITNNTT AMZYINIUNUNIG AnzRINTIgNasal lA3un133uses faTadszifiivaag
aniu nIayAaInIzadanIin
2.14 MIE3UTAITIUUITH NHTES NUIBHATRNNTIUTBITZULIWIaINIIESUSE L
- AMIETUTOITEUUUTNITITUA NN MWILSUTBITLTUUANITIANISRILIAADN N8 UsasszUY
n13dAn1sandlawNeLazA NUaan e mirm%’maa'izwmsu%m‘smmsimﬁaamaqsﬁa
ﬂﬂ?ﬁl%’ﬂiaaizuumiu%wrsmwﬁl’%mﬂaamﬁ’ﬂ‘f,ufﬂqﬂmu NI8TUIAITZUUNITUTNIT N
A wdmiuiasasiauwnd miiesusesszuunisianisanaaeairataints niesusas
'i:uumif{'fmm'sqﬂé’num:ﬁﬁluamuﬂi:naumi PIIETUTAITEUUNTTIATIZNOUATIEUAZYA
3ﬂqmﬁﬁmmuqﬂumiuﬁmmmi wiaBUsasszULUINIINsTauadadein uiiesusas
FLUUNIFIANITATING ¥iI83UFAITEUUNITAANITAINURAAABNITITININAUN Wilae
susasn1stanisaauthlsiasuginadnadadiu aa 1SO/IEC 170211
- AWIEUTEITZUUNITIANIIWANNY AN ISO/IEC 17021-1 Waz I1SO 50003
- AdI85U58033UUNTSTRNTTAHARAIUABRSEAIRETTIWNA AN ISO/IEC 170211 Uas
ISO/IEC 27006
- AWIBFUTBITTUUNITIANITATNNIATFIRUTIIUINE @18 1SO/IEC 17021-1 szifisunss
HIEANTILAZAHNATEILTNIWIHIENANLN U F8n1suasdonlaninfiuniieiuses nikensa
N19U 921 ARUAZN1TIUTAINIATFIRLTNWINg w.A. 2559 wazUsznidnsuaidganIsua
ANATEINTI 1589 naninmd 33015 uazdawlanisayginduniiesusasasniensia
smagukasawlig Usznia o dud 15 NHAWUE 2559
- AWILTUTAIHIATTIUIZUUNITHANDTWITATNAANINNTIADINHUNIY AN ISO/IEC 170211
U32N1ANIENTNAITITHG \Ea9 Amuwananinad 35015 wazdawly Tunislanrdenedns
fillerann nibasaueeesy nieasdnsionguntlulssmaAnazsneUssna Waviminilunis
99960V N30A3I980TWUIENBUNTTHARANHTAINS WA, 2561 Uszn1A o il 26 Auenan
2561 wazUIENIAFIENITMAMENTINNITATNITHAZET (389 n1sauddniiensaanTonae
Susavdauwlsznaun1saInis w.e. 2564 Usznid o 3wl 19 wweu 2564

3. AmANlGvacEuA12a
ad o v o am o 8
{EwANaRABINAMENUG AIth

3.1 1 UugUsznaufian1sfzasunissusas

3.2 ldlluggniinnawnissusaainadnrtis lIRuANKIZeI87 6 LHauNLE)
' e/ XLEM
= 4

R-5011s5.0 Rev.4 18/09/64 tls, anssd SenSarh 3120
9 o -

Honsmaaaniuivseanasgilemale



3.3

I | = a d | 4 ddg w ar
aellugaudrauasiuiinnusznidaa1in Bas 2audiguasnuinlvinisiusas

a o . o a o o ) ad wd o 1w o as a
donUnaeandndlunisenidndrzasunisiuses lunsdlngindrgalansannazsunisnsinlsziiiv

o s a d o ) o) o o ar ) O |
ﬂiﬂl}im’ll%%ﬂ’]‘i‘lﬂﬂ ﬂLﬂﬂjﬂﬂﬂﬂjﬂiuiﬁﬂzna’] 2 U HUAINIREWAILDIVNITTUIAY LASHAIAINY

as o o o = A v Q}dd{ a W
ﬁﬂﬂU‘lﬂﬁNﬂ’]‘iﬁ'}L%%ﬂTﬁMﬂG]’INF‘]TINﬂUﬂ%ﬂ%WﬂQﬂH%ﬂ?ﬂﬂLLﬂ?

A155Usad

4.1

4.2

4.3

4.4

4.5

R-501 Iss.0 Rev.4 18/09/64 ¢ls.

gontuainnslinissuseeszuy aMP/FDA Saldun n1sasaadssfinazuy GMP/FDA aw Uds.
386, Ud6.420 wazndninainisnsialszifiudaiuindnanisany aunguansfdiinan
Snna wazdninlasunistndydniiesusesaniwlaznaunisamisand1ines
nsEesun1ssuses inAzededntunTaanangwuazianatasing g Al uilaqiu Miieidaediu
SEUU GMP/FDA Moa5unsiuses aauuuA1asunissusasiiantuiimme
dlelasusennda 4.2 uda dartuazanfiunidoth
(1) MATAUIAIZEUAZTIEASLEERAGIN ) saeginAnaa nnfiseazidanisniudonisulgoudls

szudolitiumaanaiu
(2) a519Usz iwNan153 U080 1w NEABIMITANHNENIN IIBIN NKNIE 81N AINIwA AT

Amualuiondns R-502 : n1aasTdssdwian1s3usnnInsgIHIEUuA1THANaTMITATH

ANANLNUNADINH AN

nwrildlunisasravszifinldnivnlne@undn nindduAzauszaed azldild

mudaUszmalunansalssdin doduanindfaslifinsanaaduudaznsdill
(3) ﬁjﬂ?i'aﬁmﬁuﬁuﬂuaﬂm:ﬁwmmmmﬁaﬁmsmﬁmﬁﬂﬁ’mﬁmmw%ﬂﬂﬁLﬂﬁmﬁusm
fiuAzadasdunganlrdinenwuaz mIomiesusasssuunuidsandananisalnian il ssiin
209gR 319U finzasan i o douwdsznauniszasgiuaizaneldzeudiaiianitnaan,/ld5unns
Iulnyiniiesusasaniulsznaunisamisaindisineu wazmeldzeudnefiaaituaeldsunis
Fusasszuvesuilanasananiliognidanainaoitu diinewiaz/mIanieiusesszunn
nsffnansnsvlszsiinaniwlsznaunisarwisenunasiniseansunan1snsIalTzfiuszuy
GMP/FDA m1N Uds. 386 way/wia Uas.420 fluasun1asusas annikaziiawaamzingn
nunanfiansenlinissusas iaamzvinewnuninldondilinissusesuds sanduezean
lususadliinglasunissusasszuu GMP/FDA mu Uds. 386 uaz/wia Uds.420 fiuasunis
Suses Tnefuanudiuiinnsinununiveyialinisiuses lufusesfiangasnae: 3 U uazldl
gansalowlususacliungoule
ns@fnan1snsnlssfinaninlsznaunisamisenuinainseansunanisasralssiiuszuy
GMP/FDA pa Udis. 386 wag/wia Uas.420 fuasun1ssuses uazinzunusinynaanlives
nsagazuladurn anduiziiauaanzinwnumuiatsanivniaiuses wiannulvfinasssy
Fan1n “szaudiBen” nlususesatuniunlne uas “Excellence Level” Tnlususasadiu
MuNBINg W
nseanlususasdmiuglasunissusasazuy amp/roA Tuzaudrafianitulasunisiusas
SHULHAINNIILSUSEISEULTH asfinsuanATaInanesuTa aasda T uATUGRULAT DINENE
FusasszuueamieiusassruuIwiieadas lunsdfsaudianissusassesglasunissusas
snantuliagnieldravdeiaatulasunisiusssssuues aa1tuazesnlususesiiudms
LlanzASaansneuTaIzasan U X

Tsal 00 shee®
1™ e

- (uanssdl SagFad) 4/20
Joniemsaniuivseamnnsgulonals



glesunissusesannnsalddasordulunisdredefontslasunissusasszuu avp/roa Tamud
ANYwATAIANWIN N,

glasun1s5usetaanTnuaRILATaIMAN BT UTENANIZTEUY GMP/FDA AIlASUN15UT8Y wasuaRg
insamanesusasszuuwlaluauteuazsEUL GMP/FDA figndulasunisiuseasssuna
m'iu,amLﬂ%’lamNWH‘%JUﬁaaLLaz/ﬂ%atﬁ‘%aaﬂNwﬂ%'uaaﬁs‘uumu%”ﬂﬂﬂmugmmuLLa:ﬁ%u,am
\n3aeEnEsUTaILAzIATaInaESuTas ST R Tua lwaARWIN 1.
nsalglasunisiusasiinisaeenidnnisiusasszuu aMp/roA Ald5unissusesainanntu niag
Tesunissusaslal fuRnussdeundninuiuazGanlai aorduimun uazdinadenisifinnas
n133uTes glesunisiusasaasdednlususadlviadnndu wazagdlasunissusassonaiaia
\AspivanesUsasLaz MiatATaananesusassruuamluldvdauans o ilag

46 naiaswulasaaudienisiusas Isniunsudesantuiarsanfuarsdnualsnus wnanid
finnsanudalaifinanszmusdaszuy aMp/rDA Ala3uniasuseiilisnindansialsuiwisdy
wiadsla (14w n1saRgaudten1siuses) aontnashuanaansitaIwnunIniiansan e
ﬂm:ﬁwmmumuawaﬁmimﬁﬂmmawamiwms%'uiaaLLﬂ’i} anrunezaanluiusasadulnaunu
Tususesatuiin Ineflanguwinduanglususesatuidiniiindaay onglesunissusesdosdedn
lususasatuidalvinanitn
mnaniwiatsaudriinisdauuasienanfinanssnudaszuu GMP/FDA flasunisiusas
(1dw MsrgngaauInenissusas nianaudswulas dedauiindnanis) anrduazsiiinns
n329Usziinunsdifiey (Special audit) dwmsuRanssuifnisaenezavdnenisiusasniaings
WasnuUae/dredmuiindaamisianatn lnasndiunisnsaalssfindwdeaiunisnsiadssiiin
auiiinualu R-502 Tnsaulan nisaradnufiunisnmelssfiuniaaiuniinsinnis
HANTITINWITEUY LAz LanaAm i 19 wnUNIwRaITuT Lﬁaﬂmsﬁwmﬂumuagﬁ’ﬁm‘mma
Aaudnenisiuseanianiailfswassonudsznaunisaenaniuds aonduezaanlususasativlng
wnulususesaduids InaflangminAuenglususasatudnfiiniond nonglasunissuseadas
deAnlususasatunlviinanin

4.7 aa1UugAn1slin135UTa9EUY GMP/FDA A1NUIZNIANIENTIIAIS1TUEY (atufl 193)
W.A. 2543 waz/n3e (aUufl 220) W.A. 2544 uaz/wia (atufl 298) WA 2549 uas Wi
(20Ufl 342) W.A. 2555 uaz/uia (AUUf} 349) w.A. 2556 AIUATUT 11 WY 2564
Duduld dwmsugiudmanslul  wazsousiud 7 naran 2564 Wuduly dusugdlasu
N133U38958UY GMP/FDA MU sEn1ANSENT9aIa19ageatunina1IaInaaId (Ussnia
AINIIUAMENTINATTOTRITUAZET 150 r-h%Lmaﬂssmﬂnszmmmm'smegw (atiudl 420)
W.A. 2563 aanminAHluNsEIIataRa19s W.A. 2522 1300 T8n150E0 taSeile
wnsaoldlunisudn wasnisiiusnwians aeiud 8 fluian 2564 7a 4.)

4.8 Tususasszuy GMP/FDA MaUsENMANSENTIeAIE1S0IEY (aufi 193) W.A. 2543 uaz/usa
(20Ufl 220) W.A. 2544 uaz/vwie (aUui 298) W.A. 2549 Wag/A3a (atudl 342) w.a.
2555 uaz/uwia (atvufi 349) w.a. 2556 lundazaiuitaanlaeaardu Iuanisasia
Ussifiudonaldlaniioll dunaiufifinanisasieuszsdfivduaunaninavidnivunain
Usis. 4 9 mnRuimueszeziaasinga nsasalssiinaaiuiiadnamnsliduluas
waninasiniuuaan Uas.420 (Uezn1Ad1iine uansnssan1sa1mIsnasen ad n1s
mwﬂ‘smﬁuﬁmuﬁ'wﬁmmmimuﬂszmﬂnizm“sﬁmﬁﬁmqfﬂ (:aﬂ"uﬂ?l= 420) W.A. 2563

W &:t’fswr

R-5011ss.0 Rev.4 18/09/64 tl3. 5/20

- (nanssdl Sapda)
gonnumsaaniuiusennasglewale



4.9

4.10

sanmuANlunsETEtaRions w.a. 2522 13as 38n1suan wiasfiawnacldlunis
Ham wazn1sLiushuwems aedud 31 flurax 2564 48 9.)

{lA3UN193UIa938UU GMP/FDA ANUTEN1ANTENTIF161TUFY (auiufi 193) w.A. 2543
waz/uia (atufi 220) w.A. 2544 uaz/uia (AUl 298) W.A. 2549 uas/uia (atiufi
342) W.A. 2555 Laz/wia (altufi 349) w.a. 2556 anaanii u,aﬂu%'umaéi'ﬂ"lai%uam
Ms3usas aartuezsniiun1sasrsfnmuaanisinwsruua1a Uas.420 nadifinans
nsaaUssifiucunarinIsgansuNan15n329UsEI U SZUY GMP/FDA AN Ua5.420 #a1Uu
azaanlususasatuludunulususasaduiia Immﬁmqwhﬁ'umq‘lu%’usawu”uLﬁaﬁ;
wiaag ﬁaﬁé’lﬁ’%’unﬁ%’ﬂiaaﬁ’aaéaﬁu‘iu%’usaeaﬁ’mﬁﬂﬁudamﬂ'u (Usznraadninau
AMIZNITHNTTETMITUAZET 1500 N130aNNIIT a3 UTAINIATFIUIFUUNITHE A BTHITAN
WANINATTIaINNNHY W.A. 2564 RITUT 19 INWIEY 2564 93 3.6 (2))

A3 UN193UTa9UY GMP/FDA AMNUTENIANTENTIIN1G1TUEY (atufi 193) w.A. 2543
waz/uia (atuft 220) w.A. 2544 uaz/uia (AUl 298) W.A. 2549 uaz/uia (atiufi
342) W.A. 2555 Waz/H3e (atufl 349) w.A. 2556 a1naAITY ffinsdusivada
Tuayaaudnainis (wuu a.2) sadiineruuiadninauasIsagadonia Aauiufi 7
na1AN 2564 §lATUN1TTUIAIAINITA LA lUTUTBITEUY GMP/FDA AIHUT8N1ANT2NTI4
aﬂﬁqimqﬂqﬁ'umﬁ'%'un’rs%’usaamnamﬁ’uilunﬁﬁuwaﬁaiuaygpmﬁmmmﬂﬁ' niﬂﬁ@'
Iﬁ'%'um'i%'maaﬁm‘s?iuﬁwasia‘luageuﬂmuammmi AOWGIUR 7 AAIAN 2564 fedud 31
Swaan 2564 wazglesunissusaadalailasunissusesszuu GMP/FDA sru Uas.420 ain
sandu glasunissusassansaudennaszaed Iiaaniuaanmisfesusasnislasusas
mﬁ%’u‘saamuﬂsamﬂﬂszwswmm‘iﬁquﬁiﬁ'%'ums%’usaaﬁ'ﬂaﬁ'ﬂm" winglasunissusag
ﬁ'uls’i’%’umimfmﬂsmﬁuﬂ%ﬂdqqmlﬂLﬁu 1 Usfuanduitdudruadaluaygianisudnse
dineuniadinauaIsTageanin uaznan1InsadssiuiuinainIssaNsunans
n323U58LAUIZUU GMP/FDA mwﬂizmﬁnismqamﬁﬁmqwaﬁ'uﬁgu 9 Tneaarduazaan
1111'\1ﬁa%’maamugmwuﬁﬁ1ﬁ'ﬂa1uﬁwum WioNNILUUTIBIURANTIAs Al s uaa U
NAM (Audit report) waztufinuanisnsinuszifiugaruiininains (ad.) mrndszna
N3ENT1981619 U (atiufi 193) W.A. 2543 uay/uwia (atufl 220) w.A. 2544 uaz/vwie
(atiufi 298) w.A. 2549 waz/wia (aUufi 342) w.A. 2555 waz/wia (atufi 349) w.a.
2556 filAsunissusasenaniu tieldiflunangulssnaunisiiuvadaaigluaygyin
aAREIMIs (UsEniAsinauANEnIINAISaTIILAZEN 1589 nsanwiiaRasuTaINIRTgIY
STUUNISHANDINISATHASNLAITABINGUNTE W.A. 2564 A9TUT 19 Lnw18U 2564

78 3.6 (1))

‘ﬂl Q ar war Qs
dauladmsuglasunisiusas

was ) @ a aa o o -1
Q‘YLEITUHTIT‘:TU'SEI\& EIEN‘IJ{)UEIE]']NL\‘]EI%VL‘EIENEIBHM%

5.1

D2,

shurlideszuu amp/roA #ilasun1siusesnazesssussnlunisnine visnaansseziaanilasu
N159U384

g1afen1siuTesAedaniwanizluionts 2audie uaTITUU GMP/FDA ﬁlm”‘%’uak{,ﬁﬁmﬁuam
Laz/vian13susasnieldrauinefigaiulasunissusasszuuawiinng wazsdasiiniald
saanula g ndeaaldiAnnisdrlefiaieriuaatiun/nslasunisiuses

I Gy

R-501 Iss.0 Rev.4 18/09/64 tl3. (w33l Sagda) 6/20

8 o o
Honnemaaaniuiuseanasgnlowale



5.3 AMSUARITEAMNUBRAINAIMITIMARBN1Ta I8UTENHEIENeIwIIAeEas wannaTinIS
naRgTaAINNSaLABaINNIEN1S AT UNTITUSBINNASTIUTEULUMTNEREIYS

5.4  NITLARIATOIMANEIUTE
5.4.1 ﬁ’wg”lm”%’uﬂ’ii%’usaaﬁnLﬂ%‘awma%’mmﬂaaﬁﬁﬁnm%"l,ﬂszqﬁamnmﬁmﬁ’m"ﬁl,t.a:ﬁﬁﬂm
5.4.2 gldiunisiusasarnnsatinaiemaneusacasdnikuaziadsamanesusasszuuely

Tnsauanale uddaaduluamagluuuiaziduananiomanesusasuazindosmangsusas
FTUUIH AINATABWIN 2.

5.5 Taldrdednrtu/niesuses/luiusesinamuneiusasaasdnitn insosmaiasusosa
dvinaw/irsamanesusasszuuewllldlunefivildiinanadesdedasantu niadrefeda
d01w/n135usas/n1ssusasnieldzaudrefiaariunlasunisiudyIniiesuseann
U52naun15819139 N 8150919 kaz/m3anissusasnielazaudreianiulasunissusas
szuun Fedartuenafinrsanlaivinldiinanalain

5.6  ginslddsRadelavanfifinnsdredefelaanitiu/mslasunisiusas/nsiusasmelidaudne
fantulazunisiwininiaesusesaniudsznaunisaimisainditnan waz/mian153usa
meldraudefigotuladiunissusasssuuruninas Wafinnsanaavdne wnld Winoaw enidn
N13TUTHIATFINIEUUNITHARIMIS Ll saeang La

5.7 szylidaaulunisiindadaarsiugnar ilususamianislasunisiusesuas miansiusas
melrraudefilasunistudyiniieiusesdaiutsznaunisanis waz/mIenissusasniels
apudneflasun1sisusassuuew sannensldiasantulunssnedeienislasunissusasszuy
amp/FDA Talanansasinluldluiednaanin waz/miadrineu uaz/mIanuiesuseeszuuauld
ANMNLARTaUABEARAMH /USN1T #AN15A993 (Inspection) HANTTILATIZH HANIINAGEU NIaMA
nsdauLigy
Tunsdifladsunisiusesszuu GMP/FoA melduaushefaandulaiunissusasseuusm daelslii
faan1tiu/nasusassandnnluldlusedraniuldldnisiusesssuunisianising mealduaudaed
donUnlasunisiusaszuun

5.8 ladnasamaesusasuas mianiamuneiusasszuunwluldiminiAnanudlafioniaduie
Maain uaz/mIad1inew uaz/mianiesussessuueulinnufudaudanda e

5.9 Gumanlidrineuuaz/misniieiusasszuvnwdsimdananisalnisnainlsziinaasgnsia
Usziivaaeandu o anulsznauniseasglasunissusasszuu GMP/FDA lanaamiian

5.10 winfinadsuwudasurilassuu GMP/FDA 187 fldsunssusssananiuluanszdian ww n1s
WABRLUAIHATIHE NN GAETE N19N15AT B9ANTNTaI284 dreauinis flaguazdauiifinde
gaudeflifunissuses nawdewasiidrAgaasssuunianda nasuannanda Husu WAy
Tasun1siuseudernntulneviui tasodueslafarsansiiunissall deminsantuiansan
uwdfindinisildenulasdonanianafinanssnudaszuy GMP/FDA ila3un195usas TanEeAI1N
Uaandgaeendninsinfiniafesulasionan antiuarafiarsantiglisunissusessziunng
§amune 9e wanwdndnsiaenanngduilnalinawls aunanisasnsaunuiinisldeuwsUa
aanaldfuansznudaszuu GMP/FDA TinEiANURanAzanEn i uTiRInaT

5.11 Tﬂyﬂ‘l’mililNﬁjﬂLLﬁﬂﬂﬁﬁ%I%mimﬂﬁ]ﬂiﬁLﬁmqﬂFl‘%j\‘l

5.12 dexaulanansnangmsng g Mfgsdasiunissusesiiludaguwliunaodu ielsisuniidace

5.13 d1azArssasienuaza1lddignieg aadasfdanduiinun nelu 15 44 Susiuaiuianitu
Tatdtlinsu Arsssaiiesuasanldinesne g Adrasuds Taaanangenduls

' foed roafSoec

I~

.. (nanssal SagRan)

gonnemsaniiuiuseanasgmleeale

R-501 Iss.0 Rev.4 18/09/64 tls. 7120



5.14 nnUszaeAazenidnnissusas Iisuduwarednuwaldnusivanitiwnsudreminlaiasndt 90 n

5.15 winUszavAaziniinisiusessaiiios Wiuazalnad (Tnalasunisenidudisssniteslunistued
28) Aodn1U dwnilaioandt 90 I daufuﬁiu%’maﬁ%umq

5.16 é’miﬂ”ﬁuﬂm‘in’liLLa:ﬁl‘"ﬂmqﬂnﬁmﬁ‘]mﬁ’uqﬁﬁﬁﬂﬁaﬁt@uudwﬁmmﬂmﬂ’u/ﬁi’mﬁﬂP‘lﬁ'}ﬁfﬂmuua:
m”mﬁhﬁﬂ%w%‘maa‘s:uuomﬂlumimmﬂiuﬁunnﬂ%u'a walWiiannadaandelun1su fUR
ety

5.17 Savuazfushuitufindesassewiaznanissniinnisnudatonsawnmuaiieidesiuianis
wazgeudreilasunissusasld wassasnautinfinda saadeunaznanisanivnisliunaadu
Walssunissasas

5.18 nanaartunudglasunissusasfinsi deanniu/nissusasluldlagnatas du finnsdrededa
dantw/aaruzn1siusaslignaas niefinisldianaisnissusas iTaemanesusas niaTenud
denavinliiAnnisidlefinGesntssusas donvuszsninnisusndenidialdfinisudlanas
Ugtansuilaldgnstas manglasunissusasdolaifinissuiunisla g aanszeziaaifinmue
aﬂw”w«uzﬁ'nﬁ%mimm::l,ﬁauwé’nanﬁuazﬁaﬂﬂﬁﬂmzagnﬁa\lmiﬁw%m 309 nainldnng
Fused uaz/mianisifinnawnisiusassiald

N13R3I9AAEINEA Kazn1snsraUsLiiulnal
6.1 doniuzaTaaBamanaiafinn1Nn133NYITEUY GMP/FDA Ailasuniasusasathetaailaz 1 At
Wuaniudadunissusas Insluntansnfianiaua enanmalssdinazuu GMP/FDA filasunns
Suseaudmanuaniafissunsdiuenaansizan anaunauiinmwale R-502 Tngaylas
6.2 ABHNISATIIAARHNANITINITZUY GMP/FDA dntuazaniiiunisnsssdaudayaiiiiaddas
53UU GMP/FDA file3un133usas sanfendndnsizasglasunissusasainniissuuaz/mie
wnasdayasie g fifleadas du nikaeeuileanngnaneiifedasiunindued dasa0ioui
ga10wlasy dayad1aa1as19g Mfeadaeiussuy GMP/FDA saninAnAnT wazdug Wiald
U52naun15ANSAINISATINAAAINNANTITINWI5ZUY GMP/FDA 2a9gla3un133Usas
6.3 nanalasfinlva azanfiunian 3 Unaulususamanany TneasaUss fiussuuninun ay
aunaniiimualu R-502 Tngaylas
6.4 dn1UndvInEnEnzsuinnisnsinannainin nieanselsminlndlasldudilinay
daonin Tunadidaludh
(1) fimpaurilviaedednanssousanndana
(2) dafinTiinssvidasaadawniadagaudnfivit glasunissusedladuluandadmunaa
anui
(3) namaasaUssfivasenanluunedinlaifieoe
6.5 dnunaeIninslunisanivnisnmavssdwdunsdire Ineudilinamudaminluszesiaan
duda (Short notice audit) dmsudlasunissusaduunensdindanssndn wu
(1) daefinsiusindasanseuanglasunissusas
(2) nunmwdefaainnanssnuiliinainninddewudasurlaszuu amp/roa lag Aldsunis
Susasarnaartuluaszfidany 1Wdu nsildsuulasdnIuzn1enguang N19n13AT 89ANS
wiaishaas dhausnis de Neddawlsznaunts seudiedlasuniaiuses n1Ua swudac
AARIBITTUUNISAIUANLAZNTZUIWNTS LTWAY
(3) Ammnaaniannldnissusas

oy

R-501 Iss.0 Rev.4 18/09/64 Hs. (nawnssal Sagda) 8/20

8 o
Jornunmsaaniuivseunasgilewals



7. m3angaudia MINnlduaznsAuENS wasmsifinaaun1siusas

7.1 NM9aAYauAILNIsIUTas
nadifglasunissusaclalaansodnwnszuu GMP/FDA madilasunissusedluwundivaasaaudned
Ta5uni133uTas wialsdufifiainszuu aMp/rDA Aldsuni1ssusammasangninldnissuseuds 2
A3e neluszezing 3 1 dmduunedanaassavdreiilaiunissusas wiaglasunissusendn
UsznauRanisluunediuaaszavdiedlasunisiuses wadlasunissusasudinnndssaoiaaan
aaudrefildiunissuses soduezssiisuanmsiawnunniinsananaudianisiuses wazean
lufusasatulndunuaduiinnnzaudiefinga uazflanguirdulususasatuidniiniaag o g
Tasun1siusasdasdeAnlususasatunalvinannin

7.2 mannldnissusasuaznisauananissusas
nsdifglasunissusestiuoRmananinuriaztonlafinusaynssanistimue uaz/mialahfus
AINTEUY GMP/FDA #ild5unis5uses wazliudlausulpdaunwiasuas mIanislaufuaas
waninasiuazitanlouazmion1slaufufninszuu amp/roA Mlssunissuses neluszeaziiand
Anua uaz/mialddrszArssaiienniadilddresiie g Mfedasiunisnsnussfiundanisiuses
nialaliusaaligortudninvnisnsaiaainnaniansandssfuwlninaanaiidimu nieg

Tesun1ssusasudeanadszaedzainldnisiusos aanduesdnaua anzaynssunisiarsaninld

n135usas laadmuaszeziaalaiiiv 180 % uazdarduassniiunisiauanmzaynssnnis

ﬁmﬁmmw‘ﬁmiqﬁmsw"niﬁim:nﬁﬁnﬁﬂ“gmi%’mmmnwuiﬂcj’mﬂ”‘i"umsﬁ’n“lﬁ'mi%’usaaﬁ?ﬂﬂ”ﬁ

nsUfiRnanAnazaunssnns wezsadaundninusiuazionlafinnzaynssunisimuauds

7.3 N15LRNAaUNITIUTAS

nadfgldsunisiuseaduluaansdlansdniiomionaransdiod

(1 )"laiﬂﬁﬁﬁmwa”nmm’ﬁuazﬁauvlﬂﬁﬂmzagnﬁumiﬁmum LazANHANIZNUIIEUIIRaNT1TIUSEN

(2) Ll fuRamszuu aMp/rDA Aildsun1ssusadduaszddty

(3) lslUfuiRmnszuu GMP/FDA dmsunnasudnenldsunissusamasmingninldnissusasuds 2
e meluszeziaan 3 9

(4) namTI9RANAIWANRAD ST LA5UNMT3UT8955UY GMP/FDA 91nda1d niaa AL
Wrmifiaanazg sy gRonnis w.a. 2522 Tddmnaeialasunisiusectd wazlaiudla
meluszeziafinmus

(5) AdasnaFeniinnizaynssunisfisnsauudaufini annvildifiansdenedanissuses

(6) snidnnisUsznaufaniadmiufiansss gavdneflasunissuses wazldfnisudiaatuiitens
andnn133usas wiadantuliansodnsaglasunissuseliinfiunismnsadeundninmd
wazdanlafianizaynssnnsimunale

o

dntuaziiauaamzaynssnn1sia s niinaaun1ssuses Neiglasunssusssdasdednlususes

al

Tvinaninw

8. M3anoIal Lasn1IIadIeu
8.1 n13avnssel
el o o o @ o was a o s & W
8.1.1 HEWA1205UN155UT952UY GMP/FDA awda 4. wiaglesunissusasfignaniiunisainda
7. sansagugnasallanielu 30 1 duausinnaaiuiniidoudonanisiansmimionis
nfinwnsiinaiu laenisiugnasainaeinduareanveldnustiusadnrin nindenie

Tuswdiddasamzitian
e Yool GawsSvied

R-501 Iss.0 Rev.4 18/09/64 3. _ (W1wng3dl 6&#&1:’) 9/20

o

- o W
Honnemaaniuiusesnasgmlenale



8.1.2 AnzfivrswignassiezfianTnidignasel wazudsnanisfiansmulvnaiuaialu 60 iu
wusaws IunaniuldsuAgnasal

8.1.3 szwinnisfarsaAgnasaldildduge Iiadwmanisfarsundafinatiaulday

8.1.4 Nan'ﬁﬁmmwmmmzﬁmqummﬂﬁﬁaLﬂuﬁﬁuqm
8.1.5 fawdgnasahfugiuniszalddrelunisfiansaungnasainanan sndunsdidgnesaldu
B
8.2 A15389L38U

nstwdasaadan dwduarednualdnusniasaeatatdesantu neitlnsndenisoaieaunie
Tnsdwsiiaansansiagauniadndulanie ualasindetatoadenilaainnisladuan ndingg
faasewwIanfmduglasunisiusas dasiwluarednualdnus Andngrufisawafazaiusyu
Fataasen wasldldrmihiinsuiingeuaiansafinnsansniiunisaaluls

a @ va as acd d a ¢ a
ﬁl%nimﬂqiiﬂﬂLgﬂ%ﬂaq%ﬂﬂﬂqﬁﬂﬂqU% Slﬂﬂ%ﬁiaﬂ‘iﬂﬁ']%ﬂmﬁﬂiiﬂﬂqiLWﬂWﬁ]'}imqﬂqL%%ﬂqj

eandulasudasaaiendondiaud sardussRarsmundayailasunazatafinisdnfinnima
nangudayafafsiadsznaunisfiansunddniudasanieundolsl wazsudouansfiansanlvy
saa3ewnsruatradunionis Tnelunsdidnludadanden saniuazduiivnisudlauaztiaeisu
mugiladunauwnisaniivnisasdatiuuazudinanisnnfiunislvigsaniaunmuatiaunianig

ad ' o @ o o o e P A ) ) a - | o e a
nsann1saedewiusasiernudtudizaniaglasunisiuses daniuaziansuisannugawaza
Lar as dl ars 3 u 2 a =
w3agla3Un135UsasiazgsasiawneliuIauIEntanizasdnsaoian wazaan1saniiunis naw
wadlME ST UNIY

9. A3ENLANNITIUTAN
gonduazRansandiauenmziununiuinrsananidnnissusetszuu aMp/FoA Tunsddadaluil
9.1 glasunasusaaindaznaufisnisfilasuniassusas
9.2 glasunisiusanlnyrraduazans
9.3 glasunisiusasudizaanidnnssusaniivaraanuelans ainda 5.14
0.4 fimaasuwulasnasguiilasuniisuses uazglasunisiusasliannsandeldawlatesu fus
andaiwalra e

10.1133NWIAINEU
doduezifiuinuidayauaziandanie g Alasuangiunaiee waz miaglasuniasusaclifiuvanudu
suiedayaiiduanadufisniiuldnnundedudae wiazlisuinsaudaamadeniela g difadwiug
Hud1ze uaz/mIaglasunissusa a“mf"aaw"mnn'mﬂmmﬂFl:l"lada“u[mslqﬂﬂa?ium”w,wimmﬁm%umnmi

nsEnI2eddn1Uum

Tunadizaed1inen niaesusasszuuens niangudannasfianisnsiaussiinanmifionin
(Agreement group of a peer assessment scheme) Aaoniuraiun1siusasszuueunialasunisiusas
szuuew dearnrsndrfedayailuainsduradiudinauaz mIagldiunisdusas annduas
suiunslunsinasinasonaafinnsufuiiidwierduiuaadulwdosnisfusnuianaduain
Azauas/miaglaiun1siusas

el 0¢ F{:"‘
o o - <
(namssdi Sagdad) 10/20
Hamaanususeanasgnlomals

R-5011ss.0 Rev.4 18/09/64 tls. i
§o



ol ar £y

od o @ a ) od o a was a o
lunsdinanindasawmedayatesginarauaz/miaglaiun1isusasanmidangrang aantuazus
HEuAIZaLAZ/MIag lATUNITIUIBINIIU dmsUnsdlatdnsdn doniwezudagindizauas /miaglasu

a1 ai

N133UsaTwlsiaznTal U

11,849

11.1 lunsdafnsudlandninusduazianlala g fiA eadaeiun1ssusesszuu GMP/FDA Adarduly
n133uses aoduazudtliiuananglasunisiuses ditneueasnibiesusessuuIIwnI U

11.2 glasunissusesdassulgaudlanandninusiuazsitanlalnaida 11.1 igndoenaluszezaan
firnua mnﬁ%ﬁmﬁufwﬁ’mﬁmnﬁaunﬁﬂ%'uﬂ':;m.l.ﬂ”lwma’yf,ﬁ’%’umﬁ‘usao

11.3 soduldsuiingeulunisnszvinla 1 sesglasuntsiusasitldnsinlulnglaigasa nialsufus
an niedhiundninuriaztanlafiivun

11.4 soniwazfiansuniiauaanzitnununiwiasanlususadnaliudglesunissusas Tunsd
sasta Ut
(1) Twsusasaiuidindnanauazlasniuniannda 5.15 samvonsiasafiulnaluds
(2) lususasatuiind in niagyne
(3) glasun1siusasanaiewddswudacolnduas lalfinanssnusassuy aMp/FoA Als3unts

JUsa9

Tususasfiaanlvainada (2) e (3) Aaguiduanglususasatuifsfidaniaat
vaslunadida (3) dlasunisiusesdacdenlususeaduidalvidandu

11.5 aatiwazdndesredonsdnslwdaefiiaadunislaiunisiusas ninldnissuses mafinnew
n133used NMsEnAnNAMsSUTas n1sAewilataaudientasusas Ie waz wiafiag Thdinen,
whesUTaIsEuUNwWNIIU kasdmiugisasradayaifaaduaniwnisainisiusacaacglasunts
Susasrasaa1in dartuasfinisfiansunlunsd 9 T (Meihiternausendesudayazadlasy
N135U384)

tred Gopsvet
[ @
R-501 Iss.0 Rev.4 18/09/64 tl3. (Uanssai 5&33&3{) 11/20
o T A
Qﬂ1uaﬁﬂ1sﬂﬂ1in45usaau1ﬂﬁ§1ujotaﬂia



ATARUIN A.
n1s i daaa1uU lrn1sa199 9

1S LASUN1ISSUSa9sZUU GMP/FDA

LU

Onanssdl Sagde) 12120

R-501 1ss.0 Rev.4 18/09/64 Gs. . i
HomemsanvuTuIeunasglewmale



‘A as u r=3 ar ar
nsldgaaaiiulunisaredefiantslasuni13sUsad35UYU GMP/FDA

1. N’y{mumﬁmaamm‘m‘i,zf?mamuu‘f,umimaaamn'rﬂmurrmmms 2UU GMP/FDA a7nda1iwle Lae
mmm’iﬁﬂaaau.a:/maﬁaLmummml‘natta:xmammmnqw 9%

daifin (nwlne)

o danfuiutasnesgiulaiadle ansvnssuiawyaia

730

® aniuiusasNInIgInlaledle

dada (nwilne)

® dsa.

doifin (muasongw)

® Management System Certification Institute (Thailand), Foundation for Industrial Development

w3a

® Management System Certification Institute (Thailand)

dada (mudingw)

® MASCI

2. glasunissusatansaldtadandulunise U?JE#FI'J’]Nﬂ']‘SVlﬂEUﬂ'l'iiUiE]\iWLl‘ﬁﬁmm”ﬂﬁ’imﬂﬂﬂ’]iuﬁﬁlﬂ

dayafiuuuiundaiusiniandoudniueild "dﬂ‘l_li‘.i'{mm“ﬂ%‘ﬂ%'ﬂ EATAUAGHIANT miﬂﬂm'mmmm
LLEIﬂaaﬂN’]L‘lJ%E]ﬂ‘if“‘ﬁ]']ﬂNﬂﬁmm'i(lLLﬂ'JvLN‘YI’ﬂMNﬂmﬂmmﬂﬂ‘ﬂ’]ﬂ maLanmsmmunuuamnmﬂnmumamau
wiztanansiiludas: WldRauiuiundnsne du Tudd dmsuionasiBauiuiundn s Lﬁu
aan lanastsznnidadnfudiwnilonaondn s ﬁaumﬁzqfﬂaﬂ'rmnﬁ"[,ﬂ‘iunfmuwa mmzqﬂ
HARAMA NI5UINNIT NIBN1TUIANS

(nawssdl Sagdad) 13/20
WonImEmiuiuseunasgnileeals

R-501 Iss.0 Rev.4 18/09/64 ¢l

e
a



ATANYIIN 2.
5U LUULLAZISLLEAILATDIRHILTUSD

LLE'I8Lﬂ%€l\‘]$’i3~l'l‘él‘3’"l]‘i'élﬂ'ﬁ$‘lj‘l]ﬁ’]u

sl 6‘";‘ Soed

unwssil agda)

o = o e 14]20
gonemsanniuTuseamnsgilom~ty

R-501 Iss.0 Rev.4 18/09/64 tl5.



TBuansAIaInanaTuTasTasaaiNsUsassmsgulataala
d a o s or a o d 2
1. IAIDINNIEIUTEITZUY GMP/FDA Hanwasuazdndwaigun 1 awinzaaniaenstalvifuluanianing
wanzay wazazlddlanla

. |
en
1.4
e 038 +
1.4
4 .
‘l‘ e
| P 1.6

|

=

|O
&

I.._.

| 10| %
GMP/FDA ©-s
. 4.2 f~—1.4—
- 7.0 |

o o v
JUN 1 1ATaenaN85U9952UU GMG/FDA
(78 1.)

2. glasumsiusasmnantuvininiseziiinduanaaiamunesusacls

3. Tunsuanaadommanesuses ‘L‘H‘im‘uLam’lmmaﬂanmmmﬂmmusmma LLﬂu‘imUﬁﬂElaﬂﬂﬂﬁﬂWU%‘hﬂNN
AwEea1anSay 34mmmwa'mwiam%mamiaamﬂmmm Tmsmmmﬂ\1Lﬂiammmuaaamﬂumuﬂm h{
ﬁaaaﬂaaﬂmumﬂ “§5a.” LLa..,mil.LamLﬂiawmaimmmﬂummaanqw Td8adauaesoniuii “mascr”
G'f’aaehaﬂmmmm%mwmﬁuiaam"mt.ﬂmlugﬂﬁ 2 uaz 3

GMP/FDA GMP/F_/_ GMP/FDA GMP/F_/__

fd98.
GMP/FDA  GMP/F_/__

o o 1 o @ a Y
3UN 2 mreenenisudnAIaaanteIusasTadn1iy (atunwine)
nsdlglA3Un195U50955 UL GMP/FDA
(48 3.)

Yoo/ @)w&f

R-501 Iss.0 Rev.4 18/09/64 . 9 o o Sudad) .
r;gmmamsamuumaaaumnm']aromo



GMP/FDA  GMP/F_/__

MASCI

GMP/FDA  GMP/F_/__

o as I 4 a ar a s
5Uf1 3 fhatnisuandATaInaEsuTaIRasEatn (AUUMWIEINGY)
n3dlglAsun193usasszuY GMP/FDA
(da 3.)

nﬁﬁm‘%awmﬂ%’maaiﬂ‘iﬂ“s'qm'i’umﬁmﬁmﬁw%au%m‘ﬂm°'1 ﬁ’aaaa”tmauﬁwﬁiﬁ’%’unﬁ%’maamqfuﬂu nnd
Namﬂcu'mmam‘nﬁaummaﬂma maﬁ‘i:ﬂmmwm'ﬂ,yaaiuwaumaw"lmurrmuaam
NMSLEAIATINANESUTON sLmLﬂmLawmﬂaﬂaaﬁa‘f,ﬁ’l,wammmma Tamanuazdalasun1sane vinne uas
sadlaldluensnanmitannzaudieilazunaiusemiernlngawdlefinlusaudnefldunsiuses
FaaRanIzIAS s susasfuAnA e (ﬁﬁﬁmuw%aﬁ’uﬁ’aalﬁ') unLsazvia aln Auvia nian1guwe
mwmamnm«nﬂmmuaﬂwmamnmw (individual package) v3aflnansussquandnriuse zndauindth
(over-packaging) il n13via 1in n3afiuva iiadaelunisauds ﬁﬂmf\mﬂmm‘lwmmamnm‘mﬂmu
11550589 SINAIIIEITHAITILATIZR T189TIWN1INAREY F1aewn1sdautiieu wazlususasAmnw
HRAAMIT
lﬂﬂ‘iUﬂ’]i‘i‘l_l‘iﬂ\fiﬂ’m"l‘iﬂiu‘l.ltlﬂFl'ﬂa-lﬂ"I‘i’i‘lliﬂ\‘l‘}fl‘ll‘iiﬁmm"ﬂ“rﬁaLﬂﬂﬂ"l‘iLLﬂ[Flﬂ?]E!Nﬂ‘YlLL%Uﬂ‘LINﬂﬁlﬂELJ“VI‘HiEl
ﬂﬂaﬂﬂﬁﬁlﬂm’ffﬂﬁl ’ﬁauawnmm"l%ﬂm mmmamawum‘mmwmmmsmwnaanmm%am 270
u:ﬂmnnmLmaqluﬂﬂﬂmamnmmﬂﬂmﬂ mal.anmimmunumamnmm ATEUAGNIANIE LE]ﬂﬁ'ﬁ‘ﬂLU%Elf{im
TaileRauiniuaanind 1w luidh dmsuenasnfauiuiuadadoe Ww aain LnansUasanikiad
Hudrunitozaninimd ﬁ'ﬁﬁmﬁzqﬂ'ﬂmwmﬂﬁ%nws%’usm ﬂ”"amzqﬁmﬁmﬁ’mﬁ N52UIWA1T N3N
U313

ﬂ'l'i‘iu‘U‘éIElFl‘J']Nﬂ"l'i‘lﬂi‘l_lﬂ'ﬁﬁﬂiﬁl\‘l mm"[,:uamuﬂumﬁmawamm% N9EUIRNTT NIAUINIT LA
FapuiiannanszylanasUsznavdas daglasuniasusas (Heeness wammmmmnlﬂ) 98U
aMP/FDA filasunissusas (1w F2UU GMP ATNUTZNIANITNINEAITITMUEY (Law 386) W.A. 2560
waz/w3e (atudl 420) w.e. 2563) wazazydaglinisiusas A “an1insusasninsgivlaiaala” wie
“§58.” N3a “MASCI”

Maghatannafissnanssyiussgans du “uSdn ABc $1im laFun1ssusasszuy emP awndszniA
N3EN3IAG1ICUE (182t 386) W.A. 2560 31N MASCI” W3a “u3HW ABC 31An lAsun1s5usasszuy
GMP mHUsENIANIENIAIAIT1TUY (am‘u*n 420) W.A. 2563 310 MASCI” (U6

8. wnAlvglasuni1ssusasanadnii Snataenang IAF MLA T ldnauananissuses m Ala

ﬂ’]‘iLLﬂﬁlﬂLF]‘iEIGWN'IEIﬁU'iﬂG?IENﬁGWU% ﬂimﬂﬂ.ﬁl‘iﬁﬂ'ﬁ‘i‘lﬁﬂﬂ‘iuuﬂ GMP/FDA U@z /3052 QMS uas /“r‘l")EI

9.
32UU EMS Uas /‘H‘ie’]i Uy OHSMS me/waaiw‘uu FSMS Was /‘Yiia‘i UU HACCP was9s UUﬂ’]’iﬂGlﬂ’l‘iEl% A1
adeluguii 4
Pewl G
"f¥er,
R-501 Iss.0 Rev.4 18/09/64 3. (W1awssdl Serda) 16/20

Ao MM AU s 00N gmlewale



MASCI

GMP/FDA GMP/F_/__ GMP/FDA 1SC 9001
ISO 9001 QMs_/ GMP/F__/__ QMS_/__

GMP/FDA  GMPIF_/__ GMP/FDA  GMP/F_/__
uEn. 18001 CHE /. . TIS 18001  OHS_/_

GMP/FDA GMP/F_/__ GMP/FDA ISO 45001
ISO 45001  OHSMS_/ GMP/F_/__ OHSMS_/

GMP/FDA GMP/F_/_ GMP/FDA 1SO 14001
1SO 14001 EMS_/__ GMP/F_/_  EMS_/

MASCI
GMP/FDA GMP/F_/__ GMP/FDA GMP/F_/__

HACCP HACCP_/__ ISO 22000 FSMS_/__

o ar 1 o a )
UM 4 MedrnsuanATamMNIETUsEIaIEn T
nafgla3un1555UY GMP/FDA WazszUUNTSTANISEW

(48 9.)

teal @ 73’@( .

R-5011s5.0 Rev.4 18/09/64 Cls. - (nanssil Sagda) 17/20
Jonnemsanniuivseanasgmlensls



nsldiasaana1u3useszuLay (Accreditation mark) 289815NATUNIATFIUTUANNEATUAZAIATT

WazR (8nav.) (National Bureau of Agricultural Commodity and Food Standards (ACFS))

d‘ ar Qas as was as A
Tunsdiftaauulasuni153U58952UU9IUaN HNBY. GlA3UNITIUIBITZUY GMP/FDA d1H1I0LEAIATEINNE
o o W a d e & a 2 o 4 o
fusaeszuvanw (idamane “acks™) Té neldBaulaidmualuendrsn wazdenladaimuagug 7
neatunslasuangalildinsaemanerafianIsaun

EWAAILATAININEIUTAITTUUGTIY (\ATAINNTY  ACFS )
d “ 9 U =] J L] 2| s a ar | .
1. waseanang “Acrs” saadiwlianguuuiidmualugui 5 lagdnws ACFS Aa Aaeazay National Bureau
of Agricultural Commodity and Food Standards (F1ENIBHINTFIRARALNEATUALEINTUAIANG & 8inad.)
o o . | = ) ) 1 od a & d =
fi8nws Thailand Accreditation tiiadagearalinedals Anningatie saumedaananuiedis 81nszn
nsgansuaInmaeuIzauUsne lnadanavanaudazaieidn oo

=}

aeduiiendn  uaninnudulsanangananysaildaanineinsnisinuns

o

anelduiidensan uaneansAianlng Araludremin langatia

jACFS

Thailand
Accreditation

U7 5 LATEINHIEUAZAITHNNIEYBY “ACFS”
(49 1.)

ﬂ"lﬂiﬁ]‘iﬂﬂﬂﬂ"liiuumﬂiﬁﬂ“ﬂ {nad. ﬂqﬂ%ﬁli‘ﬂuﬂﬂ%'}ﬁl‘iu1€\‘l [ﬂ"INEI'JEI‘ZIE]U‘EJ"IEle@TLIﬂ'l‘i‘i‘l_li'il\ﬁu‘l_l‘l_lﬂ"l%
ﬂ?ﬂ‘iUﬂ'ﬁﬂAfﬂﬁl‘iUﬂ’ﬁ‘iU‘iﬂﬂ%’]ﬂﬂﬂ"I‘LI% ﬂqiﬁu‘l.l‘i‘ﬂﬂLLﬂ.uZIﬂ‘LI‘ZI"IEJﬂTi'iU‘iE]\l‘i““LIUCI"I% ﬂ\‘lﬁl’lﬂﬁl"lﬂi%‘iﬂﬂ 6

Agrs

Thailand
Accreditation

1017 GMP

s

o 1 d ar
5Uf 6 AI0E19NT1TUARILATEINETEY “ACFS” HIMTUIZUU GMP/FDA

(28 1.)

sl @-"f.\?w“

(Wnnssal agian) 18/20

R-5011ss.0 Rev.4 18/09/64 tls. f4
ammetfmuumammmnm!manig



=l o as ” 2 €3 o
2. FABIUATDINHIENTIIUIDITLUUIU “ACFS sLﬂLﬂ%I‘IJG‘I"ING]'ﬁ’]\‘m 1

o o o
A1719N 1 JUD9LATaIHHIE “ACFS”

(d8 2.)

i SRFEARUA
Aedan €50 Y100
GIGERIRIEY C100Y100K50
Rl K100

nsdinlalddnaitimuals aralddduiiiudiiien (singe Colour) wssiadlddfiaansadinladndaifiay
AU usUNES

3. TWIAENTIgAE9IATEMATENTTIUTEITIULIL “ACFS” Raefiuwalaldnndt 15 fadiums ialwsansa
nonAnladawuazauladieniuan lneseandenuessninadonaziasnusildluaiamanants
Fuseeszuuaw aauanlugufl 7

CFS |

19.

Thailand ™"
Accreditation

42.52 |
mm ;

/ ( C FS Accr-:c;ﬁgggg

font: Bradley Hand ITC font: Century Schoolbook font: Arial
Size 66 pt Size 32 pt Size 14pt
Stroke 0.75pt tracking 10 leading 17pt, tracking 10

as

UM 7 fethansuansawinediuaziianuizaanisinag “ACFS”
(da 3.)

oo o}?@. £

R-501Iss.0 Rev.4 18/09/64 tl3. o Cnanssdl Sagda) 19/20
Rememsanususewmsgmlowale



4. Tumﬁlﬁuﬁmam%’amma “ACFS” GaSWARY
(1) JandainTaananaaadnled
(2) wInmmanedusasrasdanti Tnesadlddndamaaiuiaiaanang “Acrs” uasuandliludumned
LLam’lmﬁummmauwummmmawma “ACFS” fiulASaenanesusasassaniiuadiednian
(3) ¥iNNLERIANTE \ATBINN1E “ACFS” Audnsud (ﬂummumawmaﬂﬂ”) unLAazvia i Aure n3e
mﬂuuuﬁwamnmmﬂmmmmnﬁummnmm (Individual Package) W3afinauzussquandms
Uszinndandngdu (Over-Packaging) lalid n1svia da niafiuva wadaelunisauds deanariald
rlafininan A uasulA3Un155UT00 TINHTI8NMNNTIATIZA 318UNTTNAFAY TI8IIUNITEBY
ey wazlususasgmnwadnnu
5. flasunissusasananit aziiA3amang “ACFS” Tuldfn3aadean 1andans waz/mIolonasiueuns
a1 Idawsludmiiiadasivaeudne (lmaaniautedan) Aldsunisiusesainaaituaielsnig
FUTDITZUUIIU
6. sasliudnaiomuns “Acrs” Iuanwmziivinlwidrladn niaesusasszuunulalvinissusasfianssnaas
i w%aﬁﬂﬁ'ﬁuw”ﬂﬂﬁmhmﬂm”%’un'ﬁ%’usmnfla‘[,m”ﬂauﬂwﬁﬂﬂ'lﬁ'u"l,m”%'un'ri%’u-saaizumm

7. Eﬂ[i]’i‘l.lﬂﬂ'ﬁﬂ‘iﬂ\‘]ﬂﬂﬂﬂﬂilg L‘Wﬂﬂﬂ% ﬂ%ﬂﬁlﬂLﬁﬂﬂTﬁ‘iUiBﬂﬁﬂﬂﬂﬂ’]U% E]ﬂ\‘l‘?‘iﬁlﬁliﬁLﬂ‘iEl\‘ﬁ‘lN'lEl “ACFS™” gz
ﬂﬂﬂi.lﬁlﬂﬂ"lﬂi‘l_l‘i‘l_liﬁl\i ﬂ\‘l‘W?A‘W Lﬂ‘ii-]\‘iL‘ZIEl% ﬁEII?Hf%N"IIGI"] mmmm‘mma “ACFS” LLﬂﬂ\iﬂEl‘ﬂ%“fl
8. Eﬂ.[ﬁﬁ‘l.lﬂ?‘ﬁ‘l_l‘iﬂ\‘mﬂﬂﬂﬁ]?!ﬂ‘l.l?ﬂﬁlﬂ'l’i‘i‘l_liﬂ\‘] E’lﬂ\‘i“ﬂﬂﬂl‘mﬂ‘iﬁl\‘}ﬂﬂﬂﬂ “ACFS” LLZ‘I»%E!G]H‘WLLQH"\]']EI%\‘]WNW

wiaaien dalawmnlng uazianansfifiiaTasnang “ACFS” udnsagiud nwmdmwﬂmﬂmunﬁ
susaeneldzaudreiaaiuldsunissusesszuuan

0. r;J”Lm”i”ums%’maam"awqﬂ‘lﬂﬂ%awmﬂ “ACFS” Uniefiant tadaaiew Falauanla g nas uazing e
Te3uuseannaniin unsdifandugnanaaudie Wnld tinnew nieanidnn1ssusasszuuam

10. PsuERSLASaInaTESUTaae a0 uaziATaInNE “ACFS” n3dglaiun193uTBeTEUY GMP/FDA 6

Aad1aluguh 8

{’ACFS

Thailand
Accreditation

MASCI 1017 GMP
GMP/FDA GMPIF__/__

C; ar d at as 1 ar C’
Ul 8 ModanisuanuATaImaneiuTasaasanIig iulAsatany “ACFS” 1ad Hnad,
(nseilasunns3usaesE Uy GMP/FDA)
(da 10.)

el Qo 'fM;
R-501 Iss.0 Rev.4 18/09/64 tls. (nawssdl Sagdad) 20/20
wmu‘mmmﬂﬂmanJmmnmu]nnﬁim






