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w3nslnaainduiuriniadu vuialiddesndn 15,000 vinsedalus wiay

\insRuUaaann

Snwaizily Junsesinaainafininedasuunniaidu wieniuidayauuaaindiessuy
3nlullA lngeanuuunuanmsgIu GMP vide FDA

Anwuzany

3.1 TwazBsanmanaia

32

33

311 w3esdnaanainnesasuuvinindunieuiaesfiuniaiwed (Labeling machine with

laser printer) 89nLUU @519 LAEUTENOUALNINTEIU GMP w3 FDA uagldiunissuses
Wnsgu CE

312 awnsafiufuasiinaainadninesasuuwininfusuinuinsgiu 3 faddnsmeainus

gean 250 nasiewil wagllmdanisuindiatiesegntios 15,000 nasedalug
lassasuasauaudfiian

9

321 fvunaeiesiinaainuavyeadssinllunnnii 3,800 x 2,400 x 2,100 fadwns (1 x
an x G

P
=2 A a

322 lassadruesesfineainuasiudiumingg suiaiuiiseuuenvaLasesanaunuadana

1
5 1

in3n AISI 304 uavegilileudanne vieTanBudiinin suinasgIu GMP

323 awsaldfanainuindaguune 2 - 10 Sadans M?@MﬂwiaﬂauﬁﬁLﬁumu@uéﬂma
faust 16 Nadiums B¢ 60 Jadwng 16 TngliFeaudeutuaanlag vuanenugiGes

324  ansaldldduaainadininesfannuniig 15 - 180 fasiuns wazAda sl 80
Hadlung

3.2.5 mmmﬁm&y’aﬁammﬂﬁﬁm’m@a&hﬁ@& 2,000 2anNAaTBUNTHER

3.26  Mnailumsiudeu Change part Wewdsnaunnwn 20 i siednd

Hertunsvinay

1

¢ &4

331 Hssuvlilasreniiumed Wemuaunsinauwssseshuawmed Milvdsnsnisnevaues
A5137 MsawnuuasTuiinaandnlud lidesoudoya liFesisan uagienildoeie
= <
Lenesiduaiunu
332 {iBumeiiy (Interface) Wendaiioausaudnse msfiweinsnuuasdoyassuy

e uuuwiDe wagannsateiivanusnshaldedusin feldfuiie

U

dansaunbuanuiaundlaeg1esing)

/3.3.3 AN d...
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3.5

aunaus

3.6

333

334
3.35

3.3.6

3.3.7
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fifleddupmaaey awsanTadudislinuaainuurinbues wismeagnidu msulas
Arudiaund wsesindliisuiu lnsaunsannadunasudaiouldnasanan

Isntiuauiuaannkasisntulansd nsIMsAenatnLuuS alnyd

fitsndupadeunnunieuvesssuuBunauagzionding (nput/Output) ieasiadnaiy

1 ey 4

gneedlumsiu - defygauasaniauaiangg mefodagdniuli

RN INTBIEU UM MUALMST NuTe e e fuAazi Ao Base Taesu
AN Photoelectric .

ldszuumvauanuiiwuuiulddedes aruslunsddosazivd sunta uas

anuFilumsinaanniggnuiulnednludilashifewiudueinsaduaain

sruuduiafaulagangniuanaes (Drive System & Conveyor Specifications)

3.4.1

3.4.2

343

344

wissfnaannldnisduindoumeimeslauomed (Servo motor) wieRnin fviliiaTesd
PLETETUAZAINUIUENGS wiouszuunslousemsvhausuuseiies (Synchronous)
Wesuuseiuadesnmnsvhouasauusiuglunsnshumidisede
fiszuunmsuulBeuanudweaewestuaenudideddetwaiiios Tnsaunsaden
Usuemudaliiutuntoanasldetnedass (stepless speed regulation)
flyaanfearanv it (nfeed turn table) uazapandavanuiasn (Outfeed tum table)
flaunn 900 fadluns wieldlumsadewndn S

fangwIuaiaes YieumesEuy Inverter (Conveyor belt inverter) asnsausuanuté

PONLUUANENY Watastulniinads (Anti-Static)

STUUAARAIN

3.5.1

352
353

=

iwseallinpsguAuUsEaAnSanuazAun wuaen1siinaan Litdesnin 99% uasdsnsn

nsggdeaainiliasanmsieaainguliiiu 19
fanuulughlunsdeaannlilaseaudentu Tnefiaauratandouliiiy +1 Sadwes

a1sfnaandeslilivesennieiiad uldaain aanndadiufalaznisain1zvaeaain

FEUUAIUANNNSYINGU

3.6.1
3.6.2
3.63
3.6.4

\wIasRinRaINAIUANNISIUMIESZUU PLC (Programmable Logic Controller)

fnndnuagnisldnumaemeaiia nsanuamsgIu FDA 21 CFR Part 11
seuududadanuannutieed (Color display touch screen) auna 7 3 3afnin

fiszuumuANNIIULUY SCADA wasiiszuutufinnsasvasudiblannsaisuudas
161 (Immutable Audit Trail)




3.7

3.8

3.6.5
3.6.6

3.6.7

3.6.8

3.6.9
3.6.10

aydiRlddwiuleudssune 2570 -

flsyuumsdntisdeya (Password) lidaendn 3 sediu
ansadeuuazudlufiudsnnes wu vuneavyansds Tunnds (MFG) wagiununeny
(EXP) lalnonssnuunavtinaeduda WensiuiwuuSvalndviui

anunsafemmisieesld wazAslusunsunisinukastuiinain1syiau (Recipe) 10

100 AY¥3aNINAIN

anunsananslusensunisidau wgnsainnuiaunfiuniamiige wagaiunsatudin
UsgTRAuRaUNENIvLA :

UseIRmnuRnunivianuaiivuin fesliiaunsoauvisewdivle

annsndsoendeyausyiinisvhensiin USB Wulnd POF Audlulild wasilssuudises

dayaved Software

syyuAMUUannny

3.7.1

37.2

373

374

375
3.7.6

syuumsaunuaandalus® Senniseevauesiisanids nsaunuuasTufinaandnlusd
1ﬁﬁaﬁﬂau%’ay’a Wa0RIANE AL (Automatic scanning and memory of the label,
no input, no setting)

MFAsIZENsURUUSEalngd: Sssuutiusuiuaanluf) LazuamanIINITHEALUY
Byl TngssyUTunmannilld Usnamandusidndagy warUBnasmadd
Sinalnnnsden (Fail-Safe Interlock Mechanisms) Wiatlostumnufianana wu liflnnue

- 'lsiflaann (No Container - No Label) uaziaasazvgalassnludifidadiuaainvun

(Label roll end - machine stop)

fduvegansyinuuuugnidy

Hldnyeyn LansaaUsEiThuTeNeASesRnaaIn (Light tower)

fissuudoal omuiaendy (Safety interlock system) IﬂﬂLﬂ%@daﬂaaﬂﬂﬂz‘qu\ﬂ’)i

v‘hmuﬁwmﬂﬂaﬁuﬁLLasT,mﬂé“m‘luﬁamnﬂisg}ﬁiﬁagﬂLTJmaaﬂmmzﬁl,ﬂ%aﬁ'\é’aﬁwamang

FEUUNTRUN tayseuumdnaiu

3.8.1
382

3.8.3
3.8.4

3

fin3osfiuiaigasseiu Industrial — Grade inline CO; laser printing VEasTULBLTANT
Fraunu niemiawed awnsausuld (adjustable scanning head) daelviRunsSnys
visensiinvanaussiaseaudigeda 1,500 dadnuwsreiundl wieigindn
wssiuiinmspumstesiuauduuasiifuaseasssfu P55 vikefniy

fwTasganiuluuiniioun famiuSunsUszananametawas Uvunldiiu 20 Alansy
wagaunsawnaaudnele

5 H58UUNT0s«
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385 flszuunsosatulssdnsnmgalasamsindanuinamundsiuiiawes (Fume
purifier #¥a Fume extractor) Insfitunsasormalsifiesndt 3 4 Tneflnaaudgsd
3851 Suudunseadow (Pre - filter) dwmiunsesduazemey
3852 FuskunsowszAniamiiunans (Medium efficiency ﬂtter)‘ﬁm%’msaqc}u
asldun
3.8.5.3 %uuﬁuma&ﬂixﬁwgmwaﬁ (Hight efficiency filter/ Activated carbon filter)

dmsuidanaulazaiu :
o

386  T¥nsnmsinavesenmeiugansadislisng 300 gnuiadiunsiedalu

38.7 vegaennarugiliesnit 1,200 fafiuns dYesgeannimdnvuaduRugudnaaly
Waenin 50 fadwuns UinviendnanTanalinddlau (Silicone) numnusou

seuitudaidu (Machine Vision) uagssuusauen (Automatic Rejection System)

39.1  fssuuidudaiiia (Machine Vision) nia OCR/OCY Tnefindsunndoundsuasaonsug
deviwinfisuuaznsaaeugmnwvasms s Taedlusta

392  dszuunnaasufenimainndes CCD Tny vnsaadeusaulatetiesaiiies 100%
Wedunmuasuennuiuiiioemendessnusiiunwiosdognauiug

lassasne mytasiumslnd wagssuvanssglng

3.10.1 fasouuazgunsal (Acoustic & Physical Safety Enclosure) Liloanpufudeunzld
NuAIe (Safety quard with safety switch) ﬁwmﬂi’aqﬁ wdausaarlusela wWunanain
Fuaswiszanmeslunanadin (Thermoplastic/ Acrylic) vieTanpuiifiraudausuas
Uaansiy

3102 figlufuendaszainiad esinaain (independent electrical control cabinet) n¥as
wieuszurinssindsnu Ussneushegmuaulnihuuuiidassfifnsigunsainmadey

o

wassuAdvakuUHaseU WeTn asrvaeu wasudinwginssunisldwdenulniinuy

Swalvgl (Power monitoring device)

4. dpfnunue

gunsailseneuy

4.1.1  fnsdndeawnfiaansadediiunswssyinduvasdidnnalulagtidundaiimesu
nafiunsusIyiafulasUagnenamdenvidladegiillaulduazannsavihausuduld
&, 1o o
WUy e 31U 1 9

4.12  yawuidaegaursdluanmieuwasiuiuuusalud® vdaldinen H,0, with Silver Taald

e 1 dadans siel gnuiAdiuns anansaldlafiuvieiiivunegan 800 gnuirfiumswie

. e2ldiihe
Z;(//:

1NN WU 1 9
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4.5

4.6

a.7

4.12

4.13

4.14
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e 220 Taad 50 [B9nd wie 380-400 Taas 50 \End

fuesedesdnissusesnnasgiu CE warfinsesnuuunsadauaznisusznauliliuluany

1psge GMP u3e FDA niauuuuvdngniluiubuidueinm

b s b A S

asnsaldlgfunseaenannadninesuavihusanaininesvesdinmalulad i eidnd nsug
dnl

1
A

fsvuvdnsadil UPS iedneldsasuuusiowles (Industrial UPS) seriugnanvnssal fanusadng
w§smliinogaseuilodifu drumuesiddiyuazasuantua (PLC iag HM) iegiailon 15
unt Tusgwinadilwindunefiuiu FotasiuanuiFemevewenduaiviomsgumeresieye
AsmsIaEeU (Software corruption or audit trail data loss)
mLauainm"l,ﬂmmmmimmvﬁama Utility Systemn safussuuifsiidrinmaluladidndidns
& mﬂmﬂmimimaa‘maaumaqmﬂmiﬂgummu%wLauaﬁmmaqmms%mmu’lﬂfvamlﬂm
Ly

Tunsdlfl Utility maqmuﬂmeﬂuiaamnmsmamuluLw&NwammmmaqmwaqLmaw HLaues1an
VLﬁéfaqﬁwmi%’ﬂm‘LwLwaa‘wamamﬂmmuasLﬂulﬂmummgmsuama@q Taonshinse \House
gouuay Utility Systermn Aluluanunnsgniainssy

o) Lauai'\mmaﬂmsmilﬂuw W& G\LL@“"-U’WM’]&M%@L@“ﬂaﬂ'ﬁﬂ’]‘ilﬁjuﬁ’JLL‘l’lu‘{l"MU’lHIﬂﬁlmiﬁﬂﬂ

e R

UTEMERER T,mamaaLL‘u‘uLaﬂawiuﬂu'auaut,auaiwm

UIENEHEARY sHadlasunsiuTaInsg 1ISO 9001

WM“’”

NL?IUEJTW"I'W WBQLLUULL‘UU (Drawnng) suaﬂmimmLﬂ'ﬁaqmma']ﬂwmmiammmmmmmaquw

praromars B

fuale mlmmauaﬁm

wLauaﬁ'\mlﬂmmmmiLﬂaaumaﬂsﬂmmmuaaﬂmﬂwuwmmﬂsnmmLﬂsaﬂmﬁw%aumﬁaué’ha

i €ar & o

‘L‘LJ‘W\LﬂUIUWUV\GﬂiJV\ﬁ'mﬂWIﬂIuIa g UNFRNINTUUA 'i’JEJﬂﬂmaﬂVl’]ﬂ’li‘ﬁ@NLL‘UNWUV\ UazuIn anl

msipdeureagiurifseanainiud mrianstgademelihnmsdenusuuilalieylu
GRUWIGHT

ﬁﬂ'ﬁan’lﬂsifmut,t,axﬂwﬂﬁq%’m:}'\m%a\‘\ (Operation manual and Maintenance Manual) WJu

ﬂ'ﬁs"l‘lVlEJLLauﬂ’\U’\aﬁﬂi]‘lﬂ pghsay 3 atu

ot e, RN .

wLauasﬁmlmvmaqamwmamamﬁwamam (Design Qualification) YBUASBIRARAINYIN

XAy (Labeling machine) Witudinmalulad@fusidnluudaey

il AN,

Bj: wEuasanladasuauLenals Installation Qualification/Operation Qualification (IQ-0Q) 31N
vitniranumionluiudmeu

/.15 GlaueTen...
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4.13.} P&ID process-flow-diagram

4.15.2 Electrical schematics, wiring diagrams and parts list
-

4.15'.; Material certificate

4.15.4 Instruments and gauges certificate
'

4.16 $uusziuannm 2 U duaintunsiaiy
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