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TYTLBYAAMENZIANY

\w3nalnaaind miuriniadu auialddasndn 15,000 viadedlus wisw

W3S RUNUARa1N
2. anwuzniy WunTasdnaainadininasasuuainiaty wieuRuRdayauuaaINMIEIEUY

9nlullA TnwoanuuumuuInssIu GMP vi3e FDA
3. anwglawg

3.1 swazRuanianein

311 wnsesfineainafininesasuuvininfuniouadsafiuriiaises (Labeling machine with

laser printer) @aAKkUY @374 WazUTENoUMNNINTEIU GMP %158 FDA wagldsunisSuses
wnsgu Ck

312 awnsafiainasineainafninesasurintnduruininnsgiu 3 Saddnsieainuns

dedn 250 Masieud waslimdsmsndniiatesodatios 15,000 viasedalus
32 lasainuaseuauiiiae

q

321 fwwseTesiisaanwazyrdndssrnldunnndi 3,800 x 2,400 x 2,100 fiadwuns (1374 x
an x @9)
U

1%
= A a

322 lassaiuesosinnainuasliudiusngg sudeluinseuuenveasiowhanaunuadaia

'
a % < e Py =] !

e AISI 304 uazegiiilyudanoy viselanduiAngt aunnsgIu GMP
323 awnsaltieaarnviaiaduauia 2 - 10 dadans m%ammwsmauﬁﬁLé’umugjuéﬂaw
Faust 16 Nadwms 81 60 fadwns 16 Tngliifontdsutudiulag vuanenugiBes
324 awnsaldldfuaanafininedfifinnnunsie 15 - 180 faduns wazAugeliifiy 80

aduns
325  awnsaRnaahussniifieugeghetion 2,000 aannseseuNIHAN
326 alumsiaeu Change part Weidsuaunnua 20 1 vidediniy

3.3 Hedumsvinanu

331 fsvudlilasmeufinned emuaumsiauressweihuemes vilvidnsnsaevaues

Aand1 maaunuuazduiinaandnlud® lddesdoudeya laidasia wagieldogs

= I
SREFSIITe RV

33.2  {8uwmesing (interface) Wonsaifieanusauanidl msifimesnsvinunasdoyassuy

viowarhuuuniiige warannsatedivanuzmsihanuldediesingy saldifuitRag

Y

dusaunlvmuRaundliotesins




34

3.5

ALAND

3.6

oysfAlddmsuTeutssana 2570

333 dileddunsivaey annsaasiaduidielinuaainuuwinlinea w3smgagnidu nsuvas
AUDAAUNR wFaeRunlilsuly Tneanunsonsiadtutazisasouldnasaiian
334 I duiuuiusanntasieidulanisnsinsinaanuuusealng

335  filsidusnadeuanunionyedssuudunauasietnng (nput/Output) Wensradna
gndedlunstu - dedygrauasaiawiseng meduodassnlulif

33.6  @wsanandyg avesssuUkazmuaLMsTnuTeweImesuazilfedidass Taeu
deyy 11N Photoelectric

337 Wszuumuauanuswuuuivldneides anudilunisdndesnsdsuulas wa
anusTumsfnaainazgnusulaesaluiilaglifesdudugesnsaduaan

svuuiuirdeunaranewiugudes (Drive System & Conveyor Specifications)

341 ndesirnannidnstuindeuiswesliueines (Servo motor) wiafnin Avilviadesd
PNEETLAEAHUILENES n¥ouszuumsdeurenisauudeies (Synchronous)
WeFuusefuaiesnnnsvhousasanuwiugiunsneiumlfigemde

342 fsruunmsviuldsuenunivewemesduaenudidoddodeiies lnsaunsaden
USuprudifutuvieanasidetnedasy (stepless speed regulation)

343  fypandsswinridi (nfeed tum table) uagynaidesvinrieen (Outfeed turn table)

Tuum 900 faduns Waldlunsandeananang

3.4.4  faewiuandss Yinenumeseuy Inverter (Conveyor belt inverter) ansnsausuaiuila
sanuuvatewy tketasiulwinats (Anti-Static)

LUUARREN
351  inTeslnasguduussaviamuazamnmeasnisinaan lidesndt 99% wazlisne
nsgeydveanidesainmsineanndulsiifiu 19
352  ferrmwiudilunsisearnlildseiufentu Tnefdnnueaaedouldifiv +1 fadwes

353 nisineaindadhiiinetesnniaiaduldaain aandaiiufciazn1soainizuesnain

i%UUﬂ'ﬂUﬂMﬂ?iﬁ’]ﬁu

361 ATesinRaInAIUANNTIOUIEsEUL PLC (Programmable Logic Controller)
36.2  Hpudnuaznsldnumeanaila nsenuuinsgu FDA 21 CFR Part 11
363  ssuududadanuannwiihaed (Color display touch screen) auia 7 7 wSedni

364 HspuumuAMIieuuuY SCADA wagilsyuutufinnsasisssuildaiunsaiudsuntas
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

aqﬁ@’lé’fﬁm%ﬁwﬂazmm 2570 -

flssuunsidnfislioya (Password) Litfeendn 3 seeu
asatounasudladudssine wu vungiavyanisndn Junkin (MFG) wasTununoy
(EXP) lalnanseinuisavtinasduda WonishunwuuiSsalyiviug

annsafmiansfiwadle warddusunsumsvhauwasdufinainsvineu (Recipe) 1a

100 AMMISBNINAIN

anunsauanlusunsunsiday uansatanuiadnfrunmtnee wasdamnsavuiin
UsyiRmnuraUniviavan

UseiRanuRaunfvanuaivudin fedlianunsnaunsewnlala

annsadsesndayausyiRnisvihnuniu USB Wulwd POF Audlalalle uasfisyuudrses

Gﬁayjamaq Software

sYUUANNUABANY

3.7.1

3.7.2

373

3.7.4

3.7.5
3.7.6

spuunsaunuaandelusia fensnsmevauesiiindy nsawnuLaztufinaannsmnluld
Lisesdoudoya W3aRaA1dneAuULee (Automatic scanning and memory of the label,
no input, no setting)

MsIAsIgFnsTuLuuSsalngd: dszuuiuiinuaainiusi LaswanInIINISRERLUY
Baln TnoszyUiinananild Uhinamdadusidudagy uasdiinunads
finalnnssen (Fail-Safe Interlock Mechanisms) diatlosturnufianana wu liflanvug

- ‘laiflaan (No Container - No Label) uazia3 ssagvgalagdnludfiiiofiuaainnun

(Label roll end - machine stop)

Iduvganisvhauuugnidu

fldoyaes wansanunsEiuYeuaTesinaain (Light tower)

fiszuudonfi anutasnsie (Safety interlock system) Im&m%’laaﬁﬂamn%wqmms

v‘imuﬁwmﬂiﬂaﬁuﬁuaﬂﬂaé’miuﬂamﬂﬂﬁsqﬁsﬁagmﬂﬂaaﬂmmzﬂm%mﬁ'\é’w‘hmuaq

SYUUANTANN Hagseuundnady

3.8.1
3.8.2

383
3.8.4

findasfuriiawedsedu Industrial - Grade inline CO, laser printing v3osguuduiiiny
Waauny vievawed aunsausuls (adjustable scanning head) FaeluRuNAISNYS
v3ensilnnaneussvinsiennaniigeds 1,500 fadnwseeiuni WsaL5n
wesuiinpsgunmsasiuartiuuasiiuasosssssy IP55 wiefind

fiasnganiuluuAfeun fadausumsUssinanametawes dwidnluiniu 20 Alansy
uazatunsoaaudnele

2.8 5 J58UUNTO
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385 fszuunsesniuuszdninngelagianisfndsnuinumumiaiuiomes (Fume
purifier ¥i30 Fume extractor) lasfidunsesenielifosndn 3 $u Tnefinamiasd
3851 tuukunseadowiu (Pre — filter) dwiunsediuayeaeny
3852 TulkunsasUszdnsamuiunas (Medium efficiency filter) dm3unsesdu
avlgun

3.8.5.3 guLLw'uﬂiaﬂUizﬁﬂﬁqux‘l (Hight efficiency filter/ Activated carbon filter)
dnsuindanaunasaty .
386  Tnsmslvavesorniesiugansadlalising1 300 gruiadiamssedalus
38.7 viegasniaAnugiliiteenit 1,200 fadwns dvesgaennadirwinduRuaudnansl
Weend1 50 fadiuns Unviendnanianuiiaddlau (Silicone) nuausay
39  szuUitudady (Machine Vision) wagssuufnuen (Automatic Rejection System)

3.9.1 fszuuitudasiy (Machine Vision) w38 OCR/OCY laafiadauindsundosiasaons g

'
&

ievmiifisuuaznsnaeunmn NN sRa Taesalusl
| 39.2  flssuunsivaeudieninainndas CCD Tae ¥n1snsieaavesulateg oo 100%
edunmuazuenuRIRTiTIamevdefsnusTiunndesldaghauiug
3.10 lassadne msdestunilvih wagseuvanssyllan
3.10.1 fiasounazgunsal (Acoustic & Physical Safety Enclosure) ifleanufadeunsly
uLATea (Safety guard with safety switch) ﬁwmni’aqﬁLL%@LLNLLazIﬂs'ﬂa L uwanagn
FuasgiuszianmesTunanadin (Thermoplastic/ Acrylic) wiatanduiifimnaudsusauas
Unaanfe
3102 figlWfiwendaszainia3 ssAnaann (independent electrical control cabinet) was
wieuszuuilenerindeny Ussnousegamunlniiuuuidassiifnsgunaninseasy

wasuAdvakuuilaseu el nsasu uwastuiinwgAnssunislondenulniwuy
13ualnyl (Power monitoring device)
4. YarnunauY

4.1  gUnsniuszneu

4.1.1  fnedndganfiansadediiuniesussyinfuvesdrtnnelulagidusidadinesy
mmﬁchumsusiaﬁﬂ%uuas%a;nmnw%’auﬁq%maqﬁLﬁaﬂé’uasmmmﬁﬁmus'wﬁ'uléf
4 3 o
Wuouem 97U 1 9

| 412  eewuidaideqauridluenatasiuiuuudnlud® vlaldiien H0, with Sitver lagld

| e 1 faddns ol gnuiariiuns anansaldlatuiesiifiiuingegn 800 gnuiaiiunsuse
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4.4

4.5

4.6

a.7
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a.14
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Wi 220 Thad 50 B5w% vide 380-400 Thad 50 1§3nd

o = Yy a o P=1 %) v
FILAT DI DIUNITIUTBIUIRNTZIU CE LLaSNﬂqi’ﬂ@ﬂLL‘UUﬂ'ﬁai’NLL@Sﬂ’ﬁ‘U'ﬁSﬂ@U‘I‘WL{]N‘Lﬂm’lﬂ

AMIFIU GMP %38 FDA Wi’e)llLL‘LlUWﬂﬂ‘ﬁ’\UIU’JHEJULﬁU@iWﬂ’W
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