manuan n. n1sifiunshuanuiindnuied Insnaandnioeiayulng Al

AMARNUIN

[

fdui W 379013 Tivel] YUIAUTTY
1 PTMO01 | Wewenutianssnwan nsxn 40 ml
2 PTM002 | Hanenutignssnwii nszUn 40 ml
3 PTMO003 | KeWanutanssneseeniae nsgUn 40 ml
i PTMO04 | ASuA Mtz nszln 50 ml
5 PTMO05 | fisauii U0 8 cc.
6 PTMO006 | Nistauvay 90 8 cc.
7 PTMOO7 N8 UL naod 200 g.
8 PTMOOS | H¥9aiauLe nang 200 g.
9 PTMO09 | nszideuauuti nang 150 g.
10 PTMO10 | dulseauLiig nang 200 g.
11 PTMO11 | dgifimangauwiis naog 200 g.




MANUIN V. vinvemdniugfings wardoyafiieitesiuasieiviemssuneideiliunisined g
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anu SYa 318013 e YUIAUTTY

1 TTM001 | s udlenzvutlon 20 60 ml
2 TTM002 | sudlefiutudan 2939 60 ml
3 TTM003 | eiaswan 2930 120 ml
4 TTMOO4 | 9 UAUIUNRANTS 90 240 ml
5 TTM005 | s1thsmauise 239 240 ml
6 TTMO06 | emimaulamaiy 239 240 ml
7 TTMOO7 | Fnslna el 30 ml.
8 TTMO008 | Feweee 270 24 ml.
9 TTMO009 | thsulna 30 30 ml.
10 TTM010 | anUservasulns an 200 g.
11 TTMO11 | Aaesng 2939 30 ml.
12 TTMO12 | finaednewiuds 230 30 ml.
13 TTMO13 | ¥vsnenena1n 499 15x3g.
14 TTMO14 | vwsnszisey 901 15x3g.
15 TTMO15 | ¥vsanlasiu LGN 15x3g.
16 TTMO16 | w1wsayulnsta LGN 15x3g.
17 TTMO17 | ¥1veuzg LGN 15x3g.
18 TTMO18 | Weouayulng manewdu %494 50 .

19 TTMO19 | finsunawanian U0 80 g.

20 TTMO19 | enUdendann el 30 ml.
21 TTM020 | naLeiungIee 90 30 ml.
22 TTMO021 | frdugntngeinee Urgesnaniey NaoY 120 g.
23 TTMO022 | fsueingslain AGGN 105 g.
24 TTMO023 | fsuenaiiuvivieuiin naoq 120 g.
25 TTMO024 | fdunansansiy N&oY 240 g.
26 TTMO25 | frsuenuddandion naoq 60 g.




AeRuan A. JWsunsun1singesshwdadesiu

At 519015 {nsavdeu AMUAILUN15ASID
1 NTLVIBUITBUDIAS UIPNTUL LAudln 1ASY/AfOU
2 S0851/5084AN5T UNYNTUL LALIIA 1A39/ AU
3 Usea/mtieing UNYNTULN LALIIA 1ASY/\fau
4 yaan bil/weu UNYNTULN LAULIA 1p59/fau
5 STUUEERNLENY UYNTUL LAULIA 1p59/feu
6 ulushenans UNYNTULN LALLIA 1p59/fau
7 AuUMaAusaUe1AS UYNTULN LALLIA 1p59/Adeu
8 angll/udnlnl/adndl YIPNTUL LALLIR 1059450
9 SunedesdSuainie YIYNTULN LAULIR 1A39/\RDU
10 Viewie(a3asUSuania/ensdn) UENTHUH wAuiln 1pSARou
11 Awosly YIYNTULN LALLIA 1p59/4fau
12 lwsninesues/szuulnetnis UIPNIUL LALLlA 13RO
13 ViorUszin YIYWTUU LALER 1p59/fau
14 finesiusz UYNTULT LAUIA 1p5v/feu
15 wfeni(lu/uonains) UIPNIUL LAULIA 159U
16 Fnlasn UYNTULT LAUIA 159U

AR AN INVD NGRS




AIANUIN 4. NUNNWIUIBNUNTURATOUNSTONUNJIMAENITUINTaTUAYY

fdui \n3aile Wwthituszsuasas Wwthilgeaage
1 inFeathauiou YIUA 419 TN,
2 \3DIuAn 237550 LN TN,
3 \n3esunasulng NI SN
4 gouluih ey INg LN TN,
5 \SaaNaNE WIUN 2479 0.
6 Lﬂ%iaqmi@mugw w335 LN TN,
7 \n3esTatiaings w5un 279 TN,
8 weadauaU3wwn 60 Kg. w3un 19 SW.
9 w3aedawun 200 ¢.,1000 ¢. w5un 419 3.
10 wiasduenszuuleth w3un 919 3.
11 m%ﬂiaumagulws WIUL B9 W,
12 \3eanseniRO Y INE P19 I,
13 winaduey WIUNT 2479 0.




Manuan 3. 15U wwastouLsuviiulszdn (routine) Fslinatuamnnudnsiauel

e unun1sUsshwATe sl NilkaseAMANKEAR SN

wisuthaudou
feuit | swens aA | W | oA | wA | A | da | we | we | S8 | na | @a | A
1 anellw/udn VAR VA VA
aEnRe
swud | senns pA | we | oA | A | aw | dA | we | we | T8 | oA | @ | ne
1 Ww3ndu 2 VR VA
wdaaunauulng
AU S9AT A | we | oA | uA | aw | dA [ Wy | we | J8 | na | @a | A
1 NOLADST VAN VAR VAR
2 AN V2N VAN VA
3 wnugnidu A VA VA
4 YuiUn-Un 2N VA VAN
5 aelo 2 VA VA
6 | shuanlw WA
7 | gnnds RN
8 N1RTBU /o /
foului
Areudi $19N15 aA | we | sA | wa | aw | dA | we | we | 88 | ne | d@n | ne
1 UOLADST V2N VAR VA
2 Naau /S
3 WHIAIUAY V2N VA VA
4 YuUa-Un V2N VA VA
5 aelo A A VA
6 | shudnlw AENEN
\A3DNAEN
a19u 378019 pA [ Wy | oA |wA |[aw | | ww | wa |8 | nA | @m | no
1 | vewes / / / /
2 | Yula-tn /|7 / /
3 | anslwl / / / /




a | sudnln VA VAR
5 | fuedes / / / /
\A3psusTgaIh
a10u 518019 pA (WY | 5Am |wA |[aw | da | ww |wa |8 | nA | a@m | no
1 | uewmes / / / /
2 | Yudn-Un / / / /
3 | anglw / / / /
4 | vhudnln V2N VA VAR
5 | fuedes / / / /
6. | @wes / / / /
e sTatlauings
auit | ens an | ne | oA | wA | An | da | e | we | B8 | ne | @A | ne
1 anelal/staudn Y2 A A
\Se s uaU3s wune 60ke
seudt | 1813 A | we | oA | uA | aw | da | e | we | Qo | ne | @A | ne
1 FLA304AZA /2 VA VA
Lﬂ%‘laﬁwu’m 1000 g. NAHyy 2 Fung
seufl | swenns aa | Ny |5 | uA | An | da | Www | wa | de | na | @A | A
1 Auvdagnin VAR VR VAR
2 mu%& / / / /
3 anglul/AhUdn AR VAR VAR
il RUNDUARINE /o Y
\3eadmun 2000 ¢ ATy 2 Fuvs
sSwuf | en7s fA | Wy | 5A | uA | An | da | W | wa | e | na | @A | N
1 G‘]"leu'dQﬂﬁw /N |
2 mu%& / / / /
3 anglil/Ahuan /N |
q NUIFBUANINE A VR VA




LA3RIANENSEUUbatn

a1nu S99 pA | we | oA | wA | aw [ dA | ww [wa | J8 | nA @ | ne
1 | vowes / / / /
2 | Yuida-Un / / / /
3 | &l / / / /
4 | sudnln RN
5 | fuedes / / / /
6 | 1M / / / /
\n3essounsenayulis
i 318013 AR | Wy | s5A | uA | aw | A | e | wa | dy | na | @A | ne
1 NOLDS /L
2 FgN1Y / / / /
3 wnugndu N VA VA
4 Y1Un-Un V2 A VA
5 anell N VA NV
6 | sudnlil NN
\A309n583 RO
swud | enns aA | W | oA | uA | Aw | da | W | we | S8 | na | @a | Ae
1 anellw/faudn 2 A VA
2 gnavy N A A
3 yowmesinsastiuih /2 VAR VA




AMAKNUIN 2. NTNUNIUBNANTTGNIATINAEAREINITNUMIUENaTegNTReNN 1 U Anan1519il
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a1 3IUNITLBNENT NN VUL
1 Site master file nn 17 | deidefinavdsunlamnade
2 | dlleusziununin QM) 17 | fedlefinsiasuutamnass
3 | Validation Master Plan 17 | ifeulefinnnvAsuutamnass
4 | unudsziunuam 17 | widedlefinndsuulamnads
5 | wnansudun (Master formula) 17 | “idedlefinnvasunlamnads
6 Standard Operating Procedure (SOP) 1Y *‘vﬁaLﬁaﬁmﬂﬂgauuﬂamm%ﬁ
7| Guiin 1Y | *vdeilefinsivAsuutamnase
8 | nuluu 1Y | *deilefinsivAsuuiamnase
9 | dafmunaianiy 17 | feulefinsivasuutamnass




AANUIN Y. NNSURAYOU

vao

U

Tunisdnvin nsusuugauile uaznisuandnaenans

® 9138301 SOP NsAIUANLENENS (SOP-CD-001) wagneileuianans (REG-DOC-001)

e douonansaanisnenalull

a6y 378013 U9 9 ReTT {imvin Kn33sau Aovdia

1 | Site master file 1 SM-01 Un123un Unsun | Usugidsuns | nn.eddna
2 | dfleusziunanim QM) 1 QM-01 Un1sun UnSwl | Unuglusuns | an.eddng
3 | Validation Master Plan 1 VM-01 Un1Tuyl Unnsud | Usuguiuns | an.efdng
4 | enansudunuiiutuuauya 1 MAF-CMC-001 | Unn23usi UMW | Unuglusuns | an.eddng
5 | wnanswiunuessinualea 1 MAF-BPC-001 | Un1i3usi Ut | Unuglusuns | an.eddnd
6 | onansuliunenginuziaua 1 MAF-AWC-001 | Un133usi UMW | Unugluiuns | an.eddnd

LN THUUVLN YT 26 Un1suyl Unnisud | Usugiuiuns | nn.eddnd
7 1 MAF-CQC-001

wAULa
8 | lenansuiunuguuaUya 1 MAF-HMC-001 | Un133usi Unswd | Unuglusuns | an.eddnd
9 | wnanswiunysvaglnsualya 1 MAF-PSC-001 | Un135us UMW | Unuglusuns | an.eddnd

nasiluninzanslas Un1suyl Unnsud | Usugiuiuns | an.eddnd
10 1 MAF-ANC-001

wAULa

naswiunayulnsAIuau Un3sun Unasud | Uswgddsums | an.efdnd
11 y 1 MAF-CWC-001

Undn
12 | w@nansese9nseatl RO 1 DOC -CW-001 | Un135usi Unnisudl | Usugiuiuns | nn.eddnd
13 | wnaseseanadingn 1 DOC-CL-001 Un1sun Unsun | Usugidsuns | an.eddna
14 | \0NENSATIWN7 1 DOC -CG-001 | Un133uv Unsun | Usugidsuns | anefdna
15 | ON&E19LATRITe 3 AU 1 DOC-CWT-001 | Un123un Unsun | Usugidsuns | aneddna

LONEATLATDITIVUIA 200 g. Unsuyl Unnsud | Usugiusuns | an.efdnd
16 o 1 | DOC-CWT-001

vt 2 AN

LONESLATOITIVUIA 1000 g. Un123un Unsun | Usueidiuns | an.eddnd
17 o 1 | DOC-CWT-001

vl 2 AU

LONATLATDITINUAUTI VUM DOC -CWT- Un1Tuyl Unnisud | Usugiusuns | nn.efdnd
18 1

15 ke. 001

LONATLATDITIIUAUTI VUM DOC -CWT- | Ua13un Unnisud | Usugiuiuns | an.efdnd
19 1

60 ke. 001

LONa15A38TAUAUINQIRUY Un3sun Unasun | Uswgdusums | an.efdnd
20 o 1 DOC -CE-001

Winmdeu
21 | enansiasesunayulng 1 DOC-CM-001 | Un1i5un Unnsud | Usugiuiuns | nn.eddnd

LONATATDIVTTIVIV Un135un Unasun | UswgdUsums | an.efdnd
22 1 DOC-CTP-001

oRlulR




23 | wnansimseatausou DOC -CA-001 | Un15usi Unnisud | Usugiuiuns | nn.efdnd
24 | onansiAsesTauNseayulng DOC -CPS-001 | Un133usn Unnisud | Usugiuiuns | nn.efdnd

LONATLATDIITLILATLATD DOC -MCS- | Unna3un Unnisud | Usugiuiuns | nn.efdnd
25

UTsuAYLa 300 Win 002

LONATLATDIITLILATLATDY DOC -MCS- | Unna3un Unnsudl | Usugiuiuns | nn.eddnd
26

UTsuAYLa 150 Wi 001
27 | w@nansAIetEnnuuiIn 50 a6 DOC -CEX-001 | Un133us Unnisud | Usugiuiuns | an.eddnd
28 | wenasgeulniin DOC-CO-001 | Un133us Unisud | Usugiuiuns | nn.edAdnd

SOPNsUnganuNGne Un1isum Unswd | Usuglusuns | an.eddnd
29 SOP-ET-001

anulng

SOPN13AIUANANN Un3sun Unasud | UswgdUsums | an.efdnd
30 | _ . . SOP-IP-001

wandusienanayulng
31 | SOPMIATUANNITHER/UTTY SOP-QA-001 | Unna3uvi Unsun | Usugidsuns | aneddna
32 | SOPMsAIUANERTLATULIA SOP-IC-001 | Unisun Unsun | Usugidsuns | an.eddna
33 | SOPAMIAIUANLENENT SOP-CD-001 | Un135uvi Unnisun | Usugddsuns | an.efdna
34 | SOPN5IANITU930958Y SOP-OB-001 | UA1suvi Unsun | Usugidsuns | aneddna
35 | SOPA1531e SOP-OU-001 | Un123un Unsun | Usugidsuns | nn.eddna

SOPNM5RTI95UTOAY Unsuyl Unnsud | Usugiuiuns | an.efdng
36 ) SOP-VP-001

gnAed
37 | SOPAISATIEAUAULDY SOP-51-001 | Ua13uy Unsun | Usugidsuns | nn.eddna
38 | SOPMISINAINETDINEnIUT SOP-CL-001 | Unmsu Unsun | Usugidsuns | nn.eddna

SoPMsUnesnwgUnsainTg Un35un Unnisun | Unugiusuns | an.eddnd
39 - SOP-PI-001

Rl

SOPMTTUTIngAU Jan Un35un Unisun | Unuglusums | an.efdnd
40 o . SOP-RV-001

UTINNLazgUN TNl
41 | SOPMsSenAveAu SOP-RC-001 | Un123un Unsun | Usueidiuns | an.eddnd

SOP danmunlilunis Un123un Unsun | Usueidsuns | an.eddna
42 | YjuRnuluaauiingnen SOP-GR-001

ayulng

SOP nsussnelugnIuiingn Un1suyl Unnisud | Usugiuiuns | an.efdnd
43 SOP-DS-001

gnayulng

SOP UfURnuvesdinau Un3sun Unasun | Uswgdusums | an.efdnd
4 | SOP-ST-001

ARIIFR/INEAU
45 | SOP N1SAIVANTENINIHEN SOP-QA-001 | Ua1isun Unnisud | Usugiuiuns | nn.edAdnd

SOP MInuAAUaNYaITaIU Unisun Unswd | Unuglusuns | an.eddnd
46 SOP-HG-001

YAAa




47 | SOP n1sEnoUsEmLNg SOP-TN-001 | Un193un Un1sui | Usugdsunsd | an.efdna

SOP NM9YANLEYDINLATY Un1suyl Unnisud | Usugiuiuns | nn.efdnd
48 . SOP-CW-001

WIUA 3 AU

SOP N9¥AILELDR Un1suyl Unnisud | Usugiuiuns | nn.eddnd
49 ; . SOP-CW-001

L= A o

\A30eilonIeUl RO

SOP N9¥AILELDR Un1suyl Unnisud | Usugiuiuns | nn.efAdnd
1 SOP-CL-001

\p3nsilondafingn

SOP N97ALEZDIALATEY Un1suyl Unnisud | Usugiuiuns | nn.edAdnd
51|, SOP-CG-001

uAin

SOP N15¥NANEEDIR LATDY Un1suyl Unnisud | Usugiuiuns | nn.eddnd
52 | Hswuin 200g neativy 2 SOP-CWS-002

aIVIN:

SOP N15VNANEZDIA LATDS Un1suyl Unnisud | Usugiuiuns | nn.eddnd
53 | Fsvwan 1000g nAdey 2 SOP-CWS-001

UL

SOP N15VINAINEEDIALATDY Un1suyl Unnisud | Usuguiuns | an.efdng
54 o - SOP-CWT-001

F9UaUIvUIA 15kg, 60kg

SOP NSYNAINEALDIN LATDS Un1Tuyl Unnsud | Usugiusuns | an.efdnd
55 | o SOP-CE-001

FaUAUINQILUUINWABYU

SOP N15VINANEEDIA LATDY Un1Tuyl Unnisud | Usugiusuns | nn.efdnd
56 SOP-CM-001

unenayulng

SOP N15VANEEDIR LATDY Un1suyl Un1sun | Usugdsuns | an.efdna
57 o SOP-CTP-001

UTTR USRI

SOP N15VNAINEEIALATDY Unsuyl Unnsud | Usugiusuns | an.efdnd
58 y SOP-MCS-002

UITUAUYA 15010

SOP N15VNAINEEINLATDY Unsuyl Unnsud | Usugiusuns | an.efdnd
59 < SOP-MCS-001

UITAUYa 300 Wi

SOP N15VINAINEEIALATDY Unsuyl Unnsud | Usugiuiuns | an.efdng
60 | . SOP-CA-001

wWauseu

SOP N15VINAINEEINLATDY Unsuyl Unnsud | Usuguiuns | an.efdng
61 . SOP-CPS-001

sounsenayulng

SOP N15VINANEZDIA LATDY Un1suyl Unnsud | Usuguiuns | an.efdng
62 | ) SOP-MRC-002

LSeauAYYa 150 Lin

SOP N15VNANEZDIA LATDY Un1suyl Unnsud | Usuguiuns | an.efdng
63 | . SOP-MRC-001

L3eauAUYa 300 Lin

SOP NSYIAINEEDIALATEN Un123un Unsun | Usueidsuns | an.eddna
64 | ) SOP-CEX-001

aie YR 50805
65 | SOP n1svihAnuaze1ngould SOP-CO-001 | Ua1isun Unsun | Usuedsuns | an.eddnd




il

66 | TuinnsTUIUNISHER ) Un1asusi Uniduv | Uswgidiuns | aneddna
67 | Tuiinn1smuAusswinen@e ) Un1asuti Unisuv | Uswgldiuns | aneddna
68 | Uuiinn1uUsy , UN1I5un Unsun | Usugidsuns | aned i
69 | Tuiinnsnsisadeuingdiu - Un135un Un1n3wi | Usugfliuns | an.eddnd
70 | Suiinmsmsvaeuduaniine - Un35un Un1n3wi | Usugfliuns | an.eddnd

Jufinn15n 19350 LONET Unsuyl Unidw | Usweitiuns | an.eddni
n NBLav001

Juiinidn-a1g LONENT Un123un Uniduv | Usugidiuns | aneddna
2 NUBLEaV002

JuiinUseifgunsal NaN3 Un135un Unidud | Unugiliuns | aneddn
~ NU8eu003

JufinnsvinaLEzeIn LONET Unmsuyl Unniduv | Usugtiuns | an.efdna
74 U004

tufinnsvianeaslifia LON&S Un1suyl Unniduv | Usugitiuns | anefdna
P UszaaAlguan NBLav005

Juiinienau LONENT Un123un Undw | Usugiliuns | an.eddnd
e W8LEY007

Jufineusuy LON&S Un1Tuyl Unniduv | Usugitiuns | anefdni
" W8LEY008

Jufindesesou LON&S Un1Tuyl Unniduv | Usugitiuns | aneddni
e WELEY012
79 | TufinNIINTINERUAULDS - Un1suyl Unnisuv | Usugitiuns | aneddni
80 | Tuiinmsiiudaegna - Un1suyl Unnisuv | Uswgidiuns | aneddni
81 | nzluingdiu REG-ING-001 | Un133un UnSwi | Usugitiuns | an.eddnd
82 | nzilouussyioe REG-PAK-001 | Un1i5u Unnisud | Usugiuiuns | an.ed i
83 | naleuendusagy REG-DRG-001 | Un1suyl Unidw | Usugidiums | an.eddni
84 | nudouduin-dnvue REG-MSE-001 | Un135us Unidwi | Unueltiuns | aneddna
85 | nulouionans REG-DOC-001 | Un1i3un Unnsud | Usugiuiuns | an.ed i
86 mﬁ&mm%‘laﬁﬂi—qﬂmgﬁ REG-MAC-001 | UA173um Unnsud | Usugiuiuns | an.ed i
87 | Tomvuanzingsiu - Un135un Un1n3wi | Usugiliuns | an.eddnd
88 | TomvuanzianuITAiu - Un135un Un1n3wi | Usugfliuns | an.eddnd
g9 | dorimumanizenduiagy - Un133un Un1n3wi | Usugfliuns | an.eddnd

Jreeunsvhaneddlaing LON&T Unmsuyl Unidwit | Usweitsuns | aneddn
% UszaaAlguan NUBLaV006







