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2. dnwauvaly Wugnensdmduindusiu
3. fnuaIZlaNIE -

3.1 N8

28

N

3.1.1 Wugnesiesnuuudmiuvius (Lyophilization) Ingtawny

3.1.2 winNgNEUATIEA bromobutyl ¥3e chlorobutyl rubber Hiwn
3.1.3 TUIATDINY W

3.1.3.1 Wuugudnateesdngn 19.05 £ 0.25 .
3.1.3.2 Wurugudnansewhyn 1334 £0.25 .
3.1.3.3 AYMERYDIYN 14.00 £ 0.45 .
3.1.3.4 arwmnvesdngn 343025 .

3. 1 4 amaauwamawnmwmmmammmaLﬂuwaﬂammammﬂmm USP (Chapter 381)
wag EP (Chapter 3.2.9) dw3u Type | closure mLauasmmamauLaﬂmsuam'sﬁ

VNAFDULATHANTVIAGDY ﬂ‘U'ﬂﬂEJ']\'i@EJ'NuEJEJ 3 lot mﬂnwamua“ 1 lot mﬂwuwmwm
5'«5mﬂermaa'lwﬂmun'ﬁumﬂmumuaswm

3.1.5 gasadunanvesnusotliiluiusenuvsednimudertmunves USP Biologicat -

Reactivity Test IﬂEINLauaiﬁﬂﬂﬂaﬂu'ﬂ‘uLﬂﬂﬂﬁuﬁﬂﬂ‘ﬂ@uﬁLLﬁSNﬁﬂ'ﬁV\ﬂﬁ’ﬂ‘UE}ﬂNa”LE}ﬂﬂ

a'mwaaﬂgummsﬁlﬂsmmmmmu 150 17025 Wanenssumsluiuauesien

Injection (WFI) 1iRauRaMg Silicone Medical Grade uavus33atQs Sterilizable bag

msﬂu cteanroom 1SO 5 %38 dass 100 wLauasﬂmmmmamaﬂmimnwwam‘u’ds“ﬂu
ﬂummawmmaaaﬂmqmu

3.1.6.1 Bioburden Taiifiu 5 CFU /100 sg.cm
3.1.6.2 Endotoxin ety 0.125 EU/ mt
3.1.6.3 Particles A
- WA > 25 <50 pr- S ulsiifiu 14 particles/qnens 10 sq.cm
- WA > 50 <100 pm F1uuliiifAu 4 particles/nene 10 sg.cm
- oA > 100 pm rusuhidiu 1.2 particles/qnens 10 sg.om
v3eilernsiuiu particle uazvURINAUINIE SRS TaAYann (proved clean

index) lsifiu 3.4 PCI :
d /3.1.7 IngNmes...

- 3.1.6 ynuasdesiunsyurumsnBndmivldtuedalasiaw thumséaiay Water for- -
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3.1.7 gnenwissennsoldonldid shudedmunees USP Functionality Test Toeiauesnan
FEWBUIBNANTUANTIBNURAMYIRABURNENARaE19TRs 3 lot TiRniznssunsluiy
LI |
3.1.8 ynenseshifimsusuulamamenuasiedlesiiduddny ndudinadeuann
wirfumsifiugnendiluannisuniun 5 3 Trefisenunsmessuanguannouls
panssumsuiuauoA
3.1.9 Jnenseannsnilsndeseleodls figamail 121 svrigaifed Ay 15 psi u
20 wiilaelsiiuBenanw Touldffurnedauinviannsg wasiesssdnsvesdin
welulag¥asiousidns
4. Farvuniug
4.1 nen
4.1.1 %nmﬂmaqussﬁum 2 m%u‘lwﬂu stenlnzable bag Uﬁﬂumumav 2,000 3n Un
rinFeeNSoU ﬂwuuaﬂL'Uuwmamn'lauavussaluﬂaawLL'ueusamnwwam |
4.2 ﬁtauaswmmmmmaa‘mﬂma dust ey 1,000 4n wiow Certificate of Conformance

38 Certificate of Analysis mamammawuummuau'mﬂm rnssumImsly seesaficivun

LwamsmaammmwmuamsmvLawwuua.mmaaunmﬂsawnsﬁ‘l‘mam P%u MInTIvEey

wazwanisnsvaeufieuondvivensuladng sefledosSendndemeovielsudlly

4.3 ﬁw?amnmqﬁaa‘lﬁ%usaqmmsmuﬂmmw ISO 15378 #w3y Primary Packaging Materials
- for-Medicinat Products maua'i'lmmmmawanﬁmuamnﬁsmaqmmﬁ'\uﬂmm"w"a‘ WREw T
u,av*uamaa‘dgwmswmsnaavaﬂmﬂwﬁmunssums’lmumuas'\m

4.4 'lmuwaauawmamamuu Certificate of Conformance #3o Certificate of Analysis Auaty
(original) mamaﬂmswsswnsu (lot) Tideoudne

45 aunmeesagnsussyidweufiosunisasindey PNNGUAIUANAMATR VDA TN
wirlulad¥insidn T wasieddanlaiftuedosdnsvodnmeluladtnsosidos Sk
msm’m‘u mmﬂﬂmmLaww‘lumsmamﬂfaumaama*mnma HurunessuiintauRDa

Lﬁ‘c’JVI'IEJ‘VI\‘MNﬂ
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0.6.1 Youdn o
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4.6.3 YnnufuTsyReiuve
o U/ 1 d =3
4.6.4 saTuTNDR

4.6.5 ‘nawwawsaismumammaLﬂsammamsmmmmwﬂu
4.6.6 lunsiimdnwsnalssina mammmwmEJsmnummlwswmwumh‘mm
4.7 dweuidrinmeluladt susidns 8.U1N%Y8Y .UATIIYEN
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TAIDYAAMENYMITIANE
el a, LV
199 PENTAVINIATU WA 20 1;
2. anwnzyiall Tofumanwanainauim 25,50,100 ua.

3. ANYAIZIANAY

3.1 Wugnenedu wamngnedauaseyt bromobutyl w§e chlorobutyl rubber dim
3.2 TUIATRRNYN

3.2.1 Wwhuguénawwaslingn 19.05 £ 0.45 .
3.2.2 Wwsiugudnanswsngn 1330 £0.20 aw.
323 aigenesn | 8.45 £ 0.65 .
- 3.2.4 avuvunvestingn 3431040 ww.

33 ammuwamawntnqmawﬂtufm‘ummmmﬂﬁnéwmﬁaﬁ'mumaa USP (Chapter 381) uag
- EP (Chapter 3.2.9) %30 JP (Section 7.03) RLEAUBIIANDMDUIDNENTUARITNAABY (test
method) uasransnagay (test result) MNUTEVERER uazanosUfiRnsmhemuees
sﬁwLnstaawsauawauavﬂsmumwswwLauasﬂmmwsau'luLauaswm'lmumuaswm
34 ammuwaumawnmamaq’l.mﬂuwwmaﬂumaammu‘uammm‘um USP Biological Reactivity
Test IﬂawLauaﬁmmmua'uLaﬂmmammauaLLa.,wamsmaauamaauL@ﬂﬂmnwaaﬂgumms
ﬁ”lmuammmﬁm 1SO 17025 TianznssunisluTuaussian v
3.5 ynenvdiowiunssuaunisdadmivldfuedalavianny lunisdredae Water for Injection
(WF) vagioufiasae Silicone Medical Grade uaguss 38399 Sterilizable bag nnslu

ﬁ“’EﬂCﬂ‘Uﬂ\WﬂHN m‘u

3.5.1 Bioburden Liiu 5 CFU / 100 sg.cm
3.5.2 Endotoxin Lifiw 025 EU/ mt
3.5.3 Particles

- A > 25 < 50 pm- Srunulaiifiu 12 particles/3nens 10 sg.cm

-\ > 50 < 100 pm Fwanliiiu 3.5 particles/gne 10 sq.cm

- U9 > 100 pm aulaiiu 1.2 partlcles/ﬁma’m 10 sg.cm
viseule1suau particle Lmawmmmmmmumumm*vumma 270

(proved clean mdex) laifiu 3.4 PCI : .
% /3.6 JnEFBA...

cleanroom 1SQ.-5- ‘1’—!‘58 class-100 Ntﬁuai%ﬂ'maﬂi:la‘uL@ﬂﬁ‘%‘iﬂ'ﬂﬂﬂﬂﬁﬁi‘lﬂﬂi ﬂ‘lii“-"_/ﬁﬁﬂ'l'ﬁ:]"""""‘“"
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3.6 ynywRpsamsalfrlddmudedimuatas USP Functionality Test Tnsgiauesiendosusy
lenansuanITIBURanTIIRgeuTINgrdnoteliay 3 lot Waanssunsutuauesn

3.7 ynewdedhifimsivsuuvammenuasiediotaditediy ndudinmadeuan iy
nmsfiugnensliluanigdnfulidesndt 5 9 Tnefisnenumsveaasuangudnnueul
ruznssuMsluiuauesan ;

3.8 i]ﬂmmaqmmmmmma‘lmma‘lau’mammu 121 pernieaidud i 15 psi umw 20

uitlaleslsidsuanin ‘Im'mvlﬂﬂn‘umﬂmaﬂmﬂmmm 20 uy. uaz S aednsvesdin
wm‘[uiaamnmmm

4. daruuady q

4.1 flavemmdesthiiedne gnen S1uusthation 5009n wieu Certificate of Conformance
<d . . L% oo q
130 Certificate of Analysis uuaulwruznssuMsaelussusa it wus iessiaasy
L3 [ d _ v L Y W al L 24
ﬂmmwmuanwz:uvmww,asmammuLﬂiaqaﬂsﬁhmamﬂwima‘l'vnaﬂumswﬂaau 15

Fu msesidasu LLauNaﬂ’\iﬂi’)f\]’daUﬂEJLU‘ULE)ﬂﬁVlﬁ‘UENﬂiNUFiaWJ %ﬂmsamanmmﬂmﬂ
v3olaudalule

4.2 {udnynendesldfusannnsgiugman 150 9001 nie 1SO 15378 fiauesimdewey

mﬁng'muammi%’usaw1msﬁwﬂmnﬁwwaqc;iwﬁmaz"umﬁmﬂﬁﬁ’ﬁmsﬁmaaaavgﬂmq’lﬁ
AugnTTUNsluulauesiA

4.3 ‘Uﬂﬂ\m@‘umaﬁl’dﬁ'mﬂllLﬂiﬁﬂﬁ)ﬂi‘ﬂ@\ﬂﬂiﬂﬂﬁﬁﬂﬂﬂ ‘Vi']ﬂLﬂCﬂﬂ"J'liJL?lEW‘i']FJ‘LUﬂWiNaG\'Jﬂ‘UUEU

44 Uiiﬂﬂm%‘UBQQﬂSNNBQNLa'U INYT V]i@Lﬂ'ﬁﬂ\Wﬂﬂ‘c’JLLﬁﬂﬂiWﬂa”LE]EIﬂGlBVLUu ‘lwmu‘lm'mua'"
YAl

4.6.1 Fondnsoe
4.4.2 BUNAUBINARSUN
4.4.3 SnnunuTIyReiude
LY L} d =

4.4.4 sWasuindn i

d v a o« a a “ o o o ‘o
4.4.5 FoRndn viselswuingn vioweSemanenisifioavsidou
4.4.6 TunseiTE nnwenelsewe aosflanuvinuasstiuntsinefisviusiisnasu

=
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4.5 nenivaussqlugs 2 u fuludy Sterilizable bag Yanilndhermuieu vssqliifugeay
2,500 9n uazussylundesiudussnnlssudndn
' do w s W fy ¢ s =
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uazdRRUinusaNIY
1% neUavindnfuriinuidiu vune 20 a,
2. nwasialy hugneeildUnvantadusiinuiiu

3. ANWZIANIE |
3.1 Wugnedimudaanenedaasiviuiin Nitril rubber 8fiseq eil

3.1.1 Wurhugudnanueuuenven 188 * 02 3.
3.1.2 Wurhugudnansveuluren 132 £ 01 .
3.1.3 Wurhurudnanvesdumdsdmiuunady 5.0 .
3.1.4 AINGURN 88 03 .
3.1.5 anuvuvestngn : 33 £ 025 .
3.1.6 erunmumeen o gafunadiry 175 t 025 .

20

3.2 aansoiheindemeiniesilslevh (Autoctaved) gamgiilisingt 121 sseigaidva v 60
Wl Inegneedmsan wivuasliddusnmu
3.3 mmmwmummammmuaﬂmquamma‘mssﬂﬂaLawm, lAYNENFBINIUATASOULIS
\WWEBUTRIAY UaTUTIRINAERN 2 Fu aneludes Clean room class 100 Tasslmwazonniie
ﬂwlmmmwnmqnau'w Ultradean)TmemLauaﬁmmamamwanmwi~na‘umﬂ
J1eaEOUn uay sﬂn'rwu,amn'ﬁwammaauumauwmaaa'tm TuSuaussien
3.4 QLauaswmmmLLaﬂmanﬁmmngmam‘lmumuaﬁm WAAIHANIATITABUINGW
3.4.1 MWENS suanesgIu ISO
_3.4.2 muadl LLauﬂmauUﬁm:J Europian Pharmacopoexa 9438, USP...

35 ‘ﬂﬂEJNG]E)ﬂUﬁi?ﬂ‘LJﬂ\‘iLLa“ﬂaaG'ﬂﬂﬂNWWlﬂ‘uN‘ﬂﬂ Wi@ﬁJVNWNWi"ﬂUﬂT\NHUGWQ‘U@\‘l’ﬂﬂEl’Ni"ﬂ'U
Ultraclean %39 passed clean 'lrnmﬁ)uuunam

_ 4. Harivundu 9 _
E 4.1 geesadpsdsiistrunysuldausnssunisaelusssenaiisiue Litsendn
200 3n Litevhnsvagey nsnaaeukazkemmnaeuiiaduiendvsvesnsuladnd fiaus
sﬂﬂﬂua'\msaﬂaﬁamsaﬁaﬂﬁaﬂm I mnum‘lm'1slumsmaa‘uwLauaswmmmaanJuﬁ

¥
sonATldIeRevL
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IYALBYAANAN BTN

d x ° o a ‘0’ N LY
1. %8 nendudmivlnnmheasaeindy
2. anwauzyily Dugnenuuududwsulisgnuamienasaneady

3. ANWUZLANIY
© 3.1 90809

3.1.1 Wugnuuudu ndninensdansieyt bromobutyl ¥3e chlorobutyl rubber &
3.1.2 WWIRVBRNEN

3121 Lé’umuquéﬂmwaqﬂnqn 19.05 £0.25

© 3.1.22 Wuhugudnanswessign 1330 £ 0.15 wy
3.1.2.3 MNGUBAN 8.45 040
3124 mnuvnvestngn 3431025

3.1.3 gasdunanvennuwedinuauiBimuaif@ndaudetmunvas USP (Chapter 381)
uaw EP (Chapter 3.2.9) w38 JP (Section 7.03) lnefiauesiAfosouionansuansds
NAFBUUATNANSVAABURURNET LU 3 lot 1NUTEVEHER waz Swau 1 lotan
waqﬂgummsumEJmu‘ua:1sﬁ'vu,ﬂemaa'lwﬂmvnsmms'lmuLauas'\m

3.1.4 gasdunavesynusdiedifufivrenuvioda imudermunves USP Biological
Reactivity Test Ingrflausmenseweuionaisuansdoya (data) uasamsmageuashy
audumanifesUfURmsTldsuTBaNAsE Y 1SO 17025 Wanznssumsluiuauesm

315 a]nmqﬁaaﬁmm;mumsmémefm%’u'l%’ﬁ'umﬁﬂimmawwu HIUN5A9A7E Water for

anectlon (WFl) Lﬂaaumma Silicone Med;cal Grade UagUTIEINT Stenhzabte bag_‘ ‘

svmummaummamﬂmamu :
3.1.5.1 Bioburden  laiifiu 5 CFU /7 100 sg.cm
3.15.2 Endotoxin Wil 025 EU/ml
3.1.5.3 Particles
- R > 25 <50 pm mmulumu 12 particles/gnen 10 sq.cm
- U9 > 50 <100 pm 9wl 3.5 particles/9ng18 10 sg.cm
- 9@ > 100 prn Swnilalifiy 1.2 particles/qnens 10 sqem
videuleunstuau particle wiazvunmnAuudSiAduinuazen (proved clean

‘index) lalviiu 3.4 PCI ~
/M /3.1.6 Jnenafion...
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3.1.6 Ynerwrssanansaliouldd duderdimuntes USP Functionality Test Tnegiauasen
é]’amauLanemLtamswamuwamsmaavmnﬁmﬁmashaﬁas 3 lot Ivraznssunisiuty
LEUBIIA |

317 aanmaﬁmhiﬁmstﬂ-éauuﬂaamqmamwuazmﬁaaiwﬁﬁ’ﬂﬁﬂﬁ’m wdussnsidonanwide
mwﬂmqmuamauﬂnmmuluuaamw 5% Iﬂﬂmwmumswmaaumnwwammuav‘lw
AnTINATSiuTuEEIIAN

318 '«Jnmamaammﬂuawwaisﬂmﬂlau'mammu 121 ssrugaidoa AN 15 psi 1aan

20 wiililaslsiuBeuanin 'me"lmmnwmmammnmﬂmmmu 20 441, WAy
miawﬂwmmuﬂLwﬂiuiaamnmsnam

o 4. %’aﬁmuﬂﬁuq
| g 0.1 qnenesipsussylugs 2 $u Sludy sterilizable bag Yonfindnemmdeu qeiuvenidy
wanadnla Ussa'luﬂaaammwsamfumﬂuclulﬂmﬂismuwwamuavussa‘lumumav 2,500 0
42 mLauaiwmaﬁmimmaﬂwqaﬂaN‘lﬂ‘wmuﬂwquTaamnm%am
4.3 NLauasﬂmmmmmamwﬂmammau'lwamvniinﬂ'ﬁma'lusw~na'mmwuﬂ1muaanm
1,000 90 iiteveseuiutedesdng Ingldinarlumsmaseu 10 fu msvnaouLaskansYRaDY
nmﬁumnawmmnsuﬂqam aweriosSunAdumeieliuddlag dla
4.4 ynerHdrnlsaitleifunnasgIu ISO 9001 v ISO 15378
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—gpidtinmetuladBastundad-SrhunsweaeuSdoiduntsasafulgs = s

4.6 depuiidwinmaluladfAueid@nd o.U1nves 2.umsswdun aulusunsunisaaeuidnin
waluladfdueitvun
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1. Folasans nzeTanlsenu 31w 4 51805

(Y v

2. whenuvedasans ddnmalulagiidueidnd nsudadnd

3. WRUIUUTEINAUALASUINEATT 2,698,920.00 UM (B9 TUBNLAUARNULUATULAN
SouBAUUIMAI)
3.1 NYNVIUIL VU9 20 3. 971U 350,000 30

Wulky 553,000.00 U 51A1 1.58 UIW/qN
3.2 e UAYIATATY YA 20 1Y, 31U 2,000,000 9N

ulu 1,241,200.00 um 5171 0.6206 UIN/qN
33 ﬁ;ﬂma%mmﬁfﬂ%mﬁmﬁ’]ﬂu VUM 20 1. 373U 200,000 9N

Wulu 209,720.00 um 57A1 1.0486 U/3n
3.4 ﬁ;ﬂmqﬁguﬁm%’u%mﬂfwmazmai’ﬂ%u 37171 1,000,000 9N

Wulu 695,000.00 um 57A1 0.6950 UW/3n

4. FuPAmMuUATIAINEIE 8 Ul 6 NUANWUS 2567
Wusuiuku 2,698,920.00 U (dasdrunnuauiiniluwuanuinfesdfuuindau)
4.1 NIV YA 20 LY. 91U 350,000 30

WJudu 553,000.00 um 571 1.58 Uw/3n
4.2 ne9UnYINTATY YUIA 20 L. 31U 2,000,000 90

Dudu 1,241,200.00 U 571 0.6206 U/3N
4.3 nenslinninfuriaidu wuin 20 wa. $917u 200,000 90

Judu 209,720.00 U 571 1.0486 U/3N

4.4 nevdudmsulinvintienazaieingu 91uu 1,000,000 90
Hudu 695,000.00 U™ 1A 0.6950 UW/qn




LUy un.06

ANSILENINUIUUSTUUN AT UARETS AL S18aLLRenAN LYY
N15AFIINANINA LY UnNaa519

5. WAAINUIUDI5IAINAN (S1AN971999)
- 57990757 1 anuluFade 1@uf 172/2566 (@ne.) asiui 14 dvau 2566

- 518157 2 - 3 AU YDV LaUN 42/2566 (8N%.) asiudl 15 NEWNIAN 2566

(% ]
<~ =

- 5180737 4 snudaua@ee @udl 64/2566 (@) asiudl 14 NINYIAN 2566

6. eToL Mg muasiAnas (:1A8na8a) Nnau
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