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o
1. %9

auslAlddmivtaudseum 2570-2572
10-9-05-04
SUANBYARMENYZIRANIY

- nendmsuvin Lyophilization vun 20 s,

2. dnwnziaty Jugnansdmivinduyiua

3. ANWAULLANG
3.1 N8

3.1.1 Wugnensieenwuudmiuriui (Lyophilization) lnewawe

3.1.2 NARANBNAUATIZIR bromobutyl #58 chlorobutyl rubber &1
3.1.3 YUIAYBIYNEY

3.1.3.1 dwhurudnansrestngn 19.05+0.25 .
3.1.3.2 U UAUGNA1IYB YN 1334 +0.25 .
3.1.3.3 AUEHVDN " 14.00 £ 0.45 3,
3.1.3.4 Auvuweslingn 3.43£025 .

3.1.4 gnsdiunanvenevdedinnaniiniuadidndnmdonmunves USP (Chapter 381) way
EP (Chapter 3.2.9) d 13U Type | closure {Lauas1A1F BLBUBNAITLAATISNATBULALNA
nsvadey fugnentet1aiay 3 lot 9nudnuas 1 lot :nmiisauvesigiisades
Tauznssunsluiuauesan

3.1.5 gnsadhunanvesnesresiibuivderuviedninmdenimunves USP Biological Reactivity
Test lnegiauesindowauianasiamdoyauasiantinadeuss1iazidunaniesUfjonnis
AlF$uToanasgu ISOAEC17025 BiragnssunsluTuaussia

3.1.6 Ynedssiunssuiumsndsd mivldiugdalagianie dunisiame Water for Injection
(WF) 1ad 8 udam 18 Silicone Medical Grade 4azu339840,¢ Sterilizable bag n1gTu
cleanroom I1SO 5 138 class 100 flaueiAdasuaulend1TIngRansulseiuszauaI

AzePeIne R
3.1.6.1 Bioburden Tafiu 5 CFU /100 sg.cm
3.1.6.2 Endotoxin Taifiu 0.125 EU/ ml

3.1.6.3 Particles
-9uIA > 25 <50 pm 3l 14 particles/n0819 10 sg.cm
- 9Um > 50 <100 pm Fauliifiu 4 particles/ans 10 sg.cm
- 9a > 100 pm F1wauliifiu 1.2 particles/qnene 10 sq.cm
vioilethunu particle wiazvuauEuIudiAtutlaNazen (proved
clean index) lslifiu 3.4 PCI
3.1.7 nenedesaninsaldaldd ndeimunves USP Functionality Test laefllaussianfiesuey
lnEsuEnIsIBnURANIAdeuNEREReg 1ty 3 lot Wpaignssunslutauesia
3.1.8 qnendetlifinsasuwlamumaninuaziadiogedifddy wangamaidenanmyindy
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3.1.9 ynenefesanunsnisendodsledild dguvgf 121 sswneadea maudy 15 psi v
20 wriilagliasuaniw Waulddfueinedainsiauinigiu uazias eadnsues
dinmalulagsfueidnl
4. Sarvundu 9
4.1 JreneRpsuTIqiugs 2 Hu geduluifiu sterilizable bag ussqlaiifiugeas 2,000 9n Tnniindreena
$ou guiuvenidunanadnlaussussglundesiufusweingidn
4.2 fawenadeniwieg1gnens Srusuetiedes 1,000 ga wisu Certificate of Conformance w3e
Certificate of Analysis vas¥anuAazyiauweuliamznssunisneluszoznandinmua e
mmaauqmmwmué’wmsmwmmzmaauﬁ’uLﬂ%ﬁﬂim‘ﬁwﬁmi’ﬂ%u NSNTIVABULALHANNT
nvanaeuioduenivivemnsuuadnd sxflesfeuTunadndomovdolaudlle
4.3 ) A 1YY 0lATUTOWINTFIUAMAIN 1SO 15378 1Sy Primary Packaging Materials for

Medicinal Products Hlaues1AN@essunaNgIuEAAINISTUTBRNATHIUAMATNYBIRHARLAY YDA
WeaufuRnsiinseaeugnendvinagnssumslutuiauasan

4.4 lufuf dswsusfuefasuuy Certificate of Conformance 38 Certificate of Analysis A uaty
(original) TeeTanNITUTTIYNTU (lot) idsuaushey

4.5 aunwyesTann1suUTIYTidwoudesiunsnsIvaey Mnnguaruauaua T vesdinmalulad
Frfueidnt wardodldruliftuinissdnsvedinmaluladdaineidnd Ssazsunsmsaiy
mndeemdenetunsdsaduidesnangne fuesesuinveusemudemerivun

4.6 MmsusTyiiuvievesgnedesiiian Snus visiefennauansseasden
seluiliduldheuasdnay
4.6.1 Jowdnsini
4.6.2 YuAUDINENSTN
1.6.3 Smnuitussyseitusie
1.6.4 sHaiuiinGn
1.65 Sefudnvielssnuiinamieirdenanemsfieansidou
4.6.6 lunsdifldnwseusane desdaramanemssfunmwlnefismunlidhed S
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1. %9 gnendmiulavininfunazingazany vuim 20 u.
2. anwaEnaly ldfuiananafinussyindunietisiazany

3. ANWULIANIY

3.1 Hugnensdu wdnaine1sdauasizs bromobutyl ¥e chlorobutyl rubber &
3.2 TUIAVDIINYN

3.2.1 Wdurhugudnansvestingn 19.05 + 0.45 .
3.2.2 Wdurhugudnavewnan 13.30 £ 0.20 .
3.2.3 AMUGIVBIYN 845+ 0.65 .
3.2.4 ANUMNTBITUNTN 343 £ 040 W

3.3 gasdrunauvesInesiosllnuantAinauaifdndnudanimuaves USP (Chapter 381) uag EP
(Chapter 3.2.9) #38 JP (Sectiob 7.03) flaussiAdsweuionasuantisvagoy (Test method)
MAENAMINAZEY (Test result) MNUIEMERARLATIINTsUTRMIMhsnuesigiiodemdey
afeuasUssiunuTausnmionluaueneldraznssunsluuauesan

3.4 grsdunanvaigneiesliiluiivsenuniedniniudariimunves USP Biological Reactivity Test
Tnefiauesafomeuinansuanstosauasanmmndevetazdannisa iRmsa i uses
WMsgI ISO/IEC17025 Tiagnssumstuiuiauesen

3.5 enensssaunssuaunsndnd mivliivendalagianie iaunnsdnedag Water for Injection (WFI)
i auRlifae Silicone Medical Grade wagus31a01 Sterilizable bag n8lu cleanroom ISO 5
38 class 100 Q’Lauaswmé\’aqmuLaﬂmsmﬂﬁwém%'uﬂizﬁuizﬁummaxmmamﬂmaéﬁﬁ
3.5.1 Bioburden Ty 5 CFU /100 sg.cm
3.5.2 Endotoxin Ty 0.25 EU/ ml
3.5.3 Particles

- qun > 25 <50 pm A wauliliiiu 14 particles/ang1s 10 sg.cm

- 979 > 50 <100 pm Sl 4 particles/qnend 10 sq.cm

- 19 > 100 pm 1wy 1.2 particles/3ne19 10 sg.cm
viauditsiuau particle uiagmunaAuadiiafuinuazenn (proved clean index)
lifiu 3.4 PC]

3.6 YneneResanansaldaulad Wrudedvunves USP Functionality Test Ingiflauaiindeuoy
lenENSUAMITIBIUNANSYREDUNERERDEoY 3 lot TangnsTunisluiueuesen

3.7 gnensdoshiimadsuammeamuasiafiegraiifud oy wiagansdeuanimindunsiiv
ynetiluaniisuniuin 5 3 lnedsrsunmaaeuaind ndnuueulianznssunis
lutuauesim
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3.8 ynydssanmsadeintoselounld foamal 121 ssmwaids pawusy 15 psi uiy 20 wifl
Tnglsasuanm [oulddfumeaendalinnnnssiu uaziedosdnsvesdninmaluladTasfue
dnd

4. Sornvundu 9
4.1 flauesiaideniidiieg1a gnen autuag1iey 500 9n wieu Certificate of Conformance ¥3e
Certificate of Analysis uwouliangnssunsaeluszeginarfismun Lﬁ"ammaammmwmu
ndnsslamzuasvaaauiiuiniesdnsilinaniady Tngldnanlunisvaaey 15 fu nsaivdey
wazranmsaeuieduenanivasnaadnd axflesioufundndomenieldudla q fld
4.2 udngnenedadldsUTBInTgIuAMATIN 1SO 9001 138 1SO 15378 HlauesiAiesuaundng1u

WARINISUTBANATIUAMA TN ERkAs YRR URMTRTeaeuynendlirnsnIsNAS
Tutueauesen

1.3 gadsousaslinutuiniesinsvesnsuednild yniiaeudselunmananiadusuidownan
ne fuedessufinveurenuidemeiun

4.4 U3 iuTIvRINeNNRliaY Bns vdawdomnauanseazdundelud Thilddheussdniay
4.4.1 Foudnsoi
4.4.2 MNAVBINERTUIN
4.4.3 Snnuitussyiefiuvie
4.4.4 asuiingn
4.4.5 Sefdevdolssnuiinanvieirienuneniséniianmuden
4.4.6 lunsddnnanUseme fesdimummnenssiunveinefismunlidhed

0.5 9ne1edosussgluns 2 $u qetuludy sterlizable bag Yanddnfemnuieu vssglifuguas 2,500
an eduuenidunanadnlauazussglundesiudausandndn

1.6 dweuidinmeluladfaineidnd o.undes 2.uasTed
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1. 4o qﬂawﬂm‘umiﬂ%wzjﬁm}.ﬂu UM 20 W,

2. dinwauziily Hugnenaildavantriuginiiu

3. fnuuzlanie

3.1 Wugnensdimmdnannensduasiesivia Nitril rubber flifinneg fail

3.1.1 uRUALINaNUBUNBNTBIRN 188 + 0.2 usl.
3.1.2 dusihurudnansveuluvesn 132t 01 .
3.1.3 ANEIUBIN 88 T 03 3.
3.1.4 anuvuvestngn 33t 025 .
3.1.5 Auvuedan o gaunadusi 175 + 025 uy.

32 anunsaileindesendesiilou (Autoclaved) gamgiliisingy 121 ssrnwaided wiu 60
Tnpgnensdinsaniminuaslidudau

33 Fewmuwuiumandndmivgnensilimandunssulaoame Tnognoredeskiunisdnseunds
\deudalan uazussgnawanain 2 4u neluies Clean room class 100 Tnafimwagenndsedy
#lalfeadnagnenanould (Ultraclean) Inoflausadesnanmdngulssnouseseaziden uwae
sUnmuanImanaAnLrastuneuiideiiold luluauesien

3.4 JLaUDTIAWRIMARMENEIUAINEHAR U TALEIA LAAIHAMTATINEDUNYN
3.4.1 MIRENd auanasgIu ISO
3.4.2 MaAi] LLazﬂmauﬁ’am’m European Pharmacopoeia %38 USP

3.5 ynensdesusTluguuaznaesitndadnfiurule wionT R fuP AN YBINE TR
Ultraclean %3e passed clean 1ifaLauuunaed

4. Forvuady 9

4.1 fiauesadesdsatranueulanenssunismelusseznaniidmua litfeend
200 30 ievimanadey manndeuaENandeufoiulenansyansuUrdnd axilesiesen
Andemevselaudelaila vmﬁ?i"\‘l‘ifaha‘lumswmaau;ﬁmuaiwm%ﬁmLﬂuﬁaanﬁﬂ%&haﬁwm
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1. Falasens adeanlssny S1uau 3 19013

e/ & Qg ) €

2. mheamudwedasins dninmaluladtiueidnd nsuladnd

3. WRUUUTBLIUALAS Udnass 3,325,252.80 U
 (uduaLlaugsmluMTuge S o Aug U MLUARYERIA)

4. fuifmunsamnans o Juil 23 fugeu 2569

Lﬂumu 3,325, 252 80 UM
(ama'mamLLauaawuumwuaaﬁaEJ‘vnauammmLmﬂauamm)

4.1 f\mmﬁmm‘um Lyophilization U9 20 213.:97U7U 503,000 3n

31A1 1.85 UIW/4n Wuldu 930,550. 00, UM,

42 Qﬂmqamsuﬂﬂmmﬂsnuuaummaxma YU 201, mmu 2 952 50030

'sﬂm 0.5992 UW/qn L‘Uumu 1,769,138.00 UM

4.3 ﬁmmwmmmﬂsﬁu‘umumu UA 20 Wi mmu 672, OOO N

3171 0.9309 U/qn Huidy 625,564.80 um ¢
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