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3.2
33

3.4
35
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3.7

3.1.1 Wurawanaindunuy mammﬂuaa 258 Wesuas :Jmmuwammuwmsamaiulm
Falau Unvimduvau 1 %u LLauLUthmmmmmu usn. 531 2558
3.1.2 mmﬂmmwmamﬂﬂﬁumw Polypropylene %ilm Random Copolymer Blow moulding

Cat.No Eltex P-KL104 Felfiduussandnsnsilunundunssy Tneflnnantanessil
3.1.2.1 Melting point 143°C

3.1.2.2 Transparency 0.7% of value for air ’
3.1.2.3 Crystallization Temperature 100°C

3.1.2.4 1zod impact strength (notched specimen) at 23°C = 12.4 K/’
3.1.3 WAV A NANERN

3.1.3.1 durnuguinaueun 21.00 £ 02531 (A)
3.1.3.2 ANGIOIIN 4500 * 0.50u4. (B)
3.1.3.3 wWushurudnaauinanasuuen 1950 * 0.20uu. (@
3.1.3.4 Wukmgudnanuinuiadiuly 13.00 + 0.20uu. (D)
3.1.3.5 MNVTRBUUINTIN 350 + 0.20uw.  (F)
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4. fatmuadu 9
4.1 VIAWANERAN

411 davenadosuuuuanadendanatafinduatundediunanuiininin wieuiuses
dungnisanniedluiauesimluiuaussm

6.12 favesimdewuddelssnuiindnvianatain nouuuuviidesusosnasgiu wen.531-
2558 wasnarmdenidiananafin fuadunsediumiensusesdiungndes lutuiauesim

4.1.3 mawaefnfideusudosussquagainegnefifewanafinved (Shink wrap) findafuruld
$1uan 200 MA/pack WAL 10 pack UsTYlUgIWarERnTaiuly 2 fu
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4.2 fueiseaiiegwmmnueulinuznssunsmelussesnaiimualiesnd 1,000 4n
iennaeufuintasing Tneldlualunianmeoy 10 fu msvmaovuasmamsvageuioduenind
v03nsuladnd asflosdoaiunandemenieldudslas g

4.3 fudnvIndealdiuTeunnsguguaIw IS0 9001 HlausTiafoaluundngIuLaninnSuses
uws AN Tesanuazre et iRnsinTdeumn Taansiumslufuauesm

4.4 QLa"uammﬁlﬁ%msﬁmLé’amLazL%ué'ﬂumpLLé’a fausuiunsidn doswnifiunsdellil
4.4.1 fipsudaununisuda armedities 7 3y
1.4.2 fouuuenanshiddiananafinulin ELTEX-P KL104 fuelilunisadauadal]

4.4.2.1 Bill of Lading |
4.4.2.2 Packing list
4.4.2.3 Commercial invoice
4.4.2.4 uaSaFuiuludiund veamsvinSeuisuszmene
4.4.2.5 dnulurududud (nen.99) annsuAanng Ssfusesdiunlaonsuaaning
4.4.2.6 TuiaSesuRuannsuraning
4.43 dowmansluiusesquamvendianarafinawds 3.1.2 enusdnindn  (Certificate  of
Compliance) IndunanAnmindannmay FDA uag EP
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. ANWUSIANIS

3.1 PIAnanann

3.2
33

3.4
3.5
3.6
3.7

mﬂwmamﬂmiammavawaaﬂ%uamwaﬂs NV 10 wa.
Lﬂumﬂwmamﬁhm3'3%“|ma”ma’m%uam'maﬂs TUINUTIY 10 ¥a.

3.1.1 LUU?J’J@W@’]ﬁ(ﬂﬂﬂuLLU‘L! Wi@L’JWLﬁﬂUE]EJ 1§J3Ja TuUsauas uadmumamﬂmwmsﬁ]mﬂulﬂ

Fonau Unnadiuaeu 1 szju LLavLUulﬂmummmu 14an.531-2558

3.1.2 vinnndiananafinUseuny Polypropylene %l Random Copolymer: Blow moulding
Cat.No Eltex P-KL104 &slfiduvssguansnsilunundunssy Insflanuasifiamsadl

3.1.2.1 Melting point 143°C
3.1.2.2 Transparency 0.7% of value for air
3.1.2.3 Crystallization Temperature 100°C

3.1.2.4 1zod impact strength (notched specimen) at 23°C = 12.4 KJ/m’

3.1.3 9UAUDIVIANANERN -

3.1.3.1 WURTUAUENa 198300 24.00

T 0.25 3l
3.1.3.2 MNUEBININ 55.00 T 0.50 .
3.1.3.3 Wulurudnansiinraiiuuen 1950 + 0.20 uy.
3.1.3.4 Wurhurudnasuinuaasiuly 13.00 *+ 0.20 uu.
3.1.3.5 AUMUNYBUUINUIA 350 T 0.20 .

i vin Wideuniy  5.40 nsu

(A)
(8)
(@)
(D)
(E)

aneiaiimisdedivdondulidaay blasnmgeanmsdrtenisienide sedeni

“denazaiadueinnggns”
10 wa.

%mrm’fmﬁ%wﬂﬁmm wioudmisde “10 wa.” usyu
mamnmmmammamma wen. Wusyu
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4. farmundu q
4.1 vananasin
4.1.1 Q’Lauai'\méx’aaLLuuLLﬂmmﬁaﬂLﬁﬂ‘wmar?iﬂé’uaﬁ’w?aﬁwmenu‘%ﬁwﬁwﬁm wioususas
dungnseamdeuluauemaluuauosm
4.12 favesimdosdselsauiindnuinnaiadin wsenuuuntidesusesunasgiu wan 531
2558 LLavLLﬂmmaammwmamﬂ uatuvSediumianiuseduugndes lufuuesm
4.1.3 mﬂwmamﬂwmmaummmsaLLaumuﬂammmawmamﬂmm (Shrink wrap) QnBaruruld
19U 200 ¥I0/pack warsIu 10 pack ussqlugwaaRndatey 2 4u
4.2 NLauaswmmqmmamqmmmmaﬂwﬂmvmimwsmsﬂ,uﬁvammwmmmlmuaem'n 1,000 229
Wanagauiuiaiasdng Tnsldanlunsveasy 10 $u s minageuLarnanmmaaeuiisiduiendng
voansulAdnd azilesfasSenddomevioliudda o Al§
43 guanvindadldiusesumsgiunanmn 1O 9001 AMEUDTIANABIUUMAN S IULARINNT ST
mmmuﬂmmwmmmmamu,aauamawQummswmwaawm Wansnssunsiuiuausan

a4 mauaﬁwmﬂmumiﬂmaammumuammum ﬂaummumsmam ﬁl‘ﬂ\iﬂ’?LUUﬂﬂiﬂﬂﬂ@lﬂu
441 G\@QLLWLLNUHWiNaW annthegeley 7 o1
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4.4.2 daauuulenasimawatafinylea ELTEX-P KL104 Faglalunisnanuadad
4.4.2.1 Bill of Lading

4.4.2.2 Packing list
4.4.2.3 Cornmercial invoice
a.4.2.4 TuaSasuduluiiun® vesmsviiSeuiaszwealne
4.4.2.5 dwulvuuudidi (nen.99) :nnsuganing FefusesdiuilneniuAaning
4.4.2.6 U39 5uRuAINNTUABNINT
443 fowandlufusesquamusadanatafinaiude 3.1.2 anuignguin  (Certificate  of
Compliance) Tudundnfasifidaninmeny FOA uas EP
45 gansfossulsyiuquaintesrinnasnegnsidan Famudnvaaiidandisansolinsenn
AR Hanedestihiniasumaunulfrsunud i
4.6 WAINNTRIUDY Eﬁ%’%ﬁwmﬁjmél”aa&mmdmaummaamﬂﬂ%’muﬁaﬁuLﬂ%wﬁﬁ;é'sﬂuﬁa
vosdinmallaitafnridnd driunmeaeuisdedumsasiniuld
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seaziunfdnYMsIaNnIE

1. 3o PINYALTIVUIA 12 1A,
2. Snwagiialy Jumnaufmdaanuasauin (glass tubing) Talifid dwsuussyindu
3. ANWULANIE
3.1 wAmIInvABAWAs USP type | Tifldrudsznounes Silica wag Boron oxide liffesninfavay
75 waz 10.5 AuanY
3.2 PUIATIIVIA

3.2.1 Wurnugudnataveding 24.00 + 0.25 %,
3.2.2 dushuAudnansunviasuuen 20.00 + 0.20 /-0.30 .
3.2.3 Wurhugudnanauniaslu 12,60 + 0.20 .
3.2.8 AUGITINVINIA 55.00 = 0.50 uw.
3.2.5 ANUUNYB9YaUUNNTIA 2.60+020 wu.

3.3 Urnvaiusiin type B
3.4 \Heufila fekifiAouinandas (yellowish) 158 \Te (greenish) wazUmAnLdunasaInA

4. Forvuadu 9
4.1 aum
v 4.1.1 §5wnuangHEaLanInan1snaaayu USP Glass Grains Test Funaoaufiilduas USP
== Surface Glass Test dwumavunaiiauesmanueulfrnznssunishuiuauem
w412 mamim’;mmswvmuwsq (original) ﬁ]’lﬂ‘VT’eNUﬂUWﬂWinﬂiUiammﬁ’nga“ 17025
MOMUNENIUYDIST fuanarmauunaTiauas At USP Glass Grains Test wag USP
Surface Glass Test d1m3u Type | glass container ansaulbinugnssumsluiudussial
v 6.1.3 fosusigluvio Polyolefin shrink pack a1elu cleanroom 1SO 8 %8 class 100,000 Hiiuo
SIANEBINDUBNENTARIHANIATIVEBUANGNGBY (validation) Yosvies cleanroom i
Ananldussyuinunueulinaznssumsiuiueussian
4.1.4 mumusmmmwaaﬁmﬂu 250 U39 maﬂlumumumamsvmw’mmLLaUU'iaaa“Luﬂaaw
uwasadinaiudula
4.2 ‘Lui’uﬁdqmauﬁmaéfmuuu Certificate of Conformance %38 Certificate of Analysis Auatu
(original) 9a93aRn13UsTTYATU (lot) fidsuausng
0.3 fauesIAABhuInmiag1991uIU 1,000 990 w¥au Quality Certificate WAPINANINAFOU
Surface Glass Testwﬁg;wgoéunwg Stress %SQ?JQGWZJWNE]U‘LVNM”ﬂiiﬁJﬂ’]iﬂ’]?)ﬂLUSuEJ“L’Ja’W\ﬂ”MUﬂ
Lwam'maauQmmwmuawmmawmmwmaauﬂmmawmﬁlwamﬂ%u NNIATIVEOULALNG
msnmeaeuiadiuendnivemnsuuadnd sgitesdeasenduiemevialiudsla q fld
¥ 4.4 fuaninuazneiasluTBINIAsgILAMAT 1SO 15378 g5y Primary Packaging Materials
for Medicinal Products éLauaswmﬁaqmawa‘”ﬂgmLLammi%’uiaqmmg'mqmmwmméwamas

yassslfufinsianadeunialinuensmmsluiuawenm

et

R e
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Tusuwanipduisgiunsnseiu mademudsnelunsudsiafuidesnann fuiedes
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4.6 MIvsTiuvierean gnens thagliflonsiosdian Snws vieirdonnnsuanseazdon
Aeluililiisuazdaou
4.6.1 Yowdnsai
4.6.2 YUINT AN St
4.6.3 Snnuiiussydeituse
4.6.4 Sasuiinan
4.6.5 BafanSelssnuinanvieiniasnensiitannzdou
4.6.6 Tunsdliliinusinesene dosdamumnenssfuneiveiismn i

4.7 daeuiidinimeluladtafosidad o Uinves 2.unsTedin
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1. %8 ne1E Ui Lyophilization auin 20w,

2. dnwauzill Jugnensdwdutaduriui
3. Anwazlanie

3.1 N8
3.1.1 1Wugnansieanuuudmiuviuim (Lyophilization) Tngwawy

3.1.2 WAR9INENUATIZR bromobutyl 58 chlorobutyl rubber &
3.1.3 uIAYINeN

3.1.3.1 Wurugudnanvesdngn 19.05+ 0.25  al.
3.1.3.2 Wurugudnanyewingn 1334 + 0.25 3.
3.1.3.3 AI1NGIVBIN 14.00 + 0.45 %,
3.1.3.4 ANUrUYelingn 343+ 025 .

¥ 3.1.4 gasdunauveyneviesdiguandiviualifi@ndaudenimunues USP (Chapter 381) uag
EP (Chapter 3.2.9) dmiu Type | closure Q’Lau@ﬁmﬁawauLanamLam"‘;'ﬁmaaULLaxma
nsvagey Augneedates 3 lot nduAnuaz 1 ot 9nMleuYessETiAgItes
Tangnssunsluiuauesan

o 3.15 gnvduranvasgnenseshiduiiwieaunsodn inuderuaues USP Biological Reactivity
Test  1AgflaURIIAIADINDULBNAITULANITOYALAZNANITNAZBUDE1MaZLDIAIN
e fuRnsnlasusesnnTg I ISO/EC1T025 Tangnssunisluluauasian

e i 8

3.1.6 YnensRaaunszuIunsnandwmiuldiuedalasanie dunsaname Water for Injection
(WFI) iadeuilasig Silicone Medical Grade wazuis9a4gd Sterilizable bag aely
cleanroom 1SO 5 #3%8 class 100 fiauosimdsautenasInguaniulseiussaumm

aveavesgnenededl
3.1.6.1 Bioburden TalAu 5 CFU /100 sg.cm
3.1.6.2 Endotoxin TalAy 0.125 EU/ ml

3.1.6.3 Particles

- YA > 25 <50 pm 91uuliiiu 14 particles/3ngns 10 sg.cm
- 9UA > 50 <100 pm Srudubiiiu 4 particles/qne1e 10 sq.cm
- uIR > 100 pm Suaulaify 1.2 particles/angns 10 sq.cm
wioidiothdunu particle  wiazwuinuidwInuddaduiniuazen (proved
clean index) llifiu 3.4 PCI
~ 317 qrenadssaunsaldauldd iudeinueues USP Functionality Test lnggiaussnandes
UBULDNENTUAMTIENTUHANINABUNNRERDE WY 3 Lot WirmsassumsluiuEues M

MR

" 3.1.8 nenvsesliiniswdsuwlamenieninwasiaiiogeiideddty vausaimadenan iy

I3 a =, = Y a [
maiugnenabiluannzniiviu 5 ¥ lnelisgaunmamaseuainguiinuneulinusnssunis
Tutuauasian
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3.1.9 %ﬂmammaﬂmsammmjamsﬂaml i vl 121 ssAgalfua ANy 15 psi uu

Y

20 uriilaglsiAsuanin Tmawulmmﬁ’umaﬂmimﬂ'\ﬂmmmmgm LazLATaadnIves
driinmaluladTainmidnd
4. Fornuundu 9
0.1 gne1sdoaussgiugs 2 Ju geivludu sterilizable bag ussyliiiiugeay 2,000 9n Unndindruanu
$ou geiuuondunanadinlaussussglundesiudauseanguin
w62 favenmseahiiegnignens Siauedialiey 1,000 ga wieu Certificate of Conformance e
Certificate of A“%“EI}“QT?“ mamammavﬂmmmméﬂmmmasmmzmaluiuaunawmwuﬁ Wie
pIrvERUANNININNEN vz lazuasaaeuAueTosdnsildnaniadu nsnsndeuLazrans
praeuiaduendnivaansuladnd azilesieadunddemevdoliudalails
w43 fudngnenadasldiuseunasgiuauam ISO 15378 dwiu Primary Packaging Materials for
Medicinal Products Hlauas1A@aaueunaNgIuanInIsiusoIm NI IUANANYBILHARLALTDY
ﬁaaﬂﬁﬁ’amiﬁmsaaaamﬂmﬂwﬂmuﬂssumﬂmmaug@m |
4, QImUWIWEJUNGU’IEJG\aQLLuU Certificate of Conformance ima Certificate of Analysis fuatu
(original) veadanNTUIINNTU (lot) Tidasoudieg
45  punmussiagmsusTYiidweudesiunnseEny Mnnduauquannw vesdininealulad
Fafonidnd wardedldaulddtuiniosdnsvesdinmaluladdafudidnd Saazriuninsiasy
madseudsmelumssaniafuiennangnes fuedesiuiinteureaudemesioe
4.6 msusTYiuviorasneiadiay Snws videleSeamnauaniswadon
soludlvifuldheuasdaiau
0.6.1 Youdnfust
4.6.2 YUAvRIHEn S
4.6.3 Snnuitussyreiiude
4.6.4 Sasuiindn
4.65 efuAnviolssnuiindnviordomunenisiniaanadou
4.6.6 lunsdifldnwsnausena feafimumnemsatunuineAmun gy
4.7 deauiidninmeluladdifamidnd e.uinvos a.unss e
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