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81 0.9% Sodium chloride 100 ml injection
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1. a8 0.9% Sodium chloride 100 ml injection

2. Aauantanqly

2.1 3Uuuu
2.2 @ulsenau

2.3 AYULUTTY

2.4 2810

3. auguUANIvaiia

Wuansazangusmanide la 1udd

Uszneusemien 0.9% Sodium chloride Tuthdwiuimieuendn
ussylugeaa@nuda Non-PVC 4un 100 ml UsiFainieuas

\0u Close system fi¥nuenySunnsdaiaunn 20 ml vi3eazideand
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Han1snsRAATIEinun wduluaiu Finished product specification Wag Drug substance

specification &sloannzifousodninnuanznssuntsemsuazen nsenssansIsuaY

3.1 Finished product specification : 0.9% Sodium chloride 100 ml injection

U2 Test items Specifications

1 | Identification mmﬁisqh Finish product specification

2 | Assay 95-105% LA of Sodium chloride

3 | pH 4.5-7.0

4 | Sterility test mu‘ﬁ'iz‘lﬂ,u Finish product specification

5 | Iron content 1aiifiu 2 ppm

6 | Bacterial endotoxins or Pyrogen test mmﬁisﬁlu Finish product specification

7 | Particulate matter mmﬁ'wﬂu Finish product specification

8 | Heavy metal 14itAiu 0.001% base on the amount of NaCl

3.2 Drug substance specification : Sodium chloride

Complied with drug substance specification
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4.3.2 HaMIATIVIATIBVIANAWINGAUVBIRIENEALY (certificate of analysis of drug

substance) Aildlumsuanenjundadusodnvisvesndnsuaz{udningiu
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ndneyvintu / nsdlentuilu Sterile water for injection li#esl COA of drug
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4.3.4 wamsAnw long term stability naeavveIgveseidunsSeulifudtna
AMZNITUNTTOIMTHAZEN NIFNTHANTITUAY
4.35 ﬂSﬁL‘fJumﬂq'u biological products My vaccines, blood products #®4il
1BNEA1ITUTBIUMSHER (lot. Release) 9MNNTUINEIFNERTNTUNTE NTENTIETS1TUET
4.4 fnegaen
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4.4.1 flausnian fesduiegereddey 3 wieusgiust daduiunuuans

Measdenldnsuiumuittvusluideanautinludedy
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4.5.2 noindidaey essddiunmesluiusemanisnmalinsgieiui
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4.5.4 flavesm(felzfeciudsussioslndnunany viadefinnsidenann
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4.5.5 nsdlueniifeafiuinmilgamail 2-8 ssriaifoa Feallenansuanwuariuses
Iilszuunisfiuuasdndsenu cold chain system Alfinsgrumundninmst Good Storage
Practice (GSP) waz Good Distribution Praction (GDP)

4.6 Wnansdue

4.6.1 nsdhfushenfifosasansuaz/viadornould feslinanisdnvianiuesanin

naINTazANeLay/Msoliea Tumvinavaesneg asuduuarasnadasiuenansiifuen
4.7 fauesien (fune) BuserlVenidndyaieunsusvun el
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81 0.9% Sodium chloride 1,000 ml injection

1SINEIUIATYUINULTUNT

1. F981 0.9% Sodium chloride 1,000 ml injection

2. Aruaudanqly

2.1 3Unuy Wuasavanedsimannide la lild
2.2 dulsgnau Usgnaumesien 0.9% Sodium chloride TutidmsuwSeusnan
2.3 MYULUTTY Ussglugananainaila Non-PVC 4119 1,000 ml UsFanniiouas

\0u Close system TAauenuSunasdaaunng 100 ml v3easideanin
ffu ausliussyfesinadnuusannnsgiu wen. nensiiidies
Jugnenduaseiildnmsgu Weunadurugnensudilains$ iy
@enansluiusesnunmwanafinuasgnansuuunigig)

2.4 281N - szyTorn ddsenausendifguasanuuse Yundn fuFueny
wufindnuasiaunzfoushiven edhdauuuussqsiost
- VunYUUSTRNetoednssyyTesviotonisdn diulsvneuuas

WINANULTIVOIYT Laviindn Tuduey LiTaau

3. AnsNURANILNATA

Namim%ﬁLﬁ‘iwﬁ@mmwvﬂulﬂmu Finished product specification wag Drug substance

specification &sldaanzilousedinnuanznssunisemisuasen nsensIsansnsEe

3.1 Finished product specification : 0.9% Sodium chloride 100 ml injection

) Test items Specifications

1 | Identification muﬁ%q‘lu Finish product specification

2 | Assay 95-105% LA of Sodium chloride

3 | pH 4.5-7.0

4 | Sterility test mmﬁizﬂu Finish product specification

5 | Iron content Talifiu 2 ppm

6 | Bacterial endotoxins or Pyrogen test mmﬁlimﬂu Finish product specification

7 | Particulate matter mmﬁiz@u Finish product specification

8 | Heavy metal 14ifiu 0.001% base on the amount of NaCl

3.2 Drug substance specification : Sodium chloride

Complied with drug substance specification

}jp/\f o . f‘_‘"‘/ | (jv\/
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Fnqiiu (drug substance specification) nsdifiegsemitamaiuAsundatuslufiunfiuozfouuuienans
nsvaunly (8.5) uweu (finished product specification) Wwag/w3e drug substance specification
lngvoudluneuiulsznaduszninsiadidnnseiing wagliiiu 2 U ar Suusznieuseninsian
didnnsednd
4.2 lONANTIUTRNINTTIUNITHENEN
4.2.1 nsdlpwanlulsemndlne duindecdiionaisiuseswnsgiunisuineini
vénnasiuarIsnsinlunmssdnen GMP Tnefinanisusesiieulsenaaeusna
4.2.2 n3dlendidnannssuseme fudndeadionansiusesnsgiunsuangins
véninasinasisnsimlunisudne: GMP lneiinanisiusesdiviulsemagausinvsenngnasndn
wausnal
4.3 \enan3AMA MBI Taua TN
4.3.1 naMINTINIATIERRUNNEER TuTieduSagUresnan (certificate of analysis

of finished product) lugnjufidadusieeig

Aty (certificate of analysis of drug

d a oA @ W ' O Y a Y a a
substance) Mdlunsnaneuiduiuiegewisvesinanewazdnaningiv

4.3.2 HaMINTIVAATIZRAUNNINgAUVDIFIEN

[*nanews) : nsdiilueingu biological products #4015 COA of drug substance 184

Y a

AnAneingy / nsdlentudu Sterile water for injection Tx#fesfl COA of drug

U

substance**¥]
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4.3.3 enansvsendngududuanuduiusseninsjunisndnvesingivuesinenddiy
(drug substance) 4® 4.3.2 fugunsuanvewdnsriendnsagy (finished product) 4o 4.3.1
4.3.4 nan15Anw long term stability maaw‘daamqmaqmﬁﬁumﬂauﬁﬁuﬁwﬁﬂmu
AMIZATINNNTOMITUAZEN NTLNTIVEATITUGY
435 ﬂiﬂijJumﬂEjm biological products Ay vaccines, blood products @94l
LNENTTUTBUNINGR (lot. Release) IMNNTWINGIFNARTNITUNNG NTENTIEENTAY
4.4 fegeen
4.4.1 lauosian fosdvinedneedieafes 3 miheussesng dudusunuuans
eazdualinsuiumuittmusluideanaufimludegy
4.5 MsUsyRunmAmMEnTidaey

4.5.1 enfideeunedongldlalitesnin 18 WWou Wuantuduey
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4.5.2 g wnaadidou szfesdediunnindisluiusewanisnsiadinsiedensud
deou
4.5.3 ﬂiﬂﬁm’aaiwmiﬁ'}msejmﬁaaehwwﬁdwauLﬁadqm’m%miwﬁ@mmw NIy
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AUAMANYETLANIE wu’qas'mmwuaamuﬁm'élzi%'uﬁmsmmsmuaiwmmﬁménma@auaﬁmm
Andnvesiiauesie(fue) was/viegnasnlunswioly
4.5.4 flauesin(fniezfesiudsusiloslndnuneny vioidedinnsidenanin
eUszmsiag neurvun lnglifidouly
4.5.5 nsdlueniideafusnuilgamad 2-8 esmivaifea dosfionansuansuaruses
ilszuunsiiuuagdndsenlu cold chain system  fAlfunsgiunundninest Good Storage
Practice (GSP) waz Good Distribution Praction (GDP)
4.6 LONANTDUY
4.6.1 nsihifusheniifesazansuaz/miaiferrould Fesdinansinwanuasanin
RINsagaeLay/M391309719 Tuimyvharaiesne asufulazaenndsstuenaisiive
4.7 gauenan (fne) Busenlonidndynneunsusivun fail
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81 0.9% Sodium chloride 1,000 ml Irrigation

1S9NEIUIBTYUINULSUNS

1. %'aﬂ'] 0.9% Sodium chloride 1,000 ml Irrigation

2. auaudRATaly
2.1 quiuy
2.2 dulszneu

2.3 AYUSUTTY

2.4 aa1n

3. aauaudaniaunaia

WHuansazaneusimanide Ta Lsifid

Usgnauiese 0.9% Sodium chloride Tuthdmiuldnisuen
aausldussyfosdinndnuasnuinnsgu ven. Elonasluiuses
AAINNANERNUUULIAIE)

- syyfiesn drulszneufenddyuaranunse Tundn Sudueng
auiinanuasiaunziTouiiiuen Hogadniuuuussgdu

- UNUEUSSEIeg R edessryeu I eTensin dauusznouuas

VUINANUTIVONYT LaUTNER Tudueny Lidnlau

wamimaaﬁmeﬁ@mmmﬂulﬂmm Finished product specification iag Drug substance

specification &aldaamnzileusodinuaAnNIILNITOMNIUAZET NIENTIENTITIEY

3.1 Finished product specification : 0.9% Sodium chloride 100 ml Irrigation

Test items Specifications

1 | Identification

aufiseylu Finish product specification

Assay

95-105% LA of Sodium chloride

Sterility test

Wmﬁszﬁ‘qiu Finish product specification

1aitfiu 2 ppm

Bacterial endotoxins or Pyrogen test muﬁi:ﬁﬂu Finish product specification

Particulate matter

audiszylu Finish product specification

2
3
4 | Iron content
5
6
7

Heavy metal

1aitAu 0.09 ppm

3.2 Drug substance specification : Sodium chloride

Complied with drug substance specification

e - 1 asdlifasvsideundenisiiu (Waive) nsnsiaaeuiasizisionista Iduenans

wangIuRenannlisusylife

2. Drug substance specification 91500190 UTATIEVveEnGn Drug substance

W38lUA3189 Drug substance vewnanendnsosy atulaadunis Fellnmsnsivaey

AnTenAsunNIte

whr



4. Woulvdun

daueTaresBudinnmeiionans nieuasaneletoiusenenaislaediishuia Teaziden

afl
4.1 wnastasveygintunsideudrfueniiedmurelulsemalng wazduwas  (declare)
I GNAGT

4.1.1 Tuddeynstunefousmuen Wi ve.2 ne.3 ve.d v3e 6.2 wdusnsd
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wausingel
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°
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e« nediluengu biological products #8en15 COA of drug substance %84

Y &

AnAnewindy / ntleniudu Sterile water for injection Taifaell COA of drug

U
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(drug substance) 4o 4.3.2 fujumsndnvemdnduaie1dusagy (finished product) ¥ 4.3.1
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4.3.5 n3fhduengu biological products #w8u vaccines, blood products #esd]
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Jilszvunaifiuuazdndeslu cold chain system  filfuiasgIumumdninast Good Storage
Practice (GSP) wag Good Distribution Praction (GDP)
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ndINTaratuway/M30ioans Tudvhazaiunneg asuduwazaonmdesfuenansiiven

LY {

4.7 faveren (fune) Busedlenindyadeuasuivua fail
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wazerlutnaavesdyyasdeasans
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fihedildsuen
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FUALLDYAAMANWLIANE
81 5% Dextrose in 0.45% sodium chloride 1,000 ml injection

1SINYIUIBTYUIMNULTUNS

1. "fiafm 5% Dextrose in 0.45% sodium chloride 1,000 ml injection

2. ansulAnaly

2.1 JUwuy Humsaganeumannite Ta laifid

2.2 @1uusgneu Usznaudesen 5% Dextrose in 0.45% sodium chloride luth
dMSUWSENEI2A

2.3 NMYULUIIY Ussglugenana@naiin Non-PVC au1a 1,000 ml Usrnideuas

\Ju Close system f¥auanu3unasdaaunng 100 ml vieaudeanin
tfu nuzildussafesiinadnuusnunnsgiu en. ynensiildses
Jugnenedaesgiiilsunmsgu deunadurugnenaudilaifinig$dy
@enansluusesnaunmnanafinuazqanesuuuNngie)

2.4 aa7n - szyfiosn duusznouseddyuasanuuss Susdn Yuiueng
waiinGn Tiognedaauuuussadnm vuaruzussgenesutiossas
sEyTesW3aTon13M ArulsEnNaULAsILINATINLIITDIEN LaTTiNGR

v

Tuguoney idau
3. augudANIanAiia
wamimfaﬁmswﬁ@mmwL?Julﬂmm Finished product specification wag Drug substance
specification FaldanneiSeuredtnnunnznIsunsemITLaTEN ATENTIEITITUGY

3.1 Finished product specification : 5% Dextrose in 0.45% sodium chloride 1,000

ml injection
48 Test items Specifications
1 | Identification m:uﬁiz‘qiu Finish product specification
2 | Assay
- Dextrose monohydrate 95-105% LA of Dextrose monohydrate
- Sodium chloride 95-105% LA of Sodium chloride
3 | pH 3.2-6.5
4 | Sterility test m’mﬁizﬂu Finish product specification
5 | Bacterial endotoxins or Pyrogen test m’mﬁ'wq‘lu Finish product specification
6 | Particulate matter mmﬁsz‘tﬂu Finish product specification

A
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3.2 Drug substance specification : Dextrose monohydrate and Sodium chloride
Complied with drug substance specification
winewe : 1 asdiiemsdundanisiiu (Waive) nsnsraseuiinsesisenisle Wiuenans
wdngusanaafliFueyiRfe
2. Drug substance specification #9501 UTAT 8w 0ERER Drug substance
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mveudly (8.5) 1mdeou (finished product specification) wag/v3e drug substance specification
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didnvsetind
4.2 1eNa3TUTRWINTFIUNSHARE
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4.2.2 n3dleniidhainsedseme gudnseadionasiusosmnnsgrunisnanny
vdnnasiuariinsfinlunsaingl GMP lngiinamsiusesdieiudsenieaousirvisenynaondn
wausnsel
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o

4.3.2 HaMINTIVIATIZVIRUNNTRQRUVDTIEEY (certificate of analysis of drug

substance) fildlumsuaneriuidaludegniwesindnewazuaningd

v

[**runeLne) : ﬂﬁﬂjLﬁuU’lﬂEjJJ biological products $99n15 COA of drug substance 184

¥V oa
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Y
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4.3.3 lenanvisenangiududuauduiussenineiunisndnvesingiuvesinendifey
(drug substance) 98 4.3.2 ffusunsndnvedndaeiendnsazy (finished product) 48 4.3.1
4.3.4 wan13Anen long term stability maawﬁwmqmaqmﬁﬁumLﬁauﬁﬁ’uéﬂﬂfﬂmu
ANENITUNNTOIMNTUALEN NTENTIETTITUEY
4.3.5 ﬂiiﬁuﬂummjm biological products iy vaccines, blood products #8sd
1ONENITUTBIUNTHAR (lot. Release) MNNTUINGIANANTNTUNNG NTENTAITITNEY
4.4 fegeen
4.4.1 fiauesini fesdenedneiedides 3 miousssue Sududiunuuans
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