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am.e. Finished product specification: 0.e¢% Sodium chloride solution @oo ml for

injection, USP&e

b} Test Specifications
® | ldentification Complied with finished product specification
o | Assay «&.0 — @mo&.0% of labeled amount of Sodium chloride
o | pH @& - .o
& | Sterility test Sterile
& | Particulate matter
> @o Um Not more than & particles/mL
> b& um Not more than e particles/mL
o | Iron Not more than o ppm
@ | Heavy metal Not more than 0.006% (@0 ppm) based on the amount of NaCl
& | Pyrogen test Complied with finished product specification
« | Bacterial endotoxin Not more than o.¢ EU/mL (USP endotoxin Unit/mL of NaCl)
®o | Yolume in container Not less than the labeled volume
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a.e. Finished product specification: o.e% Sodium chloride solution @,000 ml for

injection, USP&’e

4o Test Specifications
@ | Identification Complied with finished product specification
© | Assay «&.0 — @o&.0% of labeled amount of Sodium chloride
o | pH & - o.o
@ | Sterility test Sterile
& | Particulate matter
> @0 Um Not more than ¢ particles/mL
> & um Not more than e particles/mL
5 | Iron Not more than v ppm
& | Heavy metal Not more than o.coe% (@0 ppm) based on the amount of NaCl
@ | Pyrogen test Complied with finished product specification
« | Bacterial endotoxin Not more than o.&¢ EU/mL (USP endotoxin Unit/mL of NaCl)
@o | Volume in container Not less than the labeled volume
‘ViﬁﬂEJlMﬂ

- ﬂiZUVI‘\]ﬂVluLUiJULL"NﬂWiL'JU (waive) HanIIdoUILATIZHSIBNSLA IVHULLﬁﬂQL@ﬂﬁ’?'ﬁﬂﬁﬂﬁ’]uﬂdﬂﬂ?'ﬁ%

195

i‘UEJ‘L!lIGIWJEJ

- Drug substance specification ﬁf\]’l’im’lﬁ]’lﬂiuﬁLﬂiwﬁ%\‘iﬁjmam drug substance #3BlUALATIEN drug
substance veufndnd1isagu atulaatunils Sadinsanadenesiasuyniatediimue
- qaanTAlule < uasde « sradendeladenilwiearadentts b Tofle

~ =
. Rouludy 9
NER
AT o ’/ ............ U3g8UNTTUANS

(

ala. NIINTIVFIUAMUAIN Raw material
wamimaﬁmwﬁﬂmmwmm Raw material specification N1aanziJeu

NL?I‘LJ’EJT]@’WIENEJ‘HE’]LU']ﬂ’]‘Wﬂ']EJL@ﬂ?I’IS Wi@mﬁﬂﬁ’]ﬂiﬂ@ﬂ]@iiﬁ@ﬂL@ﬂﬁ'ﬁiﬂ&lﬂm@?ﬂ’]‘ﬂ 'i’]EJﬁuLEJEJﬂﬂ\m

&.@. L@ﬂﬁ?ﬁﬂ?ﬂﬂi‘U@UiU'm‘Uu‘WuL‘UEJUG\']TUEJ']LWEJ?]']MU']EJELUUi“LV]FTIV]EJ wagdng (declare) uvaq

co.0. TuddynstunsSoumiu el ne.m ve.a 359 8o UAIMANSE])

<olo. lufvetunsdou ve.e vﬁa 8.0 V098TlaunsIA nieusioay \WWeaviitanisnIumu
ﬂmmwwawamnm%mwwmLUEJu (finished product specification) WazdaA1un
ﬂmmwwammm‘u (drug substance specification) ﬂimﬂ/l’eJEJi“WJNﬂ'ﬁLﬂaEJ‘LJLL‘Ua\iLLm,‘U
ahuay Aealuulanalsnisveusly (8.¢) undeu finished product specification

weUszysy waann)

WELNNETIUIYNTS

r .
TR BTN HIE il s NIIUNTT
(UNENTINTTU vanTmd) (Wea¥Tung swiudums)

WndunTUIYNIS Wndunsgungns



Law/¥58 drug substance specification Insveuflufauiulsemeasusiavdeysynie
sedidnnseiing uarliiu o U a fulssmageusiavieUssnansmsEnmsednd
<o, 1ONATIUTBWINIFIUNISHEREN
<lo.o. NIty WARlUYsTIAlNY flEndoionansiusesnnsgiunsnansmuvdninaTuay
Wnsialunisuanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tng
M9 PIC/S participating authorities w3e f18na153U50911MS§IUNSHERE AL
anINIILAL aswmiumiwamstaamunmuﬂmuﬂimmimmmay&m NIENTI
Ms1snugy Satmuatulnedinuaeandosuasiaifioufundninasiuay s ialunis
wane1 PIC/S Tumnmeniaueny atfudganuseunisnsiaaey Tnefuanssusedis
IulssmageusAvieUszninsimdinynsedng
<lolo. nstlginimnisssing fudadefionanssusennnsgrunisanetaundninas
wayIsnsRlun1Hanen PIC/S Tnewtaea PIC/S participating authorities atuaan
musouNIAsITaey lasdnanisdusesieiulssnnaousainiesyninsian
Biinvnsedind vieeynasndn udusinsdl
. LONENIAANMYBIETAUDTIAN
<me. HANIATIVIATISRAUAWRER Fsiand1SagUresdudn (certificate of analysis of
finished product) iumi'uﬁei\‘uﬂuﬁaaﬂ’m
<amlo. HANITHIIVILATIY Mﬂmmwmmwaammmﬂm (certificate of analysis of drug
substance) wl‘é’j‘l,umswammiuwaqLﬂumamwwmwwammumwmammm‘u
<o lONAIMBNANgWBuSuANLdIT LS IEnIeTuNMsNBRves TR AuTDstEd e (drug
substance) 10 «.o.b AujuNITHANTOINARSUTT81d11525U (finished product) 48
.M.
ca.c. HAN13ANYT long term stability naenv981g0s81 At unzideul3Rud1inay
AMIZNTINNNTOMNTUATE NITNTNEATI50IE
c.<. MBENEN
g.c.0. Hiduasm fesdsiogvenotnates oo ge wieundssussytusifiauean fadusum
uwansTeaziBenlinsuiau muﬁﬁmuﬂuﬁasﬁa@mamﬁﬁﬁalﬂ%wﬁumsﬂwﬁuqmmwmﬁa’q
1V (uandenasNsTuUseiu)
e.&. msUssiunanweidsey
«&o. TuFunguasidwey
«&.0.0. lunsdlindnluussmalng engueseildweudeditosnii o U o wou i
Nnuidaoy

i 3/ § y@r‘ ' l/
?N‘?J@ .............................. UseF1UNTIUANS i i e ATIUANT ATD o 9 .................. N3NNI

(WeUss sy waan) (UEMTINTI rianTand) (Wea3Tuns wuduns)

ULINETUIYNTT WnEUNITIWIYNS WndunITYNIS



&0, lunsdifindnaindeuszine geefidsmoudadlitosni o U fusintud
daau
& mwm'swawa‘ummmmmmewmﬂmmmwammmevwmiumamau
&.&.an. nmwmﬂs'rzjmimnﬁammamawmmauLwaaqmammmvmmmw YTV
dmldeioeiiedn lnsflauesia (fue) axdesdseniudnausuuiiniae
nsawTnliened uasndufiuliaveudlitenifesfedunsmsaiinszinanm
nsifnuielifulunmunadnvazianie miwsensvearuavElisuionsanms
lauesIMEINave sl ({1ne) was/mielnanluasadeld
cea. fiauesin (§e) wfedfuddousdonlndnuney wiedlefnnsdouanmias
Useniste 9 neuivun Ineludidevly
&b. Hlauasn ({ue) Ej‘uaamﬁﬂﬂﬁumaswms%ammﬁmLﬁmﬁuﬁmwé’wmmﬁzaﬂﬁu S3Ia0g
fudreduviedunesedudedey
<. Feuesa (§ue) Busedliondndygneunsuiivun fed
<o, NIEhesIMsfomniudygInsiadesussiusmin Lﬁumﬁuﬁm%asdwﬁmsqﬁumw
WaeNIENTIEs1TugY luseniservdameaty
<olo. N3dNaN1SguAsINTATIEROE Tnensuinermansnisunnd n3oeeUfuRnsiild
WIRIFIU 1SO/IEC emolod wamsAasgiilidulunuuiasgrudefvunlulszniaaey
iﬂﬂ’]‘ﬂ%@ﬂi”ﬂ’lﬂiﬂﬂ’]aLﬁﬂwi@ﬁﬂﬁ
.ai.an. ﬂimNaMﬂm%EJ’I“UU@UOﬂL?EJﬂLﬂ'Uﬂ‘umﬂ‘Vl?NGlmﬂiﬂEJﬁ’]‘L!ﬂQTL!ﬂm”ﬂiiuﬂ’limwﬁuau8'1
lutnaesdyyaziewsnne
<o.c. nadifinudgmaanimanudnfusioiilendmaneussaniuauasanulasn fusio
fUdilasue
&R, mifaas'mimi‘uaamuﬁm'ﬂﬁuﬁmsmw?ﬂmﬁmsﬁmﬁﬁﬂszi’agﬂL%mﬁuﬁuiﬂw‘hﬁmm
AUENIINNTEIMSHaselusEEsIe o U deuTulssmeaaunaiusenmasimddnnseiind
ca. nidhndyiuiligreddlunissamsfouredinnunnenssunisemisuasen NIENIIN
a1seigy Tmdndniilsaweuradinua wazifulunuussmensenaneansisagy e sey
3181 W.AbEDe WaE N.Abeol veliBudiuienasnduifuilitunsdounde wn
Ligumhenensesnanautinuiiimawind,

USEBIUNTTUATT TR emmmrrsssosmmsssscnroes RRUANT DD NIIUNNT
(WedszvsU waann) (WeamsInTIas vdnsm) (WsERuns wuduns)

WBUNNETIUIYNIS WEYNITINIYNS WNFUNITIUIYNNT



s o/ l&’ a/
s’taaz@ﬂﬂqmanwmzquzﬂuaam u,u/uﬁ'mLanmimsaﬂmmwnm%m
7007,
N 2T e
= i ? ey
318N o : 0.«¢% Sodium Chloride @,000 mL for irrigation
mudssnAdmInguasiusil

4 . s b :
. Y2E" o.a% Sodium Chloride ®,000 mL for irrigation
. AausdAnlU
b.o. JULUY Wuansazaedsimanidela Lifd liflansiude dwildnmeuen

blo. dulsznou Usenaudiefien Sodium Chloride oo me/eoo mL Tuansazansysings
®,000 ML

b.n. NMYULUTTY USTTLUGIMAIERN WA @,000 mL Tnseenuuuliauisansld wazanansaw
@sarangeenanAvuzliograsings
msuuezﬁlsi’fmsﬂﬁaaﬁﬂmé’ﬂwmvmmmm%’m wen. wie IS0 wazadlasueygn
mLLaumLszmnﬂmummmm%mwammmmmmiiu Tageeinsuans
Lﬂiaa‘wm&Jmmﬁmuhwmwvmmma (WuuluTusesnmunmunsgiuves
MYULUTTYPUATFIUNER S gmanssusneie)

b.g W19 HuuuulauazUanduldidlellaivun
b.€. 281N zyTunan, Tudueny, waiindn, lwavedewiuen, dulssney,

TUINAILLTIVBIET UaLABadiA191 “Not for injection” %se “Not to be used
for injection” vuMBUEUITYLIodetmiay

o AuduUANINNALia
Namim’amLﬂi’wﬁﬂmﬂﬁwmu‘lﬂmm finished product specification Wwag drug substance

|
Y o a

specification mmaaamﬂLnawﬁuawmmﬂu Felfaane Tousiodntnaunaenssunisemisuazen
NITNIWAITITUGY WﬂNLﬂﬁ“UG]’]iUVII‘UE]’NENG]ENLUUQ‘UU‘V]L'VlEJ‘UL‘VI"IWi’eﬂ‘ViiJﬂ’J’]ﬂﬂmi%’luLﬂﬁ%m’iﬂﬂmi‘u
Wils ANUTENIANTENTWABITUSEY 1389 S8YAIT180 N.Alodoe 8eiuil o FunAN beve (awimm
“I,uswm)muwnmaw ol NUANUS beob) Lag LSEN'iuUGI’]i‘UEH (2fUfl b) WAbeoe aciuil
M NINYIAN bdol (awizmﬂ‘f,uiwﬂﬂmuLUﬂwnum Lo NINNIAU beol)

vailun1siansan iwuuﬂumaawu%aaﬂm‘"ﬂﬁumiwmimwa

. . .
) e R USEBMWUNTINNTT 89D o e i Ul ol o (ST o N3UNT3
(WeUsEsy waann) (UEMITINTIAL widnsad) (WeamTtiuns wuduns)

WgLwWgguIgnIs WNEFUNITIUIYNT WdUNITIUIYNT



a.e. Finished product specification: 0.«% Sodium chloride solution @,000 ml for

irrigation, USP<e’a

4o Test Specifications

@ | ldentification Complied with finished product specification

B | Assay *&.o — @o&.0% of labeled amount of Sodium chloride

o | pH & - oo

@ | Sterility test Complied with finished product specification

& | Iron Not more than o ppm

© | Heavy metal Not more than o.coe% (o ppm) based on the amount of NaCl

¢/ | Bacterial endotoxin Not more than o.&¢ EU/mL (USP endotoxin Unit/mL of NaCl)
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