ﬂmﬁnwmztamwaam
Sodium chloride 0.9% Injection 1000 ml
1. Y81 Sodium chloride 0.9% Injection

2. gauaudAaly
21 gluuy Wuansasarwunaanide la Liid
22 dwlseneu  Usenaumemien sodium chloride 0.9% luansazangusuins 1000 ml
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3. quanUAniamaiea

nansnviasieigunwduluau finished product specification wag drug substance
specification g1esmnndrsuatiuiieity Seldaamaidouredinnuamenssunmsomisuas
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3.1 Finished product specification : USP 38

o | Test items Specifications

1 | Identification avaarum syl finished product specification

2 YSunsagndeigy 95.0-105.0% of the labeled amount of sodium
chloride

3 | pH 4570

4 | Sterility test msaﬂmumuﬁssﬁlu finished product specification

5 | Bacterial endotoxins Taitfiu 0.5 USP Endotoxin Unit/ml
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Y8 | Test items Specifications

6 |lron LAy 2 ppm

7 | Particulate matter msuadwumuﬁsxq‘lu finished product specification
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4.1. nansnslasueygntunzdeuinsueiiedmiehusmelng wagduns (declare) widanEn
4.1.1. TudAgnistunziouinsuen Taun ve.2ne.3 ve.4 39 8.2 Waasnsel
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finished product specification Ingvaudlunoutulszniruszninsindidnnselind
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4.2. 1NENITTUTBWINTTIUNMTNANL

4.2.1. nidlemanlulsemelng guandesilionatssusaansgrunsndaginiunaninn
wagdinrsiialunisudnen PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lagmuaa1u PIC/S participating authorities #38Lan@155U50MINSIU
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4.3.1nan1sasiliaszinuamnaniudedniazuvendn (certificate of analysis of
finished product) Tuenjufidgalusiate
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4.6. flaussian (1) Busenlisnidndyyinouasuiinua Tagruaiuiugevain

ANENTIIN1ITATDENT ST ULLR g 5 fail
4.6.1. nsdinamsgunsIviieevient TnsnsuivermansnisunmdvieRo fuantsils
WIS ISO/IEC 17025 wan1snsradinsisildiduluninuinsgrudedivualy

Usgniadsgningia

a = &

4.6.2. n3iindnusiewilaigniseniivAuainiiswmanlnsdinsnuauznssunmsemisuas

81 Tugsanvesdyyrazdevsve

4.6.3. nsdivulgmiguawannudaiusigriliionvdmanoUssdnsnanazaiuUasn fase

Alheilasuen lnstihurmuiiureuananenssunMsIngousmseAun lungun Wil 5

4.7. mihgswnisveanuinslifuinsawiasuseriivseifgniSenifviulasdiinanu

ANNITUNITEIMITUazanlustesian 1 Unewulsenadsy ﬂ'JﬂS’]ﬂ'laLadﬂVli’e)ﬁﬂﬁ

o v v & ' Y ]
ALNIIY msmwumqmanwmzmmxu.axﬂmnmﬂumsnﬂ%mﬂmzﬂ'ut'umfyumww 5

(a3%0) A Usz51unIIuNg

rdirad
(ueands agugiiand

nssuNIs  (e%e) 0%‘/ ATUNS

(aoior. P PP neams
g wnga) (usanatueing A7a213) (wepaing  dunidand

| o . o
(GNR) GV NITUMT (aeto....... s nIsuMI  (aeo) NITUNTUALLATIYNTT

.............. S SAR—
(uwanaien Judginulue) (unadn 2akTuduns) (ueaTinfinn gaviugduuy)




