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SODIUM CHLORIDE 900 MG/100 ML SOLUTION FOR INJECTION/INFUSION,100 ML BAG

1. do81 SODIUM CHLORIDE 900 MG/100 ML SOLUTION FOR INJECTION/INFUSION, 100 ML BAG

2. Ausutanaly

2.1 gUuuy
2.2 dwusenav
2.3 MUYULUTIY

2.4 2810

2.5 Bue

3. qruanUANIumAlla

Juasavane Usemnide la il

Tu 1 g Usgneusaeshen Sodium Chloride 0.9% U3inms 100 ml
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{8  Test items Specifications

1  Identification test A5 muﬁimﬂu Finished product specification
2 Gnwsmenddgy 95.0 - 105.0% L.A. of Sodium Chloride

3 pH 45-70

4 Sterilily test AT muﬁss‘tﬂ,u Finished product specification
5 | Bacterial endotoxins Taiifiu 0.5 USP endotoxins unit/ml

6  Pariticulate matter ATIINIU muﬁw‘tﬂu Finished product specification
7 Volume in container NI muﬁizq'lu Finished product specification
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. 48  Test items Specifications

8 Iron aiiAu 2 pom
9

Heavy metal 13itAin 10 ppm (based on amount of Sodium Chloride)

a. (Roulvdy
vELauai'lmﬁmﬁuﬁwmewn'wLanmsws”auaamaﬁa%ai”usaqLanmﬂmaﬁﬁé"mw swazBundil
4.1 enamsnslefueygnrtunsouhsusiiesmirlusemelng uarvduns (declare) undawan
4.1.1 TudweymstunziTous3ue 1un ne.2 1.3 ne.a vie 6.2 kil
4.1.2 udwetunzdou ve.1 wie 0.1 veswnfilauesien wiouneaiBeniitensmunuam Y
wanSasstanuitunsdeu (finished product specification) uagdervuanunwasingdiv (drug
substance specification) ns@ifiegjsewinmsiAsuuvasuslufuiuezfosuuuienarsnisueudly
(8.5) awdeu finished product specification waz/w3e drug substance specification Tngvaudly

fautuusynmausemasiadidnnsedng wasliifu 2 U s Yuusemausemasiadidnnseiing

4.2 BNNITUTDWINTFIUNTHEREN
AndndosionansiusewnmsgunsudnemundninusinasIBnsintunisuanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Iagwiaea1u PIC/S participating authorities #3e3]
loNaNsUTBRNASHIUNMSKAREIMUVENINAITILAL IEMITIR lUNSHARENYeIENIUAMENTINMTO I TUAE
&1 nsEnTIEs1saigY Fatwmustulasiienwaenedowuasiaifisufundninasiuayimsiatumstdnen
PIC/S Tumnanilauens atiuagamuseunsaraaeulneiinamsiusesiviusemaszninsan
didnnselind
4.3 (ONANSARANYBILTAUBTIAN
4.3.1 namInsITlnneinunwandueiedseguvecndn (certificate of analysis of
finished product) lusnjuildadugoeig
4.3.2 ian1InTInlinziRuAIngRuesiiendfty (certificate of analysis of drug substance) 4y
mswﬁmm’g’uﬁa'aLﬂuﬁ’aaemﬁy’waaéwémmLLazcgwﬁmi’mqﬁu
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