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AMANEBAZIANIZYDIYN
sodium chloride 900 mg/100 mL solution for infusion, 1 L bag

1. %081 sodium chloride 900 mg/100 mL solution for infusion, 1 L bag

2. AnaNtAvY

21 luwu Wuasaraslaunmnde LA dwivdadmmasadand
22  @mlszneu Useneume  Sodium chloride 900 meg/100 mL
23 wAussy 1,000 mL
2.4 AYULUTIY

- ﬁnw%’ummmﬁmﬂﬂﬂmm% NuzwataRnln polypropylene %39 polyethylene
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3.anduUAManaie

nan1395193n A mUulUA W Finished product specification wa Drug Substance
specification fignedanundusiifuatuifiendu Faldaangousediiniuanenssumsa msiaze) NsEns
sy Tesndiiuilisdeniuatuiifisurinvielminiunesgunduidulasunis s
UsemAnsEnseens1sngy 1309 syyiiuen wa. 2561 avfuil 6 Sunew 2561 (aaszmaluseisaunmn
Fuit 12 nuamius 2562)

3.1 Finished product specification: USP 41

48 Test Items Specifications
1 Identification Meet the requirements
2 | Assay: Sodium Chloride | 95.0%-105.0% of labeled amount of sodium chloride (NaCl)
3 Iron Not more than 2 ppm.
4 |pH 4.5-7.0
5 Bacterial endotoxin Not more than 0.5 USP Endotoxin Unit/mL.
6 Particulate matte Meet the requirements
ASINNTT D ) = X
1@#1,2“&11‘“10?74‘1’”33@?‘”” ...................
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3.2 Drug substance specification: USP 41

Sodium Chloride

D) Test ltems USP 41

1 |dentification Meet the requirements

2 Assay 99.0-100.5% of NaCl (on the dried basis)
3 Arsenic NMT 1 ppm

4 Barium Meet the requirements

5 Ferrocyanide Meet the requirements

6 lodides Meet the requirements

7 Iron NMT 2 ppm

8 Bromides NMT 100 ppm

9 Phosphates NMT 25 ppm

10 | Potassium NMT 500 ppm

11 | Magnesium and alkaline Earth metals NMT 100 ppm (calculated as Ca)
12 | Nitrates NMT 0.01

13 | Sulfates NMT 200 ppm

14 | Appearance of solution Clear and colorless

15 | Acidity of alkalinity Meet the requirements

16 | Loss on drying NMT 0.5%

17 | Bacterial endotoxins Meet the requirements

18 | Sterility test Meet the requirements

Water for injection

4o Test Items Specifications

1 Total organic carbon Meet the requirements

2 Water conductivity Meet the requirements

3 Bacterial endotoxin Not more than 0.25 USP Endotoxin unit/ml.
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41.2

Tudwetunedeu ve.1/6.1 vesniliauesa wiouneasdeadanismuny
f-]t:umw'umwﬁmﬁ’mﬁmuﬁﬁumaﬁau (finished product specification) wazafvun
AR INgAY (Drug Substance specification) nsn"iﬁagj‘swiqem‘smé’auwm
whluidianis avdoauuuienatsnisvendly (8.5) uwdeu finished product
specification wag/139 Drug Substance specification
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nsdifewanlulsumelneg gnandosiduunamaenilidesuseunasgiunisuine
MUMENINAETIBNTSARLUN1SKAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tnenuaeau PIC/S participating authorities ¥3aillanasiusasuInggIu
MINAREIAENINUTRa IS MIRuN AT TN UANENS TN SEIMNTUAS
g1 NTENTIEBITUGY Famuatulaefiruaenadouasiniiouiundninusiuas
Bnsfialumsuaned PIC/S Tumnagiiauenes atuagamuseunsasiaeulaeil
wamsiusesieiuiivsemauszmasimdidninsiing
nsdidugnindransisusand guandefiionansiusewnsgiunisnaneiamy
wanINaeTIS NS ARluNSEREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Taavuaea1u PIC/S Participating authorities aUUa1@ARNSBUNIATIVAOU
Tnefiuanisiusesietuiivszmalssmanmaidninsindvienasnongdnudusinsd
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4.3.1

4.3.2

433
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4.4 A8
4.4.1

HANINTITIATIZRAUNMNENUUBIHAR (Certification of analysis of finished
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