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sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag
1. Teen  sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag

2. auautFvly
21 juuuy Humsarardlavsmnde L dwmdudadimveendens
22  dwlsgneu  Usgnaume  Sodium chloride 900 mg/100 mL
23 wunussy 100 mL
24 MUV
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specification #gnsdennndussuatudientu dddaamudsuredinnuamynssunsesuasen nsensie
ansnsaan Medndui3uili deenduatuiiiisuriviolminiunessundassuladsunils ey
Ustmeansensansnsnigy (309 seusifuen wa. 2561 aefufl 6 Suneu 2561 (aeUssmelusiviaayunm

Fuil 12 nuaus 2562)

3.1 Finished product specification: USP 41

4o Test ltems 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.
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D) Test Items Specifications

4 pH 4.5-7.0

5 Bacterial endotoxin Not more than 0.5 USP Endotoxin Unit/ml.
6 Particulate matte Meet the requirements

3.2 Drug substance specification: USP 41

Sodium Chloride

19 Test ltems USP 41
1 Identification 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
19 Test Items Specifications
nIwums ’P ;
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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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Scheme) Tagviieau PIC/S participating authorities ©3eilenansiuTBRNNTHIY
MInAReIMImMANINMeTLAY I M sTmuNsKERevesd N UAMENTTINTOIM SIAL
81 NIENTNATINY Tervustulneiimnaenadeuasinifieufundninasivas
Fmsialumandne PIC/S lumnaeiiausing atuagamuseunsasaasulngd
namsfusosfieiuiivssmedsemnsnadidninsdng
422 nsdidusnidhaniasune fudndesdionansiuseanasgunsuangian
vaNNaUIsNsARluNSHEAE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lngwiaeu PIC/S Participating authorities aﬂ’udwqﬂmméumimwaav
Tnefinansiusesiatuiiusemassmnsmdidninsiindvena snorgdwudaudnsdl
43 \ONATANANIBITIEUETIAN
431  HAMINTIVAATILRAUNNHANSNYIVOIHER (Certification of analysis of finished
product) Tugnjuiidesioens
432 wamsieTeiRanwingAvvawheddey (Certification of analysis drug

at

= [ W al i 5 Y ¥V oo =
substance) m‘muﬂ’]iNaMEJ']i“ld‘ﬂﬁ\'lL‘TJHG'I"J@EJNVN‘UEN%N?WIEJ’ILLGSQNﬁﬂ AE AU

nssuMs " -

(ney.vitywun 53%8) (ney.aniim Beaznm) (ney.0107A3 PuLd)
GPU 698204 [V2403]




433

434
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NaN13ANYI Long term stability 13 ASEAN guideline on stability study of drug
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4.6.1

lunansmansaaimsngyt Elemental impurities class 1 (Cadmium, Lead, Arsenic,
Mercury) w3eil Risk assessment report for elemental impurities N9198amuNU9A

ICH guideline %38 US Pharmacopoeia
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sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag

5.nuaUsediulseansnwnesinn (Price Performance)

sodium chloride 900 mg/100 mL solution for injection/infusion, 100 mL bag
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