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Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle

1. ¥ow1  Sodium chloride 900 mg/100 mL irrigation solution, 1 L bottle
2. auaudAvly
21 gduuy \Buansarmelausimnide WA dwu inigation
22  dwusznou Usenaumiy  Sodium chloride 900 mg/100 mL
2.3 WINUITY 1,000 ml
24 awuzussy  ussqlumvuzwanadn kndundeivsudatala
- fiangidoussuenlisgadauuuussgiu
- UUNUEUTIYN FessyyTermiedevnanisin taamsiuussuen
ALY NOUAYILIARTNLIITEIE [uTinaR Tuduonglitaioy
- aanszyteau “vnuldan” w3e “Not for injection”

3.Aauantan1amaia
Nam'im’.)ﬁﬁmswﬁﬂmﬂ’lwLﬂulﬂmﬁu Finished product specification Wag Drug Substance
specification M1893s91nLadusSuatiufeaiu FeldannzidaunedinauanenITINMIEIMILAL Y
nsvnTEsIIIaY sinduihfuiliideeaduatiuiifieunimielminiunasgndushivlamiv
Wile ANUUSENIANSENTINASITUEY 1309 SEyIUT WA, 2561 aatudi 6 Surnau 2561
(amsaﬁmm'luwuﬁamqwnwﬁuﬁ 12 nuAWUS 2562)

3.1 Finished product specification:

49 Test Items USP 41
1 Identification Meet the requirements
2 Assay 95.0%-105.0% of the L.A. of NaCl
3 Bacterial endotoxins NMT 0.5 USP endotoxin Unit/ml
4 | pH 4.5-7.0
5 Particulate matte Meet the requirements
6 Iron NMT 2 ppm
7 Sterility Meet the requirements
8 Volume in container Meet the requirements
AIIUANT Do NJ{
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3.2 Drug substance specification:
Sodium Chloride

U9 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 (if test) 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

4. [Woulvdu 9
4.1 wnansnslédfueygntunsdouiusitedmirelusunalng uazdiuas (declare) uvaswan
411 luddymstunadewsniue (ve.2 ve.3 e.4 3o 8.2 wdusinsed)
012 ludeetunsdou ne.1/8.1 vesniliauesan wdeuswasdunfidensauauamnn
yomanSumuiitunsdou (finished product specification) uazdervunnunnyes
Tmg@u (Drug Substance specification) ﬂi:ﬁﬂ'as(jsswmmsm?iauuﬂaaLLf’ﬂ‘ULﬁ'mﬁu
QzdpsuuuEnaIsMsvanily (8.5) u ey finished product specification wag/m3e
Drug Substance specification
4.2 WONANTSUTWNATTIUM NN

421 nsdifiemdanluusemelne grandosdidinnmaenivdeiuseannsgiumsuansniu
wannaesNNsTRlunsREREA PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Tneamuaeau PIC/S participating authorities ¥383teNa13TUTEMNINTFIUNNT
ARV NN AYRAEIE NSRS HANB1YBIATNUARENSTUANSOIMNTUAZEN
NITUNS 5(
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4.2.2
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Tunssdnen PIC/S lumnaeiiiausus atuagamuseunsmsieaeulaginanisiuses
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wannaeIENsARluNSHEREN PIC/S (Pharmaceutical Inspection Co-operation
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4.3.1

4.3.2

433

434

4.4 fney19eN
4.4.1

HANIINTIVIATILAAUNNHER S TIVBINER (Certification of analysis of finished
product) Tugguiideiiegne

HANITIATIZARAWINAVYBIRIENEATY (Certification of analysis drug substance)
v'ﬂ%‘lumswﬁmmq'w?iaiaLﬂuéx’aasjwqﬁwaqcﬁmﬁma'm,asc’jwﬁmi’mqﬁu
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substance) 78 4.3.2 fujunsnanvosndnsiaueidnsagy (finished product) 4o 4.3.1
Nan1SANEN Long term stability 13 ASEAN guideline on stability study of drug
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4.5.1
4.5.2
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4.5.5
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syuumMsifiunavdndeeiildiinnsgumundninas GSP (Good Storage Practice) wag
GDP (Good Distribution Practice) Insuamsionansusznou (Wuanuenansitléizunis
FuseeTEUL)

4.6 oNADY

4.6.1

lunaninans1As1EN Elemental impurities class 1 (Cadmium, Lead, Arsenic,
o o 5 . Sit v a ¢
Mercury) %383 Risk assessment report for elemental impurities N198IRNUN

ICH guideline %38 US Pharmacopoeia
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