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AMANBUIANIZYDIYN
sodium chloride 900 mg/100 mL solution for injection, 5 mL unit dose

1. #sen  sodium chloride 900 me/100 mL solution for injection, 5 mL unit dose

2. auaudiily

2.1
2.2
2.3
2.4

sUkuv Wuasarmelausmnde Wiid dwsudadwneavasaidons
dmusznou  Usenaume  Sodium chloride 900 mg/100 mL
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3. quauUAnIamaia

Naﬂ’lim5’3%3Lﬂ$13ﬁﬂmmmﬁu1ﬂmu Finished product specification itag Drug Substance
specification isdsaniadusiuatuiieanu Seldmnedoudedinnuanenssunisemnsuase nsensn
A1571504Y wsqﬁmﬁﬁﬁﬂ%'uﬁblﬁéﬁqﬁqﬁaql,fluaﬂ'uﬁl,ﬁaum’w?a'lmjnu‘ﬂmmigwLﬂﬁ’ﬂﬁﬂ%’ﬁlﬂﬁﬁ%’uuﬁe MY
UsemANSENTINEs SAY 1309 seysnfuen we. 2561 asiufl 6 Suanau 2561 (@sUszmAlusAaYunN
Fufl 12 nuawug 2562)

3.1 Finished product specification: USP 41

1) 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.
a pH 4.5-7.0
5 Bacterial endotoxin Not more than 0.5 USP Endotoxin Unit/mL.
6 Particulate matte Meet the requirements
(ney.aniin Seaznm) (ney.wiywun - (ngy.21AFS Aued)
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3.2 Drug substance specification: USP 41
Sodium Chloride

99 Test Items 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

[/ 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

0] 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.

o o
4. Joulvdy 9
as ¥ o e/ A o ] I -
4.1 ena1snslasuaygmtungdeusivgniesmuelulssmelneg wasduns (declare) unasnan
4.1.1  TuddgmsTunazilousisuen (ne.2 ve.3 8.4 %30 8.2 WAUANTH)

ASSUAS . ( ﬁ;‘ !
1@'”5““0”""025?3@7"’”"
(ngy.aniini Bazni) (ney. v¥eywun Sete) (Ney.0MA3 mued)
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4.1.2  Tudwatiunsidou ve.1/6.1 vaseniiiauean wieuswandunitenseuny
ﬂmmw’umuﬁmﬁmﬁmuﬁ%umﬁ% (finished product specification) Wazdanvunm
AMNMYBIINYAY (Drug Substance specification) nisﬁﬁagisswmmsLﬂﬁammm
uhlufisndin azfpsuuuienansnisveudle (6.5) swdeu finished product
specification Wag/v38 Drug Substance specification

4.2 LaNANSIUTBINNTFIUNTHAREN

421 nadfewanlulsemelne guandeidnunmaenivdesuseannsgiumsnane,
AUVANNSTISNSTRLUNTSWARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme) laguuaea1u PIC/S participating authorities #3aiilona1s3usawInTgIu
mMsWARUTANINUTILAL IS TIRlUNSHAREYesd N UALENSTINTE WIS IAY
g1 NSENTNANSINGY Srmustulasiianuaenedeuasiniientundninasiay
FBnsiatumsuane PIC/S Tumnagfiaueune atuaaanuseunisasasdeulaed]
namsSusesisiuiiussmausemnsedidninsiind

422 nsdidugnindhanmsssme guandosdionarsiusosmnsgunsuansimy
wanINUeIIsN1STRUNSKAREN PIC/S (Pharmaceutical Inspection Co-operation
Scheme) Inaviaea1u PIC/S Participating authorities 2UU14ARNSBUNISATIVEDY
Tneiinamssusesfeiuiussmalszmesmdidninsindvionasnergdnudausinsd

4.3 BNANIANNMYBITIAUDTIAN

431 WAMINTIVUATIVRMAIKENTNTIvDERER (Certification of analysis of finished
product) lugguitdeiiagng

432 WamMTIATIEVRNAWIngAUYaIRIed Aty (Certification of analysis drug
substance) filtlunswane{uiidadumegnaiwesudneuavdraningiu

433 enasviendngududuruduiusseninsqunisndnuesingiuvosinendidy (Drug
substance) 9 4.3.2 fujumsudnvewdnsiusidusagy (finished product) 4o 4.3.1

434 wWanMsANY Long term stability »1u ASEAN guideline on stability study of drug
product masateerasldtunzdeulifudnnuanenssumsemsuaren
NILENTNEATITUAY

4.4 feg19eN

441 fauesa desdsiisgngisgiaiey 1 misussydudt Jududunuuanieandon

lensudhumuiifmusluhdenmuaiiialudesuniely 3 Sundsanauesiean
4.5 myvsziuguAeidmou

451 eWidweudesiongldldlidesnit 1 U 6 Weuluaniudwey

452 ywnneidwey wwdesdsdiunmieluiusemansnsniinseieiuiidaey

453 nsdiimhenemavhnsguiisgefidaeuiiodinniinseinunin mihesvns
whmilidedesvemet lnufuieasesdwindnmus wauiimineswnisdnse
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Ainsesiuesduiuinveumldseiifeadedumnsinneiauniw nsdiinud
slidulumunudnuuziany miessnsveanuavsisufinsanmsiauesmen
fandmves fusuas/miaduantuniasiely
454  gueazsesiuasusilenlndnneny visleiinnsdenanmseusznisla 4
rourmuslagLifieuly
455 szuumaiivnazdndeeitldunnsgunamdninust GSP (Good Storage Practice) uae
GDP (Good Distribution Practice) Insuanaienaisusenau (Wuansenansailasunis
FusBITEUL)
4.6 LNANTAY 9
4.6.1 TunanINansIIATITY Elemental impurities class 1 (Cadmium, Lead, Arsenic,
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