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AMANBALIANIZVDIY
801522: Sodium chloride 900 mg/100 mL solution for infusion, 1 L
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2.1 Finished product specification (USP43)

1. Identification
Sodium and chloride - Meet the requirements
2. YsunausgndAgy 95.0-105.0% labeled amount of sodium chloride
3.pH 4.5-7.0
4 Sterility test Meet the requirement
5. Bacterial endotoxins Not more than 0.5 USP Endotoxin Unit/mL
6. Impurites
Iron NMT 2 ppm
7. Particulate matters Meet the requirement

2.2 Specification of Active pharmaceutical ingredient (API) (USP43)

s : Acceptance criteria
L0 Specification of API

1 | Identification: Sodium

A: Sodium Meet the requirement

B: Chloride The precipitate dissolves easily with the
possible exception of a few large particles,

which dissolve more slowly

Assay 99.0% - 100.5% LA. of Sodium chloride
Impurities

Aluminum (lawgnsal peritoneal dialysis, NMT 0.2 ppm

hemodialysis, hemofiltration solutions )

Arsenic Method | NMT 1 ppm X
Barium Any opalescence in the test solution is not

more intense than that in the reference

solution
Ferrocyanides No blue color develops in 10 min
lodides No blue color is observed
Iron NMT 2 ppm
Limit of bromides. NMT 100 ppm
Limit of phosphates MNT 25 ppm
Limit of potassium (awznsel injectable NMT 500 ppm
dosage form , peritoneal dialysis, hemodialysis,
hemofiltration solutions )
Magnesium and alkaline-earth metals NMT 100 ppm, calculated as Ca
Nitrites Absorbance in NMT 0.01
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e Acceptance criteria
U9 Specification of API
Sulfate NMT 200 ppm
Appearance of solution This solution is clear and colorless
Acidity or alkalinity NMT 0.5 ml of 0.01 N hydrochloric acid or
0.01 N sodium hydroxide is required to
change the color of this solution

4 | Loss on drying NMT 0.5%

5 | Bacterial endotoxins test The level of bacterial endotoxins is such that
the requirement under the relevant dosage
form monograph in which sodium chloride is

used can be met

6 | Sterility test Meet the requirement

3. msUszifiusnedayasim (Price)
S18aLLBUANIULONATT 1589 mMsUsziiumedayasiai (Price)

4. PNESN Y lUNI1SNANT U

1)
2)
3)

4)

Laﬂmsm{ﬂumiﬁﬂwsmﬂmnwwa’ﬂﬁﬁ'mﬁwﬁuLaﬂmsw%'amzwmmamanmsmuﬁﬁu Fastoluil
dnenansiiuen mwilne uas/mSenmsinge

e’hLmLaﬂmsu,amﬁammuuamﬂmaam‘tju 2UTTY muiiladunedeuly
dudvetunsfousiiue (wuu ne.l vie o 1) asuyanth wieuseazidunAmudnuuzianig
‘UENEJW?HLSR)S'ULLﬁ”‘U@ﬂ’]MUG‘N’Imiﬁ’m‘Ua\‘]’Jﬁﬂ’Ti’JLﬂ%"]u‘VfEJ”l (Finished Product Specification and
Analytical Procedures) mumwaul’) ImsmaqmammiwWIUi.,mﬂﬂiumwmmsmammm
wsolminInUsene

LT ﬂsmviasjs.mdﬁwal,ﬂﬁlaul,.,ﬂaaLtfﬂﬁ%"?mﬁ viagdarivununsgiuliaenados
mumsﬁamﬂsvmmusawsammmmammamuﬂmuﬂmwﬂssumsmmma 261 TRLUUE LM
veudludsuntassenislunsifoudfuen Wuu e, 9) wie dudmveudluudsunlassionis
Tunslawsisuen (Wuu 8.5) iwdoususe
dunluhAgymstunadeushiue Wy vie.2 wie ne.3 vie ne.4 vee .2 wdusinsel)

4.1.1.n3emanluUssmelng (e.2)

4.1.2.nsdlenhditenisudsussylutsumalng (e.3)

4.1.3. n3difemidransalseme (ne.q)

HREIVER nsmumsma&uuﬂamrﬂmmuaumwLLauamuwmam Tuuvdnurdivauile
LUaEJuLLUaﬁwmﬂuw zilgumsuen (Wt n.e. 9) n3e duurmveudlaasunlassienisly
mmaumwmmmﬂuQﬁuaqzymuasamumam (Wuu v.49)
dumildesusennnsgiunisnanemundninasidsnsialunsudnen (Good Manufacturing
Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) Iag 128914 PIC/S

ANENTTUNIAMUA AU DAL ANAN YEIANY

...................................... Usesnunssung 265%0%&ﬂ55uﬂ’ﬁ 3. a0 #Q/ﬂiﬁm'ﬁ

(un.duwa WiyeyndTand) (ney.adian Tusna) (ney.a%51 &lnrdn)



6)

Page 4 of 5

partmpatmg authorities aUUAEAMINTBUNITATINEDU ANan1s5useadieiulsenAUsEnINgIAN

Sidnvsetind lumnafiietestuenfiaus Ussnaume

5.1, dumiladedusownsgrumInane 1 undnin i sn1siialunisnaning 1AUAIEEAY
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2, ﬁﬂLumﬁﬁa%saqmmsgmmswé‘mmmwé’ﬂLﬂmﬁ%msﬁﬁlumswamwﬁmﬁmsﬁmeﬁL%fﬁgﬂ
(Certificate of GMP Finished Product)

Tunsaliiluenindrnindssing duandesidrumisdousondnfnst (Certificate of

pharmaceutical products, CPP) n3aunisdnsusesnissmviung (Certificate of free sales, CFS) lu

ViR aueue aduaganusaunsnsasulneiinasusesieiulsemalszningia

nsgIuLBTeimMUnRUA M IRgAUMIEEREY (Active Pharmaceutical Ingredient Specification)

waznaningie1d@n5agu (Finished Product Specification)
7.1 dwuuinsgruingudienddyy (Active Pharmaceutical Ingredient Specification) way
rnsgIuNdndugiend11593U (Finished Product Specification) Tae 5y LYRITIH
(Pharmacopoeia) w‘lﬂjmaaqmsqLﬂswvvﬂmammsmuameuaamaamulﬂmmamwuma“
WINTFINVRINTUATI RISl emile PIUUTENIANTINTIEAGIS0EY 1509 T2y
#5787
7.2. @11 drug monograph ma&ﬁaﬁamﬁwﬁm (Active Pharmaceutical Ingredient) wagnandaan
1d1593U (Finished Product)
15 ﬂﬁiﬁﬁﬁ’mqﬁuﬁamﬁﬁﬁm (Active Pharmaceutical Ingredient Specification) #Sanan g
d15934 (Finished Product Specification) Liusinglusiisnen (Non-official pharmacopoeia)
Aesuanangueiinasguveansinswidulunudoniselaselui
7.3.1 e munuazinmsguvesnsinseilussewesUssmaniduaindnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) 58

7.3.2 fofMuauasmsgINYDINTAATIEWERER (In-house process) AiganAdo iy ICH
Guidelines %3

733 doftmusnazinasgruihlusesmsinssiismun lussnen dsedla s
PUUTENANTENTIEAISUAY 1389 Teysaen dmfuguiuuentug (General
requirement for dosage form)

wareug: deniivuanuaInTngAufie1ddey (Active Pharmaceutical Ingredient

Specification) wagwan Ausie1d11593U (Finished Product Specification) A158148931n6157

Wieauuazatudientu enduudnsdiidinedidermusuarinasgiuresnisiassians

IngAuienddiy vie nandusiendnsasy

dnmilsiesusoman1sinseyt (Certificate of Analysis (CoA)) TnudasUsnaugie

8.1. dwumilsdesusemansiianziingiumenddy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) lnadaausenaumie
8.1.Ldnumilideiusessan sinsziingiusend iy YDIHANINgAUTIEEATY

(Supplier) Tugnjufidudugogig

ANENITUNMIAMUATIEATLEEALa ANAN YT IANY
4 o

...................................... UsEsunssunIg 2000 cirsnninics s ITHANG 3. 8D o G M s IRTHNTS

(un.gywa WiyegmITand) (ney.adian Tusna) (ney.a%51 Alndn)



Page 5 of 5

8.1.2.dnwwmilideiusesmanislinnziingaufendiny VONARKAN s FNT AU
(Manufacturer) °lumsuvnae|.flumama

8.2. dwmlvdesuseman1siinszvindndneiendnsagu (Certificate of Analysis of Finished
Product) vesinanndndnusienduiagy (Manufacturer) lugnjuitdaudiufaogng

8.3. onansgudumuduiussgninqumsuanvesingiumienddy (drug substance) uay JUANT
WamYeWAn AU (finished product) W lunnsuanenjuiidudufaedig

dwenasuanssanisAinwiniunsi (Stability data)

9.1. duenaTUARINANIIANYIAILAIFTEEEE1T (Long term stability data) 97U 3 U3
W&

9.2. dwnenansuanmansAnmAuAsialuan1IsL3e (Accelerated stability data) $1u7% 3 U
NSNER

9.3. nslduiidesazare /AFeananeuld WdwenaisnanisAnwaiuasivdinisazane
uaz/mse Woan / naaulald Tudihazaresneg asudiuuazasnndasiuienalsiiduen (In
use stability data)

10) fiauesiadesdiiiageenegeden 10 vaa/9e Sudusununansseasidenldasudunud

fmualuiade Auantinly duduwasmeguinisunmdlbifushegrselthinsdlan

11) &i"numﬁ’e?ia%“usmwﬁmﬁmsﬁé%%gﬂ (Certificate of Pharmaceutical Product) taw1ensaigidun

Tulsewealne

12) dummisdesusemnnsgiunmsiiusnwiuasnsgnseaundninaeidsnsanlunisiiudnwuas

N3£91881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) dnwnmilsdefuseannsgmuieajuiinig ISO/IEC 17025 lusremseniiaue 5
14) MIDUTHATYFITUNUNIIUAINUTENIARENTTUATRALUITEU UL WINYE L3DNUNAIYTITUINGIY

nMsduEsuNsIBeweIlIEmAlng w.e. 2559 nieasusssudue fidenadestuusznan (G5

5. Waulvdueg

1)
2)

3)

4)

..................................... UsLsMUNTIUNS Zae%a"/f 73D....... . ASIUMNS

neiongmasliesndy 2 U uantuiidmeuen

smniavnskanidweuiiquinisunmdaasfosduumideiusesmansiassi Certificate

of Analysis (CoA))

fuevzdesdluBuseniudsunidioslnduunogviadeinnsidenanmrous munmus oy

N

vnﬂquémsuwwéﬂwuﬂmuwwqmﬂWWQWﬂNﬁmﬁ’m%uasﬁaamsaiams'mﬁ'a%mswﬁ@mmw A ViVelS

nanduieasluiuanveudldtslunmsiinneginmunine wazaseluduunignauins ey

ALUAAUENTUNNE Y

ravesa(fue)Busenlfunidndygineunsurivun fail

5.1. mnumiamsamLﬂﬂwm']ﬂﬂimwmﬂ“ammmwmLLaman’mLﬂswvw‘lmﬂulﬂmummmu

5.2. mdlAndausinsiatignFuniiviuaniewanalnsdihnunmenssumsesuazen

5:3; nmwuﬂmmﬂmmwawnwamﬂmmmawawamaUsuawawaLLaummﬂaamnamawmawlmum

5.4. nadinanznssumsindunssuaznistiladineeenantayen quénsunng-wesnidnns
&ipeluadedialy

Z ANNIIUNSAMUNTEavBALaTAMENYMIANE

N33UNIT

(un.Fyna Winyeyniand) (ney.adan Wisna) (ney.aT51 Alvwian)



