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731260 : calcium chloride dihydrate 20 mg/100 mL + potassium chloride 30 mg/100 mL +
sodium acetate trihydrate 380 mg/100 mL + sodium chloride 600 mg/100 mL
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solution for infusion, 1 L bag
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1.6. JLauaIIAABITEYIUINUTIYRENGDY

2. AusntAnIamaie

Namim‘l’-ﬁLﬂ‘i'lsﬁﬂfummﬂu'lﬂmm finished product specification wag Specification of Active
pharmaceutical ingredient (AP) i§198991nindeiruatuifiesfu Saldaansideudodiiniiy
ANIZNTTUNITOMNIUATYY NTENTNAITIFY Teindairfuilddrdafeaduatiuiiiivuwiviel
nunmsgunduiiuladfunds auUsenansensieansisage Sae seyssnen we 2561 astui
6 SunAu WA 2561 (AaUsEMAluTBAIIMIUNIIUT 12 NUATUS 2562) uaz seysen @UIUT2) we.

2562 avfufl 3 NINGIAN 2562 (aeﬂ'ssmﬂ'Lu'swﬁwmmnmi‘wﬁ' 26 NINYIAN 2562)

1. Identification

2.1. Finished product specification (in house )

Complied to finish product specification

2. Yiunausmndnagy

- Sodium 285.0 — 315.0 mg/100 mL of Sodium

- Potassium 14.0 - 17.5 mg/100 mL of Potassium

- Calcium 4.90 - 6.00 mg/100 mL of Calcium

- Chloride 368.0 — 408.0 mg/100 mL of Chloride

- Acetate 148.0 - 181.0 mg/100 mL of Acetate i

3.pH

6.0 -8.0

4 Sterility test

Meet the requirement

B. Bacterial endotoxins

Not more than 0.5 USP Endotoxin Unit/mL

6. Iron content or

Heavy metal

NMT 0.3 ppm

7. Particulate matter

- = 10 micron

NMT 6,000 particles/container

- > 25 micron

NMT 600 particles/container

8. Volume in container

Meet the requirement
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Analytical Procedures) iungifouly lnsfosdaduidueniivsenansensansisaguiuses

v bminIaUsznIe
weme: nsdinegszninveasuwawdleisinneiuasdarmununsguliaenndes

aushseniiussmasusesieimenagadedineunmenssumsemswazen Iiuuudiund

vaudluwdsunvassenislunsfouduen wuu ne. 9) vie duundvendludsuuasiens

Tuneileowsinsuen (Wuu o.5) unsaudusg

dunluddymstunsdsusiuen oy ne.2 vie vie.3 w3 vie.d vie 8.2 udusnsd)
4115 wERluUsEmAlnY (8.2)
4.1.2.nsditemidiemsuisussgluysamalng (ne.3)

4.1.3 nsdiflevidansussne (me.q)
wanewe;: nsdiinisuasuulawudlvgueyyiauazantuinan uuvdiuidivaudly
wWasuwvassenstunzideudiiuen (Wuu n.e. 9) ude duurdveudluasuuassensly

nudeuiiusnieaiudiusygnauazaauiinga (W o.4)

duumivdefuseunnigrunsdanenuvaninausiisn1sfialunsnane (Good Manufacturing

Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) T.ﬂEJ‘VT‘lJ"JEN’]uI PIC/S

participating authorities aUud1gasuTaUN1IATIRARY Hinan1ssusesisiuussmealszningian

aidnnseiind Tumnafiisrdostueniiiaue Usenouse

5.1. dAumisdefusewInsguAsHARYIUVERINMeTIE N TTIRLUN SRR TRgR UM Ay
(Certificate of GMP Active Pharmaceutical Ingredient (API))

5.2, i adefuseuNASEINNSKARENUNA NLNSIS NS AR UM SHANNER SustEndSagy
(Certificate of GMP Finished Product)

Tunsdidusniidiaindruseimd fuandaadiduimidesusendndn (Certificate of

pharmaceutical products, CPP) w3awmiidosusean1ssmiie (Certificate of free sales, CFS) Ty

wnaefiiaueve atuanganiuisunmsnsnasulneinadusesiciulsemeseninsian

NWIPIUTBBAIMUARNIWIRGAUN181EAEY (Active Pharmaceutical Ingredient Specifi catlon)

wavnanAueie1dnsagy (Finished Product Specification)

7.1 dnurnnsgruingauiied1Asy (Active Pharmaceutical Ingredient Specification) uag
UAMsgIUNAnSusie1d11595Y (Finished Product Specification) 1ag s Y5181
(Pharmacopoeia) Al81189n173Agilagmsgustedesdenduluniudaivuauay
mmigmﬂaqn1'ﬁLﬂﬁw"l,us‘hs'mﬁlﬂﬁﬁﬁmwﬁa AMUUSENIANTENTIANSITUAY 1589 59
#5781

7.2. @11 drug monograph Yoiasaend1Aey (Active Pharmaceutical Ingredient) wasnansinusi
gndu3agy (Finished Product)

7.3. n3difiingAudaendnfey (Active Pharmaceutical Ingredient Specification) w3anansinsien
ﬁ’ll,‘iilg'd (Finished Product Specification) laiUsanglusinsen (Non-official pharmacopoeia)
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International Conference on Harmonization of Technical Requirements for

Registration of Pharmaceuticals for Human Use (ICH) 3o
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7.3.2 fafmunuazanmsguYeInTiATEiNaR (In-house process) idanndaariy ICH
Guidelines v3®
7.3.3 fermuauazinasguiluveamsiianeiidimalilusse shetla ssemil
ANUSEMANTENTIAGITREY 1303 Spyssen dmduguiuuemiug (General
requirement for dosage form)
nu8ng: TafinuauAINIngAUR181d81Ay (Active Pharmaceutical Ingredient
Specification) waguan fiausia1d11595U (Finished Product Specification) A2581484218051
iwenfunazatuiieatu sndundnsdidmseriidedmuauazinnsgiureinisinsziianis
TngRusendfty viie nandusiendniagy
8) duumisdeiusewaniiiiaTzy (Certificate of Analysis (CoA)) lnadaelsenousae i
8.1. dwwmiidesusemamiianeitingausiedfy (Certificate of Analysis of Active
Pharmaceutical Ingredient (API) lngiiaausznaunie
8.1.LdwumivdeiusewmanisinssingAusendfey vesniningiusiendrfny
(Supplier) lusrfuiidaududiagag
8.1.2 duumisdesusamansinsiingiusendfy vesndnndndasienduiagy
(Manufacturer) Tugnjuitdadusaegng
8.2. dnumlsdeiusnananisinsizinandugianduiagd (Certificate of Analysis of Finished
Product) vesnananfmiendniagy (Manufacturer) Tugnfuitdadufetig
8.3. lenanstudumudunusszninqunmskanvesingiusiendify (drug substance) wag JuMs
rAnvesHARAnsidNSagU (finished product) Aldlunsudnenjuiidadudaogng
9) duulenalsuanInanIsAn¥IANAA (Stability data)
9.1. duenasLAMINANISANYIAUAINISEELET (Long term stability data) 912U 3 Junns
Ha0)
9.2. @lEnASLARINANIIANTIAIINAI AN TS (Accelerated stability data) 9112u 3 Ju
MINAn
9.3. nydhueiidesarars ATernreuld Iduenaisnanisnumaruasiamdnisazate
wag/vse 139979 / aalnld Tusvhazanesneg asudiulazasnAaaanuenaIsAIAuen (In
use stability data)
10) fiauesadasdsiaedneenatnation 10 1n/ge Fudufunuuanseandenldasufiunud
farusluriade gruaisivhlu Tredunasmeguinmsumdlifiushegetilininsdlag
11) E'!"\Lmuﬁﬂﬁﬂ%UiadmﬁmﬁmﬁﬁﬂLgﬂgﬂ (Certificate of Pharmaceutical Product) l#1znsfidtnun

Tuuszinelne
12) dumlideduseswnsgrumaiuinwuasnszansemunaninaeiisnisiidlunisiivinwuay

nsza1881 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

13) dumiideusennnssutesjiins ISO/EC 17025 Tusemsenitiane (i)
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1) ewesulogwashitesndt 2 U tuaniuiidweuen

2) swniavnskdnidweuliudaudnisunmgmezdosduumlsiesusomansTinseyt (Certificate
of Analysis (CoA))
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5) fauonmie)Busenliondndygnouasuimun fail
5.1. winfimsguasiviiassiannsuineemansmsunndudmnansiaseiliduluaumesgu
5.2. nsdindnsusieeindgniFonifuiunniemanlnedinauausnssumssmsiasen
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