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1. Youn

2. AuaNtAnalY
2.1 3Uuuy

2.2 druusenau

2.3 YUINUITY
2.4 AYULUTIY

2.5 9a1n

nauil 8 nauNGD (enansuuy 1)

AMANYULLANIZUBIY
Acetated Ringer’s solution for infusion 1,000 ml

Acetated Ringer’s solution for infusion 1,000 ml

uansazaneusimanidie la lifd dwsuvesdimamasaidens

i 100 ml Uszneumeien Calcium chloride dihydrate 20 meg/100 ml,
Potassium chloride 30 mg/100 ml, Sodium chloride 600 mg/100 ml,

Sodium acetate trihydrate 380 mg/100 ml Tuasazaneusuns 1,000 ml
YUINUITY 1,000 ml
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Finished product specification:

v

U9 Test Items Specification

ldentification

AN UAUNATEYLY Finished product specification

2. | Assay
- Sodium
- Potassium

- Calcium

AR UMUNSEYlY Finished product specification
A9 UAMNATEYMY Finished product specification

AR UANNTEYlY Finished product specification
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- Chloride m'ﬁwmummﬁﬁzﬂu Finished product specification
- Acetate mmﬁi’mmuﬁizﬂu Finished product specification
3. | pH mﬁﬁlﬁhumu‘ﬁ'ﬁ&ﬁﬂu Finished product specification
Particulate matter
-size > 10 ym Not more than 25 particles / mL
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5. | Bacterial Endotoxins Not more than 0.5 USP Endotoxin unit/ml
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Sterile water for injection 10 ml unit dose

1. %een Sterile water for injection 10 ml
2. auautAnaly
2.1 Uuuy Wuarsavaneuneane dmsuda la ludd

2.2 dywlsenau  Tu 10 ml Usgneume water for injection
2.3 JUINUTTY YUINUTIY 10 ml
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Finished product specification:

) Test Items Specification
1. | Appearance Clear, colorless solution
2. | Oxidizable Substances Pink color does not completely disappear
3. | Water Conductivity Not more than 25 us/cm
4. | Particulate matter
-size > 10 pm Not more than 6,000 particles / container
-size > 25 um Not more than 600 particles / container
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Bacterial Endotoxins Less than 0.25 EU/mL

Sterility Sterile

Container content Not less than the nominal volume
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