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2.3 YUIAUTTY
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2.5 aan

"o ¥
NANT 8 nEuLNGD (loNaATUNY 1)

ANANYUZIANIZYD I8
Acetated Ringer’s solution for infusion 1,000 ml
Acetated Ringer’s solution for infusion 1,000 ml

Wuensasaneunmnide la hifld dwiuvendvnmaesnidend

Tu 100 ml Usenausiesen Calcium chloride dihydrate 20 mg/100 ml,
Potassium chloride 30 mg/100 ml, Sodium chloride 600 mg/100 ml,

Sodium acetate trihydrate 380 mg/100 ml luansazaneusunms 1,000 ml
TUINVTIY 1,000 ml

Us‘sﬁ}lumwuvehw%’umsmmﬁmﬂimmm%aLmuwmaﬁn'ﬁﬁﬂ Non-PVC dmuldmds
Wes v 1,000 ml ansazaeanunsalvasenaunun laidies 14 air vent wiaussail
InuanUiinmsumiewanainiosdrduanunnlutosiiiondinn lneesnatiosdasi
TauenUTNnIYn 100 ml wieandeandn flufusesaunmuinsgiuveanivus
USTINIUNINTGIURANAUIIgRAmMNTITY (Wen.531-2558 ) 9ndninauannsgiu
nandusignamnssu(uansdiumdngiu) lunsdldSunissusesquninssuy
11a3g1u 150 (Wiuansdumdngiuis sen.uas 150) sanisfesiilufusesamnm
uanshmanadniusslsiviiisetuien uasUaensuiugld
UUUIIAMAABITEY 08, dIulsrney, AN (58Yy Total Osmolarity 1Tu
mOsmol per ml %58 mOsmol per Liter) '3’14“?'1‘%5&1, i’uﬁumq, laviudn (Lot no.),
waneidoudiuen wazisiiusnwmenliagradaau
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Naﬂ’t‘im’l'«a’“}Lﬂi’w‘!f!ﬂmﬂﬁmﬁu‘lﬂmu Finished product specification ka2 Drug substance
specification i819d9a1nadasiSuatuiiienfiy Faldmanidouronnznssunisomnsuazen nTENIe
a151504a% ﬁ%ﬁmé’%ﬁw%’Uﬁ’l‘a’fé’w%qﬁauﬁuaﬁuﬁtﬁﬂuwi’m?aimjn'imﬂmﬁmmﬁ’%ﬁﬁulmﬁﬁwﬁqm"m
UsEn1ANSENT1NAIBITEY L0958Yf15187 WA, 2561 asTudl 6 SuAN 2561 (asUsznialus1viae,
umnm%’uﬁ 12 nuAWUS 2562) uasUsn1ANIEMSINEsNsaY 1309 seysinsen (atufl 2) w.a. 2562 ag
udl 3 nINHIAN 2562 (aa'Uﬁvn'm‘luswnammunmmw 26 n3NLIAN 2562)

Finished product specification:

UD Test Items Specification

1. | Identification

' = (£ . .
A9IUMNNTEYLY Finished product specification

2. | Assay
- Sodium
- Potassium

- Calcium

' < o -
m‘s’sﬁzmumumsﬁlu Finished product specification

' = < i i i
m'af\]mummn'izqiu Finished product specification
m'zﬁwi'lumuﬁiquu Finished product specification
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- Chloride mfmmumuﬁizﬂu Finished product specification
- Acetate m’mhummﬁixq'lu Finished product specification
pH mswshummﬁssqlu Finished product specification
4. | Particulate matter
-size 2 10 pm Not more than 25 particles / mL
-size 2 25 ym Not more than 3 particles / mL
5. | Bacterial Endotoxins Not more than 0.5 USP Endotoxin unit/ml
6. | Sterility {i\i?%&iﬁum’]uﬁ‘isﬂu Finished product specification
7. | Impurities
-Heavy metals mwchumuﬁszqiu Finished product specification
UYL

- nsdifeansdeuuienindu (waive) Msnsirdeuiiasieisnenisla Tiduuanaenans
wdngrufananileueysiAadieDrug substance specification Aansnanludinszvivesdudn drug
substance %38 ludseyt vosfanendiasy atulnatiunil Ssdinsnsaeasuynideiidimue

4. deulvdus
Fanenafestudunnmdsienans wieuaseliotesusesenaslaegiisine neandundsil
1) enasmsldsuoyytunadouhiusniiesnielulszmalng uazduns (declare) undaan
1.1. luddymstuneifousuen Wi ve.2 ne.3 ve.4 vie .2 ududnsdl
- nadidueiindaludssndlng wneda ve.2
- naddusninduiensusussy wnet ve.3
- nsdifduentidhnaUseme vaneds ve.s
1.2. Ametunsidou ve.1 vie 8.1 vaseniliauesian wiouneasiduaritanmsaiuauamumues
wanfusauiitungou (finished product specification) wasdaninuaaunImYIIngAu (drug
substance specification) ﬂiﬂjﬁa%i'izwj’mm‘iLU%EJ‘ULU.JMLL?“‘ULﬁmamlxﬁa\‘]LL‘!JULEJﬂﬁ'TSﬂ’I‘i‘UEJLLm‘U
(8.5) ¥ T8y finished product specification Way/%3e drug substance specification lagvawnly
AewulszniAuszmaandidnnseting wagliiu 2 U i ulsemaussmesiandiannseting
2) 1BNATUTBINNATEIUNINEREY

2.1. ns@uwaniulszmalve {udndesiionansiuseunnsgiumsndneinmdninasivasismsialy
N1IWENYT GMP-PIC/S Taawingaru PIC/S participating authorities ¥3031tana135UTININTFIU
GMP 89dMINIMUANMENTIUNTITOMNTUASET NIENTIAITITUGY Favustulaefinuaenados
uazvinisniy GMP-PIC/S Tumnaeniiausine atuarganussunisasivasulneinanisiusestis
Tulsgmadsznansimdidnvseiind
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2.2. nsdlynhidheinsneussna uandesiilonanssusemnnsgrumsnanaamdninasmiuas3sn1sin
lunisudngn GMP-PIC/S Taevingeu PIC/S participating authorities %38 US cGMP 104U sine
Kudn aduargannsoumnadeu lnglinanissusesdiviulsenmavszninsmdidnusetdind wie
91YNABATN UIusnsal

lnansANAN YL IlALDTIAN

3.1 HAN1IATI9ATIERRNAIWHER Fusiendn5aguveadndn (certificate of analysis of finished
product) lusnjuitdaiiudegng

3.2. uamInsIviaseinunwingfurasiiend Ay (certificate of analysis of drug substance) alu
m‘smﬁmmﬁuﬁﬁaﬁﬂuﬁaaﬂwaﬁwmé’wﬁmmuas@’mﬁmi’mqﬁu

3.3. Wnarsvienangududuanuduiusseninegunisudnvesingauiieddey (drug substance)
1o 3.2 fugunsndsvewdnsioeiordnsagy (finished product) 4 3.1

3.4. wamsAnw long term stability maawu'wmq‘ﬂawwﬁ‘ﬁumﬁaul”iﬁ'uﬁ'}ﬁ’ﬂmuﬂmsn‘ssmmsmmi
LaTE1 NIBNTINANTITUEY
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5.1 flauasian fesdeiiagnenstiedey 3 wiseussyiue Judusunuuansisazidealdnsuiiu
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AN BULLANIZYD Y
Sterile water for injection 10 ml unit dose
Sterile water for injection 10 ml

Wuasazaneusimnide dwiuia la Lifid

Tu 10 ml Usznausie water for injection

YUINUTTY 10 ml
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Finished product specification:

U9 Test Items Specification
1. | Appearance Clear, colorless solution
2. | Oxidizable Substances Pink color does not completely disappear
3. | Water Conductivity Not more than 25 ps/cm
4. | Particulate matter
-size 2 10 um Not more than 6,000 particles / container
-size 2 25 pm Not more than 600 particles / container
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2)

3)

Bacterial Endotoxins Less than 0.25 EU/mL

Sterility Sterile

Container content Not less than the nominal volume
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